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PEI'JIAMEHT (EC) 2017/...
HA EBPOIIEMCKUA IAPJTAMEHT Y HA CBBETA

oT ...

3a MeIUIIMHCKNUTE U3/1e/Ms, 32 u3MeHenue Ha lupexrusa 2001/83/EO,
Peraament (EOQ) Ne 178/2002 u Pernament (EO) Ne 1223/2009
U 32 oTMsiHA Ha qupekTuBH 90/385/EUO n 93/42/EMO na CbBera

(Tekcr oT 3Havenne 3a EUII)

EBPOIIEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOIIEMCKUS CBIO3,

KaToO B3€Xa MpeABUA [[or0Bopa 3a (I)YHKI_[I/IOHI/IpaHeTO Ha EBpOHeﬁCKHH CBbI03, U ITIO-CIICIHAJIHO YJICH

114 u unen 168, naparpad 4, GykBa B) OT HEro,

KaTo B3exa MpeiBU/I peaoxkenneTo Ha EBponeiickara komucus,

Clle/l Ipe/laBaHe Ha IPOEKTA Ha 3aKOHOJATETHUS aKT Ha HAIIMOHAIHUTE TTapJIaMeHTH,

KAaTO B3eXa NPE/IBH] CTAHOBHIIETO Ha EBPOMEHCKHsS HKOHOMHYECKH H COLMAIICH KOMHTET
cient KoHCyaTanus ¢ Komurera Ha pernonwure,

2
B CHOTBETCTBHE C OOMKHOBEHATA 3aKOHOAATECIIHA IIpoueaypa ,

! CranoBuie ot 14 ¢espyapu 2013 1. (OB C 133, 9.5.2013 ., c1p. 52).

[To3umus Ha EBpomneiickus mapiament ot 2 anpuin 2014 r. (Bce oiie HemyOIMKyBaHa B
Odwunmanen BecTHUK) U mo3unus Ha ChBeTa Ha MBPBO YeTeHe oT 7 mapt 2017 . (Bce ore
HenyOnukyBaHa B O¢uliraneH BECTHUK).
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KaTo uMart npeaBui, 4c:

(1

Jlupexrusa 90/385/ENO na Coeera' u lupexrusa 93/42/ENO Ha ChBera’® chCTaBIsIBAT
HOpMaTuBHaTa ypeada Ha Chro3a Ha MEIUIMHCKUTE U3JENUs, PA3INYHU OT MEIULIMHCKUTE
W3JICNUS 32 HHBUTPO TUArHocTuka. HeoOxomum e obave OCHOBEH Mperiie/l Ha TOCOYCHHUTE
TUPEKTHBH, 3a JIa Ce Ch3Maje CTa0WIHA, TIPO3padHa, MpeJcKazyemMa U yCTOWINBa
HOpMaTUBHaA ypez[6a 3a MCAUIUHCKUTC U3ACIINA, FapaHTHPAllla BUCOKO HUBO Ha
0€30MacHOCT U 3aKpHJia Ha 3[[paBETO, KaTO €THOBPEMEHHO C TOBA CE MOATIOMAraT

MHOBALIMUTC.

HupextuBa 90/385/EMO na CbBeta oT 20 roHu 1990 r. oTHOCHO cOnnxaBaHe Ha
3aKOHOAATEJICTBOTO HA IbPYKABUTE UJICHKU, CBbP3aHO C AKTUBHUTE UMILJIAHTUPYEMHU
meunuacku m3aenus (OB L 189, 20.7.1990 r., ctp. 17).

HupextuBa 93/42/ENO na CoBerta ot 14 rorn 1993 r. OTHOCHO MEIUITUHCKUTE U3ACITHS
(OB L 169, 12.7.1993 ., c1p. 1).
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3)

C HacToAIIMS PETJIaMEHT CE LIEJU /1a ce TapaHThpa O0e3MpensITCTBEHOTO PYHKIMOHUPaHEe
Ha BBTPEUIHMS Ma3ap HA MEIULIMHCKUTE U3/Iens Ha 6a3aTa Ha BUCOKO HHUBO Ha 3aKpHJia Ha
3[IpaBETO Ha MAIIMEHTUTE U MOTPEOUTENUTE, U KaToO Ce B3eMaT MPEABUI MAJIKUTE U
CPEIHUTE NMPEAIPUATHS, pa3BUBAILU JEHHOCT B TO3U CEKTOP. B chI10TO Bpeme
HACTOSIIUAT PErjiaMeHT YCTaHOBSIBa BUCOKU CTaHJAPTH 3a KAUYECTBOTO M 0€30MacHOCTTa
Ha METUIIMHCKUTE M3JIEJHS, 32 J1a Ce OTTOBOPH Ha OOIIUTE OIaceHHs BB BPB3Ka C
0€30MMacHOCTTa Ha T€3U NPOAYKTU. HacTOAIMAT peraaMeHT cH OCTaBsl €THOBPEMEHHO U
JIBETE 11€JI1, KOUTO Ca HEPa3pUBHO CBbP3aHU U €IHAKBO BakHU. Ha ocHoBanue unen 114
ot JloroBopa 3a ¢pyHkuuonupanero Ha Esponeiickus cbro3 (JAPEC) nacTosmmst
peraaMeHT XapMOHHU3Hpa MpaBuiaTa 3a MyCKaHEeTO Ha Ia3apa U MyCKaHETO B AEUCTBUE Ha
MEAMLMHCKUTE U3/IeNUs M TEXHUTE MPUHAICKHOCTH Ha na3zapa Ha Cpro3a, Oyarogaperue
Ha KOETO KbM TSX 1€ MOXKE J1a Ce Mpuiara NPUHIUIBT HAa CBOOOIHO IBUKEHUE HA CTOKHU.
Ha ocnoBanue wien 168, maparpad 4, 6yksa B) JI®EC HacTosmusaT peraiaMeHT
YCTaHOBSIBA BUCOKU CTaHAAPTH 3a KAUECTBOTO U OE€30MaCHOCTTA HA MEIULIMHCKUTE
W3JIeJHsl, KaTO OCUTYPSIBa, HApeJ C IPYroTo, HAJESKTHOCTTA M CTAOMIHOCTTA HA JAaHHUTE
OT KJIMHUYHUTE U3MHUTBAHUS U 3alUTaTa Ha 0€30MaCHOCTTA Ha YYACTHULIUTE B KITMHUYHO

MU3IIUTBAHC.

Hacrosmmusar PEriIaMCHT HAMa 3a LCJI Ja XapMOHH3Upa MMpaBujiaTa, OTHACAIIH CE 10 I10-
HATaTBIIHOTO MPEAOCTAaBAHE HaA Masapa Ha MEAUIUHCKUTE U3ACIINA, CIICA KaTO BEUC Ca

IIyCHATH B JIeicTBUE, HAIpUMEpP B KOHTEKCTa Ha poaxOuTe BTopa ynorpeoa.
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(6)

OCHOBHU €JIEMEHTH Ha JACHCTBAIIUS HOPMATUBEH TOIX0/I, KATO HAA30PbT Ha
HOTHU(UIMPAHUTE OPraHu, MPOLETyPUTE 3a OLICHABAHE HA CHOTBETCTBUETO, KIIMHUYHUTE
W3MHUTBAHUA U KIMHUYHUTE OLIEHKH, TPOCIIEeIIBAHETO Ha 0€30MaCHOCTTa U HaJ30pa Ha
nasapa, clieiBa 3HaUUTEIHO Ja Ce YKPEeIAT, KaTo €THOBPEMEHHO C TOBA C€ BKIIIOUAT
pasnopendu 3a rapaHTUpPaHe Ha IPO3PAYHOCTTA U MIPOCICIUMOCTTA HA METULIMHCKUTE

nu3aciys, 3a 1a C€ MOCTUIHE MMO-BMCOKO HUBO Ha 3aKpujia Ha 3APaBCTO U 0e30IacHOCTTA.

JIOKOJIKOTO € Bh3MOXKHO, CJIS/IBA JIa CE B3eMaT MPEBUI HACOKUTE, pa3pabOTeHH Ha
MEXTyHApOIHO HUBO 32 MEAUITMHCKUTE MU3/IeNHs, 0COOCHO B KOHTEKCTa Ha PaboTHara
rpyna no rnobannara xapmonusaius (GHTF) u Ha ch3nasenus o HeliHa HHUIIMATHBA
MexnyHapoaeH GopyM Ha peryiaTtopHuTe opranu 3a menuiuackute usnenus (IMDRF),
3a Jja ce HachpuyaBa MEXIyHApOJIHOTO CONIMKABAaHE HA HOPMATUBHUTE YpeaOu, KOETO
JOTIPUHACS 32 BUCOKOTO HMBO HA 3alllMTa Ha 0€30MaCHOCTTA B CBETOBEH MaIlllad U yJeCHsBa
THPTOBUATA, TO-KOHKPETHO 1O OTHOIIIEHHE Ha Pa3Mopen0nTe 3a YHUKAIIHA
uaeHTU(DHUKAINS Ha U3IeNUATA, OOIIMTE N3UCKBAHMS 332 OE30ITaCHOCT M JICHCTBHE,
TEXHUYECKaTa JOKyMEHTAIIMsI, TpaBuiaTa 3a KiacupuKanus, IpoleypuTe 3a OlleHsIBaHe

Ha CBOTBCTCTBUCTO U KIIMHUYHUTC U3IIUTBAHUA.

[To ucropuyecky NPUYNHU AKTUBHUTE UMILTAHTHPYEMH MEIUITUHCKY U3IEIHS, TIOTIa AN
B obxBata Ha [{upextuBa 90/385/ENO, u npyrute MEIUIIMHCKA U3ISIHSI, TTANadamiy B
ob6xBara Ha [lupextuBa 93/42/ENO, 6s1xa ypeaeHu upe3 1Ba OTACIIHUA MPAaBHA
uHcTpyMeHTa. OT ChOOpaXKeHUs 3a ONMPOCTABAHE BETE NUPEKTUBHU, KOUTO Osixa
HSIKOJIKOKPATHO M3MEHSHU, CIIEJIBA JIa CE 3aMEHST C €/IMH 3aKOHOATEJICH aKT, MPUII0KHM
KbM BCUYKU MEAWIIMHCKY U3JICTHS, PA3TUYHNA OT MEIUIIMHCKUTE U3/ICTHUS 32 HHBUTPO

IMarHOCTHKA.
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IIpunox’HOTO MOJIE HAa HACTOSIIIUS PETJIAMEHT CJIE/IBA SICHO Aa C€ pa3rpaHU4y OT TOBA Ha
JpyTH 3aKOHOAATENIHU akToBe Ha Chl03a 32 XapMOHU3aLMsl BbB BPb3Ka C IPOAYKTH, KaTO
MEAMLMHCKUTE U3/IeNUs 32 MHBUTPO IMArHOCTUKA, JIEKAPCTBEHUTE MIPOAYKTH,
KO3METHUYHUTE NpoAyKTH U XxpaHure. [Topagu ToBa Pernament (EO) Ne 178/2002 Ha
EBporeiickus napmaMment u Ha ChBeta' clieiBa fa Ob¢ H3MEHEH, 32 1 ObIAT H3KITIOUCHH

OT 00XBarTa MYy MCOAUIUHCKUTC U3ACIIVA.

JIbpKaBUTE YWIEHKH CJIEBA J1a HOCST OTTOBOPHOCTTA 33 B3EMAHE Ha PEILLECHHUE NPU BCEKU
KOHKpPETEH ciIy4al Janu 1aJeH IpoayKT MoMaja B 00XBaTa Ha HACTOSALIMS PETIaMeHT. 3a
Jla ce TapaHTUpaT MOCJIeA0BATEIHU PEILICHHs TP ONPEAEIIHETO UM BbB BCUUKH IbPKABH
YJIEHKH, 0COOCHO 110 OTHOIICHUE Ha TpaHUYHUTE citydan, Komucusra crieasa na uma
MPaBOTO, cJie/l KaTo ce € KoHcynTupaia ¢ KoopauHannonHarta rpyna rno MeJUIUHCKUTE
nznenust (KI'MU), mo cobcTBeHa MHUIIMATHBA MITH TIPU HAJJIE)KHO 0OOCHOBAHO MCKAaHE OT
I’bp>KaBa 4JICHKa, J]a B3€Ma PELICHHUE 3a BCEKH OTIENEH Cllydail 1alyu KOHKPETEH MPOAYKT,
KaTeropus Wiu rpymna npoJyKTH Iomnajaa B 00XBara Ha HacTOSIIuUs perjaament. [lpu
pa3UCKBaHUATAa HA HOPMATHBHUSA CTATyC HA MPOJYKTUTE B TPAHUYHHU CJIydau, BKIIIOYBAIIN
JIeKapCTBEHU MPOIYKTH, YOBEIIKH ThKaHH U KJIETKU, OMOLUIHY IPOAYKTH UITH
XpaHUTEIHU IpoayKTH, KomucusaTa cieiBa ga rapaHTHpa MOIXOISII0 HUBO HA
KoHcynTanuu ¢ EBponelickara arennus no nexkapcrsata (EMA), EBponeiickarta arenuius

o xumMukanu u EBpornelickust opran 3a 6€301MacHOCT Ha XpaHUTE, CIIOPE]] ClIydas.

Pernament (EO) Ne 178/2002 na EBponeiickus napiamenT 1 Ha CbBeTa OT 28 ssHyapu

2002 r. 3a ycTaHOBSIBaHE Ha OOIIUTE MPUHIIUIA U U3UCKBAHUS HA 3aKOHOJATEJIICTBOTO B
o0jacTTa Ha XpaHHTe, 3a ch3aaBaHe Ha EBpormelicku opraH 3a 6€30MacHOCT HA XpaHUTE U 32
oTpeieIIsTHe Ha MPOIIeypyu OTHOCHO Oe3omacHocTTa Ha Xpanute (OB L 31, 1.2.2002 r.,

ctp. 1.)
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TBi KaTO B HAKOM CJIy4ad € TPYAHO J1a CE HAIIPABH PAa3rPAHUYEHUE MEXKITY MEIUIIUMHCKO
W3/IeNMe U KO3METHYeH NMpoaykKT, B Permament (EO) Ne 1223/2009 na EBponerickust
napiamenT u Ha ChBera' cile/iBa ChIIO [a ce BhBE/IE BH3MOKHOCTTA 3a B3eMaHE Ha

PCUICHUC HAa PaBHUIIICTO Ha Cnr03a 3a HOPpMAaTUBHUA CTAaTyC HA JAaJACH MMPOAYKT.

[IpoxykTuTE, KOUTO MPEICTABIABAT KOMOMHALIUS OT JIEKAPCTBEH MPOIYKT WIIM BEIIECTBO U
MEIUIIMHCKO U3JIeNINE, Ca YPEeIeHH ¢ HacTosus peraamenT wiu ¢ Jupextusa 2001/83/EO
na EBponeiickus mapnament u Ha Cheeta.” J[BaTa 3aKOHOJATE/IHY aKTa CIIe/IBa Ja
rapaHTHpaT HOAXO/SII0 B3aUMOACHCTBHE 110 OTHOLICHNE HA KOHCYJITAIUUTE TIPU
OLICHSIBAHETO MPEH MyCKaHe Ha Ma3apa 1 Ha oOMeHa Ha MH(opManus B KOHTEKCTa Ha
JEMHOCTHUTE T10 MPOCiesiBaHe Ha 0€30MacHOCTTa, 0OXBAIAIIN TAKUBA KOMOMHUPAHU
MPOAYKTH. 3a JeKapCTBEHUTE MPOILYKTH, KOUTO BKJIIOYBAT MEIUIIMHCKO U3JIENINE, CIIe/IBa
7la ce OLEHH IO He0OXOAUMUS HAYMH CHOTBETCTBHETO HA M3/ICITHETO C OOIIUTE
M3UCKBaHMUS 3a 0€30MIaCHOCT M ACHCTBHE, IPEABUICHN B HACTOSIINS PETJIAMEHT, B
KOHTEKCTa Ha Pa3pelIeHNEeTO 3a ThPTOBHA Ha Te3H JeKapcTBEeHH npoaykTu. [lopamu ToBa

Hupexktusa 2001/83/EO cnenBa na 6b1e Hn3MEHEHA.

Pernament (EO) Ne 1223/2009 na EBponeiickust napaament u Ha CbBeta ot 30 HoeMBpHU
2009 r. otHOCHO KO3MeTnuHuTe npoayktu (OB L 342, 22.12.2009 r., ctp. 59).

Hupextusa 2001/83/EO na EBponelickus napinameHT 1 Ha CbBeta oT 6 HoemBpu 2001 . 3a
yTBBpKIaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHHUTE MPOIYKTH 32 XyMaHHA
ynotpe6a (OB L 311, 28.11.2001 r., ctp. 67).
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(11) 3akononatencTBoTo Ha Chro3a, mo-cnenuainno Perimament (EO) Ne 1394/2007 na
EBporneiickus mapiamMeHT U Ha CoBera' n JupextuBa 2004/23/EO na EBponetickust
napiameHT 1 Ha ChBeTa’, ¢ HEITBIIHO 10 OTHOIICHHE HA HAKOU MPOAYKTH, IPOU3BEICHH
Yype3 U3MOA3BaHe HA MPOU3BOJIHM HA ThbKaHHU WU KJIETKH OT YOBEIIKU W KHUBOTUHCKH
MIPOU3XO0/, KOMTO ca HEKU3HECTIOCOOHH MJIM Ca HAIlPaBeHU HEeKU3HeciocoOHH. Te3u
MIPOJYKTH cJIe/iBa Jla TonajaT B 00XBaTa Ha HACTOSIINS PETJIaMEHT, IIPU yCIOBUE Y€
OTrOBapAT Ha OIPENEICHUETO 32 MEAULIMHCKO U3/EJINE WM MTONaiaT B IPUII0KHOTO T0JIE

Ha HaCTOoAIHA PETIIaMCHT.

(12) Hsikou rpymnu mpoayKTH, KOUTO ChIVIACHO TBBPICHUATA HA TIPOU3BOIUTENSI UMAT CaMO
€CTETHUYECKO WU APYTO HEMEIUIIMHCKO MpeAHa3HaYeHNEe, HO KOUTO Ca CXO/IHHU C
MEIUIIMHCKUTE U3/IeTHUs OT TJIeHA TOYKa Ha (DYHKIIMOHUPAHETO U MpoduiIa Ha PUCKa,
cJIeqIBa Ja Mmomnaaar B o0XBaTa Ha HACTOSAIIHUs persiaMeHT. C 1e)T TPOU3BOIUTEIIUTE J1a
OBbJIaT B ChCTOSIHHE J1a JIOKaXKaT ChOTBETCTBHETO HA TaKMBa MPOIyKTH, Komucusra ciensa
Jla mprueMe o0IIH crielupUKaIuy Haii-MaJIko BbB BPb3Ka C MPUJIAraHETO Ha YIIPaBJICHHUE Ha
pHCKa U, TIPU HEOOXOJMMOCT, KJIMHUYHA OIICHKA 10 OTHOIIICHHE Ha Oe3omacHocTTa. Te3u
o0mm crienudukanyuu ciaenBa aa Ouaat pa3paboTeHH CIIEIUATHO 32 TPYIa MPOIYKTH 0e3
MEIUIIMHCKO MPEeIHa3HAuUCHUE U CIIE/IBA JIa HE CE M3IOJI3BAT 3a OILICHSBAaHE Ha
CHOTBETCTBUETO HA aHAIOTHUYHU H3/CIUsS C MEIUITUHCKO MpeAHa3HaueHue. M3aenusra ¢
MEUITMHCKO U ¢ HEMEIUIIMHCKO MpeHa3HAYCHHE CIIe/IBA Ja OTTOBAPT Ha N3UCKBAHUATA,
MPUJIOKUMH KaKTO 32 U3JIENIUATA ChC, TAKa M 32 U3JENUATA 0€3 MEITUITTHCKO

npeAHa3HAYCHUC.

Pernament (EO) Ne 1394/2007 na EBponeiickus mapiamenT u Ha ChBeTa OT 13 HOeMBpH
2007 r. OTHOCHO JIEKapCTBEHUTE MPOLYKTH 3a MOJEPHA TEpAIns U 32 U3MEHEHUE Ha
Hupextusa 2001/83/EO u Ha Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r.,
cTp. 121).

Hupexrusa 2004/23/EO na EBpomnetickus napimameHT 1 Ha CbBeta ot 31 mapt 2004 r.
OTHOCHO YCTaHOBSIBAHETO HAa CTaHAAPTH 32 KAYeCTBO U OE30IIaCHOCT MPH JapsBaHETO,
JOCTaBsIHETO, KOHTPOJIA, TPepaboTBaHETO, ChXPaHIBAHETO, ChXPAHEHUETO
pa3npezienssHeTo Ha YoBellkH ThkaHu U kietku (OB L 102, 7.4.2004 r., ctp. 48).
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(14)

(15)

KakTo mpu mpoIyKTUTE, ChIBPIKAIIN )KU3HECTIOCOOHN THKAHH WU KJIICTKH OT YOBEIIKH
WJTH JKUBOTHHCKH IPOM3X0J], KOUTO Ca U3PUYHO M3KITIOYCHH OT 00XBaTa Ha JUPEKTUBU
90/385/EVO u 93/42/EMNO, a mopaau ToBa — U OT 00XBaTa Ha HACTOSIIUS PETJIAMEHT,
cJIe/IBa Jia Ce TOSICHU, Y€ MPOAYKTUTE, KOUTO ChIABPIKAT HIIH CE ChCTOAT OT
KHU3HECTIOCOOHU OMOJIOTMYHU MAaTEePHAIN UM KU3HECTIOCOOHU OPTaHU3MU OT JIpYT
MIPOM3XOJI C TIJT J]a C€ TMMOCTUTHE HITH TIOJIIOMOTHE MPEIHA3HAUYCHUETO Ha T€3H MPOIYKTH,

ChIIO HE IToImaaar B oOxBara Ha HACTOAIIWA PCTIIaMCHT.

M3uckpanusta Ha Jlupextusa 2002/98/EO na EBponeiickust mapiaMeHT U Ha CoBera’

CJIeABa Ja IMPpOoABbJIKAT Oda CC Ipujiarar.

C’bH.[CCTBYBa Haqua HCCI/II‘ypHOCT OTHOCHO pI/ICKOBeTe U ITOJIBUTEC OT U3IIOJI3BAHUTEC 3a
W3JIeHsITa HAHOMATepUAIH. 3a Jla C€ OCUTYpU BUCOKO HHMBO Ha 3aKpHJIa Ha 3APaBETo,
CBO60I[HO IBUXXCHHUEC HA CTOKUTEC U HpaBHa CI/IprHOCT 3a HpOI/IBBOI[I/ITeJ'II/ITe, [
HE0OX0IMMO JIa Ce BbBEJIC JIMHHO OIPEJICIICHIE 32 HAHOMAaTepHAIH Bb3 OCHOBA Ha
[Tpenopwka 2011/696/EC na KOMI/ICI/IHTaZ, KaTo ce MPeIBUIN HE00X0IuMaTa I'bBKaBOCT 3a
aJIarITUpaHe Ha TOBA OMPE/CIICHUE KbM HAYYHHUSI M TEXHUYCCKHSI TPOTPEC U TIOCIICIBAIIIOTO
pa3BUTHE HAa HOpMaTHBHATa ypenda Ha paBHUILETO Ha Cbhlo3a U B MEKIyHAPO/IEH IJIaH.
[Ipu mpoekTupaHeTo U MPOU3BOACTBOTO HA U3JIEIIHUATA IPOU3BOIUTEIIUTE CIEABA 1A
neicTBaT 0COOEHO BHUMATETHO TIPH U3IIOI3BaHE HA HAHOYACTHUIIH, 32 KOUTO CHIECTBYBA
TOJISIM WJTA CPEJTHO TOJIIM TIOTEHITHAI 32 BBTPEIIHO 00JIbuBaHe. Te3n u3ienus ciaeaBa aa
OBJaT MOJUIOKEHU Ha HA-CTPOTUTE MPOIEAYPH 32 OlICHSIBaHE HA ChOTBETCTBHETO. [Ipn
M3TOTBSHETO HAa aKTOBETE 32 U3MBIHCHUE, PETYIUPAIIH TPAKTUYECKOTO U €THAKBO
HpI/IHaFaHe Ha CBbOTBCTHUTC N3UCKBAHUA, Hpe,Z[BI/IIIeHI/I B HACTOSIIUA peI‘JIaMeHT, cJeaBa aa
6”I)I[aT B3CTHU Hpe)IBI/I[[ CBOTBCTHUTC HaquI/I CTAaHOBMHMIIIA HA KOMIICTCHTHUTC HayLIHI/I

OOIIHOCTH.

Hupextusa 2002/98/EO na EBponetickus napiamenT 1 Ha CbBeta oT 27 siHyapu 2003 1. 3a
OIpeJieNIsIHE Ha CTaHIapTUTE 32 Ka4eCTBO U OE€30M1aCHOCT IPH B3€MaHEeTO, IMarHOCTUKATa,
npepaboTkara, CbXpaHEHHUETO U pa3peesITHETO Ha YOBEIIKa KPbB M KpbBHH chcTaBku (OB
L 33, 8.2.2003 r., cp. 30).

[peroppka 2011/696/EC na Komucusita ot 18 oktomBpr 2011 1. OTHOCHO OTIpeieIeHneTo
3a Hanomatepuanu (OB L 275, 20.10.2011 r., ctp. 38).
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(16)

(17)

(18)

(19)

Cebp3anuTe ¢ Oe3omacHOCTTa acnekTr, ooxeanaTu ot upextusa 2004/30/EC na
EBporneiickus mapiamMeHT U Ha CoBera’, ca HepasJeTHa 4acT OT OOIUTe H3UCKBAHUS 32
0€30MMacHOCT U JAeCTBHE, MPEIBUICHH 110 OTHOIICHNE HA U3/IENHUATA B HACTOSIIIHS
pernamenT. [Topaau TOBa HACTOALIUAT peryiaMeHT Clie[Ba /1a Ce cuuTa 3a lex specialis

CIIpsIMO Ta3u JUPCKTUBA.

B HAaCTOAIIMA pCriIaMCHT CJICABA 1a 6”I)ZIaT BKJIFOYCHU U3UCKBAHHA KbM IIPOCKTHUPAHCTO U
MMPOU3BOACTBOTO HA U3CINA, U3JTbYBAN fIOHHSHpaHIO JIBbYCHHUC, oe3 Ja C€ 3acsra

npunaranero Ha Jlupexktusa 2013/59/EBparom Ha CbBera’, YMHTO LENH ca pa3IuyHu.

B HacTosmus pernaMenT cie/Ba J1a ObaT BKIIOUYEHU U3UCKBAHUSA 332 IPOSKTHUTE
XapaKTepUCTHKH, O€30ITaCHOCTTA U JICHCTBUETO Ha U3/IEIHATA, pa3padOTEeHH 10 TaKbB
HA4MH, Y€ J1a IPe0TBpaTABAT MPO(ECHOHAIHN HapaHIBAHUs, BKIIOUUTEIIHO Ja

OoCUrypsBart 3aliuTa OT JIBYCHHUC.

Heobxonumo e na ce nosicHu, 4e oTAeneH codryep, KOMTO € crennasHo mpeHa3HayeH OT
MIPOM3BOUTEIA 3a yHOTpeDa 3a eJHa WU MOBEeYEe MEIULIUHCKHU eI, TOCOYCHHU B
OTIpEICTIEHUETO 32 MEAUIIMHCKO U3JIENHe, CE CUMTA 32 MEAUIIMHCKO U3JIeNNe, T0KaTO
codryep 3a 00N 1eNIH, TOPH KOTaTO Ce M3MOI3Ba B MEUITMHCKA Cpefia, Wik copTyep,
TIpeIHa3HAuEH 3a IIe]Id, CBbP3aHU ChC CTUJIA HA KUBOT U OJIATOJICHCTBUETO, HE €
MeTuIHCKO n3nenue. Kpammdunupaneto Ha codTyep KaTto U3aeue Wid MPUHAICHKHOCT
HE 3aBUCH OT MECTOHAXOKJCHUETO Ha coTyepa WK OT TUIIA B3aUMOCBBP3aHOCT MEKIY

coTyepa u Aa/ieHO U3JETHeE.

Hupektusa 2014/30/EC na EBponeiickus mapiament u Ha CbBeta oT 26 depyapu 2014 1.
3a XapMOHU3UPaHe Ha 3aKOHOJATEJICTBAaTa Ha AbP/KABUTE YWIEHKHU OTHOCHO
eslekTpoMarauTHara ceBMectuMocT (OB L 96, 29.3.2014 r., ctp. 79).

Hupextusa 2013/59/Esparom Ha ChBeta oT 5 nekemBpu 2013 1. 3a onpenessiHe Ha OCHOBHU
HOpPMH Ha 0€30I1aCHOCT 3a 3allMTa Cpellly ONaCHOCTUTE, IPOU3THYAIIN OT U3J1araHe Ha
HOHM3MpAIO ThYCHHE U 32 OTMsHA Ha qupekTuBH 89/618/EpaTom, 90/641/EBpaTom,
96/29/EBpatom, 97/43/EBpatom u 2003/122/Espatom (OB L 13, 17.1.2014 ., ctp. 1).
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OmnpeneneHusaTa B HACTOSAIIHS PETIIAMEHT 32 CAaMUTE U3JIEINUS, IPEIOCTaBIHETO Ha
W3ETHs, HKOHOMHYECKHUTE ONIepaTopH, HOTPEOUTENNTE M KOHKPETHUTE TPOLIECH,
OLICHSIBAHETO HA ChOTBETCTBUETO, KIIMHUYHHUTE M3MUTBAHUS M KIMHUYHUTE OLICHKH,
HaJ[30pa cje] MycKaHe Ha Masapa, MpocIieIIBaHeTO Ha Oe30MacHOCTTa U Ha/130pa Ha
nasapa, CTaHJapTUTE U IPYTH TEXHUYECKH Crielu(UKAINY, CJIe/IBA a Ce IPUBEIAT B
CBhOTBETCTBUE C I0OpE YCTaHOBEHATa IIPAKTHKA B Ta3u o0sacT Ha paBHULIETO Ha Chbro3a u

Ha MEX/yHApOHO PaBHHUIIIE, 32 Ja CC MOJO0PH MMpaBHATA CHT'YPHOCT.

CrnenBa na ce MOSICHH, Y€ € OT OCHOBHO 3HAYCHUE U3/ICTUATA, TpeIJIaraHy Ha JIUIA B
Cwlo3a upe3 ycayru Ha nH(QOPMAIMOHHOTO 0011ecTBO 1o cmuchia Ha upektusa (EC)
2015/1535 na EBporneiickus nmapiaMeHT U Ha C’bBeTal, KaKTO M U3JeIHATa, U3I0JI3BaHH B
paMKHUTE Ha ThProBCKa JEHHOCT 3a MPEIOCTAaBIHE HA TUArHOCTUYHA WUJIU TePareBTUYHA
yciyra Ha una B Cbio3a, 1a OTTOBApsT HAa M3UCKBAHUATA HAa HACTOSIIUS PETJIAMEHT B
MOMEHTa Ha ITyCKaHe Ha Ta3apa Ha MPOIyKTa UM B MOMEHTA Ha NIPEIOCTaBSIHE HA

ycayrara B Cbro3a.

Hupextusa (EC) 2015/1535 na EBponeiickus napiaameHT 1 Ha CbBeTa oT 9 centeMBpH
2015 r. 3a onpeensiHe Ha TIPOIEAypa 3a MPeAoCTaBssHe Ha HH(popMaIys B 00J1acTTa Ha
TEeXHUYECKUTe cTaHaapTu u pernamentu (OB L 241, 17.9.2015 r., ctp. 1).
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(22)

(23)

3a 1a ce oT4eTe BaKHATA POJISL HA CTaHIApTU3alMsITa B 001aCTTa HA MEIUIIMHCKUTE
W3/IeNHs, ChOTBETCTBUETO C XapMOHU3UpAHUTE cTaHAapTH, onpeneieHu B Pernament (EC)
Ne 1025/2012 na EBpomneiickus mapiaMeHT U Ha Coaera! clie/iBa J1a € HauuH 3a
MIPOU3BOUTENNTE Aa JOKAXKAT CHOTBETCTBUETO C MPEIBUICHUTE B HACTOSIIIUS PETIaMEHT
001 U3UCKBAHUS 32 OE30MACHOCT U JCHCTBUE U JPYTH MMPAaBHU U3UCKBAHUS, KaTO

HaIpUMep CBbP3aHUTE C YIIPABICHUETO Ha KAUECTBOTO U PUCKA.

HupektuBa 98/79/EO Ha EBpornieiickus mapiaMeHT U Ha CobBera’ 1aBa MpaBo HA
Komucusita 1a mpuema o01M TEXHUIECKU CIIeU(PUKAINN 32 KOHKPETHU KaTerOpUH
WHBUTPO AUATHOCTUYHU MEIULIMHCKU U3aenus. B 06macTu, B KOUTO HE ChIIECTBYBAT
XapMOHU3UPAHU CTAaHAAPTH WU T€ HE ca NOCTaThYHM, HA KomucusTa cienBa na ce
MPEIOCTaBH MPABOMOIIUETO Ja MPEABIKIA 00IIH crieruuKaluy, KOUTO 1a ObIaT
CPEJICTBO 32 OCUTYpPSIBAHE HA ChOTBETCTBUETO C OONTUTE M3MCKBAHUS 32 OC30IMACHOCTTA U
JIEMCTBUETO, C M3UCKBAHMUATA 32 KIMHUYHNTE U3NUTBAHMS U KJIMHUYHATA OLICHKA H/UIU
KJIMHAYHOTO MPOCJIeISIBaHE CJIe]T ITyCKaHe Ha Ta3apa, MPeABUICHU B HACTOSIIIHS

PCrIIaMCHT.

Pernament (EC) Ne 1025/2012 na EBpomneiickust mapiamenT u Ha CbBeTa OT 25 OKTOMBpPHU
2012 r. OTHOCHO €BpoIeiicKaTa CTaHaapTH3aIKsA, 32 ©3MEHEeHHUE Ha qupekTtuBu 8§9/686/ENO
u 93/15/ENO na CoBeta u Ha aupektuBu 94/9/EO, 94/25/EO, 95/16/EO, 97/23/EO,
98/34/EO, 2004/22/EO, 2007/23/EO, 2009/23/EO u 2009/105/EO na EBponelickus
napiaMeHT 1 Ha CbBeTa U 3a oTMsHa Ha Pemenue 87/95/EMO na CpBeta u Ha Perenne

Ne 1673/2006/EO na EBpomneiickus mapiament u Ha Coera (OB L 316, 14.11.2012 1.,

cTp. 12)

HupextuBa 98/79/EO na EBpomnetickus napiameHT u Ha CbBerta oT 27 okToMBpH 1998 T.
OTHOCHO JMArHOCTMYHUTE MeIUIMHCKU u3nenusd in vitro (OB L 331, 7.12.1998 r., cTp. 1).
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24)

(25)

(26)

27)

Oo6mute cnienudukanuu (OC) cinenBa qa ObAaT pa3pabOTEHH CiIeT KOHCYITAIIIH ChC
CHOTBETHUTE 3aMHTEPECOBAHH JIUIA M KaTO C€ B3€MaT MPEIBU EBPOIICHCKUTE U

MCKAYHAPOAHUTEC CTAHAAPTH.

[TpaBunaTa, IPUIOKUMU 32 U3ETHTA, CIEABA Aa CE ChOOPA3ST, KOraTo € MPHII0KUMO, C

Hogara 3akoHOAaTeIHa paMKa 3a IpeAiaraHeTo Ha a3apa Ha MPOAYKTH, KOSATO C€ ChCTOU
o 1

ot Pernament (EO) Ne 765/2008 na EBporneiickus mapnament u Ha CpBeTa 1 oT Pemenue

Ne 768/2008/EO ua Esponeiickus mapiamenT u Ha CpBera.”

[Ipensunenute B Permament (EO) Ne 765/2008 mpaBuiia 3a Ham3op Ha nmazapa Ha Cbhro3a u
KOHTPOJI Ha IPOAYKTHUTE, BbBEXKIaHU Ha ma3apa Ha Chio3a, ce mpuiaraT KbM H3ACNusITa,
Inomaganiyv B O6XBaTa Ha HACTOAIHA PCTIIAMCHT, KOCTO HC BB3IPCIIATCTBA AbPKABUTC

YICHKU IIpU 1/1360pa Ha KOMIICTCHTHUTC OPraHU 3a U3IIBJIHCHUC HA TC3U 3ada4YU.

[enecro0pa3Ho € Aa ce ONpeAesaT SCHO OOIIUTE 3aIbHKCHUS Ha Pa3IMUHUATE
WKOHOMHUYECKHU OIIEPATOPH, BKIFOYUTEITHO BHOCUTEIIUTE U TUCTPUOYTOPHTE, Bb3 OCHOBA Ha
HOBAaTa 3aKOHOJATEIHA paMKa 3a TpeylaraHeTo Ha Ma3apa Ha MPOJYKTH, 0e3 Ja ce 3acsraT
CTCIIUATTHUTE 32 IbJDKCHHUS, TIPEABUICHH B PA3JINYHUTE YACTH HA HACTOSIIHSI PETIIAMEHT, 32
Aa Cc€ OCUrypu mno-saCcHo pa361/1paHe Ha OpCABUACHUTC B HACTOSAIIUA PCTIIAMCHT U3NUCKBAHU A
Y Taka Jia ce moJo0pH Cra3BaHeTO Ha PEryJaTOPHUTE U3UCKBAHUS OT CTpaHa Ha

CHOTBETHHUTE OMEPATOPH.

Pernament (EO) Ne 765/2008 na EBponetickust napiamenT u Ha CbBeta oT 9 ronm 2008 . 3a
OIpeJIeNIsIHE Ha N3UCKBAHUATA 33 aKpeIuTallus U HaJ30p Ha [a3apa BbB BPb3Ka C
Ipe/UIaraHeTo Ha ras3apa Ha IpOIyKTH U 3a oTMsiHa Ha Pernmament (EMO) Ne 339/93

(OB L 218, 13.8.2008 ., ctp. 30).

Pemenue Ne 768/2008/EO na EBpomneiickus napnament u Ha CeBeta oT 9 1o 2008 1.
OTHOCHO 00111a paMKa 3a IpeAJaraHeTo Ha na3zapa Ha MPOJYKTH U 3a OTMsiHa Ha JlupekTuBa
93/465/EVO na Coeta (OB L 218, 13.8.2008 1., cTp. 82).
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(28)

(29)

(30)

3a LEJINTC HAa HACTOAIIHA PETIIaMCHT CJICABA Ia CC MPUEME, Y€ JIIEHHOCTUTE Ha

TUCTPUOYTOPUTE BKIIOYBAT MPUAOOUBAHETO, ChXPAHIBAHETO U IOCTaBKaTa Ha U3/EIHS.

Hsikou oT 3aibJKCHUSATA HA IPOU3BOIUTEIIUTE, KATO KJIMHUYHATA OLEHKA HITH
JIOKJIaJIBAHETO BB BPBH3Ka C MPOCIICIIBAHETO Ha OE30MACHOCTTA, KOUTO Ca YCTAHOBEHH
camo B npuiokeHusaTa keM aupektusu 90/385/ENO u 93/42/EVO, cnenBa na ce BKIIOYAT
B IIOCTAHOBUTEITHATA YacT HAa HACTOSIINS PETJIAMEHT, 32 JIa CE YJIECHH HETOBOTO

MpUIaraHe.

JledeOHUTE 3aBE/ICHUS CJIC/IBA J]a KIMAT Bh3MOXHOCTTA J1a IPOU3BEIKIAT, TPOMEHSAT U
M3II0JI3BAT U3JIEINATa B CAMHUTE 3aBEACHUS U 110 TO3H HAYWH J1a 3aJ0BOJISIBAT, HE B
MIPOMHUIIUICH Mamiad, 0coOeHUTE MOTPEOHOCTH Ha IIEJIEBU IPYIH MAIIUEHTH, KOUTO HE
Morar Ja ObJaT 3aJOBOJICHH Ha MOIXO/ISIIIOTO HUBO Ha €(PEKTUBHOCT OT EKBHUBAJIICHTHO,
HaJIMYHO Ha Ta3apa u3jeiiue. B To31 KOHTEKCT € menecho0pa3Ho aa ce MPEIBUIH, Ye HE
clIe/IBa Jia ce IMpHJIarat onpeelieH! TpaBrUiia Ha HACTOSIIUS PETIAMEHT, OTHACSIIIH C€ 70
METUITMHCKUTE W3JICITUs, IIPOU3BEKTAHN U U3IOJI3BAaHN B CAMUTE JICUCOHH 3aBC/ICHUS,
BKJTIOYHMTEITHO OOJTHUIIM U 3aBEJICHUS KaTo JJAOOPATOPUH U MHCTUTYTH 32 OOIIECCTBEHO
3/IpaBe, KOUTO MOATIOMArar 3JipaBHaTa CUCTEMa W/WIK ChACUCTBAT 3a MOCPEIIaHe Ha
MOTPEOHOCTUTE HA MAIUEHTHTE, HO B KOUTO HE CE JIEKYBaT U HE Ce ToJIarat IpuXH 3a
MAIUEHTUTE MPSIKO, ThI KaTO MEINTE Ha HACTOSIINS PEriIaMeHT M Taka MOTaT Aa Obaar
MTOCTHTHATH I10 MPOTOPIIMOHaIeH HaunH. Clie/iBa 1a ce 0TOCIICHkH, Ye TIOHATHETO
,,JICUCOHU 3aBelIeHHs* He 00XBaIa 00EKTH, YHSTO MPOKIaMHUpaHa OCHOBHA IIeJ1 € TPHKa 3a
3[IPaBETO WJIM 3[[PABOCIIOBCH HAYMH Ha XKHBOT, KATO HAIIPUMEP CIIOPTHH 3aJIH U CIIa,
yelHec U GpuTHec 1eHTpoBe. [lopaau ToBa U3KITIOYEHHUETO, IPUIIOKHUMO 32 JICUCOHHUTE

3aBCACHUA, HC CC MMpuiara 3a TO3u BU/ 00EKTH.
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€2))

(32)

(33)

[Ipensux akra, ye ChIIACHO MPUIIOKUMOTO MPaBo Ha ChI03a U MPUIIOKUMOTO
HAI[MOHAJIHO MIPAaBO (PU3MUECKUTE U IOPUJUUECKUTE JIMIa MOTaT Jja ThPCAT 00€3IEeTeHHE 3a
Bpe/la, HaHECEeHa OT 1e()eKTHO U3Jenue, € 1eechoOpa3Ho 1a ce U3UCKBA OT
MIPOU3BOIUTENINTE J]a BbBEJAAT MEPKH 332 OCUTYPSIBAHE HAa JOCTAThYHO (PMHAHCOBO
MIOKPUTHE BBB BPb3Ka C €BEHTyallHaTa UM OTTOBOPHOCT chriacHo [upektusa 85/374/EVO
Ha CoBera'. Te3n MepkH cieBa 1a GbJaT ChOOPA3eHH C KiIaca Ha PUCKA, THIIA Ha
M3JIEJIMETO U Malada Ha IpeanpusITHETO. B TO31M KOHTEKCT € ChII0 Taka 1esecho0pa3Ho
Jla ce YCTaHOBSAT MpaBHJIa 3a YJIECHABAHETO OT CTPaHA HA KOMIIETEHTEH OpraH Ha
MPEJOCTaBsIHETO Ha HHPOPMALIUSA Ha JIMIIA, KOUTO MOKE J1a ca MOCTPaJaliu OT 1e(eKTHO

n3aciInc.

3a J1a ce rapaHTUpa, Y€ CEpUNHO MPOU3BEKIAHUTE U3ACIIHS MPOABIKABAT J]a OTTOBAPST HA
M3UCKBAHUATA TI0 HACTOSIIUS PETJIAMEHT U Y€ OMUTHT OT yrnorpedaTa Ha MPOU3BEIACHUTE
OT TAX U3JIENNS CE€ B3EMA MPEABUJ IIPU MMPOU3BOICTBEHUS MPOIIEC, BCHUKHU MPOU3BOIUTENN
CIle/iBa Jla pas3Iojarat CbC CUCTEMA 3a YIIPABJICHUE HA KAYECTBOTO U CUCTEMA 34 HAA30D
cle]l MyCKaHe Ha ma3apa, KOUTO Jia ca choOpa3eHu C Kjlaca B 3aBUCUMOCT OT PUCKA U C
THIIA HA BBIIPOCHOTO U3Jienre. B 1onbiIHEHUE, C e CBEXKIAHE 10 MUHUMYM HAa PUCKOBETE
WJIY NIPEJOTBPATABAHE HA UHUUJCHTH, CBBP3aHU C U3JEIUATA, IPOU3BOAUTEINUTE CIIEIBA 1A
Ch3/1a/IaT CUCTEMA 32 YIIPABJICHHUE HA PUCKA U CUCTEMA 3a JOKJIAJBaHE 38 UHLUACHTH U

KOpHUTHpaIly AeHCTBUS BbB Bph3Ka ¢ OE30MMaCHOCTTA.

Cucremara 3a YHOpaBJICHUC HA PUCKA CJIC/IBA 1ad 6’[:,[[6 BHHMATCJIIHO C’LO6p33€Ha C
KIIMHUYHAaTa OLCHKA 3a U3ACIIUCTO U OTpAa3€HA B HCA, BKIIFOYUTCIIHO KIIMHUYHUTEC PUCKOBC,
KOHTO TpSIGBa Ja 6’bIIaT pasrii€gaHn KaTo 4acT OT KIIMHUYHUTC U3IMUTBAHUA, KIIMHUYHATAa
OICHKA WU KIIMHUYHOTO MPOCJICAABAHC CJIICA ITYCKAHE Ha I1a3apa. HpOHeCI/ITe Ha yIIpaBJICHUC
Ha pUCKa U Ha KIIMHWYHA OLICHKA CJIC/IBA J1a 6’I>I[aT B3aUMO3aBUCHUMU U PCIOBHO

aKTyaJIu3UpaHu.

HupextuBa 85/374/EMO na CbBeta oT 25 1o1u 1985 1. 3a cOnmkaBaHe Ha 3aKOHOBUTE,
MOJ[3aKOHOBUTE M aJIMUHUCTPATHUBHUTE PA3MopeI0N Ha JbPKaBUTE-WICHKH OTHOCHO
OTrOBOPHOCTTA 3a Bpe/u, MPUUMHEHH 0T AedekT Ha croka (OB L 210, 7.8.1985 r., cTp. 29)
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(35)

(36)

CrnenBa 51a ce rapaHTupa, 4ye HaOJIIOACHHETO W KOHTPOIBT HA TIPOU3BOACTBOTO HA
W3/IeNNATA, KAKTO M IGHHOCTUTE TI0 HAJ[30p CJIeI ITyCKaHEe Ha Ia3apa ! 1o IpocieasBaHe
Ha 06€30MacHOCTTa BbB BPb3Ka C U3CNUATA CE U3BBPIIBAT B pAMKHUTE Ha
OpraHM3aIlOHHATA CTPYKTYpa Ha MIPOU3BOIUTEINS OT JTUIIE, OTTOBAPSIILO 32
CHOTBETCTBUETO C HOPMATUBHUTE U3UCKBAHUS, KOETO OTIOBAaps HA MUHMUMAJIHH YCJIOBHS 32

KBaJTM(PUKAIIHS.

3a MpoU3BOAUTENNTE, KOUTO HE ca yCTaHOBEHU B ChI03a, YIIBITHOMOIICHHST MTPEICTABUTEI
“Ma OCHOBHA POJIS 32 OCUTYPsIBaHE HAa ChOTBETCTBUETO HA U3JIENIUATA, TPOU3BEKIAHU OT
TE3U MPOU3BOUTENH, U 32 U3IIBJIHSABaHE HAa (YHKIIMATA HA TAXHO JIMIIC 33 BPB3Ka,
yctanoBeHO B Cbro3a. [IpenBuy Ta3u oCHOBHA PoJis, 3a IENIUTE Ha MPUIIATaHETO €
11e1echo0pa3Ho J1a Ce ThPCH 3aKOHOBA OTTOBOPHOCT OT YIIBJIHOMOIICHHUS MPEACTABUTEN 32
nedeKTHUTE W3S, B CIIydaid 4e MPOU3BOIUTEIN, YCTaHOBEH M3BHH ChI03a, HE €
W3ITBJIHWIT OOIINTE CH 3abJDKeHUsI. OTTOBOPHOCTTA HA YITBTHOMOIIECHHSI TPEICTABHUTEN,
MPeIBUICHA B HACTOSIIMS PETIIAMEHT, HE 3acsra pasnopenoure Ha Jlupektusa
85/374/EVO, u cienoBaTenHO yIIbIHOMOIICHHST MIPEICTABUTEN CIe/IBa 1a HOCH U
coinaapHa OTTOBOPHOCT C BHOCUTCIIA U TPOU3BOJAUTCIIA. 3a,uan/ITe Ha YII'BJIHOMOIIICHUA
OpeaACTAaBUTCII CJICABA Aa CC ONPCACIAT B MIMCMCHO IIbJIHOMOIIIUC. Karo ce uma npeaBua
pOJISTa HA YI'BITHOMOIIECHHUTE TIPEACTABUTEIH, CIIEBA SICHO JIa CE OTIPEIENISAT
MUHHMAaJTHUTE U3UCKBAHMsI, HA KOUTO TE CJIENBA JIa OTTOBAPST, BKIFOUUTEIHO U3UCKBAHETO
Jla pas3noJjarar ¢ JIMIE, KOETO Jia OTrOBapsi HA MUHUMAJIHU YCJIOBUS 3a KBAIM(UKAIHS,
CXOJIHU C T€3W Ha MMOCOYEHOTO OT MPOU3BOIUTEIIS JIUIIE, OTTOBAPSIIIO 32 ChOTBETCTBHETO C

HOPMAaTUBHUTC U3UCKBAHUS.

3a J1a ce rapaHTHpa MpaBHa CUTYPHOCT 10 OTHOILLIEHUE HA 3a/IbJKEHUATA HA
WKOHOMHYECKHUTE OTepaTOPH, € HEOOXOUMO JIa C€ U3SICHST CIIy4auTe, KOraTto
TUCTPUOYTOPHT, BHOCUTEINAT WM JPYTo JIMIe TPsiOBa J1a ce CUMTa 3a MPOU3BOIUTEN Ha

n3aCIuc.
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[Tapanennara ThproBust ¢ MPOAYKTH, Beue IMyCHATH Ha Ta3apa, € 3aKoHHa (popma Ha
THPrOBUS B pAMKHUTE Ha BbTPEUIHUS Na3ap Ha ocHoBaHue wieH 34 JIOEC npu cra3Bane Ha
OTpaHUYEHUSTA, OCHOBABAIIIM CE HA HEOOXOIMMOCTTA OT 3aKpHiia Ha 3PaBETO U
0e30MacHOCTTa U Ha MpaBaTa Ha UHTEJNEKTyalHa coocTBeHOCT 1o uieH 36 JJPEC.
[Ipunaranetro Ha NPUHIMIIA Ha MapajeliHaTa ThProBus odaue € MpeaMeT Ha pa3InyHH
TBJIIKYBAHUSA B IbPKABUTC YJICHKU. Hopazm TOBa yCJIOBUATA U, MMO-CIICHHUAIHO,
M3UCKBAHUATA KbM MIPEETUKETUPAHETO U MPEONAKOBAHETO, CJIE/IBA /1a C€ YTOUHSAT B
HACTOSIIIHS PErIIAMEHT, KaTO Ce B3eMe MPEBH ChaeOHaTa paKkTika Ha Chaa' B APyrH
CHOTBETHU CEKTOPH U CHIIECTBYBAIIUTE TOOPH MPAKTUKH B 00JIACTTa HA MEAUIIMHCKHUTE

n3aciaus.

IToBropHaTa 06paboTKa 1 MocieaBalaTa ynorpeba Ha U3Aemus 3a eJHOKpaTHa yrnorpeda
CJIe/IBa J1a C€ OCBINECTBSIBA CAMO KOT'aTO TOBA € Pa3peIIeHO CHIITACHO HAI[HOHAIHOTO
MIPaBo U IPHU CMa3BaHE HA U3MCKBAHMITA HA HACTOSALIMS peryiaMeHT. JIuneTo, n3BbpIBaIio
MMOBTOPHA 00paboTKa Ha U3/IEeNIUE 3a €MHOKpaTHA ynoTpeda, ciiesiBa a Ob/ie CYUTaH 32
MIPOU3BOUTEN HA TIOBTOPHO 00Pa0OTEHOTO M3/IENHE U Ja MoeMe 3abKCHHUATA,
BB3JI0’KEHU Ha MPOU3BOJAUTEINTE CHITIACHO HACTOSIIMUS periaMeHT. HezaBucumo oT ToBa
IbPKABUTE YICHKH CIIE[BA 1a UMAT BH3MOKHOCTTA J]a PEIiaT, Y€ 3aIbDKEHUSTA 110
OTHOIIICHHE Ha MOBTOPHATa 00paboTKa M OBTOpHATA yIOTpeda Ha U3/IENHs 3a €THOKpaTHA
ynotpe0a B paMKUTe Ha JeueOHO 3aBe/IeHNe WK OT BHHIIIHO JIMIIE, U3BbPILIBAIIO
MOBTOpHaTa 00paboTKa, KOETO JAecTBa OT HETOBO UME, MOXKE Jla CE pa3uvaBar OT
3aIBJKEHUSTA 32 TPOU3BOAUTEIUTE, OMIMCAHN B HACTOSAIIUS periiaMeHT. [lo mpuHuumn
MOIO0HM pa3iuuus ciie/Ba Aa OBbAaT AOMyCKaHU caMO MIPH yCIIOBUE Y€ TOBTOPHATA
00paboTKa M MOBTOpHATA yrnoTpeda Ha U3IeNus 32 eJHOKpaTHa yroTpeda B paMKUTE Ha
1e4eOHO 3aBe/IeHHE WK OT BBHHIITHO JIAIE OTroBapsAT Ha npuetute OC mium, Korato HiMa
OC, Ha CLOTBETHUTE XapMOHU3UPAHH CTAH/IAPTH U HAIMOHAIHU pasnopeadu. [loBroprara
00paboTKa Ha TaKMBa M3AENUs CIeBa Ja rapaHTUPa PAaBHOCTONHO HUBO HAa OE30MacCHOCT U
JeiCTBHE B CPaBHEHUE ChC CHOTBETHOTO IMbPBOHAYATHO M3/IEIHE 32 €THOKpAaTHA

ynoTpeoba.

Pemenue va Chaa ot 28 roymm 2011 1 mo ceequnenn nena C-400/09 u C-207/10 (Orifarm u
Paranova), ECLLI:EU:C:2011:519.
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Ha manuenture ¢ MMITaHTUPAHO U3/CIIHUE CIEABA Ja CE MPEJOCTABS SICHA U JIECHO
JIOCTBITHA OCHOBHA WH(OpMaIKs, KOATO Ja J1aBa B3MOXKHOCT TO JIa C€ UISHTU(DHIIIPA,
KaKTO U Jpyra BaxkHa HH(opMaIus 3a U3A€TUETO, BKIIOYUTEIHO BCHUKH HEOOX0IMMU
MIpeIyIpeKACHUS 32 PUCKA 32 3/IPaBETO WM MPEANa3Hu MEPKHU, KaTO HAlIPUMep yKa3aHuUs
TN U3JIEIUETO € ChbBMECTUMO C HSKOU JUArHOCTUYHU U3JIENUS WU CbC CKEHEPH MpU

MIPOBEPKU BBB BPB3Ka ChC CUTYPHOCTTA.

(40) Karo 06110 npaBuiio BepXy U3/ENUsATa CJIeBa Ja € HaHECeHa MapkupoBkata ,,CE®, kosaTo
Jla OKa3Ba TSIXHOTO ChOTBETCTBHUE C HACTOALIMS PETJIAMEHT, 3a 1a MOraT T€ CBOOOAHO Ja
ce IBWKaT B paMkuTe Ha Cpl03a U Ja ce ITyCKaT B IEHCTBUE IO TAXHOTO NPEAHA3HAUYECHUE.
JIbpKaBUTE YWIEHKH HE CJE/IBA J]a Ch3/1aBaT IPEUKHU IIpel IyCKaHETO Ha Ma3apa Win
IIyCKAHETO B ACMCTBHE HA U3/ENINS, KOUTO CbOTBETCTBAT HA U3UCKBAHUATA, IPEABUICHU B
HACTOSIIUS PETJIaMeHT. J[bpikaBUTE WIEHKH 00aye ciieBa 1a UMaT Bb3MOKHOCT Jia peiat
JJaJIA J]a OTPaHUYaT U3IIOJI3BAHETO HA KOHKPETEH THUII U3/1E€JIUE BbB BPb3Ka C aClEKTH,
KOHUTO HE ca 00XBaHATH OT HACTOSIILUS PErJIaMeHT.

(41) [IpocneaumocTTa Ha U3AENUATA YPE3 CUCTEMATa 3a YHUKaJIHA UICHTU(UKALUSA Ha
n3nenusTa (,,cucrema 3a UDI*) Bb3 ocHOBa Ha MeXAyHapOJHU HACOKHU CJIEIBA 3HAUYUTEIHO
1a yBeJINYM €(pEeKTUBHOCTTA HA CBBP3aHUTE C OE30MAaCHOCTTA Ha U3/IEIHATA IEHHOCTH Cle]
ITyCKaHETO Ha Ma3apa, KOETO CE IbJIKU Ha M0-100pOTO AOKIaABaHE 3a UHIIUJECHTHUTE,
L[EJIEHACOYEHNUTE KOPUTUPAIN ACHCTBUS BbB BPb3Ka C 0€30M1aCHOCTTA U MO-100pOTO
HaOJII0ICHNE OT CTpaHa Ha KOMIETEHTHHUTE OpraHu. ToBa ChIIO CleBa J1a OrpaHUYU
MEAMLIMHCKUTE TPEIIKU U J1a JonpuHece 3a 6bopbaTa ¢ panmmduuupanuTe n3aenus.
WznonsBaneto Ha cuctemara 3a UDI cnenBa ga mogo0pu U MONIUTUKUTE IO OTHOIIEHUE HA
cHa0/I1BaHETO U 00€3BPEKIAHETO HA OTHAIBIU U YIIPABIEHUETO HA HAIMYHOCTUTE OT
W3JIeIMsl OT CTpaHa Ha JeueOHUTE 3aBEACHUS U APYTH HKOHOMHUYECKH ONEpaTOpH U, KOraTto
€ Bb3MOXKHO, J]a 0bJIe CbBMECTHMO C JPYTU CUCTEMH 3a y10CTOBEPsIBAHE Ha
ABTEHTUYHOCTTA, KOUTO BEYE CE U3IONI3BAT B TE3U YCIOBHUS.
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Cucremara 3a UDI cnenBa na ce mpuiara 3a BCHUKY U3/IEIUs, ITyCHATH HA Mas3apa, ¢
W3KJIIOUEHHE Ha U3/IeNusTa, U3pab0TeH! 1O MOPHYUKA, U J]a C€ OCHOBABA Ha MEXIyHAPOJIHO
MPU3HATH MPUHIUIH, BKIIOUUTETHO ONPEAETIEHUSITa, KOUTO Ca ChbBMECTHUMH C
M3M0JI3BAaHUTE OT OCHOBHUTE ThPTrOBCKH MAPTHHOPH. 3a Aa Moxe cucremara 3a UDI na
3aIll0O4YHC 1a q)yHKL[I/IOHI/Ipa npean HA4YaJI0TO Ha MPUJIIAraHCTO Ha HACTOAIUA PCTrJIIaMCHT, B

HEro clie/iBa a ObJaT onpeeeHu NoIpOOHH MpaBUJIa.

[Ipo3pauHocTTa M aIEKBATHUAT JOCTBHIT IO HHPOPMALIKS, TIOHECEHA IO MOIXOISI HAYMH
Ha LEJICBUS TOTPEOHTE, ca OT MbPBOCTETIEHHO 3HAYCHNUE 3a OOIIECTBEHHS HHTEPEC, 32
3aIMTaTa Ha O0IECTBEHOTO 3/IpaBe, 3a MPEJOCTABIHETO Ha MO-TOIsIMa aBTOHOMUS Ha
MAIMEHTUTE U METUIIMHCKUTE CTICUAIMCTH U Ha Bb3MOKHOCT J1a B3eMaT pPelIeHHs, KaTo
pasnojaraT ¢ HeoOxonumaTa HHGOpMaIKs, KaKTO U 3a OCUTypsIBAaHETO Ha cTa0uiHa 6a3a
3a B3€MaHETO Ha PEIleHHs BbB BPb3Ka C HOpMAaTUBHATA ypeada 1 3a U3rpakJaHeTo Ha

JIOBEpHE B Ta3u ypenoa.

Ki1rouoB acmekT npy MOCTUTaHETO Ha HEUTE Ha HACTOSAIINS PETJIaMeHT € Ch31aBaHEeTO Ha
EBporneiicka 6a3a mannu 3a MegunuHckute u3aenus (Eudamed), kosiTo cnensa ga BKiIrouBa
Pa3IMYHM EIEKTPOHHU CUCTEMH C OTJIe] Ha ChOMpaHeTo U 00paboTkaTa Ha HHPOpMaLUs 32
U3JeNUATa Ha TTa3apa U ChbOTBETHUTE MKOHOMUYECKH OTEPaToOpH, ONpPE/IeNICHH aCIeKTH Ha
OLICHSIBAHETO HAa CHOTBETCTBUETO, HOTH(PHIIMPAHUTE OPTaHH, CEPTHPHUKATUTE, KITUHHIHUTE
M3MUTBaHU, IPOCIIESIBAHETO Ha 0€301MacHOCTTa U Ha30pa Ha masapa. Llenute Ha 6a3ara
JaHHU ca MMOBHIIABaHE HA MPO3PAYHOCTTA KATO I[SUT0, BKIIOYUTEIHO TIOCPEACTBOM I10-
I00Bp AOCTHIT A0 HH(POPMALUS 38 OOIIECTBEHOCTTA M METUIIMHCKUTE CIICIIHAIHCTH,
n30sTBaHe HA MHOTOOPOIHUTE U3UCKBaHM 32 JOKJIa/IBaHe, M0100psBaHe Ha
KOOPIMHAIMSTA MEXY JbPKaBUTE WICHKU U ChIJIACyBaHE U YJICCHABAHE HA MTOTOKA OT
nHpOpMAIHS MEXTy HKOHOMHUUECKUTE OTIepaTopy, HOTH(PHUIIMPAHUTE OPTaHH WITH
CIIOHCOPHTE M JbP’KaBUTE WICHKH, KAKTO U MEXK/y CAMUTE AbPXKaBH YICHKU H C
Komucusta. B paMkuTe Ha BhTpEeNIHHS Na3ap TOBa MOXKE J1a CE OCUTYPH e(hEKTHBHO CaMO
Ha paBHUILEeTO Ha Chlo3a U 1o Ta3u npuunHa Komucusra cinesnBa aa 1opa3paboTH U

ynpasisBa EBponeiickara OaHka JaHHH 3a MEAMLIMHCKUTE U3JENNs, Ch3aieHa ¢ Perenue

2010/227/EC na Komucusta'.

Pemenue 2010/227/EC na Komucusita ot 19 anpun 2010 r. otHOcHO EBpomneiickaTta 6aHka
naHHu 3a menuiuHckuTe u3genus (Eudamed) (OB L 102, 23.4.2010 r., cTp. 45).
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3a na ce ynecuu ¢pyHkuuonupaneTo Ha Eudamed, mexxnynapoiHo npusHaTa
HOMEHKJIATypa Ha MEIWIIMHCKUTE U3IENNs ClieaBa a Ob/ie Oe3IIaTHO JOCThITHA 32
MPOU3BOIUTEIIUTE U 32 APYTH (PU3MUYCCKH U IOPUIUUECKH JIUIA, OT KOUTO ChITIACHO
HACTOSIIUS PETJIAMEHT C€ M3UCKBA J]a M3MOI3BaT Ta3u HOMEHKIaTypa. OCBEH ToBa Ta3u
HOMEHKJIATypa cie/Ba aa Obae Oe3MIaTHO Ha pasloioKEeHHE U Ha IPYTH 3aHHTEPECOBAHU

CTpaHH, KOTraTo TOBa € Pa3yMHO OCBIICCTBUMO.

Enexrponnure cucremu Ha Eudamed 3a u3ienusita Ha ma3zapa, CbOTBETHUTE
MKOHOMHYECKH OIIEPaTOPH U cepTH(UKATHU CIIe/Ba J1a OCUTYPST aJleKBaTHATA
MH(POPMHUPAHOCT Ha OOIIECTBEHOCTTA 3a M3/IeNuATa Ha a3apa Ha Cpro3a. EnekrponHara
CHUCTCMA 3a KIIMHUYHUTC U3NIUTBAHUA CIICABA Aa CIIYXKHU 3a CPCACTBO 3a CbTPYAHUYCCTBO
MCKAY ABbPKABUTC YICHKHU U 1a Jai¢ Bb3MOXHOCT Ha CIIOHCOPUTC a moaaBaT, Ha
I0OpOBOJIHA OCHOBA, SIMHHO 3asiBJICHHE 32 HAKOJIKO JIbP)KaBH WICHKH U A JOKJIa(BAT 3a
CEPHO3HU HEXENIaHU CHOUTHS, HEJOCTATHIM Ha M3JIENUTa U ChOTBETHOTO aKTyalIM3HPaHe
Ha Ta3u nHpopManus. EnekTpoHHata cucrema 3a mpocieasBaHe Ha 0e30MacHOCTTa Clie/iBa
J1a TI03BOJISIBA HA MTPOM3BOIUTEIIUTE JIa IOKJIAIBAT 33 CEPUO3HUTE NHIUICHTH U 32 APYTUTE
IIOJICKAIIM Ha AOKJIaJABAaHE CHOUTHSA U Ja noAamnomara KoopauHaluAaTa Ha OIICHKATa Ha
TC3U UHIIMACHTHU U CHOUTHSA OT CTpaHa Ha KOMIICTCHTHUTC OpPraHH. EHGKTpOHHaTa CucremMma
OTHOCHO HaJ30pa Ha ra3apa CJie/iBa Jja € CPEACTBO 32 OOMeH Ha HH(OPMAIHS MEXKIY

KOMIICTCHTHUTC OpraHu.
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[To oTHOIIEHNE HA JAaHHUTE, CHOMPaHU U 00PaOOTBAHM UPE3 EIEKTPOHHUTE CUCTEMU Ha
Eudamed, Jlupexrusa 95/46/EO na EBpomneiickus mapnamenT u Ha CpBera’ ce npriara
KbM 00pabOTBAaHETO HA JIMYHU JIaHHU, U3BBPIIBAHO B IBPKABUTE YICHKHU O] Ha/A30pa Ha
CHOTBETHUTE HAIIMOHAIHUA KOMIETEHTHU OPTaHH, MO-CIEeHUATHO HAa HE3aBUCUMUTE
MyOJIUYHY OpTaHH|, OTpeieNieH! OT AbpikaBuTe wWieHkH. Permament (EO) Ne 45/2001 na
EBporeiickus mapiament u Ha ChBeTa’ ce MpriIara KbM 00paboTKaTa Ha JINIHY JAHHH OT
crpa”a Ha Komucusita B paMKuTE Ha HacCTOSALMSA PETJIaMEHT IO/ Ha130pa Ha EBpornenckus
HaJ[30pPEH OpraH 1o 3amura Ha qanauTte. B croTBeTcTBHE ¢ Pernament (EO) Ne 45/2001
Komucusita cnensa na 6b1e onpeaeneHa 3a KoHTpoaupail oprad Ha Eudamed u

CJICKTPOHHUTC MY CUCTCMHU.

3a UMIUTAHTUPYEMUTE U3JIeNus U 3a uzaenusara ot kiac Il npousBoaurenure ciensa na
pPE3IOMHPAT OCHOBHUTE aCIIEKTH BHB BPH3Ka C 0€30MMACHOCT U JACHCTBHE HA M3/CIIUETO U

PE3YITATUTE OT KIIMHUYHATAa OLICHKA B JOKYMCHT, KOHTO cieaBa aa € H}’6J'II/ILIHO JOCTBIICH.

PesromeTo 3a 0€301acHOCTTa M KJIMHAYHOTO JAEHCTBUE Ha JaJEHO U3E/INE ClIeIBa Aa
BKJIIOYBA MO-CHEIHMATHO MICTOTO Ha M3EIUETO 110 OTHOIIEHUE TUArHOCTHYHUTE MU
TepaHeBTI/I‘-IHI/ITe OIIIKUH, KaTO C€ OTUMTA KIIMHHUYHATa OLICHKAa Ha TOBA U3ACIIUC B
CpaBHeHI/IC C ,Z[p}II‘I/I JUArHOCTUYHU UJIN TepaHeBTI/I‘IHI/I aHTepHaTI/IBI/I n KOHerTHI/ITe
YCIIOBHSI, TIPH KOUTO MOJKE JIa CE pasriie/ia Bb3MOXKHOCTTA 32 U3I0I3BaHE Ha U3JICITUCTO U

Ha HCTOBUTC aJITCpPHATUBU.

HupextuBa 95/46/EO na EBponetickus napiameHT u Ha CbBerta oT 24 okToMBpH 1995 1. 32
3aImTa Ha (PU3NYECKUTE JTUIa TPH 00pabOTBAHETO HA JIMYHU JaHHHU U 32 CBOOOTHOTO
neuxkenne Ha Te3u aannu (OB L 281, 23.11.1995 r., c1p. 31).

Pernament (EO) Ne 45/2001 na EBpomneiickust mapnament u Ha CbBeta ot 18 nekeMBpu
2000 r. OTHOCHO 3aIuTaTa Ha JHUIaTa Mo OTHOILIEHHEe Ha 00paboTKaTa Ha TUYHU JaHHU OT

WHCTUTYIMU U oprany Ha OOIIHOCTTA U 32 CBOOOTHOTO JIBIDKEHUE HA TAKWBA TAHHU
(OBLS8, 12.1.2001 ., cTp. 1).
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Jlo6poTto pyHKIIMOHMpaHEe HA HOTU(QUIIMPAHUTE OPTAaHU € OT OCHOBHO 3HAYCHUE 32
rapaHTHpaHe Ha BUCOKO HMBO HA 3aKpHJjIa Ha 3[paBETO U OE30IaCHOCTTA U 33 OCUTYPsIBaHE
Ha JJOBEPUETO Ha TPpaXIaHKUTE B cucTemMara. ETo 3amo onpeaensHeTo u HaOMOJeHUETO Ha
HOTH(HIUPAHUTE OPTaHU OT CTPaHa Ha AbP)KaBUTE YWICHKH CIIe/Ba Ja MOJICKU Ha

MIPOBEPKH Ha paBHUILETO Ha Chl03a B CHOTBETCTBUE C MOAPOOHH U CTPUKTHU KPUTEPHH.

[IpoBeneHoTo OT HOTU(ULIMPAHUTE OpraHU OLIEHSIBaHE HA TEXHUYECKaTa JOKYMEHTAIUs Ha
MIPOU3BOUTENS, U MO-CHEIMAIHO Ha JOKYMEHTAIUATA 3a KIMHUYHATA OLIEHKa, ClIe/Ba J1a
ObJaT KPUTUYHO OIIEHEHU OT OpraHa, OTroBapsiill 3a HOTU(pUIIMpaHUTE opraHu. Tazu
OLICHKa clie/iBa J1a ObJie YaCcT OT OCHOBAHUS Ha aHAJU3 Ha PUCKa MOJXO/] IO OTHOIICHHE Ha
JEMHOCTHUTE 3a HAA30p U HaOJI0IeHne Ha HOTU(HUIIMPAHUTE OPTraHH U CIIeABA Ja ce

OCHOBAaBa Ha NPCACTABUTCIIHA U3BaJKa OT CbOTBCTHATA JOKYMCHTALIUA.

[TozunmsTa Ha HOTUPUITUPAHUTE OPTAHU CTIPSIMO TTPOU3BOAUTEIIUTE CIEABA Ja CE€ YKPEIIH,
BKJIFOUMTEJIHO TI0 OTHOIIEHHE Ha TSIXHOTO MPaBO U 33bJDKCHHE J]a U3BBPIIBAT BHE3AIIHU
OJIMTHU Ha MSICTO U JIa MpoBexkaaT (U3NYECKU WK Ja00paTOpHU U3NUTBAHUS HA U3/ENUATA,
3a Jja ce rapaHTupa, 4e MPOU3BOIUTEINTE MPOABIKABAT J1a OTTOBAPAT HA U3UCKBAHUATA

clie]] oJTyyaBaHe Ha MbpBOHAYAIHATA cepTU(UKALUS.
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3a J1a ce yBeIMYM IPO3payHOCTTa 10 OTHOLLIEHUE HAa HAaJ30pa HA HOTU(ULIMPAHUTE OPTaHU
OT CTpaHa Ha HALlMOHAJIHUTE OpPraHH, OPraHUTe, OTTOBAPSIIY 33 HOTU()ULIMPAHUTE OPTraHHU,
ciiefiBa a MmyOauKyBaT MH(GOPMaLUs 3a HALIMOHATHUTE MEPKHU, KOUTO YpeKaatT
OLIEHSIBAHETO, ONPEAEIIHETO U HAOII0IEHUETO Ha HOTUUIIMpaHUTe opranu. B
CBHOTBETCTBUE C J0OpaTa aIMHHUCTPATUBHA MTPAKTUKA Ta3u MH(OpMaIus ciesiBa aa ce
aKTyaJlu3Mpa OT T€3U OPTraHH, O-CHEIHAIIHO 32 J1a 0Tpa3sBa ChOTBETHUTE 3HAYUTEIHU WU

CBIIIECTBEHU U3MEHEHUS Ha BBIIPOCHUTE MPOLIEAYPH.

JlbpkaBaTa 4ieHKa, B KOATO € YCTAaHOBEH HOTU(DHUIIMPAHUAT OpraH, clie[[Ba 1a OTroBaps 3a
MpUJIaraHeTO Ha U3MCKBAHUATA HA HACTOSIINS PETJIAMEHT M0 OTHOILIIEHUE Ha TO3U

HOTU(UIIPAH OpraH.

HO-CHGL{I/IaJIHO, C orjica Ha OTTOBOPHOCTTA HAa AbPrKAaBUTC YJICHKHA 3a OpraHrU3alusaTa u
IpeaOCTaBAHCTO Ha 3APpaBHU YCIYTH U MCAULIUMHCKO O6CJ'IY)KBaHe, TC CJICABA Ja MOoraTt Ja
OpCABUAAT JOIIBJIHUTCIIHN U3MCKBAHUA 3a HOTI/I(l)I/IHI/IpaHI/ITC opraHu, OIpEaACIICHA 3a
OIICHABAHC HAa CbOTBECTCTBUETO HA U3ACIIUATA U YCTAHOBCHHU HA TAXHA TEPUTOPU, 110
OTHOIICHHEC HA BBIIPOCHU, KOUTO HE Ca YPCACHU B HACTOAIIUSA PCTIIAMCHT. Bcuuku Taka
OpeABUACHU JOIIBIHUTCIIHU U3UCKBAHUS CJIC/BA J1da HC 3aCAraT Mnmo-CriciuaJiHOTO
XOPU3OHTATIHO 3aKOHOJATCIICTBO HaA Cpb103a OTHOCHO HOTI/I(i)I/ILII/IpaHI/ITG OpTraHv U TAXHOTO

paBHO TPETHPAHE.
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3a ummutanTupyemute u3nenus ot kiac 111 u akruBHuTe M3aenus ot xiac Ilb,
IpeJHa3HAuYeHH 33 IPUIIOKEHNE 1/UIIN OT/ENISIHE Ha JIEKapCTBEH MPOAYKT,
HOTU(UIMPAHUTE OPTaHU clie/iBa Aa ObJaT 3a/bJKEHU, OCBEH B ONPEAEIICHHU ClTydau, Ja
MIOMCKAT OT €KCIEPTHUTE TPYNH Jja YIPAKHAT KOHTPOJI BbPXY TEXHUS NOKJIad OT
OLICHSIBAaHETO Ha KJIMHUYHATA OlleHKa. KommneTeHTHUTE OpraHu ciensa aa obpaar
UH()OPMUPAHHU 32 H3/IENNATA, KOUTO Ca MOIYyYWIN cepTU(HKAT CIIe IPoLeaypa 1o
OLICHSIBAaHE HAa ChOTBETCTBUETO, BKIIFOUBAINA €KCIEpTHA rpymna. KoHcynranusTa ¢
€KCIIEPTHUTE TPYNH BBB BPB3Ka ¢ KIIMHUYHATA OLICHKA CJIEIBA [1a NOBEIC 10
XapMOHHU3MPaHa OLEHKA 32 BUCOKO PUCKOBUTE MEUIIMHCKU U3AEIHs upe3 0OMeH Ha
€KCIepTEeH OMUT OTHOCHO KIIMHUYHHUTE acreKTH U pazpadorBane Ha OC 3a KaTeropuure

3L, KOUTO Ca NPECMUHAJIHN IIPE3 TO3H MPOIECC HAa KOHCYJITAlUU.

3a uznenusta ot kiac Il u 3a Hsxkou uznenus ot kiac [Ib nmpousBonuTensT cienpa na
MOJKE J]a c€ KOHCYJITUPA Ha JOOPOBOJIHA OCHOBA C €KCIepTHA TPYIIa, IPEIH 1a U3BbPIIN
CBOSITa KIIMHUYHA OLIEHKA W/WJINM U3NUTBAHE, TI0 OTHOIICHHUE Ha CBOSITAa CTPATErHs 3a

KIIMHUYHO Pa3BUTUC U Ha IIPECAJIOKCHUATA 34 KIIMHUYHA U3ITATBAHUA.

HeobxommuMo e, o-KOHKPETHO 32 [EIUTEe Ha TPOIIeIyPUTE 3a OIICHSIBAHE Ha
CHOTBETCTBHUETO, J1a CE€ 3aMa3u Pa3eISTHETO HA U3/ICNIUATA Ha YETUPH Kilaca MPOAYKTH
ChOOPA3HO MEXKTyHAPOAHATA TIPAKTHKA. [IpaBuiaTa 3a KiracuduKarws, KOUTo ce
OCHOBAaBAaT Ha Ys3BUMOCTTa Ha YOBEIIKOTO TSJI0, CIIEBA Ja ca ChOOpa3eHU C
MOTEHIIUATHUTE PUCKOBE, CBbP3aHU C TEXHUUECKOTO MPOESKTHPAHE U MPOU3BOJICTBO HA
u3nenusTa. 3a ia ce 3ama3u ChIOTO HUBO HA OE€30MaCHOCT KaTo TOBA, KOETO € OCUTYPEHO C
Hupektusa 90/385/ENO, ak THBHUTE UMILTAHTUPYEMH U3/ICTHUS ClIeJ[Ba J1a Ca B HAi-

BHUCOKOPHCKOBHA KJ1acC.
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[IpaBwiara B paMKUTE Ha CTapUs PSKUM, IPUIaraHd KbM WHBA3UBHUTE U3JIEIHS, HE Ca
JIOCTaThYHO T0OpE ChOOpPA3EHU ChC CTEIICHTA HA MHBA3UBHOCT M MMOTEHIMATHATA
TOKCUYHOCT Ha HSAKOU U3JIENHS, KOUTO CE BHBEXK/IAT B YOBEIIKOTO TSI0. 3a /1a Ce MOIy4YHu
MOJIXOASIIIA KJIACU(HUKAIIHS CIIOPE]T CTEIIEHTa HA PUCKA HA U3JICITUATA, CHCTOSIIHU CE OT
BEIIECTBA WM OT KOMOMHAIIUU OT BEIIECTBA, KOUTO c€ aOCOPOUPAT OT YOBEIIKOTO TSLIO
WJIH C€ Pa3npbhCKBAT JIOKAIHO B HETO, € HEOOXOUMO Ja ObJaT BHBEICHH CIICIIUATHH
MpaBHJjIa 3a Kiacu(puKanusaTa Ha TaKkuBa u3nenus. [IpaBuiara 3a KiacuuKanys cieasa 1a
OTYHTAT MSICTOTO, KBJICTO M3/ICIHETO U3IThJIHSBA JICHCTBUETO CH BHB HIIH BEPXY
YOBEIIKOTO TSUI0, KbJIE C€ BHBEXKA WIIH MIPHUJIara 1 Jalld € HAJIUIE CUCTEMHO abcopOupaHe
Ha CHhCTABSIIUTE IO BEIIECTBA WM HA TIPOAYKTUTE, MIOTYUYCHH B PE3YJITAT HA METa0OIU3Ma

Ha TC31 BCUICCTBA B YOBCIIKOTO TAJIO.

Karo 06110 mpaBuiio mporeypara 3a OleHsBaHe Ha ChOTBETCTBUETO HA M3/ICIHUATA OT
kiac | cnenBa a ce 3BBPIIBA CaMO HA OTTOBOPHOCTTA HA TIPOU3BOJAUTEIINTE TIPEABUL
HHUCKOTO HUBO Ha YSI3BUMOCT BbB Bpb3Ka ¢ Te3W H3enusl. 3a uznenusarta ot kiacose [la, [1b
u Il cnenBa 1a MMa 3aIBIKUTENTHO MOAXOAII0 PABHUIIIE HA yYacTHe Ha HOTU(HULIMpaH

Opras.

[IpouienypuTe 3a orieHsIBaHE Ha CHOTBETCTBUETO HA U3JIEIUATA CJIE€/IBA IOIBJIHUTEIIHO 1a
C€ YKPEIIAT U pallMOHaJIN3upar, KaTo €IHOBPEMEHHO C TOBA Clie/Ba SICHO Ja Ce oco4ar
M3HUCKBaHUATA KbM HOTU(GUIIUPAHUTE OPTaHU MO OTHOLICHHE Ha U3BBPIIBAHUTE OT TAX

OLICHABAHUA, 3a da CC€ IrapaHTHPA PABHOIIOCTAaBCHOCT.
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[lenecro0pasHo € cepTHUUKATUTE 32 CBOOOIHA TIPOAaK0a J1a ChIBPKAT HHPOpMAITHS,
KOSITO TI03BOJIsIBa M3no3BaneTo Ha Eudamed ¢ nien na ce mosyyn uHbopmarms 3a
U3JICITUETO, MO-CIICIUATHO 32 TOBA JIaJIM TO € Ha Ma3apa, Iajiu € U3TETJICHO OT ma3apa, Wiu

€ U33€CTO, KAKTO 1 3a BCCKU CepTI/Iq)I/IKaT 3a HCTOBOTO CBbOTBCTCTBUC.

3a ;1a ce rapaHTUPAT BUCOKO HUBO Ha 0€30MaCHOCT U ICHCTBUE HA U3/CIUATA,
JIOKa3BaHETO Ha ChOTBETCTBUETO C OOIIMTE U3MCKBAHUS 3a OE30MMacHOCT U JCHCTBHE,
MPEABUICHU B HACTOSIIIHS PETIaMEHT, CJIe/[Ba Jla CE OCHOBAaBa HA KJIMHUYHUTE TaHHH,
KOUTO KaTo 0010 MpaBwIIO 3a u3aenusaTa oT kiac Il u ummnanTupyemMure uznenus ciaeasa
Jla ce MOJIy4aBaT OT KIMHUYHY U3MHUTBAHUS, KOUTO Ca IPOBEJCHH Ha OTTOBOPHOCTTA Ha
cnioncop. CneiBa 1a 6’b/1¢ BH3MOKHO KaKTO MPOU3BOIUTEIIST, TaKa U APYro PU3NIECKO
WM FOPUINYECKO JIHIIe, 1a ObJie CIOHCOP, KOHUTO oeMa OTTOBOPHOCTTA 32 KITMHUYHOTO

MU3NUTBAHC.

[IpaBunaTa 3a KIMHUYHUATE W3MUTBAHUS CIEABA a ChOTBETCTBAT HA OOpE YTBBPICHUTE
MEXTyHApOIHU HACOKHU B Ta3H 00JIacT, KaTo MexXayHapoaaus ctanaapt [SO 14155:2011
3a qo0para KIMHUYHA MPAKTUKA IPU KIMHUYHU U3NUTBAHUS HA MEAULIUHCKH U3/IEITHS
BBPXY XOpa, TaKa 4€ Ja C€ yISCHU IIPUEMAHETO Ha PE3YITATUTE OT IIPOBEKIAHUTE B
C’bI03a KIMHUYHHA U3IINTBAHHUA KATO I[OKyMeHTaI_[I/I}I HN3BBH C’bI03a " a ce y.]I€CHI/I
MpreMaHeTo B paMkuTe Ha Chro3a Ha pe3yJATaTUTE OT KIMHUYHUTE U3NIUTBAHUS,
M3BBpIICHN U3BHH ChI03a B ChOTBETCTBHE C MEKTyHApOJHUTE HAacOKU. OCBEH TOBa
MpaBHUJIaTa Cclie[[Ba Ja ChOTBETCTBAT Ha Hali-HOBaTa peaakius Ha Jlexnapaiusira ot
Xen3uHku Ha CBeTOBHAaTa MEAMIIMHCKA aCOLMALMS 3a €TUUHUTE IPUHLUITN TPU

MPOBCIKAAHC HA KIIMHUYHU U3IUTBAHUA IIPU XOpa.
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Ha nbprxaBaTa uneHka, B KOSITO IIE C€ MPOBEXK/a KIMHUYHOTO U3MUTBAHE, CJIE/IBA J1a Ce
MPEA0CTaBH BH3MOKHOCTTA JIa OTIPEICTTN TOAXOISIINS OPTaH, KOWTO Ja y4acTBa B
OLICHSBAHETO Ha 3asBJICHHUETO 32 MPOBEXK/IaHE HA KIMHUYHO U3MHUTBAHE, U J1a OpraHU3Upa
y4acTHUETO HAa KOMHCHHTE 0 €THKA B CPOKOBETE 3a pa3pelliaBaHe Ha TOBA KJIMHHYHO
M3NUTBaHE, IPEABUACHHU B HACTOSILUS PEryiaMeHT. Te3u pelieHus ca BbIIPOC Ha BbTPEIIHA
OopraHu3aIys 3a BCSIKa AbpKaBa uieHKa. BB Bpb3Kka ¢ TOBA AbPKABUTE WICHKH CJIE/IBA 1a
rapaHTHpPaAT y9acTUETO HA HECTICIIUATUCTH, MO-CIICIUATHO HA MAIIMEHTH WA OpraHu3aIiu
Ha ManueHTH. Te ChIo Taka cie/Ba Ja rapaHTUpaT, 4ye ca HaJIUIEe HEOOXOIUMHUTE

CKCIICPTHU 3HAHUA U OIIUT.

Korato B X0[4a Ha JaACHO KIIMHUYHO U3IMUTBAHC BPCAUTC, IPUINHCHU HA YHACTHUK, BOOAT
JI0 ThPCEHE Ha IpaXkIaHCKa MJIM HaKa3aTeIHa OTTOBOPHOCT HA W3CJICI0BATEIISI WK
CIIOHCOpa, YCJIOBUATA BbB BPb3Ka C OTTOBOPHOCTTA B TaKWBa CilIydan, BKIIFOUUTCIIHO
BBIIPOCHTE 32 MPUUNHHO-CIICACTBEHATA BPB3Ka M 33 pa3Mepa Ha 00e3MIETEHHETO 3a BpeIn

Y Ha CaHKIIMHUTE, CJIeJIBa J1a IPOABJDKABAT J1a ObIAT yPEKIaHU OT HAIIMOHATHOTO MPaBo.

CnenBa 51a ce cb3l1ajie €IEKTPOHHA CUCTEMa Ha paBHUIIETO HAa Chlo3a, 3a J]a ce rapaHTupa,
Ye BCAKO KIIMHUYHO M3MUTBAHE CE PErHCTpUpa U JOKJIa/(Ba B IyOJUYHO JOCTHIIHA 0a3a
JaHHH. 3a C’bGHIOI[aBaHe Ha INpaBOTO HA 3allMTa HAa TUIYHUTC JaHHU, 3aJI0OKCHO B YJICH 8 oT
XapraTa Ha OCHOBHMTE IpaBa Ha EBpONENCKHs ChIO3, B €JIEKTPOHHATA CUCTEMA HE CIIE/IBA
Jla Ce 3alMCBaT JMYHUTE NaHHU Ha YYaCTHULUTE B KIMHUYHO H3nuTBaHe. C ornen Ha
II0JIE3HUTE B3aMMOJEICTBYS C KIMHUYHUTE U3NINTBAHUS Ha JIEKAPCTBEHU MPOIYKTH,
€JIGKTpOHHATa CHCTeMa 3a KIMHUYHUTE U3MUTBAHUSA clle/[Ba J1a Ob/ie ONEpaTUBHO
CBbBMECTHMa ¢ 0Oa3ara JaHHU Ha EC, KOATO II€ CC Ch34aA€ 3a KIIMHUYHUTC U3IIMTBAHUA Ha

JIEKapCTBEHU MPOIYKTH 3a XyMaHHa ynoTpeoa.
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Koraro mameHo KIMHUYHO U3MHUTBAHE CE MPOBEXKIA B TIOBEUE OT €HA JIbpKaBa WICHKA,
CIIOHCOPBT CJIENIBA J1a MOXKE J1a TTOAa/Ie CIMHHO 3asBJICHHE, 32 J1a CE HaMaJln
aJIMHHHMCTpATUBHATA TEXKECT. 3a J]a ce Jajie Bb3MOXKHOCT 3a Pa3Npe/eieHe Ha PecypcuTe
U Ja ce TapaHTHpa MOCIeA0BATEITHOCT Ha OI[CHSIBAHETO HA ACTIEKTUTE BB BPB3Ka ChC
3/IpaBeTO U 0€30MaCHOCTTA Ha M3ACNHUATA 32 KIMHIHYHO U3MUTBAHE U C HAYYHHS TUIaH 32
KOHKPETHOTO KJIMHWYHO M3IHUTBAHE, IPOIeAypaTa 3a OICHsIBaHE HAa TOBA CIUHHO
3asiBJICHUE CJIe/[Ba Ja OBJIe ChIIacyBaHa MEX/IY JbPKABUTE WICHKH IO PHKOBOICTBOTO
Ha eJJHa KOOpJIMHUpaIa IbpkaBa wieHka. [10100HO KOOpIMHUPAHO OlLICHSBAHE CIIe/IBA J1a
HE BKJIIOYBA OLIEHABAHE HA aCHEKTUTE Ha KIMHUYHOTO U3MUTBAHE, KOUTO 10 CBOS
XapakTep ca HallMOHAJIHU, MECTHU U €TUYHU, BKIFOYUTEITHO HHPOPMUPAHOTO ChIIIACHE.
JIbpkaBUTE YICHKH CIIABA J1a MOTaT Jla y4acTBaT Ha JOOPOBOIHA OCHOBA B
KOOPJIMHHUPAHOTO OIICHSBAHE 3a MbPBOHAYAJICH CPOK OT CEJEM I'OJIMHU OT HaJaJlHaTa J1aTa
Ha MpUJIarale Ha HacTOSIIHs periaameHT. Ciaea H3THIaHETO Ha TO3U CPOK BCUYKH TBPIKaBH
YJICHKH CJIe/IBa 1a ObAAT 3abJDKEHH Jla Y4acTBaT B KOOPAMHUPAHOTO OlICHsBaHEe. Bb3
OCHOBA Ha MOJXYYEHHs OMUT OT Ta3u J0OPOBOIHA KOOPAMHALIUS MEXAY AbP:KaBUTE
yieHkn, Komucusita cieaBa 1a U3roTBH JOKIIA] 3a PUIAraHeTO Ha ChOTBETHUTE
pasnopeadu OTHOCHO MpolieypaTa 3a KOOPAUHUPAHO OIICHsSBaHe. B ciayyaii ue
3aKJIIOYEHUATA OT IOKJIaa ca oTpunatenHu, Komucusita cienBa na npeacTaBu
MpEIOKEHHUE 32 yAbJIKaBaHe Ha CPOKa 3a y4acThe Ha JOOPOBOJIHA OCHOBA B IIpoIleIypaTa

34 KOOPpANHUPAHO OILICHABAHC.
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CHOHCOpI/ITe CJICABa Ja AOKIaABaT 3a ONPCACICHU HCXKCIIaHN CHOHUTHSA U HEAOCTAaThII HA
u3aciausiaTa, IposABsABaIld CE€ IO BPEME Ha KIIMHUYHUTEC U3IIUTBAHWA, HA AbPKABUTEC YJICHKHU,
B KOUTO CC MPOBEKAAT TC3U KIIMHUYHU U3TTUTBAHUA. I[’bp)KaBI/ITe YJICHKHU CJI€ABa Ja uMat
BB3MOXKHOCTTA [a HPCKPATAT WK CIIPAT TC3HU U3IMUTBAHUSA WUJIX Ja OTHEMAT U3JaACHOTO 3a
MPOBCKAAHCTO UM Pa3pCHICHUC, AKO CUCTAT TOBA 34 HGO6XO,Z[I/IMO, 34 1a OCUT'ypAT BUCOKO
HHMBO Ha 3allydTa Ha YYaCTHUIMTEC, BKIIIOYCHH B KIIMHUYHO U3IIMTBAHC. TakaBa

nH(popMalys ciesBa a ce choOlIaBa Ha OCTAHATIUTE IbPKAaBU WICHKH.

CrioHCOpBT Ha KJIMHUYHO U3MUTBAHE CJIe/Ba J1a IPECTaBU pe3loMe Ha Pe3yJITaTUTE OT
KIIMHUYHOTO M3MHUTBAHE, KOETO € JIECHO pa30upaeMo 3a IIeJIeBUs MOTPEOUTE, 3a€/IHO C
JOKJIa/1a 32 KIMHUYHOTO U3MHUTBAHE, KOTaTo € MPWIOKUMO, B PAMKHUTE Ha MPEJIBUICHUTE B
HACTOSIIIUS perjJaMeHT cpokoBe. Korato He € Bb3MOXKHO J1a PEJICTaBH PE3IOMETO Ha
pe3yaTaTUTE B IPEIBUACHUTE CPOKOBE MOPAINU CHOOpaKEHHUs OT HAYYHO €CTECTBO,

CIIOHCOPBT CJIe/[Ba J1a ¢ce 0OOCHOBE U JIa TOCOYH Kora IIe ObJaT MPEACTaABCHH PE3yJITATUTE.

Hacrosmust pernmaMeHT cieiBa 1a 00XBalla KIIMHUYHATE U3MTUTBAHUS, IPEHA3HAUCHH 32
chOMpaHe Ha KIMHUYHU JJOKA3aTEeJICTBA 32 LIEUTE Ha JI0Ka3BaHE Ha ChOTBETCTBUETO HA
W3JIEHSITa, KAKTO CJIe/IBA U J1a yCTAHOBU OCHOBHU M3UCKBAHUS 32 €TUYHHS U HAYUHUS

nperyc 3a APYyru TUIIOBC KIIMHUYHU U3TTUTBAHUA HA MCOUIIUHCKU U3ACIIUS.
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HGILGGCHOCO6HI/IT€ Jmna, MaJOJICTHUTE WJIN HEITBJIHOJICTHUTE JIMIIA, 6p€M€HHI/IT€ KCHU U
KbPMAYKHUTEC CC HYXXAadAT OT ClICHUAIHU MCPKHU 3a 3alluTa. Bce max CJICABA HAa OIBbPIKABUTEC
YICHKHU a CC MPEAOCTABU Bb3MOKHOCTTA a OIIPCACIIAT 3aKOHHO OIPECACICHUA

IpEACTAaBUTECI HA HC,Z[CGCHOCO6HI/IT6, MaJIOJICTHUTC U HCII'BJIHOJICTHUTC YHACTHULIH.

CnenBa n1a 6pAaT cria3BaHH MPUHIUIIMTE HA 3aMECTBaHe, HAMaJIsiBaHe U O0JIEKYaBaHe B

o0JracTTa Ha OMUTHTE C KUBOTHH, onpeneneHu B Jupexkrusa 2010/63/EC na EBponeiickust
1

napiameHT 1 Ha ChBeta . [lo-cniermanHo ciaeaBa a1a ce u30sirea HEHY>KHOTO TyOJMpaHe Ha

U3NUTBAaHUA U U3CIICABAaHNWA.

[IpousBomuTeNnuTE CiIeIBa 1a UTPAST aKTUBHA POJISI CJIE]] ITyCKAaHETO Ha Ma3apa, KaTo
CHUCTEMAaTHYHO U aKTHBHO ChOMpAT WH(POPMAIIHS OT ONUTA ChC CBOUTE U3JICIUS CIIE]T
MyCKaHEeTO Ha Ia3apa, ¢ IeJ1 JIa aKTyaJIn3upaT TeXHUUeCKaTa CU JJOKyMEHTAIHS U J1a CH
CHTPYJHUYAT C HAITMOHATHUTE KOMIIETCHTHH OPTaHH, OTTOBAPSIIHU 32 IPOCIICIIBAHETO HA
0€30IMacHOCTTAa U JICHHOCTHUTE 0 HAJ30p Ha Ma3apa. 3a Ta3| Lejl MPOU3BOJIUTEIIUTE CIIC/IBA
Jla Ch3/1aJaT BCEOOXBAaTHA CUCTEMA 3a HA30p CJIe]l ITyCKaHe Ha ma3apa, B paMKUTE Ha
CBOSITA CHCTEMa 3a yIpaBJICHUE Ha KAYeCTBOTO M Bh3 OCHOBA Ha ILIaH 3a HAI30D CJe]
nyckane Ha naszapa. ChOTBETHUTE TaHHHU U HHPOPMAIUs, ChOpaHH B PAMKHUTE Ha Ha/30pa
CJIe/] MyCKaHe Ha Ma3apa, U M3BOJUTE, U3BJICUCHH OT U3BBPIICHUTE MPEBAHTUBHU /WU
KOPHUTHPAIIX ACHCTBHS, CIIC/IBA J]a CE U3IOJI3BAT 32 aKTyaJIU3UPaHe Ha OTHOCUMUTE YaCTH
OT TeXHHYECKATa JJOKYMEHTAIIHSI, HA[PUMEP CBBP3aHHUTE C OLICHSIBAHETO HA PUCKA U

KIIMHUYHAaTa OLCHKA, U CJICABA [1a U 34 HCIIUTE HA MPO3PAYHOCTTA.

Hupextusa 2010/63/EC na EBponeiickus napiaameHT u Ha CbBeta ot 22 centemBpu 2010 r.
OTHOCHO 3all[UTaTa Ha >KMBOTHUTE, U3MOJI3BaHu 3a HayuHu 1enu (OB L 276, 20.10.2010 r.,
cTp. 33).
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3a 1a ce ocurypu mo-100pa 3aKpuiia Ha 3[paBeTo U 0€30MacHOCTTa 10 OTHOIIECHUE Ha
W3JIeNUsATa Ha T1a3apa, eJICKTPOHHATA CUCTEMa 3a TpOoCieisiBaHe Ha Oe30MacHOCTTa Ha
U3JIENUsATA CIIe/[BA J1a CTaHe MOo-e(PeKTUBHA, KaTo ce Ch3/1aJIe ICHTPAJICH MOPTal Ha
paBHumieto Ha Chro3a 3a JOKIIABAHE 3a CEPUO3HUTE UHLIUICHTH U KOPUTHUPALLIUTE

NeHCTBHS BB BpBh3Ka ¢ 0€30MacCHOCTTA.

JIbprkaBUTE YJICHKU CleABa Ja MpearnprueMaT MoAXO0ASIIA MEPKH 3a TIOBUIIIABaHE Ha
OCBEJIOMEHOCTTA CPEJ MEIUIIMHCKUTE CIICIIUATUCTH, TOTPEOUTEIINTE U MAIIUCHTUTE
OTHOCHO 3HAQUCHHUETO Ha JOKJIaABAHETO 32 MHIUACHTH. MEIUITMHCKATE CIICITHAIIICTH,
MOTPEOUTENUTE U MAIMEHTUTE cJe/iBa Ja ObJaT HaChpyaBaHU U J1a UMAT Bb3MOXKHOCTTA Ja
JIOKJIaABaT 32 MOJA03UPAHU CEPUO3HU MHIIMJICHTH HAa HAllMOHATHO HUBO, KaTO C€ U3IMOJI3BaT
yenHakBeHH GopmaTu. HarfmoHamHUTE KOMIIETEHTHH OpraHu clie[iBa aa nHGopMUpaT
MIPOU3BOUTEIHNTE 32 TIOJI03UPAH CEPUO3EH UHIIUACHT M KOTAaTO MPOU3BOAUTEIISAT
MOTBBP/IU, Y€ € Bb3MOXKHO Ja € Bb3HUKHAJ TaKbB MHIUJICHT, CbOTBETHUTE OPTaHu CJeABa
Jla OCUTYPST IPEeANPUEMAHETO HA MOAXOAAIIM MOCIEABAILN ICUCTBUSA , 3a Ja CE€ OTPAHUYH

B MaKCHUMaJIHA CTCIICH ITOBTOPCHUCTO HA HOI[O6HI/I HWHIIMACHTH.

OueHsBaHETO HA TOKJIAJABAHUTE CEPUO3HU UHIUJCHTH U KOPUTHUPAIIH IEUCTBUS BbB
BpB3Ka ¢ OE30MACHOCTTA CJIE/IBA J]a CE M3BBPIIBA HA HAITMOHAITHO HUBO, HO TPsIOBa J1a €
HaJUIE KOOPIMHAIIMS, KOTAaTO ca B3HUKHAIM CXOJAHHU UHIIMJACHTH WK KOraTo Ce Hajara
MpearnprueMaHeTo Ha KOPUTHUpAIlX JeCTBHS BbB Bpbh3ka ¢ 0€30I1aCHOCTTA B MIOBEYE OT
€IHa bprKaBa YJICHKA, C LIeJI CIIOACIsIHE Ha PECypCUTe U OCUTypsIBaHE Ha

NOCICAOBATCIIHOCT BBB Bpb3Ka C KOpUT'HPAIIIUTE JEUCTBUS.
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1)

[Ipu pa3ciaeaBaHeTo Ha MHIIMICHTH KOMIIETCHTHUTE OPTaHM CJIeJ[BA JIa B3eMaT MPEIBU/I,
aKo € TOIX OISO, MpeIocTaBeHaTa nH(opMaIrs OT ChOTBETHUTE 3aMHTEPECOBAHU CTPAaHU
Y MHEHUSTA UM, BKIIFOUYUTEIIHO OPTaHU3AIUUTE Ha MTAIIUEHTUTE U METUITMHCKUTE

CIICHUAJIMNCTH U CAPYIKCHUATA HA TPOU3BOAUTCIINTC.

I[OK.HaIIBaHCTO 3a CCPUO3HU HCIKCIIaHU CHOUTHS WIIH 32 HEAOCTAaThIIU HA U3CIIUATA 110
BpEMC Ha KIIMHUYHU U3NUTBAHUA U JOKJIAABAHCTO 3a CCPUO3HUTC MHIUACHTH, Bb3HUKHAJIN
CJICO MYCKAHCTO Ha Ima3apa Ha U3JCJIMEC, CJICABA SICHO a CC pasrpaHnuyar, 3a aa cc n30erHe

JBYKpPATHO JIOKJIaJIBaHE.

[IpaBunara 3a Ha/[30pa Ha Mazapa cie/Ba Jla ce BKI0YAT B HACTOSIIUS PErJaMeHT, 3a Ja ce
3aCUIIAT IpaBaTa U 3abJDKEHUATA HA HALIMOHAIHUTE KOMIIETEHTHH OPTaHH, J1a C€ OCUTYpH
e(eKTUBHA KOOPAWHALMS Ha IEHHOCTUTE UM I10 HAJ30p Ha Ma3apa U J1a ce KOHKPETU3UpaT

MPUIIOKUMHUTE MPOLETYPH.

Bcsko craTucTHdecky 3HAUNMO YBCIUMYCHUEC HaA 6p0$[ WJIN TCXKECTTTAa HAa HHIMACHTUTCE,
KOHWTO HE Ca CCPUO3HU, NJIK HA OYaKBAHUTC CTPAHUYHHU PEAKIIUHU, KOUTO Onxa MOIIH Ja
MMaT 3HAYUTEITHO Bb3ACUCTBHE BBPXY aHaJIn3a Ha CbOTHOIICHUECTO MCKAY PUCKA U
IIOJI3MTE U KOUTO OMXa MOTJIH Aa 10BCAaT 10 HECTIPUCMIIMBU PUCKOBE, CJICABA Aad 6’[:,[[6
AOKJIaABAHO HA KOMIICTCHTHUTC OPraHu, TakKa 4€ Aa CC IMO3BOJIM OLICHABAHCTO UM U

MMPpUEMAHCTO Ha MMOAXOAAIIN MCPKHU.

10728/4/16 REV 4 31

BG



(82)

(83)

CrnenBa na ce cb3gazie eKcrepTeH KoMuTeT — KoopiMHalMOHHA TpyTia 10 MEAUIIMHCKUTE
m3nenus (KI'MU), cheTaBeH oT nuIia, onpeeieHu OT IbP)KaBUTE YICHKHA Bb3 OCHOBA Ha
poJIsATa M OMUTa UM B 00JIACTTa HA MEAUIIMHCKUTE U3JIENHSI, BKIIIOUUTEITHO MEUIIMHCKUTE
W3JIeHsl 32 HHBUTPO TUATHOCTHKA, KOMTO /1a M3MBIHIBA 33aUnTe, BH3IOKECHH C
Hactosus perinament u ¢ Permament (EC) 2017/... na EBporelickusi mapiaMeHT U Ha
CoBera'*, 1a naBa craHoBuINa Ha KoMUCHSTA 1 13 [OAIOMAra IbpKaBUTE WICHKH U
Komucusita npu ocurypsiBane Ha XapMOHU3UPAHOTO MPUIIATaHe HA HACTOSIIUS PETIaMEHT.
KI'MMU cnenBa ga Mosxe Ja Ch3aBa MOATPYIH, 3a 1a C€ OCUTYPH JOCTHIT 0 HEOOXOAUMUS
3a/1bJI00YEH TEXHUYECKU €KCIIEPTEH OMUT B 00JaCTTa HA MEAMIIMHCKUTE U3JIEIHS,
BKJIFOUMTEIHO MEUIIMHCKUTE U3JIENINS 38 UHBUTPO quarHoctuka. [Ipu cb3naBanero Ha
MOATPYIIHU CIIeJ[BA 1a C€ OTIEINU He0OX0IMMOTO BHUMaHNE Ha Bb3MOKHOCTTA 32
MIPUBJIMYAHE HA CHIIECTBYBAIIM IPyIU Ha paBHUIIETO Ha Chio3a B 00acTTa Ha

MCOAUIIMHCKHUTC U3ACTINUA.

KomMmucusita cnensa na onpezens eKCliepTHU IPyIH U ClIEHUAIN3UPaHU 1abOpaTOPUU Bb3
OCHOBA Ha TEXHUTE aKTyaJIHU KIMHUYHHU, HAYYHU WM TEXHUYECKH €KCIIEPTHH 3HAHUS, C
1IeJT T J1a IPEeIOCTaBAT HAy4YHO, TEXHUYECKO U KJIMHUYHO chjeiicTBue Ha Komucusra,
KI'MMU, npousBogurenure 1 HOTU(GULUPAHUTE OpPraHU BbB Bpbh3Ka C MPUJIATraHETO Ha
HacTosmus perinaMeHT. OCBEH TOBa EKCIIEPTHUTE TPYNH CJIE€/BA A U3IBJIHABAT 3aJaUUTe
0 MIPEIOCTaBsIHE Ha CTAHOBHIIA 32 TOKJIAAH OT OLICHSBAHETO HA HOTU(UIIMPAHUTE OPTaHU

Ha KJIMHWYHAa OIICHKA B cnyqaﬁ Ha OonpcCacICHU BUCOKOPUCKOBHU U3ACIIUA.

Pernament (EC) 2017/... na EBponetickust mapiamMeHT u Ha CbBeTa OT .... OTHOCHO
JTUArHOCTHYHUTE MEIUIMHCKY uznenus in vitro (OB L [...], [...], cTp. [...]).

OB: Mouis BbBeICTE CEpUITHISI HOMED Ha perjiaMenTa ot Aok. st10729/16 u nanaute
OTHOCHO HETOBOTO ITyOJIMKYBaHE B OeJIexKaTa Mol JIMHUSL.
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[o-TsicHaTa KOOpaAUHALINS MEXK/Y HAIIMOHATHUTE KOMIIETEHTHH OPTaHu upe3 0OMeH Ha
nH(popMalyg U KOOPAUHUPAHO OIEHSIBaHE MO PHKOBOJICTBOTO HA KOOPAWHUPAILl OPTaH €
OT OCHOBHO 3HAY€HHE 33 TapaHTUPaHE HA TIOCTOSIHHO BUCOKO HUBO Ha 3aKpHiia Ha
3/IpaBeTO U OE30MaCHOCTTA B PAMKHUTE Ha BHTPELIHUS Ma3ap, MO-KOHKPETHO B 00J1aCTTa Ha
KIMHUYHUTE U3MUTBAHUS U NIPOCIIEAIBAHETO Ha Oe30macHoCTTa. [IpHHIMIBT 32
KOOpAWHUPAH OOMEH U OICHSIBAaHE CJIEABA J]a CE TpuIara 1 3a JIpyruTe AeHHOCTH Ha
OpTraHuTe, ONMCAaHH B HACTOSIIMUS PEriIaMeHT, KaTo ONMPEeNITHETO Ha HOTU(DUITPAHH
OpraHu, U MpujaraHeTo My ciiefiBa Jia ce HachpuaBa B 00J1aCTTa Ha Ha/A30pa Ha raszapa Ha
uznenusi. CbBMecTHaTa paboTa, KOOpAMHALUATA U MPEJOCTaBIHETO Ha HH(pOpMaLIUs 32
JeHHOCTHUTE cJie/iBa 1a JOBEE CHIIO0 TaKa /10 M0-e(hUKaCHO U3IOJI3BAaHE HA PECYPCUTE U

CKCIICPTHUA OIIMT HA HALITMOHAJIHO PaBHUIIIC.

Komucusita cienBa a mpeaoctaBsi HayyHa, TEXHUYECKa M ChbOTBETHATA JIOTUCTUYHA
MOJIKpera Ha KOOPAWHUPAILKMTE HAIIMOHAIHYA OpTaHy U J]a rapaHTupa, Y€ HopMaTUBHATa
ypenba 3a uzznenusaTa ce npuiara eeKTUBHO U M0 €JHAKBB HAUWH Ha PAaBHUIIETO Ha

Cpro3a Ha 6a3aTa Ha COJIMIHU HAYYHH JOKa3aTCJICTBA.

CBI03BT U — KOTaTo € LeNecho0pa3HO — AbP)KAaBUTE WICHKHU CIIE/IBA Jla y4acTBaT
aKTHUBHO B MEXAYHApOJHOTO CHTPYIHUYECTBO [0 HOPMATUBHUTE BBIIPOCH B 00JacTTa Ha
MEIULIMHCKUTE U3/IeNNs, 3a J1a YJIeCHsIBAaT 0OMeHa Ha HHPOpPMAaIUs BbB BPB3Ka C
0€e30I1aCHOCTTa Ha MEAMLIMHCKUTE U3JeNINsA U 3a Jja MoAIoMarar pa3pab0TBaHETO Ha
MEXAyHapOAHH HOPMATHBHH HACOKH, HAChPUYABalU IPUEMAHETO B APYTH IOPUCAUKIIMY Ha
IpaBUiIa, KOMTO J1a OCUTYPSBAT HUBO HA 3aKpHUJIa Ha 3/[paBeTO U OE30MacCHOCTTA,

CKBUBAJICHTHO Ha YCTAHOBCHOTO C HACTOAIIUSA PCTIIAMCHT.
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(87) JIbpkaBUTE YICHKH clieBa J1a IpenpueMaT BCHYKU HEOOXOAUMH MEPKH, 32 Aa
rapaHTHpaT NPUIaraHeTo Ha pa3nopeAOuTe Ha HACTOSIIMS PErIaMeHT, BKIIFOUUTEIHO Ype3
YCTAHOBSIBAHETO Ha €(PEKTUBHU, MPOMOPILIMOHAIIHU U BB3IUPALIN CAHKIIUH 32 TIXHOTO

HapyIllaBaHe.

(88) Bbrpeku 4ye HacTOAMUAT PErJIaMEHT He CJIe/IBa J1a 3acsra IPaBoTO HA IbPIKABUTE YICHKHU
Jla HAYUCIISIBAT TAKCH 33 JEMHOCTH HA HAIIMOHAJIHO PABHHUIIE, 33 14 CE OCUTYpHU
MIPO3PavHOCT, IbPKABUTE YWICHKH ciieaBa na nHpopmupar Komucusita 1 ocraHamuTe
I'bp>KaBU YJICHKH, IPEH J1a B3eMaT PEeLIeHUE OTHOCHO pa3Mepa M CTpyKTypaTa Ha Te3n
TaKCHU. 3a J]a C€ OCUTYPH OILE MO-ToJsiMa MPO3PAYHOCT, CTPYKTypaTa U pa3MepbT Ha

TaKCUTEC CJICABa Aa Ca Hy6JII/I‘-IHO JOCTBITHU ITPU MOUCKBAHC.

(89) HacrosmusT pernmamMeHT 3a4uta OCHOBHUTE MIpaBa U ChOJII0JaBa MPUHLUIUTE, TIPU3HATH
MO-CIeUaIHO OT XapTaTra Ha OCHOBHUTE IIpaBa Ha EBPOINENCKUS CBhIO3, U MO-CIIEHNATIHO
YOBEIIKOTO JOCTOMHCTBO, HEIPUKOCHOBEHOCTTA HA IUYHOCTTA, 3aIUTATA HA JIMYHUTE
JlaHHU, cBOOO/ATa HAa N3KyCTBAaTa U HayKUTe, CBOOOJaTa Ha CTONAHCKATa MHUIMATUBA U
MIPaBOTO Ha COOCTBEHOCT. HacTosAImusAT pernamMeHT clieiBa Jja ce Impuiiara oT Jbp KaBUTE

YICHKHU B CbOTBCTCTBUC C TC3U IIpaBa U NPUHIUIIN.
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C2))

C uen ga ObaaT U3MEHEHH HIKOU HECHIIECTBEHU PA3MOpeI0N Ha HACTOSIINS PErJIaMEHT Ha
Komucusita cienBa na 6b/1€ aeiaerupano MpaBOMOIIUETO J1a IpUeMa JeJIeTHPaHu aKTOBE
coraacHo wieH 290 IDEC. Ot ocobena BayKHOCT € TI0 BpeMe Ha MOATOTBUTETHATA CH
pabota Komucusta na mpoBejie MOAXOISAIIN KOHCYITALUU, BKIIOYUTEITHO HA EKCIIEPTHO
paBHUIIIE, U TE3U KOHCYJITALUU Aa OBAAT MPOBEICHU B CHOTBETCTBHE C IPUHIIUIIUTE,
3aJI0KEHU B MeXIyMHCTUTYIIMOHAITHOTO criopasyMmenue ot 13 ampwur 2016 r. 3a mo-100po
3aK0H0TB0p‘I€CTB01. [To-cnenmanHo, ¢ 1€ OCUrypsiBaHe Ha paBHO y4acTHE MPHU
M3TOTBSHETO Ha JIeJIeTUpaHuTe akToBe, EBpomneiickuar nmapiameHnT U ChBETHT MOJTydaBaT
BCUYKH JTJOKYMEHTH €THOBPEMEHHO C €KCIIEPTUTE OT IbPKABUTE YJICHKH, KATO TEXHUTE
eKCIEepPTH MOJIyYaBaT CUCTEMATUYHO JIOCTHII /10 3aCE€/IAHUATA Ha EKCIIEPTHUTE IPYIH Ha

KOMI/ICI/ISITa, 3aHUMaBalIM CC C MIOATOTOBKATAa HA ACJICTUPAHUTC aKTOBC.

3a ;1a ce rapaHTHpAT eJHAKBH yCIIOBUS 32 U3ITBIHCHUETO HA HACTOSIIUS PErJIAMEHT, Ha
Komucusra cnenBa qa ObaT MPeI0CTaBEHN U3ITBIHATEIHU MPpaBOMOIIUs. Te3n
MIPaBOMOIIIHS ClIe/IBa J1a Ob/IaT yIpakHSIBaHU B choTBeTCTBUE ¢ Pernmament (EC)

Ne 182/2011 na EBpormeiickus mapiaMeHT U Ha CwBera’.

OB L 123,12.5.2016 ., cTp. 1.

Permament (EC) Ne 182/2011 na EBpomnefickus napiamenT u Ha CeBeta ot 16 deBpyapu
2011 r. 3a ycTaHOBsIBaHE Ha OOIIMTE MMpaBUJIa U MPUHIUIIK OTHOCHO pEe/ia U YCIOBUATA 32
KOHTPOJI OT CTpaHa Ha JbP)KaBUTE WICHKH BBPXY YIPAKHIBAHETO HA U3IIBITHUTEITHUTE
npaBomouius ot ctpaHa Ha Komucusita (OB L 55, 28.2.2011 r., ctp. 13).
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(93)

(94)

3a mpueMaHeTO Ha aKTOBETE 3a M3ITBIHEHHUE, C KOUTO CE€ ONPEeNAT popMaTa 1 HAYMHBT
Ha Mpe/ICTaBsHE Ha JaHHUTE OT Pe3IOMeTa Ha IPOU3BOJIUTEIUTE OTHOCHO 0€30MacCHOCTTa U
KJIMHUYHOTO JIEMCTBUE U C€ YCTAHOBSIBAT MOJIEIUTE HA CEPTUDHUKATUTE 32 CBOOOHA
npoaaxo0a, ciesiBa Ja ce U3MoJI3Ba MpoLeaypaTa 1o KOHCYJITHpaHe, JOKOJIKOTO Te3H
AKTOBE 3a M3II'BJIHEHUE UMAT MPOLIETYyPEH XapaKTep U HAMAT MPSKO Bb3JEHCTBUE BbPXY

3ApaBCTO U Oe3omacHocTTa Ha HUBOTO Ha ChI03a.

Komucwusita cienBa ia mpremMa akToBe 3a U3IIbIHCHUE ¢ He3a0aBHO MPUIIOKEHHE, KOTaTo B
Ha/IJIS)KHO 000CHOBAHHM CITy4au, CBbP3aHH C pa3lIMPsBAaHETO 3a TepuTopusiTa Ha Chro3a Ha
MPUIIOKHOTO TI0JIC HA HAIIMOHAIHA JCPOTalls OT ChOTBETHUTE MPOLIEAYPH 32 OLICHSIBAHE

Ha CbOTBCTCTBUCTO, HAJIOKUTCIIHA IPUYHUHU 3a CIICHIHOCT U3UCKBAT TOBA.

Ha Komucusra cJI€aBa aa 6’[),Z[aT npeaoCTaBCHU U3IIBJIIHUTCIIHU IIPABOMOIIHA, 3a Ja MOKC

Jla ompeAess U3/1aBalliy CyOeKTH, eKCIEPTHH IPYNH U CIIENUAIN3UPAHU JIAOOPATOPUH.
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3a 51a ce 1aje Bb3MOKHOCT Ha MKOHOMHUYECKUTE orieparopu, U ocodeno va MCII, Ha
HOTU(UIPAHUTE OPTaHU, HA IbP)KABUTE WICHKU 1 Ha KoMucusTa ga ce amantupar KbM
W3MEHCHHSTA, BBBEJICHH C HACTOSIIUS PETIIAMEHT, U J1a C€ OCUTYPH MPABUIIHOTO MY
npujarase, € meaecho0pas3Ho J1a ce MPEIBUIN JOCTaThUYCH MPEXOICH MIEPUO]] 32 Ta3U
azarTanus 1 3a IpCAIpueMaHe Ha HeO6XO,Z[I/IMI/ITe OpraHnu3alluOHHU MCPKH. B’preKI/I TOBa
OIPCACIICHN YaCTHU OT HACTOAIIUSA PEIIIaMCHT, KOUTO IPAKO 3aciaraT AbpKaBUTC YJICHKH U
Komucusita, crienBa na 3armovyHart a ce mpuiarat Bb3MOKHO Hal-0bp30. OCOOEHO BaXKHO €
CBIIO TaKa JI0 HAYaJHATa JIaTa Ha TpUJIaraHe Ha HACTOSIIMS PETJIAMEHT Ja ObJIaT
OTIPEJICIICHHU JTOCTaThueH Opoil HOTH(UITUPAHU OpraHH ChIITACHO HOBUTE U3UCKBAHMUSI, TaKa
g€ ga Cce H36€FH€ HCOOCTUT HAa MCAUIIMHCKHU U3CIIUSA Ha Ma3apa. HpI/I BCE€ TOBaA €
HE00XO0IMMO OTIPEICITHETO HA HOTH(HUIIMPAH OPTaH ChIVIACHO M3UCKBAHUTA HA
HACTOSIIUS PETJIAMEHT IIPEIy HadaaHaTa My JlaTa Ha MpUIaraHe J1a He 3acsra BaJuJIHOCTTAa
Ha OTNPEEIITHETO Ha Te3W HOTHU(HUIIMPAHU OpraHu chriacHo aupekTuBu 90/385/EO u
93/42/EVO n KOMIIETEHTHOCTTA MM JIa MPOABJIKABAT Ja U3J]aBaT BaJIUIHU CEPTH(PUKATH
0 TTOCOYCHUTE JIBE TUPEKTUBH JI0 HaYallHATA JaTa Ha pUIaraHe Ha HaCTOSIIUS

perJIaMeHT.
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3a 1a ce oCcUTypH IUTaBeH MPEX0,1 KbM HOBHUTE NPaBUIIa 32 PETHCTPALIAATA Ha U3CITUS U Ha
cepTudUKaTHTE, 33IBDKCHACTO 3a MOJJaBaHe Ha MMAaIllaTa OTHOIICHUEe HHPOPMAIHS KbM
€JICKTPOHHHUTE CCTEMH, BbBEJICHU Ha paBHUIETO Ha ChI03a C HACTOSIIMS PETIIAMEHT
clie/iBa — B ClIy4aii ue pa3pabOTBaHETO Ha ChOTBETHUTE HHPOPMAIIMOHHN CUCTEMH BbPBU
110 TUIaH — J1a MMopoAar II'bJIHO I[eﬁCTBHe c€aBa 18 MECfCla CJICA HaYvaJIHaTa JaTa Ha
NpUJIaraHe Ha HaCTOSIIUS peryiaMeHT. [Ipe3 To3u mpexoieH Nepro 1 ONpeIeIICHN
pasmopenou Ha aupektuBu 90/385/ENO u 93/42/EVIO cnenBa a ocTaHaT B CHJIA.
ChIIEeBpPEMEHHO, 3a J]a ce N30EeTHAT MOBTAPSIIMTE Ce PErUCTPAIINH, CIIE/BA Ja Ce IPUEMe,
Ye HKOHOMHUYECKUTE ONepaToOpy M HOTH(GUITUPAHUTE OPTaHU, KOMTO CE PETHCTPUPAT B
CBbOTBCTHUTC CJICKTPOHHU CUCTCMHU, BLBCACHU HA PABHUILICTO HA Crr03a C HaCTOALINA
PErIIaMCHT, OTTOBAPAT HAa U3UCKBAHUATA 3a pCrUcCTpanus, NpucTrU OT AbPKABUTC YJICHKH

CBIJIACHO TE€3U pa3nopenou.

97) 3a 51a ce ocurypu 0e3mpensITCTBEHOTO BbBEX1aHe Ha cuctemara 3a UDI, 3agpimkennero 3a
nocrtaBsine Ha HocuTenst Ha UDI BbpXy eTHKeTa Ha U3JEMETO CIIeABa J1a 3alI0YHE J1a Ce
Tpuiiara MeXAy €Ha U NeT FOJIMHU ClIe]] HaualHaTa JaTa Ha IpujlaraHe Ha HacTOSIINS
perIaMeHT B 3aBUCUMOCT OT KJIaca Ha ChOTBETHOTO U3JIEIHE.

10728/4/16 REV 4 38

BG



(98) Hupextusu 90/385/ENO u 93/42/EVO cnenpa 1a ce OTMEHSIT, 3a J1a CE TapaHTHpa, 4e
caMmo eJlHa ChbBKYITHOCT OT ITPaBHJIa ce Mpuiiara KbM IIyCKaHEeTO Ha Ma3apa Ha MEeIUIIMHCKA
U3JICNUsS M KbM CBBP3aHUTE ACICKTH B 00XBaTa Ha HACTOSIINS PeryiaMeHT. Bbrpeku ToBa
cJIe/IBa Jia MPOIBIDKAT J1a Ce MPHJIaraT 3aIbJDKCHHUATA Ha IPOU3BOIUTEIIUTE BbB BPBh3Ka C
MPEIOCTABIHETO HA JIOKYMEHTAIUSI OTHOCHO M3/ICTUATa, KOUTO ca ITyCHAU Ha Ta3apa,
KaKTO Y 33bJDKCHHSITA HAa IPOU3BOJUTEIIUTE U HA IbPKABUTE WICHKH BB BPB3Ka C
JIEHHOCTHUTE TI0 MPOCiIeasIBaHe Ha 0€30MacHOCTTa Ha U3/EIHs, ITyCHATH Ha Ta3apa
CBIIIACHO TTOCOYCHUTE AUPEKTHBH. BhIpekn ue AbpikaBUTe YWICHKHU CIICABA Ja 3ama3sT
MPABOTO CH J]a peliaT KakK Jla OpraHUu3upaT IeHHOCTHTE 110 TPOCIIeIsIBaHEe HA
0€30MMacHOCTTA, € JKeJIATeITHO Te JIa pa3noiiarat ¢ Bb3MOXKHOCTTA Jia IOKJIaIBaT 3a
HEXeJlaHu ChbOUTHS, CBbP3aHU C U3CIHs, ITyCHATH Ha Ma3apa ChIIIACHO MOCOYCHUTE
JTUPEKTHBH, KaTO M3IOJI3BAT CHIIMTE MEXaHH3MH KaTO TE3U 3a JOKJIaBaHE BHB BPB3Ka C
W3JIeNus, IyCHATH Ha Ta3apa ChIVIACHO HAacTOsIIuUs periamenT. OCBeH TOBa, 3a Jia ce
rapaHTHpa IUTaBEeH NPEXO OT CTapHs PEeXKUM KbM HOBHUS PEXKHM, € LIEIechoOpa3Ho Ja ce
npensunu Pernament (EC) Ne 207/2012 na Komucusita' n Permament (EC) Ne 722/2012
na Komucusita? 1a ocTaHat B cHta U 1a MPOJIBIKABAT Ja CE IIPHIIATAT, OCBEH aKO U JOKATO
He ObJJaT OTMEHEHH C aKTOBE 32 U3IIBJIIHEHUE, MPUETH OT KOMUCHSITA ChITIACHO HACTOSIIUS

pETJIaMEeHT.

Permament (EC) Ne 207/2012 na Komucusita ot 9 Mmapt 2012 r. OTHOCHO €IEKTPOHHUTE
WHCTPYKIIMU 3a yroTpeba Ha meaurmuackute m3aenus (OB L 72, 10.3.2012 r., cTp. 28).
Pernament (EC) Ne 722/2012 na Komucusita ot 8 aBryct 2012 r. OTHOCHO CIIEIIUATHUTE
M3WCKBaHUS 110 OTHOIICHNE HAa N3MCKBaHUATA, peasuaeHu B upextusa 90/385/EMO Ha
CoBera u lupexrusa 93/42/EVO Ha CbBeTa, CBbP3aHU C AKTUBHUTE UMIUIAHTUPYEMHU
MEUIIMHCKU U3AENUs U C MEAUIIUHCKUTE U3/AENs, IPOM3BEICHH Upe3 U3I0JI3BaHe Ha
ThKaHM OT ’KMBOTHHCKH mpousxoxn (OB L 212, 9.8.2012 r., ctp. 3).
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(100)

Pemenne 2010/227/EC, npueTo B U3IIbIIHEHUE HA IIOCOYCHUTE TUPEKTUBU U Ha J{upeKTrBa
98/79/EQ, cbimio cienBa 1a OCTaHE B CHJIa | Jla TPOIbJDKaBa J1a ce Ipuiara Jo jararta, Ha
kosiTo Eudamed ctane HanbiaHO ¢yHKIIMoHamHa. OOpaTHO, TAKOBA 3aMa3BaHe B CUJIA HE Ce
n3nckBa 3a aupektuBu 2003/ 12/EO" u 2005/50/EOQ?* na KomucusTa u PernamenT 3a

msmeiaenne (EC) Ne 920/2013 na Komucusta®.

CuuTaHOo OT HavaJ HaTa J1aTa Ha MpUJIaraHe Ha HACTOSIIIHS PETJIaMeHT, HETOBUTE
M3UCKBAHUS CJIE/IBA Jla C€ MPHJIaraT 3a BCHUKHU U3/IEJHs, KOUTO ca IMyCHATH Ha Ta3apa Win
IyCHATH B JICHCTBUE. 3a J1a c€ OCUTYPH IIaBEH Mpexo/1 o0ade, ciaeaBa aa € Bb3MOXKHO 3a
OTpaHMYEH CPOK, 3aMOYBAall] OT Ta3u Jara, U3AeNusiTa 1a ObIaT MyCKaHHU Ha Ta3apa Uin
IMyCKaHU B JICWCTBUE Bh3 OCHOBA HAa BAIHJICH CEPTUDUKAT , H3Aa/ICH CHIIIACHO

Hupextusa 90/385/ENO wnu cerioacuo Hupexrusa 93/42/ENO.

9] 4
EBpOHGI/ICKI/ISIT HaA30pPCH OpraH 110 3allMTa Ha JAHHUTC AaJ€ CTAHOBUIIC CBHIVIACHO YJICH

28, maparpad 2 ot Pernmament (EO) Ne 45/2001.

Hupextusa 2003/12/EO na Komucusita ot 3 dpepyapu 2003 1. 0OTHOCHO peknacuduimpane
Ha IpBIHUTE UMILIAaHTAHTH B pamkutTe Ha {upextuBa 93/42/EVO 0THOCHO METUIIMHCKUTE
m3nenus (OB L 28, 4.2.2003 r., ctp. 43).

Hupextusa 2005/50/EO na Komucusita ot 11 aBrycrt 2005 r. 3a npekinacuduimpaneTo Ha
XbJI0O0YHU, KOJICHHU ¥ PAMEHHU CTaBHU 3aMECTUTENH B pamkuTe Ha [{upextusa 93/42/EVO
Ha CbBeTa OTHOCHO MeauIuHCKUTE nipucnocodiaenus (OB L 210, 12.8.2005 r., ctp. 41).
Pernament 3a uznbinnenue (EC) Ne 920/2013 na Komucusita ot 24 centemBpu 2013 1. 32
orpejielisTHe U HaOIIoACHHEe Ha HOTU(UIIMpaHuTe opranu chriacHo Jupekrusa 90/385/ENO
Ha CpBeTa OTHOCHO aKTUBHUTE UMILIAHTUPYEMU MEAULIMHCKU U3nenus u Jlupektuna
93/42/ENO na ChBeta otHOCHO MenuimHckuTe u3nenus (OB L 253, 25.9.2013 ., cTp. 8).
OB C 358, 7.12.2013 ., ctp. 10.
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JIOKOJIKOTO LENIMTE HA HACTOSIIMS PETIIaMEHT, 8 MMCHHO Jja C€ TapaHTUPa
0e3npensATCTBEHOTO (PYHKIIMOHUPAHE HAa BBTPEIIHUS 11a3ap 110 OTHOIIEHUE Ha
MEIUIIMHCKUTE U3/IE€THUs U J1a CE TapaHTUpaT BUCOKU CTaHAAPTH 3a Ka4eCTBOTO U
0€30IacHOCTTa Ha MEAMLIMHCKUTE U3IENINs, KaTO ChIIEBPEMEHHO CE TapaHTUpPa BUCOKO
HUBO Ha 3aKpuJjia Ha 37paBETO M 0E30MacCHOCTTa HA MAllUEHTHUTE, TIOTPEOUTENINTE U APYTUTE
JMIa, HEe MoraT J1a ObJaT MOCTUTHATH B 1OCTaThYHA CTEINEH OT AbPIKABUTE YWICHKH, a
nopajau 00XBara ¥ MOCIeAUIIUTEe My MOTaT Ja ObIaT 1Mo-100pe MOCTUTHATH HA PaBHUILIETO
Ha Cpro3a, CbIO3BT MOXKE J1a IPUEME MEPKHU B CBOTBETCTBHE C ITPUHIIAIIA Ha
cyOcuaunapHocT, ypeieH B wieH 5 oT JloroBopa 3a EBponeiickus cpio3. B choTBeTCTBHE C
MIPUHILUIIA HA IPOIIOPLUOHAIHOCT, YPEACH B ChILMS YJICH, HACTOAIIUAT PErJIAMEHT HE

HAJXBBPJISI HEOOXOIMMOTO 3a IOCTUTAHETO Ha TE3H LIEJIH,

[NPUEXA HACTOAINWA PETJIAMEHT:
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I'nmaBal

OO0xBaT u onpeaeaeHus

Ynen |

Ilpeomem u ooxeam

C HacTosmus PEriIaMCHT CC YCTAaHOBABAT ITpaBHJIa IO OTHOIICHHWEC HAa ITYCKAHETO Ha
asapa, mpeaoCTaBsIHCTO Ha I1a3apa UJIH ITYCKAaHCTO B JEUCTBUE HA MEIULIMHCKH U3JICIUS
3a XyMaHHa yHOTpe6a 1 IPpUHAJIC)KHOCTHU 3a TaKHMBA U3JICJINA B Crlo3a. Hacrosmusar
PEriIaMCHT CC IIpuJjiara U N0 OTHOMCHUC HA ITPOBCIKIAHUTC B Cp103a KIMHUYHA

HU3NWUTBAHUA HAa TaKWBAa MCAUIIMHCKH U3ACTIUA U IPUHAAICIKHOCTH.

HacrosiusT persiiaMeHT ce npusiara 1 3a rpynuTe NpoayKTu 03 MeIULUHCKO
NpeaHa3HaueHne, KOUTO ca n30poeHu B mpuioxkenne X VI, cautano oT HavaigHaTa AaTta Ha
MpUJIaraHe Ha oOIuTe crenuuKaluy, IPUeTH ChIIACHO YiieH 9, KaTo ce B3eMaT MpeIBU/T
JOCTHKEHHTA Ha TEXHUYECKHUS TIPOTPEC M B YACTHOCT CHIIECTBYBAIINTE XapMOHU3UPAHU
CTaHJapTH 3a aHAJIOTUYHU U3JIENHsI C MEAUIIMHCKO IIpeIHa3HauYEHNE, OCHOBABAILU CE Ha
nono6Ha TexHonorus. O6mure cnenupuKanuy 3a BCska OT IPYIUTE OT IPOAYKTH,
n30poeHu B mpmwiioxkeHue X VI, BKIIIOUBAT Ha-MaJIKOTO TIPHJIaraHe Ha yIpaBJICHUE Ha
pHUCKa, IOCOYEHO B MpuiiokeHue I, 3a choTBeTHATa rpyna OT NPOAYKTH U, aKO €

H606XOI[I/IMO, KIIMHHU4YHA OIICHKA I10 OTHOIICHHUE Ha 0€e30I1aCHOCTTA.
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HeobxomumuTe 001mM crienuuKanyiy ce mpueMar J10... [HayaHarta JaTa Ha Ipujiaraie Ha
HacTosIus periaMent]|. Te 3amouBar fa ce mpuijiarar mectT Mecela clie]] 1ataTa Ha
BJIM3aHETO UM B CHJIAa WJIM OT... [HayallHaTa JaTa Ha MpuilaraHe Ha HaCTOSIIUS PEeTJaMeHT|,

B 3aBHCHMOCT OT TOBa KO€ CHOUTHE HACTBIIH HO-KBCHO.

He3aBucumo ot wieH 122, MepKuTe Ha IbpKABUTE YJICHKHU 110 OTHOIICHHUE Ha
KBaJTM(HUIIMPAHETO HA MPOTYKTHTE, 00XBaHATH OT NpriiokeHne X VI kaTo MeTUIIMHCKH
nznenus cerinacHo Jupextusa 93/42/EVIO, octaBat B cuiia 10 OCOYECHATA B ITbPBA AJIMHES
HayaJHa JaTa Ha [IpUjIaraHe Ha o0IuTe crenu@uKanum, KOUTO ¢€ OTHACAT 3a Ta3H rpymna

OT IPOJTYKTH.

HaCTO}IH_[I/ISIT PCrIIaMCHT CC IpuJiara M 3a KIIMHUYHUTC U3IMUTBAHNA, U3BBPIIIBAHU B Crro3a

110 OTHOIICHUC Ha IMMOCOYCHUTC B II'bpBa aJIMHCS NPOAYKTH.

3. W3nenust ¢ MEQUIIMHCKO U ¢ HEMEIULIMHCKO MpeHa3HaueHUE OTTOBapAT ChbBKYITHO Ha
W3UCKBAHUATA, IPUIOKHUMH 32 U3AETUITa CbOTBETHO ChC MM 0€3 MEIUIIMHCKO

npeaHa3HAuUCHUC.
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4. 3a 1eUTe Ha HACTOSIIUS PETIIAMEHT MEIUIIMHCKUTE U3ENHs, TPUHAIC)KHOCTUTE 32
MEUIIMHCKUTE U3/IeTHs, IPOTyKTUTE, n30poeHu B nmpuioxkenue XVI, 3a kouto ce npusara

HACTOAMUAT PETIIAaMCHT CBITIACHO Haparpaq) 2, CC Hapu4iaT 1O-HAaTaTbK ,,I/IS,Z[eJ'II/IHTa“.

5. Koraro ToBa € 000CHOBaHO MOpaIn CXOACTBO MKy MyCHATO Ha Ta3apa U3Jeiue ¢
MCIUIHWHCKO NPCAHA3HAUYCHUC U TPOAYKT 683 MCIUIMHCKO NMPCIHA3HAUYCHUC BbB BPpb3Ka C
TEXHUTE XapaKTePUCTUKHU U pUCKoBe, Ha Komucusita ce mpeaocTaBsi MpaBOMOITUETO J1a
mnpueMa ACICrupaHu akTOBEC B CbOTBCTCTBUE C YJICH 1 15, 3a 1a U3MCHs CIIMCBHKA B
npunoxxenne X VI, karo 100aBsi HOBH IpyIH OT MPOIYKTH C II€J 3aKpHia Ha 3PaBETO U
0€30MacHOCTTa Ha TOTPEOUTENUTE WK IPYTH JTUIa UK Ha IPYTH aCTIeKTH Ha

00IIECTBEHOTO 3/IpaBe.
6. HacTosmust periaMeHT He ce Tpuiiara 3a:

a)  MEIUIMHCKUTE U3/Eus 32 UHBUTPO AMarHocTuka B ooxsara Ha Pernament (EC)

2007/...%

0)  JIeKapCTBEHUTE MPOIYKTH CHIJIACHO OMPEEICHUETO B WieH 1, Touka 2 OT
Hupextusa 2001/83/EO. Ilpu B3eMaHe Ha pelIeHne ajau JaJIeH MPOAYKT rmonaja B
obOxBata Ha [lupextuna 2001/83/EO unu Ha HACTOSIINS PETIAMEHT, CIICIIHATHO

BHHMMAHHC CC 06p1>111a Ha OCHOBHHS HAUMH Ha JIEUCTBUE Ha MMPOAYKTA,

* OB: Mo, BbBeIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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n)

JICKapCTBCHHUTE IPOAYKTH 32 MOJIepHa Tepanus B ooxBara Ha Permament (EO) Ne

1394/2007,

YOBCHIKATA KPbB, KPBbBHUTC MPOAYKTH, IJIa3MaTa UJIW KPBBHUTC KJICTKHU OT YOBCHIKU
MMPOU3XO0J NI U3JCIIUATA, KOUTO IIPU ITYCKAHC Ha I1a3dapa WK IIyCKAaHC B HeﬁCTBHe
BKJIFOUBAT TaKMBa KPbBHU NPOAYKTH, IUIa3Ma WA KJIICTKU C U3KJIFOYCHUC Ha

U37eNuATa 1o naparpad 8 OT HACTOSIIUS YJICH;
KO3METHYHHTE NPOIyKTH B 00xBata Ha Permament (EO) Ne 1223/2009;

TPAHCINIAHTAHTUTEC, TbKAHUTC WU KIICTKUTC OT ) KUBOTHMHCKHU IMPOU3XOA UJIN TCXHUTC
MMPOU3BOAHU WJIN MPOAYKTUTEC, ChbAbPIKAIIU HIIN CHCTOAINHN CC OT TAX; HACTOAIIUAT
PEriIaMCHT obaue ce npuiara 3a u3acjiusiaTa, MIpoOru3BCACHU YPC3 U3IMO0JI3BAHC HA
ThKAaHU UJIU KJIICTKU OT JXKUBOTUHCKH MMPOU3XO/ WIW TCXHU MMPOU3BOJAHHU, KOUTO Ca

HEXXH3HECIIOCOOHU HMIIH ca HaIlpaBCHU HEKHM3HECIIOCOOHH.

TPaHCIUIAHTAHTUTE, THKAHUTE MM KIIETKUTE OT YOBEIIKH ITPOU3XO0]] MM TEXHUTE
npou3BoAHH, o0xBaHaTu oT [{upextuBa 2004/23/EO, unu npoayKTUTE, ChABPKAIIH
WU CHCTOSIIH C€ OT TSX; HACTOSIIUAT PETJIAMEHT 00ade ce Mmpuiiara 3a u3aeiusTa,
IMMPOU3BCACHHU YPC3 UBIMOJI3BAHC HAa ThKAaHW NI KJICTKHU OT YOBCIHIKHU MMPOU3XOJ, KOUTO

Ca HeXKMU3HECIIOCOOHU WM Ca HalpaBEHU HEKU3HECIIOCOOHHY;

10728/4/16 REV 4 45

BG



3)  NPOIYKTUTE, pa3INMYHU OT NOCOYEHUTE B OYKBHU T), €) U 3K), ChAbPKAIIN WIH
CBCTOSIIIY C€ OT )KU3HECIIOCOOEH OMOJIOTHYEH MaTepHal WK KU3HECTIOCOOHU
OpraHu3MHU, BKJIFOUUTEIHO )KUBU MUKPOOPTaHU3MU, OaKTepuH, 'bOMUKU WK BUPYCH,

C IIeJ1 J1a € TIOCTUTHE MJIH MOAMOMOTHE TPEHa3HAYCHUETO Ha MPOAYKTa;
) xpanute B oOxBaTta Ha Permament (EO) Ne 178/2002.

I/IBZIGJ'II/IHTEI, KOHMTO IIpHU MYCKAaHEC Ha I1a3apa WJIN ITyCKaHC B HeﬁCTBHG BKJIIOYBAT KaTo
HepasJIeJIHa YacT MEJUIIMHCKO U3JIeNIE 32 HHBUTPO AUATHOCTHKA MO CMHUCHIIA HA YWICH 2,
touka 2 ot Pernament (EC) 2017/...%, ce ypexnar or HacTOSIIUS PErIaMeHT.
Usuckpanusara Ha Pernmament (EC) 2007/..." ce mpuiarar 3a 4acTTa OT H3/IEJHETO, KOSTO

npeacraBsiBa MEAUIUHCKO U3ACIIME 3@ MHBUTPO JUArHOCTHKA.

Bcesko u3znenue, KoeTo Npu IycKaHe Ha 1a3apa WiM IyCKaHe B IeHCTBHE BKIIIOYBA KAaTO
HepasJieJIHa YacT BELIECTBO, KOETO MPU CAMOCTOSITEIHA yIIOTpeba MOKe J1a ce cyeTe 3a
JeKapCTBEeH MPOAYKT 0 CMHUCHJIA Ha wieH 1, Touka 2 ot Aupektusa 2001/83/EO,
BKJIFOUUTENHO JIEKAPCTBEH NPOAYKT, IIOJYyUY€EH OT YOBEIIKA KPBB WJIM YOBELIKA IUIa3Ma 110
CMUCBJIa Ha ONPEJIETICHUETO B WieH 1, Touka 10 OT chlaTa TMpeKTUBA , KOWTO UMa
CIIOMAraTesIHO JeMCTBUE 110 OTHOUICHNE Ha JEUCTBUETO HA U3/IEIIUETO, CE OLEHIBA U

paspfiaaBa B CbOTBETCTBHUEC C HACTOAIIHA PETIIaMCHT.

+

OB: Mo, BbBeIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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Axo obaue eficTBHETO Ha TOBA BEIIECTBO € OCHOBHO U HE € CIIOMAaraTeHo 10 OTHOLICHHE
Ha JIEHCTBUETO Ha U3JICIUETO, ISTIOCTHUAT MPOAYKT ce ypexaa ¢ Jupextusa 2001/83/EO
unu ¢ Pernmament (EO) Ne 726/2004 na EBponeiickus napiaMeHT U Ha Csaera', B
3aBHCHUMOCT OT TOBa KO € MPHJIOKUMHUAT akT. B To3u ciayyail cboTBETHHUTE 001U
M3MCKBaHUS 32 0€30MacHOCT U JICHCTBHE IO MPUIIOKEHUE | KbM HACTOSALIMS PETIaMEHT ce

mnpuiiarart, JOKOJKOTO C€ Kacac 3a 0e30IacHOCTTa U JICHCTBUETO HA U3/ICITHECTO.

9. Bcesiko nznenue, Koeto € mpeHa3HaueHo 3a MPUIIOKEHNUE Ha JIEKAPCTBEH MPOAYKT IO
cMuchia ot wieH 1, Touka 2 ot JJupextuBa 2001/83/EO, ce periiameHTHpa OT HACTOSIINS
pernameHT, 6e3 Aa ce 3acaraT pa3nopea0uTe Ha BbIIPOCHATa TUPEKTHBA, HUTO Ha

Permament (EO) Ne 726/2004 1o oTHOIIICHHE HA JICKAPCTBEHUS TTPOIYKT.

Axo o6aue u3enueTo, NpeaHa3HauYeHo 3a MPHIOKEHHUE Ha JIEKAPCTBEH MPOIYKT, U
JIEKapCTBEHHAT MPOYKT Ca IyCHATH Ha Ma3apa Mo TaKbB HaYHH, Y€ 00pa3yBaT eIiH
HepasJIeJIeH MPOYKT, U3KIOUUTEIIHO NTpeIHa3HaueH 3a ynorpeda B JajieHaTa KOMOUHAIMS
U KOWTO HE € 32 MHOIOKpaTHa yrnoTpeda, TO3U eIMHEH LIOCTEH IPOIYKT ce
pernamentupa ¢ JIupextusa 2001/83/EO unu ¢ Pernament (EO) Ne 726/2004, B
3aBHCHUMOCT OT TOBa KO € MPHJIOKUMHUAT akT. B To3u ciyyail cChOTBETHUTE 001U
M3MCKBaHUS 3a 0€30MacCHOCT U JICHCTBHE IO MPUIIOKEHUE | KbM HACTOSALIMS PETIaMEHT ce
IpUIIarar, JOKOJIKOTO ce Kacae 3a 6e30MacHOCTTa U ACHCTBUETO HA U3/IEIHNETO, KOETO €

4acCT OT CAWMHHUSA LAJIOCTCH IMPOAYKT.

Permmament (EO) Ne 726/2004 na EBponeiickus mapiamenTt u Ha ChBeTa oT 31 mapt 2004 .
3a yCTaHOBSIBaHE Ha mpolueaypu Ha OOLIHOCTTA 32 pa3peliaBaHe U KOHTPOJI Ha JIEKAPCTBEHU
MPOJYKTH 3a XyMaHHA U BeTEpUHapHa ynoTpeda 1 3a ch3aBaHe Ha EBpornelicka areHIus o
nekapctBara (OB L 136, 30.4.2004 r., ctp. 1).
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10. Bcesiko n3nenue, KoeTo Mpu MycKaHe Ha Ma3apa WiM IyCKaHe B IeWCTBHE BKIIIOYBA KaTo
HepaszesiHa YacT HeXKU3HECTIOCOOHU YOBEIIKY ThKaHH WU KJIETKH WU TEXHU
MIPOU3BOIHU, KOUTO UMAT CIIOMAraTeJIHO IeHCTBUE IO OTHOIICHHUE HA ACWCTBUETO Ha
W3JIETINETO, CE OICHsIBA M pa3pelllaBa B ChOTBETCTBUE C HACTOSIIMS periaMeHT. B To3u
cilydail ce mpuiaraT pa3nopeaouTe 3a 1apsiBaHETO, JOCTABIHETO U KOHTPOJIA, IPEABUICHH

B lupextuBa 2004/23/EO.

Axo obaue eiicTBHETO Ha ThKAHUTE WM KIETKUTE WM Ha TEXHUTE IPOU3BOTHU €
OCHOBHO M HE € CIIOMaraTeyHo 110 OTHOIIEHUE Ha AEHCTBUETO HA U3EIUETO U IPOAYKTHT
He ce ypexxaa oT Pernament (EO) Ne 1394/2007, npoxykTsT ce ypexna ot Jupexktuna
2004/23/EQ. B T03u city4aii ChOTBETHUTE OOIIM U3UCKBAHUS 32 O€30MACHOCT U JACHCTBHE
0 NpuiIokeHue | KbM HacTOSAIMMS pErJaMeHT ce IpUiIarar, JOKOJIKOTO Ce Kacae 3a

0€30IIaCHOCTTAa U ICHCTBUETO Ha U3ACIUCTO.

11. HacTosimusit pernameHT e crnenuaneH 3akoHoaaTeNeH akT Ha Chro3a 0 CMUCHIIA HA

uned 2, naparpad 3 ot dupextusa 2014/30/EC.
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12. W3penus, KOUTO ca CHINO TaKa U MAITUHU IO CMHUCHJIA HA WIEH 2, BTOpa ajuHes, OyKBa a)
ot Jlupexrusa 2006/42/EO na EBponeiickust mapiamenT 1 Ha CbBera', Tpsi6Ba, Koraro e
HaJIMIIe ChOTBETEH PHUCK IO CMUCHIIA Ha Ta3H TUPEKTHBA, CHIIO JAa OTTOBAPST Ha
CBHILIECTBEHUTE U3UCKBAHUS IO OTHOILIIEHHE HAa OE30MacCHOCTTAa U 3[IPaBETO, ONPEICTICHH B
npuoxeHue I KbM IUPEeKTHBATA, TOKOJIKOTO T€3U U3UCKBAHUS Ca TIO-KOHKPETHH OT
o01IMTe N3UCKBAaHUS 3a O€30MaCHOCT U AeHcTBHE, N310KeH! B riasa I ot npunoxenue |

KbM HACTOAIINA PCTrIIaMCHT.
13. Hacrosmust pernmaMmeHT He 3acsra npuiaraneto Ha J{upexkrusa 2013/59/EBpaTom.

14. HaCTOHH_II/IHT PErIIaMCHT HE 3acira 1NpaBOTO Ha AbpiKaBa YJICHKA Ja OrpaHHUYaBa
HM3M00JI3BAaHETO HA KOWUTO U Aa € KOHKPCTCH TUIT U3CTTUC IO OTHOMICHUC HAa ACIICKTH,

HEOOXBaHATH OT HACTOAIIUA PCTIIAMCHT.

15. Hacrosuust permaMeHT He 3acsira HallMOHATHOTO TIPaBO OTHOCHO OPTaHMU3AIUATA,
JOCTaBKaTa Win ((MHAHCUPAHETO Ha 37PaBHU YCIYTH U MEIUIIMHCKO OOCITY)KBaHE,
HarpuMep U3UCKBAHETO ONPEISICHHN M3CIHs 1a MOTaT Jia Ce JOCTaBAT €AMHCTBEHO I10
JIEKapCKO MpeAnrucanue, U3UCKBAaHETO CaMo OIpeIeJICHH METUIIMHCKU CTICIIMATUCTH UITU
JedeOHM 3aBEACHMS 1a MOTaT JIa IPEOCTABST WM U3MOI3BAT ONPEACIICHU U3ACIUS WIH

HU3UCKBAHCTO Ja CC IMOJI3BAT KOHKPCTHU CIICLIUAJIM3UPAHU CHbBCTU IIPU yHOTpCGaTa HM.

HupextuBa 2006/42/EO na EBponelickus napinameHT 1 Ha CbBeta oT 17 Mait 2006 r.
OTHOCHO MaIIWHHTE U 3a u3MeHenue Ha Jupekruna 95/16/EO (OB L 157, 9.6.2006 1., cTp.
24).
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16. Hukos pasnopen0a ot HacTOAIIMS PETIaMEHT HE OrpaHnYaBa cBo0o/1aTa Ha revyaTa Uiu
cB0OO/aTa Ha M3pa3siBaHE B MEAMUTE, TOKOJIKOTO T€3M CBOOOAN ca rapaHTupanu B Chio3a
U B Ibp’KaBUTE WICHKH, MO-CIIELUATHO 110 cUilaTa Ha wieH 11 or XapTrara Ha OCHOBHHTE

rnpasa Ha EBponerickus cbro3.

Ynen 2

Onpeodenenus
3a menuTe Ha HACTOSIIUS PErJIaMeHT Ce MpHyIaraT CJIeIHUTE ONPEIeICHNUS:

1) ,»METUIIMHCKO M3/IeNie’ 03HauaBa MHCTPYMEHT, arnapar, ype, copTyep, UMIUIaHT,
peareHT, MaTepuall UM Ipyr apTUKYJI, IPEIHa3HaYeH OT IPOU3BOJAMUTENS 3a
CaMOCTOATCIIHA yHOTpCG& HJIN B KOMGI/IHaLII/ISI IIpu Xopa € €Ha WK MOBCYC OT CIICAHUTC

KOHKPCTHU MCOAULIMHCKHA 1CJIN:

— JTUATHOCTHKA, MPO(MIAKTHKA, HAOJIOICHUE, PEABMKIaHE, IIPOTHO3UPAHE, JICUCHUE

WIK 00JeKYaBaHe Ha 3a00JIIBaHUs;

- JUarHoCTHKa, Ha6J'IIO,Z[eHI/Ie, JICUYCHHUC, o0neK4yaBaHe HIIN KOMIICHCHUPAHC Ha TPaBMH

HWJIn MHBAJIMOHOCT,
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2)

- H3CJICABAHC, 3aMdHa UKW KOPCKIMA HAa aHATOMHWYHA YaCT UJIK Ha (bHBI/IOJ'IOFI/I‘IGH niIn

IMaTOJOIMYCH IMPOoUcC U CbCTOSHUE,

— MMPpEaAOCTaBAHC Ha I/IH(I)OpMaI_II/IH YpE3 UHBUTPO HU3CIICABAHC HA HpO6I/I OT YOBCIIKOTO

TsJI0, BKIIFOYHUTECIIHO HAa JApCHU OPraHU, KPbB U ThbKAaHU,

1 KOCTO HE IMOCTUTa OCHOBHOTO CH I[GflCTBHG o NpCAHa3HAYCHUC BbB UJIIU BbPXY
YOBCIIKOTO TAJIO 110 Q)apMaxonomqu, HMYHOJIOTHYCH HUJIN MeTa0OJIUTECH II'pT, HO KOCTO

MOJK€ J]a ce Mo/roMara mpyu CBOETO JEHCTBHE OT CPEACTBA C TAKbB €(EKT.
CrnenHuTe NPOAYKTH CBILO CE IpUeMar 3a MEAUIUHCKH U3eIINs:
- U3JIeNUATa 32 KOHTPOJI UJIH MOJANIOMAaraHe Ha rpoleca Ha 3a0peMeHsBaHe;

— NPOAYKTHUTE, PEAHA3HAYECHHU CIIEUAIHO 33 TOYUCTBAHE, TE3NHPEKIUS UITH
CTepHIIN3ALUS HA U3/IeNUATA, IOCOUEHH B WieH 1, maparpad 4, KakTo U Ha

H3ACIINATA, TOCOUCHU B ITbPBAa AJIMHEA OT HACTOAIIATa TOYKA,

,[IPUHAICIKHOCT 3a MEIUIIMHCKO U3EeIue" 03HaYaBa apTUKYJI, KOUTO BBIIPEKH Y€ cam IO
cebe cu He € MEIUIIMHCKO M3JENHe, € TPeAHa3HaueH OT MPOU3BOIUTENS MY 3a U3IIOI3BaHE
3a€JIHO C €JHO WJIM HAKOJKO KOHKPETHU MEIUIIMHCKH U3JIENHs, 3a J1a TI03BOJIsBA
ynorpebara Ha METUITUHCKOTO(UTE) U3enue(s) Mo MpeIHa3HaYeHIE UM KOHKPETHO U
MPSIKO J1a TIOJIToMara MeIMIUHCKaTa (QyHKIMS Ha BBIIPOCHOTO(UTE) METUITMTHCKO(H)

u3zenue(s) ¢ orie]] Ha rpeiHa3HauyeHUueTo(sTa) My(Um);
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3)

4)

,,A3JIeNre, n3paboTeHO 10 MOPBHYKA‘* 03HAYABA BCAKO U3JIENIHE, CIICIIHATHO TPOU3BEICHO
IO MEJIUITUHCKO MPEANMCaHNe, U31aJICHO OT JIUIIE C TAKOBA MPABO CHIIACHO
HAIIMOHATHOTO 3aKOHOJIATEIICTBO MOpaIu npodecrnoHanHara My KBatuduKaius, KOeTo
orpeesisi, Ha OTTOBOPHOCTTA HA TOBA JIMIIE, KOHKPETHUTE MPOSKTHU XapaKTEPUCTHUKU HA
W3JIEINETO, a IPeTHAa3HAUYCHUETO MY € 33 U3IOI3BaHEe CaMO OT KOHKPETEH MAaIlUeHT,
M3KJTFOYHTETHO 32 J]a OTTOBOPU HAa MHIWBHYATHOTO MY 3/IPaBOCIOBHO ChCTOSIHUE U

noTpeOHOCTH.

CrhIeBpeMEHHO MaCcOBO MPOU3BEKITAHUTE U3CIINSI, KOUTO TPsIOBa /1a ce aganTupar, 3a 1a
OTrOBapAT Ha crienu(PUIHUTE U3UCKBAHUA HA TPOdECUOHATICH TOTPEOUTEN, U U3AEIuS,
KOUTO Ca MacOBO MPOU3BEXKIAHU UYPE3 MPOMHUIILIIEH TPOU3BOACTBEH MPOLIEC 1O
MEJIMLIUHCKUTE TPEINUCAHNS Ha JIULE C TAKOBA MPABO, HE CE CUMUTAT 3a U3EIHS,

n3pabOTEeHH IO MOPBHYIKa;

,»AKTUBHO M3/€Ke’ 03HauaBa U3/eI1e, YNeTO PYHKIMOHUPAHE 3aBUCH OT U3TOUYHUK Ha
€HEepIHUs, pa3iinyHa OT FeHEPUPAHATa OT YOBELIKOTO TSJIO 3a Ta3H LN MU OT 36MHOTO
MPUTETIIsIHE, U KOeTO (PYHKIIMOHHMPA, KATO MIPOMEHS IITbTHOCTTA HA Ta3U €HEPIrHsl WM KaTo
g ipeoOpasysa. M3aenusra, nmpeHa3HAYCHN J1a IpeaBaT CHepIys, BEIeCTBa WIH APYTH
€JIEMEHTH MEXy aKTUBHOTO M3JIEJINE U MaIeHTa 0e3 3HaUUTEIHO U3MEHEHHE, He ce

CUuTaT 3a aKTUBHU U3ACIINA.

CodTyepbT chIIIO ce cUNTa 32 aKTUBHO U3/IEITHUE;
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S)

., AMIINIAHTUPYEMO n3zenue’’ 03HauaBa BCIKO U3ACINE, BKIIOYUTCIIHO TaKOBA, KOCTO

YaCTUYHO WJIU U3IISIIO ce abcopOupa, U € mpeTHa3HAYCHO:
—  71a ObJie U310 BHBEACHO B YOBEIIKOTO TSIO; HITH
—  ]la 3aMCHHU CIHUTEIJIHA MIOBBPXHOCT WJIM MOBBPXHOCTTA HA OKOTO

Ype3 KIIMHUYHA HHTCPBCHIHA U KOCTO € IPCAHA3HAUCHO J1da OCTAHC B TAJIOTO CIICA

HWHTCPBCHIUATA.

Bcsiko uznenue, npenHa3HadeHo qa Ob/ie YaCTUYHO BHBEJICHO B YOBEIIKOTO TSJIO UPeE3
KJIMHWYHA WHTEPBEHIIUS U JIa OCTaHE B TSUIOTO CJIe]] MHTEPBEHIMATA TTOHE 3a 30 THU, CHIIO

CC IIprucMa 3a UMIINIAHTUPYCMO U3JCIINC,

6) ,,AHBA3UBHO U3JIEJINE" 0O3HAYaBa U3JIEIUE, KOETO LSJIOCTHO UM YACTUYHO IIPOHUKBA B
YOBEIIKOTO TSJIO MPE3 TEJIECEH OTBOP WJIU IPE3 MOBBPXHOCTTA HA TSIIOTO;

7) ,,TeHepUYHA TpyTa 31T 03HaYaBa CHBKYITHOCT OT U3JISJIHS C €HAKBO HJIU MOJ00HO
NpeaHa3HauYeHNEe UIN CXOAHA TEXHOJIOTHS, KOETO IMO3BOJISABA KIaCU(DUIIMPAHETO UM B
o0ma rpymna u3zenus, 6e3 1a ce OTYUTAT KOHKPETHUTE UM XapaKTePUCTHKH;

8) ,»3JIeNINe 3a eHOKpaTHA YIoTpeda“ o3HayaBa u3zenue, mpeJHa3HaueHo 3a U3MO0JI3BaHe
MIPU €HO JIUIE B PAMKUTE HA €MHUYHA MPOLEAYPa;
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9

10)

11)

12)

13)

14)

»PanmuduIupaHo n3aenne’ 03Ha4aBa U3Jeue ¢ HEBSIPHO MIPEICTABSIHE HA HEroBaTa
UACHTUYHOCT W/WJIM Ha HETOBHSI U3TOUYHUK W/WIIM Ha HETOBUTE CEPTUPHUKATH 32
MapkupoBka ,,CE* nim 10KyMEeHTH, CBbP3aHH C IPOLELypUTE 3a MapkupoBka ,,CE®.
HacrosmoTo onpenenenie He BKIIOUBA HENPEIHAMEPEHOTO HECHOTBETCTBUE U HE C€

OTHACd 1O HAPYIICHHUATA Ha IpaBaTa BbpXYy MHTCICKTyaJlHAaTa COGCTBGHOCT;

,,Ha0Op** 03HaYaBa KOMOMHANNS OT MPOAYKTH, OIIAKOBAHM 3a€/IHO U ITyCHATH Ha Ia3apa, 3a

Ja €€ U3I0JI3BAT C KOHKPETHA MCIUIIUHCKA LCJI;

,,CUCTEeMa"* 03HauaBa KOMOMHAIMS OT MIPOIYKTH, OTIAKOBAHU 3a€IHO MJIM HE, KOUTO ca
MpeIHa3HauYeHU 3a CBbpP3BaHE UM KOMOWHUpPAHE ¢ Orjie]l MOCTUTaHeTO Ha KOHKpeTHA

MEIUITMHCKA I1CJT;

»TIpeHa3HaYeHre  03HaYaBa yrnoTpedara, 3a KOATO € MPEIHA3HAYCHO JIAICHO U3/IeNINe
CBIJIACHO NPEJOCTABEHUTE OT IPOU3BOJUTENS JaHHU BbPXY €THKETA, B MHCTPYKIIUUTE 32
ynotpe0a Win B peKIaMHHUTE WIH ThPTrOBCKUTE MaTepHANI WM TBHPJIEHUS, U ChIIIACHO

IIOCOYCHOTO OT IMPOU3BOAUTEIIA B KIIMHNYHATA OLICHKA,

,,eTI/IKeT“ O3Ha4daBa ITMCMCHATa, OTIi€4aTadHaTra uJjin Fpaq)I/I‘{HaTa I/IH(i)OpMaI_[I/IH Ha CaMOTO
n3aCIME NI Ha OIIaKOBKAaTa Ha BCAKa CIWMHUYHA 6p01711<a MWW Ha OIMIaKOBKAaTa Ha HAKOJIKO

U3CTINS;

,,AHCTPYKIIH 32 YIIOTpeda‘“ 03HauaBa MHPOPMAIUATA, TPEIOCTABEHA OT MPOU3BOIUTEII,
3a 1a nHpopMupa MOoTpeOUTENS 3a IPEIHA3HAYCHUETO U TOYHATA YIIOTpeOa Ha JaCHO

U30CIHNC, KaKTO U 3a HCO6XO,I[I/IMI/IT6 MMpEeaIra3Hu MEpPKU;

10728/4/16 REV 4 54

BG



15)

16)

17)

18)

19)

,yHUKaieH unentudukarop Ha m3nenusara“ (UDI) o3HauaBa cepus oT HUPPOBH WIH
OyKBEHO-LIM(POBY 3HALU, KOSTO € Ch3/1aJIeHa Ype3 MEKIYHAPOIHO ITpHeTa
UACHTUUKAIMS HA U3AEIHMITa U CTaHAapTH 32 O3HaYaBaHEe U KOATO JjaBa Bb3MOXKHOCT 32

sSICHa I/IIICHTI/I(i)I/IKaI_II/IH Ha CbOTBCTHUTC U3JICJINA HaA I1a3apa;

,,HE)KHM3HECTIOCOOEH “ 03HaUaBa ChCTOSIHUE, B KOETO HE MPOTUYAT META0OIUTHH U

PASMHOXUTCIIHU IPOICCH,

,[TIPOU3BOHO " 03HAUYaBA ,,HEKJIETHYHO BEIIECTBO, U3BJICYCHO OT YOBEIIKH WU
YKUBOTHHCKH ThKaHU WIH KJIETKH TTOCPEICTBOM MTPOM3BOCTBEH mporiec. [Ipu ToBa
OKOHYATEIIHOTO BEIIECTBO, U3IMOJI3BaHO 32 MPOU3BOJCTBOTO HA U3/IETHUETO, HE ChABPKA

HHUTO KJICTKHU, HUTO ThbKAaHU,

,HaHOMaTepHai‘ 03HauaBa ECTECTBEH, ChIIBTCTBALL] WJIM IIPOU3BEJIEH MaTepuall,
ChJIBPIKAII YaCTUIM B HEOOBBP3BAHO CHCTOSHUE WITH 0] hopMaTa Ha arperar uin
arjioMepar, IIpy KOETO BBHIIHUAT pa3Mep B €HO WM MoBeue u3MepeHus Ha none 50% ot

obmus 6poii yactuiy € B ooxsara 1-100 nm;

®ynepenure, rpad)eHOBUTE JIUCTA U €ITHOCIONHUTE BBIJIEPOJHI HAHOTPHOU C BHHILCH

pasMEp B CAHO HUJIU MMOBCYC U3MCPCHUS IO 1 nm ChIIO CC MpUEMAaT 3a HAHOMATCPHUAJIN,

,,dacTHIa®, 3a LEJIUTE Ha ONPEACIICHUETO 32 HAHOMAaTepual B TOUka 18, 03HauaBa MHOTO

MaJIKa 4acT OT MaTepHal ¢ Jo0pe onpeaeseH! (pu3nuecKu rpaHuly;
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20)

21)

22)

23)

24)

25)

,,arJoMepat', 3a [eJIMTE Ha OMPE/ICIICHUETO 3a HAaHOMaTepuall B ToUka 18, o3HauaBa
CHBKYITHOCT OT CJTa00 CBBP3aHU YaCTUIIM WIIA arperaTv, KaTo IMOJIy4eHaTa BhHIIHA TUIOII
Ha MOBBPXHOCTTA MPUOIU3UTEITHO ChOTBETCTBA HA CyMaTa OT MIOBbPXHOCTHUTE HA

OTACIHHUTC KOMIIOHCHTH,

,,arperaT, 3a UeJIuTe Ha ONPEACIICHUETO 32 HAaHOMaTepual B TOUka 18, 03HauaBa yactuua,

KOATO C€ CBCTOU OT CUJIHO CBBP3aHU WJIN CJIICTH YaCTHLIU,

,,JJEHCTBHE " HA U3/IEIMETO O3HAUYaBa CIIOCOOHOCTTA Ha U3MIEIUETO A U3IBIHA

IpeaAHa3HAUYCHUECTO CHU, 3aABCHO OT IIPOU3BOJUTCIIA;

,,pI/ICK“ O3Ha4aBa CbUYCTAHUCTO OT BEPOATHOCTTA 3a Bb3HUKBAHC HAa BpEAa U CCPUO3HOCTTA

Ha Ta3u BpCaa,

,,OTIPEJIETISIHE HA ChOTHOIIEHUETO MEXK]Ty PUCKa U MOJ3UTE" O3HaUYaBa aHAJIU3 Ha BCEKU
CiIy4yail Ha OIICHSIBAHE Ha TMOJI3UTE M PUCKA, KOUTO OMXa MOTJIH J1a ObJaT OTHOCHMHU 32
W3IOJI3BAHETO Ha U3/IEJIUETO 10 MpeJHa3HaueHHEe, KOTaTo CE U3I0I3Ba B ChOTBETCTBUE C

Ipe€aAHa3HAUYCHUECTO, OIPECACIICHO OT IIPOU3BOJAUTEIIA,

,,C’bBMeCTI/IMOCT“ O3HayaBa CIIOCOOHOCTTA Ha n30CINC, BKIIOYUTCIHO CO(i)Tyep, KOraTo Cc¢€
H310J13Ba 3aCAHO C CAHO WJIK TOBCUC APYTH U3ACINA B ChbOTBCTCTBUC C IPCAHASHAUYCHUCTO

CH:

a)  J1a jgelicTsa, 0e3 J1a ce M3ryOu WU J1a HapyIIk CIIOCOOHOCTTA J1a JACHCTBA ChITIACHO

MPEABUACHOTO, W/UITH
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0) 1ace MHTErpupa W/WiH J1a paboT 0e3 HEOOXOAMMOCT OT IPOMSTHA WIIH aIalTUPAHE

Ha KOs JIa € 9acT OT KOMOMHUPAHUTE U3ICIHS, W/ W

B)  Ja ce u3moi3Ba c apyro(u) uzaenue(s) 6e3 KoHGINKT/HaMmeca U HeKETaH!

pPCaKknunu;

26) ,,OTIepaTHBHA ChBMECTUMOCT"* 03HAYaBa CIIOCOOHOCTTA Ha JIBE WIJIH MMOBEYE U3ICIIHS,
BKJTIOUUTEIHO COPTYyEp, OT €IUH U CHIIHU MPOU3BOIUTEN WIIH OT PA3IMUYHU

MIPOU3BOAUTCIIN:

a)  j1a oOmeHAT nH(OpMAIUsS U U3MOI3BaT OOMeHeHaTa nH(opMaIys 3a MPaBHUIIHOTO
U3IIBIIHEHHUE Ha onpeziesicHa QyHKIMs, 0e3 1a ce IPOMEHS ChIbPKAHUETO Ha

IaHHUTE, U/WIN
0)  /1a KOMyHUKHUPAT IIOMEXIY CH, W/UIN
B)  Ja QyHKIMOHUPAT 3a€IHO M0 IpeJHa3HAYCHHUE;

27) ,[IPEIOCTABSIHE Ha Ma3apa‘’ 03Ha4yaBa BCSKA IOCTABKA HA U3JIENIUE, PA3JIMYHO OT U3JICIIHE 32
KJIMHAYHO W3MHUTBaHE, 3a AUCTPUOYIHS, TOTPEOICHUE HIIA M3TIOJ3BaHE Ha Ta3apa Ha

Cnio3a B mnmponeca Ha TbproBCKa HeﬁHOCT, cpemly 3aruialaHe uim 663HJ’I3THO;

28) ,»IIyCKaHe Ha nazapa‘‘ 03HayaBa IpEJOCTAaBIHETO 3a IbPBU BT HA U3/IEJINE, PA3JINYHO OT

HU3CJIMC 3a KIIMHUYHO U3MUTBAHC, HA ITa3dapa Ha C13103a;
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29) ,,IIyCKaHE B JICHCTBHE" O3HAYaBa €TAbT, I[P KONTO U3AEIINE, PA3JIUNIHO OT U3JEIHUE 32
KJIMHUYHO U3IUTBAHE, CE IPeJocTaBs Ha na3apa Ha Cblo3a 32 IbPBU BT HA KPacH

HOTpe6I/ITeJ'I KaToO I'OTOBO 3a yHOTpeGa 110 IpCAHA3HAYUCHUC,

30) ,»[IPOM3BOJUTEN  03HaUaBa (PU3NUECKO UM IOPUINYECKO JIUIE, KOETO MPOU3BEKIA WIH
HAITBbJIHO MpepabdoTBa U3/AEIHE WM KOETO Bb3Jlara MpOeKTHPAHETO, TPOU3BOICTBOTO HUIIH
I'bJIHATA IpepaboTKa Ha M3/EIME U Mpeyiara ToBa U3/1e/I1Me Ha [a3apa CbC CBOETO UME MU

THProBCKa MapKa;

31) ,,ITBJTHA TIpepadoTKa‘, 3a IETUTE Ha ONPEACIICHUETO 3a MPOU3BOIUTEIN, 03HAUaBA ISUIOCTHO
MpeycTpoiBaHe Ha U3/IeNUE, KOETO € MyCHATO Ha Ma3apa WX B ACHCTBHE, WIH
Cb31aBAHCTO HA HOBO U3ACIIUC OT U3NOJ3BAHU U3ACIIHA C LICIT NPUBCIKAAHCTO MY B
CBHOTBCTCTBUC C HACTOAIIUA PCTIIAMCHT, CbUCTAHO C OIIPCACIIAHCTO Ha HOB

SKCIIOATAMOHECH CPOK Ha MPepabOTEeHOTO U3/IEIUE;

32) ,,YITBIIHOMOIIICH MPEJCTABUTEN * 03HAYaBa BCAKO (PU3MUECKO WITH IOPUANYECKO JIUIIE,
ycTaHoBeHO B Cbhr03a, KOETO € MOIYYHIO U NMPUENIO MUCMEHO MbTHOMOIINE OT
MIPOU3BOJUTEN C MECTOHAXOK/IEHUE N3BBbH ChI03a a IeHCTBA OT UMETO Ha
MIPOU3BOAUTCIIAA BbB Bpb3Ka C ONIPCACIICHU 3a/la4r, CBbpP3aHU ChC 3aABJIKCHUATA HA

MOCJICAHUS IO HACTOAIIHA PCTIIAMCHT,

33) ,,BHOCUTEJ 0O3Ha4YaBa BCAKO (PU3UUECKO MIIU IOPUANYECKO JIUIE, yCTaHOBEHO B Chi03a,

KOETO IycKa Ha nma3apa Ha Cbro3a u3zieNue OT TPETa JbpiKaBa;
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34)

35)

36)

37)

38)

39)

40)

,»IACTPUOYTOP** 03HAYaBa BCAKO (PU3MUECKO WIIH IOPUIMYECKO JIUIIEC BbB BEpUTara Ha
JOCTaBKa, Pa3jInYHO OT IPOU3BOJUTEIISA UIIU BHOCUTEIS, KOETO IIPEAOCTaBs ONPENECIEHO

HU3JCJIMC Ha ITa3apa, 10 MOMCHTA Ha ITYCKaHCTO B HeﬁCTBHe;

, , MKOHOMHNYCCKH onepaTop“ O3Ha4daBa IMPOU3BOAUTECII, YIIBJIHOMOIICH IIPEACTABUTCII,

BHOCHUTEII, IUCTPUOYTOP UIIH JIUIIE, TOCOYCHO B WwieH 22, naparpadu 1 u 3;

,,JICUeOHO 3aBe/ICHHE  03HaUaBa OpPraHU3allvs, YUSITO OCHOBHA I1€J1 € TpUKaTa 3a MallueHTH

WJIH JISYCHUETO UM WJIH IMOA00PSIBAHETO HAa OOIIECTBEHOTO 3/IPaBE;

,,HOTpe6I/ITeJ'I“ O3HadYaBa MCOAUIIMHCKH CIICHHAJINCT UJIM HECIICHUAINUCT, KOWTO H3IT0JI3Ba

n3aCIuc,

,,HECTICTIMATTUCT  03Ha4YaBa JIUIIE, KOETO HsIMa HEOOXOAMMOTO 00pa3oBaHue B 00IacTTa Ha

CBHOTBCTHUTC 3/IpaBHU I'PUKU WJIK IO MCIUTTMHCKA JUCHUIIIINHA,

,,JIOBTOpHa 00paboTKa“ 03HaUaBa MPOILEC, HAa KOWTO Ce TMoJIara U3MoI3BaHO U3JEIHE C
oIJIe]] Ha Heropara 0e30nacHa IOBTOPHA yHoTpeda, BKIIOYUTEIHO TOUYHCTBAHE,
NEe3UH(EKIMS, CTEPUIIN3ALU U CBBP3aHUTE MIPOLEYPHU, KAKTO ¥ U3NUTBAHE U
BB3CTAHOBSIBAaHE HA TEXHUUYECKATa U (PYHKLHOHAIHATA 0€30IaCHOCT Ha U3IOJI3BAHOTO

H3]ICIINC;

,,OICHABAHC Ha CHOTBETCTBHUETO 0O3HAUYaBa mnpomnec, KOMTO JOKa3Ba JaJIi Ca U3ITbJIHCHU

HU3HUCKBAHHUATA 110 HACTOAIIHA PETIIAMCHT, CBbP3aHu C JaACHO U3ACIINC;
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41)

42)

43)

44)

45)

46)

47)

,,OpT'aH 3a OLICHSIBAaHE Ha ChOTBETCTBUETO O3HAaYaBa OpPraH, OCHIIECTBSIBAIL JEHHOCTH MO
OLICHSBaHE Ha ChOTBETCTBUETO KATO TpETa CTpaHa, BKIIOUUTEIHO Kaaubpupane,

U3IUTBaHEe, CepTU(PHKALMS U IPOBEPKA;

,,HOTI/I(i)I/II_[I/IpaH opraH“ O3Ha4vaBa OpraH 3a OLCHABAHC Ha CbOTBCTCTBUECTO, OIIPCACIICH

CbhIJIACHO HACTOAIUSA PCTIIAMCHT,

,»MapKHUpOBKa 3a cboTBeTCTBUE,,CE® nnm ,,Mapkuposka ,,CE*“ o3HauaBa MapKupoBKa, 4pe3
KOSATO IIPOU3BOAMUTEIAT YKA3Ba, Y€ NAJICHO U3/EIHNE € B CbOTBETCTBUE C MPUIIOKUMUTE
W3HUCKBaHUs, YCTAHOBEHH B HACTOSAIIMUS PEIVIAMEHT U IPYTOTO IMPUIIOKUMO

3aKOHOJaTCJICTBO HAa Cnr0o3a 3a XapMOHU3alus, mpeaABuxKAamnio HEWHOTO HaHACAHEC,

,,KJIIMHUYHA OIIEHKAa'* 03HayaBa CUCTEMATHYEH U IJIaHUPaH MPOLEC HAa HEMPEKbCHATO
reHepupaHe, ChOupaHe, aHaIM3 U OIlCHKA Ha KIIMHUYHUTE JTAHHU 32 TaJICHO U3JIEIHe C
OrJie]l Ha TIPOBEpKaTa Ha HeroBaTa 0€30MacHOCT U JICHCTBHE, BKIFOUUTEITHO KITHHHYHUTE

II0JI3U, KOIraTO C€ M3I10JI3Ba, KAKTO € IMMPCABUACHO OT ITPOU3BOAUTECIIA,

,» KIIMHUYHO H3OUTBaHE * 03HAYaBa BCIKO OpTraHHU3WpaHO U3IMMUTBAHE, BKIIHOYBAIIO €IWH NN
NOBEYC MHAUBHUIHN, KOCTO CC IIPOBCIKJA C OIJICA OLICHABAHC Ha 0€301acHOCTTa HIIH

HCﬁCTBHeTO Ha JaaCHO U3ACIIHNEC,

,I3JCIJIIUEC 3a KIMHUYHO M3IIATBAaHE  03HA4YaBa HU3JCJINEC, KOCTO CC OLICHABA B pAMKUTC HA

KIIMHUYHO HU3IIUTBAHEC,

,,IUTaH Ha KJIMHUYHOTO M3MUTBaHE  O3Ha4YaBa JJOKYMEHT, KOWTO ONMHMCBa 0OOCHOBKATA,
L[eIUTEe, 3aMUChIIa, METOIUKATa, HAOIIOACHUETO, CTATUCTHUECKUTE CHOOpaKEHUS,

OopraHu3anusiaTa U MMPOBECIKAAHCTO HAa KIIMHUYHOTO U3IIUTBAHE,
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48) ,KIIMHAYHU JaHHU 03Ha4YaBa HH(GOpMAIMs OTHOCHO O€30MaCHOCTTA WX JCHCTBUETO Ha

JTa7eHo U3/eNue, ChOpaHa Mpu yrnorpedara My U IoJiy4eHa oT:
— KIMHUYHO(H) U3NKUTBaHe(Ms1) Ha BRIIPOCHOTO U3JEIHE,

— KIMHUYHO(M) U3NKUTBaHe(Msl) WU IPYTH MPOYyYBaHUs, MyOJIIMKyBaHU B HayyHaTa
JUTEpATypa, 3a U3JIENINE, 32 KOETO EKBUBAJIEHTHOCTTA C BBIIPOCHOTO MU3JIEIINE MOXKE

Jla ce JIOKaxe,

— TOKJIaM, MyOJIMKYBaHU B €KCTIIEPTHO IIPOBEPEHATA Hay4YHa JINTEpaTypa, OTHOCHO
JIpyT KIMHAYEH OMUT Ha BBIIPOCHOTO M3ENIMe WIN Ha CXOJHO U3/eIne, 3a KOETO

CKBUBAJICHTHOCTTA C BBIIPOCHOTO U3ACIINC MOKC 1a CC JOKaXKCe,

— I/IH(bOpMaL[I/IH C KIIMHUYHO 3HAYCHHUC, TIOJIYUCHU IIPpU HAA30pa CJIIC IIyCKAaHC Ha

nasapa, mo-CriciuaJIHO KIMHUYHOTO NPOCIICAABAHEC CJIC/ IIYCKAHC Ha Ia3apa,

49) ,»,CITIOHCOP** 03HaYaBa (PU3UYECKO JIUIIE, IPY>KECTBO, MHCTUTYIIMS HJIM OpPTraHUu3aIusl, KOUTO
OTrOBapsIT 3a 3alI0YBAHETO U YNPABICHUETO HA KIMHUIHOTO U3MUTBAHE U OCUTYPSIBAT

(bUHAHCHPAHETO MY;

50) ,,y‘laCTHI/IK“ O3Ha4vaBa JIMIC, KOCTO YUaCTBa B KIIMHUYHO U3IIMTBAHEC,
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51)

52)

53)

54)

,,KITMHUYHU J0Ka3aTeJICTBA™ 03HAYaBa KIIMHUYHHUTE JAHHH U PE3YJITATHTE OT KIIMHUIHATA
OIIEHKA, B IOCTATHYHO KOJUYECTBO U KAYECTBO, OTHACSIIY CE€ 3a JAaJICHO H3/IeIHEe, KOUTO
MO3BOJISIBAT JIa CE HAMpPaBH KBATM(UIIMPAHO OLICHSIBAHE HA TOBA JIAJIH U3JICITUETO €
0e30macHO M IMOCTUTa JKeJlaHaTa(|uTe) KIMHUIHA(K) 1mor3a(u), KoraTo ¢e M3IoJI3Ba, KakTo €

MPEIBUACHO OT MPOU3BOAUTEINS;

,,KITMHUYHA €(PEeKTUBHOCT  03HaUaBa CIIOCOOHOCTTA Ha JIJICHO U3JIENINE, B Pe3yJITaT Ha
BCHYKH MPEKU WIH HEPEKU MEAUIIMHCKH Bb3ACHCTBHUSA, TPOU3TUYAIIHN OT HETOBHUTE
TEXHUYECKU WIH (PYHKIUOHAIHHU, BKIIOYUTEITHO TUArHOCTUYHHU, XapaKTEPUCTUKH, Aa
W3MBIHU TBBPASHOTO OT MPOU3BOAUTENS MPEAHA3HAUYCHUE U 110 TO3H HaYUH J1a JOHECe
KJIMHMYHA 110J13a 32 MalUeHTUTE, KOraTo C€ U3MO0J3Ba, KAKTO € IPEABUACHO OT

MIPOU3BOAUTCIIA,

,,KITMHUYHA 1107132 03HAYaBa MOJ0KHUTEITHOTO BH3ACHCTBIE HA H3/ICIIHE BbPXY 3[PaBETO
Ha JaJICHO JIUIIE, KOETO CE M3pa3siBa B 3HAUMM(H), U3MEPUM(H), TTOAXOAAII(H) 32 IMAIIMeHTA
KJIMHWYHU(EH) pe3ynTaT(u), BKIIOUYUTETHO Pe3yaTaT(H), CBbp3aH(1) C IMaruo3a uin

MOJOXKHUTEIHO Bh3ACHCTBHUE BBpXY I'pHKaTa 3a MAOUCHTUTC UIIN O6IJ.[GCTB6HOTO 3ApaBe;

,,I/I3CHGI[OB3.TGH“ O3Ha4vaBa JIMIC, OTTOBAPSAIIO 3a MPOBCKAAHCTO HA KIIMHUYHO U3IMUTBAHC B

HCHTHP 3a NPOBCIKAAHC HA KIIMHUYHHN U3ITUTBAHUS
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55)

56)

57)

58)

,,AHPOPMHPAHO ChIIache’ 03HaYaBa CBOOOIHO M JOOPOBOIIHO M3pa3siBaHE OT CTpaHa Ha
TaJIeH yJacTHUK Ha HETOBOTO JKEJIaHKE J1a y4acTBAa B KOHKPETHO KJIMHUYHO U3IHUTBAHE,
clies1 KaTo € O HHPOPMUPaH 3a BCHUKU HETOBH aCIEKTH, KOUTO ca OT 3HAYEHHE 3a
PELICHNETO HA YYaCTHUKA J1a Y9acTBa, MIIM 32 MaJIOJIETHH WJIM HEITBJIHOJICTHH JIUIIA WU
HGHCGCHOCOGHH YY4aCTHUIIK — PA3PCIICHUC UJIK ChITIACHUC OT TCXHUA 3aKOHHO OIIPCACIICH

npeaACTaBUTCI 3a BKIIFOUBAHCTO UM B KIIMHUYHOTO U3IIMTBAHC,

,,KOMHCHS I10 eTHKa* 03HaYaBa HE3aBHCHM opraH, Cb3JaZCH B AbpiKaBa YJICHKA B
CHOTBETCTBUC C IMTPABOTO HA Ta3W AbpiKaBa YJICHKA U OIIPAaBOMOIICH Aa JaBa CTAHOBHIIA 3a
HEJINUTC Ha HACTOAIUA PETIIAMCHT, KaTO CE€ B3EMAT NPCABUI MHCHUATA HAa HCCIICLIUAIUCTH,

MOo-CIiCUAaJIHO MAIMCHTHU WUJIN OpTaHHU3allui Ha MMAllUCHTH,

,,HEXKeIaHO ChOUTHE  03HaUYaBa BCAKO HEOIATONPHUATHO MEAUIIMHCKO SIBIICHUE,
HEOYaKBaHO 3a00JIIBAHE WM YBPEKIAHE M HEXKETIaHU KIIMHUIHU CHMITTOMH,
BKJIFOUMTEIHO OTKJIOHEHHS B TaOOPATOPHUTE U3CIIEIBAHUS, IPU YUACTHUIH, TOTPEOUTENN
WJIY IPYTH JIMLA, B PAMKHATE HAa KIIMHUYHO U3IUTBAHE, HE3aBUCUMO JAJIM Ca CBBP3AaHU C

U3JENINETO 3a KIMHUYHO U3MUTBAHE;
,,CEPHO3HO HEXeNaHO ChbOUTHE™ 03HaYaBa BCAKO HEXKEJIAHO CHOUTHE, KOETO BOAM JO:

a)  CMBPT,

0)  CEepHO3HO BIIOLIABAHE HA 37PAaBETO HA yYAaCTHHUKA, B PE3yJITaT HA KOETO HACTHIIBA!

1)  >KMBOTO3aCTpalllaBaiio 3a00JisIBaHE WM YBPEXKIaHE,
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11)  IOCTOSIHHO YBPEXJaHE Ha TeJeCHaTa CTPYKTypa WIN Ha TeJleCHa (PYHKIIUS,
1il)  XOCMUTAIU3AlMs WX yAbKaBaHe Ha XOCIUTAIN3AIUATA Ha TIAI[UEHT,

iV) MCIUIHHCKA WJIN XUPYPIruiHa UHTCPBCHI U 34 IIPECAOTBPATABAHC HA
JKUBOTO3acTpalIaBamnio 3a00/1s1BaHe WIIN YBPCIKAAHE NN ITOCTOSAHHO

yBpEeX/IaHEe Ha TeJIECHAaTa CTPYKTYpa MU Ha TeJecHa (DyHKITHS,
V)  XpOHHWYHO 3a00JsBaHE,

B)  ¢etaneH aguctpec, GpeTaaHa CMBPT WM BpoJieHa (pr3nyecKa Uin yMCTBEHA

HEJI0OCTaThYHOCT WJIA BPOJICH JIe(PEeKT;

59) ,,HEJIOCTATHK Ha U3JCIIMETO 03HAUaBa BCAKO HECHOTBETCTBUE IO OTHOIIICHUE HA
WJCHTHYHOCTTA, KAYECTBOTO, TPAMHOCTTA, HAJCKTHOCTTA, 0€30MACHOCTTA WU ACHCTBHETO
Ha JaJICHO U3JIeNe 3a KIIMHUYHO W3MUTBAaHE, BKIFOUYUTEIIHO HETPABUITHO (yHKIIMOHHUPAHE,
IPelIKy pH ynoTpedara Wik HEChOTBETCTBUE B MPEOCTABEHATA OT POU3BOAUTEIIS

nHpopmanus;

60) ,»HaJI30p Clie]l MMyCKaHe Ha Ma3apa’ 03HayaBa BCUYKU JEUHOCTH, U3BbPILIBAHU OT
MPOU3BOUTENNUTE B CHTPYIHUYECTBO C IPYTH HKOHOMUYECKH ONEPATOPH 3a
YCTaHOBSBAHETO M aKTYATH3UPAHETO HAa CUCTEMHA MPOIIeypa 32 aKTUBHO CHOMpaHe U
OpeTJyIC] HAa HATPYIAHUA OIMUT OT U3JCJINA, KOUTO TC IIyCKAT Ha Iasapa, IpcaAoCTaBiAT HaA
raszapa Wi IMycKat B JeHCTBHE € L€ J1a CE YCTAaHOBHU JjaJld € HY’KHO He3a0aBHO MpuiiaraHe

Ha €BEHTYaJHH HEOOXOIMMHU KOPUTUPALIY WIIM IPEBAHTUBHU JICHCTBHUS;
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61)

,»HaJ30p Ha Maszapa‘“ 03Ha4aBa U3BbPLICHUTE NCUHOCTU U IPEANPUETUTE MEPKH OT
KOMIIETEHTHUTE OPraH| ¢ 1IeJ1 1a Ce IPOBEPHU U Jla Ce rapaHTHUpa, 4e U3eIusaTa
CBhOTBETCTBAT HA U3MCKBAHUATA, ONIPENIEIICHH OT CbOTBETHOTO 3aKOHOAATENCTBO Ha Chro3a
3a XapMOHU3AIMs, U Y€ He IPEJCTABIABAT OMACHOCT 3a 3JpaBeTo, 0€30IacHOCTTa UIIH 3a

APYTrU aCliICKTHU, CBBbP3aHU CHC 3alllUTaTa Ha OGIJ.IGCTBCHI/I}I HUHTCPCC;

62) ,,A33€MBaHe" 03HaUaBa BCsAKa MSAPKa, IEJISIIA BPBIIAHETO HA U3/ENINE, KOETO Bede € OUIo
MPEA0CTaBEHO HA KPaHMsI OTPEOUTEIT;

63) ,A3TEMIISTHE® 03HavYaBa BCsKa MsIpKa, LeJIsIa TpeAoTBpaTsIBaHE Ha MO-HATAThIIHOTO
MpeIoCTaBsiHE Ha Ta3apa Ha U3Jeie, KOeTO € BB BepHUrara Ha JOCTaBKa;

64) ,»MHIIMJCHT 03HaYaBa BCAKO HETIPABHIHO (DYyHKIIMOHHpPAHE WIH BJIOIIABAHE HA
XapaKTepUCTUKUTE WU IEUCTBUETO HA U3JIENHE, KOETO € IPEJOCTaBEHO Ha I1a3apa,
BKJIFOUMTENHO TPEIIHa ynoTpeda, IbiKalla ce Ha eproHOMUYHUTE XapaKTEPUCTUKH, KAKTO
1 BCSKO HECHOTBETCTBHUE B MPEOCTaBEHATa OT MPOU3BOAUTENS HHGOpMAIus, a ChIIO U
BCEKH HEXEJIaH CTPaHU4YEeH €(eKT;

65) ,»,CEPHO3€H UHIMICHT  03HauaBa BCEKH MHIUACHT, KOUTO MPSIKO UM HETIPSKO € TOBEI,
MOJKE J1a € JOBEJ WIIM MOXKE J]a IOBEAE 10 HAKOE OT CJIEIHUTE ChCTOSTHUS:

a)  CMBPT HA MAIHMEHT, TOTPEOUTEN UK IPYTO JUIIE,
0) BpEMEHHO WM TPailHO CEPHO3HO BIIOIIABAHE HA 3PABOCIOBHOTO CHCTOSHUE HA
MaIUeHT, TOTPEOUTEN UK APYTO JUIIE,
B)  CEepHO3HA 3aIiaxa 3a 0OIIEeCTBEHOTO 3/]PaBe;
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66)

67)

68)

69)

70)

71)

,,CEPHO3Ha 3arjiaxa 3a oOIEeCTBEHOTO 3/paBe‘‘ 03HaYaBa ChOUTHE, KOETO OM MOTJIO Ja
JOBEJIC 0 HETIOCPEACTBEH PUCK OT HACTHIIBAHE HA CMBPT, CEPHUO3HO BJIOIIABAaHE HA
3IIPaBOCIIOBHOTO ChCTOSIHHE Ha JIMIIETO MIJIH TEKKO 3a00JIIBaHE, 32 KOETO MOXKE JIa ce
HAJIOXKHU TIPEANPUEMaHe Ha He3a0aBHO O3JPaBUTEITHO JICHCTBUE, U KOSTO MOXKE J1a JIOBEIC
710 3HAYUTEITHA 3200JIEBAEMOCT MJIM CMBPTHOCT 32 YOBEKA, WIH KOETO € HEOOMYaiHO WITN

HCOYAaKBAHO 3a CbOTBETHOTO MSCTO U BPEMC,

,»KOPUTHPAIIO IEUCTBHE  O3HA4YaBa AEUCTBUE 32 OTCTPAHsIBAHE HA IPUYMHATA HA
MOTEHIIMATIHO WM JEHCTBUTEIHO HECHOTBETCTBHE C U3UCKBAHMATA WM Ipyra HE)KEIaHa

CUTyalus;

,,KOPUTHPAIIIO ACHCTBUE BB BPb3Ka ¢ O€30MacHOCTTA™ 03HaYaBa KOPUTUPAIIO ICHCTBHE,
MPEIIPUETO OT MPOU3BOJUTEN 110 TEXHUYECKH WIM MEAULMHCKU ChOOPaXKEHUS 32
MIPEeIOTBPATABAHE WM HaMaJsiBaHE Ha pUCKa OT CEPHO3EH MHIUACHT, CBbpP3aH C

IpeaoCTaBCHO Ha ma3apa U3ACIUC,

,»TIPEAyNpexIeHIE BB Bpb3Ka ¢ 0€30MaCHOCTTA™ 03HaYaBa ChOOIIEHUETO, U3IIPATEHO OT
MIPOU3BOJIUTEI IO MOTPEOUTEIUTE MM KIIMEHTUTE OTHOCHO KOPUTHPAIIO JCHCTBUE BHB

BpPb3Ka C 6630H3CHOCTT3;

,»XapMOHM3HUPAH CTaHAApT"* 03Ha4YaBa €BPONEICKU CTaHIAPT ChIJIACHO WIEH 2, TOuKa 1,

oyksa B) oT Permament (EC) Ne 1025/2012;

,,00mu crienudukanun’ (OC) o3HauaBa HAOOP OT TEXHUYECKU W/WITH KIUHUIHU
W3UCKBaHUS, Pa3JIMYHK OT CTAHJAPT, KOUTO JaBaT Bb3MOXKHOCT 32 U3IIBIHEHUE Ha

MPaBHUTC 3aAbJIZKCHHUS BbB Bpb3Ka C U3JCIINEC, IPOLEC U CUCTEMA.
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Ynen 3

H3menenue Ha uakou onpedeﬂeHuﬂ

Ha Komucusta ce mpenoctapsi mpaBOMOIIUETO Ja MpUeMa JIeJIeTHPaHu aKTOBE B ChOTBETCTBHUE C
yieH 115 3a u3MeHeHne Ha onpeAeIeHUeTO 32 HAHOMATepHall, ChIBPKAIIO CE B UJieH 2, Touka 18 u
CBBP3aHUTE C HErO OMpeiesieHus B uieH 2, Touku 19, 20 u 21 ¢ ornea Ha TEXHUYECKUS U HAyYeH
MIPOrpec U KaTo OTUMTA OIpEAETIeHUATA, JOTOBOPEHHN Ha paBHUILETO Ha Chlo3a U Ha

MEXTyHapOAHO HUBO.

Ynen 4

Hopmamusen cmamyc na npooykmume

1. be3 na ce 3acsra unen 2, naparpa¢ 2 ot Jupexrusa 2001/83/EO, o HamiexHO
000CHOBAaHO MCKaHE Ha JbprkaBa uieHka, Komucusra, cien KOHCYITalus ¢
Koopaunanuonnara rpyna no MeJuIMHCKUTE u3aenus no wieH 103 ot Hacrosmus
pernmamenT (KI'MU), upe3 akToBe 32 U3MBJIHEHHE ONIPEACIIS IajTi KOHKPETEH MPOTYKT WUITH
KaTeropus Wiu rpymna npoJyKTH Iomajaa B 00XBaTa Ha ONpeleIeHusITa 3a ,,MEAULIUTHCKO
u3zenue uiu ,,IPUHAANISKHOCT 32 MEIUIMHCKO u3aenue . Te3u akToBe 3a U3IIbJIIHEHHUE Ce
IIpyeMar B CbOTBETCTBUE C MPOIIEAypaTa o pasriexkaaHe, IocouyeHa B uieH 114,

naparpag 3 oT HACTOSIIIUS PETJIaMEeHT.

10728/4/16 REV 4 67

BG



2. KomMmucusita Mmoxe cbl1o Taka, 1o coOCTBEHa MHUIMATHUBA U ciell KoHcyaTauus ¢ KI'MU,
7la B3€Ma 4pe3 aKTOBE 3a U3IbIIHEHUE PELICHNUS 10 BBIIPOCUTE, OCOUEHH B naparpad 1 ot
HacTosAwmus wieH. Te3u akToBe 3a U3IIBbIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLEypaTa

0 pasriexaane, mocodyena B wieH 114, maparpad 3.

3. Komucusita rapantupa oOMeHa Ha €KCIIEPTHH 3HAHUS MEKIY TbpPKABUTE YICHKU B
obJyacTTa Ha MEAUIIMHCKUTE U3CIINS, MEIUIIMHCKUTE U3/IETTUS 332 UHBUTPO AUArHOCTHKA,
JIEKapCTBEHUTE MPOAYKTH, YOBEIIKATE ThKAaHU U KIIETKH, KO3METUYHUTE TTPOTYKTH,
OMOLMINTE, XPAHUTE U aKO € HeOOXOAMMO, IPYTH TIPOIYKTH, 32 J1a OTPEIEIS TPUIOKIUMUS

HOPMAaTHUBEH CTaTyC Ha MPOJYKT MJIM KaTErOpHUs MU rpyna MpOAyKTH.

4, [Ipu pa3uckBaHusATa Ha Bb3MOKHHSI HOPMATUBEH CTATYyC HA MPOIYKTUTE, BKIIOUBAIIH
JICKapCTBEHH MPOYKTH, YOBEIIKH ThKAaHU U KJICTKH, OMOLUIN WM XPAaHUTEITHU TPOAYKTH,
kaTto uznenue Komucusra rapantupa noaxoIs110 HUBO Ha KOHCyATauuu ¢ EBponeiickara
areHius no nekapcrBara (EMA), EBponeiickata arenmus no xumukaimu (ECHA) u

EBponeiickus opran 3a 6e3omacHoct Ha Xpanute (EOBX), ciopen cimydas.
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I'nasa I1
IIpenocraBsine Ha ma3apa
U IIYCKaHe B JeficTBUE HA U3Je/IHs,
3abJIKEHUS HA UKOHOMHYECKUTE ONepaTOPU, IOBTOPHA 00padoTKa,

MapkupoBka ,,CE*“ u ¢cB000aHO IBHKEHHE

Ynen 5

Ilyckane na nazapa u nyckame 8 oeticmeue

1. W3nenusita Morar fa ce myckaT Ha Ia3apa WM J1a ce IMycKar B JIeHCTBHE caMo aKo
OTTOBapsT HA U3UCKBAHUSTA 110 HACTOSIIIHS PETIaMEHT, KOTaTo ca JOCTaBeHH 10
HAJUIeKHUS Pell ¥ ca MPABHJIHO MOHTHPAHU, MOJAbPKaHU U U3MOJI3BaHU ChITIACHO

NpeaAHA3HAUCHUCTO CH.

2. N3 penusra OTTOBApAT HA HPHUIIOKUMHUTE KbM TAX O6IJ_II/I M3UCKBAHM 3a 0€30IaCHOCT U

HCﬁCTBHC, YCTaHOBCHU B MPHUIIOKCHUC I, KaTO CC OTYMTA MPCAHAZHAYCHHUCTO UM.

3. Jloxa3BaHeTO Ha CHOTBETCTBHUETO C OOIIMTE M3UCKBAHUS 32 0€30MacCHOCT U JCHCTBHUE

BKJIIOYBA KJIMHWYHA OLICHKA B CbOTBETCTBHUE C YJICH 61.

4. N3nenusra, KOUTO ce MPOU3BEKAAT U U3TOJI3BAT B JICUeOHU 3aBEACHUS, CE CUNTAT 3a

IIyCHATH B JIEHUCTBUE.
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5. C U3KIIIOYEHHUE HA CHOTBETHUTE OOIIM U3UCKBAHUSA 32 O€30IIACHOCT U JIEHCTBHUE T10
MPHIIOKCHUE |, M3UCKBAaHUATA HA HACTOSIIINS PETJIAMEHT HE Ce MPHUIIaraT 3a |3eius,
MIPOM3BEXKIAHU M U3MOJI3BaHU CaMO B JieueOHU 3aBeieHHs, ycTaHOBeHU B Chi03a, B cyyait

4ye ca U3IIbIHCHU BCUYKH YCIOBHS I10-10J1Y:
a)  M3JeNHTa He ca MPEXBBPJICHH Ha IPYT MPAaBEH CYOeKT,

0) TPOM3BOJACTBOTO M YNOTpeOaTa Ha U3IENUATA CE€ U3BBPIIBAT B PAMKHUTE HA

nmoaxoad1mu CUCTEMH 3a YIIPAaBJICHHUEC HA Ka4Y€CTBOTO,

B)  Je4eOHOTO 3aBe/ieHHEe 000CHOBABA B IOKYMEHTAILIUATA CH, Y€ OCOOCHUTE
noTpeOHOCTH Ha IielieBaTa IpyIa NalueHTH He MOTaT Jia ObJaT 3aJJOBOJICHU HITH HE
Mmorart aa 6’bIIaT 3a10BOJICHHU HpI/I ImoaxoJsi1na CTCIICH Ha HeﬁCTBHG OT €CKBUBAJICHTHO

H3ICIINEC, KOCTO € NPCAOCTABCHO Ha I1a3apa,

r)  Je4eOHOTO 3aBeJCHUE MIPEIOCTABS MPU MOMCKBAHE HA CBOSI KOMIIETEHTEH OpraH
uH(OpMalKs OTHOCHO M3IOJI3BAHETO HAa T€3U U3/EIHs, KOSITO BKIIIOUYBA 000OCHOBKA

3a TIPOM3BOJICTBOTO, IIPOMSIHATA U yIIOTpedaTa uM;

,Z[) J1e4e0HOTO 3aBCACHUC U3TOTBA ACKJIapally:ia, 4€ € HallpaBU HY6J'II/I‘1HO JOCTOAHUC

UH(pOpManuATa, BKIIOYBAILA!

1) HAUMEHOBAHHETO U ajjpeca Ha JIedeOHOTO 3aBe/IEHUE MPOU3BOIUTEN;
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11)  HEeoOXOJIMMUTE JIaHHU 32 UACHTU(DULIMPAHETO HA U3/IETUATA;

1il)  JeKIapamws, ye U3IeusTa OTTOBapsT Ha OOIIUTE U3UCKBAHMS 3a O€30TaCHOCT
U JICHCTBHE, YCTAHOBEHH B MIPUJIOKEHUE | KbM HACTOSIIHS PETIIAMEHT, U,
KOTaTO € MPUIIOKUMO— UH(POPMAIIUS 32 H3UCKBAHHUATA, KOUTO HE Ca CIa3eHU

H31J10, C MOTUBHUpPAHA 000CHOBKa 32 TOBA,

€)  Je4eOHOTO 3aBEJCHHE U3rOTBS TOKyMEHTAIMsI, T03BOJISIBAILlA 3aI103HABAHETO C
MIPOU3BOJICTBEHUTE ChOPBKEHHMS, TPOU3BOJICTBEHHUS MPOLIEC, IPOESKTUPAHETO U
JTAHHUTE 32 IEWCTBUETO Ha U3JIEIUATA, BKIIFOUUTEIIHO NPEIHA3HAYEHUETO, U KOSTO €
JIOCTAaTHYHO MOAPOOHA, TaKa Y€ Jia ce Jajie Bh3MOKHOCT Ha KOMIIETEHTHHS OpraH Aa
Ce YBEpH, Ue ca M3MBIHEHH OOIINUTE N3UCKBAHUS 32 0€30MaCHOCT U JIEHCTBUE TI0

IIpWIOkKeHue I OT HaCTOAIIMS pPEerIaMeHT;

X)  J1e4eOHOTO 3aBEJICHUE B3eMa BCUUKU HEOOXOAMMH MEPKH, 32 /1a FapaHTUpa, 4e
BCUYKH U3/JEJIUs CE IPOU3BEXKIAT B ChOTBETCTBHE C IOKYMEHTAIIUATA, I0COYEHA B

OykBa €), u

3) J1e4e0HOTO 3aBCACHUC IIpaBU IIPEIIIC] Ha OIIUTa, HpI/II[O6I/IT OT KJIMHUYHAaTa yHOTpe6a

Ha u3aciuATa, u rmpcaArnprucMa BCUIKU HGOGXOI{I/IMI/I KOopurupamu I[eflCTBHSI.

JIbpkaBUTE YWICHKU MOTAT J]a M3UCKBAT OT TE3U JIeUeOHM 3aBEACHHUS J1a TIPECTABAT Ha
KOMITETSHTHHSI OpPraH BCAKAKBA JIOMBJIHUTETHA BaYKHA HHPOPMAITUS 32 U3CIIUS,
MPOU3BEJICHU U U3IOJI3BAHU HA TSIXHA TEPUTOpHS. Ibp’KaBUTE YIECHKH 3ama3BaT IPaBOTO
CH Jla OTpaHMYaBaT MPOU3BOACTBOTO U yNoTpedaTa Ha BCEKH KOHKPETEH THI TaKUBa

u3acda U UMaT JOCTHII 3a NHCIICKTHPAHE Ha JeHHOCTTa Ha JIeueOHUTE 3aBCACHUS.
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HacrosimusaT naparpad He ce mpuiara 3a U37evs, KOUTO CE MPOU3BEKIAT B IPOMUIILICHU

Mamaou.

C nen 1a rapaHTupa eIHaKBOTO Npuiiarane Ha npuioxkenue I, Komucusara moxe na
IpUeMa akTOBE 3a M3MbJIHEHUE, TOKOJIKOTO TOBAa € HEOOXOUMO 3a pa3pelliaBaHe Ha
poOJIeMH, CBBP3aHU C PA3IIMYHOTO THIKYBAaHE U MIPUIaraHeTo Ha MpakTuka. Te3u akToBe
3a U3IIBJIHEHHE CE IPUEMAT B CbOTBETCTBHE € IPOLIEypaTa o pas3riiekaaHe, I0COYeHa B

yied 114, maparpad 3.

Ynen 6

IIpodascou om pazcmosnue

WznenusiTa, npeuiarany 4pe3 yCIIyrd Ha HHGOPMAIIMOHHOTO OOIECTBO MO CMHUCHIA Ha
unieH 1, maparpag 1, 6yksa 6) ot Jupexrusa (EC) 2015/1535 na ¢usuuecko nin
IOPUINIECKO JINIE, ycTaHOBEHO B ChI03a, TPsOBA J1a OTrOBApSAT Ha M3UCKBAHUATA T10

HACTOAIIMA PErIIaMCHT.

be3 na ce 3acsira HAIIMOHAIHOTO TPABO, CBBP3aHO C YIIPAKHIBAHETO HA JIEKapCKaTa
npodecusi, U3ACTUsITa, KOUTO HE CE MTyCKaT Ha 1a3apa, a ce U3I0JI3BaT CPeIlly 3ariamaHe
WM Oe3IJIaTHO B PAMKHUTE Ha ThPrOBCKa IEHHOCT 3a MPEIOCTaBsSHE HA TUATHOCTHYHA WIIN
TEpaneBTUYHA YCIyTra MOCPEICTBOM YCIYTH Ha NHGOPMAITMOHHOTO OOIIECTBO MO CMUCHIA
Ha wieH 1, maparpad 1, 6yksa 0) ot dupektusa (EC) 2015/1535 wnmm upe3 npyro
KOMYHHUKAITMOHHO CPEJICTBO, MPSIKO WIIH Ype3 TIOCPETHHIIN, Ha (PU3NIECKO HITH
IOPUANYECKO JInLle, ycTaHOBeHO B Chlo3a, TpsiOBa /1a OTrOBapsAT Ha U3UCKBAHUATA HA

HaCTOAIUA pCTIIaMCHT.

10728/4/16 REV 4 72

BG



3. [Ipu mouckBane OT KOMIIETEHTEH OPraH BCAKO (GU3NYECKO WU IOPUINYECKO JUIIE, KOETO
npesara u3Jenus B CbOTBETCTBHE ¢ aparpad 1 wiu npenoctaBs yeiIyru B ChOTBETCTBHE
¢ maparpad 2, mpenoctas kornue oT EC neknapanusra 3a CbOTBETCTBUE Ha BHIIPOCHOTO

n3aCIuc.

4. Ot cproOpakeHwHs 32 OMa3BaHe Ha OOIIECTBEHOTO 3/IpaBe AbPiKaBa WICHKA MOXKE J1a U3UCKa
OT JIOCTaBYUK Ha YCIYTH Ha MH()OPMAIIMOHHOTO OOIIECTBO 10 CMUCHIIA HA WICH 1,

naparpad 1, Oykxsa 0) ot JJupexrusa (EC) 2015/1535 na npeycranHoBu cBOSITa ACHHOCT.

Ynen 7

Tevpoenus

[Ipu eTukeTHpaHETO, U3TOTBIHETO Ha MHCTPYKLUUTE 32 yIOTpeda, MPeAOCTaBSIHETO, ITyCKaHETO B
JIeCTBUE U PEKIIAMUPAHETO HA U3/IeNUs € 3a0paHeHO U3MOI3BaHETO Ha TEKCTOBE, HANMEHOBAHUS,
THPTOBCKU MapKu, H300pakeHus1, PUTypaTHBHU WM IPYTH 3HAIM, KOUTO MOTaT Ja BbBEAAT B
3a0J1y>KIeHHE IOTPEOUTENS MU MALMEeHTa 10 OTHOLIEHNE Ha IPeJHa3HAuYeHUETO, Oe30M1acCHOCTTa U

IEHCTBUETO HA U3MIEITUETO, KATO:
a) MIPUIKCBAT HA U3JENUETO (PYHKIIMH U CBOMCTBA, KAKBUTO TO HAMA;

6) Cb31aBaT HCBAPHO BICUATIICHUC IO OTHOMICHUEC HA JICHCHUCTO UJIN JUATHOCTUIIUPAHCTO U

3a (pyHKIHUU WM CBOMCTBA, KAKBUTO M3/ICITUETO HAMA;
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HC NPCaOCTaBAT HHq)OpMaIII/IH Ha HOTpG6I/IT€J'IH HJIU MAalnyCHTAa 3a Bb3MOXHUA PUCK,

CBBHpP3aH C U3IOJI3BAHCTO HA U3JCIIMETO B CbOTBETCTBUEC C IPEAHASHAYCHUCTO MY,

npeajarart nmpuiIoXeHUA Ha U3JACJIIMETO, KOUTO CC pa3jindaBaT OT IIOCOYCHUTE KAaTO 4acCT OT

IpeAHA3HAUCHUCTO, 3d KOCTO € U3BBPUICHO OLICHABAHC HAa CbOTBECTCTBUCTO.

Ynen 8

H3znonseane na xapmonuzupanu cmanoapmu

I/IBHGHI/IHTa, KOHTO OTTrOBapAT HAa CbOTBETHUTC XapPMOHU3UPAHU CTAHAAPTH UIIN
MMPHUITOKUMHUTE YaCTHU OT TE3U CTAaHAAPTHU, JAHHUTC 3a KOUTO Ca onu HY6J'H/IK}’B3HI/I B
O¢1/l1/ﬂ/laﬂ€H B8€CNMHUK HA EGPOHEZZCKMH CBIO3, C€ CUHUTA, YC CBbOTBCTCTBAT HAa U3MCKBAHUATA

10 HAaCTOAIIUA PCTIIAMCHT, 00XBaHATH OT TE€3H CTaHAApTHU WA YaCTU OT TAX.

H'pra AJIMHEA CC IpuJiara U 3a U3UCKBaHUATA 3a CUCTCMUTC NI NPOUCCUTE, KOUTO
MKOHOMHUYECKUTE ONICPATOPH MIIH CIIOHCOPHUTE TPsOBa J1a CI1a3BaT B ChOTBETCTBHUE C
HACTOSIINS PETJIAMEHT, BKJIFOUUTEITHO CBBP3aHUTE ChC CHCTEMHTE 32 YIIPABICHHE Ha
Ka4yecTBOTO, YIIPABJICHUETO HA PUCKA, CHCTEMHUTE 32 HAA30p CJie]l IyCKaHe Ha ma3apa,
KIIMHUYHUTE U3MUTBAHUS, KJIMHUYHATA OIICHKA U KJIMHUYHOTO TPOCIIS/ISIBAHE CIIE]T

nmyckaHe Ha nasapa (KIIIIIT).

ITo3oBaBanusiTa B HACTOAIIUA PCTIIAMCHT Ha XapMOHU3HUPAaHU CTAHAAPTU CC THIIKYBAT KaTO
II030BaBaHUA Ha XapMOHU3UPAHU CTaAHAAPTHU, JAHHUTEC 3a KOUTO Ca HY6J'II/IKYBaHI/I B

Oduyuanen secmuux na Eeponeiickus cvro3.
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2. ITo3oBaBanusiTa B HACTOAIIWA PCTIIaMCHT Ha XapMOHU3HWPAaHU CTAHAAPTHU BKIOYBAT U
MoHorpadunte Ha EBponeiickara papmakomnes, mpuetu B choTBeTCTBHE ¢ KOHBEHIMATA 32
paspaboTBaneTo Ha EBpomneiicka ¢apmakornes, To-CIEIUAIHO 32 XUPYPTUUECKUTE KOHIIA U
B3aMMOJICHCTBHETO MEXKYy JIEKAPCTBEHUTE MPOAYKTH U MaTEpUaIUTe, U3MOI3BAHU B
HU3JCIMATA, ChbAbPIKAIU TaKUBA JICKAPCTBCHU MIPOAYKTH, IIPHU YCIOBHUC Y€ JaHHUTC 3a TC3U

MoHorpaduu ca myonukyBanu B Oguyuanen secmnux na Eeponetickus cvios.

Ynen 9
Obwu cneyugurayuu

1. bes na ce 3acsira unen 1, maparpad 2 u unen 17, maparpad 5, KakTo U MPeIBUICHUST B
MMOCOYCHHUTE Pa3nopeadu CPOK, KOraTo He ChIIECTBYBAT XapMOHU3UPAHU CTAHIAPTH WU
CHOTBETHUTE XapPMOHU3HUPAHU CTaHJIAPTH HE ca JJOCTAThUHU, HIIK KOTaTO € HEeOOXO0IMMO J1a
Ce pelaBaT BBIIPOCH, CBBP3aHHU ¢ 00IIECTBEHOTO 37paBe, Komucusra, cien KOHCYITaIus ¢
KI'MMU, Moxe mocpeIcTBOM aKTOBE 3a M3ITbIHEHHUE Ja npueMa oomu crenudukammn (OC)
BBB BpPB3Ka ¢ 00IINUTE M3UCKBAHMS 32 OE€30MACHOCT M ICUCTBHUE TIO MPHUIIOKeHue I,
TEeXHUYecKaTa JoKyMeHTanus no npunoxkenus 1 u 1, kmuHuyHaTa OLIEHKA U KIIMHUYHOTO
IIpOCIIEIBAHE CIIE] IIyCKaHe Ha a3apa 1o npuioxxenue X1V uinm ¢ u3ucKBaHuATa
OTHOCHO KJIMHUYHHUTE U3MUTBAHUSA 10 NpuiiokeHue XV. Te3u akToBe 3a U3IBbIIHEHUE CEe
MpueMar B ChOTBETCTBHUE C MIPOIIEAypaTa 1Mo pa3riiexane, mocoueHa B wieH 114,

naparpad 3.
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Cuurta ce, ue uznenusTa, kouto orropapar Ha OC no naparpad 1, cboTBeTCTBAT Ha
M3MCKBAaHUATA 10 HACTOAIINA peryiaMeHT, o0xBaHaTH oT Te3u OC UM OT ChbOTBETHUTE

qaCTH OT TAX.

ITpouzBonurenute cnazat OC no naparpad 1, ocBeH KOraTo HaJjIe’KHO MoraT Jia
JIOKaXKaT, 4e ca Bb3MPHETH PEICHHs, OCUTYPSIBAILld HUBO HAa O€30MAaCHOCT U JICHCTBHE,

KOETO € Hall-MaJIkOTO paBHOCTOIHO Ha ToBa oT OC.

HesaBucumo ot maparpad 3, mpou3BOJAUTEINTE HA IPOAYKTUTE, H30OPOCHH B

npunoxenue XVI, cnazsat crotBeTHUTE OC 32 T€3U NMPOAYKTH.

Ynen 10

Obwu 3a0ba24CeHUs HA NPOU3BOOUMEIUME

Koraro ITyCKaT Ha Ma3apa Wiu myCkKart B HeﬁCTBHe nu3aciimdara Cu, NpoOUu3BOJUTCIIUTC
rapaHTupar, 4€ TC¢ €a MPOCKTHUPAHU U NPOU3BCIACHH B CbOTBCTCTBHUEC C U3MCKBAHUATA 110

HACTOAIIMA PErIIaMCHT.

[IpousBoauTennTE CH3AABAT, JOKYMEHTHPAT, BHBEKIAT U TIOIBP)KAT CUCTEMA 32

YHOpaBJICHUEC HA PUCKA, KAKTO € OIIMCAHO B pa3acil 3or IIPUIIOKCHUC I.

HpOI/ISBOI[I/ITeJII/ITe HU3BBPIIBAT KIMHUYHA OLCHKA B CbOTBCTCTBUC C U3UCKBAHUATA 11O YICH

61 u npunoxenue X1V, sxarounrenno KIITIII.
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HpOI/I3BOI[I/IT€J'II/ITe Ha U3acius, pa3jiniHu OT U3ACIINA, 1/13pa60TeH1/1 110 MOpBYKaA, U3TOTBAT
" IOAABPIKAT aKTyalHa TCXHUYCCKA JOKYMCHTAIKUA 3a TC3HU U3ACIINAA. Texnanueckara
JAOKYMCHTau-d TpH6Ba Ja IMO3BOJIsIBA OOCHABAHCTO HAa CbOTBCTCTBUCTO HA U3ACIIHUECTO C
HU3UCKBAHUATA HA HACTOAIINA PCTJIAMCHT. Ta3u TexHu4decka AOKYMCHTAaIMs BKIIFOYBA

€JIEMEHTUTE, peABUIcHU B nipuioxkeHus I u 111

Ha KomucusTa ce npeoctasst IpaBOMOIIMETO Ja IpUEeMa IEJIErMpaHyd aKTOBE B
cbhOTBeTCTBUE C wieH 115 3a uamenenue Ha npuioxenus Il u I1l ¢ ornen Ha TexHUUECKUS

mporpec.

HpOI/ISBOI{I/ITeJ’II/ITC Ha I/13pa6OTeHI/I 110 IOpBbYKa U3ACIIUSA U3TOTBAT, AKTYAJIU3UPAT U
OpeaOCTaBAT Ha Pa3HOJOKCHUC HAa KOMIICTCHTHUTE OPraHu JOKYMCHTAIUATA ChIJIaCHO

pazzen 2 ot npunoxenue XIII.

Korato cbOTBETCTBUETO C NPUIOKUMUTE U3UCKBAHUS € I0KAa3aHO Ype3 MPUII0KUMaTa
Ipolielypa 3a OLIEHSBAHE Ha ChOTBETCTBUETO, IPOU3BOJUTEINTE HA U3JIENINS, PA3IIMUHU OT
u3zenusnTa, n3paboTeH! M0 MOPbhYKA, WIN U3AETUATA 32 KIMHUYHO U3IUTBAHE, U3TOTBAT
EC nexnapanus 3a CbOTBETCTBUE CHIVIACHO WiieH 19 u HaHacsaT mapkupoBkara ,,CE* 3a

CBOTBETCTBHE 110 wieH 20.

[IpousBoguTenure crna3pat 3aIbKEHUSTA, CBBP3aHU CbC cuctemara 3a UDI, nocouenu B

wieH 27, ¥ 3aAbJKEHUATA 32 PETUCTpaLus, IOCOUYEHHU B wieHoBe 29 u 31.
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[IpousBoauTennure chbXpaHsBaT Ha Pa3NoOJ0KEHNE HA KOMIIETEHTHUTE OpraHu
TeXHUYecKarta JokyMeHTauus, EC neknapanusara 3a CbOTBETCTBHE U, aKO € MIPHIIOKUMO,
KOIME OT BCHYKH ChOTBETHH CEPTUGUKATH, U3JJaIEHU ChITIACHO WIEH 56, BKIIOYUTETHO
BCUYKH T€XHU U3MEHEHUS U JONBJIHEHUS, B IPOIBIKEHNE Hali-MaJIKO Ha JAECET FOJIMHH
CJIe]] KaTo MOCclIeAHOTO u3zenue B ooxsara Ha EC neknmapanusaTa 3a CbOTBETCTBUE €
IIyCHATO Ha Ma3apa. 3a UMIUIAaHTUPYEMUTE U3/AENUs CPOKBT € Hall-Manko 15 rogunu cien

ITyCKaHCTO Ha Masapa Ha OoCJICAHOTO U3ACINC.

HpI/I IMOUCKBAHE OT KOMIICTCHTCH OPraH IMMPOU3BOAUTEIIAT MIPCACTaBA, CbIJIaCHO

MIOCOYCHOTO B HCKAHETO, ITbJIHATA TCXHUYCCKA JOKYMCHTALUA NN PE3IOMC OT HEA.

3a 1a 1aje Bb3MOKHOCT Ha YITBJTHOMOILEHUS CU IIPECTAaBUTEN Aa U3IbIHABA 3aJa4NTE,
nocoueHu B wieH 11, maparpad 3, mpou3BOAMUTEN C PErUCTPUPAHO MICTO HA CTOIAHCKA
neitHocT u3BbH Chi03a B3eMa HEOOXOAUMUTE MEPKHU YIThIHOMOILEHUSAT NPEACTaBUTEN Aa

HMa Ha IIOCTOSIHHO PAa3MOJI0KCHUC HCO6XOI[I/IMaTa JOKYMCHTaAl M.

[IpousBoauTenuTe rapaHTHPAT, Y€ ca BbBEJIEHU MPOLEAYPH, Ype3 KOUTO CEPUITHOTO
MIPOM3BOJICTBO JIa OCTAHE B CHOTBETCTBHE C M3MCKBAHUATA HA HACTOSIIUS PETIIAMEHT.
IIpoMeHuTE B MpOEKTa WM XapaKTEPUCTUKUTE HA U3/IEJINETO U U3MEHEHUATA B
xapMoHu3upanute ctanaapty uian OC, upe3 030BaBaHe HA KOUTO € IEKJIapUPaHO
CHOTBETCTBUETO Ha U3JIEJINETO, C€ B3EMAT IIPEIBU]] CBOEBPEMEHHO U IO MOAXO/IAI] HAYUH.
[IpousBoauTenurte Ha U3AETUS, PA3IUYHU OT U3JIETHUATA 38 KIMHUYHO U3MIUTBAHE,
Ch3aBaT, JOKYMEHTUPAT, BbBEXKAAT, HOJAbPKAT, aKTyalIu3upaT U HEMPEKbCHATO
momo0psBaT CUCTEMa 3a YIIPABICHHE HA Ka4€CTBOTO, KOSITO OCUTYpsIBa ChOTBETCTBHE C
HACTOSIIMS PETJIAMEHT MO Hail-e()eKTUBEH HaYMH, ChOTBETCTBAIL HA TUIA HA U3/EIHETO U

Kj1aCa Ha U3CJIUCTO B 3aBUCUMOCT OT pUCKaA.
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Cucremara 3a YHOpaBJICHUEC HA KAYCCTBOTO 06XBaIIIa BCHYKH 4aCTH U CJICMCHTH Ha

OpraHM3alliOHHATa CTPYKTypa Ha JaJieH MPOU3BOIUTEIN, OTrOBapsIia 3a KaYeCTBOTO Ha

MpoLeCUTe, MPOLEAYypUTE U U3AenusaTa. Ts ypexaa cTpyKTypaTa, OTTOBOPHOCTHUTE,

MpOLEeTypUTe, IPOLIECUTE U YIIPABIEHCKUTE PeCypcHu, HEOOXOAMMH 3a IpUJIaraHe Ha

NPUHIOUIIATC U HCﬁCTBHHTa 34 NIOCTUI'aHC Ha CbOTBCTCTBUC C pa3nopez[61/1Te Ha HAaCTOAIIMA

pETJIaMeHT.

Cucremara 3a YHOpaBJICHUEC HA KAYCCTBOTO 06XBaHIa HaM-MaJIKO CIICOHHUTE aCIICKTH:

a)  CTparerus 3a CbOTBETCTBHE C HOPMATUBHUTE N3MCKBAHMS, BKIIFOUNTEITHO CITa3BaHE
Ha TMPOIIeIypUTE 32 OLICHSIBaHE Ha CHOTBETCTBUETO U MPOLEAYPHUTE 32 YIPaBICHUE
Ha TIPOMEHUTE Ha U3JIENIUATa, O0XBAHATU OT CUCTEMATA,

0) ompenensHe HA MPUIOKUMUTE OOIIM U3UCKBAHUS 32 0€30MACHOCT U ICUCTBUE U
MIPOyYBAaHE HA BH3MOXKHOCTHTE 32 BEBEKIAHE HA TE3W N3UCKBAHMS,

B)  OTTOBOPHOCT Ha PHKOBOJICTBOTO;

I)  yHOpaBJICHHE HAa PECYPCUTE, BKIIFOYUTEIIHO 1T0100pa U KOHTPOJIA HA JOCTABUMIINTE U
MOIU3ITBIHUTEIINTE;

1)  yIOpaBJICHHWE Ha PUCKA CHIIACHO MOCOYEHOTO B pa3zel 3 oT nmpuioxeHue I;

e) KJIMHUYHA OIICHKA B ChOTBETCTBUE € WieH 61 u npunoxxenue X1V, BKIIOUUTEIHO
KIIIIII;
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pcanmun3anus Ha MPOAYKTUTC, BKIIFOUUTCIIHO IIJIaHUPAHE, IIPOCKTUPAHC,

pa3paboTBaHe, TPOU3BOJICTBO U 0OCITYKBaHE;

3)  nposepka Ha UDI, onpenenenu B cboTBeTCTBUE ¢ uiieH 27, maparpad 3, 3a
CBHOTBETHUTE U3/1€JIMs, TaKa 4Ye Jla ce TapaHTUpa ChINIaCyBaHOCT HAa MH(OpMaIuTa,
Mpe0CTaBsiHa B ChOTBETCTBUE C WieH 29;

1)  Chb3JlaBaHe, BbBEXKJAHE U MOJAbPKaHe Ha CUCTEMA 3a HaA30p ClIe]] yCKaHe Ha
naszapa B CbOTBETCTBHE C 4JieH 83;

)  KOMyHHUKaIMs ¢ KOMIIETEHTHUTE OpraHy, HOTUQHULMPAHUTE OpraHu, APyTru
MKOHOMHYECKH ONEPATOPH, KIMEHTH W/ UM JPYTU 3aUHTEPECOBAHH CTPAHU;

K)  TpOLECH 3a JOKJIaJBAHE 3a CEPUO3HU UHIMJIEHTH U KOPUTHUpAILHX AEHCTBYSI BbB
BpB3Ka ¢ 6€30MaCHOCTTA B KOHTEKCTa Ha IMPOCIEAIBAHETO Ha 0€30MacHOCTTa;

J)  yIpaBJIEHHWE Ha KOPUTHPAIIUTE U MPEBAHTUBHUTE ACUCTBUS U IPOBEPKA Ha TAXHATA
e(hEeKTUBHOCT;

M)  IpOILECUTE 3a HAOJIIOJEHUE U OLICHKA Ha pe3yJTaTUTe, 3a aHAJIN3 Ha JaHHUTE U 3
YCBBBPIICHCTBAHE HA IIPOAYKTHUTE.

10. [IponsBoauTennure Ha U3AEIUSA BbBEXKIAT U aKTyaJu3upar cucTeMaTa 3a HaJ30p Clej

IIyCKaHE Ha [1a3apa B CbOTBETCTBUE C WIEH §3.
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11.

12.

13.

[Tpon3BOIUTEINAT TApAHTUPA, Y€ U3MICITHETO € MPUAPYKEHO OT HHPOpPMAIUATA, TOCOUYCHA B
pasnen 23 ot npuinoxenue I, Ha opurmanen(an) e3uk(im) Ha Chio3a, onpeaesieH(n) ot

JbpKaBaTa YWICHKA, B KOATO U3JIEJIUETO CE MPEIOCTaBsl Ha MOTPSOUTENS HITH HA TAIIMEHTA.
EnemenTute Ha eTHKeTa TpsIOBa J1a OBJAT HE3ATUYUMHU, JICCHO YETHMH, SICHU 3a pa3OupaHe

3a LOCJICBUA HOTpe6I/IT€JI WK IIannucCHT.

[TpounzBoauTENN, KOUTO CYUTAT WJIM UMAT OCHOBAHUE Ja CUUTAT, Y€ JIaJICHO U3CIHE,
KOETO ca IMyCHAJIA Ha Ta3apa Wi ca MyCHAJIM B JIEHCTBUE, HE ChOTBETCTBA HA HACTOSIIIHS
periiaMeHT, He3a0aBHO MpeanprueMaT HeoOXO0IMMHUTE KOPUTHPAIIH JISHCTBHS, 3a 1a
MPUBEJAT U3JIETUETO B CbOTBETCTBUE, /1a IO U3TETIIAT WM /14 TO U33€MarT, B 3aBUCUMOCT OT
ciydasi. Te uHpOpMUpPAT AUCTPUOYTOPUTE HA BHIIPOCHOTO U3JIEIHE U, AKO € TIPUIIOKUMO,

YIOBJIHOMOMICHUA TPCACTABUTCII U BHOCUTCIIUTEC IO CbOTBCTHUA HAYUH.

Koraro u3nenuero npeacrapisiBa CEpUO3€H PUCK, TPOU3BOIUTENNTE UHPOPMUpPAT
He3a0aBHO KOMIIETEHTHUTE OPraHu Ha IbPKABUTE YJICHKHU, B KOUTO ca MPEI0CTaBUIN
W3JIEJNETO U, aKO € MPUIOKUMO, HOTU(DUIIMpAHUS OpraH, U3aall cepTudukar 3a U3AeIUeTO
B CHOTBETCTBHUE C WICH 56, O-CIEIUATHO 32 HEChOTBETCTBHETO C M3UCKBAHUATA U 32

BCUYKH MPEANPUETH KOPUTHPALIU NEUCTBUS.

HpOI/ISBOI[I/ITGJII/ITe H310JI3BAT CUCTCMA 3a pCruCTpannd U JOKJIaABAHC 3a MHIUACHTHU U

KOpUTHpally AeMcTBUs BbB Bpbh3Ka ¢ 0€30IaCHOCTTA B ChOTBETCTBUE C ujieHOBe 87 U 88.
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14.

[TpouzBoauTenuTe, NPU MOMCKBAHE OT KOMIIETEHTEH OpraH, My MPEIOCTaBsT IsjIaTa
nH(popManus U JOKyMEHTAalMsl, HeoO0XoIuMa 3a J0Ka3BaHE Ha ChOTBETCTBUETO HA
U3JIeINeTo, Ha oduimaneH e3uk Ha Cbio3a, ONpe/ieieH OT ChOTBETHATA Abp)KaBa YJICHKA.
KoMmmeTeHTHHST opraH Ha IbpKaBaTa YIeHKA, KbAETO MPOU3BOAUTENAT UMa
PErUCTPUPAHO MSICTO HAa CTOMAHCKA IEMHOCT, MOXKE J1a TOMCKA MTPOU3BOAUTEIIST J1a
ocurypu 0e3ruiaTHO 00pa3iy OT U3IETUETO WK, aKO TOBA HE € OCHIIIECTBUMO, J1a
MPEAOCTaBH NOCTHI A0 u3nenueto. [[pon3BoauTenTe oka3Bat ChACHCTBUE HA
KOMITETEHTHHSI OpraH, 10 HETOBO UCKaHEe, IPH BCSIKO KOPUTHPAILO AeUCTBUE, MPEAIPUETO
3a OTCTpaHsBaHE WK — aKO TOBA HE € Bb3MOXKHO — 33 OTpaHNMYaBaHE HA PUCKOBETE,

CBBbpP3aHHU C U3JACINATA, KOUTO TC Ca MMyCHAJIX Ha MMa3apa UJIi B HeﬁCTBHe.

AKO TIPOU3BOJUTENAT HE OKa3Ba ChIACHCTBUE WU MPEJOCTaBeHATa HHPOPMAIUS U
JIOKyMEHTAIIM € HeITbJIHA WJIM HETOYHA, KOMIIETEHTHHUST OpraH MOXKe, C 1IeJI OCUTypsSBaHE
Ha OIa3BaHeTO Ha O0IEeCTBEHOTO 3paBe U OE30MacCHOCTTa Ha MAI[UeHTUTE, /1a
npearnpruemMe HeoOX0IMMUTE MEPKH, 3a J1a 3a0paHu WK OTPaHUYU PEJOCTABSIHETO HA
W3JIEJIMETO Ha CBOs HAI[MOHAJICH Ma3ap, 1a U3TETIM U3JIeIUETO OT TO3H Ia3ap WU Ja ro
n33eMe, JOKATO MPOU3BOIUTENAT HE OKaXKe ChJICUCTBHUE WK HE MIPEJOCTABH ITbJIHA U

TOYHA WH(pOPMAIIHSL.
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15.

16.

AKO KOMIIETEHTEH OpraH CYATA UM MMa OCHOBAHMS J1a CMSITA, Y€ ONPEIEICHO U3/eIINe €
IIPUYMHUIO BPEN, TOU YJIECHABA IPEIOCTABSIHETO HA II0COYEHATa B IIbpPBa aJINHES
uHpopMalUs U TOKYMEHTAlKs IPU TOMCKBAHE OT MallMeHTa WK OT MOTpeduTes, Ha
KOTOTO €BEHTYyaJIHO € Onila MpUYMHEHa Bpea, U ako € MPUII0KUMO, OT HETOBHUS
IIPaBONIPUEMHHUK, 3[PaBHOOCUTYPUTEIHOTO MY JIPYKECTBO WJIM IPYTH TPETH JIULIa,
3acerHaT OT BpeANTe, IPHYMHEHN Ha MAIlMEeHTa WM OT moTpeduTers, 6e3 aa ce 3acsrat
IpaBWJIaTa 3a 3alluTa Ha JaHHUTE U, OCBEH aKO ITbPBOCTENIEHEH OOLIECTBEH UHTEPEC HE
HaJjlara oroBecTsIBaHe, 0e3 TOBa Ja 3acAra 3alliTara Ha IpaBaTa BbpXy MHTEJIEKTyaaHaTa

COOCTBEHOCT.

KomneTreHTHHUAT OpraH He € ThXKEH J]a ce CboOpas3y ChC 3aIbIDKCHUETO, IPEABUICHO B
TpeTa ajJuHes, B Cliydyail ye pa3kpHUBaHETO Ha HH(OpMAIUATA U TOKYMEHTAIUATA 110 ITbpBa

aJHes: OOMYaiHO ce Pa3riieXk/1a B paMKUTE Ha ChJICOHN TIPOU3BO/ICTBA.

Koraro npousBoautenute ca Bb3JI0KUIN MPOSKTUPAHETO UM MMPOU3BOJICTBOTO Ha
W3JIeUsITa Ha APYTO IOPUINYECKO WIN (PU3NUECKO JHIle, MH(pOopMaluaTa 3a
CaMOJIMYHOCTTA Ha TOBA JIUIIE € YacT OT MH(OpMaNHsITa, KOSTO TpsiOBa Ja ce MpeACcTaBU

cbriacHo wieH 30, maparpad 1.

Du3nuecKuTe u IOPUIUYCCKUTC JIMLla MOraT [1a IpcaAsABABAT UCKOBE 3a 06€3H_IGTGHI/IG 3a
Bpcla, HAHECCHA OT I[eq)eKTHO n3aciane, B CbOTBETCTBUC C ITPUTTOKUMOTO IIPpaBO HA Crn1o3a

1 HAIMOHAJIHOTO IIpaBo.

ITo HaumH, chOOpPA3eH C Ki1aca B 3aBUCHMOCT OT PHCKA, THIIA HAa U3ICJIMETO M MaIaba Ha
MPEIIPUATHETO, TPOU3BOIUTEIIUTE MPEIBUKIAT MEPKH 32 OCHTYPSIBAaHE HA JIOCTATHYHO
(MHAHCOBO MOKPUTHE MO OTHOILICHHUE Ha MOTEHIIMAIHA OTTOBOPHOCT ChITacHo JupexTuna
85/374/EVO, 6e3 na ce 3acsraT IMo-CTPOTUTE MEPKH 3a 3aIlUTa CHIIIACHO HAIIHOHAITHOTO

paBso.
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Ynen 11

yl’l’bﬂHOMOuxleH npedcma@umeﬂ

1. Koraro MMPOU3BOAUTCIIAT HA JaACHO U3CJINC HEC € YCTAHOBCH B AbpPiKaBa YJICHKA,
U30CITUCTO MOXKE Ia 6’5,[[6 IIyCHATO Ha I1a3apa Ha Cnro3a caMo ako IMPOU3BOAUTCIIAT

onpeaciii CAIMH-CAMHCTBCH YIIBJIHOMOIICH NPCACTABUTCIIL.

2. OHpGI[CJ'I?IHeTO npeaAcTaBIsiBa IbJIHOMOUIUMCTO HA YITBJIHOMOUICHUA MTPEACTABUTECII; TO €
BaJIMAHO CaMO IIPpU MUCMEHO CBIJIaCUC OT CTpaHa Ha YII'BJIHOMOIICHUS IPCACTABUTCII U € B

CHJIa Hali-MaJIKO 3a BCUYKH H3ACJINA OT €4Ha U Chllla TCHEPHUYHA I'pyIia U3ACINAA.

3. yH’bJ’IHOMOH_IeHI/IHT MNpEACTAaBUTCI U3IIbJIHABA 3aJaYUTC, OIIPEACIICHU B II'bJIHOMOIIUECTO
MCXKAY HCTO U MPOU3BOAUTCIIA. HpI/I MOUCKBAHC YIIBJIHOMOIICHUAT IMPEACTABUTCII

npeaocTaBs KOMMUE OT MBJIHOMOIHUECTO HA KOMIICTCHTHUS OPraH.

H"I)J'IHOMOHII/IGTO H3UCKBA OT YII'bJIHOMOIIICHUSA MMPECACTABUTECI, 4 IPOU3BOJUTCIIAT MYy J1aBa
BB3MOXKXHOCT Ja U3BBPIIBaA Hali-MaJIko CJICAHUTE 3a/la4 BB BPBb3Ka C U3ACIIUATA,

Momajaly B 00XBara Ha MBLIHOMOIIHUETO:

a)  namnposepu, ye EC gexnapanusra 3a CbOTBETCTBHE U TEXHUYECKATa JOKYMEHTALHS
ca OWJIM M3TOTBEHHU U, aKO € MPUIIOKHUMO, ChOTBETHATA MPOIIeypa 3a OIICHABAaHE HA

CBHOTBCTCTBUCTO € MPOBCACHA OT IIPOU3BOAUTCIISA,
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6)

1)

Jla ChXpaHsBa Ha Pa3NoJI0KEHHE Ha KOMIIETEHTHUTE OpPraHy 3a cpoka 1o wieH 10,
naparpad 8 xomue ot TexHuyeckara qokymentanus, EC nekmapamnusra 3a
CHOTBETCTBHUE U, aKO € MPUIIOKUMO — KOIHE OT ChOTBETHUS CepTU(UKAT,

BKIIIOUHUTCIIHO BCUYKHM U3MCHCHUA U JOIIBJIHCHUA, U3JaACHHU CHIJIACHO YJICH 56,

Jla cra3Ba 3abJDKEHMSTA 3a perucTpanus 1o uieH 31 u ga nposepsBa Janu

MIPOU3BOAUTEIIST € CIAa3WII 3aAbJKEHUATA 32 PETUCTPALIHs 110 WieHoBe 27 u 29;

IpY TIOMCKBaHE OT KOMIIETEHTEH OpTraH J]a My MpeIoCTaBs IsutaTta HHQOpMaIHs 1
JOKyMEHTalus1, Heo0X0AMMa 3a I0Ka3BaHEe Ha ChbOTBETCTBUETO HA U3/EJINETO, Ha

O(i)I/II_II/IaJ'IeH C3HK Ha C’LIOSEI, OIPCACIICH OT CbOTBCTHATA AbPiKaBa YJIICHKA,

Jla TIpe/iaBa Ha MPOU3BOJIUTENS BCAKO UCKAHE OT KOMIIETEHTEH OpraH Ha JIbp)KaBaTa
YJIEHKA, B KOATO YITbJIHOMOILECHUST MPEICTABUTEN UMaA PETUCTPUPAHO MSICTO Ha
CTOIAHCKa JEHHOCT, 32 00pa3Iy WU IOCTHII 0 U3JEIHE U Ja IPOBEpsBa Jalln
KOMIIETEHTHUAT OpPTaH € MOJy4nsI 00pa3luTe WK My € NMPEAOCTaBEeH IOCTHII 0

U3/IEITNETO;

Jla ChTPYIHUYU Ha KOMIIETEHTHUTE OPTraHU MPH BCAKO MPEBAHTUBHO UJIH
KOPUTUPALLO JEHCTBUE, IPEANIPUETO 32 OTCTPAHSABAHE WIIK — aKO TOBA HE €

BB3MOKHO — 3a4 OrpaHUYaBaHC HA PUCKOBCTC, CBbP3aHU C U3ICIIUATA,
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*) He3a0aBHO Ja MH(GOpPMHUpA MPOU3BOAUTENS 3a CUTHAIM U AOKJIAAN OT MEIULUHCKU
CTIELUAJIICTH, TAUEHTH W TOTPEONUTETN OTHOCHO IPEAIOIaraéMy HHIICHTH BbB

BPB3Ka € U3ACIIUC, 3a KOCTO TOl € YIOBJIHOMOIICH MPEACTAaBUTCII;

3) Aa IpeKpaT IbJIHOMOMIUCTO, aKO IMTPOU3ZBOAUTCIIAT JeiCTBa B IMPOTHUBOPEUYHUC CbC

3aBJOKCHUATA CHU IO HACTOAIIUA PCTIIaMCHT.

4. [IpnHOMOMIIMETO 10 aparpad 3 OT HACTOSIIKS WIEH HE BKJIIOYBA JI€JIETHPAHETO Ha

3aIbJDKEHUSTA Ha Tpou3BoauTeNs 1o wieH 10, maparpadu 1,2, 3,4, 6,7,9, 10, 11 u 12.

5. be3 na ce 3acsra maparpad 4 oT HaCTOSIIUS YJICH, B CIy4auTe KOTaTO IPOU3BOJAUTEIIAT HE
€ YCTAaHOBEH B IbprKaBa WICHKA U HE € U3IIBIHII 3abJKCHUTA, TpeIBUCHH B uieH 10,
YOBJIHOMOMICHUAT NPCACTABUTCIT HOCHU ITPaBHA OTTOBOPHOCT 3a HC(bGKTHHTC U34€CJInsA Ha

CbIIOTO OCHOBAHUC KATO NPOU3BOJUTCIIA U COJIUAAPHO C HECTO.

6. YII'BJIHOMOIIEH MPEACTABUTEN, KOWTO MPEKPaTsIBa ITBITHOMOIINETO CH Ha OCHOBaHUE
naparpad 3, 6yksa 3), He3a0aBHO HH(POPMHUpPaA KOMIIETEHTHHUS OpraH Ha JbpKaBaTa
YJICHKA, B KOSITO € YCTAHOBEH, U aKO € MPHIIOKUMO, HOTU(PHUIIMPAHUS OPTaH, KOUTO €
y4acTBall B OIICHSIBAHETO HA ChOTBETCTBUETO Ha U3CIUETO, 32 MPEKPATSIBAHETO HA

MM'BJIHOMOIIIUECTO U 3a IPUIMHUTC 3a TOBA.
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7. Bceska npemnparka B HaCTOAIMNA PETJIaMCHT KbM KOMIICTCHTHUA OpraH Ha AbprKaBaTa
YJICHKA, B KOATO IMPOU3BOAUTECIIAT UMa PETUCTPHUPAHO MACTO HAa CTOIIAHCKA ,I[CﬁHOCT, ce
pa361z1pa KaTo nperpaTrka KbM KOMIICTCHTHHA OpraH Ha AbpiKaBaTa YJICHKA, B KOATO
OIPECACIICHUAT OT IIPOU3BOAUTEIIA YITBJIHOMOIICH IPECACTABUTEII T10 Haparpaq) 1 uma

PETUCTPUPAHO MSICTO HAa CTOIAHCKA AEUHOCT.

Ynen 12

Cmsna Ha YNBIHOMOUIEHUA npe()cmaeumeﬂ

[TonpoOHuTe nMpaBuia 3a CMsiHA Ha YITBJTHOMOIIIEHHUS MTPEICTaBUTEIN SICHO CE OMPEEIIAT B
CriopazyMeHHe MEXKIY MPOU3BOJUTENSI, KOTaTO € Bh3MOXKHO — JACMCTBAIUS YITHIHOMOIIIEH
MpeACTaBUTEN, U CIAEABAIIMS YITBIHOMOIILIECH MpeACcTaBUTEN. TOBa CriopazyMeHue ChabpxkKa Kiay3u

Hal-MaJIKoO 3a:

a) JAaraTra Ha MPEKpaTsaBaHC HAa IIBJIHOMOMIIUCTO Ha I[CI\/JICTBaHII/IH YOBJIHOMOLICH NPCACTABUTCI

" JjaTaTa Ha HadaJIo Ha II'bJIHOMOIIMUETO Ha CJICABAIINA YITBJIHOMOIICH NIPEACTABUTCII;

0) JaTaTa, 10 KOSATO ICUCTBAIIMAT YIThJTHOMOIIEH MPEACTaBUTEN MOXeE Ja ObJe TOCOYBaH B

I/IH(i)OpMaLII/IHTa, MpeaocCTaBsaHa OT MPOU3BOJAUTECIIA, BKIIFOUUTCIIHO PCKIIAMHUTE MATCpUATIU;

B) NPEXBBPIIAHCTO HA JOKYMCHTUTC, BKIIFOUUTCIIHO aACIICKTUTC BbB BPpb3Ka C

MOBCPUTCIHOCTTA U IIpaBaTa Ha COGCTBGHOCT;
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T) 3aIbJKEHUETO HA IEUCTBAIINS YITBTHOMOIIEH MPEICTABUTEN CIIE Kpasi Ha
ITBTHOMOIITMETO J1a TIPEAaie Ha MPOU3BOAUTEIS HIIM CICABAIINS YITHTHOMOIIECH
MIPEICTaBUTEN BCUUKU CUTHAIU WM JOKIAAN OT MEIUIUHCKU CIIEIUAINCTH, TallUeHTH
WM MOTPeOUTENN OTHOCHO MPENoiaraéMH HHIIUACHTH BHB BPb3Ka C U3JENne, 32 KOETO €

OWJI ompesieNieH KaTO YITbITHOMOIIICH MPEICTaBUTEN.
Ynen 13
Obuwu 3a0va%icenuUsl Ha BHOCUMENUMe

1. Buocurenute myckat Ha nma3apa Ha Cbro3a caMo U3Jeusl, ChOTBETCTBAIIM HA

M3MCKBAHUATA HA HACTOSIIUS PErJaMeHT.
2. 3a ja mycHAT Ha 1a3apa u3zejue, BHOCUTEINTE IPOBEPSIBAT aju:

a)  Ha U3JEJIMETO € HaHeceHa MapkupoBkaTta ,,CE* u e usrorsena EC nexnapanusata My

3a CbOTBCTCTBHUC,

0) TPOM3BOAMUTEIAT € UACHTU(GUIIUPAH U ChIIAcHO wieH 11 mpousBoaUTENAT €

onpeaAcINI YIIbJIJHOMOIICH MMPEACTABUTCII;

B) H3JACIIUECTO € CTUKCTUPAHO B CBOTBECTCTBUEC C HACTOALIUSA PETIIAMEHT U € NPUAPYIKCHO

0T HEOOXOIMMUTE UHCTPYKIIMU 32 yIoTpeoda;

I)  aKo € IPUJIOKUMO, TpousBoauTesar € onpeaenwt UDI cbriacHo unen 27.
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Koraro BHOCHTEN CUMTa WM MMa OCHOBAHME J]a CUUTA, Y€ NaJCHO U3JIEINE HE CbOTBETCTBA
Ha U3UCKBAHMATA HA HACTOSLIMS PErJIAaMEHT, TOM HE ITyCKa U3ZCIINETO Ha Ia3apa, JOKaTo
TO HEe OBbJIe NPUBEACHO B ChOTBETCTBUE, U HH(POPMHUPA POU3BOAUTENS U YITBIHOMOIIEHUS
IIPEICTaBUTEN HAa IPOU3BOAUTENA. KOraro BHOCUTENAT CUMTA WIM NMa OCHOBAHUE J1a
CUNTa, Y€ U3JECJINETO MPEACTaBIsIBA CEPUO3EH PUCK WITH € (anmnpUIupaHo, Tonl
nH(popMHpa U KOMIIETEHTHHS OpPraH Ha JIbpKaBaTa 4JeHKa, B KOSITO € YCTaHOBEH

BHOCHUTCIIAT.

3. BHocurenure nocoyBaT BbpXy U3EIUETO WU BbPXY HErOBaTa OMAKOBKA, WIN B
JOKYMEHT, IpUApY>KaBalll U3AeIUETO, CBOETO UME, PETHCTPUPAHO ThPIrOBCKO
HaMEHOBaHME WM PErHCTPUPaHa ThPrOBCKa MapKa, aapeca Ha PEeruCTpUPaHOTO UM
MSCTO Ha CTOIAHCKa JIEHHOCT U aJipeca, Ha KOMTO MOKE Jia C€ OCBLIECTBH Bpb3Ka C THX,
TakKa 4e J1a € Bb3MOXKHO J1a C€ YCTAaHOBU MECTOHAXOXKIEHUETO UM. Te rapanTupar, ye
JOI'BJIHUTEITHUTE €TUKETU HE 3aKpUBaAT HH(POpMALMATA HA €THKETa, IPEOCTaBEHA OT

IIPOU3BOAUTCIIA.

4. Brocurenure nmposepsBaT JajId U3AEIUETO € PETUCTPUPAHO B CIIEKTPOHHATA CUCTEMA B
CBHOTBETCTBUE C WieH 29. BHocuTenuTe 100aBsAT CBOMTE JAHHU KbM PETUCTpAIUATA B

CBOTBETCTBHE C WwieH 31.

5. BHocuTenuTe rapaHTUpAT, Y€ JOKATO OTTOBAPSAT 3a JAaJICHO M3/ICIIUE YCIOBUITA HA
ChXpaHEHHE WIH TPAHCTIOPTUPAHE HE 3aCTpaliaBaT HETOBOTO ChOTBETCTBUE C OOIIUTE
M3UCKBaHUs 3a 0€30TMaCHOCT U JICHCTBHE TI0 IPUIIOKEHHUE |, ¥ cria3BaT yCIIOBUATA,

OIIPCACIICHU OT IMPOU3BOAUTCIISA, AKO UMa TaAKUBA.
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6. Brocurenute noaaAbpIKAT pEruCThbp HAa CUTHAJIINTC, HA HCCHOTBCTCTBAILLIMTC HA
HU3UCKBAHUATA U3CTIUA U HAa U33€MBAaHUATA U U3TCTIIAHUATA HAa U3ACTIUA U IIPEAOCTABAT HA
MMPOU3BOAUTCIIA, YITBJIHOMOIICHUSA ITPEACTABUTEI U I[I/ICTpI/I6YTOpI/ITe BCiAKaKBa

I/IH(i)OpMaLII/IH, IMOUCKAHAa OT THX, 3a 1a UM JaJlaT Bb3MOXHOCT Jd pa3CJICABAT CUT'HAJIUTC.

7. KoraTto BHOCHTEIN cunTa MJIM KMa OCHOBAHUE J]a CUUTA, Y€ AJICHO U3/IEIUE, KOETO €
IIyCHAaJI Ha Ma3apa, He ChOTBETCTBA HAa U3MCKBAHMITA HA HACTOSALIMUS PErJIaMEHT, TON
He3a0aBHO HH()OPMUPA IPOU3BOIUTENS M HETOBUS YITBITHOMOIIEH MTPEICTABUTEN.
Brocurenure cu chTpyAHUYAT C MPOU3BOAUTENS, YITBIHOMOILEHHUS MTPEACTaBUTEN HA
MIPOU3BOUTENS] 1 KOMIIETEHTHUTE OpraHy, 3a Ja rapaHTUpar, 4e € NpeIrpueTo
HE0OXOIMMOTO KOPUTHPAIIO JCHCTBHE 3a MPUBEKIAHE HA H3ICITUETO B ChOTBETCTBUE, 32
HEroBOTO M3TETJISIHE WM U33eMBaHe. KoraTo u3ienuero npecTapiisiBa CEpUO3EH PUCK,
BHOCUTENUTE UHHOPMHUPAT HE3a0ABHO KOMIIETEHTHUTE OPraHU Ha AbPIKaBUTE YWICHKH, B
KOHUTO Ca MPEJOCTaBUIIN U3EIIUETO U aKO € MPHIIOKUMO — HOTU(ULIMPAHUsI OpraH, U3aal
cepTu(dUKaT B ChOTBETCTBUE C WJIieH 56 3a 1aJIeHOTO U3/IeTNe, KaTO PEJOCTaBsT
MOoAPOOHU TaHHU, MO-CIEIHAIHO 32 HEChOTBETCTBUETO C U3MCKBAHUSATA U 32 BCIKAKBU

HNPEANPUETH KOPUTUPALLU JEHCTBHS.

8. BHOCI/ITGHI/ITG, KOUTO Ca NMOJIYUUJIN CUTHAJIW W JOKJIaAW OT MCAUIIMHCKHA CIICHUATIUCTH,
ITalIUCHTH UJIN HOTpe6I/IT€J'II/I OTHOCHO IIpcArnojiaracM MHIUICHTH BbB BPBb3Ka C U3ACIIUC,
KOETO ca MyCHAJIM Ha Ia3apa, He3a0aBHO Mpernpamar Ta3u HHGpopMaIus Ha IPOU3BOTUTEIS

" YII'BJIHOMOLICHUSA MY TIPEACTABUTCIIL.

9. 3a cpoka no wieH 10, maparpa¢ 8 BHocutenute chxpansBar konue ot EC neknapanusra 3a
CBHOTBETCTBUE M, aKO € TPUIIOKUMO, KOTIHE OT BCHYKH ChOTBETHU CEPTUPUKATH, U3AaICHH

ChI'IaCHO YJICH 56, BKIIIOUHUTCIIHO BCUYKHU U3MCHCHUA U JOIIBJIHCHUA.
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10. Brocutenure cu chTpyJHUYAT C KOMIIETEHTHUTE OpPraHy, 110 UCKaHE Ha T€3U OpraHu, BbB
Bpb3Ka C BCAKO JICHCTBHE, IPEANPHETO 32 OTCTPAHSABAHE WU, aKO HE € Bb3MOXKHO,
OrpaHUYaBaHE HAa PUCKOBETE, CBbP3aHU C U3/IENUATA, KOUTO T€ ca ITyCHaNIM Ha nasapa. [lpu
MIOUCKBAaHE OT KOMIIETEHTEH OpraH Ha AbpKaBaTa WIEHKA, B KOSTO BHOCUTEIIAT UMa
PETUCTPUPAHO MSCTO Ha CTOMAHCKA IEHHOCT, TOW OCUTYpsiBa O€3IUIaTHH 00pa3Iyl OT

W37ETNETO WU, aKO TOBA € HEOCHIIECTBIMO, IIPEIOCTaBs JOCTHII 10 U3IEIHETO.
Ynen 14
Obwu 3a0va0cenus Ha Oucmpudymopume

1. Koraro MMpEeaAOCTaBAT U3ACIIUC Ha I1a3apa, ,I[I/ICTpI/I6YTOpI/ITe HeﬁCTBaT, B KOHTCKCTA Ha

CBOHUTC ﬂCﬁHOCTH, C AbJDKUMATa IrpuzKa 1o OTHOIICHUC Ha MPUIIOKUMUTC U3UCKBAHUS.

2. [Ipenu na mpegocTaBsAT AaeHO U3JETHE Ha TTa3apa, TUCTPUOYTOpUTE IPOBEPSIBAT 1AM ca

HU3I'bJIHCHU BCUYKHU U3HUCKBAHUA MTO-A0TY:

a)  Ha M3JeNHMeTo € HaHeceHa MapkupoBkaTta ,,CE*“ u e msrorsena EC gexnaparusita my

34 CbOTBCTCTBUC,

0)  u3AenIHMeTo ce MpUApYyKaBa OT HH(POpPMALMATA, KOATO IPOU3BOAUTEIAT TPSIOBA 1a

IpesoCTaBy B ChOTBETCTBUE C wieH 10, maparpad 11;
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B)  3a BHOCHHUTE M3CIUS — BHOCHTEJIAT € CIa3MJI M3UCKBAHUATA 10 WieH 13, maparpad

3;
r) aKo € IPWIOKUMO, POU3BOAUTENAT € onpenenna UDI.

C 1en 1a ce U3MBJIHAT U3UCKBAHUTA IO ITbpBA ajlMHes, OyKBHU a), 0) U I') AUCTPUOYTOPBT
MOJKE J1a TIpuJIara MeToJ] Ha B3eMaHe Ha MPoOu, KOHUTO € MpeICTaBUTEIICH 32 U3/IeNusTa,

JIOCTaBSHU OT TO3U AUCTPUOYTOP.

Koraro nuctpuOyTopbT cMATa WIM KMa OCHOBAHUE J1a CMSTA, Y€ 1aJIeHO U3JIEIHE HE
CHOTBETCTBA HA M3MCKBAHUATA HA HACTOSILUS PErJIaMeHT, TOM He MPeI0CcTaBs U3eINETO
Ha Iasapa, J0KaTo To He Ob/ie IPUBEACHO B ChOTBETCTBUE, U HH(POPMHPA POU3BOAUTEIS
H, aKO € IMPUJIIOKUMO, YII'BJIHOMOIICHUS NPCACTABUTCIT HA IIPOU3BOAUTCIIA, KAKTO U
BHocutenst. Koraro III/ICTpI/IGyTOp'bT CMsTa UWIN UMa OCHOBAHUC Ja CMATa, Y€ U3JCIUCTO
MIPE/ICTaBIIsIBA CEPUO3€EH PUCK WU € panmuuipato, Toi nHGOpMHUpPaA U KOMIIETEHTHUS

OpraH Ha AbpiKaBaTa YJICHKA, B KOATO € YCTAHOBCH.

JuctpubyTopute rapaHTHpAT, Y€ T0KATO OTrOBAPST 3a U3AEIUETO, YCIOBUITA Ha
ChXpaHEeHHE WM TPAHCTIOPTHPAHE OTIOBAPST HA YCIOBUATA, OMPEICTICHH OT

MIPOU3BOAUTCIIA.
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4. JuctpubyTopute, KOUTO CUMTAT UM UMAT OCHOBAHHE J1a CUUTAT, U€ JaJCHO U3JeIue,
KOETO ca MPeI0CTaBUIIN Ha Ma3apa, He ChOTBETCTBA HA M3MCKBAHMSTA HA HACTOSIIIHS
permameHT, He3a0aBHO HHPOPMHUPAT TPOUZBOAUTENS U, aKO € MPUI0KUMO,
YIO'BITHOMOIICHHUS TIPECTABUTEN HA MTPOU3BOIUTENSA, KAKTO ¥ BHOCUTENS. JlucTpubyTopute
CHU CHTPYAHHUYAT C MPOU3BOJUTEINS U, aKO € MPUIOKUMO, C YITbITHOMOILEHHUS MPEACTaBUTEN
Ha MPOU3BOIUTEIISI, C BHOCUTENISI M C KOMIIETEHTHUTE OPraHu, 3a J1a TapaHTUpaT, ue €
MPEANPUETO HEOOXOAMMOTO KOPUTHUPAIIO IEHCTBHE 3a IPUBEKIAHE HA U3/CIIUETO B
ChOTBETCTBUE, 32 HETOBOTO M3TETJISTHE WM U33€MBaHe, B 3aBUCUMOCT OT ciy4dast. Koraro
JUCTPUOYTOPHT CUMTA WM MMa OCHOBAHHE J]a CUUTA, Y€ U3EINETO MPeICTaBIsIBa
CEpUO3€EH PUCK, TOM nH(pOpMIpa HE3a0aBHO KOMIIETEHTHUTE OPTaHH Ha JbPKABUTE
YJICHKH, B KOUTO € TIPEIOCTABIII U3JIEIINETO, KATO MPEAOCTaBs MOAPOOHH JaHHU, TI0-
CIIEIIMAJTHO 32 HECHOTBETCTBUETO C U3UCKBAHUATA U 32 BCUUKHU MPEANPUETH KOPUTHPALITH

IEUCTBUSL.

5. JuctpubyTopuTe, KOUTO Cca MOJYYHIIU CUTHAIH W TOKIaaAd OT MEIUIIMHCKU
CHEIHMANIMCTH, MAlMEHTH WX TOTPEOUTENH OTHOCHO MOAO3UPAHU UHIIMICHTH BB BpB3Ka C
u3Jenme, KOeTo ca MpeaoCcTaBiIIi, He3a0aBHO Ipernpaniat nHpopManusaTa Ha
IIPOU3BOJUTEINS U, aKO € MIPUIIOKUMO, Ha YITBIHOMOIIIEHHUS IIPEICTABUTEN Ha
MIPOU3BOUTES, KAKTO U Ha BHOCUTENA. Te MoaIbpKaT perucTbp Ha CUTHAIIUTE, Ha
HECHOTBETCTBAIINTE HA N3MCKBAHUSTA U3/IEIHS U HA NU33€MBAHUITA U U3TETIIIHUATA Ha
u3nenvsi, “HGopMHUpaT MPOU3BOAUTENS U, AKO MMa TaKUBa, YITbITHOMOIICHUS
MIpeICTaBUTEN U BHOCHUTETS, 32 TOBA HAOIIOIEHUE, KATO IIPU MOMCKBAHE UM MPEAOCTaBAT

BCSIKaKBa WH(OpMAIIHSL.
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6. JuctpubyTropure, o KCKaHE OT KOMIIETEHTEH OpraH, My MPEAO0CTaBIT Iis1aTa
nH(pOpManUs U JOKyMEHTAIUs, C KOSATO pa3mojiaraT M KOsITO € He0OX0[uMa 3a JOKa3BaHe

Ha CBbOTBCTCTBHUCTO HAa JaACHO U3ACIHUC.

JucTpuOyTOpUTE C€ CUUTAT 3a U3MBIHWIHN 3aIbJKEHUETO, IOCOYEHO B ITbpBa ajJIHuHe,
KOIaTo YITbJIHOMOILEHUSAT IPEACTaBUTEN 32 CbOTBETHOTO U3/ENINE, aKO € MIPUII0KHUMO,
npenoctaBu HeoOxoaumara nHpopMarys. AucTpuOyTopuTe CH ChTPYIHUYAT C
KOMIIETEHTHUTE OpTaHH, [0 TAXHO UCKaHE, IIPU BCAKO JEHCTBHE, IPEANPHUETO 32
OTCTpaHsBaHE HA PUCKOBETE, CBBP3aHU C U3/EIUATA, KOUTO T€ Ca MPEJOCTaBUIM Ha
nazapa. [Ipu mouckBaHe oT KOMIETEHTEH OpraH AUCTPUOYTOPUTE OCUTYPsIBAT O€3IUIaTHU

06pa3u1/1 OT U3ACIIMECTO UJIU, dKO TOBA € HCOCBUICCTBUMO, IMTPEAOCTABAT JOCTBHII 10 HETO.
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Ynen 15

ﬂuue, omeosapAaAulo 3a ceomeemcmeuemo ¢ HopmamueHhume USUCK6aHUs

1. B pamkuTe Ha OopraHuM3alMOHHATa CU CTPYKTypa MPOU3BOJUTEIUTE pasnoiaraT Hail-Majiko
C €JTHO JIMLIE, OTTOBOPHO 32 ChOTBETCTBHETO C HOPMATUBHUTE U3HUCKBAHUS, KOETO
MpUTEKaBa HEOOXOIMMHUTE EKCIIEPTHH 3HAHUS B 00J1aCTTa HA MEAMLIMHCKUTE U3/IENUS.

HGO6XO)II/IMI/IT€ CKCIICPTHHU 3HAHHA CC NOKA3BAT YPE3 €AHA OT CICAHUTC KBaJ'II/I(i)I/IKaHI/II/II

a)  JWIUIOMa, CBUIETEJICTBO WM APYT YIOCTOBEPSBAII JOKYMEHT 3a O(HUIaTHA
00pa3oBaTeHO-KBAIM(PUKAIIMOHHA CTETEH, TPUI00UTA CJIC]T 3aBbPIIBAHE HA BHUCIIIC
o0pa3oBaHue WK Kypc Ha 00yYeHHUE, MPU3HAT KaTO CKBUBAJICHTCH OT ChOTBETHATA
J'bpKaBa 4JIeHKa, 10 MPaBo, MEAUINHA, (papMaius, HHXEHEPCTBO WU JIpyra
CbOTBCTHA HAYyYHA AUCHUIINHA U ITOHC CAHOTOJUIICH HpO(i)CCI/IOHaHeH OITUT I1O0
HOPMATUBHUTE BBIIPOCH WJIH [0 CHCTEMHUTE 32 YIPABJICHUE HAa KAYECTBOTO 110

OTHOIIC€HHUEC HA MCAULTMHCKUTC U3CIINA,

0) derupuromuieH MpodecruoHaseH OMUT MO0 HOPMATHBHUTE BBIIPOCH WITH TIO
CHUCTEMUTE 32 yIpaBJICHUE Ha KAYECTBOTO 10 OTHOIICHUE HA MEIUITUHCKHUTE

HU34CIHuA.

bes na ce 3acsrar paznopeadure oT HAIMOHATHOTO 3aKOHOJATENICTBO BB BPB3Ka C
npodecHoHATHNUTE KBaTU(PUKALINHI, IIPOU3BOIUTEIUTE HA U3JEIHS, U3PAOOTEHH 110
MOpBHYKa, MOTAT Jja I0KaXaT HEOOXOIUMHUS €KCIIEPTEH OMUT I10 MMbpPBa alIMHEs Ype3
HaJIM4YMe Ha Hali-MaJKo JBErOUIlIeH MpodecroHaleH ONMUT B ChOTBETHA cepa Ha

IIpONU3BOACTBO.
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Ot MankuTe NpeanpusITUs U OT MUKPONPEANPUATHATA IO cMUCHIIa Ha [Ipenopbka

2003/361/EO na Komucusita' He ce m3ncKkBa 1a HMaT B OpraHu3alMOHHATA CU CTPYKTypa

JIMIEC, OTTOBAPAIIO 34 JEUHOCTUTE MO ChOTBETCTBUETO C HOPMATUBHUTEC U3UCKBAHUA, HO TC

TpH6Ba MOCTOAHHO U HCIIPCKBCHATO [1d UMAT Ha CBOC PA3IIOJIOKCHNEC TaKOBaA JIMIIC.

.HI/H_ICTO, OTTOBaApAIIO 3a CbOTBCTCTBUCTO C HOPMATUBHUTC U3UCKBAHU, OTTOBAps Hal-

MAaJIKO 3a CJICIHOTO:

a)

6)

n)

Ja € TPOBCPCHO CHbOTBECTCTBUECTO HA U3ACTIUATA 110 MOAXOAAIINA HAUYUH CIIOPEA
HN3HWCKBAaHMUATA HAa CUCTEMATA 3a YIIPABJIICHHUE HAa Ka4E€CTBOTO, I10 KOATO U3ACIIHATA Ca

IMPOU3BCACHHU, IIPCAU OCBO60)K,Z[8.B3HCTO Ha CBOTBCTHOTO U3OCIHUC,

TCXHUUYCCKATA JOKYMCHTAIUA U EC ACKJIapanuAaTa 3a CbOTBCTCTBUC 1a Ca U3TOTBCHU

Y NObPKAHU AKTYaJIHH;

Ja Ca U3IMBJIHCHU 3aABJDKCHUATA 110 HAaJI30pa CJIC ITyCKaHC Ha I1a3apa B

croTBeTcTBUE ¢ WieH 10, maparpad 10;
Jla ca M3NBIHEHH 3abJDKCHHATA 32 JOKJIaJBaHe, IIOCOUYCHH B wieHoBe 87—91;

3a U3ACIIUATA 3a KIIMHUYHO U3IIUTBAHE ad € U31a/ICHa ACKJIapaludATa 110 I'JiaBa H,

pazzen 4.1 ot npunoxxenue XV.

[penopwka 2003/361/EO na Komucusita ot 6 mait 2003 r. OTHOCHO OIpEACTICHUETO 32

MHKpO-, MaJIKH U cpeanu npeanpustus (OB L 124, 20.5.2003 r., ctp. 36)
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KoraTo HsIK0IKO JTHIIa CH TTOACNAT OTTOBOPHOCTTA 32 ChOTBETCTBHUETO C HOPMATHUBHUTE
M3UCKBaHUS B CHOTBETCTBUE ¢ maparpadu 1, 2 u 3, cbOTBETHUTE UM 00JIaCTH Ha

OTTOBOPHOCT CC OIIPEACIIAT ITMCMCHO.

JIuiero, OTroBapAIIO 32 CbOTBETCTBUETO C HOPMATUBHUTE U3UCKBAaHUs, HE TPAOBa J1a
cpella 3aTpyJHEHUS B pAMKHUTE Ha OPraHU3alMOHHATa CTPYKTypa Ha IPOU3BOUTENS BbB
BpB3Ka C JJOOPOTO U3MBIHEHUE HA 33bJDKEHUATA CU, HE3aBUCUMO OT TOBA JAJH €

CIIYKUTCII Ha OpraHu3anusiaTa Wik HE.

Y II'BIIHOMOILIEHUTE MTPEACTABUTENN Pa3IoiaraT IOCTOSHHO M HEMIPEKBCHATO HAM-MAJIKO C
€IHO JIULIE, OTTOBAPSIIO 3a CbOTBETCTBUETO ¢ HOPMATUBHUTE U3UCKBAHUsA, KOETO
MpUTEKaBa HEOOXOIUMHUTE EKCIIEPTHH 3HAHUS B 00JIacTTa Ha AeiicTBammre B Chro3a
HOpPMaTHBHU M3UCKBAHU 32 MEAMLIMHCKUTE n3aenus. HeoOxoaqumure eKCiepTHA 3HAaHUS

CC IOKa3BaT C€ JOKa3Ba 4Ype3 €AHA OT CIICAHUTC KBaJ'II/I(i)I/IKaHI/II/II

a)  JWIUIOMa, CBUETEJICTBO WM JAPYT YIOCTOBEPSBAIIl JOKYMEHT 3a O(HUIaTHA
00pa3oBaTeHO-KBATM(PUKAIIMOHHA CTETIEH, TPUI00UTA CJIe]T 3aBbPIIIBAHE HA BHUCIIIC
o0pa3oBaHue WK Kypc Ha 00y4eHHUE, MPU3HAT KaTO CKBUBAJICHTCH OT ChOTBETHATA
J'bprKaBa 4JIeHKa, 1o MPaBo, MEAUINHA, (papManus, HHKEHEPCTBO WU JIpyra
CbOTBCTHA HAYyYHA AUCHUIINHA U ITOHC CAHOTOJUIICH HpO(i)CCI/IOHaHeH OITUT I1IO0
HOPMATUBHUTE BBIIPOCH WJIH 110 CHCTEMHUTE 32 YIPABJICHIE HAa KAYECTBOTO 110

OTHOIIC€HHUEC HA MCAULIMHCKUTC U3CIINA,

6) YCTHUPUT'OUIIICH HpO(i)CCI/IOHaJ'ICH OIIUT ITO HOPMATHUBHUTEC BBIIPOCHU HUJIA 110
CUCTCMHUTC 3a YIIPABJICHUC HAa KAYCCTBOTO IO OTHOMICHUEC HA MCAULIUHCKUTC

U34CIHuA.
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Ynen 16
Cnyyau, npu Koumo 3a0vbadceHusma Ha npou3sooumeume

ce npunazam u KvM 6HOCumenume, OUCmMpuoymopume uiu opyau auyd

1. JuctpubyTop, BHOCUTEN WIH APYTo (PU3MUECKO WIIH IOPUIUUECKO JIUIIE ToeMa

3aABJLDKCHUATA Ha MPOU3BOAUTCIIUTC, aKO U3BBPUIBA HAKOC OT CIICAHUTC:

a)  IpenocTaBs Ha Mas3apa U3/JeJIHNe ChC CBOETO UME, PETUCTPUPAHO THPIOBCKO
HAaUMEHOBAHME WM PETUCTPHUpPaHa ThPrOBCKAa MapKa, OCBEH B CIIy4YauTe, KOraTo
JUCTPUOYTOPHT WM BHOCUTENISAT CKIIIOUBAT CIIOPA3yMEHUE C TPOU3BOIUTEINS, IPU
KOETO MPOU3BOJUTEIAT € 0003HAUEH KaTO TaKbB BbPXY €THKETA U € OTTOBOPEH 3a
U3IIBJIHEHUETO HA U3UCKBAaHMATA, HaJaraH! HA MPOU3BOAUTEINTE IO HACTOSIIUS

pETrJIaMeHT;

6) HN3MCHSA NPCAHA3SHAYCHUCTO HA U3JCJINEC, KOCTO BCYC € IIYCHATO Ha I1a3apa Wjin

MyCHATO B JICVCTBHUE;

B)  TNPOMEHs U3JejHe, KOETO Beue € yCHATO Ha Ma3apa WM IyCHATo B AeWCTBUE MO
TaKbB HAUMH, Y€ TOBA MOXE J1a C€ OTPa3u Ha ChOTBETCTBHUETO C MPHIOKUMHUTE

HU3UCKBAaHUA.

[IvpBa anuHes He ce mpuiara 3a JuIara, KOuTo, 6e3 1a ce CUMTaT 3a MPOU3BOAUTET
CBIJIACHO OTPEEICHUETO B uieH 2, Touka 30, crao0siBaT WM afanTyupar 3a OTAeNeH

MAIMEHT M3JIeTue, KOeTO Beue € Ha raszapa, 0e3 J1a IPOMEHST NMPeAHa3HAYCHUETO MY .
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2. 3a nenurte Ha naparpad 1, OykBa B) ClieIHUTE JEHCTBUS HE CE€ CUMTAT 3a MIPOMsHA Ha

HU3ACJIME, KOETO MOXKE Ja CE€ OTpasu Ha CbOTBETCTBHUETO MY C IPUITOKUMHUTEC NU3NCKBAHUS:

a) MMPEaAOCTaBAHCTO, BKIIFOYUTCIIHO IIPEBOI, HA I/IH(l)OpMaI_II/IHTa OT IIPOU3BOAUTCIIA
CbhIJIACHO pa3acit 23 ot IMPUITOKCHUC I BEB BPBb3Ka C U3ACIIUEC, KOCTO BEUC € IIyCHATO
Ha 1ma3apa, 1 Ha JOIIbJIHUTCIIHATA I/IH(i)OpMaI_II/ISI, KOATO € HGOGXOIII/IMa 3a npcajiarane

Ha U3JCIIUCTO HA Mas3apa B CbOTBCTHATA AbpiKaBa YJICHKA,

0) IpOMEHHTE BbB BBHILHATA ONAKOBKA HA M3JIEJHE, KOETO BEUE € IyCHATO Ha ras3apa,
BKJIIOYMTEJIHO NTPOMSIHA Ha pa3Mepa Ha OIIaKOBKaTa, ako € HE0OX0IUMMO
IPEOIaKoBaHe, 3a Ja ce Mpejsara u3/1eI1eTo Ha fas3apa B CbOTBETHATa AbpKaBa
YIEHKa, U aKO TO CE€ U3BBPIIBA IIPU TAKHWBA yCIIOBUS, Y€ TOBA HE MOXKE Ja C€ 0Tpa3u
Ha I'bPBOHAYAIIHOTO CHCTOSAHUC HA U3ACIIUCTO. 3a HU3JC/IMA, KOUTO Ca MyCHATU Ha
nasapa CTepHJIHH, € IPUEMA, Y€ ITbPBOHAYAIHOTO ChCTOSIHUE HA U3JIEJIUETO CE
MIOBJIMSIBA HEOJIArONPUATHO, aKO OMAKOBKaTa, KOSITO € He00X0AMMa 3a MOAIbpPKAHE
Ha CTEPUIIHOCTTA, € OTBOPEHA, YBPEICHA WM HEOIaronpHsITHO 3acE€rHara 1o Apyr

Ha4Y1H BCJICACTBHUC HA MTPCOITaKOBAHCTO.
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3. JuctpubyTop MM BHOCUTEN, KOMTO U3BBPILBA HAKOS OT J€HHOCTUTE MO naparpad 2,
OykBHU a) 1 0) TOCOUYBA BBPXY M3CIIUETO WM, aKO TOBA € HEOCHIIIECTBUMO, BEPXY
OTMaKOBKaTa My, UJIM B JOKYMEHT, IPUAPY>KaBalll U3eIMeTO, U3BbPIIBaHATA JCHHOCT,
CBOETO M€, PETUCTPUPAHO THPTOBCKO HANMEHOBAHUE WIIM PETUCTPUPAHA ThPTrOBCKA
Mapka, perucTpHpaHo MsICTO Ha CTONAHCKa JCHHOCT U aapeca, Ha KOMTO MOJKeE J1a ce

OCBIICCTBU BpPpbh3Ka C HETO, TaKa Y€ Aa € Bb3MOKHO J1a C€ YCTAHOBHU MECTOHAXOXKACHHUECTO

My.

JucTpuOyTopuTe 1 BHOCUTEIUTE OCUTYPSIBAT HATMYMETO HA CHCTEMa 3a yIpaBJICHHE Ha
Ka4eCTBOTO, KOSITO BKJIIOYBA MPOLIEAYPH, FApAaHTUPAILH, Y€ TPEBOABT HAa HH(HOpMALIUATA €
TOYEH U aKTyaJeH, ue JAeHHOoCTHTE 1o maparpad 2, OykBH a) 1 0) ce U3BBPIIBAT 110 HAUYNH
U TIpH YCJIOBUS, KOUTO 3ama3BaT 'bPBOHAYAIHOTO ChCTOSHUE HA M3/ETHETO, U Ue
OIIaKOBKATa Ha MPEONAKOBAHOTO U3JIENINE HE € Ae(heKTHA, HUCKOKAYECTBCHA MITN
3ambpcena. Crucremara 3a ynpaBiieHHE Ha Ka4eCTBOTO 00XBala, inter alia, mpoueaypu, ¢
KOWTO C€ rapaHTUpa, 4e AUCTPUOYTOPHT MM BHOCUTEIAT € HH(POPMHUPAH 32 BCAKO
KOPUTHUPAIIO JEHCTBHE, MPEIIPUETO OT IPOU3BOAUTENS BbB BPB3Ka ChC CHOTBETHOTO
u3JeNue B OTTOBOP Ha MPoOIeMH, CBbp3aHH ¢ 0€30I1aCHOCTTA, WM 32 Ja e MPUBEJIEe

HU3ACTIUCTO B CbOTBCTCTBUEC C HACTOAIIHNA PCTIIAMCHT.
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Haii-manko 28 nHu npenn myckaHe Ha MPEETHKETUPAHOTO HITH MPEONIaKOBAHO M3/IEHE Ha
rnaszapa IUCTpUOyTOPBT WIIH BHOCUTEISIT, U3BBPIIBAII JEHHOCTH 10 maparpad 2, Oyksu a)
u 6), nHpOpMUpA IPOU3BOUTENS U KOMIIETCHTHHS OpraH Ha JbpKaBaTa YWiICHKa, B KOSITO
Bb3HaMepsBa J1a MPEeI0CTaBs U3ACINETO, 332 HAMEPEHHUETO CH J]a PEAOCTaBs
MIPEETUKETHPAHOTO WIIM MPEONAaKOBAHO U3/EHe, KaTo MPU OMCKBAHE MPE/ICTaBs Ha
MIPOU3BOIUTEIST M KOMIIETEHTHHSI OpraH o0pasel Wik MakeT Ha PEeEeTHKETUPAHOTO TN
MIPEOTaKOBAaHO M3/IENINE, BKIIFOYUTETHO TIPEBOIU HA €THKETa M HA MHCTPYKIIUUTE 32
ynotpeba. B chius cpok ot 28 gHU AUCTPpUOYTOPHT WIIM BHOCUTEIISAT MIPEACTABS Ha
KOMITETEHTHHSI OpraH cepTUUKAT, U37a/IeH OT HOTU(PHUIIMPAH OPTaH, ONpeAeieH 3a TUIIa
U3JeNusl, KOUTO ca 00EKT Ha IHHOCTHTE, TOCOYEHH B maparpad 2, Oyksu a) u 6), KOUTO
yJIOCTOBEPsIBa, Y€ CHUCTEMATa 3a YIIPaBJICHHE Ha KaueCTBOTO Ha TUCTPUOYTOpa MK

BHOCHUTEJISI OTTOBApsl HAa M3MCKBAHMATA 10 maparpad 3.

Ynen 17
U30enus 3a eonokpamua ynompeda

U nosmopua 0b6pabomra Ha MaKuea uz0eusl

IToBTropHaTa 06paboTKa M MocieaBamaTa ynorpeba Ha U3Aemus 3a eJHOKpaTHa yrnorpeda
MOJKE J1a Ce M3BBPIIBA CAMO KOTaTO TOBA € PAa3peIIeHO OT HAIIMOHAIHOTO MPAaBO U

CAUHCTBCHO B CbOTBCTCTBUEC C HACTOAIIMSA YJICH.
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2. Besiko pusnuecko minm IopuanuecKko Jiuie, KoeTo o0padoTBa MOBTOPHO U3/EIHUE 32
eHOKpaTHa ynoTpeba ¢ orjien Ha nociensaiia yrnorpeda B Cbro3a, ce cuuTa 3a
MIPOU3BOIUTEN HA TIOBTOPHO 00PabOTEHOTO M3IENHE U TTOeMa 3aIbJDKEHUsITA Ha
MIPOU3BOJUTENNTE 110 HACTOSIIMS PETIaMEHT, KOUTO BKIIOYBAT 3aIbJKEHUS, CBBP3aHU C
MPOCIEAUMOCTTA Ha TIOBTOPHO 00pabOTEHOTO M3enue, B ChoTBeTcTBUE C rinasa Il ot
HACTOSIIMS peryiaMeHT. JIniero, n3BbpIIBaIlo MOBTOpHATa 00padOTKa Ha U3/IETTUETO, CE

CUHTA 32 MTPOU3BOIUTEI 32 IeUTe Ha WwieH 3, maparpad 1 ot JJupektusa 85/374/EUO.

3. Upes neporanus ot naparpad 2, mo OTHOIICHHWE HA U3/IENUS 32 €THOKpaTHA ynoTpeoa,
KOUTO ce 00paboTBaT MOBTOPHO U M3MOI3BAT B 1aJICHO JIeueOHO 3aBe/IeHNE, IbPKaBUTE
YICHKU MOraT Aa peuiaT Ja HC IpujiaraT npaBuijiata, OTHACAIIN CC N0 3abJDKCHUATA Ha

MPOU3BOAUTCIIMTEC MO HACTOAIIUA PCTIIAMCHT, IIPHU YCIIOBUC Y€ rapaHTHPAT CICOAHOTO:

a)  0e3omacHOCTTa U JEHCTBUETO HA MTOBTOPHO 00OPabOTEHOTO M3/eNINe Ca PAaBHOCTOMHU

Ha TE3W HAa IbPBOHAYATIHOTO U3JACIINE U Ca CIIa3€HU U3UCKBAHUATA IO YJICH 5,

naparpad 5, 6yksu a), 0), 1), 1) €), X) u 3);

6) mnoBTopHaTa 00paboTKa ce n3BbpLIBa B choTBeTCTBUE ¢ OC, B KOUTO MOAPOOHO ca

OIMHMCaHU U3HUCKBAHUATA OTHOCHO:

—  YIpaBJICHHETO HA PUCKA, BKIIOYUTEIHO aHAIN3a Ha KOHCTPYKLHUATA U
MaTepuasa, CbOTBETHUTE CBOMCTBA Ha U3JIENUETO (0OpaTEeH UHKEHEPUHT) U
IpOIETypUTE 32 OTKPUBAHE HA IPOMEHU B ITPOEKTa Ha IbPBOHAYAIHOTO
U3/IeNue, KaKTO U 32 HErOBOTO IUIAHUPAHO MPUIIOKEHUE CIIe]] TOBTOPHATA

o0paboTka,

10728/4/16 REV 4 102

BG



— BAJIMAUPAHCTO HA MPOUCAYPHUTE 3a HCIIUA NPOUCC, BKIIIOUUTCIIHO CTAIIUTE 11O

ITOYMCTBAHE,
- 0CBOOO’K]aBAaHETO HA MPOAYKTA U U3MUTBAHETO Ha IEHCTBUETO,
- CUCTeMara 3a yIpaBlieHHE Ha KaueCTBOTO,

— JOKIaABAaHCTO HA MHIIMACHTH, BKJIFOUBAIIIW U3CINA, KOUTO Ca ounu IMOBTOPHO

obpaboTeHu, u
— IPOCIIEANMOCTTA Ha TOBTOPHO 00pabOTEHUTE U3IEIHSI.

JIbpKaBUTE WICHKH HAChp4yaBaT M MOTAT J1a M3UCKAT JieueOHUTE 3aBEICHUS /1a
NPEAOCTaBAT MHPOPMAIHS Ha MAIIMEHTUTE OTHOCHO M3IOJI3BAHETO HA TIOBTOPHO
00paboTeHH U3IeTHs B paMKHUTE Ha JICYEOHOTO 3aBe/IEHUE U, KOTaTo € IeeChoO0pas3Ho,
BCSIKaKBa Jpyra HHGpOpMaLus OT 3HaU€HHE 3a MOBTOPHO 00paboTeHuTe n3aeus,

MIPUJIOKEHN BbPXY MAllUECHTHUTE.

JbpxaBuTe wieHkd yBegomsBaT Komucusara u octaHanure Abp>KaBH YICHKH 32
HaIlMOHAJTHUTE pa3nope0H, BbBEICHH ChITIACHO HACTOSIIKS aparpad, v 3a OCHOBaHUSATA

34 BbBCKAAHCTO UM. Komucusra IIpaBH Ta3u I/IHq)OpMaI_II/IH HY6J'II/I‘{HO JOCTOAHUC.

JIbprkaBUTE WIEHKH MOTaT Ja pemar Ja puiarat pasmnopeaduTe, HocouyeHu B naparpad 3,
U TI0 OTHOUICHHE Ha U3JENUs 32 €THOKpATHA yIoTpeda, KOUTO ce 00paboTBaT MOBTOPHO OT
BBHIITHY JIUI[A, U3BBPIIBAIIY TTOBTOPHA 00paboTKa 1Mo NCKaHe Ha JiedeOHO 3aBeJICHHE, TIPU
YCJIOBHE Y€ TOBTOPHO 00paOOTEHOTO M3EIIHE B CBOSITA ISUIOCT C€ BPBINa HAa TOBA JICUEOHO
3aBe/ICHHE U Y€ TOBa BHHIIIHO JIMIIE CIIa3Ba M3MCKBAHMATA, IOCOYEHH B maparpad 3,

OykBH a) u 0).
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5. Komucusita npuema B cboTBeTCTBUE € WwieH 9, naparpad 1 Heodxoaumure OC, mocoyeHu B
naparpad 3, 6yksa 0), 710 ... [HauagHATa JaTa HA MPUJIAaraHe Ha HACTOSIIUS PETIIAMEHT|.
Te3u OC ca B CbOTBETCTBHE C HAl-HOBUTE HAYYHH JI0KA3aTEJICTBA U BKIIOYBAT
MpUJIaraHeTo Ha OOIIMTE U3UCKBAHUA 32 0€30MaCHOCT U JICHCTBUE, MPEABUICHU B
HacTosiuus peraaMment. B cioyudaii ye Te3u OC He ca npueTu 10 ... [HayajaHaTa J1aTa Ha
MpujIaraHe Ha HACTOSIIUS PETIIAMEHT |, TOBTOpHATa 00paboTKa ce M3BBPIIIBA CHIITACHO
CHOTBETHUTE XapMOHHM3UPAHH CTAHIAPTH M HAIIMOHAIHYU pa3nopenou, ¢ KOUTO ce
rapaHTHpa Clia3BaHeTO Ha M3MCKBAHUATA, TOCOUEHH B maparpad 3, oyksa 0). CnazBaHeTo
Ha OC wnu, npu nunca Ha OC, Ha CbOTBETHUTE XapMOHU3UPAHU CTAaHAAPTH U Ha

HAI[MOHATHUTE Pa3Nopeon, ce YI0CTOBEPsIBA OT HOTU(HUIIMPAH OpTaH.

6. Morar 1a ce 06paboTBaT MOBTOPHO €MHCTBEHO U3/ENUs 3a €JHOKpaTHA yroTpeda, KOUTo
ca IyCHATH Ha Na3apa B ChOTBETCTBHUE C HACTOSIIUS PETJIaMEHT WU MPENH ... [HadaiaHaTta

JaTa Ha TpWjiaraHe Ha HaCTOSIIUS peryiaMmeHT] ceritacHo Jupextusa 93/42/ENO.

7. W3nenus 3a eqHOKpaTHA yroTpeda MoraT Ja ce mojjiarat eIMHCTBEHO Ha TOBTOPHA
00paboTKa, KOSITO ce cuuTa 3a 6e30MmacHa B CbOTBETCTBUE C Hall-HOBHUTE HAYyUHU

J0Ka3arciCTBa.

8. NwmeTto u agpechT Ha PU3MUECKOTO WIH IOPUINYECKOTO JIMIE 10 maparpad 2 u apyrara
MMalna OTHOUIeHHEe HH(OopMaIus, mocoveHa B paszaen 23 oT npuiioxenue I, ce mocousar
BBPXY €THKETa M, aKO € MIPUIOKUMO, B HHCTPYKIIMHTE 32 yIoTpeda Ha MOBTOPHO

00paboTeHOTO U3AETHE.

HmeTo 1 afpechT Ha MPOU3BOAUTEINS HA TbPBOHAYAIHOTO U3/EIHE 32 €AHOKpAaTHA
ynoTpeba HsMa Jla ce OCOUYBa MOBEYE BhPXY €THKETa, a C€ YKa3Ba B MHCTPYKIIMUTE 32

yrnoTpeda Ha MOBTOPHO 00pabOTEHOTO U3AEIHE.
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9. JIbpkaBa 4iIeHKa, KOSITO TIO3BOJISIBAa TOBTOPHATA 00pab0TKA HA M3/CIIHS 33 STHOKpaTHA
ynotpeba, MOKe Jia IPOIBJDKH Jla TIpUiiara WK J1a BbBe/Ie HAIlMOHAITHH pa3nopeoun,
KOUTO ca MO-CTPOTH OT MPEABUACHUTE B HACTOSIINS PErIaMeHT U ¢ KOUTO Ha HeilHa

TCPUTOPHA CC OTpaHNvYaBa UIIN 3a6paHsIBa CJIICOHOTO:

a)  TOBTOpHaTa 00pabOTKa Ha W3NS 32 €THOKpAaTHA yNoTpeda U MPEeXBhPISHETO HA
U37eIMs 32 €JHOKpaTHA yrnoTpeba B Apyra AbpKaBa 4JICHKA WM TPeTa AbpKaBa C

ST TSXHATa MOBTOPHA 00paboTKa,

0) TPemoCTaBSHETO WJIM MOCeaBalaTa yrnorpeda Ha moBTOPHO 00pabOTeHHU U3EIHS 32

€IHOKpaTHa ynorpeoa.

I['bp)KaBI/ITe YICHKHU YBCIOMABAT Komucusara n octanaaute ABPIKAaBU YICHKHU 3a TC3U

HaIMOHAJIHU pa3nopenou. Komucusra npasu Ta3u HHPOpMaLUs MyOJINIHO TOCTOSIHUE.

10. Jo ... [4 roqunHu cien HavaHaTa J1aTa Ha MpUJIaraHe Ha HACTOSIIIUS PETIaMEHT |
Komucusita m3rorest JOKJIa 1 OTHOCHO JEHCTBUETO HA HACTOSIINS YJICH U IO TIPEICTaBs Ha
EBponeiickus napinameHnt u Ha ChBeTa. Bb3 ocHOBa Ha TO3M Aokiaa KoMmucusita BHacs,

aKo € HeO6XO,Z[I/IMO, NpEAJIOKCHUSA 3a UBMCHCHUEC HA HACTOAIIUSA PCTIIAMCHT.
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Ynen 18
Kapma 3a umnnranma u ungpopmayus, xoamo mpsabsea oa ce oaoe Ha nayuexHm

C UMNIARmupano uzoenue
1. HpOI/ISBOI[I/ITeJIHT Ha UMINTIAHTUPYCMO U3JCINC ITPEAOCTAaBA CICAHOTO 3a€IHO C U3ACIIUCTO:

a)  uH(popMamus, Mo3BOJABAIIA HACHTUPHUKAIMATA HA U3EIINETO, BKIIOUYUTEITHO
HAMMCHOBAHUCTO Ha U3ACIUCTO, CGprIHHSI HOMCp, HIapTUAHUA KOJ UK HOMEpA Ha
naprunara, UDI, Mmoziena Ha U3€I1MeTo, KAKTO 1 HAUMEHOBAHHUETO, aJIpeca U

yeOcaiiTa Ha POU3BOIUTEIIS;

0)  BCSKaKBU NpPeAyNpPEexaEHUs, Mpeana3Hi MEpKH WM MEPKH, KOUTO TpsiOBa aa ce
IpearpueMar oT NalueHTa WM MEAULUHCKHS CIIEUAINCT 110 OTHOLIEHUE Ha
PELUIPOYHO B3aUMOAECUCTBHE C pa3yMHO NPEABUANMHU BHHIIIHY BIUSHUS,

MCIUIHMHCKHU NPEriIcan Wik yCJIOBHA Ha OKOJIHATA Cpeaa,

B) BCsKa I/IH(I)OpMaI_II/IH 3a OYaKBaHHA CKCINIOATAIMOHCH CPOK HA U3ACTIUCTO U BCAKAKBU

HEOOXOIMMHU IMMOCJIEABAIIM JCHCTBHS;

r)  BCcsKakBa Apyra uHpopmamus, Taka 4e Ja ce rapantupa 0e30MacHOTO M3MOI3BaHe Ha
U3/ICTTUETO OT MalMeHTa, BKIIOUNTETHO HHpopManusiTa B pa3aen 23.4, Oyksa ¢) ot

npuioxenue L.
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[Tocouenara B rbpBa anuHess HHPOPMAITHS Ce MTPESIOCTABS C IIeT OCUTYPSIBAHETO U Ha
KOHKPETHHS MAIMCHT, Ha KOWTO € UMIUTAHTHPAHO U3JICIIHETO, 110 HAYWH, KOWTO JIaBa
BB3MOXKHOCT 32 OBP3 AOCTHII 10 Ta3u WH(GOpMaLUs, U Ha e3UK (1K), OTpeaeneH(1) OT
ChOTBETHATA JIbpKaBa wieHKa. MH(popMaIusTa ¢ HalMcaHa Taka, 4e Jia € JISCHO
paszbupaemMa 3a HECIEIHAIINCT, U Ce aKTyallu3upa, KOraTo € MPUI0KUMO.
AxTtyanu3upaHata HHPOpPMAIUS ce MPEJIOCTaBs Ha PA3IIOIOKCHHIE Ha TIAI[MCHTA

MOCpEZICTBOM yebcaiiTa, mocoueH B nmaparpad 1, Oyksa a).

OcBeH TOBa MPOU3BOJUTEINAT MPEIOCTABsI IOCOYEHAaTa MbpBa ajinHes, OyKkBa a)

I/IH(i)OpMaLII/IH Ha KapTaTa 3a UMIIJIaHTa, KOATO CC JOCTABs C U3ACIIUCTO.

2. JIbpkaBUTE YWICHKH U3UCKBAT OT JICUCOHUTE 3aBEICHUS J1a TIPEAOCTABAT IOCOUEHATa B
naparpa¢ 1 uHpOopmManus — 1o HaYMH, KOWTO J]aBa Bb3MOXKHOCT 32 OBbP3 IOCTBII 0 HEsl
— Ha MalUeHTUTe, Ha KOUTO € MMIUIAHTUPAHO U3JIEIINETO, 3a€THO C KapTaTa 3a UMIUIAHTA,

Ha KOsATO € HaHECCHAa TAXHaTa CaMOJIMYHOCT.

3. CrienHuTE UMIUIAHTH Ca U3KIIIOUEHH OT 33bJDKCHUATA, TOCOUYEHH B HACTOSIIMS YJICH:
XUPYPIUYECKH KOHIIM, CKOOM, CTOMATOJIOTMYHY 3aITbJIBAIY MaTEpPUaId, CTOMATOJIOTUYHU
CKOOH, 30HN KOPOHKH, BHHTOBE, KIIMHOBE, TUIACTUHU, POBOTHUIIH, ITU(PTOBE, KITUTICH H
koHekTopu. Ha Komucusra ce npenocrassi paBOMOIIMETO Aa IPUEMa JIeIeTHPaHl aKTOBE
B CHOTBETCTBHUE C ujieH 115 3a u3MeHeHune Ha TO3U CIUCHK, KaTo J00aBsi KbM HETO JIpYyT

THIT UMIIJIAHTH HUJIX KaTO 3aJiIn4aBa OT HETrO UMIIJIAHTH.
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Ynen 19

EC oexnapayus 3a coomeemcmeue

B EC pexnapanusra 3a CbOTBETCTBUE CE II0COUBA, Y€ N3UCKBAHUATA 110 HACTOSALIMS
pEriaMeHT ca U3II'bJIHEHH [0 OTHOLLIEHHE Ha 00XBAHATOTO OT JEKJIapalusTa u3zenue.
[IpousBogurenar nocrossHHO akryanusupa EC nexnapanusta 3a cbotBeTcTBre. EC
JeKJIapalusaTa 3a CbOTBETCTBUE ChbpKa Hall-MaIko UH(pOpMalMsTa, IOCOUYEHA B
npunoxenue [V, u ce npeBexa Ha opurmaneH(aun) e3uk(uu) Ha Cpro3a, M3UCKBaH(M) OT

IbprKkaBaTa(uTe) WICHKA(HM), B KOSTO(KOUTO) CE MPEOCTABS U3/ICITUETO.

Koraro no oTHoIIeHHEe Ha aCMIEKTH, KOUTO HE MOMAaIaT B 00XBaTa Ha HACTOSIIHUS
PEriIaMCHT, KbM U3ACIIUATA CC TpHUJIaraT APyru 3aKOHOAATCIIHU aKTOBC Ha C’bI03a, KOHUTO
cbiio u3nckear EC neknapanus 3a CbOTBETCTBUE OT MTPOU3BOIUTEINS 3a JOKa3BaHE HA
V3MBJIHEHUETO HA U3MCKBAHMSTA 110 JaJICHUS 3aKOHOJATEJICH aKT, CE M3TOTBs CaMo €/lHa
EC nexmapanus 3a CbOTBETCTBHE BbB Bpb3Ka C BCHUKH aKTOBE Ha Cbhl03a, MPUI0KUMU
KbM u3zienuero. Jlexknapanusara cbabppika 1siara Heo0xoauma HHpopmaius 3a
YCTaHOBSIBAHE HA 3aKOHOJAATENHUA akT Ha Chl03a, C KOMTO € CBbp3aHa ChOTBETHATA

JeKIapanus.

Kato usrorsst EC ACKJIapanusaTa 3a CbOTBCTCTBUC, IPOU3BOAUTCIIAT TIOCMAa OTTOBOPHOCTTA
34 CbOTBCTCTBUCTO C USUCKBAHUATA HA HACTOAIIUA PECIIIaMCHT U BCUYKH OCTaHAIAU

3aKOHOJAaTCJIHU aKTOBC Ha C'BIOSa, IIPHUII0KUMHU KbM U3ACTTUCTO.
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Ha KOMI/ICI/IﬂTa ce HpGI[OCTaBSI HpaBOMOHII/IeTO aa an/IeMa I[GJ'IGFI/IpaHI/I AKTOBC B
CHOTBETCTBUE € WiieH 115 3a u3aMeHeHre Ha MUHUMaTHOTO Chabpxkanue Ha EC

ACKJIapanusiaTa 3a CbOTBETCTBUC IO ITPUITOKCHUC IV ¢ ornen Ha TeXHUYECKUS mporpec.

Ynen 20

Mapxuposka 3a cbomsemcmeue ,, CE“

Cuura ce, 4e U3ACNUATA, PA3TUIHU OT U3JIETUATA, U3PAOOTEHH 110 TOPBHUYKA, UITU OT
n3aciansiaTa 3a KIMHUYHO U3IIUTBAHE, Ca B CbOTBETCTBUE C U3UMCKBAHUsITA HA HACTOAIIUA
pEerJIaMeHT, KOTaTo BbPXY TAX € HaHeCEeHa MapKUpOBKaTa 3a cboTBeTcTBUE ,,CE®, onncana

B IIPUJIOKEHUE V.

K®Mm mapkupoBkara ,,CE® ce npunarat o0muTe NpUHIUIN, ONpeieieHu B wieH 30 oT

Permament (EO) Ne 765/2008.

Mapxuposkara ,,CE* ce HaHacs BbpXy CaMOTO W3/I€JIMe UM HEToBaTa CTEPUIIHA OMAKOBKa
110 TaKbB Ha4YMH, Y€ Aa ObJie BUIUMA, YeTIMBA U He3anuunma. Korato ToBa He € Bb3MOKHO
WA HE MOXe /1a ObJle rapaHTUPAHO MOPaJH €CTECTBOTO HA U3JEIINETO, MAPKUPOBKaTa

,»CE® ce HaHacs BppXy onakoBkara. Mapkuposkara ,,CE* € HajquM4Ha U B MHCTPYKLUUTE 3a

ynoTpeda u BbpXy ThProBCcKaTa OMaKOBKa.

MapxkupoBkara ,,CE* ce HaHacs mpenu U3A€IMeTo aa Ob/ie MycHATO Ha ma3apa. Ts Moxe
na Obze ciaenBaHa OT MUKTOrpaMa WK HAKAKBB JIPYT 3HAK, yKa3Balll CIELMAJIEH PUCK WU

ynoTpeoa.
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3. Korato e npunoxxumo, mapkupoBkara ,,CE* e cneaBana oT naeHTU(PUKAIMOHHNS HOMEP
Ha HOTU(ULIMPaHUs OpraH, OTrOBapsI 3a MPOLETypUTE 3a OLIEHSBAHE HA CHbOTBETCTBUETO
o wieH 52. aeHTudukamoHHUsAT HOMEp ce MOCOYBa U BbPXY BCEKH PEKIaMEH

MaTrepuall, KOMTO YKa3Ba, 4€ U3ACIIUCTO OTroBaApA Ha U3NCKBAHUATA 34 MAPKHUPOBKATA

,»CE®.

6. Koraro kM u3aenusTa ce npuiaarat Ipyru 3aKOHOJaTeIHH akToBe Ha Chro3a, KOUTO CHIIO0
MpeIBWKIAT HaHACsSHE Ha MapkupoBkarta ,,CE*, mapkupoBkara ,,CE* yka3Ba, ue

U3acardaTa OTTOBApAT HAa UBMCKBAHHATA U HA APYTUTC 3aKOHOAATCIIHN aKTOBC.

Ynen 21

H3z0enus cve cneyuanno npeonasnavenue
1. JIbpKaBUTE YWIEHKH HE Ch3JaBaT MPEUKH 3!

a)  W3IeNus 3a KIMHUYHO M3MUTBAaHE, IOCTABSIHU HA U3CJIEIOBATEN 32 LIEJTUTE Ha
KJIMHAYHO M3IUTBAHE, aKO TE€ OTTOBAPSAT Ha yCIOBUATA, YCTAHOBEHHU B WICHOBE 62—
80 1 uwyeH 82, B aKTOBETE 3a M3II'bJIHEHUE, PUETH ChIJIACHO 4iieH 81, u B

npuiioxenue XV;

6) I/I3p2160T€HI/I IO NOpBbYKa U3ACIIUA, KOUTO CC MPCAOCTABAT HA IMa3apa, ako €a ClIa3CHU

W3UCKBaHUATA Ha WwieH 52, naparpa¢ 8 u npunoxxenue XIII.

Bopxy uzgenusra, mocoueHu B ITbpBa ajuHes1, HE ce HaHacs MapkupoBkara ,,CE®, ocBeH

BbpXY U3JENINATA, TOCOUYCHU B WieH 74.
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2. Wznenusra, n3paboTeHu MO NMOPBUKa, C€ MPUAPYKABAT OT JIEKJIapanusaTa 1o pasgen 1 ot
npunoxxenue XIII, kosiTo ce mpegocTaBst Ha OTASTHUS MAIMEHT WM MMOTPEOUTEN, TOCOUEH

10 UMC, CbKpAllICHUC NI I_II/I(I)pOB KOA.

I[’bp)KaBI/ITe YICHKH MOraT Ja U3UCKBAT OT IIPOU3BOAUTCIIA HA U3CIIUC, HSpa6OTeHO 110
NOopbUKa, Aa NpCACTaBh HAa KOMIICTCHTHUA OpraH CIIMCHK Ha TaKWBaA U3JACIIHA, KOUTO Ca

OWJIM PeOCTaBEHN HA TEPUTOPUSATA UM.

3. Ha TpproBcku nmanaupu, u3nox0u, IEMOHCTPALIUH WM CXOAHU MSAPOTIPUSATHS JbPKaBUTE
YIICHKU HE Ch3JaBaT MIPEYKHU 3a JEMOHCTpALUATA Ha U3EIHs, KOUTO HE OTIOBapsT Ha
HACTOSALIMUA PETIIAMEHT, IIPYU YCIOBUE Y€ BUIHUM 3HAK SCHO yKa3Ba, Y€ T€3U U3JEIH ca
MIpeAHa3HAYEHU CaMo 3a IIPEACTABSHE UM C LI JEMOHCTPALMs U HE MOraT J1a ce

npeaocCTaBsAT, JOKATO HE 6’bILaT NPpUBCACHU B CbOTBCTCTBUC C HACTOAIINA PCTIIAMCHT.
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Ynen 22

Cucmemu u nabopu

1. OU3MUECKUTE WIN IOPUINUYECKUTE JIUIA U3TOTBAT JAEKIapalis, ako KOMIUIEKTyBaT
u3Jenus ¢ HaHeceHa MapkupoBka ,,CE® cbe cnennute Apyru u3ienus Wik OpoayKTH, o
Ha4YMH, KOUTO € CbBMECTUM C IIPEIHA3HAUYEHUETO Ha U3AEIUATA WIN APYTUTE NPOAYKTHU U €
B PaMKHTE Ha yNoTpedara, I0COYEeHa OT IPOU3BOAUTEINTE UM, 3a 1a M IIyCKAaT Ha ma3apa

KaTo CUCTEeMa Ui Habop:
a)  JpyTH U37eNus C HaHeceHa MapkupoBka ,,CE®;

0) METUIIMHCKY M3ENs 32 MHBUTPO AMArHOCTHKA C HaHECeHa MapkupoBka ,,CE“ B

cvotBeTcTBHE ¢ Pernament (EC) 2017/...%;

B)  JPYIH NPOAYKTH, KOUTO Ca B ChOTBETCTBUE ChC 3aKOHOAATEICTBOTO, MIPHIIOKUMO
KBM T€3H IPOAYKTH, CAMO KOraTo T€ CE U3I0JI3BaT B PAMKUATE Ha MEIULIMHCKA
npolielypa Uik HATMYUETO UM B cHcTeMaTa Wir Habopa € 000CHOBaH 1o IpyT

Ha4uH.

* OB: Mo, BbBeIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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2. B nexnapanusra o nmaparpad 1 chOTBETHOTO PU3NYECKO HITU FOPHIAICCKO JTUIIC

JeKIIapupa, 4ye:

a) € IIPOBECPUIIO CbBMCECTUMOCTTA HA U3JC/IMATA U, AKO € MIPUITIOKUMO, HA JPYTUTC
IMPOAYKTHU B CBOTBETCTBUC C MHCTPYKIHUUTEC HA ITPOU3BOAUTCIIUTE U € U3BBPIINIIO

TC3U HeﬁHOCTH ChI'IACHO MOCOYCHUTC MHCTPYKIUHA,

0) e OomaKkoBaJio cHCTEMaTa Wi Habopa U € MPeA0CTaBUIIO Ha MOTPEOUTEINTE
HeoOXxonuMaTa HHpOpManus, BKIIOUBAIIa HHPOPMALUATA, TPEJOCTaBIHA OT
MPOM3BOIUTEIUTE HA M3/ICTHATA WIIN IPYTHTE TPOTYKTH, KOUTO ca OMIIH

KOMIIJICKTYBAHU,

B)  KbM KOMIUJIEKTYBAaHETO Ha M3/EIUATA U, aKO € MPUIOKHUMO, Ha IPYTUTE POTYKTH
KaTO CHUCTEMa HJIM Habop ca ce MpHiIaraiyd NOoIXOAAIINTe METOAN 332 BTPEIIHO

Ha0JII0/IeHUE, TPOBEPKA U BaJIUIUPAHE.
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3. Besiko pusnuecko miM I0puanuecKo JIMie, KOETO CTEPUIIM3UPA CUCTEMH UM HabopH,
nocoudeHu B naparpad 1, ¢ en myckaHeTo UM Ha na3apa, puiiara o cBoi u3oop eHa ot
nporexypute B npuioxenue IX wim npouenypara B yacT A ot npunoxenue XI.
[Ipunaranero Ha Te3u NPOLEAYPU U YHaCTHETO Ha HOTU(DUIIMPAHUS OPraH ce OrpaHUYaBa
710 acTIeKTUTE Ha IPOIleypaTa, CBbp3aHH ¢ OCTUTaHEe HAa M3UCKBAHUITA 33 CTEPHIIHOCT J10
MOMEHTA Ha OTBApsIHE Ha CTEPUJIHATA ONAKOBKa MJIU MOBpEXAaHeTo M. DU3NUECKOTO UITU
IOPUANYECKOTO JIUIIE U3TOTBS JAEKJIapalys, B KOATO JIeKJIapHupa, 4e CTepUIN3anusTa e

HU3BLPHICHA B CHOTBETCTBUC C MHCTPYKIHUUTEC HA ITPOU3BOAUTCIIA.

4. Koraro cucremute nian HabOpUTE BKIIOYBAT U3/IENIHs, KOUTO HE Ca C HAHECEHA
MapkupoBka ,,CE®, uinm korato n3dpanata KOMOMHAIUS OT U3/IEIHs HE € ChBMECTUMA C
TSAXHOTO ITbPBOHAYAIHO MPEIHA3HAYCHUE, UM KOTaTo CTepUIIM3aLUATa He € Ouia
U3BBPIICHA B ChOTBETCTBUE C MHCTPYKIUUTE HAa IPOU3BOJAUTENS, CUCTEMATa WX HAOOPHT
ce pas3riex/ja KaTo OTAEIHO U3/1eIHMe U KbM HEro ce Ipuiiara CbOTBETHATA MPOLEeaypa 3a
OLIEHSIBaHE HA CbOTBETCTBUETO CHIIACHO WiieH 52. PU3N4eCcKOTO WIN IOPUIUUECKOTO JIULIE

nmoeMa 3aAbJDKCHUATA Ha IIPOU3BOAUTCIIUTC.
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5. Cucrtemute mim HabopuTe 1o maparpad 1 OT HaCTOSAIIHS WIEH HSIMAaT HaHeCceHa
JOI'BIHUTEIHA MapKupoBKa ,,CE®, a BbpXy TAX c€ MOCOYBAT UMETO, PETUCTPUPAHOTO
THPrOBCKO HAUMEHOBAHHUE WIIM PErMCTpUpaHaTa ThproBcka MapKa Ha JIMLETO 110
naparpadu 1 u 3 oT HaCTOAIIMA WIEH, KAKTO U aAPEChT, Ha KOMTO MOXKE /1a C€ OCHILIECTBU
BpB3Ka C JIMLETO, TaKa 4e Ja 0b/ie Bb3MOXKHO /1a C€ YCTAHOBH MECTOHAXOXKICHUETO MY.
Cucrtemute 1 HabOpUTE ce MPUAPYKABAT OT HH(POPMAIHTA IO pasnen 23 oT
npuinoxkenue I. Jlexknapanusrta no naparpad 2 oT HaCTOSAIIMS YWIEH Ce ChbXpaHsIBa Ha
pa3noJI0kKEeHNEe Ha KOMIIETEHTHUTE OPraHy cjel KOMIIJIEKTYBaHETO Ha CUCTeMaTa WK
Habopa 3a cpoka, MPUI0KHUM ChbITacHo wieH 10, maparpad 8 KkbM KOMIUIEKTYBaHUTE

n3nenus. Korato Te3u cpokoBe ca pa3iauyHH, Ce Mpuiiara Hal-IbJIrusT OT TAX.

Ynen 23

Yacmu u xomnonenmu

1. Besiko pusnuecko mim I0puanuecKo JIuiie, KOeTo MpeocTaBs Ha a3apa apTHKYIL,
CIIELMAJIHO NMPEHA3HAYECH J]a 3aMEHH HJICHTUYHA WIM CXOJHA Hepa3/elIHa 4YacT WIN
KOMITOHEHT Ha M3JIeline, KOUTOo e nedeKTeH WK nu3xadeH, 3a J1a 3ana3u Wid Bb3CTaHOBU
(GyHKIMATA HAa U3ETTUETO, 0€3 1a MPOMEHS HETOBUTE XapaKTEPUCTUKU BbB BPB3Ka C
JecTBUETO MM 0€30MacHOCTTa MM HETrOBOTO MpeIHAa3HAYCHUE, TapaHTHpPa, Y€ apTUKYIIBT
HE OKa3Ba OTPULATENIHO Bb3/IEHCTBHE BHPXY 0€30aCHOCTTA U JEHCTBUETO Ha U3/EIUETO.
Ha pa3nonoxeHne Ha KOMIIETEHTHUTE OPTaHM HA IbP/KABUTE YJICHKH CE€ ChXPAHIBAT

AO0Ka34aTeJICTBA B IMMOAKPCIIA Ha TOPETIOCOUCHOTO.
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2. ApTHKYJI, KOMTO € crieluaiHo IpeJHa3HaYeH 1a 3aMEHU YacT WM KOMIIOHEHT Ha U3/1eTue
1 KOMTO CHILECTBEHO MPOMEHS XapaKTEPUCTUKUTE BbB Bpb3Ka C IEHCTBUETO WIIH
0€30MacHOCTTa WK MPEAHA3HAYCHUETO Ha U3/IEIUETO, CE CUMTA 3a U3JeNne U TpaOBa aa

OTTOBaps HAa U3UCKBAHHUATA, OIIPCACIICHU B HACTOALIUS PCTIIAMCHT.

Ynen 24

C80600HO O8udxceHue

OcBeH KOraTo € MpeBUICHO APYTO B HACTOSIIIUS PETIAMEHT, JbPKABUTE WICHKH HE OTKA3BaT, HE
3a0paHsBaT U HE OTpaHUYaBaT MPEJOCTABIHETO HA Ma3apa WIK MyCKaHEeTo B ICHCTBHE Ha

TCPUTOPHUATA CU HA U3ACIIUA, KOUTO OTIrOBAPAT HA U3UCKBAHHUATA 110 HACTOAIIHA PETIIAMCHT.
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I'nasa II1
NnenTuuxanusa U npocjaeAMMOCT HA U31EJIUATA,
perucTpanus Ha U31eJTUATA U HKOHOMUYECKHTE ONepaTopH,
pe3roMe OTHOCHO 0e30IaCHOCTTAa M KIMHUYHATA e(peKTUBHOCT,

EBpOHEﬁCKa 0a3a JAaHHH 34 MEAUIINHCKHUTEC U31CJIUA

Ynen 25

Hoenmugpuxayus no eepueama Ha docmaexa

1. JuctpubyTopuTe 1 BHOCUTEINUTE CH CHTPYIHUYAT C MPOU3BOAUTEIUTE WU
YI'BIIHOMOULICHUTE MPEICTABUTEIN C 1€ OCUTYPSABAHETO HA MOAXOAII0 HUBO HA

IpOCICANMOCT Ha U3ACIIUATA.

2. HNxoHoMuueckure orneparopu TpH6Ba Aa MOorart Ja rmoco4aT Ha KOMIICTCHTHHA OpTaH 3a

nepuoza no uneH 10, maparpad 8 cieqHoro:
a)  BCEKM MKOHOMHYECKH OIIEPATOp, HAa KOTOTO MPSKO Ca JOCTaBWIN U3JIEIHE;
0)  BCEKM MKOHOMHUYECKH ONEPATOP, KONTO MPSIKO UM € JOCTaBUII U3/IETIHE;

B)  BCSKO JIeYeOHO 3aBEJICHUE WIM MEAUIIMHCKU CIICIIMAIIUCT, Ha KOTOTO MPSKO ca

JIOCTaBUIIA U3JIEIIHE.
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Ynen 26

Homenknamypa na meouyunckume uzoenusi

C ornen na ce ynecHu ¢pyHKIIMOHUpaHeTo Ha EBpomneiickaTta 60a3za JaHHM 32 METUITMHCKUTE U3ACTUS
(Eudamed), nocouena B unen 33, Komucusara rapanTtupa, 4e MexXIyHApOAHO MpU3HATA
HOMEHKJIATypa Ha MEAUIUHCKUTE U3JIEIHSI C€ TIPEIOCTaBs Oe3IIaTHO HA MPOU3BOAUTEINTE U APYTH
(M3HYECKH WITH FOPUINYCCKH JTUIA, OT KOUTO CHITIACHO HACTOSIINS PETIIAMEHT CE M3UCKBA Ja
M3MOJI3BAT Ta3u HOMEHKIaTypa. Komucusita ce ctpeMu ChIo J1a TapaHTUpa, 4€ Ta3u HOMEHKJIATypa

€ Ha Pa3IoJIOKEHUE U Ha PYTH 3aUHTEPECOBAHM CTPaHU O€3IIaTHO, KOTaTO TOBA € Pa3yMHO

OCBIIECTBUMO.
Ynen 27
Cucmema 3a yHUKAIHA UOeHMUDUKAYUS HA U30eaUIma
1. Cucremara 3a yHUKaJdHa HACHTHPUKAIMA Ha u3aenusTa (,,cucrema 3a UDI*), onucana B

yacT B oT npunoxxenne VI, 1aBa Bb3MOXKHOCT 32 UASHTU(DUKAINS U yIICCHIBA
MPOCIICIUMOCTTA Ha U3JENHATA, PA3IMYHU OT U3ACIHSITA, U3PaOOTEHH 10 MOPHUKA, H OT

HM3JIEIUSATA 332 KIIMHUYHO U3IIMTBAHE, U CE ChbCTOU OT CJICIHOTO:
a) chb3gaBane Ha UDI, koeTo BKIIIOUBA:

1)  KOHKPETCH 32 ChOTBETHHSI POU3BOIUTEN U U3EHE UACHTU(PHUKATOP HA
uznenuero (UDI-DI), koiTo mpenoctaBs JOCTHII 10 HHPOpMAIUATA 110 YacT b

oT npuioxenue VI;
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11)  uaeHTHduKaTop Ha npousBoactBoTo (UDI-PI), koiito nnentudunupa
NPOM3BECHATa €JMHULIA OT IaJICHO U3JIENINE U, aKO € TIPUII0KHUMO,

OIMaKOBAHUTC U3ACIHNA, CbIJIACHO ITIOCOYCHOTO B 4aCT B ot IMPUTTOKCHUC VI,
6) nocrtaBsiHe Ha UDI BBpPXY CTUKCTA HA U3CIIUCTO UK BbpPXY HECTOBATa OIIAKOBKA,

B)  cbxpanenue Ha UDI oT ukoHOMHYECKH oniepaTopH, JiedeOHH 3aBe/IeHUs U
MEJULNHCKH CIEUAINCTH B CbOTBETCTBUE C YCIOBUATA, IIPEIBUICHA ChOTBETHO B

naparpadu 8 u 9 oT HaCTOSIIUS YJICH;

T) Ch3/IaBaHE HA €JIEKTPOHHA CUCTEMA 332 YHUKAIHA USHTU(DHUKAIINS HA U3/IETUATA

(,,0a3a nanau 3a UDI*) B choTBeTCTBHE C WiieH 28.

2. [TocpencTBoM akToBe 3a M3NMBIHCHHE KOoMUCHSITa ONIpeiens €IUH WIH HAKOJIKO CyOeKTa,
KOWTO J1a YIIPaBJISIBAT cucTema 3a onpeneiisie Ha UDI cbriacHO HacTOALIMS perjlaMeHT
(,,m3maBa cyoekt*). To3u(te3mn) cyoekT (1) TpssOBa 1a OTroBapsi(T) Ha BCUYKU MTOCOYEHU

M0-J10JTy KPUTEPHH:

a)  CcyOeKTBT € OpraHu3aus ¢ IPUINIeCcKa MPaBOCyOEeKTHOCT;
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0) cucremara my 3a onpenensiHe Ha UDI e moaxopsmia ¢ oryen Ha uaeHTU(UKAIUATA
Ha M3JIENHATA 110 BpEeMe Ha AUCTPUOYIHUATA U yIIOTpedaTa UM B CHbOTBETCTBHUE C

HN3HUCKBAHUATA HAa HACTOAIIUSA PCTIIAMCHT,

B) CUCTEMATa MY 3a OIPCACIISIHC Ha UDI OTTOBapsd HA CbOTBCTHUTC MCIKAYHAPOIAHHN

CTaH/IapTH;

r)  CyOEKTBT IMPEIOCTaBs JOCTHII O CUCTeMara cu 3a onpezaensae Ha UDI Ha Bcuaku
3aMHTEPECOBAHU MTOTPEOUTEN B CHOTBETCTBHE C TIPEIBAPUTEIHO YCTAHOBEHU

MIPO3pPAvYHH yCIIOBUS;
)  CcyOeKThT ce 3aJbJlKaBa Jia U3BbPIIBA CIEAHOTO:

1) yIIpaBisiBa cucreMara cu 3a onpezaeissae Ha UDI 3a cpok oT Hall-mManko xecer

TOIMHU CJIe/l KaTo € OWJ omnpeiesieH;

11)  [pH MOUCKBaHE mpenocTass Ha KoMucusTa 1 Ha JbpKaBUTE YICHKU

nH(popMaIrs OTHOCHO cucTeMara cu 3a onpeaensae Ha UDI;

1il) TPOIBIDKaBa J1a OTTOBaps HA KPUTEPUUTE U YCIOBHUATA 32 OINPEACIISTHE.
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[Ipu onpenensine Ha n3naBamuTe cyoektn KoMmucusra ce crpemMu aa rapaHTupa, 4e
Hocurenute Ha UDI o cMuchiia Ha yacT B oT npunoxenue VI, ca yHuBEpcaiHO YeTUMU
HE3aBHCHMO OT CUCTeMara, U3I0JI3BaHa OT M3JaBallus cCyOeKT, Taka 4e Jja ce CBeJle 10
MUHUMYM (pHHAHCOBATa M aIMUHUCTPATUBHATA TEKECT 32 HKOHOMUYECKUTE ONIEpaTOpu U

Jie4yeOHUTE 3aBEACHUS.

3. [Ipenun na nmycHe Ha ma3zapa u3eIue, pa3InuHo OT U3JeNne, U3pad0TeHO MO MOPHYKA,
MIPOU3BOIUTEIISAT ONPEIEIIS 32 U3ICTUETO U, aKO € IPHIIOKUMO, 32 BCHUKU CIIEABAIIN HUBA
Ha onakoBane, UDI, kosTo € ch3aa/ieHa npy cra3BaHe Ha MpaBUiIaTa Ha W3/1aBalll CyOeKT,

omnpeneneH or Komucusta B cboTBeTCTBHE C maparpad 2.

[Ipenu Ha ma3zapa na Obe MyCHATO U3JENUE, PA3InYHO OT U3JIeIHe, H3PAOOTEHO 10
MOpPBUKa, MU OT U3JIeJIHe 32 KIMHUYHO U3MUTBAHE, IPOU3BOAUTEIIAT TaPAHTUPA, Ue
nocoyeHara B yacT b ot npunoxenue VI unpopmanus 3a CbOTBETHOTO U3/EIHUE €

MPaBUJTHO MOJa7IcHa ¥ TpexXBbpiieHa B 6a3aTta ganau 3a UDI, mocoyena B uien 28.

4. Hocurenute Ha UDI ce HaHacAT BbpXy €TUKETa HA U3JEIUMETO U HA BCUYKHU CIIC/IBAIIN
HHUBa Ha ormakoBaHe. CunTa ce, ue clieBallliTe HUBa Ha OITAKOBAaHE HE BKIIFOYBAT

TOBAPHUTE KOHTECHHEPHU.

5. UDI ce n3non3sa npu JOKJIaABaHE 32 CEPUO3HU UHIUICHTU U KOPUTHpAIIU ICUCTBUS BbB

BpB3Ka ¢ 0€301acHOCTTa B ChOTBETCTBHUE C WieH 87.
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bazosuar UDI-DI no cmucsia Ha onpenenenueTo B yact B ot npwiioxkenue VI ce mocousa

B EC neknapanusita 3a CbOTBETCTBUE, TOCOYEHA B WieH 19.

Karo yacT oT TexHuueckara AOKYMCHTalusd, IOCOYCHA B ITPUIIOKCHUC H, IMPOU3BOAUTCIIAT

nNoAABPIKA AaKTYAJICH CIIMCBHK HAa BCUYKU UDI, KOHUTO € OIIPpCACIINIIL.

HNxoHnoMuueckuTe ornepaTopu ChXpaHsIBaT U MOJIbPKAT, 32 MPEANOUYNTAHE UPE3
enexTponHu cpeactsa, UDI Ha uznenusita, KOUTO ca JOCTABUIIM WIJIM KOUTO ca UM OWIIH

JIOCTAaBEHU, aKO TE3U U3JIEIHS ca:
- UMILTaHTUpYyeMu u3aenus ot kiac I1I;

— HU3ACIINATA, KaTCTOPHUUTE W I'PYIIUTC U3JACIINSA, OIIPECACIICHU C MsIpPKa 110 naparpaq)

11, 6yksa a).

JleueOHUTE 3aBe/ICHUS CHXPAHABAT U MOATBPIKAT, 3a MPEANOYUTAHE Upe3 eICKTPOHHU
cpeacta, UDI Ha uzaenusTa, KOUTO ca JOCTABHIIN UM KOUTO ca UM OWJIU JIOCTABEHH, aKO

TE3U U3JCNIHS Ca UMILUTAHTUPYyeMu u3aenus ot kiac I1I.

3a u3nenusi, pa3IuyHu OT UMIUIAHTUPYEMHUTE u3zienus ot kiac I, abpkaBuTe YneHKU
HachpyaBaT M MOTAT Jja U3UCKBAT OT JICUeOHUTE 3aBEeICHUS J]a ChXPaHsBAT U MOJIbPKAT,
3a mpearoYnTaHe upe3 elNeKTpoHHU cpencTBa, UDI Ha u3aenusita, KOUTo ca UM OMiIu

JOCTaBCHMU.
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I["bp)KaBI/ITG YICHKHU HACbpdaBaT U MOT'aT J1a UBUCKBAT OT MCANLIMHCKUTC CIICIUAIIMNCTH 1a
ChXpaHsABaT U MOAAbPIKAT, 3a MPEANOUYUTAHE Upe3 eNEeKTPOHHU cpeacTBa, UDI Ha

n3aciansiara, KOMTO ca UM onn JOCTaBCHU.

10. Ha Komucusra ce npeaocCTaBs NpaBOMOLIUCTO Ja IIpuceMa ACJICrupaHu akKTOBC B

CBOTBETCTBHE C wieH 115:

a)  3a M3MCHCHHE Ha CIHCHKA ¢ nHpopManusaTa 1o 9act b ot mpunoxenne VI ¢ ormes

Ha TEXHUYECKUS IIPOrpec; U

0) 3a M3MeHeHMe Ha NpusiokeHue VI B 3aBUCUMOCT OT pa3BUTHETO B MEXyHAPOJIECH
IUTaH U TEXHUYECKUS IPOTrpec B 00IacTTa Ha YHUKAIHATA UACHTH(PHUKAIUS Ha

U3CIIUATA.

11. ITocpencTBoM akTOBE 32 M3MBIHEHHE, KOoMUCHATa MOKe J1a OTpeesis HoApoOHUTe
IIpaBUJIa U IPOLETypPHUTE acliekTH Ha cuctemarta 3a UDI, 3a na ce rapantupa

XapMOHHU3UPAHOTO ¥ IpUJIarale, KakTo U BbB BPbh3Ka ChC CIETHOTO:

a)  ONpEeNeNsIHETO Ha U3JIeHsTa, KATETOPUUTE WU TPYIIUTE U3JeNus, 32 KOUTO Ja ce

npuiara 3abJDKeHUETo 1o naparpag §;

0) TOCOYBaHETO Ha JaHHUTE, KOUTO Aa ObaaT BkimoueHn B UDI-PI Ha koHKpeTHH

U3OCIINA WKW T'PYIIU U3ACIIUS

AxToBeTe 3a HU3I'BJIHCHUEC, IIOCOYCHHU B ITbpBa aJIMHES, CC IPUEMAT B CbOTBCTCTBUEC C

mporieayparTa 1o pasriexiane, mocoueHa B wieH 114, maparpad 3.
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12. [Tpu npuemaHeTo Ha MepkuTe, mocoueHu B maparpad 11, Komucusra B3ema npeasu

CIIEHOTO:

a)

IMMOBCPUTCIIHOCTTA U 3alIUTAaTa HAa JAHHUTEC, KAKTO € ITIOCOYCHO CHbOTBCTHO B

yienose 109 u 110;

0) moaxoJla, OCHOBAH HA PHCKa;

B) HMKOHOMHYECKaTa e(eKTMBHOCT HA MEPKUTE;

r)  commkaBaHeTo Ha cuctemute 3a UDI, paspaboTeHn Ha MEXTyHAPOIHO HUBO;

)  HeoOXoAMMOCTTa OT M30sATBaHe Ha AyOaupaHeTo B cuctemara 3a UDI;

€)  HYXIUTE Ha CUCTEMUTE 3a 37jpaBeola3BaHe Ha IbP>KaBUTE WICHKU, U KOTATO €
BB3MOKHO, CbBMECTUMOCTTA C APYTH CUCTEMHU 32 HICHTU(DUKALNS HA METUIIUHCKH
U3JIENHSI, KOUTO C€ M3IOJI3BAT OT 3aMHTEPECOBAHH CTPAHH.
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Ynen 28
baza oannu 3a UDI

Komucusita, cnen xoncynranus ¢ KI'MU, cp3gaBa u ynpanssa 6a3a nannu 3a UDI ¢ nen
BaJMAMpaHe, choupane, 00paboTBaHEe U MPEJOCTaBIHE HA OOIIECTBEHOCTTA Ha

uHpopManusATa, mocoueHa B yact b ot npunoxenue VI.

[Tpu paspaboTBanero Ha 6a3ara nanuu 3a UDI Komucusra B3ema npenBuz ooumre
MIPUHIMIIN, YCTAHOBEHM B YacT B, pasnen 5 ot npwioxkenue VI. bazara nannum 3a UDI e
CIIeIIMATHO MPOEKTUpaHa Taka, 4e B Hes 1a He Moxke a ce BkirouBat UDI-PI u

MIOBEPHUTETHA ThProBCKa MHPOPMALUS 3a MPOIYKTa.

OCHOBHUTE €JIEMEHTHU Ha JaHHHMTE, KOUTO CE BbBEXKAAT B OazaTta ganuu 3a UDI, mocodecHa

B yacT b ot npunoskenue VI, ca nocTeinHu 6€311aTHO 32 OOIIECTBEHOCTTA.

TexnuueckaTa pa3paboTka Ha 6a3ata gannau 3a UDI ocurypsiBa MmakcumaimHa JOCTBHITHOCT
Ha ChbXpaHsBaHaTa B Hesd HHPOPMALUS, BKIIOUYUTEITHO €IHOBPEMEHHHUS JOCTBII HA MHOTO
OTpeOUTENN, KAKTO M aBTOMAaTUYHOTO KauBaHE U U3TEIJISTHE Ha Ta3u HH(pOpMaLHs.
Komucusra ocurypsiBa TeXHUUECKa M aJMUHUCTPATUBHA MOJKPENa Ha IPOU3BOAUTENINTE U

JpyTuTe mon3Bareny Ha 6a3ata nannu 3a UDI.
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Ynen 29

Peeucmpauuﬂ Ha uzoenuama

l. [Ipenu myckaHeTo Ha Ma3apa Ha U3JeNUe, Pa3InYHO OT U3JeIHe, U3PadOTEHO M0 NOPhUKa,
IIPOU3BOJIUTEIISAT — B CHOTBETCTBUE C NPaBUJIaTa Ha M3/1aBallys CyOeKT, TOCOYEHHU B WICH
27, maparpad 2, onpenens 6azos UDI-DI Ha u3aenuero cpriacHo npuiiokeHue yact B ot
VI u ro npenocrass Ha 6a3zata nanau 3a UDI 3aeaHO ¢ ocTaHAIMTE CBBP3aHU C TOBA

W3/1eJIie OCHOBHU JAHHM, IOCOYEHM B IpuitokeHue Jyact b ot VI

2. [Ipenu myckaHeTo Ha Ma3apa Ha CHCTeMa WM Habop B ChOTBETCTBUE C WICH 22,
naparpadu 1 u 3, KOUTO He ca u3zaeIrne, U3paboTEHO MO NOPbUYKA, OTTOBOPHOTO (PU3UUECKO
WIN IOPUIMYECKO JIUIIE OTpeIess 3a CUCTeMaTa Uil Habopa — B ChOTBETCTBHE C
npaBuiaTa Ha unaBamus cyoekTt, u 6azoB UDI-DI u ro npenocrass Ha 6a3ara JaHHH 3a
UDI 3aeaH0 ¢ ocTaHaJINTE CBBP3aHU ChC CHCTEMAaTa WK Habopa OCHOBHM JJaHHH,

nocoyeHu B yact b ot npunoxenne VI.
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3. ITo oTHOMmIEHME HA U3IEIUs, KOUTO IOJUIEKAT HA OLICHSABAHE HA ChOTBETCTBUETO, KAKTO €
ITOCOYCHO B WieH 52, maparpad 3 u wien 52, maparpad 4, BTopa u TpeTa aJluHes,
omnpenensHero Ha 6azoB UDI-DI, nocouen B maparpad 1 oT HacTosAIMs YieH, ce IpaBHy,

npeau IMMpoOnu3BOAUTEIIAT Aa MOoAaAC 3adBJICHUC 3a OLCHABAHC 10 HOTI/I(bI/II_[I/IpaHI/IH OpTraH.

3a u3genusaTa 1o mbpBa ajlnHes: HOTU(ULIUpPaHUAT oprad nmocousa 6a3osus UDI-DI B
ceprudukara, U3JaJCH ChriacHo riasa I, pasnen 4, Oyksa a) ot npwioxenune XII, n
NMOTBBpPKAaBa B 0a3ara mannu Eudamed, 4e napopmanmsra, mocoueHa B 4acT A, paszen
2.2 ot mpunoxxerue V, e Touna. Cien n31aBaHETO Ha ChOTBETHUS CePTU(DUKAT U MPEIN
MyCKaHETO Ha M3ENMETO Ha Ma3apa MPOU3BOIUTEINST MpeaocTaBs B 6a3ara qanuu 3a UDI
6azosus UDI-DI 3aeaH0 ¢ ocTaHanmuTe CBbP3aHU C TOBA U3JIEHE OCHOBHH JaHHH,

IIOCOYEHH B 4acT b or npuioxenue VI.

4. [Ipenun myckaHeTo Ha Ma3apa Ha U3/ENUe, Pa3INYHO OT U3/IeHe, H3PadOTEHO 10 TTOPhYUKa,
pou3BoauTENAT BbBexaAa B Eudamed minu — koraro Beue e BbBeZileHa — MPOBEPsIBa
nH(popManuaTa, mocoueHa B 4acT A, pazaen 2 ot npwioxeHue VI, ¢ u3kioueHre Ha

pasaci 2.2 0T HECro, a CJICA TOBA PCAOBHO S aKTyaJIU3Upa.
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Yien 30

EnextpoHHa cucTeMa 3a perucrpanusi Ha ”KOHOMHUYECKUTE OTIepaToOpu

Komucwusra, cinen koncynranusi ¢ KI'MU, cb3naBa u ynpasisiBa eIeKTpOHHA CHCTEMA 32
Ch3JlaBaHE Ha IMHHUS PETUCTPALIMOHEH HOMED, TOCOUEH B WwieH 31, maparpad 2, u 3a
cbOupane u 00padoTka Ha MH(GOPMAIHITA, KOATO € He00X0IuMa U JOCTaThYHA 32
UACHTU(DUKAIMS HA TIPOU3BOJUTENS U, aKO € TIPHIIOKUMO, Ha YITBTHOMOIICHHUS
npeacraButen U BHocutens. [lonpobHocTrTe 32 MHGOpMAIHITA, KOSTO NKOHOMUYECKUTE
orepaTopu TpsiOBa J1a MPEJOCTABAT HA Ta3M ENIEKTPOHHA CUCTEMa, Ca TOCOYEHH B HacT A,

pazzen 1 ot npunoxenue VI.

JIbprkaBUTE YWICHKHM MOTaT Ja MPOABIDKAT Ja MPUJIarat Wi J1a BbBeIaT COOCTBEHH
HAIIMOHAJIHU pa3nope oM OTHOCHO PErucTpalusaTa Ha TUCTPUOYTOPHUTE HA U3JENUs, KOUTO

ca OWJIM MpeAOCTaBEHU Ha TEPUTOPUSITA UM.

B cpoxk 110 1Be ceaMuIM ciel MyCKaHEeTO Ha Ma3apa Ha U3Jelne, pa3InyHo OT U3JeNne,
n3paboTEeHO M0 MOPbYKA, BHOCUTEIUTE MMPOBEPSBAT AAJIM IPOU3BOAUTEIAT WIH
YI'BITHOMOIICHUST MPEICTAaBUTEN € IPEIOCTaBIII Ha €NIEKTPOHHATA CHCTEMa

uHpopmanuaATa, nocoueHa B maparpad 1.

Koraro e npuioxxumo, BHOCUTENUTE HHPOPMHUPAT CHOTBETHHS YITBIHOMOIICH
MPECTaBUTEI W TIPOM3BOIUTE, B CIIydail ue MHpopMalusaTa, mocoueHa B nmaparpad 1,

HE € BKJIIOUCHA WJIM € HeTOYHa. BHOCHTEeIMTE ,Z[O63B5[T CBOUTC JaHHHU B CbOTBCTHATA rpa(ba

(rpadm).
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Ynen 31

Peeucmpupaﬂe Ha np0u3600umeﬂume, YANBIIHOMOUleHUume npedcmaeumeﬂu u 6Hocumeaume

1. [Ipenu myckaHeTo Ha Ma3apa Ha U3JeNUe, Pa3InyHO OT U3JeIHe, U3PadOTEHO M0 NOPhUKa,
MIPOU3BOIUTENNTE, YITBIIHOMOIIEHUTE MIPEICTABUTENIN U BHOCUTEINTE, 3a J1a Ce
perucTpupar, nojiaBaT B €JIeKTPOHHATA CUCTEMa, TocodyeHa B uieH 30, nndopmanusra,
rmocoyeHa B yacT A, pa3zaen 1 oT npunoxenue VI, ako Beue He ca ce perucTpupaiu B
CBhOTBETCTBUE C HacTosMMs wieH. Koraro npoieypara 3a OlieHsBaHE HAa CbOTBETCTBUETO
HaJlara y4acTHeTO Ha HOTU()MLIMPAH OpraH ChIVIACHO 4jieH 52, uH(opMausTa, IOCOYCHA B
qacT A, pazznen 1 or npunoxkenue VI, ce npenaBa Ha elIeKTpOHHATa CUCTEMA Mpean

II0JaBaHCTO Ha 3a4ABJICHUC OO HOTI/Iq)I/II_II/IpaHI/IH OopraH.

2. Cren npoBepka Ha BbBEJCHUTE JaHHU 10 naparpad 1 KOMIETEHTHUAT OpraH MojryyaBa
eauHeH peructpaunoHed Homep (EPH) ot enexkrponnara cucrema o wiex 30 u ro u3gasa

Ha MpOU3BOAUTECIIA, HA YITBJIHOMOIICHHUSA IMTPEACTABUTE NJIM HA BHOCUTCIIA.

3. [TpouzBoautensat u3non3sa EPH npu nomgaBane Ha 3asBiieHre 10 HOTUPHUITUPAH OPTaH 3a
OLICHSBaHE Ha ChOTBETCTBUETO U Ipu JocThI 10 Eudamed, 3a na u3nbiiHu 3a1bIKEHUATA

CH 110 wieH 29.
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4. B cpok oT enHa ceamuIa cien Beska €BEHTyalHa IPOMsIHA BbB Bpb3Ka ¢ HHPOpMaLusITa
o naparpad 1 oT HacTOSIIKS YWIEH UKOHOMUYECKHUSAT ONepaTop akTyalu3upa JaHHUTE B

CJICKTPOHHATa CUCTEMA, ITIOCOYCHA B YJICH 30.

5. He no-kbcHO OT eiHa ToAMHA cJie/1 MTo1aBaHe Ha MHQpopMaIusaTa chriacHo naparpad 1, a
CJie/l TOBa Ha BCEKU JIBE TOAUHU, MKOHOMUYECKHUAT ONEPATOP MOTBbPXKAaBa TOUHOCTTA Ha
JnaHHUTEe. AKO TOBa HEe ObJIe HAITPaBEHO B PAMKHUTE Ha IIECT Mecella CJie]l U3TUYaHEeTO Ha
TE3W CPOKOBE, BCSIKA JbprKaBa YJICHKAa MOXKE /1a B3€ME MOAXOSAIIN KOPUTHPAIIN MEPKHU Ha

CBOA TCPUTOPHA, JOKATO NKOHOMUYECKUAT OIICPATOP HE U3IIBJIIHU TOBA 3aABJIXKCHUC.

6. bes na ce 3acsra oTTOBOPHOCTTa HA UKOHOMHUYECKUS OIIEPATOP 3a JaHHUTE,
KOMIIETEHTHMST OpraH MpoBeEpsBa MOTBbPACHUTE JaHHU, IOCOYEHH B UacT A, pa3zaen | ot

npunoxenue VI

7. JlanHUTE, BHBEICHU B IMOCOYEHaTa B WwieH 30 e1eKTpoHHa cucTeMa ChritacHo naparpag 1

OT HACTOSIIHS YWIEH, ca TOCTHIIHH 3a 00IIECTBEHOCTTA.

8. KomMmneTeHTHUAT oprad MosKe Jja U3I0JI3Ba JaHHUTE, 3a J]a HAJIOXKU TaKkca Ha

IPOU3BOAUTCIIA, YIIBJIHOMOIICHUA IIPEACTABUTEI UJIW BHOCUTCIIA CBITIACHO YJICH 111.
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Ynen 32

Pestome omuocno bezonacnocmma u KIUHUYHOMO Oelticmeue

3a HUMIUTAHTUPYCEMHUTEC U3ACIINA U U3ACIINATA OT KJIaC IH, pa3JIndHu OT U3JACIHUATA,
I/13pa6OTCHI/I 110 IOpBYKaA, WJIN OT U3JCINATA 3a KIIMHUYIHO U3IMUTBAHC, IIPOU3BOAUTCIIAT

HU3TrOTBA PE3FOMC OTHOCHO 0e30IMacHOCTTa U KIIMHUYHOTO IIGI\/'ICTBI/IG.

Pe3tomeTo oTHOCHO O€30MmacHOCTTa U KIMHHUYHOTO JCHCTBHE CE ChCTaBs TakKa, 4€ aa € ssCHO
3a LOCJICBUA HOTpe6I/IT€J'I 1 aKo € uene%06pa3H0 — 3a nmanmMeHTa, 1 € JO0CTHITHO 3a

obmectBeroctTa upe3 Eudamed.

ITpoeKxThT Ha pe3IOMETO OTHOCHO O€30MaCHOCTTA U KIMHUYHOTO JIEHCTBHE € YacT OT
JOKyMEHTAIUATA, KOSITO TPSIOBA J]a ce MPeACTaBU Ha HOTU(UIIMPAHHSI OpTraH, y4acTBalll B
OLICHABAHC HAa CBOTBCTCTBUCTO CBhIJIACHO YJICH 52, " CC Balinupa OT ChbIIHA OpraH. CJIGII
BAJMIUPAHETO My HOTU(PHUIIMPAHUAT OpraH BbBexaa pe3romero B Eudamed.
[Ipon3BoauTeNAT MOCOYBA BbPXY €TUKETAa WIM B MHCTPYKLMUTE 3a yHOTpeda Kbe MOKeE

na ObJIe HAMEPEHO PE3IOMETO.

Pe3romeTo 0THOCHO 0€30MmacHOCTTa U KIMHUYHATA G(I)GKTI/IBHOCT CbAbpiKa Hal-MajKo

CIICAHUTC CIICMCHTH

a) uacHTU(DHUKAIMATA HAa U3ISTUETO U Ha IPOU3BOAUTENS, BKIIOUUTENHO 60azoBust UDI-

DI u, ako Beue ¢ n3maneH, EPH;
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6)

MNpEaAHa3HAYCHHUECTO HA U3ACTIUCTO, ITIOKa3aHus, IPOTUBOIIOKA3aHUA U LHCIICBU

MOTpeOUTEH;

OIMHCaHuC Ha U3ACIHMCTO, BKIIFOYUTCIHO ITIOCOYBAHC Ha Hpe,Z[XO,I[HOTO(I/ITe)
HOKOJ’IGHI/IC(H) WJIK BapUaHTH, aKO UMa TaKNB4, U OIIMCAHWC HA pA3JIMYUATA, KAKTO U,
KOrato € OTHOCUMO, OIMMCAHUEC HAa NPUHAJIIC)KHOCTUTEC 3a U3ACIIUCTO, APYTH U3ACITUA

Y TIPOJYKTH, KOUTO ca MPETHA3HAUYCHU 32 U3I0JI3BAaHE B KOMOMHAIIUS C U3IEITHETO;
BB3MOKHU TUATHOCTHUYHU WUJTU TEPANICBTUYHH aJITEPHATUBH;
MOCOYBaHe Ha BCUYKU MPUJIOKEHU XapMOHU3HupaHu cranaaptu u OC;

PE3HOMETO Ha KIIMHUYHATA OLCHKA 10 ITPHUJIOKCHUC XIV u cpoTBeTHATA I/IH(I)OpMaI_II/IH

3a KIMHUYHOTO MpPOCIIeAsiBaHE CIe TyCKaHe Ha rasapa;
npeUIoKeHus MpoduiI U 00ydeHHe 3a MOTPEOUTENINTE;

UHOpPMAaIKS 32 OCTATHYHUTE PUCKOBE U BCSIKAKBU HEXKEIAHU €(PEKTH,

NpeIynpexaeHUs U Ipeana3Hu MEPKH.

3. Upe3s akToBe 3a m3nbiHeHHEe KomucusaTa Moxe 1a onpenens popmaTa U IpeICTaBIHETO Ha
JTaHHHUTE, KOUTO Jia C€ BKIIIOYAT B PE3IOMETO OTHOCHO 0€30MacHOCTTa U KIIMHUYHATA
epeKTUBHOCT. Te3H akTOBE 3a U3MBIHEHUE CE IPUEMAT B CbOTBETCTBHUE C MPOLlelypaTa 1o
KOHCYJITHpaHe, npeaBueHa B wieH 114, naparpagd 2.
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Ynen 33

Esponeticka 6aza oannu 3a meouyurckume usoenus

1. Komucusra, cnen koncynrauus ¢ KI'MU, cp3naBa, nogabpxa u ynpasisa EBponelicka

0a3a nmanHu 3a MeaunuHCKUTE M3aenus (Eudamed) cbe cnennure nemnu:

a)  J1a MO3BOJsBa HEOOXOAMMOTO HH(OPMHpaHEe Ha OOIIECTBEHOCTTA 32 U3ICIHATA,
MyCHATH Ha MMa3apa, 32 ChOTBETHUTE CEPTUPUKATH, U3AAICHU OT HOTHU(DHUITMPAHUTE

OpraHu, U 3a CbOTBETHUTC UKOHOMWYCCKHU OICPATOPH,

0) 1a mo3BOJsABa YHHKAJIHATA UIEHTU(UKALKA HA U3/ENIUATA B PAMKHUTE Ha BTPEUIHUS

nasap u faa yJCCHABA TAXHATA IIPOCICAUMOCT,

B)  Ja MO3BOJIsIBa HEOOXOAMMOTO HH(OpMHUpaHEe Ha OOIIECTBEHOCTTA 38 KIMHUYHHUTE
U3MUTBAHUS U J1a TIO3BOJIIBA HA CIIOHCOPUTE HA KIIMHUYHU U3MUTBAHUS 2 CIIa3BaT
3albJKEHUsATA 0 wieHoBe 62—380, uieH 82 u akToBETe, IPUETH B CHOTBETCTBUE C

e 81;

r)  Jla IO3BOJISIBAa HA POU3BOAMTEIUTE J1a U3IIBJIHABAT 33 bJDKEHUATA 32 HHPOPMUPAHE,

npeaABUACHH B WwieHoBe 87—90 uiu B akTOBE, IPUETH B CbOTBETCTBUE C uJjieH 91;
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I[) Ja MO3BOJIsIBA HA KOMIICTCHTHUTE OPraHv Ha AbpPKaBUTC YJICHKHU U Komucusra ga
N3II'bJIHABAT 3aJa4YUTC CHU 11O HACTOAIINA PETJIAaMCHT B3 OCHOBA HAa JOCTAThbYHA

UHpOpMaLUA U Ja 0A00psiBa ChTPYIHUYECTBOTO MEXKTY TAX.
2. Eudamed Bkit04Ba cieTHUTE €IEKTPOHHU CUCTEMH:
a)  eJeKTPOHHATa CHCTEMa 3a PerUCTpalys Ha M3/eusTa 1o uieH 29, maparpad 4;
0) ©6azarta gannu 3a UDI no unen 28;
B)  EJEKTPOHHATa CHCTEMa 3a PETUCTPallis HAa UKOHOMUYECKUTE oreparopu 1o uieH 30;

I)  eJeKTPOHHATA CHCTEMa 3a HOTH(PHUIIMPAHUTE OPTaHH | 32 CEPTUPUKATUTE 11O

qieH 57;
)  €JEeKTPOHHATA CUCTEMa 3a KIMHUYHUTE U3MUTBAHUS 1O WieH 73;

e) CJICKTPOHHATA CUCTEMA 3a NPOCIICAABAHC Ha 0e30ImacHOCTTa U HaA30p CJICH IMyCKaHC

Ha Tazapa 1o ujeH 92;

K)  €JEKTPOHHATa CHCTEMa 3a Haa30pa Ha maszapa mo wieH 100.
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3. [Tpu pazpaborBanero Ha Eudamed Komucusra HaaiexHo B3eMa 1o BHUMaHUE
CHBMECTUMOCTTA C HAITMOHAHUTE 0a3M TaHHHW W HallMOHATHUTE yeO nHrepdericu, 3a na

HMa Bb3MOXKHOCT 3a UMIIOPTHPAHE U CKCIIOPTUPAHC HA NAHHH.

4. Hannute ce BbBexkAaT B Eudamed ot nbpkaBuTe 4i€HKH, HOTU(UIIUPAHUTE OPTaHH,
MKOHOMHUYECKUTE ONePAaTOPH U CIIOHCOPUTE, KAKTO € MIOCOUYEHO B Pa3Nopea0duTe OTHOCHO
€JIEKTPOHHUTE CUCTEMHU, ITocoueHH B naparpad 2. Komucusita ocurypsiBa TeXHu4ecka u

aJIMIUHHCTPATHBHA ITOMOIII 3a ToTpedburenute Ha Eudamed.

5. snara nadopmanus, croupana u oopadoTsana ot Eudamed, e nocThiiHa 3a 1bpikaBUTE
yneHku 1 Komucusra. MHdopMmarusTa € 1ocThITHA 32 HOTU(PHUIIMPAHUTE OPTaHH,
WKOHOMHYECKHUTE OTepaTOPH, CIIOHCOPHUTE U OOIIIECTBEHOCTTA B CTEIICHTA, ONIPE/ICIICHA B

pa3nopenouTe OTHOCHO €JIEKTPOHHUTE CUCTEMH 10 maparpad 2.

Komucusita rapantupa, ye 10CThIIHUTE 3a oOuiecTBeHocTTa yacTu oT Eudamed ca

Mpe/ICTaBEeHU B yI00€H 3a MOJI3BaTEeNIUTE U MO3BOJISIBAILL JIECHO ThpceHe Gopmar.
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6. Eudamed cbappxa TUUHE TaHHA CaMO JOTOJIKOBA, JIOKOJIKOTO TOBAa € HEOOX0AUMO 32
€JIEKTPOHHUTE CUCTEMH 110 Maparpad 2 OT HACTOSIIMS YWICH 3a LEIUTE HAa CbOMPAHETO U
oOpaboTkaTa Ha UH(OPMALIHA B ChOTBETCTBUE C HACTOSIINS periaMmeHT. JInuHuTe JaHHu
Ce ChXpaHABAT BbB (hOpMa, KOSTO MMO3BOJISIBA HICHTU(DUIIUPAHETO HAa CyOeKTUTE Ha

TAaHHWTE, U 32 CPOKOBE, HE MO-IIBJITH OT ocoueHute B wieH 10, maparpad 8.

7. Komucusara u ABPIKABUTC YICHKHU IrapaHTHUpPAT, 4 CY6GKTI/IT€ Ha JaHHUTEC MOorar aa
yIpakHsBaT €(PEKTHBHO MpaBaTa CH Ha HHPOPMUPAHOCT, JOCTHII, ITOTIPABSHE U
BB3pakeHHe chritacHo choTBeTHO Permament (EO) Ne 45/2001 u Iupextua 95/46/EO. Te
rapaHTHpPAT ChIIO TaKa, Ye CyOEKTUTE Ha JJaHHUTE MOoraT e()eKTUBHO Ja yIPakKHSBAT
MPABOTO HA JOCTBHII 10 TaHHUTE, KOUTO T'M KACasT, KAKTO U MPABOTO HA KOPUTHUPAHE U
3aJIM4YaBaHC HA HECTOYHU WU HCIIBJIHU JaHHU. B PAMKHUTC Ha CbOTBCTHUTC CU
OTTOBOPHOCTHU Komucusara u ABPIKABUTC YICHKHU I'apaHTHUPAT, Y€ HCTOYHUTC U
HETNPaBOMEPHO 00paOOTEHHUTE TaHHU C€ 3 TMYaBaT B ChOTBETCTBUE C MPHUIOKHUMOTO
3aKOHOJATENCTBO. KOpeKiuuTe 1 3aMuaBaHusITa Ce H3BBPIIBAT BB3MOXKHO Hali-ObP30, HO

HE MO-KBCHO OT 60 AHU CJIed OTIPABCHO NCKaHE OT CTpaHa Ha CY66KT8. Ha JAaHHUTC.

8. Upes akToBe 32 u3nbiaHeHne Komucusita onpeaens noapoOHUTE MpaBuiia, HEOOXOIUMH 32
ch3/aBaHeTo U noaabpkaneTo Ha Eudamed. Te3u akroBe 3a u3IrbJIHEHHE C€ IPHEMAT B
CBHOTBETCTBUE C MpOILIelypaTa o pas3riexjaane, nocoueHa B uieH 114, naparpad 3. [Ipu
MPUEMaHEeTO Ha TE3U aKTOBe 3a M3IbiIHeHne KoMucusara rapantupa, 4e JOKOJIKOTO €
BB3MOXKHO CHCTEMaTa € pa3padoTeHa Taka, 4e Ja ce n30erHe He0OXOJMMOCTTa OT JIBOMHO
BBBEX/IaHE Ha €HA M ChIa MHPOpMAIHS B pAMKHUTE Ha €IUH U CHIIU MOYJI WJIH B

pas3siiniH MOYyJIM Ha CUCTCMaATaA.
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9. [To oTHOIIEHNE HA OTTOBOPHOCTUTE CH CHITIACHO HACTOSIIUS YJICH U Ha 00paboTKaTa Ha
JMYHU JaHHH, CBBp3aHa ¢ Te3W OTTOBOPHOCTH, KoMHCHTA ce cunTa 32 KOHTPOJIHpPAII

oprad 3a Eudamed u HeilHUTE eeKTPOHHU CUCTEMHU.

Ynen 34

@ynxyuonannocm na Eudamed

1. Kommucusra, B cbrpynaudectBo ¢ KI'MU, n3rorss GyHKIMOHATHUTE CTIENN(DUKAITAH 32
Eudamed. Komucusita n3roTBs 1uiaH 3a H3IMBIHEHUETO HA TE3U CTIENUPUKAIIH JIO ...
[12 mecena cien narata Ha BAM3aHETO B CUJIa HA HACTOSIUSA peryiaMeHT|. To3u miad uma
3a 1en na rapanTupa, ue Eudamed e HambiiHO GyHKIIMOHATHA KBbM JlaTa, KOATO /1aBa Ha
Komucusita Bb3MOKHOCT J1a MyOJIMKYBa 0OSIBICHUETO, TOCOYCHO B maparpad 3 ot
HACTOSIIUS YIEH J0... [IBa Mecela Ipeiu HayajaHaTa /1aTa Ha Mpujiaraie, npeBuacHa B
HACTOSIIUS PETJIAMEHT |, KAaKTO U Y€ ca CIAa3eHU BCUYKH JIPYTU CPOKOBE, OIIPE/IECTICHH B

uyien 123 ot HacTosmus pernament 1 B uieH 113 ot Pernmament (EC) Ne 2017/...%.

2. B13 ocHOBa Ha He3aBUCcUM ouTeH Aokian Komucusta uapopmupa KI'MU, cnex kato ce e
yBepuia, ue Eudamed e HambiHO QyHKITMOHATHA M OTrOBaps Ha (PYHKITMOHATHUTE

crieur(uKaum, U3roTBEHH ChIiaacHo naparpad 1.

* OB: Mo, BbBeIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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Komucusra, cnen koncynranusa ¢ KI'MU u korarto ce € yBepuiia, 4ye ca U3I'bJIHEHU
ycrnoBusTa o naparpad 2, myoaukyBa cho01eHue 3a ToBa B Oguyuaner 6ecmHuk Ha

Eeponetickus cvio3.

I'naBa IV

Horuduuupanu opranu

Ynen 35

Opeanu, omeosapsawu 3a HOMuGUYUpaHume OpeaHu

Bcesika npprkaBa 4ieHKa, KOSTO Bb3HaMepsiBa J1a ONPEICTIN OpraH 3a OICHSIBAHE Ha
CBOTBCTCTBUECTO KATO HOTI/I(l)I/IIII/IpaH OpraH WM KOATO € OoImpeaciinia HOTI/I(l)I/IIII/IpaH oprag,
3a JIa M3BBPIIBA JCHHOCTUTE 10 OICHSBAHE HA CHOTBETCTBUETO CHITTACHO HACTOSIIIHS
perJiaMeHT, Moco4YBa OpraH (,,0praH, OTTOBapPSII 32 HOTU(PHUIIUPAHUTE OPraHu‘‘), KOUTO
MOJKE J1a C€ ChCTOM OT OTJICJIHU CYOCKTH ChIIIACHO HAI[MOHATHOTO MPAaBO M KOHUTO
OTroBapsi 32 yCTAaHOBSIBAHE Y M3BBPIIIBAHE HA HEOOXOAUMUTE MPOIICIYPH 3a OIICHSBAHE,
OIPCACIISIHC U HOTI/I(I)I/II_[I/IpaHe Ha OpPraHuTe 3a OLCHABAHC HAa CbOTBCTCTBUCTO U 3a
Ha6J'IIO[[€HI/I€ Ha HOTI/Iq)I/IIII/IpaHI/ITe OpraH, BKIIIOUUTCIIHO NOAU3IBJIHUTCIINTE U

IOACICHUATA HA TE3U OpTraHu.

OprassbT, OTTOBapAIL 32 HOTUPHUIMPAHUTE OPTraHy, Ce Ch3JaBa, OpraHu3upa U
(yHKIMOHMpa 110 TaKbB HAUUH, Y€ J]a 3ara3Ba 00EKTUBHOCTTA U O€3MPUCTPACTHOCTTA MIPH
JEMHOCTUTE CU U J1a U304rBa KaKbBTO U J]a € KOH(DIUKT Ha HHTEPECH C OpPraHuTe 3a

OLCHABAHC Ha CbOTBCTCTBUCTO.
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3. OprasasbT, OTTOBApAI 32 HOTUPHUIIMPAHUTE OPTaHH, € OPraHU3UPaH 10 TAaKbB HAYUH, e
BCSIKO PEIIEHUE BHB BPB3Ka C ONPEACISTHETO HIIM HOTH(GHUIMPAHETO Ja Ce B3eMa OT JIMIIA,

Pa3jIniHU OT TE€3U, KOUTO Ca U3BBPIINUIIN OLICHABAHETO.

4. OprassbT, OTTOBapsIL 32 HOTU(GHUIMPAHUTE OPraHH, HE U3BBPILBA AEHHOCTH,
OCBILECTBSIBAHHU OT HOTU(UIIUPAHUTE OPTaHU C THPIOBCKA II€JT HJIM Ha KOHKYPEHTHA

OCHOBA.

3. OpraubT, OTTOBapSIN 32 HOTU(DHUIIUPAHUTE OPTaHH, CHOJI0IaBa TIOBEPUTEITHUTE aCTICKTH
Ha nH(popManuaATa, KoATo mojydara. Toi obaue oOMeHs nHbopMaIus 3a
HOTU(QUIMPAHUTE OPTaHU C JPYTUTE IbPKaBU WieHKH, KomucusaTa 1 Koraro e

HE00X0IUMO — C IPYTHU PEryJIaTOPHU OPraHH.

6. OpransbT, OTTOBapsI 32 HOTU(GHUIMPAHUTE OPTraHH, pas3noara ¢ J0CTaTbueH Ha Opoii
KOMIIETEHTEH IIEPCOHAN, KOWTO € BUHArM Ha Pa3oJIOKEHUE 3a NU3IBJIHEHHUE HA 3a/1a4NTe

CH.

Koraro opransT, oTroBapsii 3a HOTUQHUIIMPAHUTE OPTaHH, € Pa3IMUeH OT HAIMOHATTHUS
KOMITETEHTEH OpraH 3a MEAULIMHCKUTE U3JENHS, TOW FrapaHTUpPa, Y€ C HAI[MOHATHHS
KOMIIETEHTEH OpPTaH, OTrOBAPSIL 32 MEIULIUHCKUTE U3JEIHs, CE U3BbPIIBAT KOHCYJITAIUU

10 CbOTBCTHUTC BBIIPOCH.
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7. JIbpkaBUTE WICHKH OMOBECTSBAT 0011a HH(YOPMAIHS 32 TEXHUTE MEPKH, yPeKIaIln
OLIEHSIBAHETO, ONPEAEITHETO U HOTU(PHUIIMPAHETO HA OPTaHUTE 3a OLIEHSIBaHE Ha
CBHOTBETCTBUETO U 3a HAOJIIOACHNE Ha HOTU(UIIMPAHUTE OPTaHU, KAKTO U 32 IPOMEHHUTE,

KOHMTO OKa3BaT CHIIECTBEHO Bh3ACHCTBHUE BBpPXY U3IBJIHCHUCTO HA TC3U 3aa4YU.

8. OpransT, OTTOBapAI 32 HOTU(PHUIMPAHUTE OPraHH, y4yacTBa B AEWHOCTUTE IO

MapTHbOPCKUTE MPOBEPKHU, IIPEIBUICHU B UJIcH 48.

Ynen 36

H3uckeanus, cvp3anu ¢ hHomuguyupanume opeanu

1. HOTI/I(i)I/II_[I/IpaHI/ITe OpTraH! U3IBJIHABAT 3aa4YUTE, 3a KOUTO Ca OIIPECACIICHU B CbOTBETCTBUC
C HACTOAIIHA PCTIIAMCHT. Te OTTOBApPAT HA OPraHU3aAlTUOHHHUTC U 06H_II/IT€ HU3HMCKBAHUA U HA
HU3UCKBAHUATA 3a YIIPABJICHUC HAa KAYCCTBOTO, 3a PECYPCUTC U MTPOLICCUTC, HGOGXOIII/IMI/I 3a
MU3IBJIHCHUCTO HA TC3U 3aJa4H. HO-CHGHI/I&J’IHO, HOTHq)HHHpaHHTG OopraHu Cria3Bat

W3UCKBaHUATA HA npuiioxkenue VII.

3a 1a ObaT U3BJIHCHN U3UCKBAHUATA, TIOCOYEHH B IIbPBA aJIMHES, HOTU(DHUITUpAHHUTE
OpraHH pas3moiaraT ¢ MOCTOSTHHA HATMYHOCT Ha JOCTaThUCH aJMUHUCTPATHBEH,
TEXHUUYECKU U Hay4€H IEPCOHAJ B CbOTBETCTBHE ¢ pa3zei 3.1.1 ot npunoxenue VII n
MEePCOHAJ ChC CHOTBETHUS KIIMHUYEH OMUT B CbOTBETCTBHE C pa3nen 3.2.4 OT NpuiioKeHre

VII, korato € Bb3MOXKHO, HA€T OT CaM¥sI HOTU(HUITUPAH OpPTaH.
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[Tepconanst, mocouen B pazaenu 3.2.3 u 3.2.7 ot npuioxenue VII, e cecTtaBeH ot
CITy’)KUTENIN Ha HOTU(UIMPAHKSI OPTaH U HE MOJKE J1a BKITFOUBA BHHIITHH €KCIIEPTH FITH

IIOAU3IIBJIHUTCIIHN.

Hotudunupanute opranu cbxpaHsBaT Ha pa3MooKeHHE Ha OpraHa, OTroBapsIl 3a
HOTH()HUIMPAHUTE OPTaHU, U MIPH MMOUCKBAHE MY MPEAOCTABST IsIaTa HEOOXOAMMAa
JIOKyMEHTAIMs, BKIIFOUUTEIIHO JOKYMEHTAIUATA Ha TIPOU3BOIUTEIS, 32 J]a OCUTYPSIT Ha
TO3U OpraH Bb3MOKHOCTTA JIa U3BBPIIBA JACHHOCTUTE CHU TI0 OLICHSIBAHE, OTPEEIIsTHE,
HOTU(UIIMPpaHe, HAOJIIOICHUE W HAI30P U JIa YJIICCHHU OLICHSIBAHETO, OMMCAHO B HACTOSIIIATA

IJjiaBa.

C uen ja ce rapaHTupa €IHAKBOTO IIpHJIaraHe Ha U3MCKBAHMSTA, yCTAHOBEHU B
npuioxkenue VII, Komucusta Moxe 1a npreMa akToOBE 3a U3II'BJIHEHUE, T0KOJIIKOTO TOBA €
HE00XOAMMO 32 pa3pellaBaHe Ha BBIPOCH, CBBP3aHH C PA3JIUYHOTO THIKYBAaHE U
IIPWJIAraHeTO Ha NMPaKTUKa. Te3u akTOBE 3a U3MBIHEHHUE CE IPUEMAT B CbOTBETCTBUE C

mpoIrieyparTa 1o pasriexkjiane, mocoueHa B wieH 114, maparpad 3.

Ynen 37

Tooenenus u noousnvanumenu

Koraro HoTu(umpan oprad Bb3jara KOHKpPETHH 33J]a4d, CBbP3aHU C OLECHSIBAHETO HA
CBOTBETCTBUETO, HA IMOAU3ITBIHUTEIN WIXA U3I0JI13Ba NIOIEJICHUE 32 KOHKPETHH 3aa4H,
CBBP3aHH C OLICHSABAHETO HA CbOTBETCTBUETO, TOM MPOBEPSBA AT IMOAU3IIBIHUTEIAT UIH
MOZCJICHUETO OTIOBaps Ha NMPUIOKUMUTE U3UCKBAHMS, [IOCOYCHU B IpuitokeHue VII, u

nHpOpMHpa ChOTBETHO OpraHa, OTTOBAPSI 32 HOTU(PHUIIMPAHUTE OpPraHH.
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2. HOTI/I(l)I/IIII/IpaHI/ITG OpraHy No€MarT MbJIHATA OTTOBOPHOCT 3a 3aAa4YUTC, USIIBJIHABAHU OT

TAXHO KM€ OT NOAUIIIBJIHUTECIIN WJIHN ITOACIICHU .
3. HOTI/I(i)I/II_[I/IpaHI/ITe OpTraHu OIIOBECTABAT HY6JII/I‘IHO CIIMCBK HAa CBOUTC MMOACIICHUA.

4, HCﬁHOCTHTe 10 OLICHABAHC HAa CbOTBCTCTBHUCTO MOT'AaT Aa 6L,Z[aT Bb3j1aradHu Ha
NOAU3IIBJIHUTCIIN UJIN U3ITBJIHABAHU OT IMOACIICHUC, IIPU YCIIOBUC YC (1)I/I3I/I‘IGCKOT0 nin
IOPUINYICCKOTO JIUIEC, KOCTO € MOJAJIO 3asABJICHUC 3a OLCHABAHC HA ChbOTBETCTBUCTO, €

OWMII0O ChOTBETHO HHPOPMHUPAHO.

5. Hotudunupanure opranu cbxpaHsBaT Ha pa3noJio’KEHUE Ha OpraHa, OTroBapsIll 3a
HOTHU(HUIMPAHUTE OPTraHU, BCHUKH CHOTBETHU JOKYMEHTH OTHOCHO MPOBEpKaTa Ha
KBaTM(DUKAIMSITA HA TIOU3ITBIHATENS K TIOJIEJICHUETO U OTHOCHO paboTaTa, U3BbPIICHA

OT TSX CBIJIACHO HACTOSIIIMS PETIaMEHT.
Ynen 38
3asenenue om opeanume 3a oyeHs8aHe HA CbOMBEMCMBUEMO 3a ONpedeiHe

1. OpranuTe 3a OlleHsABaHE Ha ChOTBETCTBUETO T0JIaBAT 3asBJICHUE 3a OIPEICIISHE JI0 OpraHa,

OTroBapsiil 3a HOTU(PHULHUPAHUTE OPraHH.
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B 3asgBieHneTO CE IMOCOYBAT JCHHOCTUTE 110 OIICHSIBAHE Ha CbOTBETCTBHUECTO, KAKTO Ca
OIMPCACIICHU B HACTOAIIUA PETJIAMCHT, U TUIIOBCTC U3ACIIUSA, 34 KOUTO OPraHbT UCKa J1a

ObJie oTpesieNieH, 3aeIHO ¢ JOKYMEHTAIus, I0Ka3Ballla cria3BaneTo Ha mpuioxkenue VII.

ITo oTHOIIEHNE HA OpraHU3allMOHHUTE M OOLIUTE N3UCKBAHUS U HA U3UCKBAHUATA 32
YIPaBIEHUETO Ha KAYECTBOTO, ONpEAENIeHH B pa3ienu 1 u 2 ot npunoxxenue VII, moxe na
ce MPEJICTABST BaJIHJICH cepTU(UKAT 32 aKPEIUTAIUS U CHOTBETHHAT JIOKJIA] 32 OIICHKA,
M3/1aJIeH OT HAllMOHAJIEH OpraH 0 aKkpeauTanusaTa B cboTBeTcTBHE ¢ Pernament (EO) Ne
765/2008, u ce B3eMat nmpeaBU I MpH orieHssBaHeTo 110 uieH 39. [Ipu monckBane obaue
3asIBUTEIIAT IPENOCTaBsl LisIaTa [IOCOYEHA B IIbPBa aJlMHEs JOKYMEHTALM, 3a 1a JOKaXKe

CIIa3BaHCTO Ha TC3HW U3HMCKBAHUSI.

OprassbT 3a OlIeHABaHE Ha CHOTBETCTBUETO aKTyaJH3Upa MocoYeHara B naparpad 2
JIOKYMEHTAIUs IPYU HACThIIBaHE HAa ChOTBETHUTE MPOMEHH, 32 J]a C€ J1a/ie Bb3MOKHOCT Ha
oprasa, oTroBapsIl 3a HOTU(ULIMPAHUTE OpraHy, ja HaOI0AaBa U Jja MPoBepsBa JajlH ce

M3IIBIHSABAT HEMIPEKHCHATO BCUUKU M3UCKBaHMS 1O npuiioxkenue VII.
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Ynen 39

OueH}zeaHe Ha 3as61eHuemo

l. OprassbT, OTTOBapSIL 32 HOTUDHUIMPAHUTE OPTraHH, IPOBEPsABa B CPOK 10 30 qHM Aanu
3asIBJICHUETO I10 YJI€H 38 € I'bJIHO U N3MCKBA OT 3asBUTENS /1A IPEICTaBU €BEHTyallHaTa
nurcBaiia nHpopmanusa. Korato 3asBI€HUETO € IIBJIHO, TO3U OPTaH T'o M3Mpalia Ha

Komucusra.

OpranbT, OTTOBapSIN 32 HOTU(DUIIUPAHUTE OPTaHH, ITPETIICHK A 3aIBICHUETO U
MpHUapy>KaBaliaTa JOKyMEHTalUsl B CbOTBETCTBUE ChC COOCTBEHUTE CH MPOLETYPU U

HU3TOTBs NPCABAPUTECIICH AOKJIAA OT OLICHABAHECTO.

2. OprassbT, OTTOBapsII 32 HOTU(DHUIMPAHUTE OPTaHH, IPEACTABS MIPEABAPUTEIIHUS TOKIA]] OT

oteHsBaneTo Ha KoMucusra, kosito He3abaBHO ro nmpenaa Ha KIMU.
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B cpoxk ot 14 1HU OT npencTaBsHETO, TOCOYEHO B Taparpad 2 OT HaCTOSIIHS YJIEH,
Komucusra, 3aenno ¢ KI'MU, onpeaens rpymna 3a CbBMECTHO OLICHSIBAHE, ChCTaBEHA OT
TpHUMa €KCIIePTH, OCBEH aKO KOHKPETHUTE OOCTOSATEICTBA HE U3UCKBAT pa3IndeH Opoit
eKcrepTH, u30panu oT cruchbka no wieH 40, maparpad 2. Equn oT Te3u ekcrnepTH e
npenacraButen Ha Komucusara 1 KoopauHUpa AEMHOCTUTE HA TpynarTa 3a CbBMECTHO
olieHsABaHe. Jlpyrure aBama eKCIepTH ca OT IbP’KaBU WIEHKH, PA3IMYHU OT AbpKaBaTa
YJIEHKA, B KOSITO € YCTAHOBEH OPTraHbT 3a OLIEHSBAHE HA CbOTBETCTBUETO, KOMTO € moaa

3adABJICHUCTO.

I'pynara 3a cbBMECTHO OLIEHSIBAHE CE€ ChCTOM OT €KCIEPTH, KOMIIETEHTHH J1a OLICHSABAT
JNEMHOCTUTE 110 OLIEHSBAHE HA CHOTBETCTBUETO U TUIIOBETE U3JEININS, KOUTO ca MPEAMET Ha
3asBJICHUETO, WJIK — OCOOCHO KOTaTo Mpoleayparta Mo OLEHsIBaHe € IpeAnpHeTa B
CBHOTBETCTBUE C WieH 47, maparpad 3 — ocurypsiBa Bb3MOKHOCT J]a C€ HAaIlPaBH MIPaBHIHA

MpelieHKa Ha KOHKPETHHS MpoOem.

B cpok ot 90 nHu cnen onpeaessiHETO Ha TpyIara 3a CbBMECTHO OICHSIBAHE TSI pa3rIexKaa
JIOKYMEHTAIUsTa, IPECTaBeHa ChC 3asBICHUETO ChIIacHO wieH 38. ['pymara 3a
CHBMECTHA OIICHKA MOXKE J1a TIPEeIOCTaBH 0OpaTHA HHPOPMAIHS WU J1a MTOUCKA
pHSHCHeHI/Ie oT opraHa, OTFOBap}IH_I 3a HOTI/I(i)I/ILII/IpaHI/ITe OpFaHI/I, OTHOCHO 3as4BJICHHUCTO U

IUIAaHUPAHOTO OLCHABAHC HA MSCTO.
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OprassbT, OTTOBApPSI 32 HOTU(PHUIIMPAHUTE OPTaHH, 3a€IHO C TPyTaTa 3a CbBMECTHO
OLIEHSIBaHe, IUIAaHUPA U U3BBPILBA OLIEHSIBAHE HA MSCTO HA OpPraHa 3a OLICHsABaHE Ha
CBHOTBETCTBUETO, KOWTO € MO 3asBIIEHUETO, U aKo € I1eJIecho0pa3Ho, Ha MOJieNICHHE WIH
MOJU3IIBJIHUTEN, pa3noioxkeH B Cho3a WK U3BBH HEro, KOMTO I1ie y4acTBa B Ipolieca Ha

OLICHABAHC HAa CbOTBCTCTBUETO.

OIIGHS[BaHeTO Ha MACTO Ha rmoaaivs 3adBJICHHUE OpraH C€ PbKOBOAW OT OpraHa, OTTrOBapsIIl

32 HOTU(UIMPAHUTE OPTaHH.

5. KoHcTaTanuu oTHOCHO Hecla3BaHe OT CTpaHa Ha OpraH 3a OLEHSIBaHE Ha ChbOTBETCTBHUETO,
KOWTO € ToJiaj 3asBJICHUETO, Ha U3UCKBaHUATa 1o npuioxeHue VII ce uznarar mo Bpeme
Ha TIpoIleca Ha OICHSBaHE U C€ OOCHKIAT MEKIY OpraHa, OTTOBapsIll 32 HOTU(DUIIUPAHUTE
opraHu, ¥ rpynara 3a CbBMECTHO OLICHSIBaHE, 32 JIa C€ IOCTUTHE KOHCEHCYC U Ja ce
HaMepH pelIeHre B CIIy4ail Ha pa3jinyaBallly ce€ CTAHOBHUIIA 110 OTHOILIEHUE Ha

OLCHABAHCTO Ha 3asBJICHUCTO.

B kpas Ha olLIeHsSBaHETO HAa MACTO OPraHbT, OTTOBAPSIL 32 HOTU(DUIIUPAHUTE OpraHH,
W3TOTBS 32 OpPTaHa 3a OIeHsIBaHEe Ha ChOTBETCTBUETO, KOMTO € MOoJ1al 3asBICHHUETO, CIIUCHK
Ha HEChOTBETCTBUATA, YCTAHOBEHU MIPH OLICHABAHETO, U PE3IOMUPA pe3yTaTa OT

OICHABAHCTO Ha Irpyriara 3a CbBMCCTHO OLCHABAHC.

OprassbT 3a OlLIEHSABaHE HAa CHOTBETCTBUETO, KOMTO € TI0/1aJT 3asBJIICHHUE, PEICTABS B
oTpeziesieH CPOK Ha HAIIMOHAIHUSA OpraH IJIaH 33 KOPUTHPAIIN U IPEBAaHTUBHU JEHCTBUS C

EJI OTCTpaHABAHC HAa HCCHOTBCTCTBUATA.
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B CpOK OT 30 AHHU CJICA MPUKIIIOYBAHC HAa OLICHKATa Ha MSCTO I'pyIiaTta 3a CbBMECTHO
OIICHABAHC NJOKYMCHTHpPA BCUYKH OCTaHAJIU pas3indaBallyd C€ CTAaHOBHUIIA 1O OTHOIIICHUEC

Ha OLCHABAHCTO U I'M U3IIpallld HAa OpraHa, OTTOBapsII 3a HOTI/I(l)I/ILII/IpaHI/ITe OpraHu.

Crnen KaTo NOdy4y IUIaH 32 KOPUTUPALLY U IPEBAHTUBHU JECUCTBUS OT MTOAAINS 3asBICHUE
OpraH, OpraHbT, OTTOBApPSI 32 HOTU(HUIIMPAHUTE OPTaHU, IPELEHIBA Tl € HAMEPEHO
MOAXOAIIO PELICHUE 32 HECHOTBETCTBUATA, yCTAHOBEHH T10 BpEME Ha OLIEHsABAHETO. B
IIJJaHA CE€ II0OCOYBAa OCHOBHATA MPHUYMHA 3a YCTAHOBEHNUTE HECHOTBETCTBHUS U CE 1aBa

I‘pa(bI/IK 34 UBIIBJIHCHUCTO HAa BKIIIOUCHUTE B HET'O ,Z[CﬁCTBPI?I .

CJ'IGI[ KaTO MMPHUEMC IJIaHa 3a KOpUTHUPAIIH U IIPEBAHTUBHU HCﬁCTBHH, OpTraHbT, OTTOBAPSAII
3a HOTH(bHHHpaHHTe OpraHu, usrpalia TO3M1 IJIaH U CBOCTO CTAHOBUIIC IO HCTO Ha
Tpynara 3a CbBMCCTHO OLICHABAHC. prHaTa 3a CbBMCCTHO OLICHABAHE MOXKE Ja M3HUCKaA OT

opraHa, OTroBapsiIl 3a HOTI/I(l)I/IIII/IpaHI/ITG OopraHv, JOIIbJIHUTCIIHU NOACHCHUS U U3MCHCHH.

OpranbT, OTTOBapAIL 32 HOTU(DULIMPAHUTE OPTaHH, U3TOTBSI OKOHYATEITHUS CH JOKJIA]l OT

OIIEHABAHETO, KOWTO ChIbpXKa:

— pe3yjaTaTuTe OT OLCHABAHCTO,
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— MOTBBPIKACHUC, Y€ KOPUTHUPAIIUTEC U IPCBAHTUBHUTC I[CflCTBI/I?[ Ca pas3rjicaaHu 1o

MOIXO/ISIII HAYWH U, IPH HEOOXOIUMOCT, Ca U3IIBJIHCHH,

— BCHYKU OCTaHAJIHA pa3jindaBalln C€ CTaHOBUIIIA C I'pyIlaTa 3a CbBMECTHO OLICHABAHC

1, KOraTo € IPUJI0KUMO,
— npenopbyaHust 00XBaT Ha IEHHOCTHTE.

8. OpraubT, OTTOBapSIN 32 HOTU(DHUIIUPAHUTE OPTaHH, ITPEIaBa OKOHYATSITHHS CH JOKIIA] OT
OLICHABAHETO U, KO € MPUJI0KUMO, ITPOEKTA Ha aKTa 3a onpenaeissHe Ha Komucusra,

KI'MH u rpynata 3a CbBMECTHO OLICHSIBAHE.

9. I'pynara 3a chBMecCTHO oIleHsIBaHe npeacTaBs Ha KoMucusita OKOH4aTeTHO CTAaHOBHIIE
OTHOCHO JIOKJIaJ]a OT OLIEHSIBAHETO, U3TOTBEH OT OpPraHa, OTTOBAPSII 32 HOTU(PUITUPAHUTE
OpraHu, ¥ aKo € MPUII0KUMO — OTHOCHO MPOEKTa Ha aKTa 3a ornpeaessiHe, 10 21 aAHu oT
[I0JTy4aBaHETO Ha Te3U JOKYMEHTH, a KoMucusita He3abaBHO Ipe1aBa OKOHYATEIIHOTO
cranoBuiie Ha KI'MU. B cpok oT 42 n1HM OT ojydyaBaHe Ha CTAHOBHUILIETO Ha rpynara 3a
cbBMecTHO orneHaBane KI'MU u3nu3a ¢ npenopbka Mo NpoeKTa Ha akTa 3a ONpeeIsaHe,
KOSITO OpPraHbT, OTTOBAPAIL 32 HOTU(DUIIMPAHUTE OPTaHH, HAJICKHO B3eMa MPEABHU C

OTJIE]] Ha PEIICHUETO CH 3a ONpeieisiHe Ha HOTU(DUIIMPAHUS OpraH.
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10. Upes akToBe 3a m3nbiHeHHe Komucusta Moxe 1a mpueMa MepKu ¢ oApOOHH MpaBuiia 3a
ompeessHe Ha POLETyPUTE U JOKIAJUTE OTHOCHO 3asBJICHUETO 3a OMPEEIIsTHE 0 YIeH
38 ¥ OIleHsIBAHETO HA 3aABJICHUETO 110 HACTOSIINS YiIeH. Te3W aKTOBE 3a U3MBbIHEHUE CE

npueMar B CbOTBCTCTBHUC C IIpoLCAypaTa IO pa3riICKJaHE, ITIOCOUCHA B YJICH 114,

naparpag 3.
Ynen 40
IlocouBaHe Ha ekcnepmu 3a Cb8MeCHHO OYeHA8aAHe
Ha 3a5671eHUs 3a Homuguyupane
1. JspxaBute wieHKH 1 KomucusTa mocoyBar eKcrepT, KBaTu(UIpaHy 3a OleHsIBaHEe Ha

OpTraHUTC 3a OUCHABAHC HAa CbOTBECTCTBUCTO B obOiacrTra Ha MCAUIIUMHCKHUTC U3ACTIHUA, KOUTO

Jla y4acTBaT B IGMHOCTUTE, IOCOYEHU B WiieHOBE 39 u 48.

2. Komucusita nomabpika CliuChbK Ha €KCIIEPTUTE, IOCOUYCHH ChIIacHO maparpad 1 ot
HACTOSIKS YJIeH, 3ae/IHO ¢ UH(OopMalKs 3a TAXHATa KOHKPETHA 00JIacT Ha KOMIIETEHTHOCT
1 EKCIIepPTHU 3HaHUA. TO3H CIUCHK ce MPEOCTaBs Ha Pa3MoI0KEHNE HA KOMIIETEHTHUTE

OpTraHHd Ha AbPKABUTC YICHKHU YPEC3 CIICKTPOHHATA CHUCTCMA, ITIOCOYUCHA B YJICH 57.
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Ynen 41

E3uxosu usuckeanus

Beuuku 1oKkyMeHTH, H3UCKBAaHU ChIacHO wieHoBe 38 u 39, ce cheTaBAT Ha €3UK(11H), KOHUTO

(KOI/ITO) CC OnpeaciAT OT CbOTBCTHATA AbPiKaBa HJICHKA.

IIpu npuitaraHeTo Ha IbpBa aauHeEs AbPKABUTE YICHKU Pa3IVIeKIaT Bb3IPUEMAHETO U
M3M0JI3BAHETO Ha 00IIopa30upaeM e3nK B 00JacTTa Ha MEANIMHATA 32 Is1aTa ChOTBETHA

AOKYMCHTAI M WUJIKU 3a 4aCT OT HEA.

Komucusita npegocraBs npeBoAu Ha JOKYMEHTAIUATA ChIIACHO WwieHOBe 38 v 39 uiu Ha 4acTH OT
Hest Ha ounmaneH e3uk Ha Chro3a, KOUTO ca HEOOXOIUMHU, 32 1a MOXKE JOKYMEHTAIUsITA J1a €

JIeCHO pa3dupaema 3a TpymaTa 3a CbBMECTHO OLICHSIBaHE, OTpeIeeHa B ChOTBETCTBUE € WiieH 39,

naparpag 3.
Ynen 42
IIpoyeodypa 3a onpedenane u Homugurayus
1. JIbpKaBUTE WICHKH MOTAT Ja ONPEAEISAT eIMHCTBEHO OPTaHu 3a OICHSIBaHE Ha

CbOTBCTCTBUCTO, 3a KOUTO € IIPUKITIOYWIIO OLICHABAHCTO 110 YJICH 39 u kouTo OTTOBAPAT Ha

M3UCKBaHMATA 110 Npuioxkenue VIIL
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2. I["bp)KaBI/ITe YJICHKHU yBE€AOMABAT Komucusara u octanaaure ABPIKAaBH YICHKHU 3a OPraHUTC
3a OLCHABAHC HAa CbOTBECTCTBHUETO, KOUTO Ca ONPEACTIUIN, KaTO U3IOJ3BAT CICKTPOHHATA
CHUCTEMaA 3a HOTPI(i)I/II_II/IpaHC B PaAMKHUTC Ha 0asarta JaHHHU Ha HOTI/I(I)I/II_II/IpaHI/ITe OpraHuy,

pa3paboreHa u ynpasisBaHa oT Komucusra (NANDO).

3. B HoTH(}UKaIMATA ICHO CE TTOCOYBA, KaTO CE U3IOI3BAT KOJOBETE, IOCOUYCHU B
naparpad 13 ot HacTosAIIHS YWieH, 00XBaTHT Ha JICHHOCTHTE, KATO CE YKa3BaT JCHHOCTHUTE
TI0 OLICHSIBaHE HA ChOTBETCTBUETO, OMPEICIICHU B HACTOSIIUS PETJIAMEHT, U TUTIOBETE
W3JIeIHsl, KOUTO HOTU(UIIMPAHUAT OPraH MMa IpaBo Ja OleHsBa, KaKTo U, Oe3 /1a ce 3acsra

YJICH 44, BCHYKHU YCJIOBUA, CBbpP3aHU C OIIPCACIIAHCTO.

4. HOTI/I(I)I/IKaL[I/IHTa CC MIpHUJpPYy KaBa OT OKOHYATCIIHUSA JOKJIa[ OT OLICHABAHCTO, U3TOTBCH OT
oprasa, OTTOBapsIll 32 HOTU(HUIIMPAHUTE OPraHU, OKOHYATETHOTO CTAHOBHIIE HA TpyIaTa
3a ChbBMECTHO OIIEHsSIBaHE, MocoyeHa B wieH 39, naparpad 9, u npenopbkara Ha KI'MU.
Korato nHotudumnupamara appkaBa 4ieHKa He ce cho0pasu ¢ nmpenopbkara Ha KITMU, 14

TIPEIOCTaBs HAIJIS)KHA 00OCHOBKA.

5. be3 na ce 3acsra unen 44, HoTuduuupaara AbpkaBa uieHka nHpopmupa Komucusra u
OCTaHAJINTE JbpKaBU YJICHKHU 32 BCUUKHU YCIIOBHSI, CBBP3aHU C ONPEIEISIHETO, U
IIPEIOCTaBs JOKYMEHTHH JOKA3aTEICTBA OTHOCHO BbBEIECHUTE MPABUiIa, KOUTO
rapaHTUpar, 4€ HOTU(PUIHUPAHUAT OpPraH MoJJIeKU Ha peOBHO HAOIIOECHUE U Y€ TOM 111e

NPOABJIKH J1a U3MTBIHABA U3UCKBAaHUTA 1O npriiokenune VIIL.
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6. B cpok 110 28 nHu ot HOTH(UKaMITA, TOCOYEHA B aparpad 2, 1bp:KaBUTE WIEHKU WIH
Komucusara morar 1a oTIpassT NUCMEHHU Bb3PaXEHUs, KATO U3THKHAT apIryMEHTUTE CH IO
OTHOILICHHE Ha HOTU(UIIUPAHUS OpraH WK HaOJII0AEHUETO My OT CTpaHa Ha OpraHa,
OTroBapsil 3a HOTU(GULUPAHUTE OpraHu. AKO He OBbJIaT OTHPABEHH Bb3parkeHUs,
Komucusara myonukysa B NANDO HoTu(uKanusaTa B paMkuTe Ha 42 IHU OT JlaTaTta Ha

YBEJIOMSIBAHETO ¥ ChIIacHO maparpad 2.

7. Koraro nppxaBa unenka unu Komucusita moBaurse Bb3pakeHusi B CbOTBETCTBUE C
naparpad 6, Komucusara otnacst Beripoca 10 KI'MU B cpok ot 10 q1uuU ciex u3Tu4aHe Ha
cpoka no naparpad 6. Cinen koHcynTanus cbe 3aunTepecoBanute crpanu KI'MU nasa
CTAaHOBHILETO CU Ha-KbCHO B CpOK OT 40 AHM cJIe1 OTHACSIHETO HA BBIIPOCA 10 Hesl.
Koraro KI'MMU cwmsTa, ue HoTuUKausaTa Moxe 1a Obae npueta, Komucusra s

myonukyBa B NANDO B cpok ot 14 auu.

8. Koraro KI'MU, cnen kato e 6uiia KOHCY/ITHpPaHa B ChOTBETCTBHE ¢ maparpad 7, moTBbpau
CBHILIECTBYBAIIIO Bh3paKEHNE WIIN MOBAUTHE IPYTO Bb3paxkeHHe, HoTU(HIMpaIiara
IbprKaBa YJIeHKa MpeCcTaBs MUCMEeH OTroBop Ha ctanoBuiieto Ha KI'MU B cpok ot 40
AHHU OT MOJIYYaBaAHCTO MY. B OTTOBOpa CC pasrjicKaaT NOBAUTHATUTC B CTAHOBUILICTO
BB3PAKCHUA U CC U3JIaraT MOTUBHUTC 34 PCILICHUCTO HA HOTI/I(bI/II_II/IpaH_IaTa ABbprKaBa YICHKA

Aa onpeaciin Wik Ja HE OIIPCAC/IN OpraHa 3a OIICHABAHC Ha CbOTBCTCTBUECTO.
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9. Koraro HoTn¢ummpamara 1ppxkapa 4wieHKa PEIn Aa MOTBBPIU PEIICHUETO CH 1
OIIpEZEIIN OPTraHa 3a OLICHSABAHE Ha CbOTBETCTBUETO, KATO U3JI0KH CBOUTE OCHOBAHUS B
cboTBeTcTBUE ¢ naparpad 8, Komucusra nmy6nukysa Hotudukanuiara B NANDO B cpok oT

14 nHU OT yBEJOMSIBAHETO CH.

10. [Tpu my6nukyBanero Ha HoTu(ukanusiTa B NANDO Komucusita 1o6aBsi B e1eKTpOHHATA
cUCTeMa 10 WieH 57 u nHpopManusATa 3a HOTU(HUKANHITA HA HOTU(DUIIUPAHKS OpPTaH
3a€IIHO C JOKYMEHTHUTE, IOCOUYCHH B maparpad 4 oT HACTOSIINS WICH, M CTAHOBUIIETO H

OTrOBOPA, TOCOYCHHU B maparpadu 7 ¥ 8§ OT HACTOSIIIHS YJICH.

11. OnpenensiHETO cTaBa BalUAHO B ACHS Ce/ MyOIUKyBaHETO HA HOTU(UKALIUATA B
NANDO. B nybnukyBanaTa HOTU(UKALKS CE TTOCOYBAa 00XBATHT HA 3aKOHHATA JICWHOCT 32

OLICHABAHC HAa CBOTBCTCTBHUCTO Ha HOTH(bHHHpaHHH oprax.

12. CBhOTBETHHUSAT OPraH 3a OLICHSBAaHE HA CHOTBETCTBUETO MOXKE Jla U3ITBIHABA (DYHKIIMUTE HA
HOTHU(UIIMPAH OpTaH caMo CJIe]T KaTO OMPEEISTHETO € CTAaHAIO BAIMIHO B ChOTBETCTBUE C

maparpad 11.
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13. Jo ... [mect Mecena OT 1arara Ha BIM3aHE B CHJIa HAa HacTosus peraament| Komucusra,
Ype3 aKTOBE 3a M3ITBIHEHUE, ChCTaBS CITUCHK Ha KOJOBETE U ChOTBETCTBAIIMTE TUITIOBE
W3JIeNHs ¢ LIeN JIa ce Ompeean 00XBaThT Ha JEMHOCTUTE Ha HOTU(DUIIMPAHUTE OPTaHHU.
Te3u akTOBE 32 H3MBIHEHUE CE NIPHUEMAT B ChOTBETCTBUE C MPOIleIypaTa Mo pa3riexaane,
nocoueHa B wieH 114, maparpad 3. Komucusra, cien koncynranus ¢ KI'MU, moxe na
aKTyaJIn3upa TO3H CIUCHK Bh3 OCHOBA, HApe]| C IPYroTo, Ha HHPOPMAIUITA, TOTyICHA OT

KOOPJIMHAIIMOHHUTE IEHHOCTH MO0 4JieH 48.

Ynen 43

Hoenmugurayuonen nomep u CRUCHK HA HOMUDUYUPAHUME OP2aAHU

1. Komucusra onpenens uneHTH(GUKAIMOHEH HOMEP Ha BCEKH HOTU(UIIMPAH OpraH, 3a
KONTO HOTH(HKAIMATA CTaBa BAIMHA ChIIacHO wieH 42, naparpad 11. Ts onpenenst camo
€/IMH UICHTH(PHUKAIMOHEH HOMED, I0OPU KOTaTO OPTaHbT € HOTH(HUIIMPAH CHIIIACHO
HAKOJIKO akTa Ha Cpro3a. Koraro ca onpenesneHu B CbOTBETCTBUE C HACTOSALIMS PETIAMEHT,
opranute, HotTuduupanu ceriacHo Jupextusa 90/385/ENO u Qupextusa 93/42/ENO,
3ara3BaTr UIEHTU(PUKALMOHHUTE HOMEpa, KOUTO ca OMPEAEICHHU 3a TSIX B CbOTBETCTBUE C

TC3U NUPCKTHUBU.
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Komucusara npasu myoamano gocteieH B NANDO crimcbka Ha OpraHuTe, HOTUQHUIMPAHA
CBIVIACHO HACTOSILUS PErJIaMeHT, BKIFOUUTENHO ONPEIEIeHUTE UM UIEHTU()PUKALIMOHHN
HOMEpA, IEHHOCTUTE IO OLICHABAHE HA CbOTBETCTBUETO, KAKTO € ONPEAEIECHO B HACTOSIILINS
pEriIaMeHT, U TUIIOBETE U3/IeNus, 3a KOUTO ca HoTu(upanu. OCBEH TOBa TS ONOBECTSBA
TO3U CIIMCHK U B €JIEKTPOHHATA CUCTEMA, ITocoueHa B uiieH 57. KoMucusra nogabpxa To3u

CIIMCBK aKTYyaJICH.

Ynen 44

Habnooenue u nocreosauo oyenasane Ha Homuguyuparnume opeaHu

Hotudunupanure opranu yBeaomsBaT 6e3 3a06aBsiHe U Hali-KbCHO B CPOK OT 15 1HU
oprasa, OTTOBapsIll 32 HOTU(HUIMPAHUTE OPTraHH, 32 CbOTBETHUTE IPOMEHH, KOUTO MOTaT
Jla OKa)kaT OTPaKCHUE BbPXY CbOTBETCTBUETO C U3UCKBAHUATA 110 NpuioxeHue VII wim
BBPXY CIOCOOHOCTTA UM J1a U3BBPIIBAT JEHHOCTUTE MO OLICHSIBAHE HAa ChOTBETCTBUETO BHB

BPB3Ka C U3ACIINATA, 3a KOUTO Ca ounn OIIPCACIICHH.

OpranuTte, OTrOBapsIIy 32 HOTU(PUIIMPAHUTE OPraHu, U3BBbPLIBAT HAOIIOACHHE Ha
HOTHU(HIMPAHUTE OPTraHu, YCTAHOBEHH Ha TSIXHA TEPUTOPUS, U HA TEXHHUTE MOJICTICHUS U
MOAN3ITBIHUTEINH, 32 J1a C€ TapaHTHUPA, Y€ T€ MPOIbKABAT /1A CI1a3BaT U3UCKBAHMITA U J1a
U3ITBJIHABAT 33AbJDKEHUSTA CU 10 HACTOALMS peryiaMeHT. 1Ipu nouckBaHe OT CBOsI OpraH,
OTroBapsiIl 32 HOTH(PHUIMPAHUTE OPTraHH, HOTU(PHUIIMPAHUTE OPTaHH MTPEIOCTABST LIsJIaTa
ChOTBETHA MHPOpPMAIUA U JTOKYMEHTH, KOUTO ca He0OX0oAuMHU Ha oprana, Komucusra u

OCTAHAJIUTE AbPIiKABU YJICHKHU C LEJI ITPOBEPKAa HA CbOTBCTCTBUCTO.
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3. Koraro Komucusra uimm opranbT Ha JbprkaBa YiCHKA IMOJAAAT 10 HOTH(GHUIMPAH OpTaH,
YCTAaHOBCH HA TEPUTOPHSATA HA JAPYra AbpiKaBa WICHKA, HCKaHE, CBbP3aHO C OILCHSIBAHETO
Ha ChOTBETCTBHETO, M3BBPIICHO OT TO3M HOTU(HUIIMPAH OpraH, OPraHbT Ha OTIIPABUIIATA
MCKAHETO JbprKaBa YIeHKa M3Mpalla KOIKe U 0 OpraHa, OTroBapsIil 32 HOTU()UIIMPAHUTE
OpraHy, Ha Jipyrara abpkaBa wieHKa. ChOTBETHUAT HOTU(HUIMPAH OpraH OTrOBaps Ha
MCKaHeTo 0e3 3a0aBsHE U Hall-KbCHO B CPOK OT 15 gau. OpranbT, OTTOBApSII 32
HOTI/Iq)I/IIII/IpaHI/ITe OpraHt, Ha AbprKaBaTa 4JICHKA, B KOJATO € YCTAaHOBCH HOTI/I(bI/IHI/IpaHI/IHT
OpraH, OCUTypsiBa pa3riiexkIaHEeTO OT CTPaHa Ha HOTU(DUIIMPAHUS OPTaH Ha HCKAHUSITA,
MpeACTaBeHU OT OPraHUTE Ha JAPyra AbprkaBa 4ieHKa Wik oT KoMucusra, 0CBeH KOrato
CBIIIECTBYBA 3aKOHHO OCHOBAHKE TOBA Jla HE CE HAMPaBH, B KOMTO ClIy4yail BBIPOCHT MOXKE

na ce orHece 1o KI'MMU.

4. [ToHe BeIHBX TOAMIITHO OPTAHUTE, OTTOBAPSIIH 32 HOTU(DUIIUPAHUTE OPTaHH, OI[CHSIBAT
OTHOBO J1aJIM HOTU(UIIMPAHUTE OPTaHH, YCTAHOBEHU HAa ChOTBETHATA UM TEPUTOPHSL, U
KOTaTo TOBA € 11eJIeChOOPAa3HO — MOJEIECHUATA U OJU3IIBIHUTEINTE, 3a KOUTO TE3H
HOTU(UIMPAHU OpTaHU OTrOBAPSIT, MPOIBIKABAT Ja U3IIBJIHABAT U3UCKBAHUATA U
3aabipKeHuATa cu 1o npunoxxenue VII. To3u npernen BKI0YBa OAUT Ha MACTO HA BCEKU
HOTU(UIMPAH OPraH U MpU HEOOXOTUMOCT — Ha HETOBUTE MOJICICHUS U

NOAU3IIBJIHUTCIIN.
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OpraubT, OTTOBapSIL 32 HOTU(DUIIUPAHUTE OPTaHH, U3BBPIIIBA CBOUTE JCHHOCTH 10
HaO0JII0/ICHUE U OIICHSIBAaHE CHITIACHO TOIUIICH TUIaH 3a OLICHSBAHE, 3a Jla TapaHTUpa, ue
MOke e(DeKTHBHO Ja U3BbPIIBA HAOTIOACHIE Ha HEMPEKbCHATOTO Ca3BaHe OT CTPaHa Ha
HOTHU(HUIMPAHUS OPTaH HA U3MCKBAHMSTA M0 HACTOSINNSA perjaMeHT. To3H MmiaH chabpxka
MOTHBHpAH TpavK 32 4eCTOTaTa Ha OICHABAHETO HA HOTU(UIIMPAHHS OPTaH U I0-
CIIEIMATHO HAa CBBbP3aHUTE C HETO MOJICTCHUS U OAU3IBIHUTENN. OpranbT MpeACTaBs Ha
KI'MMU u na Komucusita TOOUIIHAS CU IUIaH 32 HAOJIIOAeHNE WM OLIEHIBaHE 34 BCEKU

HOTU(HILMPAH OpPTaH, 3a KONTO 0TroBaps.

HabmoneHneTo Ha HOTU(UIIMPAHUTE OPTaHU OT CTPaHa Ha OpraHa, OTroBapsll 3a
HOTU(UIMPAHUTE OPTaHU, BKIIIOYBA OJAUTHU Upe3 MPEKU HAOII0JCHHUS Ha TIepCoHalla Ha
HOTU(UIPAHUS OpraH, BKIIOYUTEIHO ITPH HE0OX0AUMOCT Ha MepcoHasia Ha MOJIeICHHUTa
Y IOJU3IIBIIHUTEIIUTE, IT0 BpEME Ha MPOLIECA HA OLICHABAHE OT CTPAHA HA TO3M IIEPCOHAT

Ha CUCTEMATa 3a YIIPaBJICHUC HA KaUCCTBOTO B 00€eKT Ha IMPONU3BOAUTCIIA.

[Ipu HaGnrogeHneTo Ha HOTU(PUIIMPAHUTE OPraHu, OCHIIECTBIBAHO OT OPraHa, OTTOBAPSII]
3a HOTH(HUIMPAHUTE OPTaHu, ce B3eMaT MPEABH JaHHH, OTyUYeHHU OT HaJA30pa Ha masapa,
MPOCJIEeASIBAHETO Ha 0€30MaCHOCTTA U HAJ30pa Clie]] ITyCKaHe Ha Ta3apa, 3a Jia ce CIIOMOTHE

3a JaBaHCTO Ha HACOKH II10 ,Z[GI\/JIHOCTTa.

OprassbT, OTTOBapSII 32 HOTUPHUIIMPAHUTE OPTaHH, OCUTYPSIBA CHCTEMAaTUIHO
MpocieasBaHe Ha KallOu U Apyra nHGopMalys, BKIIOYUTEIIHO OT APYTH AbP:KaBH YICHKH,
B KOUTO MOE J1a € IOCOYEHO HECTa3BaHE HA 3aIbJDKEHUATA OT CTpaHa Ha Ja/IeH

HOTU(UIMPAH OpraH WM OTKIIOHEHUE OT YTBbPAEHA WU 100pa MPaKTHKA.
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10.

1.

OprassbT, OTTOBApPSII 32 HOTUPHUIIMPAHUTE OPTaHH, MOXKE B TOIIBIIHEHHE KbM PEIOBHOTO
HaOJII0ICHNE U OLIEHsIBaHE Ha MSCTO J1a IIPaBU MpErjieiu ¢ KpaTKo NPEU3BECTHE,
BHE3aIIHY WJIM HApPOUYHU IperyieIy, ako TOBa € HE00X0AMMO 3a pa3pellaBaHe Ha KOHKPETeH

HpO6J’I6M HJIN 34 IPOBCPKA HA CbOTBETCTBUCTO.

OprassbT, OTTOBapAI 32 HOTU(GHUIMPAHUTE OPTraHH, IPABU IPEriie/l Ha HalPaBEHOTO OT
HOTU(UIMPAHUTE OPTraHu OLICHSBAHE HA TEXHUYECKaTa JOKyMEHTALUs Ha
MIPOU3BOJUTENNTE, U 110 CIIEUATHO — HA JOKYMEHTAlUATA BbB BPb3Ka C KIMHUYHUTE

OIICHKHU, KaKTO € MIOCOYEHO MO-TIOAPOOHO B UJjieH 45.

OprasbT, OTTOBApAIL 32 HOTUPHUIUPAHUTE OpPraHH, JOKYMEHTUPA U PETUCTPUPA BCUUKH
KOHCTaTHUpPaHU CIy4yad Ha HeCIa3BaHe OT CTpaHa Ha HOTU(UIMPAHHUS OPTaH Ha
M3UCKBaHUATA 110 NpuioxeHue VII u ciienn 3a HABpeMEHHOTO U3ITBIHEHUE Ha

KOopurupamu1 1 NpCBaHTUBHU I[CI\/JICTBI/ISI.

Tpu ronunm ciaen HOTUPUKALMATA HA HOTU(UIMPAH OPraH U Cliel TOBA Ha BCEKH YETUPH
TOAVHU OpraHa, OTTOBApSIL 32 HOTU(QHULIMPAHUTE OPraHH, Ha IbpKABATa YJICHKA, B KOSTO €
YCTaHOBEH HOTU(UIMPAHUAT OpPTaH, U IpyraTa 3a CbBMECTHO OILICHSIBaHE, ONpeeIIcHA 3a
LIEJIUTE Ha Ipoleaypara no wieHose 38 u 39, u3BbpIIBAT LSAIOCTHO MOCJIEBALIO0
OLICHSIBAHE, 32 J1a YCTAHOBAT JaJH HOTU(UIIUPAHUAT OpraH MPOAbIDKaBa J1a H3IIbIHIBA

M3UCKBaHMATA 10 npuioxkenue VIIL

Ha KoMucusrta ce npenocrass npaBOMOIIMETO Ja IpUEMa JIeJIeTUPAaHU aKTOBE B
cboTBeTCTBUE C wieH 115 3a u3menenue Ha nmaparpad 10 c nen npomsiHa Ha yecToTaTa Ha

HU3BBPHIBAHC HA HAJIOCTHOTO ITOCJICABAIIO OLUCHABAHE, TIOCOYUCHO B CHIIIHA Haparpa(b.
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12.

[ToHe BeqHBX TOUIIIHO IbPKaBUTE WICHKHU JokiaaBaT Ha Komucusara u va KI'MU 3a
JEHHOCTHUTE CH 10 HAOIIOJCHUE U OLICHSIBAaHE HA MSCTO Ha HOTU(DHUITUPAHUTE OPTAHHU U aKO
€ IPWJIOKUMO, Ha TEXHUTE MOJIEJICHUS U TOAU3IBIHUTENN. JIOKIaabT ChAbpHKa
nH(popMaIns 3a pe3yNTaTUTe OT T€3H JEeHHOCTH, BKIIOYUTEIHO OT IEHHOCTUTE TIO
naparpa¢ 7, u ce tperupa or KI'MU u Komucusita karo noseputenta nHpopMmanus; Tou

obaue BKIIOYBA PE3IOME, 70 KOSTO e MPEeI0CTaBs MyOInYeH TOCThII.

Pe3roMe Ha okitaza ce BbBEXK/IA B €JIEKTPOHHATA CUCTEMA, IOCOYEHA B WIIEH S57.

Ynen 45

Hpeazec) HA U36bPULIEHOMO Om Homuqu;upaHuﬂ OpeaH OYyeHABaHe Ha mexnudveckama

00KyMeHmayus

u Ha OOKymeHmauuﬂma 6b6 6PB3KA C KIIUHUYHaAmMAa OYeHKa

OpranbT, OTTOBapSIN 32 HOTU(DUIIUPAHUTE OPTaHM, ITPABH MPETIIE, KATO YacT OT
TEKYIIOTO HAOII0IcHNE HA HOTH(UITMPAHUTE OPraHH, Ha IMTOIXO AT OpOil OLICHKH,
M3BBPIICHU OT HOTU(PHUITUPAHKS OpTraH MO OTHOIICHWE Ha TEXHUYECKaTa JOKYMEHTAIUS Ha
MIPOU3BOUTENNTE, MO-CHEIIMATHO HA JOKYMEHTAIIMATa BbB Bph3Ka ¢ KIMHUYHATA OLICHKA
o pazzen 6.1, Oyksa B) u r) oT npuiioxkenue 11, ¢ nen npoBepka Ha 3aKIIOYEHUSTA,
HaIMpaBeHH OT HOTU(UIIUPAHUS OPTaH Bb3 OCHOBA HAa MH(OPMAIIUATA OT IPOU3BOTUTEIIS.
OpraubT, OTTOBApSIN 32 HOTU(DHUIIUPAHUTE OPTaHU, U3BBPIIBA TE3H MPETIIEAN KAaKTO OT

Pa3CTOAHUEC, TaKa U Ha MACTO.
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2. N3BagkaTta oT JocueTa, KOMTO MOAJIEKAT Ha IPEeriiesl B CbOTBETCTBUE ¢ maparpad 1 ce
IUTAaHUPA U € IPEICTaBUTENHA 3d BCHYKH TUIIOBE U3JEIHS, U O-CIIEUAITHO
BHUCOKOPHUCKOBUTE U3JEIIUs, U PUCKOBETE, CBBP3aHU C TAX, CEPTUPHULMPAHU OT
HOTU(UIMPAHHsI OpTaH, ¥ € Ha/lJIe’)KHO 000CHOBAaHA U IOKYMEHTHpaHa B IUIaH 3a OLCHKa
10 U3BaJKH, KOWTO Mpu nouckBaHe ce ocurypsasa Ha KI'MU ot oprana, otrosapsumi 3a

HOTU(QUIIMPAHUTE OPraHu.

3. OprasasbT, OTTOBApPSI 32 HOTU(PHUIMPAHUTE OPTaHK, IPAaBU TPETJie/l Ha TOBA JaJIn
OLIEHSIBAHETO € OMJIO M3BBPIICHO MPABUIIHO OT HOTU()ULIMPAHUS OpraH U NpoBepsiBa
IIPWJIOKEHUTE TIPOLIEAYPH, CBbP3aHaTa ¢ TOBA JOKYMEHTALUA U 3aKII0YCHUTA, HAIIPABEHU
oT HoTuHuIMpaHus opras. [IpoBepkaTa oOxBala TeXHHUECKaTa JOKYMEHTALUS U
JOKYMEHTALUATA BbB BPb3Ka C KIIMHUYHUTE OLICHKU Ha IIPOU3BOAUTEIISA, BBPXY KOUTO CE

OCHOBaBa OIICHSBaHETO Ha HOTUuUIMpaHus oprad. [Ipu nperneaure ce uznonssar OC.

4. [Ipernenure ca 4yacT ¥ OT MOCJEIBALIOTO OLIEHSIBaHE HA HOTU(GUIIMPAHUTE OPTaHU
chriacHo wieH 44, maparpad 10 u 1eiiHOCTUTE 32 ChBMECTHO OIICHSIBAaHE, TOCOYCHHU B
uieH 47, maparpad 3. [Iperneaure ce nmpaBsT, KaTo € U3MOI3BAT MOAXOIAIIN €KCIIEPTHU

3HaHU:.
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5. BB3 ocHOBa Ha JOKJIAAUTE OTHOCHO NPETJIEAUTE U OLICHKUTE HA OPraHa, OTroBapsm] 3a
HOTU(UIMPAHUTE OPTaHU, UM HA TPYIUTE 32 CbBMECTHO OLICHSBAHE, HA JAHHUTE OT
onucanute B r1asa VII geliHocTH Mo Ha30p Ha Masapa, npociesBaHe Ha 0e30MacHOCTTa
U Ha/130p Clie]] yCKaHe Ha Ma3apa, B KOHTEKCTa Ha MOCTOSHHOTO CJIEJICHE Ha TEXHUYECKUS
nporpec ujm Ha HaOEeII3BaHETO HA ONACEHUA U HOBOBB3HHKBAIIU BBIIPOCHU, CBBP3aHU C
0e30MMacHOCTTa U AelicTBUETO Ha MeauHckuTe u3nenus, K'MU mosxe na npenopbua
H3BAJIKUTEC, U3BbPHIBAHU CHIJIACHO HACTOAIIUA YJICH, Aa O6XBaHIaT IIO-T'OJIAM HJIH I10-
MaJbK )1 OT TEXHUYECKaTa TOKyMEHTALU U JOKyMEHTALMATA BbB BPb3Ka ¢ KIMHUYHUTE

OLICHKH, OICHABAaHHU OT HOTI/I(I)I/II_II/IpaHI/IH OpraH.

6. [TocpenctBom akToBe 3a n3nbjiHeHUe Komucusta Moxe 1a mpruemMe MEPKH 3a ONpeIelisiHe
Ha OpOOHM MpaBUIIa 3a MpeTJiea Ha OIICHSIBAHETO Ha TEXHUUECKAaTa JOKYMEHTAIUS 1 Ha
JIOKyMEHTAIMATA BbB Bpb3Ka C KIMHUYHUTE OIICHKU, TOCOYEHO B HACTOSIIIMS YJICH, KAKTO
U CBBP3aHUTE C TOBA JOKYMEHTH M KOOpAWHAIMS. Te31 akTOBE 3a U3MBJIIHEHUE CE MpUeMaT

B ChOTBETCTBHE C MPOIIeAypaTa Mo pasriexaane, mocoueHa B wieH 114, maparpad 3.
Ynen 46
IIpomenu 6 onpeoenanemo u Homughuxayusma

1. OpransbT, OTTOBapsI 32 HOTUGHUIMPAHUTE OpraHu, nHpopmupa Komucusra u npyrure

ABPIKAaBU YICHKHU 3a BCAKA MMPOMAHA, CBbpP3aHa C ONPCACTIAHETO HA HOTI/Iq)I/IIII/IpaH Oopras.

[Ipouenypute mo wieH 39 u wieH 42 ce npuiiarat 1o OTHOIIEHUE Ha Pa3IIMPSIBAHETO HA

oOxBara Ha JEeUHOCTUTE Ha HOTI/I(i)I/II_[I/IpaHI/ITe OpraHu.
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3a MpoMEeHHU, PA3IUYHU OT pa3lIMPsIBAHETO HA 00XBaTa Ha AEMHOCTHUTE, CE€ MpuIarat

MpOLEypUTE, TOCOYCHH B CIeABAIIUTE Maparpadu.

Komucusra He3abaBHO myOinMKyBa U3MEHEHaTa HOTU(UKaLUs B MH(QOpMaIlMOHHaTa
cucrema NANDO. Komucusita He3ab0aBHO BbBeX/1a HH(OpMAIUATA 32 IPOMEHHUTE,
CBBP3aHU C ONPEICIIHETO HA HOTH(PHUIIMPAHUS OPTaH, B €JIEKTPOHHATA CUCTEMA, IIOCOYECHA

B wieH 57.

Axo HOTH(HIIMPAH OpTaH pelr Aa MPEeKpaTH JCHHOCTUTE CH TI0 OLICHSBAaHE Ha
CBHOTBETCTBUETO, TOM yBEIOMsIBA OpraHa, OTroBapsll 3a HOTU()ULIUPAHUTE OPraHH, U
3aCerHaTuTe MPOU3BOIUTENN Bb3MOXKHO HalH-Obp30, a B CiIy4ail Ha IIAHUPAHO
IpeKpaTsIBaHe — eJ(Ha FOJMHA MIPEIH MpeKpaTsBaHeTo Ha AeliHocTTa. CepTudurarute
MOrar Ja OCTaHaT BaJUJIHU BPEMEHHO 3a CPOK OT JIEBET MECEIa cile/ IPpEKpaTsIBaHe Ha
JeHHOCTTa Ha HOTU(UIMPAHHS OPTaH, IIPH YCIOBUE Y€ IpyT HOTU(HUIMPAH OpraH
MUCMEHO € NOTBBPMII, Ue I1Ie I0eMe OTTOBOPHOCTTA 3a U3/Ie/IHATa, 0OXBAaHATU OT TE3U
ceprudukati. HoBusAT HOTHULKpPaH opraH TpsOBa Ja U3BBPILU IIBIHO OLEHSIBAaHE Ha
U3JIEIMATA, 3aCETHATH OT U3TUYAHETO HA TO3M CPOK, NIPEIN U3/IaBAHETO HA HOBU
cepTUdHKATH 3a Te3U ycTpoiicTBa. Koraro HOTU(UIIMPaHUAT OpraH € MpeKpaTui
JeMHOCTTa CH, OPTaHbT, OTTOBAPAL] 32 HOTU(DUIIUPAHUTE OPTaHU, OTMEHS aKTa 3a

OIpeICIIsTHE.
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Korato opranbt, oTroBapsiil 3a HOTUGHUIUPAHUTE OPTaHH, € KOHCTATHPAJ, Y€ JajeH
HOTHU(UIMPAH OPTaH Beue HEe OTroBaps Ha U3UCKBAHUITA, yCTAaHOBEHU B mpusioxkenue VII,
WM HE U3MBJIHSBA 3abJDKCHUSTA CH, UK HE € U3IIBIHII HEOOXOAUMHUTE KOPUTHUPAILN
MEpKH, OPTaHbT CIIUpa IEHCTBUETO HA aKTa 3a ONpeAeNsiHe, OrpaHuYaBa ro Uil U310
WJIM YaCTHUYHO TO OTMEHS, B 3aBUCUMOCT OT CEPHO3HOCTTA HAa HAPYIICHUETO Ha
M3UCKBAHUATA WIM Ha HEU3IIBJIHEHUETO Ha 3aIbbKeHUsATa. CPOKBT HA CIIMPAHETO HA
NEHCTBUETO HE HAAXBBPJIA €HA TOJANHA, KATO TOM MOXE J1a C€ YIBKH €IHOKPATHO C OIIEe

€/lHa FOMHA.

OprassbT, OTTOBapsIL 32 HOTUGHUIMPAHUTE OpraHu, He3abaBHO HH(popmupa Komucusita n
JPYTUTE AbprKaBHU YIECHKH 3a BCAKO CIMPAHE Ha EHCTBUETO, OTPAHUYABAHE WM OTMSHA

Ha aKTa 3a OIMMPCACIISIHC.

Koraro neiicTBreTo Ha akTa 3a ONPEENIIHETO € OMIIO CIIPSHO UM OIPAaHUYEHO WM aKTHT
€ OMJI OTMEHEH M3LAJI0 WIN YaCTUYHO, HOTU(PHUIMPAHUAT OPTaH YBEIOMsIBA 3aCETHATUTE

MPOU3BOAUTEIN HAW-KBCHO B paMKuTe Ha 10 mHM.

B cnyuait Ha orpaHMYaBaHe, CIMpPaHe Ha IEHCTBUETO WM OTMSHA HA aKTa 33 ONPEIEIIHE
OpraHbT, OTTOBApAI 32 HOTU()ULIUPAHUTE OPTaHu, IPEeANpreMa MOAXO AN MEPKH, 3a J1a
OCUTYpPH ChXPaHEHHETO Ha JIOCHeTaTa Ha ChOTBETHUSI HOTU(DULIMPAH OpraH, U TU
MIPEIOCTaBs HA OPraHUTE Ha APYTUTE AbP>KaBU YWICHKH, OTTOBApPSILHU 32 HOTU(PULIUPAHUTE
OpraHy, KaKTO U Ha OpraHUTe, OTTOBAapAILY 3a HaA30pa Ha Ma3apa, IPpU MOUCKBAHE OT

TsAXHa CTpaHa.

B cnyqaﬁ Ha OrpaHnU4aBaHC, CIIMPAHEC HA JEUCTBUETO MJIM OTMSHA HA aKTa 3a OIIPCACIIAHC

OpraHbT, OTTOBaPSI 32 HOTU()ULIMPAHUTE OPTaHU:

a)  OLEHsSBA IMOCIEANIUTE 3a CEPTUPUKATUTE, U3/TaJJCHH OT HOTU(DHUIIMPAHHS OPTaH;
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6)

n)

nmpeacraBsa Ha Komucnsta n APYTrUuTe AbprKaBHU YICHKU JOKIA[ C KOHCTATAOUUTC CH B

CPOK JIO TP Mecella OT HOTU(HUIIPAHETO 32 IPOMEHHUTE, CBBP3aHH C ONPEIEISTHETO;

HU3HUCKBa HOTI/I(I)I/ILII/IpaHI/IHT OopraH ga CIipe JEUCTBUETO UJIM J]a OTHEME B PAaMKHUTC Ha
pPa3yMCEH CPOK, OIMPEACIICH OT OpraHa, BCUYKHU CepTI/I(l)I/IKaTI/I, KOHUTO Ca U3aa1CHNU

HCOCHOBATCIIHO, C LICJI 1a CC OCUTYpHU 0e30IacHOCTTa Ha HU3JC/IMATA Ha MMa3apa,

BBBEXK/Ia B €JICKTPOHHATA CUCTEMA, TIOCOYCHA B WieH 57, nH(opMaIys BbB Bpb3Ka
ChC CEPTUPHUKATHTE, 32 KOUTO € OMIIO M3UCKAHO CIIMPAaHE Ha JCHCTBUETO WU

OTHEMaHE;

uHGOpPMUpa KOMIIETEHTHHUS OPTaH 32 MEIUIIMHCKUTE U3/IETUs Ha IbpKaBaTa 4jIeHKa,
B KOSITO ITPOU3BOJUTENAT UM PETUCTPUPAHO MACTO HA CTOIIAHCKA AEMHOCT, upe3
€JIGKTpOHHATa CHUCTEMa, [TI0COYEHA B WIEH 57, 3a cepTU(HUKATHTE, 32 KOUTO € OUIIo
M3HCKAHO CIIMpPaHe Ha JIEHCTBUETO WK OTHEMaHe. KoMIeTeHTHUAT opraH B3emMa
CBHOTBETHUTE MEPKH, KOraTo € He0OXO0IMMO J1a ce U30eTHe MOTEHINAJIEH PUCK 32

3/IpaBETO WK 0€301MaCHOCTTA Ha MAI[UEHTH, TIOTPEOUTENH U JIP.

8. C usKIiIroueHre Ha HEOCHOBATETHO U3JIaZICHUTE CepTU(DUKATH U B CIIy4auTe, KOTaTo € Omio
CIPSTHO WJIA OTPAHUYEHO JIEHCTBUETO HA aKTa 3a OINpe/IesTHe, CePTHPUKATUTE OCTaBaT
BaJIU/IHU TIPH CIICTHUTE OOCTOSTEIICTBA!

a)  KOraTo OpPraHbT, OTTOBAPSI 32 HOTU(PUITUPAHUTE OPTaHU, IOTBHPIN, B PAMKHUTE Ha
€/IMH MeCeIl OT CITMPAHETO Ha ICHCTBUETO WIIH OTPAHNYABAHETO, Y€ HE CHIECTBYBA
npoOJeM ¢ 6e30MacHOCTTa 0 OTHOIICHHUE Ha CEPTUPUKATHTE, 3aCETHATH OT
CIHMPAHETO Ha JICUCTBUETO MM OTPAHMYABAHETO, U KOTaTO OPraHbT, OTTOBAPSII 32
HOTU(HUIIMpAHUTE OpraHu, HaOeNIeKu rpaduK U ICUCTBUSA, OT KOUTO CE OYaKBa Ja
JOBEJIAT JI0 OTMSIHA Ha CIIMPAHETO Ha JICWCTBUETO WU OTPaHUIABAHETO; MITH
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0)  KoraTro OpraHbT, OTTOBapslll 3a HOTU(PUIMPAHUTE OPTraHu, IOTBBP/IU, Y€ HAMA /1A ce
U3/aBatT, U3MEHST WIN Ipeu3aBaT cepTUPUKATH, KOUTO UMAT OTHOIIEHUE KbM
CIHMPAHETO UM OrpaHUYaBaHETOHA AEUCTBUETO , JOKATO Tpae TOBA CIIUPaHE WIN
OrpaHUYaBaHe Ha JACWCTBUETO, U O0SBU Al HOTU(DUIMPAHUIT OPTraH € CIIOCOOEH Aa
IPOJBIDKY J1a HAOJII01aBa U J]a OTTOBAPS 3a CHIIECTBYBALUTE CEPTUPHUKATH,
W3/1aJICHHU 34 CPOKA Ha CIIMPAHETO WM OTPaHWYaBaHETO. B ciyyail 4e oprasr,
OTroBapsii 32 HOTH(PHUIMPAHUTE OPTaHH, KOHCTATHPA, Y€ HOTU(UIIUPAHUST OPTaH He
€ CIIOCOOEH Aa MOJABbPIKA U3AaJCHUTE IeHCTBAIM CePTU(UKATH, B CPOK A0 TPU
Mecella OT CIIMPAHETO WM OTPAHNYABAHETO MPOU3BOIUTENAT MIPELOCTABS Ha
KOMIIETEHTHHUSI OpPTaH 3a MEIUIIMHCKUTE U3/IeIHs Ha IbpXKaBaTa 4JeHKa, B KOSTO €
PETUCTPUPAHOTO MACTO HA CTOMAHCKA ACWHOCT Ha MPOU3BOIUTEIIS HA 0OXBAHATOTO
OT cepTU(HKaTa U3/eNNe, MUCMEHO MMOTBBPXKICHHE, Y€ APYT KBATN(PUIpPAH
HOTH(UIIMPAH OpraH BPEMEHHO moeMa (PyHKIIMUTE Ha HOTU(DHUITUPAHKS OpraH J1a
HaOJr0/1aBa M OTroBaps 3a CEpTU(UKATUTE 110 BpEME Ha CpOKa Ha CIIUPaHE Ha

JEUCTBUETO U OTpaHU4YaBaHCTO.

9. C u3KIII04YeHNE Ha HEOCHOBATEIIHO U3Ja/ICHUTE CEPTU(DUKATH U B CIIyYauTe, KOTaTo aKThT
3a omnpenensiHe € Ol OTMEHEH, CepTU(PHUKATUTE OCTaBaT BAJIMIHH 3a CPOK OT JAECBET Mecela

MIPH CIICTHATE O0CTOSTEIICTBA:

a) KOrato KOMIECTCHTHUAT OpPraH 3a MCAULMUHCKUTC U3JACJINA Ha AbpiKaBaTa 4JICHKA, B
KOATO € pErUCTpHUPaHO MACTOTO HA CTOITAaHCKA JICUHOCT Ha MPOU3BOAUTEIIAA HA
HU3aCIUCTO, 00XBaHATO OT CepTI/I(I)I/IKaTa, MNOTBBPAU, UC HAMA HpO6HeM C

0e30IMacHOCTTa 110 OTHOIIIEHUE Ha BBIIPOCHOTO HU3ACIINC; U
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0) Apyr HOTU(UIIMPAH OpraH MUCMEHO MOTBBP/IH, Y€ Ie TTOeME HEMOCPEICTBEHATA
OTTOBOPHOCT 3a T€3U U3JENHS U 1€ MPUKIIOYH OL[CHSIBAHETO UM B paMKHUTE Ha

ABAHAJIECECT MECCLIA, CUYUTAHO OT OTMsSHATA HA dAKTa 3a OIIPCACIIAHECTO.

[Ipu ycnoBusTa, MOCOUEHHU B TbpPBaA ATMHES, KOMIETCHTHUAT OPTaH 3a MEIUIIUHCKUTE
W3/IeNIMs Ha IbprKaBaTa YIeHKa, B KOSTO € PETUCTPUPAHO MSICTOTO Ha CTOMAHCKA IEHHOCT
Ha IPOU3BOAUTENS HA U3/AEINETO, 00XBAaHATO OT cepTU(PUKATa, MOXKE J1a YIBJIKH CpOKa HA
BpEMEHHATa BAIUAHOCT HA CEPTH(PHUKATUTE 32 TOMMBIHUTEIHN CPOKOBE OT TPU Mecerla,

KOUTO OOIII0 HE MOTaT JIa HAIXBBHPJIAT JIBAHAIECET MECeIla.

HanuonanHusT opras, oTroBapsil 3a HOTU(GULUPAHUTE OPraHy, UM HOTU(DULIUPAHUAT
opraH, KOUTO € moes (yHKIUUTE Ha HOTU(QHUIMPAHUs OpPTaH, 3acerHar oT MpoMsIHaTa,
CBBbp3aHa C ONpeIesIHeTo, He3a0aBHO yBepoMsaBa KoMucusTa, 1bpkaBUTe YWICHKU U

JOpyruTe HOTU(ULIMPAHU OPraHu 3a IpOMSHATa.

Ynen 47

Ocnop@aHe HA KomnemernHocnma HAa Homugbuuuparmme opeanu

1. Komucusita 3aearno ¢ KI'MU npoyuBa Bcuuku citydau, B KOUTO TIPeJl Hesl ca U3pa3eHH
OTIaCEHHsI OTHOCHO HEMPEKbCHATOTO M3ITBJIHEHHE, OT CTpaHa Ha HOTH(PULIMPAHUS OpTraH
WM Ha €JHO WJIX [TOBEYE OT HETOBUTE MOJIEIECHMSI MU MOAU3IIBJIHUTENN, HA U3UCKBAHUATA
o puiioxenne VII wim Ha BB3I0KEHUTE UM 3abJDKEHHS. 151 MpaBu HEOOXOAUMOTO
CBOTBETHHST OpTraH, OTTOBapSIII 32 HOTU(PHUITUPAHUTE OpPTaHH, 1a Ob/ie nHGOpMUpaH U 11a

MOJIYYH BB3MOXHOCT Ja IMPOYYH TC3U OIIACCHMUA.
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[Tpu nouckBane HOTHQHUIMpPAIIATA IbpPKaBa YieHKa rpeacTass Ha Komucusita nsnara

nH(pOpMalKs M0 OTHOLIEHHE Ha ONPEAEIIHETO Ha ChOTBETHUS HOTU(ULIMPAH OpTraH.

Komucusra 3aeqno ¢ KI'MU moxke na 3amnouHe ciopes ciiydasi Ipoueaypara Ha
OlLICHsBaHe, onrcana B 4ieH 39, maparpadu 3 u 4, KOraro iMa OCHOBATEITHHU OMACEHUS 32
MIPOIBIKABAIIIOTO CHOTBETCTBHE HA JIaJIeH HOTU(DUIIMPAH OpraH WU TOJSICHNE WIH
MTOAM3ITBITHUTEI Ha HOTU(DHUITUPAHUS OpTaH ¢ U3UCKBaHUATA 110 npuiioxkenue VII u korato
CYHTAa, Y€ B IPOYYBAHETO HA OpraHa, OTTOBAPSII 32 HOTH(DUIIMPAHUTE OPTaHH, Te3H
ONACEHMs HE ca pasrie/laHy LSTIOCTHO, I MPU MOUCKBAHE OT OpraHa, OTroBapsl 3a
HOTHU(HUIMpPAHUTE OpraHu. J[oKIaBaHeTO U Pe3yNTaTUTE OT TOBA OLICHSBAHE CJIE/IBAT
MPUHLMIIATE, U3J10%KeEHU B wieH 39. Karo npyra Bb3MOKHOCT, B 3aBUCUMOCT OT
CepHo3HOCTTA Ha BbIlpoca, Komucusita 3aenno ¢ KI'MU moxxe na moucka ot oprasa,
OTroBaps| 32 HOTU(UIIMPAHUTE OPTAHM, Ja TOTYCHE YYaCTHE B OIICHSIBAHETO Ha MSCTO Ha
Hal-MHOTO JIBamMa €KCIEPTH OT CIIUCHKA, CbCTABEH ChIIACHO 4jieH 40, KaTo 4acT OT
IJIAHUPAHUTE ICMHOCTHU 110 HAOJIIOICHUE U OIIEHSIBAaHE B CHOTBETCTBHE C UjieH 44 1
CHIJIIACHO TOCOYEHOTO B TOJUIIIHUSA TUJIaH 32 OLICHSIBAHE, ONucaH B maparpad 44,

naparpag 4.

Koraro Komucusara koHcTatupa, 4e ajieH HOTU(ULIMpPaH OpraH Beue He OTroBaps Ha
M3MCKBAHUSATA 32 ONPENEISTHETO My, T HHPOpMUpa HOTUQUIMpaLIaTa IbpXKaBa YIeHKa 3a
TOBA U OTIPaBs UCKaHE Jbp)KaBaTa WICHKa Ja MpeanpueMe HeoOX0AUMUTE KOPUTHpaIln
MEpPKH, BKIIIOUUTEIIHO, aKO € He00X0IMMO, CIIUpaHe Ha JeiCTBUETO, OrpaHMYaBaHe WIH

OTMsSHA Ha aKTa 3a OIMPCACIISIHEC.
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Koraro gpprkaBata 4ieHKa He MpeanpreMe HeOOXOAMMUTE KOPUTUPAIIH MEPKH, Ype3
aKTOBE 3a M3IbJIHeHNE KomucusTa Moke Jja Clipe NEHCTBUETO Ha aKTa 3a ONpeAeisiHe, 1a
ro OrpaHu4y WIA OTMEHHU. Te3n aKToBe 3a U3IBJIHEHUE CE IPUEMAT B CbOTBETCTBUE C
mpoLeaypaTa 1o pasriexaane, mocodeHa B wieH 114, maparpad 3. Komucusrta
nHpOpMHpa ChOTBETHATA AbPrKaBa YeHKA 3a peleHneTo cu 1 akryanusupa NANDO u

€JIEKTPOHHATAa CUCTEMA, IOCOYEHA B WJIECH 57.

Komucusita cienu 3a ToBa 1syiata moBEpUTEIIHA HHPOPMAIIHS, ITOTy4YeHa M0 BpeMe Ha

MPOYYBAHETO, 1a OB TPETUPaHa IO MOIXO AT HAUHH.

Ynen 48
TIlapmuvopcku npogepku u 0OMAHA HA ONUM MeHCOY OpeaHume,

omeosapawu 3a Homuguyupanume opeanu

Komucusita ocurypsia HeoOxoaumaTa OpraHu3aiis 3a OOMEH Ha OMUT U KOOPAUHAIIUS Ha
aJIMUHHUCTPATUBHUTE MIPAKTUKU MEX]Ty OPTaHUTE, OTTOBAPSILU 32 HOTU(PUIIMPAHUTE

opranu. To3u oOMeH 00xBaIa CJIeAHUTE SIEMEHTH:

a)  pa3paboTBaHe Ha JOKYMEHTHU 3a Hail-10OpUTE MPAKTUKU, CBBP3aHU C JEHHOCTTA Ha

OpraHuTe, OTTOBAPSIIH 32 HOTU()UIIUPAHUTE OPTaHU;

06) paspaboTBaHe Ha JOKYMEHTH C HACOKH 32 HOTU(UIIUPAHUTE OPTaHU BbB BPH3Ka C

MMPpUIaraHeTo Ha HACTOAIHA PCTIaMCHT,
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1)

)

oOydeHre U KBaTU(pUKaLUs Ha eKCIEPTUTE, TOCOYEHH B uieH 40;

HaOJIIOZICHUE HAa TCHICHIIMHUTE, CBbP3aHU C IIPOMEHHU B ONIPEICIISTHETO U
HOoTU(UKAIIMUTE HA HOTU(DULIMPAHUTE OPTaHH, U TCHJICHIIUUTE B OTHEMAHETO U

IPEXBBPIIIHETO Ha CePTU(DUKATH MEXKIY TAX;

Ha6JIIOI[eHI/Ie Ha NpUJIaraHceTo U MpuiIoXnuMOCTTa Ha KOJOBETC 3a oOxBara Ha

JEHHOCTHUTE, MOCOYCHH B uiieH 42, maparpad 13;

pa3zpaboTBaHEe HAa MEXAHU3BM 3a APTHBOPCKU MTPOBEPKU MEXKTYy OPTaHUTE U

Komucwusra;

MECTOAM 3a I/IH(i)OpMI/IpaHe Ha O6IJ.[GCTBCHOCTTEI OTHOCHO JAECHHOCTUTE T10 Ha6J'IIOI[eHI/Ie

¥ HaJ30p Ha HOTU(UIIMPAHUTE OPTaHU OT CTpaHa Ha opranute u Komucusra.

2. OpranuTte, OTTOBapsIIIy 32 HOTU()HUIIMPAHUTE OPTraHU, YIaCTBAT B TAPTHHOPCKHU MPOBEPKHU
Ha BCEKH TPH TOJUHU Ype3 MEXaHU3Ma, pa3paboTeH B ChOTBETCTBHE C maparpad 1 ot
HACTOSIIUS WICeH. Te3u MpoBEpKU OOMKHOBEHO CE U3BBPIIBAT YCTIOPETHO ChC
CBBMECTHOTO OIIEHSIBaHE Ha MSICTO, onrcaHo B wieH 39. KaTo npyra Bb3MOXXHOCT AajieH
OpraH Moxke J1a u3oepe Te Jia ce MPOBEKIAT KaTo YacT OT JEHHOCTUTE MYy IO HaONIO/ICHNE,
MOCOYEHH B uiieH 44.

3. Komucusita yuactBa B Opranu3MpaHeTo U OKa3Ba MOAKpENa 3a MPUIaraHeTo Ha MEXaHu3Ma
3a MapTHBOPCKU MPOBEPKHU.
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4. Komucusita u3rorss roguiieH o0o01aBani Joki1a1 3a JeHHOCTUTE 110 TapTHROPCKUTE

MIPOBEPKH, 10 KOMTO ce mpeAaocTaBs MmyOanudeH JOCTbII.

5. Upes akToBe 3a u3nbiaHeHne KoMmucusta Moe 1a mpuemMe MepkH ¢ oJApoOHU MpaBuiia 1
MPUIOKUMHU JOKYMEHTH 32 MEXaHU3Ma Ha MapTHbOPCKU MPOBEPKU, OOYUEHHUETO U
KBaJTU(HUKAIMATA, IOCOYCHHU B maparpad 1 oT HacTosmms wieH. Te3u akToBe 3a
U3IIBJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C IIPOLEypaTa 110 Pa3riIeKIaHe, [I0COYEHa B

uied 114, maparpad 3.

Ynen 49

Koopounayus na nomuguyupanume opeanu

Komucusra ocurypsiBa cb3/1aBaHETO M OCHUIECTBABAHETO HA HEOOXOAMMAaTa KOOPAMHALIUS U
CBHTPYIHUYECTBO MEXAY HOTH(PHULIMPAHUTE OpraHu NoJ popMara Ha KOOPAWHAIIMOHHA TpyTia Ha
HOTU(QHUIMPAHUTE OPraHu B 00J1acTTa HA METUIUHCKUTE U3AENNUs, BKIOUYUTEITHO U MEAUIIMHCKUTE

W3/IENNS 32 HHBUTPO JUArHocTuka. Ta3u rpymna 3aceiaBa peloBHO U Hali-MaJiKO BETHBK TOAUIITHO.
HoTtudunmpanure opranu chrilacHO HACTOSIIHS PETJIAMEHT Y4acTBaT B paboTaTa Ha Ta3H rpyra.

Komucusara moxe Aa onpeacin CriciuaJlIHUuTC IMpaBrJia 3a pa60TaTa Ha KOOpAWHAIIMOHHATA I'pyIia

Ha HOTH(HULIUPAHUTE OPTaHH.
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Ynen 50

Cnucwvk na cmaHdapmHume makxkcu

HOTI/I(i)I/II_[I/IpaHI/ITe OpraHu CBCTABAT CIIUCHbUHU Ha CTAHAAPTHUTEC TAKCHU 34 U3BBPIIBAHUTE OT TAX

JIEMHOCTH 110 OIICHSABAaHE Ha ChbOTBETCTBUETO U npeaoCTaBsAT Hy6J'II/I‘{eH JOCTBII 1O TE3U CIIMCBIIN.

I'naBa V

K.ﬂacmbmcaum[ H OIICHABAHC HA CHOTBETCTBHUETO

PA3nET 1

KJIACUDUKALIUA

Ynen 51

Knacugpurayus na uzoerusma

1. NznemusTa ce pa3nensat Ha kiracose I, Ia, IIb u II1, xaTo ce B3emar mpeaBuI
MpeTHa3HAYCHUETO Ha M3CIUATA U MPUCHINUTE UM puckoBe. Kimacudukarusra ce

M3BBPIIBA B CHOTBETCTBUE ¢ Npuioxenue VIII.
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Bcexu CIIOp MEKAY MPOU3BOANUTET 1 CbOTBCTHUA HOTH(i)I/IIII/IpaH opras, nmpou3Tuydamni OoT
npuiiaraneto Ha npuiioxkenue VIII, ce oTHacs 3a pemiaBaHe npej KOMIIETEHTHUS OpraH Ha
IbpKaBaTa YWICHKA, B KOSATO MPOU3BOAUTEISAT UMa PETUCTPUPAHO MACTO HA CTOMAHCKA
JNEHHOCT. AKO MMPOU3BOIUTENAT HAMa PETUCTPUPAHO MSCTO HA CTOIMAHCKA JEHHOCT B
Cnlo3a 1 Bce ome HE € ONpCACTINII YITBJIHOMOIICH NPCACTABUTCIT, BBIIPOCHT CC OTHACH
npea KOMIICTCHTHHUA OpraH 3a MCAUIMHCKUTC U3ACIINA HAa AbpiKaBaTa YJICHKA, B KOATO
YI'BJIHOMOMICHUST TIPEICTAaBUTEI TI0 pa3zei 2.2, BTopa ajnuHes, OykBa 0), MOCIeaHO TUPE
oT npwioxkenue [X uma peructpupano MICTO Ha cTonaHcka aeiHocT. Korato
HOTHU(HUIMPAHUAT OPTaH € YCTAHOBEH B IbpKaBa WICHKA, Pa3inyHa OT Ta3u Ha
MMPOU3BOAUTCIIA, KOMIICTCHTHUAT OpraH IpueMa pCieHUCTO CH, CJIC KaTO CC KOHCYJITHUPA
C KOMIICTCHTHHA OpraH Ha AbpiKaBaTa YICHKA, KOATO € ONPCACInIa CbOTBCTHUA

HOTU(ULMPAH OPraH.

KomnieTeHTHUAT OopraH Ha Ibp)kKaBaTa WICHKA, B KOSITO € PErUCTPUPAHOTO MSICTO Ha
CTOTAHCKa JEHHOCT Ha mpou3BoauTens, chobiaBa Ha KI'MU u na Komucusita B3eToTO OT

HETO PCIICHHC. Pemenueto ce MpeaoCTaBAa IIpHU ITOUCKBAHEC.

Ilo uckane ot nppxaBa wieHka Komucusira, cnen koncynranus ¢ KI'MU, B3ema upes akt

3a U3IMIBJIHCHUC PCHICHUC 11O CJICIHUTC BBIIPOCHU:

a)  3ampwiaradero Ha npuiokerue VIII kbM nazeHo uznenue uiam KaTeropus Ui

rpyIia u3eus ¢ e OnpeesiHe Ha KiTacupUKaIusITa UM,
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0)  4e najneHo M3JeNHe WM KaTeropus WK Ipyna U3Aenus ce npekaacupuiupar upes3
neporarys oT npuiiokerre VIII mo nmpuymHu, CBBp3aHu ¢ 0OMIECTBEHOTO 3/PaBE BH3
OCHOBa Ha HOBU HAyYHU JI0Ka3aTeJICTBA WJIK Bb3 OCHOBA Ha MH(pOpMAIus, MOTydeHa
IpU MIPOBEKIAHETO Ha IEHHOCTHU MO MpocieasiBaHe Ha Oe30MacHOCTTa U HaA30p Ha

nasapa.

4. Komucusita Mmoske chIo, o cOOCTBEHA MHUIIMATHBA U ciell Koncynramuu ¢ KI'MU, na
B3eMa Upe3 aKTOBE 3a M3IBJIHEHUE PEIICHHUS 110 BBIIPOCHTE, TIOCOYCHHU B Tlaparpad 3,

OykBu a) u 0).

5. C e Ja €€ rapaHTupa €AHAKBOTO IIPUJIAraHC HA MPUITTOKCHUC VII u xato B3eMa npeaBua
NPUITOKUMHUTC HAYUYHHU CTAHOBUIIA HA CBOTBECTHUTC HAYYHU KOMUTCTHU, Komucusra Moxke
Ja nprueMa akKTOBC 3a U3IIBJIHCHUC, TOKOJIKOTO TOBA € HGOGXOI{I/IMO 34 pa3peiraBaHC Ha

poOJIEMH, CBBP3aHU C PA3IMYHOTO THIKYBAaHE M C IPUIIATAaHETO HA TPAKTHKA.

6. AKTOBETE 3a U3ITbJIHEHNE, TOCOUeHH B naparpadu 3, 4 ¥ 5 OT HACTOSIIMS YIEH, Ce
npuemaT B CbOTBETCTBHUE C MpOLEeIypaTa Mo pasriexaane, mocoueHa B wieH 114,

naparpad 3.
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PA3IEJ 2

ONIEHSABAHE HA ChbOTBETCTBHUETO

Ynen 52

Hpouedypu 34 OyeHsAeaHrHe Ha cvomeenicnmeueno

1. Hpezu/l Ja IIyCHAT Ha I1a3apa U3JACJIMEC, IPOU3BOAUTCIIMTE OLICHABAT CbOTBETCTBUCTO HA
TOBA U3JACINC CHITIACHO NPUIIOKUMUTE NPOUCAYPH 3a OUCHABAHC HA CbOTBCTCTBUCTO,

IIOCOYEHH B npuioxeHus [X—XI.

2. [Ipenu na nmycHaT B IeHCTBUE U3/ENIUE, KOETO HE € IIyCHATO Ha a3apa, IPOU3BOIUTEIINTE
OLICHSABAT ChOTBETCTBUETO HA TOBA U3/IEIUE CHIVIACHO NMPUIOKUMUTE MPOLIEIYPH 32

OIIEHABAaHE Ha CbOTBETCTBUETO, MOCOUCHH B IpuioxeHus [X—XI.

3. [IpousBoautenure Ha u3aenus ot knac I1I, paznuunu ot uznenws, n3paboTEeHU MO
MOPBYKA, WK OT U3JIEIIHS 32 KIMHUYHO U3IUTBAHE, MOJICKAT HA OLICHSBAHE HA
CBOTBETCTBUETO CHIVIACHO OCOYEHOTO B nmpuitoxkenue [X. Karo qpyra Bb3MOKHOCT
MIPOU3BOIUTENAT MOKE Jja U30epe MPUIIaraHeTo Ha OLIEHSIBAHE HA CbOTBETCTBUETO
CBIJIACHO NPHUIIOKEHUE X B ChUETAHHE C OLICHSBAHE HA ChOTBETCTBUETO CHITIACHO

npuiioxenne XI.
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[TpouzBoaurenute Ha u3aenus ot kiac b, paznuanu ot uzgenus, n3padoTeHU 1O
MOPBYKA, UK OT U3JICNIHS 32 KIMHUYHO U3MUTBAHE, MOJICKAT HA OLICHSIBAaHE Ha
CBOTBETCTBUETO ChIVIACHO NTOCOUeHOTO B riasu | u Il ot mpunoxenue IX, BKIIrounTeIHO
OLICHSBAHE HAa TEXHWYECKAaTa IOKyMEHTAllUs Ha Hail-MalKo eIMH IpeICTaBUTeNIeH o0pa3el]
3a BCSIKa T€HEpUYHA IpyIa U3AeNHsl ChIIaCHO MOCOYEHOTO B pa3zei 4 OT ChIIOTO

MIPUJIOKEHHUE.

Brrpeku ToBa pu UMITIaHTHPYeMuTe U3nenus oT kiac 1Ib, ¢ m3kimoueHne Ha

XUPYPrUUECKH KOHIH, CKOOHM, CTOMATOJIOTHYHH 3aITbJIBAIIM MaTepHUaId, CTOMATOJIOTUYHU
CKOOM, 350HN KOPOHKH, BUHTOBE, KIIMHOBE, TUIACTUHU, IPOBOTHUIIH, ITU(PTOBE, KIUIICH U
KOHEKTOpH, TEXHUYECKATa JOKYMEHTAIIHUS CE OLIEHSIBA ChITIACHO pa3zell 4 OT MPUIOKEHUE

IX 3a Bcgko mu3aeinue.

Karo Apyra Bb3MOKHOCT IMTPOU3BOAUTCIIAT MOXKE 11a H36epe Ja U3BBPIIH OLICHSABAHC HA
CHOTBETCTBUCTO B3 OCHOBA HA U3CJICABAHE HA TUIIA ChIIACHO IIPHUIIOXKCHUC XB
CHUYCTaHUEC C OLICHABAHC Ha CbOTBCTCTBUCTO Bb3 OCHOBA HA ITPOBEPKA HA CbOTBETCTBUETO

Ha MPOJYKTa ChINIacHO NmpuioxeHue XI.
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5. Koraro e 060cHOBaHO OT IJie/IHa TOYKA Ha U3MOJA3BAHETO B JIPYTU UMILIAHTHUPYEMU
nzgenus ot knac IIb Ha yTBbpZIeHH TEXHOJIOTMH, CXOJIHU C T€3H, N3II0JI3BAHU B
U3KIIIOYEHNUTE U3/1eIHs OT CIMChKa o naparpad 4, BTopa ajJuHest OT HaCTOSIINS YJIeH, WIN
KOTaTo TOBA C€ M3HMCKBA OT ChOOPaXKEHHUs 3a 3aKpHiia Ha 3JJpaBeTo U 0€30MacHOCTTa Ha
IIaImTMCHTUTC, HOTpCGHTeHI/ITC WJIN APYTUTC JIMLA WK 3a 3alUTa Ha APYTH aCIICKTH Ha
00111ecTBEHOTO 31paBe, Ha KomucusTa ce npeocTass IPpaBOMOIUETO J1a IIpUeMa
ACJICTUPAaHN aKTOBC B CbOTBETCTBUC C YJICH 115 3a u3mMeHeHnue Ha BBIIPOCHHA CIITMCBK, KaTO

n00aBs B TO3W CIIUCHK WJIK 3aJIiYaBa OT HETO UMIUIAHTHUPYyeMHU n3aenus oT kiac I1b.

6. IIpouzBonuTenute Ha u3zaenaus ot kiac [la, pasnuunu ot usaenusTa, U3PabOTEHU MO
IIOPBYKA, WU OT U3ACIIAATA 3a KIMHUYHO U3IIUTBAHE, IIOJIEXKAT Ha OLICHABAaHE Ha
CBOTBETCTBUETO CHITIACHO IMOCO4YEHOTO B Iv1aBu [ u III oT npunoxenue [X, BKIIOYUTEIHO
OLICHSIBAaHE HA TEXHUYECKaTa JOKYMEHTAIUs Ha IIOHE €IWH MPeICTaBUTEIIeH 00pasel] 3a

BCAKa KaTeropus U3ACiaus CbIrJIaCHO pa3acia 4 ot CBIIOTO IMPUITOKCHHUC.

Kato npyra Bb3MOKHOCT MPOU3BOIUTEIISAT MOXKE J1a M30epe Ja M3roTBH TEXHUUYECKaTa
JIOKyMEHTalusl, nocoueHa B npuioxxenus 11 u Ill, B cpueranue ¢ onieHsBaHe Ha
CBHOTBETCTBUETO chriacHo paszaein 10 wim 18 ot nmpunoxkenne XI. OueHsiBaHeTo Ha
TEXHUYECKATa JOKYMEHTALMS CE IPUiIara KbM Hail-MajaKo €IHO IPEACTABUTEIHO U3IEIUE

3a BCJIKa KaTCropus Uu3aciius.
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7. [TpouzBoauTenuTe Ha U3AEIUS OT KJac [, pa3nuyHu OT U3AeNUATa, U3Pa0OTEHH 110

IOpBYKa, UJIN OT U3JACIIHATA 3a KIMHUYHO U3IMUTBAHEC, ACKIapupaT CbOTBETCTBUCTO HA

MNPOAYKTUTE CHU YPE3 NU3J1aBAHC HA EC ACKJIapanuAaTa, 1oCO4YCHa B YICH 19, CJICO KaTo Ca

M3TOTBUJIM TEXHUUYECKaTa JoKyMeHTauus no npuioxxenud I u I11I. Axo Te3u nznenus ce

MycKaT Ha rasapa CTepWJIHU, UMaT U3MepBaTesiHa (PyHKIUS WU MIPEICTaBIIsABAT

XUPYpPTrU4e€CKy HHCTPYMEHTH 32 MHOTOKpaTHa yIoTpeda, MPOU3BOIUTEINST IIpuUiiara

npouenypute no riasu I u Il ot npunoxenue IX unm o gact A ot npunoxenue XI.

VYyactuero Ha HOTU(QHUIIMPAHUS OPTaH B TE3U NPOLEAYPH 0baue ce orpaHnyaBa:

a) IIpU U3JCJINA, ITYCKAHU Ha IMa3apa CTCPUIIHU —1O0 aCIICKTHUTE, CBbP3aHU C

YCTaHOBABAHC, 3alla3BaHC U NMOAABPIKAHC HA CTCPUIITHOCTTA,

0) npu u3AeNHs C U3MepBaTelHa PyHKIUS — JO ACIIEKTUTE, CBBP3aHU ChC

CBOTBCTCTBUCTO HA U3ACIMATA C MECTPOJIOTMIYHHUTC U3NCKBAHUSA,

B)  IpHU XUPYPIHUYECKU MHCTPYMEHTH 3a MHOTOKpaTHa ynorpeda — 10 aclieKTHUTe,
CBBbpP3aHM C MOBTOpPHATa ynoTpeda Ha U3JEJINETO, MO-CIIEHUATHO TTIOYUCTBAaHE,
ne3uHGEeKIHs, CTepUIn3alus, TOJAPHKKa U (PYyHKIIMOHAIIHO H3MUTBAHE U

CBBp3aHUTE UHCTPYKIIMH 32 yIIOTpeda.
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8. [IpousBonuTenuTe HA U3AEIHSL, N3PA0OTEHH T10 MOPHYIKA, CIECABAT MPOIEIyPUTE IO
npusnioxkenne XIII u U3roTBAT AeKiIapamusaTa, ChabpKaiia ce B pa3iena 1 oT ChbII0TO
MPUJIOKEHNE, TPEIN IMyCKAHETO HA U3/IETUATA Ha Ta3apa.

B nonbnHeHne KbM NPUIOKUMUTE CHITIACHO ITbPBA AJIMHES MPOLEAYPH 32
MIPOU3BOJUTEINTE HA UMIUIAHTUPYEMU U3eIus 110 nopbuka ot kiac III ce nmpunara un
OLICHSIBAHETO Ha CbOTBETCTBUETO, ITOCOYEHO B Iu1aBa | oT npunoxenue 1X. Karo qpyra
BB3MOKHOCT TIPOU3BOJUTEIIST MOJKE J1a M30epe J1a M3BBPIIU OLICHSIBAHE HA
CBOTBETCTBUETO CHITIACHO IMOCOYEHOTO B 4acT A OT npuitoxkeHue XI.

9. B nombiaHeHHE KbM MPOLIEyPUTE, PUIOKUMHU ChIiacHo naparpad 3, 4, 6 uiu 7 ot
HACTOSIIMS YJIeH, 3a U3AeHATa 1o wieH 1, maparpad 8, mbpBa anuHes ce mpujara u
npoiieaypara, mocoueHa B paszzein 5.2 ot npunoxenue [X unu B pazaen 6 ot
npujiokeHne X, Copes ciayydasl.

10. B nonmbiHeHME KBM IPOLIETyPHUTE, IPUIIOKUMHU ChINIacHO naparpadu 3, 4, 6 unu 7 ot
HACTOSIIHS YJIeH, 3a U3/eNusATa, 00XBaHATH OT HACTOAIIUS PETJIAMEHT B ChOTBETCTBUE C
uieH 1, maparpad 6, OykBu ) unu k) u uieH 1, maparpad 10, mbpBa anuHes, ce mpuiiara u
npoiieaypara, mocoueHa B pazzaein 5.3 ot npunoxenue [X unu B pazaen 6 ot
npujiokeHne X, Cropen ciayydasl.
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11.

12.

13.

14.

B nombiHeHHE KM MPOLIEAYPHUTE, IPHIIOKUMHE ChIacHo maparpad 3, 4, 6 wim 7 ot
HACTOSIINA YJICH, 3 U3/ICTHNATA, ChCTABEHU OT BEIIECTBA WJIM KOMOWHAIINY OT BEIECTBA,
KOHTO ca IpeJHa3Ha4YeHH J]a ObJaT BbBEACHHU B YOBEIIKOTO TSUIO MPE3 TEIECEH OTBOP MU
na ObAaT MPUIIOKEHU BHPXY KOXKaTa U KOUTO ce aOCOpOMpPAT OT YOBEIIKOTO TSUIO WU CE
pa3npbCKBAT JIOKATHO B HETO, Ce MpHJjIara u Mmporeaypara, mocoueHa B pa3zaen 5.4 ot

npuioxkenue [X win B pazzaen 6 ot npuiioxeHue X, Cope Cirydasi.

JIbprkaBara 4jeHKa, B KOSITO € YCTAaHOBEH HOTU(DHUITUPAHUAT OPraH, MOXeE Ja H3UCKBa
BCUYKHU WJIM ONPEJEICHN JOKYMEHTH, BKIIOUUTETHO TEXHUYECKATa JOKyMEHTAIIHS,
JOKJIATUTE OT OJUT, OIICHsIBAaHE U MPOBEPKA BbB BPB3Ka C MPOLEAypHUTE Mo maparpadu 1—
7 1 9—11, na 6paaT HanuHU Ha ounnaneH(uu) e3uk(im) Ha Chro3a, onpeeneH(1) ot
Ta3u JbprKaBa YICHKA. AKO HiMa TaKOBa M3UCKBAaHE, TOCOYCHUTE JOKYMEHTH TPsOBa J1a

ObIaT HAIMYHU Ha oduIHaieH e3uk Ha Cpro3a, MPUEMIIUB 32 HOTU(UIIMPAHHS OPTaH.

3a HU3JCIMATA 3a KIIMHUYHO U3IMUTBAHC CC IIpuJiaraT U3UCKBaHUATA, IIPECABUACHN B YJICHOBC

62 — 81.

Upes akToBe 3a u3nbiaHeHne KoMucusta Mosxe 1a onpeesis NogpoOHUTe MpaBuia U
MIPOLIEAYPHUTE ACIIEKTHU C L€J1 1a C€ TapaHTUpPa XapMOHU3UPAHOTO MPUIIAraHe OT
HOTU(UIIMPAHUTE OPTaHU HA MPOIIETYPUTE 32 OLIEHSIBAHE HA CHOTBETCTBUETO 110

OTHOIICHHUEC Ha CICIHUTC aCIICKTH:

a) YeCTOTaTa U B3€MaHETO Ha W3BAJIKU P OICHABAHE HA TEXHUYECKATA JOKYMEHTALUS
BB3 OCHOBA Ha MPEJCTAaBUTEIIHU 00Pa3I| ChIVIACHO pasaen 2.3, TpeTa anuHes U
pazzaen 3.5 ot npunoxenue X 3a uznenusra ot kiacose [la u IIb, a 3a uznenusra or

kiac [la — ceraacHo pasznen 10.2 ot npunoxenue XIL,;
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0) MUHUMAaJHATa Y€CTOTa HA BHE3AITHUTE OJIUTH HA MACTO B 3aBOJIUTE U M3NUTBAHUATA
Ha 00pa3Iiy, KOUTO C€ U3BBPIIBAT OT HOTU(PUIIMPAHUTE OPTaHU ChIJIAacHO pazzaen 3.4
oT mpunoxkeHue [X, kato ce oT4UTaT KJIachT B 3aBUCUMOCT OT PUCKA U TUIIHT

HU30CINUC,

B)  ¢usndeckure, 1a00paTOPHUTE WU IPYTUTE U3MUTBAHUS, KOUTO HOTU(DHUIIMPAHUTE
opranu TpsiOBa Ja U3BHPIIBAT MPH U3MUTBAHKUITA HA 00pa3IH, OIICHBAHETO HA
TEXHMYECKaTa JOKyMEHTAlMsI U U3CIeABAaHETO Ha TUIIA ChIVIaCHO pa3aenu 3.4 u 4.3

oT npwioxenue [X, paznen 3 ot npunoxenue X v pazaen 15 ot npunoxenue XI, .

AxToBeTE 3a HU3II'BJIHCHUEC, IIOCOYCHU B II'bpBA aJIMHES, CEC TPUEMAT B CbOTBCTCTBUC C

npolietypaTa o pasriexiaane, mocodena B uieH 114, nmaparpad 3.

Ynen 53
Yuacmue na nomughuyupanume opeanu

6 npouedypume 34 OUeHsAeaHnHe Ha cvomeenicnmeueno

1. Korarto nporneypara 3a oneHsiBaHE Ha CbOTBETCTBUETO HaJIara y4acTHETO Ha
HOTHU(HIUPAH OpraH, MPOU3BOAUTEIISAT MOXKE J1a MoJa e 3asiBJICHNE 10 HOTH(UIpaH
OpraH 1o cBoi u300p, IpH YCIOBUE Y€ U30PaHUAT HOTH(PHILIMPAH OPTaH € ONpeaeseH aa
M3BBPIIBA IEHHOCTUTE IO OLICHSBAaHE HAa CbOTBETCTBUETO BbB BPB3Ka ChC CHOTBETHUTE
THIOBE M3Aenus. [I[pon3BoIuTENAT HE MOXKE /1a T0/1aBa €JHOBPEMEHHO 3asBICHHE U JI0

JpyT HOTU(UIMPAH OPTaH 3a €JHa U ChIlla MPOLEAypa 10 OLIEHSBAHE HA CbOTBETCTBUETO.
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CpoTBeTHHAT HOTUUIMPAH OpraH HHPOPMHpPA Ype3 eIEKTPOHHATA CHCTEMA TT0 4ieH 57
OCTaHAJIUTE HOTU(DUIIMPAHU OPTaHU 33 BCEKU NMPOU3BOAUTEIN, KOMTO OTTEIIIN 3asIBICHUETO
CH IIpeJIi B3€MAaHETO Ha pelIeHue OT HOTU(UIUPAaHUS OpraH BbB Bpb3Ka C OLIEHSABAHETO HA

CBOTBCTCTBHECTO.

Koraro nonaBat 3asBiieH#e 0 HOTU(GHUIMPAH OpraH chriiacHo naparpad 1,
MIPOU3BOIUTEIINTE 3asIBSIBAT JAJIU Ca OTTETIIMIIN 3asBICHUETO CH 10 APYT HOTH(HUIIMpPaH
OpraH Mpear B3EMaHETO Ha PEUICHHE OT BBIIPOCHUS HOTH(HUIIMPAH OpTaH U MPEIOCTaBsIT
nHpoOpMalHKs 3a BCIKO MPEIXOAHO 3asiBIICHUE 32 CBILOTO OLICHABAHE HA ChOTBETCTBUETO,

110 KOETO € OMJI MOCTAHOBEH OTKa3 OT Apyr HOTH(i)I/IHI/IpaH OpraH.

Hotudunupanusat opran Moxe J1a U3UCKBa BCAKaKBa MH(OpMAIHs WIH JaHHU OT
MIPOU3BOIUTENIS, HEOOXOMMHU 32 IPAaBUIIHOTO M3BBPIIBaHE Ha U30paHaTa Mmpoueaypa 3a

OLCHABAHC HA CbOTBCTCTBHUETO.

Hotudunupanure opraHu ¥ TEXHUAT IEPCOHAT OCBIIECTBIBAT JEHHOCTUTE 110 OIICHSIBAHE
Ha ChOTBETCTBUETO C HAM-BHCOKA CTEIICH HA MPOo(eCcHoHaIHA TIOYTCHOCT | C
Heo0XoMMaTa TEXHUYECKa U HayYHA KOMIIETCHTHOCT B ChOTBETHATA 00J1aCT M HE TPpsOBa
Ja ca 00EKT Ha HUKAaKbB HATUCK, HUTO JIa MOTy4YaBaT KaKBUTO | JIa € 00JIaru, 0COOEHO
(hMHAHCOBH, KOUTO MOTAT Ja MOBJIHIAT HA TAXHATA MIPEICHKA WU Ha PE3YJITaTUTE OT
TEXHHUTE JCHHOCTH I10 OLICHSBAHE HA CHOTBETCTBUETO, MO-KOHKPETHO TI0 OTHOIICHHE Ha

JMIA WU TPYIIU C HHTEPEC OT Pe3yiTaTUTE OT Te3U JACUHOCTH.
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Ynen 54
IIpoyedypa no xoucynmayus OMHOCHO KIUHUYHAMA OYEHKA

3a onpeoenenu uzoenus om xkiacose Ib u 111

1. B nonbiHeHHE KbM NPUIIOKUMUTE CHITIACHO WiEH 52 mpolelypy HOTU(GULUPAHUAT OpraH
CJICABA U IIpoucaypara 1o KOHCyJTaluss OTHOCHO KJIIMHUYHATA OLICHKA, YCTAHOBCHA B
pazzen 5.1 ot npunosxxenue IX nnu B pazaen 6 ot npusoxeHue X, copes ciydasi, Korato

OLIEHSIBa ChOTBETCTBUETO HA N30POCHUTE MO-A0TY U3ACIUS:
a)  UMIUTaHTHpyeMu u3aenus oT kiac I1I; u

0)  aKTMBHM MEAMUUHCKH M3nenus ot kiac IIb, mpenHasHaueHu 3a npuaoKeHne /i
OTJIeJISIHE Ha JIGKAPCTBEH NPOIYKT, TOCOUYEHH B pa3zaen 6.4 (mpasuio 12) ot

npuioxenue VIII.
2. [Ipouenypata no naparpad 1 He ce U3UCKBA 3a IOCOYEHUTE B HETO U3JIEIHSL:

a)  TIpH NMOJHOBSIBAHE HA cepTU(UKAT, U3aJCH B ChOTBETCTBUE C HACTOSIIUS

pETJIaMeHT;

6) KOraTo u3acjmeTo € MPOCKTUPAHO YPE3 BHACAHC Ha ITIPOMCHHU B U3CJIINEC, KOCTO BEYC
CC mpcajiara Ha 1ma3apa OT CbIIHA ITPOU3BOAUTCII ChC CHIIOTO NMPECAHAZHAYCHUEC, aKO
MPOU3BOAUTCIIAT € AOKA3aJI IO 3aJOBOJIMTCIICH 34 HOTI/I(i)I/ILII/IpaHI/ISI OpraH Ha4YuH, 4c
IMPOMCHUTEC HC OKa3BAT OTPULATCIIHO BL3I[€I>10TBI/IC BBbpPXY CBbOTHOIICHHUETO MCKIAY

IMOJIBUTE U PUCKOBETC HA U3CTIUCTO, NI
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B) KOraTto NpuHOUIIXNTC Ha KIMHWYHATA OLICHKA Ha THUIIA WX KaTCTopuAaATa U3ACIIUA Ca
pasraeganu B OC, mocodeHa B 4ieH 9, a HOTH(UIIUPAHUAT OpraH NOTBBP/IH, Y€
KIIMHUYHATA OLICHKA Ha MIPOU3BOUTENIS 32 TOBA U3/ENUE € B ChOTBETCTBHE C

MMpuiIoXxXumMara OC 3a xJIMHUYHA OLICHKA Ha TO3U THUII U3ACTIUC.

3. Hotudunupanust opran yBeqoMsBa KOMIETEHTHUTE OpraHH, OpraHa, OTroBapsIl 3a
HOTU(ULIMpaHUTE opranyu, 1 KoMmucusra upes enekTpoHHaTa CUCTEMA, IOCOYEHA B UJIEH
57, 3a ToBa jmanu TpsiOBa J1a ce Mpuiiara npoueaypara 1o naparpad 1 oT HaCTOSIIHS YIeH.

ToBa YBEOOMIICHUEC CC MMPUAPYXKaBa OT JOKJIAJ OT OUCHABAHCTO HAa KIIMHUYHATA OLICHKA.

4. KomMucusita npaBu roguilieH nperiesn Ha U3AeusiTa, 3a KOUTO ce Ipuiiara npolenypara,
onucasa B pazzaen 5.1 ot npunoxenue [X win B pasaen 6 ot npuwioxenue X. I'oaUIIHUAT
MperJie]] BKIII0YBA YBEAOMIICHUATA ChITIACHO naparpad 3 OT HACTOSIIKUS YJICH U pa3/el
5.1, OykBa 1) oT npunoxkenne [X, kakTo 1 U30posiBaHE HA CTy4YauTe, B KOUTO
HOTU(UIMPAHUAT OPTraH He € clie[Ball IPENOPbKUTE Ha eKcrepTHaTa rpyna. Komucusra

npencrtass nperyieaa Ha EBponelickusa napiameHTt, Ha CbBeta u Ha KI'MU.
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3. Jo ... [5 rogunu cien HavaiHaTa JaTa Ha MIPUJIaraHe Ha HACTOSIIIUS PETIaMEHT |
Komucusita u3roTss J0KJ1a]] OTHOCHO JI€MCTBUETO HAa HACTOSAIIUS YJIEH U IO MPEICTaBs Ha
EBponeiickust mapnameHT 1 Ha CbBeta. B nokiana ce B3emaT npeaBU.l U3BBPILICHUTE
TOJUIIIHU TIpersieid U npuioxumute npenopbku Ha KI'MU, xorato numa takuBa. Bb3
OCHOBA Ha T0o3u Jokian Komucusta BHacs, ako € He0OX0IMMO, TIPEITIOKEHUS 32

HU3MCHCHHUC HA HACTOAIIUA PETIIAMCHT.

Ynen 55
Mexanuzvm 3a KOHMPOL HA OYEHABAHEMO HA CHOMBEMCIEUENO

Ha onpedeneHu uzoeaus om kiacose I11b u 111

1. Hotudunmpanust opran yBeoMsBa KOMIETCHTHUTE OPTaHH 32 CEPTHPUKATUTE, KOUTO €
M3JaJ1 32 U3/1ETIHsI, YMEeTO ChOTBETCTBUE € OMIIO OIICHEHO ChITIacHO wieH 54, maparpad 1.
YBegoMsIBaHETO CE€ U3BBPIIBA YPE3 CICKTPOHHATA CUCTEMA 1O WICH 57 U BKJIKOYBA
pe3toMupaHaTa UH(GoOpMalys BbB Bpbh3Ka ¢ 0€30MacCHOCTTa U KIIMHUYHOTO JeiCTBHE
CBIJIACHO WiieH 32, TOKIaIbT OT OLEHSBAHETO OT HOTU(DUIUPAHUS OpraH, UHCTPYKIIMUTE
3a ynotpeba o pazaen 23.4 ot npunoxenue I, u, Korato € NpuiI0kKuMo, HAyYHOTO
CTAaHOBHIIIE Ha TPYNUTE EKCIEPTH, MOCOUYECHH B pazzaei 5.1 oT npunoxenue [X unu B
pazzen 6 oT npuioxenue X, cnopes ciaydas. B ciydail Ha pa3lIndHU MHEHUS Ha

HOTU(UIPAHHS OPTaH U TPYIUTE EKCIIEPTH Ce BKIIOYBA U ITbJIHA 000CHOBKA.
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KommerentHute OpraHu U, KOraTto € NpHuJI0KHUMO, Komucwnsta morat IIpu OCHOBATCIIHU
ONACEHMs Ja Mpuiiarat JOMbIHUTEIHA NPOLEAYPH B CbOTBETCTBHE C WiieH 44, 45, 46, 47
i 94 1 ako ce cMeTHE 3a He0OXOAMMO, /1a B3eMaT MOAXOISAIIN MEPKU B ChOTBETCTBUE C

yeHoBe 95 u 97.

KI'MU u — koraro e npuinoxumo — Komucusita Morat pu OCHOBAaTEJIHU OIIACEHUs /1a
MOMCKAT HAYYHO CTAHOBHUIIE OT €KCIEPTHUTE TPYIH 32 O€30MaCHOCTTA U AEHCTBUETO HA

JaJICHO U3ICIINC.

Ynen 56

Cepmughuxamu 3a coomeemcmaue

Ceprudukarure, U3AaAeHA OT HOTU(GUIIMPAHH OpraHu cbriiacHo mpuioxenus IX, X u XI,
ca Ha ourmaneH e3uk Ha Cbio3a, Onpe/esieH OT IbpKaBaTa YJIeHKa, B KOSITO € yCTaHOBEH
HOTU(UIMPAHUAT OpPTaH, WM Ha ouimaneH e3uk Ha Chio3a, MPUEMITUB 32
HOTU(UIMPaHKs OpraH. MUHUMaJIHOTO ChABP/KAaHUE HA CEPTU(PUKATUTE € YCTAHOBEHO B

npunioxenue XII.

Ceprudukatute ca BaJUIHU 32 YKa3aHUSA B TAX CPOK, KaTO TOW HE HAAXBBPJIS MET TOJAUHHU.
ITo nckane Ha MPOU3BOIUTENS BAIUJAHOCTTA HAa CEPTUPHUKATA MOKE J1a CE yIBIDKH 3a
JOITBITHUTEIIHU CPOKOBE, BCEKH OT KOMTO HE HaAXBbpJIs II€T TOJUHH, B3 OCHOBA Ha
MOCJIE/IBAIIO OLEHIBAHE CHIVIACHO MPUIOKUMHUTE MPOLEAYPH 3a OLICHSABAHE HA
CBHOTBETCTBUETO. BCsIKO NONBbIHEHHE KbM CePTU(UKAT OCTaBa BAJIMIHO JO U3THYAHE Ha

BaJIMJHOCTTA Ha CbOTBCTHHA CepTI/I(I)I/IKaT.
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3. HoTtudunmpanure opranu Morar Jia Hajarat OrpaHU4YeHus BbB BPb3Ka C
MpeIHa3HAYCHUETO Ha TAICHO U3/ICTIUE 10 ONPEICIICHU TPYIU MAlIMEHTH UITK J1a U3UCKBAT
OT NMPOU3BOJUTEIUTE 1a U3BBPIIAT KOHKpeTHH npoyuBaHus 3a KIIIIII B croTBETCTBHE C

yacT b ot npunoxenue XIV.

4. Koraro HoTu(uIMpan oprad yCTaHOBH, Y€ POU3BOIUTENAT € IPEeCcTaHaj Ja OTroBaps Ha
M3WCKBAaHUSATA 10 HACTOSIIINS PETJIAMEHT, Bh3 OCHOBA Ha NMPHHIIMIIA HA TIPOTIOPIIMOHATHOCT
TOW CTMpa JIEHCTBUETO WIIM OTHEMA M3/IQJICHUS CEPTH(HKAT WIIH HaJlara OrpaHUICHUS
BBPXY HEro, OCBEH KOraTO ChOTBETCTBUETO C M3UCKBAHUITA CE OCUTYPH Upe3 MOAXOAAII0
KOPUTHUPAIIO JEHCTBHE, KOETO MPOU3BOIUTENIAT MPEANPUEMa B PAMKHUTE Ha TIOAX OS]
CpOK, onpeziesicH oT HoTuuImpanus oprad. Hotupunupanuar opran o60cHOBaBa

PELIEHUETO CH.

5. HoTtuduuupanust opran BpBexk/1a B €JI€KTPOHHATa CHUCTEMA 10 WieH 57 Beska
uHpopManus 3a U3aJeHUTE CEPTUPUKATH, BKIFOUNTEIIHO TEXHUTE U3MEHEHUS U
JOI'BJIHEHMS], KAKTO U 33 CEPTU(PUKATUTE, YUETO ICHCTBUE € CIIPSIHO MU KOUTO ca
BBH3CTAHOBEHM WJIM OTHETH, WIN YHETO U3aBaHE € OTKa3aHO, KAaKTO U 3a OTpaHUYCHUATA

Ha ceptudukaru. Tazu uHGOpMaus € JOCThIIHA 32 OOLIECTBEHOCTTA.

6. Ha Komucusra ce npenoctassi IpaBOMOILIMETO Ja IPUEMa JI€JIETHPaHu aKTOBE B
ChOTBETCTBUE C WwieH 115 3a u3MeHeHne Ha MUHUMATHOTO ChAbP)KAHUE HA CEPTU(UKATUTE

no npuioxxkenue XII, kaTo OTYMTAa TEXHUYECKUS IPOTPEC.
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Ynen 57
Enexmpounna cucmema 3a Homuguyupanume opeanu

u3sa cepmuqbukamume 3a cvomeemcmeue

1. Komucusra, cinen kato ce koncyatupa ¢ KI'MU, cp3naBa u ynpasiisiBa e1eKTpOHHA

cucreMa 3a croupane u 00paboTKa Ha cieqHaTa HHpopMarus:
a)  CIHCHKa HA MOJENICHUATA 1o WwieH 37, maparpad 3;
0) cmmchKka Ha ekcnieptuTe mo wieH 40, maparpad 2;

B)  wumH(pOpMaIuATa OTHOCHO HOTH(HUKAIMATA, TOcOUYeHa B wieH 42, maparpad 10, u

MU3MEHEHHUTE HOTU(UKAIINY, TIOCOYCHHU B WieH 46, maparpad 2;
I)  CHHCBHKa Ha HOTU(UIIMPAHUTE OpTraHu 1o wieH 43, naparpad 2;

1)  PEe3IOMEeTOo Ha J0Kjana 1o wieH 44, naparpad 12;

€)  HOTH(HKAIMUTE 3a OLEHSIBAHETO HAa CbOTBETCTBUETO U CEPTU(UKATUTE IO WIEH 54,

naparpad 3 u unen 55, nmaparpad 1;

k)  CcIydauTe Ha OTHEMAaHE WJIM OTKa3 IO 3asBJICHUSTA 32 CEPTU(PHUKATH 110 ujieH 53,

naparpad 2 u pazaen 4.3 ot npunoxenue VII;
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3)  uHpOpManuATa OTHOCHO cepTH(]HKATUTE 1O WieH 56, maparpad 5;
W)  PE3IOMETO BHB BPB3Ka ¢ OE30MACHOCTTA M KIIMHUYHOTO JCHCTBHUE IO ujieH 32.

2. CnOpanara u 00paboTeHa upe3 eJIeKTpOHHATa CUCTeMa HHPOpPMAaLUs € JOCThIIHA 32
KOMIIETEHTHUTE OpraHH Ha JAbpKaBUTE WieHKH, Komucusra, korato e 1esnecho0pa3Ho —
32 HOTU(UIMPAHUTE OPTaHHU U, KOTAaTO TOBA € MPEIBUICHO B JAPYTHU pa3nopeaou Ha

HacTosius perinament win B Permament (EC) 2017/.. .*, 3a 00IIEeCTBEHOCTTA.

Ynen 58

Cmsana Ha Homucj)uuupanuﬂ Op2aH no aceianue Ha npou%odumeﬂﬂ

1. B ciydanTe, korato mpou3BOANTEN IPEKpPaTH AOrOBOpa CU ¢ HOTU(ULIUPAH OpraH U
CKJIFOUU JIOTOBOP € APYT HOTHU(PULMPAH OPraH BbB BPb3Ka C OLICHABAHETO Ha
CBHOTBETCTBUETO Ha CHILOTO U3JENIHE, TOAPOOHHUTE IPaBUIIa 3a CMsIHATA HA
HOTU(UITPAHUS OPTaH SICHO CE ONPEACIAT B CIOPa3yMEHUE MEX/Ty IPOU3BOAUTEIS,
clieaBaIus HOTU(GULIUPAH OpTraH H, KOTaTo € Bb3MOXXHO, HOTU(UITUPAHUS OpraH ¢

M3THYAIY ITpaBoMoInus. ToBa criopasyMeHne o0XBala Hai-MajIKo CIEAHUTE aCTIeKTH:

a)  Jarara, Ha KOATO CEPTH(PUKATHUTE, U31aICHU OT HOTU(PDHUITUPAHUS OpraH C H3TUYAIIH

IMpaBOMOIIMs, CTaBAT HCBAJIMJAHUA,

* OB: Mo, BbBenIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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6)

n)

naTara, 10 KOSTO UACHTH()DUKAITMOHHUAT HOMEP Ha HOTU(PUITUPAHUS OPTaH C
M3THYAIIY TTPABOMOIINS MOXe Ja ObJe TOCOYBaH B MH(pOpMaIuaTa, mpeaocTaBsHa

OT IIPOU3BOAUTECIIA, BKIIIOYUTCIIHO PCKIIAMHUTC MaTCpHUaJIn;

MPEXBBPJIAHCTO HA JOKYMCHTUTC, BKIIFOUUTCIIHO ACIICKTUTC BbB BPpb3Ka C

IMMOBCPUTCIHOCTTA U IIpaBaTa Ha COGCTBGHOCT;

JaraTta, CJIC KOATO 3a4a4YUTE I10 OICHABAHC Ha CbOTBCTCTBHUECTO Ha HOTI/I(i)I/IHI/IpaHI/Iﬂ
opraH € U3THUYaAIIX IIpaBOMOLIIUA CC MPEAOCTABAT HAa BCThIIBALIUA HOTHq)HHHpaH

OpraH;

MMOCJICAHUA CCPHUCH HOMECD HUJIM HOMEP Ha MapTHJaTa, 3@ KOUTO HOCH OTTOBOPHOCT

HOTU(UIMPAHUAT OPTaH C U3TUYALIH TPABOMOLIHSL.

Hotudunupanust opran ¢ MU3THYAIIY IPABOMOILUS OTHEMA CEPTUPHUKATHTE, KOUTO €

n3aai 3a CbOTBETHOTO U3ACIIHNEC, HA JaTaTa, Ha KOATO TC CTaBaT HECBAJIMIHU.

Ynen 59

ﬂepoeauu}z om npouedypume 3a oyeHsAaearne Ha cvomeenicmeuenio

1. IlpeS Acporanusd OT 4JICH 52mu IIpU HAAJICIKHO 000CHOBAHO MCKaHE BCEKH KOMIIETEHTEH

OopraH MOXKE [1a pa3pClIn IMyCKAHCTO Ha MMa3apa Wi IIYCKAHCTO B ﬂGﬁCTBH@ Ha

TCPUTOPHATA HA CHbOTBCTHATA AbpiKaBa YJICHKA Ha JAaJICHO U3ACIIUC, 3d KOCTO MPOUCAYPUTC

110 TOCOYCHHA YJICH HC Ca IPOBCACHU, HO YUATO }’HOTp€6a € B MHTCPEC Ha 06HI€CTB€HOTO

3paBC€ U1 0e30IacCHOCTTAa HIIU 30paBCTO HA MAIUCHTUTC.
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2. JbpkaBaTa wieHka nHGpopmupa Komucusita u ocTaHaIuTe IbPKABH WICHKH 32 BCSIKO
pelleHre 3a pa3pellaBaHe Ha IIyCKaHeTO Ha Ma3apa WK IyCKaHEeTO B ICHCTBHE Ha U3/eIHe
B CbOTBETCTBUE ¢ naparpad 1, korato pa3peieHuero ce NpeaocTaBs 3a ynorpeoa,

pasjiniHa OT yHOTpe6aTa pu CAUH MAUCHT.

3. Cren yBenomsiBane 1o naparpad 2 oT HaCTOSIINS YICH, B U3BbHPEAHHU CIIyYau, CBbP3aHU
¢ OOIIECTBEHOTO 3/IpaBe MM OE30MacHOCTTA WIIH 3paBeTo Ha manueHTute, Komucusra
MO>K€ Ype3 aKTOBE 32 M3IBIHEHHE J]a Pa3LIUpPH 3a OTPAaHUYEH CPOK BAIMIAHOCTTA HA
pa3pelieHrneTo, MPeI0CTaBeHo OT AbprKaBa UieHKa B CbOTBETCTBHE ¢ maparpad 1 ot
HACTOSIIMS YJIeH, Taka ye 1a o0xBaHe TepuTopusaTa Ha Cblo3a, U Jja ONpe/Iensl YCIOBUATA,
IIpY KOUTO U3/EIUETO MOKE Jia c€ ITyCcKa Ha [a3apa Wiu B AelicTBue. Te3u akToBe 3a
U3IIBbJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLIEypaTa 10 pas3riekIaHe, I0COUEHa B

uied 114, maparpad 3.

B cnemnan ClIydyau U IIpyu HAJJIC)KHO 000CHOBAHH HAJ0KUTEIHU IIPUYKWHU BBB BpPb3Ka CbC
30paBCTO U 0e30macHOCTTa Ha Xopara, Komucwusra IMprue€Ma aKTOBC 34 U3ITBJIHCHUC C
He3a0aBHO MMPUITOKCHUC B CbOTBCTCTBUC C IIpoLCAYypaTa, IOCOUYCHA B YJICH 114,

naparpag 4.
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Ynen 60

Cepmucgpuxam 3a c60600Ha npooadxcoa

3a HenauTe Ha U3HOCA U 10 UCKAHE Ha IPOU3BOAUTEN WIN YITBIHOMOIIEH IIPEICTaBUTEIN
IbpKaBaTa YICHKA, B KOSATO MPOU3BOAUTEIAT WIN YITBITHOMOILEHUAT IPEICTaBUTEN UMa
PETUCTPUPAHO MSCTO Ha CTOMAHCKA ICHHOCT, U3/1aBa cepTu(dUKaT 3a CBOOOJHA MTPOAAXKOa,
C KOMTO ce yA0CTOBEPsBA, Y€ MPOU3BOIUTENST UIH YII'BJIHOMOILIEHUST NPEACTaBUTEN,
criopes ciayvasi, iMa perucTpUpaHO MACTO Ha CTOMAHCKA IEHHOCT Ha HEMHATa TepUTOpuUs U
4ye ChOTBETHOTO M3JENNe ¢ MapkupoBka ,,CE®, HaHeceHa ChriIacHO HACTOAIIMS PETJIaMEHT,
MOJKe J1a ce Impejyiara Ha nasapa B Cbro3a. B ceprudukara 3a cBobonHa npojaxoa ce
nocousa 6azoBusaT UDI-DI Ha uznenuero, npenocrasex Ha 6a3ara gannu 3a UDI cerimacHo
yiieH 29. KoraTo HoTHdUIMpaH opraH € u3aaji cepTudukar 1o 4ieH 56, B cepTudukara 3a
cBOOO/IHA MPOakOa ce MOCOYBa YHUKATHUAT HOMEP 32 HACHTU(UITMPAHE HA TO3U
cepTuduKaT, KOUTO Ce U37aBa OT HOTU(PHUITUPAHKS OpraH, KAaKTO € Toco4YeHo B riasa I,

pazaen 3 ot npuioxenue XII.

Upes akToBe 3a u3nbiaHeHne KoMmucusta Moke 1a ycTaHOBU oOpasell Ha cepTuUKATHTE 3a
cBOOOIHA MpoakOa, KaTo B3eMe MPEABH] MEKIyHapO HATa IPAKTHUKA MO0 OTHOILICHHE Ha
U3II0JI3BAHETO Ha cepTU(UKATUTE 32 CBOOOIHA MpoaxkOa. Te3u akToBe 3a U3IIbJIHEHHE ce
IpHeMar B CbOTBETCTBUE C MPOIlelypaTa 0 KOHCYJITUPaHe, IpeBucHa B WwieH 114,

naparpad 2.
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I'nmaBa VI

Kannnuyna OII€CHKA U KJIMHUYHHU U3IIUTBAHUA

Ynen 61

Knunuuna oyenxa

1. [ToTBBpKAABAHETO HA CHOTBETCTBUETO € MPUIIOKUMUTE OOLIM U3UCKBAHUSA 32 O€30I1aCHOCT
U JIeHCTBHE, YCTAHOBEHU B MPUJIOKEHHE |, TpU HOpMaTHU yCIIOBHS Ha ynoTpeda Ha
U3JENIMETO 10 MpeAHa3HaYeHNe, KaKTO U OIIeHKaTa Ha HeXKEJaHUTE CTPAHWYHU €(EeKTH U
Ha IPUEMJIMBOCTTA HAa ChOTHOIIEHUETO MEKY MOJI3UTE U PUCKOBETE, IIOCOUYEHO B Pa3JIeiu
1 u 8 ot npunoxenue I, ce ocHOBaBaT Ha KJIMHUYHU JaHHHU, OCUTYPSBALLH JOCTAThYHO
KJIMHUYHU JJOKA3aTeJICTBA, BKIIOYUTEIIHO, KOraTo € MPUIOKUMO, CbOTBETHUTE TaHHU

chrytacHo npwioxkenue 1.

[IpousBoauTeNnaT yToyHsBa 1 000CHOBaBa HUBOTO HAa KIIMHUYHHUTE JJOKA3aTEJICTBRA,
He0oOXO0IMMHU 32 JI0Ka3BaHE Ha ChOTBETCTBUE C MPUIIOKUMUTE OOIIM N3UCKBAHUS 32
0e30macHOCT U AeiicTBre. HUBOTO Ha KIMHUYHUTE TOKA3aTEICTBA TPSOBA J1a € TIOIXOISII0

npeaABUA XapaKTCPUCTUKUTC HA U3ACTIUCTO U HCTOBOTO NPCAHASHAYCHUC.

3a Ta3u LEJI ITPOU3BOAUTCIIUTE INIAHUPAT, U3BBPIIBAT U JOKYMCHTHPAT KIIMHWUYHA OLICHKA

B CbOTBETCTBHE C HACTOAIIUS YWICH U 4yacT A oT npuiioxenue XIV.
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2. 3a Bcwuku m3nenus ot kiac [1I u 3a uzgenusra ot kiac Ilb, mocouenu B wieH 54, maparpad
1, OykBa 0), mpenu W3BBPIIBAHETO HA KIIMHUYHA OIICHKA W/WJN U3ITUTBAHE
MIPOU3BOIUTEIIAT MOXKE J]a C€ KOHCYJITHpA C TPyIa eKCIEepTH chriacHo wieH 106, ¢ men aa
Ce HampaBH TpeErJie/l Ha CTPATEruATa Ha MPOU3BOIUTENS 32 ThPCEHOTO KIIMHUYHO Pa3BUTHE
" ONpCJIOKCHUATA 3a KIIMHUYHO U3IMUTBAHC. HpOI/I3BOIII/ITCJI$IT HaIJIC’)KHO B3€Ma MMPCABU/
MHEHUSTA Ha rpymnaTa eKcrepTd. ToBa ce TOKyMEHTHpPA B JIOKJIa/1a 32 KIMHUYHATA OIICHKA,

nmocoueH B maparpad 12 oT HaCTOSIIHS YJIeH.

[IpousBoauTeNAT HE MOXKE /1a YepIiy IIpaBa OT MHEHUATA Ha TpyIaTa eKCIepTH BbB BPb3Ka

C 6’5,[[6]1_[8. mnponcaypa 3a OCHABAHC HA CbOTBETCTBUECTO.

3. KnuanyHara orieHka ciie/iBa omnpeesneHa u 1o00pe 000CHOBaHa B METOA0JIOTUYHO

OTHOIICHHUEC MMpoucaypa Bb3 OCHOBA Ha CJICIHUTC aCIICKTU:

a) KPpHUTHYHA OLICHKA Ha CbOTBCTHATA HAYYHA JIMTCpATypa, HAJIMYHA KbM MOMCHTA,
OTHOCHO 0€3011acHOCTTa, ACHCTBUETO, TPOSKTHUTE XaPAKTCPUCTUKH U

MPEAHAa3HAYCHUETO HA U3ACTIUCTO, KOTaTO Ca U3ITBJIHCHU CICAHUTE YCIOBHA:

— JOKa3aHo €, Y€ U3ACJIIMCTO IMOAJICKAIIIO Ha KIMHWYHA OCHKA 3a HCTOBOTO
MMpeaAHa3HAYCHUEC € CKBUBAJICHTHO HAa U3ACIIUCTO, C KOCTO Ca CBbP3aHU JAHHUTC

CBIJIACHO pa3zen 3 oT npuwioxkenue XIV, n

- JAHHUTC B 3a10BOJIUTCIIHA CTCIICH JOKAa3BAT CHbOTBETCTBUCTO C NPUIIOKUMUTE

00IIM M3UCKBAaHUS 3a 0€30MMaCHOCT U JEHCTBUE;
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6) KpUTHYHA OLICHKA Ha PE3YJITaATUTC OT BCUYKH HAJIMYHU KIIMHUYHHA U3IIUTBAHUSA, B
KOATO C€ OTUMTA HAAJICKHO AaJIM U3NIMUTBAHUATA Ca U3BBPIICHU CHITIACHO

yineHoBe 62—~80, akToBeTe, MPUETH CHITIACHO WieH 81, u npuwioxenue XV; u

B) pastICiKAaHC Ha HAITMYHUTE 3a Ta3W LCJT AJITCPHATUBHU MCTOAU 3a JICUCHUC, AKO UMa

TaKHUBa.

4. 3a UMIUTAaHTUPYEMUTE U3AeNus U u3nenusara ot kiac Il ce u3pbpBaT KIMHUYHU

MU3NHUTBAaHUs, OCBCH KOI'aTO:

- HU3ACIIUETO € IIPOCKTHUPAHO YPE€3 BHACAHEC HA IIPOMCHHU B U3ACIIHUE, KOCTO BEUEC CC

npeajara Ha masapa OT CblIUA IIPOU3BOANUTCII,

- 3a IPOMCHCHOTO U3ACIINC € ouio JOKAa3aHO OT MPOU3BOAUTCIIA, HC € CKBUBAJICHTHO
Ha OpcJIaraHoTo Ha Iasapa Uu3aCIie, B CbOTBCTCTBUEC C PA3CII 3ot IMPUITOKCHUC

XIV u Te3u nokazarencTa ca MIPUETU OT HOTU(PULIMPAHUS OPTaH; U

- KIIMHUYHAaTa OICHKA Ha IpCJIaraHoTo Ha rasapa u3acjiue € 10CTaTb4Ha, 3a J1a C€
JOKaX€ CbOTBETCTBUCTO HA IPOMCHCHOTO HU3JACINE C IIPUIIOKUMUTE U3MCKBAHUA 3a

0€30MacHOCT U JEUCTBUE.

B Te3u cnyyan HOTU(DUIIMPAaHUAT OpraH npoBepsia Aanu mwiansT 3a KIITIT Ha
IIPOMEHEHOTO U3JIEINe € IOAXOAAI U BKIIF0YBA IIPOYYBaHUs CJIE IIyCKaHE Ha ras3apa C

IIeJI TOKa3BaHe Ha 0C30MacHOCTTa U JICHMCTBUETO HA U3ICIIUETO.

OcBeH TOBa B CilydauTe, TOCOYEHH B maparpad 6, He € HeOOXOMMO J1a Ce MTPOBEXKIAT

KIIMHUYHU U3IIMTBAHUA.

10728/4/16 REV 4 194

BG



5. HpOH?;BOI[PITGJ'I?IT Ha U3J1CJIME, 3a KOCTO € JOKa3aHO, Y€ € CKBMBAJICHTHO Ha BCYC
npeajaradHo Ha 1masapa U3aciinme, KOETO HE € MPOMU3BCACHO OT ChIIHA ITPOU3BOAUTEII, MOXE
Ja CC I1030BaBa Ha naparpa(l) 4c orjie] MpoOBCKAAHCTO HA KIIMHUYHO U3IMUTBAHC, aKO OCBCH

HU3HMCKBAHMATA HA ITIOCOYCHUA naparpa(p Ca U3IIbJIHCHHU U CJIICAHUTC yCIIOBUA:

— JIBamata MpOU3BOAUTENN UMAT TIOTOBOP, KOMTO U3PUYHO NIPENOCTABS Ha
MIPOU3BOJUTEINS HA BTOPOTO U3EIUE IIBJIEH U MOCTOSHEH AOCTHI 10 TEXHUYECKATa

JOKYMCHTAIMA ; U

- IIbpBOHAYATHATA KJIMHUYHA OLICHKA € U3BbPIICHA IIPH CIIa3BaHC Ha NU3MCKBAHUATA HA

HACTOAIIUSA PCTIIAMCHT;,

Y TIPOU3BOJUTEIIAT HA BTOPOTO M3/EIHE MPEICTaBU Ha HOTU(DUIIMpPAHUS OpraH SCHU
JI0Ka3aTeJICTBA 32 U3IIBJIHEHUETO Ha TOPHUTE yciloBUA.6. 3nuckBaHeTo 3a IpoBeXkaaHe Ha
KJIMHUYHY W3MUTBAHUSA 110 naparpad 4 He ce npuiiara 3a UMIUIaHTUPYEMUTE U3AETus U

n3nenusTa ot kiac III, kouro:

a)  ca3aKOHHO IyCHAaTH Ha Ma3apa WM B IeHCTBUE B CbOTBETCTBUE C [lupekTuBa

90/385/EVO unu dupextusa 93/42/ENO u unaTo KIMHUYHA OI[EHKA!

- CC€ OCHOBAaBa Ha AOCTaThYHO KIIMHHUYHU JAaHHU U
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— CBHOTBETCTBA Ha Mpuioxumara rnpoaykrosa OC 3a KJIMHUYHA OLIEHKA HA TO3H

THII H37IeI1e, KoraTo ¢ HaandHa TakaBa OC; uimm

6) MMpEeaACTaBJIABAT XUPYPIrUICCKU KOHIIH, CKO6I/I, CTOMATOJOIN4YHU 3allbJBallln
MaTepurai, CTOMAaTOJIOIT'NYHHN CKO6I/I, 3b0HU KOPOHKH, BUHTOBEC, KIIMHOBEC, IIJIACTUHH,
MMPpOBOJHUIIH, H_[I/Iq)TOBe, KJIMIICU U KOHCKTOPHU, YUATO KIIMHUYHA OLICHKA CC OCHOBABa
Ha JOCTATBbYHO KIIMHUYHH JAHHH WU CbOTBCTCTBA HA MPUJIIOKKUMATA IPOJAYKTOBA OC,

korato € HannyHa takasa OC.

7. Cnyuante, korato maparpad 4 He ce mpuiara chrilacHo naparpad 6, ce 000CHOBaBaT OT
MIPOU3BOJIUTEIIS B JIOKJIAJIa 32 KIIMHMUYHATA OIIEHKA U OT HOTHU(DUIIMPaHUs OpraH B JOKJIa/1a

34 OLCHABAHC HAa KJIMHHUYHATa OLICHKA.

8. Korarto e 000cHOBaHO OT IJieTHA TOYKA Ha U3MOJI3BAHETO B IPYTH U3JCNUs HA YTBBPIACHU
TEXHOJIOTHH, CXOJHH C TE3W, U3IOJI3BAaHU B H3KITIOUCHHUTE U3JICIHSI OT CIIHUCHKA T10
naparpad 6, OykBa 0) OT HACTOSIIINS YJICH, HJIK KOTaTO TOBA C€ M3MCKBA OT ChOOPaKCHHS
3a 3aKpuJia Ha 3[[paBeTo U 0€30MaCHOCTTa Ha MAI[EHTUTE, TOTPEOUTEINTE WK APYTH JIHIIA
WM 32 3allliTa Ha APYTU aclieKTH Ha 00IIeCTBEHOTO 31paBe, Ha Komucusra ce mpenocrass
MIPaBOMOIIMETO J1a TPHEeMa JICJIETUPAHN aKTOBE B CHOTBETCTBHE ¢ WieH 115 3a u3meHeHue
Ha CIHUCHKa Ha U3KIIFOUYCHUTE U3eNus 1o WwieH 52, maparpad 4, BTopa ajJuHes! U 1o
naparpad 6, OykBa 0) OT HACTOSIIHS WICH, KaTo J00aBs WM 3aJIMYaBa B CIIHCHKA IPYTH

TUMOBE UMIUTAHTUPYEMH U3JIeNusl Wi u3aenus ot kiac 11
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9. [Tpu nmpoxykTy 6€3 MEITUITMHCKO MpeAHa3HAYCHHUEe, N30pOeHH B MpuioxkeHne X VI,
M3UCKBAHETO 3a I0KA3BaHE HA KIIMHUYHA I10J13a B CbOTBETCTBUE C HACTOSIIATA IJ1aBa U
npunoxenus XIV u XV ce ThiIKyBa KaTO U3UCKBaHE 3a JI0Ka3BaHE HA JIEVCTBUETO HA
n3aenrero. KIMHUYHUTE OLIEHKU Ha Te3U MPOYyKTH C€ OCHOBaBaT HA OTHOCUMH JIaHHU 3a
0€301acHOCTTa, BKJIIOUMTENTHO JaHHU OT HaJa30pa ciiesl myckane Ha nasapa, ot KIIIIII u,
KOTaTo € MPUJI0KUMO, KOHKPETHU KIIMHUYHU U3MHUTBAHUS. 3a T€3U MPOIYKTH Ce
MIPOBEKIAT KIIMHUYHY M3IMUTBAHMS, OCBEH aKO HE € HAJIJIC)KHO 00OOCHOBAHO M3ITOJI3BAHETO

Ha CbIICCTBYBAIIUTC KIIMHUYHA JaHHHW 3a aHAJIOTUYHU U3CIIHNA.

10. bes na ce 3acsra maparpad 4, Korato He ce cuMTa 3a IeJIeCho0pa3HO JOKa3BaHETO Ha
CHOTBETCTBUETO C OOIINTE U3MCKBAHUS 3a OE30MACHOCT U JCHCTBHE B3 OCHOBA Ha
KIIMHUYHA JaHHH, TOAX0IsIIaTa 000CHOBKA 32 TT0I0OHO M3KITIOYCHHE Ce TIPEI0CTaBs Ha
0a3ara Ha Pe3yJITaTUTE OT YNPABJICHUETO HA PUCKA OT CTpaHa Ha MPOU3BOJUTENS U Bb3
OCHOBa Ha crienrdukaTa Ha B3aUMOJECHCTBUETO MEXKY U3/I€TTHETO U YOBEIIKOTO TAJIO,
OYaKBaHMSI KIIMHUYEH PE3yJITaT U TBbPACHUATA HA IPOU3BOAUTENS. B TakbB ciyuait
MIPOU3BOIUTENAT 000CHOBABA HAJIEKHO B TEXHUUECKATa JOKYMEHTAIUs, IOCOYEHa B
npunoxkenue 11, 3amo cMsTa 3a JOCTaThYHO CHOTBETCTBHETO C OOIIMTE H3UCKBAHUS 32
0€30IMacHOCT U JeicTBHE J1a ObJe T0KAa3aHO BH3 OCHOBA CAMO Ha PE3YyJITATUTE OT METOIUTE
32 HeKJIMHUYHO M3MUTBAHE, BKIIFOUUTEIIHO OLICHKA Ha JCHCTBUETO, U3MUTBAHE HA CTEH 1

IpCAKIMHUYHA OCHKA.
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11. KnunnyHata oneHka U TOKyMEHTalUsITa BbB BPb3Ka C HEs CE aKTyaju3upaT npe3 LeJInst
EKCIUUIOATallMOHEH CPOK Ha CbOTBETHOTO U3JIEJINE C KIMHUYHUTE JAHHU, ITOJIYYEHU OT
M3MIBJIHEHUETO Ha Iu1aHa Ha npousBoautens 3a KIIIII B ceoTBeTCTBHE € yacT b oT

npunoxenue X1V, u 3a HaA30p ciel MycKaHe Ha Ma3apa 1o 4ieH 84.

3a u3genusTa ot kiac [l u uMmnantTupyemute u3aenus A10kaaasT 3a onenka Ha KIIIIT u,
aKo € PEABUICHO, PE3IOMETO 3a 0€30MacHOCTTa U KIIMHUYHATA €()eKTUBHOCT 1O WieH 32,

CC aKTyaJu3upar Hall-MaJIKo BCAHDBXK I'OAUITHO C TE3U JaHHU.

12. KimHnyHarta onieHKa, pe3yJITaTUTE OT Hesl U IPOU3TUYAILNTE OT Hesl KIMHUYHU
JI0Ka3aTeJICTBA C€ JOKYMEHTHPAT B IOKJIaJ 3a KIIMHUYHA OLIEHKA, [IOCOYEH B pa3zieln 4 oT
npusnoxenue X1V, KolWTo, 0OCBEH NpH U3AeHs, U3pa00TEeHH 10 MOPHUKa, € YaCT OT
TEXHUYECKaTa JOKYMEHTAlUs ChIIACHO NpWIOKeHHUE 11 BBB Bpb3Ka CbC CHOTBETHOTO

n3aciunc.

13. Korato e HeoOx0o1uMo 1a ce rapaHThpa €HAKBOTO NpuiaraHe Ha npuioxkerue XIV,
Komucusita, kaTo oTuynTa HaJIJIEKHO TEXHUUECKHS U HAyYHUS IPOrpec, MOXKe J1a IpueMe
aKTOBE 3a M3IIBJIIHEHHUE, IOKOJIKOTO TOBA € HEOOXOAUMO 3a pa3peliaBaHe Ha MPoOIeMH,
CBBP3aHHU C Pa3IUYHOTO THJIKYBaHE U MPUIIAraHETO Ha MpakTuka. Te3u akToBe 3a
M3IBJIHEHHE C€ MPUEMaT B ChOTBETCTBUE C MPOLIeypaTa 1Mo pa3riexkjaHe, IocoueHa B

yied 114, maparpad 3.

10728/4/16 REV 4 198

BG



Ynen 62
Obuwu U3UCKEAHUSL OMHOCHO KIUHUYHUME USNUMBAHUS

30 O0OKA36aHe HA CLOMBEMCMEUEMO HA U30eUIMA

1. KnuHuyHWTE M3MUTBAaHUS CE IUIAHUPAT, pa3peliaBar, IPOBEXKIAT, JOKYMEHTUPAT U
JOKJIaJIBAT B CHOTBETCTBUE C Pa3lopeIONTE HA HACTOSIIHS WieH U wieHoBe 63—80,
MIPUETUTE B CHOTBETCTBUE C WwieH 81 akToBe U npuioxeHue XV, ako ce MpoBexIaT KaTo
YacT OT KJIMHUYHATA OICHKA 3a OLIEHSIBAaHE Ha ChOTBETCTBUETO C €IHA WJIN ITIOBEYE OT

CIIEAHUATE LIETU:

a)  J1a ce yCTaHOBU W MOTBBHP/H, Y€ MIPH HOPMAJIHU YCJIOBUA Ha YNOTpeOa Hu3AenusiTa ce
MIPOEKTUPAT, POU3BEKIAT U OMAKOBAT 10 TAKbB HAYMH, Y€ J1a CbOTBETCTBAT HA €/1HA
WM TTIOBEY€ KOHKPETHH I1IeTTH, U30POCHHU B WIEH 2, TouKa |, 1 uMaT npeaBUACHOTO

IMOCOYCHO OT IMPOU3BOAUTCIIA UM HGfICTBPIG;

0) /1ace yCTAaHOBSAT U MOTBBPAT KIMHUYHUTE TTOJI3U OT JAJCHO U3/CIINE ChIVIACHO

IMOCOYCHOTO OT NPOU3BOJUTEIIA MY,

B)  Jla ce yCTaHOBM U MOTBBPAM KIMHUYHATA O€30MIaCHOCT Ha U3/EIHETO, Ja ce
OTIpeNIeNIAT HeKEIaHNUTE CTPAHUYHU €(eKTH ITPH HOPMAIIHU YCJIOBHS Ha yroTpeda Ha
U3JIEIIMETO U J1a Ce IIPELCHU JOKOJIKO TE Ca B PAMKUTE HA IPUEMIIMBUS PUCK CIIPSAMO

MMOJIBUTC OT NPCABUACHOTO JIeHicTBHE Ha U3CIINETO.
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2. Koraro cioHCcOpbT Ha KIIMHUYHO U3NKUTBaHE HE € ycTaHOBEH B Cbl03a, TOM rapantupa, 4e
nMa (pU3MUECKO WIH I0PUINYECKO JIUIle, ycTaHOBEHO B Cbl03a, 3a CBOM MpeACTaBUTEI.
TaxbB npeacTaBUTEN OTTOBaps 3a CNIA3BAaHETO HA 3aJbJDKEHUATA HA CIIOHCOPA CHIVIACHO
HACTOSIIMS PErJIAMEHT U € aJpecar 3a BCUUKU ChOOLIECHHS 32 CIIOHCOPa, IPEBUICHH B
HACTOSIIUS peryiaMeHT. Besiko choOIeHue 10 mpeCTaBUTeNs, Ce CYUTa 3a ChOOIICHUE J10

CIIOHCOpA.

JIbpkaBUTE YWIEHKU MoraTt Jja u30epaT /1a He npuiaraT IbpBa aluHes [0 OTHOLIEHUE Ha
KIIMHWYHU U3IUTBAHUA, KOUTO I1I€ CE MPOBEXKAAT CAMO Ha TAXHA TEPUTOPHS WIH HA TAXHA
TEPUTOPHUA U HAa TEPUTOPUATA HA TPETA IbPrKAaBa, aKO TAPAHTUPAT, Y€ 110 OTHOLICHUE HA
TOBAa KJIMHUYHO U3IIUTBAHE CIIOHCOPBT MMa HAl-MaJIKO €JHO JIMLE 32 KOHTAKT, YCTAaHOBEHO
Ha TSIXHA TEPUTOPHS, 10 KOETO J1a C€ aApecupar NpeABUICHUTE B HACTOSIINUS PEIJIaMEHT

CHOOIIEHUS 3a CTIOHCODPA.

3. KnuanaauTe n3nuTBaHus ce IJIaHUpAaT U IIPOBEXKAAT 110 TAKEB HAYMH, Y€ IIpaBaTa,
6630HaCHOCTTa, HOCTOﬁHCTBOTO 1 0JIarOCHCTOSTHUETO Ha YHYaCTHHULUTE B TC3U KIIMHUYHU
HU3NUTBAHUA Ca 3allIUTCHU U UMAT IIPUOPUTET MPEA BCAKAKBU APYTH UHTCPCCH, a

MOJIYUCHUTC KIIMHUYHHU JAaHHU Ca HAYYHO U3IbpPKAaHU, HAACKIHU U CTaOMIHH.

KbM KIMHUYHHUTE U3MUTBAHUS CE MPUIaraT HAyYHUTE U €eTHYHUTE cTaHaapTu. [lpernensT
Ha ChOTBETCTBUETO C €ETHUYHUTE CTAHJAPTH CE U3BBHPIIBA OT KOMHCHS 10 €TUKA ChIIIACHO
HAIlMOHAJTHOTO MpaBo. /IbpikaBUTE UJICHKU TapaHTHPAT, Y€ MPOLeAypUTE 3a Mperies OT
KOMUCHSITA 10 €THKA Ca ChBMECTUMU C MPOIIeIypUTE, YCTAHOBEHH B HACTOSIIIIUS
periaMeHT 3a OlleHsIBaHEe Ha 3asBJICHUETO 3a pa3pelieHie Ha KITMHUYHO U3MUTBaHe. B
nperJie/ia Ha CbOTBETCTBUETO C €TUYHUTE CTAaHAAPTH y4acTBa Hal-MaJKO €I1H

HECIICTUAIUCT.
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4. Knuanuro n3nuteane no naparpad 1 Moxe 1a 0b/1e IPOBEICHO CaMO aKo ca H3IIbJIHEHU

BCUYKHU YCIIOBUS MO-A0TY:

a)  KIMHUYHOTO M3MHMTBAHE 3aBHCH OT pa3pelieHue OT qbpKaBaTa(ure) uacHKa(u), B
KOSITO(KOUTO) IIe Ce MPOBEJe KIMHUYHOTO U3MUTBAHE, B ChOTBETCTBHUE C HACTOSIIHS
periiaMeHT, OCBEH aKO He € TIOCOYEHO JIPYTo;

0) KOMHCHS IO €THKA, Ch3/1aJICHA B CHOTBETCTBUE C HAIIMOHAIHOTO TPABO, HE € Jajia
OTPUIATEITHO CTAHOBUIIIE IO OTHONICHUE HA KIIMHUYHOTO U3IUTBAHE, KOCTO €
BaJIMJIHO 3 IIs1aTa AbprKaBa YiICHKa ChIVIACHO HALIMOHAIHOTO U MPaBo;

B)  CIIOHCOPBHT WJIM HETOBHST MPEICTABUTEN UJIH JIUIIE 32 KOHTAKT ChIIacHO maparpad 2
e ycranoBeH B Cbio3a;

I)  ySA3BUMHTE FPYIH OT HACEIEHUETO U MHAUBHYyAIHU YUYACTHHUIIH Ca TIOIX OISO
3alIUTEHN B CbOTBETCTBUE C WieHOBe 64—68;

)  OYaKBAaHUTE MOJ3U 32 YUYACTHHUIIUTE WM MOJI3UTE 32 OOIECTBEHOTO 3/1paBe
orpaBJaBaT NPEABUANMHUTE PUCKOBE U HEYI0OCTBA, KaTO CE€ U3BBPIIBA IIOCTOSTHHO
HaOII0/IEHUE Ha ChOTBETCTBUETO C TOBA YCIOBHUE;

€)  YYaCTHUKBT WIH, aKO TOH HE MOXKE Jia 1ajie HHPOPMHUPAHO ChIIIACHE — HETOBUST
3aKOHHO OIPE/IeTICH MPEACTaBUTEN, € Jall MH)OPMHUPAHO ChIIIACHE B ChOTBETCTBUE C
ujied 63;
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Ha YYaCTHHKA WJIH, aKO YYaCTHUKBT HE MOXKE J1a 1aJiec HHPOPMHUPAHO ChIIacHe, Ha
HETOBUS 3aKOHHO OIpeJiesIeH NMPEeACTaBUTEN ca OMIIM IPEIOCTaBeHN JaHHUTE 3a
KOHTaKT Ha 00pazyBaHue, KbAETO MOXKeE J1a ObJIe MOoTyUYeHa TOMbIHUTEIHA

uHpopManus B ciiyyail Ha HEOOXOIUMOCT;

IPaBOTO HA yYAaCTHUKA Ha (pU3HUECKa U ICUXUYECKa HEIPUKOCHOBEHOCT, Ha JINYEH
YKUBOT U Ha 3alllMTa Ha TaHHUTE, OTHACSILHU CE JI0 HETO, B ChOTBETCTBUE C

Hupextusa 95/46/EQ, e rapaHTHpaHO;

KJIIMHUYHOTO M3MUTBAaHE MMa 3a I1eJ1 Ja CBEeJE 10 MUHUMYM OoJikata, qTuckoMdopTa,
CTpaxa U BCSIKaKbB JAPYT MPEABUIUM PUCK 32 YUACTHUKA, & IPEACITHUAT PUCK U
CTETICHTa HA MPUINHEHHS (PU3UIECKH TUCKOM(BOPT ca U3PUYHO OTPE/ICIICHU B TUTaHA

Ha KIMHHUYHOTO M3IIUTBAHC U CC HaGHIOI[aBaT HCTIPCKBCHATO,

MCIUIHUHCKUTC I'PUKHU, ITOJIAraHu 3a YHaCTHUIUTEC, Ca OTTOBOPHOCT HA IMMOAXOJAIIO0
KBATH(UITMPaH JICKap WK, KOraTo TOBa € I1eIeCho0pa3Ho, Ha KBATU(UIIUPAH JeKap
10 JICHTAJTHA MEJIUIIHA WX JAPYTO JIAIE, OTPABOMOIIECHO CHIITACHO HAITMOHAITHOTO
NpaBo JIa 1moJiara mo{00HU TPHKH 32 MAIUCHTH B YCIOBUATA HA KIIMHUYHO

HU3IIUTBAHE;

Ha YHaCTHUIUTC UJIN, KOTAaTO € IMMPHUIIOKUMO, HA 3aKOHHO ONPCACICHUTC UM
MMpEaACTAaBUTECIIN HC € OKa3BaHO HCIIPABOMEPHO BJIMAHUEC, BKIIIOYHUTCIIHO OT

(1)I/IHaHCOBO €CTECTBO, 3a J1a Yy4acTBaT B KIIMHUYHOTO U3IIUTBAHEC,
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J)  U3IeTueTo(sTa) 3a KIMHUYHO W3MUTBAHE OTTOBAPs(T) HA MPUIIOKUMHUTE OOIIH
W3UCKBaHUS 32 0€30MaCHOCT U JIHCTBHE, YCTAHOBEHH B IPUIIOKEHHE |, C
U3KITIOYCHUE HA aCTIEKTUTE, 00XBAaHATH OT KIIMHUYHOTO M3IUTBAHE, U TIO OTHOIIICHHE
Ha TE3U aCIeKTHU ca B3CTH BCUYUKH MPE/Na3HH MEPKH 33 3aKpUJia Ha 3JIPaBeTo U
0e30MacHOCTTa Ha yJyacTHHUIMTE. TOBa BKIIFOUBA MPU HEOOXOAUMOCT TECTOBE 32
TEXHHYECKA U OMOJIOrrmyHa 0€30MMaCHOCT U MPEIKIIMHUYHA OIICHKA, KAKTO U
pasnopenOu B o0acTTa Ha 6€30NaCHUTE YCIIOBHSI HA TPY/I M IPEIOTBPATIBAHETO HA

3JIOIIOJIYKH, OTpa3saBalin Hall-HOBUTE Hay4YHH JOCTHIXCHUSA,
M) H3IIbJIHCHHU Ca U3UCKBAHUATA 110 IIPHUIIOKCHUC XV.

Bcekn yuyaCTHUK WM, aKO YYaCTHUKBT HE MOXKeE Ja J1aie MHPOPMHUPAHO ChIIIacHe,
HETOBHAT 3aKOHHO OIpeJIeICH MPEACTaBUTEN, MOXKe, Oe3 TOBA J]a My HaBpEIU MO KaKhBTO
1 1a 6uiio HauMH U 0e3 Jla My Ce HaJlara Jia JiaBa KakBOTO U Jia € 00sICHEHUE, Ja C€ OTTETIIU
OT KIIMHUYHOTO M3MHUTBAHE MO BCSIKO BpEME, KaTO OTTETIH CBOSTO HH(POPMHUPAHO
cwriacue. bes na ce 3acsra JlupexkruBa 95/46/EQ, oTTernsaaeTo Ha HHOOPMUPAHOTO
ChIJIACUE HE 3acsra Be4e U3BBPIICHUTE NICHHOCTH, HUTO M3IOI3BAHETO HA JJAHHUTE,

MOJTyYeHH B3 OCHOBA HA HH(POPMHUPAHOTO ChITIACHE MIPEIN HErOBOTO OTTETJISHE.

N3cnenoBarensaT e auile, ynpaxHsIBamo Ipodecusi, KOSITo € MPU3HaTa OT ChOTBETHATA
bprKaBa YJeHKa KaTo JaBailia My MpaBo Ja U3MBIHABA PYHKIIMUTE HA U3CIEI0BATEN, Thil
KaTo MpuTekaBa HEOOXOAUMUTE HAYYHU 3HAHUS U OMHUT B 00JIACTTa Ha TPUKUTE 3a
nauueHTute. OcTaHaausAT NEPCOHAN, y4acTBalll B MPOBEKAAHETO HA KIIMHUYHO U3IIUTBAHE,
¥Ma TOJIXO/A11a KBaTU(UKAIHs 32 U3MBJIIHEHNE Ha BB3JIOKEHUTE MY 3a/1a4yH, IPEABH]L
HEroBOTO 00pa3zoBaHue, 00yUYCHHE WU OMUT B CHOTBETHATA OOJIACT Ha MEUIIHATA U B

obnactra Ha METOJ0JIOTHATAa HA KIMHUYHUTC U3CJICABAHUA.
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7. Mecrara 3a MMPOBCIKAAHC HA KIIMHUYHOTO U3IMUTBAHC Ca NOAXOAAIIHN 3a Ta3KW LCII U Ca

CXOJHHU C MECTaTa, B KOMUTO U3ACITUCTO € NPECAHA3HAYCHO 3a yrIOTpe6a.

Ynen 63

Hugpopmupano cvenacue

1. NudopmupanoTo chriiacue € B mucMena (Gopma, ¢ 1ata U MOANKC Ha JIIETO, TPOBEKIAII0
pasroBopa, Moco4yeHo B naparpad 2, OykBa B) M Ha y9acTHUKA, WIH, KOTaTO YIACTHUKBT HE
€ croco0OeH /1a aane nHGOPMUPAHO ChIIache, Ha HETOB 3aKOHHO OTIPEIeIIeH
MpEeACTaBUTEN, CIIE]] KaTO TOW € OWJI HaIJIe)KHO HH(OpPMUpPaH B CHOTBETCTBHUE C TTaparpad
2. AXO y4acTHHKBT HE € B CbCTOSIHUE JIa TIHIIIEC, TOBA ChIVIACKUE MOXKE Ja ObJIe TAJICHO U
3aIlMMCAaHO YPE3 NOAXOAAIHN AJITCPHATUBHU CPCACTBA B IPUCHCTBUCTO Hail-MaJIKO Ha €ANH
HE3aBUCHUM CBHUICTCII. B To3mn Cﬂy‘{aﬁ CBUIACTCIIAT MMOATIMCBA U CJiara JaTa Ha JOKYMCHTA 3a
nHpopMHpaHo cbriiacue. Ha ydacTHHKa WM, KOTaTO YYaCTHUKBT HE € CIIOCOOCH Ja Jajie
WHPOPMHPAHO CHIVIACHE, HA HETOB 3aKOHHO OIPE/IENICH MPEICTABUTEN Ce TIPEAOCTAaBsI, B
3aBHCHUMOCT OT CITy4asi, KOIHe OT JOKYMEHTa MU 3alKca, ¢ KOMTO € OMIo JaieHo
uHpopMHpaHOTO chritacue. MHpopMupaHOTO Cchriacue ce JokyMeHTupa. Ha yyacTHuka
HJIN HCTOBUA 3aKOHHO OIMPCACIICH NPCACTABUTCII CC NPCAOCTABA JOCTATHhYHO BPpCME, 3a J1a

0OMUCIIU CBOETO pPCIICHUC 3a YHYAaCTHUC B KIIMHUYHOTO U3IIUTBAHC.
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2. WNudopmanusra, mperoctaBeHa Ha y4aCTHUKA HITH, KOTaTO YYaCTHUKBT HE € CIIOCOOEH Ja
najne nHGOpMUPAHO ChIIacHe, Ha 3aKOHHO ONpPEIEICHHs My MPEICTaBUTEN 3a LeJIUTE Ha

IoJIydaBaHC Ha HETOBOTO I/IH(i)OpMI/IpaHO ChbIJIaCuc:

a) IMMO3BOJIsIBA HA YUACTHHKA WJIKM HAa HECTOBUS 3aKOHHO OIIPEACIICH MMPECACTABUTCII a

pazbepe:

1) €CTCCTBOTO, LCIUTEC, IMMOJIBUTC, MOCIICAUIINUTE, pPUCKOBCTC U HEAOCTATHLIUTC HA

KIIMHUYHOTO HU3IIUTBAHC,

11)  TpaBaTa Ha yYaCTHUKA M TapaHITMUTE 10 OTHOIIICHHE HAa HETOBATA 3aIlluTa, U B
YaCTHOCT HETOBOTO MPABO JIa OTKaXKE Ja y4acTBa U MPABOTO JIa C€ OTTETIIH OT
KIIMHAYHOTO MU3MUTBAHC IO BCAKO BPEMC U 663 TOBAa 1a My HaBpCJHu I10

HSKaKbB HauWH, 1 0€3 Ja My ce Hajara Ja JaBa OOsiCHEHUE;

111)  yCIIOBUSATA, IPU KOUTO TPsAOBa Ja ce MpOBEJE KIMHUYHOTO U3MUTBAHE;
BKJIIOYHUTEIIHO OYaKBaHATa NMPOJBIDKUTEIIHOCT Ha yYaCTHETO HA YYACTHULIUTE B

KIMHHUYHOTO M3IIMTBAHE, U

iV) BB3MOXKHUTC aJITCPHATUBHU HA JICUCHUCTO, BKIIFOUUTCIIHO ITOCIICABAIIIUTC
MCpPKH, B cnyqaﬁ Y€ Y4aCTUCTO HA YUYaCTHHKA B KIIMHUYHOTO U3IMUTBAHC CC

IIPEyCTaHOBH;
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0) e u3uepnarenHa, KpaTka, sicHa, OTHOCMMA M pa30upaemMa 3a y4acTHUKA WM 3a

HETrOBUsA 3aKOHHO OIPEACITICH MPECACTABUTCII;

B) CC MIPCAOCTABs B IIPECABAPUTCIICH PA3rOBOP € YWICH HAa U3CJICIOBATCIICKHUA CKUII,

KOMTO € TOJIXO0SII0 KBaJ'II/I(l)I/II_II/IpaH ChI'TIACHO HAIMOHAJIHOTO IIPABO;

r)  BKIIOYBa HH(OpMAIMA 32 IPUIOKHUMATA CUCTEMa 32 00€3IIeTeHNE Ha BPEIH,

IOCOYCHA B WIEeH 69; u

J)  BKJIIOYBA €IMHHUS, YHUKAJICH UJICHTU(PUKALNOHEH HOMED 3a Leius Chio3 Ha TOBa
KJIIMHWUYHO M3IUTBaHE, Moco4deH B wieH 70, maparpad 1, kakto u uHbOpMaIus
OTHOCHO HAJIMYHOCTTA Ha PE3yITAaTUTE OT KIMHUYHOTO U3MUTBAHE B CHOTBETCTBUE C

naparpag 6 OT HaCTOSIIHS YJICH.

3. WNudopmanusra, mocoueHa B naparpad 2, ce u3rorss B mucMeHa Gopma u € Ha
pa3noJI0KEeHNE Ha YYACTHUKA WM, KOTAaTO YYaCTHUKBT HE € B CHCTOSIHUE /1A TaJIe

nH(OPMUPAHO ChIIACHe, HA HETOBUS 3aKOHHO OIPE/IEICH MPEICTaBUTEN.

4. B pasroBopa, nocoden B maparpad 2, OykBa B), ce 0OpbIla CrielHaiHO BHUMAaHUE Ha
NOoTPeOHOCTUTE OT UHPOPMAIIKS HA KOHKPETHUTE IPYIH OT NAIIMEHTH U Ha OTIICITHUTE

YYaCTHHUIIHA, KaAKTO U HAa MCTOAUTC, U3IIOJI3BAHU 3a JaBAHC HA I/IHq)OpMaI_[I/ISI.

5. ITo Bpeme Ha pa3roBopa, IOCOYeH B naparpad 2, 6ykBa B) ce MpoBepsiBa Jajld YYaCTHUKBT

e pazOpait nHpopMaUsTA.
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6. y[IaCTHI/IK’I)T 6I/IBa YBGI[OMGH, 4yc B eJ'IeKTpOHHaTa CHUCTEMA 3a KIIMHUYHUTC U3IIUTBAHUA,
MOCOYCHA B WieH 73, 1€ ca JOCTHITHM, ChIVIACHO WIeH 77, maparpad 5, qokmiam ot
KIIMHUYHUTE U3MUTBAHUSA U Pe3IOMe, MPEACTaBEHO MO pa3dupaeM 3a IeIeBHsl MOTpeOuTeN
HAYMH, HE3aBUCUMO OT PE3YyJTaTUTE OT KIMHUYHOTO U3MHUTBAHE, U TOKOJIKOTO €

BB3MOKHO, CC YBCIOMABA, KOraTO TC CTaHAT JOCTBITHU.

7. HacrosimusT periaMeHT He 3acsira pa3nopeduTe Ha HAllMOHAJIIHOTO IIPAaBoO, KOUTO
M3HUCKBAT, B IOIBJIHEHHE KbM HH()OPMHUPAHOTO CHITIACUE, TaJIEHO OT 3aKOHHO
oTpeziesieHus PECTaBUTEN, MAJIOJIETHO UM HEMTBIHOJIETHO JIULE, KOETO € CIIOCOOHO J1a
CHU ChCTaBU MHEHUE U J]a OLIEHU MpeocTaBeHaTa My WH(GOpMallvs, ChIIO J1a AaBa

OILOGPGHI/IGTO CH, 3a 1a y4aCTBa B JaJICHO KIIMHWUYHO U3IIUTBAHC.

Ynen 64

Knunuunu usnumeanus Xy 22 9% HeOdeecnocobHU ywacmHuyu

1. Koraro HeneecrnocoOHM y4acTHUIIM HE ca JaJly WM HE ca OTKa3allu Ja Jaaat
nH(OPMHPAHO ChIIIACHe NMPEAN HAaYaJIOTO Ha HEJIeeCOCOOHOCTTa CH, KITMHUYHO
M3MHUTBAaHE MOXeE Ja ObJIe MPOBEIEHO CaMO aKO B JOMBIHEHHE KbM yCIIOBUSTA,

oTIpeJieNIeHu B wieH 62, nmaparpad 4, ca u3IbJIHEHH BCUYKH YCIIOBHS ITO-0Y:

a)  TOJYy4eHO € HHPOPMHUPAHOTO ChIVIACHE HA TEXHHS 3aKOHHO OIpeIeNIeH

MpEaACTAaBUTCII,

0) HeJeecmoCOOHUTE YUACTHHUIIM Ca MOYYIH HHPOpPMaIHTA, TOCOYCHA B UJIeH 63,
naparpad 2, 1o moaxo/isIil OT TJIeIHA TOYKA Ha TSIXHATa CIIOCOOHOCT Jia pa3oepar

Tasnu HH(bOpMaHHH Ha4HuH,
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B) HU3PHUYHOTO KCJIAaHNC Ha HGI[GGCHOCO6HI/IH Y4aCTHHK, KOMTO € B ChCTOSTHHUE Ja CHu
ChCTaBU MHEHHE U JIa TIPETicHN nHPOpMaIuITa, ocodeHa B wieH 63, maparpad 2, ma
OTKa)Ke y4acTUe WK Ja C€ OTTErNIM OT KIMHUYHOTO U3MUTBAHE MO BCSIKO BpEMeE, €

YBaA)XXCHO OT U3CIICAOBATECIISA;

I)  Ha y4YacTHUIMTE WM HAa 3aKOHHO OIIPENEICHUTE UM IPEICTABUTENIN HE €
IPEeI0CTaBeH HUKAKbB CTUMYJ, HUTO ()MHAHCOBA M3r0Jia, OCBEH 00E3IIETeHNUE 3a
PA3HOCKHUTE U MPOITyCHATUTE IOJI3H, IPSIKO CBbP3aHU C YYaCTUETO B KIIMHUYHOTO

M3IIUTBAaHE;

,Z[) KIIMHUYHOTO U3IIUTBAHC € OT ChIICCTBCHO 3HAYCHUC 110 OTHOIICHUC Ha
HeI[eeCHOC06HI/I Y4aCTHUIIUX U JAHHUTEC CHC CHIIOCTABUMA BAJIMAHOCT HC MOTraT aa
6’bIIaT MOJIYYCHHU OT KIMHUYHU U3IMUTBAHHA BBPXY JIMIIA, KOUTO Ca B CbCTOAHUC 11

nanat uHGOpMUpPaHO ChIIacHe, WK Ype3 IPYTU METOAM Ha U3CIIE/ABAHE;
€)  KIMHUYHOTO M3MHMTBAHE € CBBP3aHO MPSIKO ChC 3a00JsBaHE Ha YYACTHHUKA,

)K) HaJIMIIC Ca HAYYHU OCHOBAHUA J1a C€ OYaKBa, Y€ y4aCTUCTO B KIMHUYHOTO U3IHUTBAHEC
1€ JOHECC IIpsAKa IMoJ3a 3a HC,I[GGCHOCO6HI/I${ Y4aCTHHK, KOATO HAAXBBPJIA

CBBP3aHUTE PUCKOBE M HEYI00CTBA.

2. Y4acTHUKBT, JOKOJIKOTO € Bb3MOXHO, B3€Ma y4acTUE B IPOLEAypaTa 3a JaBaHe Ha

MH(OPMUPAHO ChIJIACHE.
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Ynen 65

Knunuunu usnumeanust B8bpPXY MAJIOIEeMHU U HENBIIHOJIEMHRU TUuya

Knuanano n3nuTBane BBPXY MaJIOJICTHHU WJIN HEII'BJIHOJICTHHU JIMIA MOKE 1da CC MMPOBCKJa CaMO aKO

B IOI'BJIHCHUEC KbM YCJIOBUATA, OIIPCACIICHA B YJICH 62, Haparpaq) 4, Ca U3II'bJIHCHU BCUYKU YCJIOBUA

MO-7101Y:

a) MOJTyYeHO € HH(POPMHUPAHOTO ChIIIACHE HA TEXHUS 3aKOHHO ONPEICIICH MPEICTABUTEN,

0) MAaJIOJICTHUTE WJIM HEITBJIHOJICTHHUTE JIUIA Ca TOIYYHIH HH(POPMAIIHATA, TOCOUYCHA B
yieH 63, maparpad 2, 1o ajanTupaH KbM TAXHATa Bb3PACT U MICUXUYECKA 3PEJIOCT HAYWH U
OT M3CJIEJIOBATENIN WM YICHOBE Ha U3CJIEJOBATEIICKUS €KUII, KOUTO ca 00yueHH 3a paboTta
C Jlela WM UMaT OIUT B Ta3H 00J1acT;

B) M3PUYHOTO YKeJlaHUe Ha MaJIOJIETHOTO MJIM HEI'BJIHOJIETHOTO JIUIIE, KOETO € B ChbCTOSIHUE /1A
CHU ChCTaBU MHEHHE U Jia pelieH! HHPopMaIusTa, mocoueHa B wieH 63, naparpad 2, na
OTKaXK€ y4acTHe WIH Ja c€ OTTEIIN OT KIMHUYHOTO U3IHUTBAHE IO BCSIKO BpEME, €
YBa)KE€HO OT U3CJIE0BATEIS;

r) Ha y4aCTHHUKA WM Ha 3aKOHHO ONpEJIeNICHHs My MPEJICTABUTEN HE € NTPEI0OCTaBEeH HUKAKbB
CTHMYJI, HUTO (pMHAHCOBA M3T0/1a, OCBEH 00E3ILETeHNE 32 PA3HOCKHUTE U MPOITyCHATUTE
TMIOJI3H, TIPSIKO CBBP3aHU C YYaCTHETO B KIMHUYHOTO U3MUTBAHE;
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n)

KIIMHUYHOTO HU3IMUTBAHC MMa 3a ICJI Aa U3CJIC€aABa MCTOAU 3a JICUCHHUEC Ha 3360J’IﬂBaHe, KOC€TO
C€ Ccpfiia caMoO IIpH MAaJIOJICTHU WX HEIIBJIHOJICTHH JIMIA, UJIW KIMHUYHOTO U3IIUTBAHE €
OT CBIICCTBCHO 3HAYCHUC 10 OTHOMICHNEC HAa MAJIOJICTHUTC UJIM HCIIBJIHOJICTHUTC JIMIIA 3a
BAJIMAUPAHCTO HA JAHHUTEC, ITOJTYUYCHHU OT KIMHUYHU U3IIATBAHHUA BbPXY XOpa, KOUTO Ca B

CBCTOSIHUE J1a 1aJaT WH(GOPMHUPAHO ChIVIACUE, WK Ype3 APYTH METOH Ha H3CIICABAHE;

KJIMHUYHOTO M3MMTBAHE WM € MIPSIKO CBBhP3aHO ChC 3a00JIIBaHETO, OT KOETO CTpajia
MJIOJIETHOTO WJIM HEITBIHOJIETHOTO JIMLE, WK € OT TAKOBA €CTECTBO, Y€ MOXKE J1a Ce

IIpOBCAC CaMO BBPXY MAJIOJIECTHU WJIN HEITBJIHOJICTHHU JIMIA,

HaJIMIEC Ca HAYYHU OCHOBAHUM 1a CC€ OYaKBa, Y€ y4aCTUCTO B KIMHUYHOTO U3IMAUTBAHEC LIC
AOHCCC IIPdKa I10JI3a 3a HGIIGGCHOCOGHI/ISI Y4aCTHHUK, KOATO HAAXBbPJIA CBbP3aHUTC

PHUCKOBE U HEY100CTBa;

MaJIOJICTHOTO WJIM HEITBJIHOJICTHO JIMIEC B3E€Ma YUaCTUC B IIpoLcaAypara 3a JaBaHC Ha

WHGOPMHPAHO CHIVIACKE 110 HAYHMH, ChOOPa3eH ¢ HEroBaTa Bb3pacT U NMCUXUYECKA 3PEIIOCT;

aKo I10 BPEME Ha KIMHUYHO U3NHUTBAHE MAJIOJETHOTO WU HEIBJIHOIETHOTO JIMLIE HABBPIIU
BB3PACTTA, HA KOATO CHOPE] HALIMOHAIHOTO MPaBO CTaBa JIeeCocOOHO 1a Aajie
MH(POPMHUPAHO CHIVIACHE, HETOBOTO U3PUYHO HH(OPMHUPAHO CHIVIACKE CE TOTydaBa, Ipean

TO3U YHACTHHUK J1a MOXKE [a IMPOABJIKU Ja y4aCTBa B KIIMHUYHOTO U3NTUTBAHC.
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Ynen 66

Knunuunu usnumeanus 8bpXYy 6p€M€HHM HCEHU UTU KbPMAYUKU

Knuanano n3nuTBane BBpPXY 6peMeHHI/I JKCHHU WJIM KbPMAYKH MOKE [1a CC IIPOBCIKIa CaMO aKO B
AOI'BJIHCHUEC KbM YCJIOBUATA, OIPCACIICHA B YJICH 62, Haparpaq) 4, Ca U3II'bJIHCHU BCUYKU YCIIOBUS

0-710J1y:

a) KJIMHUYHOTO M3MMTBAHE MMa MOTEHILMAI J1a IOHECE MPEKU MOJI3U 3a 3acerHaTara OpeMeHHa
YKEHa WM KbPMayKa, WA 32 HEHHUSI eMOPHOH, 3apO/IMII WU IETE CIIe]] paXKIaHETO,

HAJXBBPJIALIY CBbP3aHUTE C U3MUTBAHETO PUCKOBE U HEY100CTBA;

0) KOraTO Hay4YHUTE U3CIEABAaHUS CE€ U3BBPIIBAT BbPXY KbPMAUKH, CE B3€MAaT CIICLIUAIIHU
npeanasHu MEpKH, 3a Ja ce u30erne HeOIaronpuaTHO Bh3/CHCTBHE BBPXY 3APABETO HA

JIETETO;

B) Ha yYaCTHHUKA HE € MPEeI0CTaBEeH HUKAKBB CTUMYJ, HUTO ()MHAHCOBA U3r0Jla, OCBEH
o0e311eTeHne 32 Pa3HOCKUTE U IPOIyCHATUTE MOJI3H, IIPSKO CBBP3aHM C YYacTUETO B

KIIMHUYHOTO HU3IIUTBAaHCE.

Ynen 67

ﬂonbﬂlmme/mu HAYUOHAIIHU MEPKU

JIbpKaBUTE YICHKU MOTAT Ja MOJIbPKAT JOIIBIHUTEITHH MEPKHA OTHOCHO JIMIIaTa, OTOUBAIIH
3aIbJDKUTEIIHA BOCHHA CITy>k0a, JuIaTa, JUIIEHH OT CBO0O/Ia, TUIAaTa, KOUTO MOPaaH ChAeOHO
pElIeHrne HE MOTaT J1a y4acTBaT B KJIMHUYHU U3MUTBAHUS, UJIN JIUATa, HACTAHECHU B

CrieuaJIM3upaHd NHCTUTYIIUH.
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Ynen 68

Knunuunu usnumeanus 6 cnewnu cumyayuu

1. Upes neporanus ot wieH 62, naparpad 4, Oyksa e), wieH 64, maparpa¢ 1, Oyksu a) u 6) u
yieH 65, OykBu a) u 0), UHOOPMHUPAHO CHITIACUE 32 YUACTHE B KIMHUYHO U3MUTBAHE MOXKE
na ObJe MoIy4eHo, a UH(pOpMAaIHs 32 KIMHUYHOTO U3MUTBaHE MOXKe J1a Obie
MPEeOCTaBeHA CIIE]] PEIICHUETO 32 BKIIOYBAHE HA YYAaCTHUKA B KIIMHUYHOTO M3IIUTBAHE,
MIPH YCJIOBHE Y€ TOBA PEIICHUE € B3ETO IO BPEME Ha ITbpPBAaTa HHTEPBEHIINS BHPXY
y4JacTHHKA B CHOTBETCTBHUE C IUIaHA Ha KIMHUYHOTO U3MHUTBAHE, M CA M3ITBJIIHEHN BCHUKH

YCJIOBUS TO-A0JY:

a)  IOpajy CIELIHOCTTA Ha CUTyalUsITa B PE3yJITaT Ha BHE3AITHO HACTBIIUIIO
YKMBOTO3aCTpaIllaBall0 ChbCTOSHUE WK JPYTrO BHE3AITHO HACTBIIMIO CEPUO3HO
3a00J1IBaHE YYaCTHUKBT HE € B ChCTOSIHUE Ja MIPENOCTaBU MPEABAPUTETHO
uHGOPMHUPAHO ChIJIaCHE U Ja MOJy4H MpeaABapuTesIHa HHGOpMalus OTHOCHO

KIMHHUYHOTO M3IIMTBAHEC,

0) HajuIle ca HAyYHU OCHOBAHMS J1a C€ 0YaKBa, Y€ yUYaCTUETO HA YYACTHHKA B
KJIMHUYHOTO M3MUTBAHE II€ MMa MOTEHIIMAaJa Ja IOHECe MPEKU 3HAUUMH OT
KJIMHUYHA TJIeJHA TOYKa MOJ3U 3@ YYaCTHUKA, BOJEIIH 10 U3BMEPUMO, CBBP3aHO ChC
3IIpaBeTo MooOpeHre, HaMaNISIBAIM CTPAJAHUETO W/WIIK TIOJ00PSBAIIH 3[PABETO HA

Y4aCTHHKA, UJIX 10 JUAaTrHOCTUIIMPAHC Ha HETOBOTO CHCTOSHUC,
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B)  HEBB3MOXKHO € B PAMKHUTE Ha TEPANEeBTUYHUS MPO30PELL Aa Ce AJOCTaBU Is1aTa
npeBapuTeNHa HHPOpMAIUS U J1a Ce MOIYy4H MPEeABAPUTEIHO HHPOPMUPAHO

CbhIJIACUC OT 3dKOHHO OIIPCACIICH IMPECACTABUTCII;

r) H3CJICA0BATCIIAT YAOCTOBEPABA, Y€ HE Ca MYy U3BCCTHHU HUKAKBU BB3PAKCHUA 3a

y4aCcTUC B KIMHUYHOTO U3MUTBAHEC, U3PA3CHU ITPEAN TOBA OT YHACTHUKA,

1)  KIMHUYHOTO M3MHUTBAHE € MPSIKO CBbP3aHO ChC 3a00JIIBAHETO HAa yUYaCTHUKA,
BCJIE/ICTBHE HA KOETO B PAMKHUTE Ha TEPANIEBTUYHMSI IPO30PEL] € HEBB3MOXHO Jia Ce
MOJTy4Yd IPEIBAPUTETHO HH(DOPMHUPAHO ChITIACUE OT YYACTHHUKA HIIM 3aKOHHO
oTpezieNieH MpeCTaBUTeN U J1a Ce MPEJ0CTaBU MpeIBapuTeHa nHpopMaIus, u
KJIMHUYHOTO U3MUTBAHE € OT TAaKOBa €CTECTBO, Y€ MOXKE Ja ObJIe U3BBPILECHO

H3KIIIOYUTCIIHO B CIICHIHA CUTYAllUU;

€)  KIMHUYHOTO M3MHMTBAHE MPE/ICTABIIIBA MUHUMAJICH PUCK U BOJH 10 MUHUMAJTHO
HEY/100CTBO 3a YYaCTHHKA B CPaBHEHHE ChC CTAaHAAPTHOTO JIeYeHHE Ha 3a00JIIBaHETO

Ha Yy4YaCTHHKaA.

2. Crnen uHTepBEeHIMS chIriacHo maparpad 1 oT HaCTOSIIUS YIEH € HEOOXOAUMO J1a ce
MOVCKa HHPOPMUPAHO ChIIIACKE B CHOTBETCTBHUE C WICH 63 3a MpOIbJDKaBaHE HA
y4acTHUETO HA YYACTHHUKA B KIIMHHYHOTO M3MUTBAHE, a MH()OpPMANUATA 32 KIHHUIHOTO

HU3NUTBAHE CC MPEAOCTABA B CbOTBCTCTBUC CHC CIICAHUTC N3UCKBAHMS:

a)  II0 OTHOUIEHHE Ha HEAEeeCIOCOOHU YYaCTHHUIM U MAJIOJIETHU M HEI'BJIHOJIETHU JINLa
U3CIIEI0BATENAT ThpPCH 0€3 HEHYKHO 3a0aBsiHe HH(OPMUPAHOTO ChIIACHE OT
3aKOHHO OTIpeIeIeHUs] UM MIPEICTaBUTEN, a HH(OpMAIHTa, IOCOYEHA B UJleH 63,
naparpad 2, ce nIpeaocTaBsi Bb3MOKHO Hall-Obp30 Ha yYaCTHHUKA M HAa 3aKOHHO

OTIpesIeNICHUs] My MPEICTaBUTE,
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0) 10 OTHOUICHWE HA JAPYTH YYaCTHUIIM, U3CIEIOBATEISAT ThPCU 0€3 HEHY)KHO 3a0aBsiHE
MHGOPMHUPAHO ChIJIacHe OT YYaCTHHUKA UM HETOBHS 3aKOHHO ONpeesieH
MPEJICTaBUTEN, B 3aBUCUMOCT OT TOBa KOE € OCHILIECTBUMO MO-0Bp30, a
uHpopMaIusATa, mocoueHa B ujeH 63, maparpad 2, ce mpeaocTaBsi Bb3MOKHO Haii-
OBp30 HA YYaCTHHKA UM HA HETOBUS 3aKOHHO OIPE/IENICH MPEICTaBUTE, B

3aBUCHUMOCT OT CJIydas.

3a menuTe Ha OykBa 0), ako € OWIIO MOTYICHO HH(POPMHUPAHO CHIIIACHE OT 3aKOHHO
OTIpeIeIICHUS TIPEICTaBUTEN, HHPOPMHUPAHOTO ChIIIACHE 32 MPOIBbIKABAHE HA YUYACTHETO B
KIIMHUYHOTO M3IUTBAHE CE MOJIyYaBa OT YYaCTHUKA HETIOCPEACTBEHO CJIE]] KaTo TOH ObJie

B CHCTOSIHME J1a JaJ]ie THYOPMUPAHO ChIJIache.

3. Axo YHYaCTHUKBT HUIIH, KOTraTO € IMPUIIOKUMO, HCTOBUAT 3aKOHHO OIIPCACIICH IMTPCACTABUTCII
HE JaJie chIyiacue, Toi TpsOBa 1a Obae MHGOpMHUpaH 3a MPABOTO J1a OTKAKE U3MOI3BAHETO

Ha JaHHUTE, MMOJIYUYCHHU OT KIMHUYHOTO U3IUTBAHEC.

Ynen 69

Obe3zwemenue 3a epeou

1. JIbpkaBUTE YWICHKH TapaHTUPAT, Y€ CUCTEMHTE 3a 00e3IIeTeHHE 3a BCSKa Bpe/a, MOHeceHa
OT YYaCTHHUKA, IPOU3TUYAIIA OT YYaCTHETO B KIMHMYHO U3IUTBAHE, IIPOBEJICHO HA TAXHA
TEPUTOPHSI, CE TIpHIIarat oA opmaTa Ha 3aCTpaxOBKa, TapaHIHs WIH CXOIHA
JIOTOBOPEHOCT, KOSITO € €KBUBAJIEHTHA 10 OTHOLLIEHHE Ha LIEJITa U KOATO ChOTBETCTBA HA

€CTCCTBOTO U CTCIICHTA HA pUCKaA.
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CHoHCOPBT U U3CIIEeI0BATENAT U3MO0I3BAT CHCTEMaTa, Ioco4yeHa B maparpad 1, mo HauuH,

OAXOJ1II 3a IbprKaBaTa YJICHKA, B KOATO C€ IMPOBCKIa KIMHUYHOTO U3IIUTBAHEC.

Ynen 70

3asenenue 3a KIUHUYHU USNUMBAHUS

CrioHCOPBHT Ha KIMHUYHO M3MUTBAHE M10/1aBa 3asBJICHHUE 110 JIbpKaBaTa(UTe) WieHKa(H), B
KOSATO(KOUTO) 1€ C€ M3BBPIIN KIMHUYHOTO M3MHUTBAHE (HapUyaHa 3a LIeJUTe Ha
HACTOSIIMUS YJIEH ,,CbOTBETHATA JbprKaBa YJeHKa™), MPUAPYKEHO OT TOKyMEHTALUATA,

nocoyeHa B riasa Il ot npunoxenue XV.

3asBJICHHETO CE noaaBa 4Ype3 CICKTPOHHATA CUCTEMA, ITIOCOYCHA B YICH 73, KOATO
reHepupa 3a KIMHUYHOTO U3IMUTBAHC CAUHCH, YHUKAJICH I/IIIGHTI/I(bI/IKaL[I/IOHGH HOMCD 3a
OCIUsA C’bIO3, KOMTO CJIeliBa JIa C€ M3II0JI3Ba 3a BCUUKU C’bOGH_IeHI/IH, CBBpP3aHHU C TOBA
KJIWHAYHO M3MUTBaHe. B CPOK OT ACCCT AHMU CJICA IMOJTydyaBaHC Ha 3adBJICHUCTO
CHOTBETHATA AbprKaBa YICHKa YBCIOMABA CIIOHCOpPA JaJIW KIMHUYHOTO U3IKWTBAHEC ITOIIaga
B 00XBaTa Ha HACTOAIIWA PpECTIIaMCHT U AaJId JOCUCTO Ha 3asABJICHUCTO € ITbJIHO B

cpoTBeTCTBUE € rnasa Il or npunoxenue XV.
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2. B cpoxk 1o ennHa cenMuiia cies BCsika €BEHTYalIHA TPOMsTHA BBB BPh3Ka C IOKYMEHTAIIHSITA,
nocoyeHa B riasa Il ot npunoxenue XV, CIOHCOPBHT aKTyaln3upa CbOTBETHUTE JAHHU B
eJIEKTPOHHATa CUCTEMA, TOCOYEHA B WieH 73, U sicHO 0003HavYaBa Ta3u MPOMsIHA B
nokyMeHTanusaTa. CbOTBETHATA IbprKaBa YJIEHKA CE€ YBEIOMSBA 3a aKTyalIn3alusaTa uype3

CJICKTPOHHATAa CUCTCMaA.

3. Axo croTBeTHATa ABbpiKaBa YJICHKA 3aKJII0OYH, Y€ KIIMHUYHOTO U3IIKMTBAHC, 3a KOCTO €
noaaacHoO 3as4BJICHUC, HE ITOIIaJa B oOxBara Ha HACTOAIIWA PCTIIAaMCHT WKW Y€ JOCUCTO Ha
3a4BJICHUCTO HC € IIBJIHO, T4 YBCAOMABA CIIOHCOPA 3a TOBA U ONIPEACIA MaKCUMAJICH CPOK
OT ACCCT JHU, B KOMTO TOM Aa NpeaACTaBu KOMCHTAp WK a JOITbJIHU 3asABJICHUCTO YPE3
CJICKTPOHHATAa CUCTEMA, ITIOCOYCHA B YJICH 73. CproTBeTHATA ABbpiKaBa YJICHKA MOKC a

YIIBJDKU TO3M CPOK ¢ He moBeue oT 20 JHH, KOraTo € 1eaecho0pas3Ho.

AKO CITIOHCOPBT HE TIPECTaBM KOMEHTAPH M HE JIOIBJIHU 3asBJICHUETO J0 TIOCOYCHHS B
IbpBa aJIMHESI CPOK, PA3TIICKTAHETO HA 3asBICHUETO CE CUUTA 33 MPEKPATCHO. AKO CIiope
CTIIOHCOpA 3asBJIICHUETO IOTaa B 00XBaTa Ha HACTOSIIHS PETJIAMEHT W/WJIH € TTBJIHO, HO
ChOTBETHATA JIbpPKaBa WICHKA HE € ChIIAaCHA C TOBA, 3asIBIICHUETO CE CUUTA 32
oTxBbpsieHo. CHOTBETHATA ABPrKaBa WICHKA MPEIBIIK/IA MPOLEaAypa 3a 00KaIBaHe 10

OTHOIICHHUEC Ha TaKbB OTKa3.
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CrnoTBeTHATA ABbpiKaBa YJICHKA YBCAOMABA CIIOHCOpA B CPOK OT IICT JHU OT NOJTYHaBaHETO
Ha KOMCHTApUTEC WJIK UCKaHaTa JOIIbJIHUTCIIHA I/IH(l)OpMaI_[I/IH JaJiIi KIMHUYHOTO U3IIMTBAHC

Imonajaa B oOxBara Ha HACTOAIIUSA PCTIIAMCHT U AaJIU 3asBJICHUCTO € ITbJIHO.

OcBeH TOBa CHLOTBETHATA ABbprKaBa YICHKA MOKC 1a YABJIZKH CPOKOBETC, IIOCOYCHU B

naparpadu 1 u 3, ¢ 1o orie neT JHU.

3a 1enMTe Ha HACTOSIIATA TJIaBa JaTaTa, Ha KOATO CIIOHCOPHT € YBEIOMEH B ChOTBETCTBUE
c maparpad 1 wim 3, e naTara Ha BATMIUPAHE HA 3asBJICHUETO. AKO CIIOHCOPBT HE €
YBEJIOMEH, JIaTaTa Ha BaJHIUPAHE € MOCIESIHUAT IEH OT CPOKOBETE, TOCOYEHH CHOTBETHO

B maparpadu 1, 3 u 4.

B nepuona Ha oieHsiBaHEe Ha 3asBJICHUETO AbpKaBaTa YWIEHKA MOXe J1a U3HCKa OT
CTIIOHCOpa JOoIbJIHUTENHA nHpopMmarusa. CpokbT, mocoueH B naparpad 7, Oyksa 0) ciupa
7la Teye OT JaTaTa Ha I'bPBOTO OTIPABEHO MCKAHE JI0 MOJIyYaBaHETO Ha JONBIHUTEIIHATA

nHpopMmanms.
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7. CHOHCOp"I)T MOKC aa 3al1049YHC KIIMHUYHOTO U3IMUTBAHC IMPU CICAHUTEC 00CTOSATEICTBA:

a) 3a U3JCJIMA 3a KIMHUYHO U3IIMTBAHC OT KJIacC I nn 3a HEeMHBAa3UBHU u3acinudg oT
kiac Ila u kmac Hb, OCBCH aKO B HAIITMOHAJIHOTO IIPpaBO HE € IIOCOYCHO ApYyTO,
HCIMOCPCACTBCHO CJICA JaTaTa Ha BaJIMJUPAHC Ha 3adBJICHUCTO CHITIACHO naparpa(b 5
U IIpU yCJIIOBUC Y€ CBbOTBCTHATA KOMHCHA 110 €THUKA B CbOTBCTHATA ABbPiKaBa YJICHKA
HC € J1aJ1a BbB Bpb3Ka C KIIMHUYHOTO U3NIUTBAHC OTPHULUATCIIHO CTAHOBUIIC, KOCTO €

BAJIMAHO 34 [J1aTa AbpiKaBa YJICHKA ChIVIACHO HAIMOHAIIHOTO MPaBo,

0) 3au3menus 3a KIMHUYHO W3MHUTBAHE, Pa3IMYHUA OT TTOCOYCHUTE B OyKBa a) —
HETMOCPEICTBEHO Clie]] KaTO ChOTBETHATA IbPrKaBa WiIEHKA yBEJIOMHU CIIOHCOpa 32
PA3PCIICHUCTO U MTPH YCIIOBUC Y€ KOMIICTCHTHATA KOMUCHS 110 CTHKA B CbOTBCTHATA
ABbpiKaBa YJICHKA HC € JajIa BbB Bpb3Ka C KIMHUYHOTO U3NIUTBAHC OTPULIATCIIHO
CTaHOBHIIIE, KOETO € BaJIUAHO 3a Is1aTa JbprKaBa YJI€HKA ChIVIACHO HALIMOHAIHOTO
npaBo. /Ibp>kaBara 4jgeHKa yBeIOMsBA CIIOHCOPA 32 pa3pEeIICHUETO B pAMKUTE Ha 45
JTHU OT JlaTaTa Ha BaJuAupaHe cbriiacHo naparpad 5. [IbpxkaBaTa uieHKa MOXKE J1a
YABIHKU TO3U CPOK ¢ otle 20 THY 3a [eTUTe Ha MPOBEKIAHETO Ha KOHCYNTAIIUH C

CKCIICPTH.

8. Ha Komucusita ce npenoctasst mpaBOMOIIKMETO Ja MpUeMa JIeJerupaHd aKTOBE B
CHOTBETCTBHE C WicH 115 3a n3MecHEeHUE Ha N3UCKBAHUATA, 3aJI0’KCHH B T1aBa Il ot

npuiokeHue XV, ¢ orjiesl Ha TEXHUYECKHUs IPOrpec U 00I1I0TO pa3BUTHE HA HOPMAaTUBHATA

ypenoa.
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C uen ga rapaHTUpa €IHaKBOTO MpHUJIaraHe Ha U3UCKBAHUATA, 3aJ105KeHHU B ri1aBa Il ot
npunoxenne XV, KoMmucusita Moxe J1a mpuemMa akTOBE 32 U3ITbJIHEHHE, TOKOJIKOTO TOBA €
Heo0X0IMMO 3a pa3pellaBaHe Ha MPoOJIeMH, CBbP3aHU C PA3IUYHOTO THJIKYBAaHE U
MpPUJIATaHEeTO Ha MpakTUKa. Te3u akToBe 3a U3MBIHEHHUE Ce MTPUEMAT B ChOTBETCTBHUE C

npoletypaTa o pasriexiaane, mocodena B uieH 114, naparpad 3.

Ynen 71

OM@HESCZHé om cmpana Ha ()bpofcaeume YJleHKU

,Z['Bp}KaBI/ITe YICHKHU rapaHTHupar, 4€ JimiaTra, KOUTO BAJIUAUPAT U OLUCHABAT 3adBJICHUECTO
HJIN B3€MAT pCHICHUC OTHOCHO HETO, HAMAT KOH(i)J'II/IKT Ha UHTCPECH, Y€ Ca HEC3aBUCHUMHU OT
CIIOHCOpa, OT Y4aCTBAIIMUTC B HCT'O U3CJICAO0BATCIIN U OT q)HHaHCI/IpaH_II/ITG KIIMHUYHOTO
MU3IMUTBAHC q)HSI/ILIGCKI/I WU FOPUIUYCCKU JIMla, KAKTO U Y€ HC Ca U3JIOKCHHU Ha KaKBOTO U

Jla € Ipyro HEMPaBOMEPHO BIIMSIHUE.

,Z['Bp}KaBI/ITC YICHKHU rapaHTHupar, 4€ OUCHABAHETO CC€ U3BBPIIBA CHBMCCTHO OT JOCTATHhUCH

Opoii HIla, KOUTO KaTO €KHIT MPUTEXKABAT HEOOXOAUMUTE KBATU(PUKAIIUKA U OTIHUT.
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3. I["I)p)KaBI/ITG YJIICHKH OLICHABAT JaJIM KIMHHUYHOTO M3IIMTBAHC € pa3pa60TeH0 110 Ha4YUH, IIpU
KOHTO MOTCHIUAJIHO OCTABAIINTEC PUCKOBEC 3a YHACTHUILIUTE WM TPETH JIMLA, CIIC
CBCIKAAHCTO HA pPUCKOBCTC 10 MUHHUMYM, Ca OIIpABJaHU 110 OTHOHMICHUC HAa OYaKBAaHUTC
KJIWMHUYHYT o3, KaTo B3emar npeaBua MpUIOKNUMHUTE OC umn XapMOHU3UPAHU

CTaHAApTH, TC PA3IJICIKAAT MO-CIICIIUATHO!:

a)  JI0Ka3aTelCTBATa, Y€ U3JIEIMETO(sITa) 32 KIMHUYHO U3MUTBAHE OTroBaps(T) Ha
MPWIOKUMHUTE OOIIM M3UCKBAHUS 32 OE€30MACHOCT M IEUCTBHE, C U3KITIOUCHUE Ha
acIeKTUTe, 00XBaHATH OT KIIMHUYHOTO M3MUTBAHE, M TAJIM II0 OTHOIIICHHE Ha TE3U
ACIEKTH ca B3€TH BCHUKH MPEAMa3HI MEPKHU 3a 3aKpuiia Ha 3IpaBeTo U
0e30MacHOCTTa Ha yJyacTHHUIUTE. ToBa BKIIFOUBA MPU HEOOXOAUMOCT OCUTYPSIBAHE HA

TECTOBEC 3a TEXHMYECKA 1 OMOJOTHYHA 0€30IIaCHOCT U MNPCAKIMHUYHA OILICHKA,

0)  Janu U3MOJI3BAaHUTE OT CIIOHCOPA PEUICHMS 3a CBEXKIAHETO HA PUCKA O MUHUMYM ca
ONMCAaHU B XapMOHHM3UPAHU CTaHIAPTH, a aKO CIIOHCOPBT HE U3I0JI3BA
XapMOHU3UPAHU CTAaHAAPTH — NI U3MOJI3BAHUTE PELICHHS 3a CBEXKIAHETO Ha
pHCKa 10 MUHIMYM OCHUTYpSIBaT HUBO Ha 3alllMTa, KOETO € PaBHOCTOIHO Ha

OCUTYPCHOTO C XapMOHU3ZUPAHUTC CTAHAAPTH,

B) JTAJTH ca TIOIXOSIIN TUTAHUPAHUTE MEPKHU 332 O€301MacHO MHCTATUpPaHe, ITyCKaHe B

I[Gf/iCTBHG " IOAAPBIKKA HAa U3CITUCTO 3a KIIMHUYHO U3IUTBAHE,

F) HaaACKIHOCTTa U CTaO0MIHOCTTA HA PEIYITATUTE OT KIMHUYHOTO U3MHUTBAHE, KaTO CC€
OTYUTAT CTATUCTUYCCKUTC IIOAXO0H, pa3pa60TBaHeTo Ha U3IIMTBAHCTO U
MECTOAOJIOIT'MYHUTEC aCIICKTH, BKIIFOYHUTCIIHO 00eMBT Ha HU3BaJiKaTa, KoMIlapaTopa u

KpalHUTE TOYKHU;
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N)  JlaJM ca U3IIBJIHEHU M3UCKBaHUATA 10 npuioxeHue XV,

€)  TIpH W3JeHs 3a CTEpUIIHA yroTpeOa, ToKa3aTeICTBa 3a BAIUINPAHETO HA
CTEPUIIN3AIMOHHUTE MPOIEIyPH Ha IPOU3BOIUTEIS HIIM HHOOPMAITHSI OTHOCHO
BBH3CTAHOBUTEITHUTE U CTEPUIIM3AIIMOHHHUTE TPOLICAYPH, KOUTO TpsiOBa j1a ce

U3IIBJIHABAT HA MACTOTO HAa U3IIMTBAHCTO,

)K) JOKa3BaHCTO Ha 6630HaCHOCTTa, KadC€CTBOTO H ITOJIC3HOCTTA HA BCUYKHW KOMIIOHCHTH
C JXUBOTUHCKH WJIM YOBCHIKHU ITPOU3XOJ UJIM HAa BEIICCTBA, KOUTO MOraT aa 6’I)I[aT

CMETHATH 3a JIEKApCTBEHH MPOAYKTH B ChoTBeTCTBHUE C J(npektrra 2001/83/EO.
4. JIbpkaBUTE YWICHKH OTKa3BaT pa3pellieHne Ha KIMHUYHOTO U3MUTBAHE, aKO:

a)  JOCHETO Ha 3asiBICHUETO, MOIaeHO chraacHo wieH 70, maparpad 1, ocrane

HEITBhJIHO;

0)  M3IEIMETO WM MPEACTaBEHUTE JOKYMEHTH, MO-CIEIIUATHO IUIAaHBT 3a U3MUTBAHETO
u OpolrypaTta Ha U3ClIeZJOBaTeNs], HE ChOTBETCTBAT HA ChCTOSIHUETO B 00JIacTTa Ha
Hay4YHUTE 3HAHUS, 4 CAMOTO KJIMHUYHOTO U3IUTBAHE € HEIIPUTOJHO J1a IPEIOCTaBU
J0Ka3aTeNCTBA 32 0€30MaCHOCTTa, ONIEPATUBHUTE XaPAKTEPUCTUKU WITH MOJIZUTE OT

W3JIETTMETO 32 YUYACTHULIUTE WUJTU MAIUEHTUTE,
B)  HE ca CIa3eHM U3UCKBAHUSATA MO 4uieH 62, min
T)  HSIKOS OT OIEHKHTE 1o maparpad 3 e oTpuiareaHa.

JIbpkaBuTe YWICHKHU MPEABIKIAT MpoIieaypa 3a 00kanBaHe BbB Bpb3Ka ¢ OTKa3 MO MbpBa

AJIMHCA.
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Ynen 72

HpOG@DiCOGHe HA KIUHUYHO UsnumedHe

CHOHCOp"bT " U3CJICAOBATCIIAT rapaHTUpaT, Y€ KIIMHUYHOTO U3IHUTBAHE CC IIPOBCIK/IA B

CBOTBCTCTBHEC C OI[O6peHI/IH IIJ1aH 3a KIMHUYHOTO U3IINTBAaHC.

C uen na mpoBepH 3amuTaTa Ha IpaBara, 0e30MacHOCTTa U OJIarOCHCTOSHUETO Ha
YYaCTHUITUTE, HAJCKTHOCTTA ¥ CTAOMITHOCTTA HA OTYCTCHHUTE PE3YJITaTH, KAKTO U Ue
MPOBEXKIAHETO HA KIIMHUYHOTO M3MUTBAHE € B ChOTBETCTBUE C U3MCKBAHUSITA HA
HACTOSIIHUS PETJIIAMEHT, CIIOHCOPBHT OCUTYPsIBA U3BBPIIBAHETO HA MOJIXO/SAIIO0 HAOII0IeHIE
Ha TPOBEXIAHETO Ha KITMHUYHOTO M3nuTBaHe. CTEneHTa U eCTECTBOTO Ha HAOIIOICHUETO
Ce OMpeJENAT OT CIIOHCOPA Bb3 OCHOBA Ha OIICHSIBAHE, IIPU KOETO CE B3€MAT MPEABU/T
BCUYKHU XapaKTEPUCTUKHU HA KIMHUYHOTO M3MMUTBAHE, BKIIOUUTEITHO CICIHHUTE

XapaKTEPUCTHUKHU:
a)  IeJTa U METOAOJIOTUATA HA KIMHUYHOTO U3IHUTBAHE; U
0)  cTeneHTa Ha OTKIOHEHHWE Ha MHTEPBEHIMATA OT HOPMaJIHATa KIMHUYHA IPAKTHKA.

HHHaTa I/IHq)OpMaI_[I/IH 34 KIMHUYHHUTC U3IINTBaHUA CC 3aIllMCBa, o6pa60TBa, H3I10J13Ba 1
CbXpaHsiBa OT CIIOHCOpA WJIN U3CJIICA0OBATCIIA CIIOPC/ Cliydasd, TaKa Y€ Ja MOKC a 6’5,[{6
TOYHO OOKJIaABaHA, U3ThJIKYBAaHA U NPOBCPCHA, KaTO B CHIIIOTO BPECMEC MOBCPUTCIITHOCTTA
Ha JOKYMCHTAaLMUATA U JIMYHUTEC JaHHU HAa YUACTHUIUTC OCTaBaT 3alIUMTCHU B CbOTBCTCTBHUC

C IIPUJIIOKMUMOTO IMPaBO OTHOCHO 3aliydTaTa Ha JTUWYHUTC JaHHU.
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4. HpHnaraT CC MOAXOAAIIN TEXHUYCCKU U OpraHM3allMOHHN MEPKH, 3a Jia CC 3alllUTAT
nHpopManuaTa u 00padOTBAHUTE JIMYHH JJAHHU CPEILy Hepa3peIleH WIN He3aKOHEH
JOCTBII, OMTOBECTSBAHE, PA3MPOCTPAHECHUE, IPOMSIHA WIIM YHUIIIO)KABaHE WITU CITYYaiHO

H3Fy6BaHe, IO-CIICIaJIHO aKO O6pa6OTBaHeTO BKJIIFOYBa IpCJaBaHC MMOCPCACTBOM MPEIKaA.

3. JIbprKaBUTE YUJICHKU UHCIIEKTUPAT HA MOAXO/SII0 PABHUILE MIACTOTO (MECTaTa) Ha
W3IUTBAHE, 32 J1a MPOBEPST NN KIMHUYHUTE U3IMUTBAHUS CE U3BBPIIBAT B CbOTBETCTBHE

C UBMCKBAHUATA HAa HACTOAIIHA PETIIAMCHT U C OI[O6p€HI/I$I IJIaH 3a U3IIKUTBAHCTO.

6. CrioHCOpBT yCTaHOBSABA MPOLIEypa 32 U3BBHPEIHU CUTYallUH, KOSTO MO3BOJISBA
He3a0aBHOTO UACHTU(DULIMPAHE U, TPU HEOOXOUMOCT, He3a0aBHO U3TETIIIHE Ha

W3JIEHSITA, U3MIOI3BAHU MPU U3MTUTBAHETO.
Ynen 73
Enexmponna cucmema 3a KiunuyHume u3numeanust

1. B cpTpyanuuectBo ¢ appxkaBuTe wieHkd Komucusra cbh3gaBa, ynpasiisBa U HOLIbpKa

CJICKTPOHHA CUCTEMA

a) 3a F'CHCPpHUPAHC HA CAUHHUTC I/I,Z[eHTI/I(I)I/IKaI_[I/IOHHI/I HOMCpA Ha KIIMHUYHUTC

U3MUTBaHUsA, TocoueHu B wieH 70, maparpad 1;
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0) ¢ GyHKIUSA Ha MpUEMAI TOPTa IMPH MOJaBAHETO HA BCUYKH 3asBICHHUS HITU
HOTH(UKAIMS 32 KIIMHUYHA W3MUTBAHUA, TOCOUYeHHU B uieHoBe 70, 74, 75 u 78,
KaKTO U MPHU NOJJaBaHETO HA BCUYKHU OCTAaHAIU JAaHHH WUJIHU MPU 00pabOTBAHETO HA

JaHHHUTC B TO3H KOHTCKCT,

B) 3a 00OMeH Ha I/IH(bOpMaI_[I/ISI, OTHacsi1Ia C€ 3a KIMHUYHUTC U3IMUTBAHUA ChIJIACHO
HACTOAIIWA PCTIAMCHT, MCXKIY AbpPKABUTC YICHKHU U MCKAY TAX U KOMI/ICI/IHTa,

BKITFOUMTEITHO 32 0OMeHa Ha nH(OpMaIHs, TOco4eH B wieHoBe 70 u 76;

r)  3auHopMalys, KOATO ce MPeI0oCTaBs OT CIIOHCOPa B ChOTBETCTBUE C UileH 77,
BKIIFOUMTENHO JI0KJIa/1a 32 KITMHUYHOTO U3MHUTBAHE U PE3IOMETO CHIIACHO

M3UCKBAaHUATA Ha maparpad 5 oT ChIIUS YICH;

I[) 3a JOKJIaIBAHC HAa CCPHUO3HU HCIKCIIAHU CHOUTHA U HEOOCTAaThM HA U3CINUATA 1

CBHOTBETHOTO aKTyaJlu3UpaHe Ha Ta3u HH(popMalus cbriaacHo wieH 80.

2. [Ipu cr3naBane Ha eneKTpoOHHATa cucTeMa 1o maparpad 1 ot Hactosmus uwieH Komucusira
obe3mnevyaBa HelHATA OTIEpaTUBHA CHBMECTUMOCT ¢ 6a3aTa ganHu Ha EC 3a kmuHUYHUTE
W3MHUTBAHUA Ha JIEKAPCTBEHU MPOAYKTH 32 XyMaHHa yrnoTpeda, ch3/1ajicHa B ChOTBETCTBHE
c uneH 81 ot Permament (EC) Ne 536/2014 na EBpomneiickus mapiaMeHT u Ha CoBera’, m0
Ce OTHACS /10 ChUETABAHETO HA KIMHUYHUTE U3MUTBAHUS HA U3/1€NIUS C KIMHUYHUTE

HU3NWUTBAHUA 110 ITOCOUYCHUA PCTIIAMCHT.

Pernament (EC) Ne 536/2014 na EBponeiickus napnamenT u Ha CbBeta ot 16 ampun 2014 .
OTHOCHO KJIMHUYHUTE U3MUTBAHUS Ha JICKAPCTBEHH MPOAYKTH 32 XyMaHHa ynorpeoba, u 3a
otMmsHa Ha {upextuna 2001/20/EO (OB L 158, 27.5.2014 r., cTp. 1).
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3. [Tocouenara B maparpad 1, OykBa B) nH(popmalius, € JOCThIIHA CaMO 32 TbP>KaBUTE
yieHkr u 32 Komucusta. UHpopmanmsara, mocoueHa B OCTaHAIUTE OYKBU OT CHITHS
naparpad, € myOJIMIHO TOCTHITHA, OCBEH KOTaTO IisiIaTa WHGOPMAIIHS WX YacT OT Hes €

MOBEPUTEITHA O HAKOS OT CJICIHUTE MPHUYNHH:
a)  3amIuTa Ha JTUYHUTE JaHHU B choTBeTCTBUE ¢ Permament (EO) Ne 45/2001;

0) 3amuTa Ha THProBCcKaTa HH(POPMAIIHS C IOBEPHUTEIICH XapaKTep, 0COOCHO B
Opolypara Ha U3CJIE€10BaTENs, O-CIEIUAIHO KaTO CE OTYUTA CTATYyChT HA
OLICHSIBAHETO Ha ChOTBETCTBUETO HA U3/IETTUETO, OCBEH B CIIy4auTe, KOraTto

ChIICCTBYBA IMO-BUCII O6H_ICCTB6H HHTCPEC 3a OIMNOBCCTABAHC Ha I/IH(I)OpMaI_II/IHTa;

B) G(I)GKTI/IBCH HaA30p Ha NPOBCKAAHCTO HA KIIMHUYHOTO U3NUTBAHC OT CTpaHa Ha

ChOTBETHATA(UTE) AbpKaBa(n) WieHKa(H).
4. JIM4HWTE TaHHU HAa YYACTHHUIIUTE HE ca MyOJUIHO JTOCTHITHH.

5. [ToTpeburenckust nHTEpdEiic Ha eIeKTpPOHHATA CUCTEMA, TTocoueHa B maparpad 1, e Ha

BcHukH odurmanau e3uiy Ha Chro3a.
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Ynen 74

Knunuunu uznumeanus no omuoweHue Ha uzdenus ¢ Hanecena mapxuposka ,, CE“

l. Koraro Tpsi6Ba n1a ce nmpoBeae KIMHUYHO U3MUTBAHE, C OIJIEe]] HAa JOIBIHUTEIHO
OLICHSIBAHE, B PAMKUTE Ha [IPEIHA3HAYEHUETO, HA U3/I€IUE, BBPXY KOETO BEYE € HAHECEHA
MmapkupoBkara ,,CE*“ B croTBeTcTBHE € uieH 20, nmaparpad 1 (,,u3nutBanus 3a KIIIIT), u
KOTaTo U3MUTBAHETO OM OMJIO CBBP3aHO C MOJylaraHe Ha yYaCTHULUTE Ha IPOLEAYPH B
JOITBIHEHUE KbM ITPOBEXKIAHUTE ITPU HOPMAJIHU YCJIOBUS Ha yNoTpeba Ha U3/I€TUETO, U
TE€3U OIBIHUTENIHU NPOLEAYPH Ca MHBA3UBHU WM OOPEMEHUTENHHU, CIIOHCOPBT
YBEAOMSBA CHOTBETHUTE ABP>KaBH WICHKH Hal-Manko 30 JHU MpEeau HEroBOTO HA4aJIo
ype3 eJeKTPOHHATa CUCTEMA, IocoueHa B uiieH 73. CIOHCOpPBT BKIIOYBA JOKYMEHTALIMATA,
nocoyeHa B riasa II ot npunoxenue XV, kato yact ot yBeromieHuero. Ynen 62,
naparpad 4, Oyksu 0)—k) u OykBa M), wieHoBe 75, 76 u 77, unen 80, maparpad 5 u

CBOTBETHHUTE pa3nope0u Ha mpuiiockeHre XV ce npuiarat 3a uznurBanusta 3a KITIIII.

2. Koraro Tps6Ba n1a ce mpoBee KIMHUYHO U3IUTBAHE C OIJIe]] OLEHIBaHE Ha U3/IEeIHE C Beue
HaHeceHa MapkupoBkata ,,CE“ B cboTBeTcTBHE ¢ uiieH 20, maparpad 1, u3BbH paMKUTE Ha

IIpeIHa3HAYEHUETO My, C€ Ipuiarar yjaeHose 62—I31.
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Ynen 75

Cbu;ecmeeHu NPOMEHRU 68 KIIUHUYHUNME USNUMBAHUA

1. AKO CIIOHCOPBT Bb3HaMeEPsIBa Jja BHECE TPOMEHH B KJIIMHUYHO U3MUTBAHE, 32 KOUTO CE
Mperoara, 4e me okakaT 3HaYUTeIIHO Bb3/IeCTBHE BHPXY 0€30MacHOCTTa, 3APABETO UITN
MpaBaTa Ha yYaCTHUINTE WM BbPXY CTAOMITHOCTTA WU HAJICKTHOCTTA HAa KITMHUYHUTE
pe3yJITaTH OT U3MUTBAHETO, TOM YBEIOMSBA B CPOK OT €/IHA CEIMUIIA YPE3 EIICKTPOHHATA
cucTeMa 1o ujieH 73 choTBeTHaTa(UTe) IbpkaBa(u) wieHKa(1), B KOSTO(KOUTO) Ce
MPOBEK/Ia WM 1€ CE MPOBEIE KIMHUYHOTO U3MUTBAHE, 32 OCHOBAHUSATA U €CTECTBOTO Ha
Te3u npoMeHu. CIIOHCOPBT MpHUIIara akTyajau3upaHa peIaKkius Ha ChOTBETHATA
JOKyMEHTalusl, mocoueHa B riasa Il ot npunoxenue XV, KaTo 4acT OT YBEAOMIIEHUETO.

[IpomenuTe B chOTBETHATA JOKYMEHTAIUs TPsiOBa Ja ca sICHO 0003HAYEHHU.

2. I["I)p)KaBaTa YJICHKA IIpaBX OICHKA HAa BCUYKHU CbIICCTBCHU IIPOMCHH HA KIIMHUYIHOTO

W3MHUTBAaHE B CHOTBETCTBUE C MPOIleayparTa, HocoueHa B uieH 71.

3. CroHCOPBT MOXKE J1a MPUJIOKU MTOCOUCHUTE B mmaparpad 1 mpomeHu Hail-pano 38 qHU ciien

YBCAOMIICHHUCTO, IIOCOYCHO B ChIIUSA naparpa(l), OCB€CH aKoO:

a)  Jbp)KaBaTa WICHKA, B KOSATO CE MPOBEXK/A WIH 1€ C€ MPOBEIE KIMHUYHOTO
U3MHATBAHE, € YBEJIOMUJIA CIIOHCOPA 3a 0TKa3a CH Bb3 OCHOBA HAa ChOOPAKEHUSTA,
nocoueHu B wieH 71, maparpad 4, uin Bb3 OCHOBA Ha CbOOPAKEHMUSI, CBBP3aHH C
00LIECTBEHOTO 3/IpaBe, ¢ 0€30MaCHOCTTa WU 3[JPaBETO Ha YUACTHUIIUTE U

HOTpe6I/ITCJ'II/ITC, C O6H_IGCTBGHI/I$I pen, nim
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0) KOMHCHS 10 €TUKA B Ta3H JAbprKaBa WICHKA € J1ajia OTPULIATEITHO CTAHOBHIIIE 110
OTHOIIIEHHE Ha ChIIECTBEHATA MPOMSIHA HA KJIMHUYHOTO U3MUTBaHE, KOETO B

CBHOTBCTCTBUC C HAITMOHAJTHOTO IIPAaBO € BAJIMAHO 3a LsJIaTa AbpiKaBa YJICHKA.

4. CrotBeTHaTa(uTe) AbpxKaBa(u) wieHKa(n) Moxe (MOTaT) 1a yIbIKU (YIBIKAT) CPOKa,

IIOCOYCH B Haparpa(b 3, ¢ omie CCACeM JHU € ICIT NPOBCKIAAHC HA KOHCYJITALIUH C CKCIICPTH.

Ynen 76
Kopueupawu mepxu, koumo mpsbea oa ce npeonpuemam om 0vbpircasume YjieHKuU,

u 0OMeH Ha ungopmayus merHcoy msx

1. Axo ABbpPiKaBa YJICHKA, B KOATO CC IMPOBCIKIa UK IIC CC MMPOBCIKAA KIIMHUYIHO U3IIUTBAHC,
HMa OCHOBAHUA a CMATA, Y€ TIOCOYCHUTC B HACTOAIINA PCTIIAMCHT U3MUCKBAHUS HC CC
HU3I'bJIHABAT, TA MOXKE a IIPCATIPHUEMC Ha CBOA TCPUTOPUS Hal-MaJIKOTO HSIKOS OT

CJIEZTHATE MEPKHU:
a)  J1a OTHEME pa3pelICHUEeTO 3a KIMHUYHOTO H3IHTBAHE;

0) Ja chpe WM J1a NPeKpaTH KIMHUYHOTO U3 TBAHE;

B)  Jia U3UCKa CIIOHCOPBT JIa POMEHH OMPEICICH aclIeKT Ha KIIMHUYHOTO U3ITUTBAHE.

2. [Ipenu na npeanpuemMe HAKOS OT MEpKUTE 1O maparpad 1 choTBETHAaTa AbpKaBa YJIeHKa
M3MCKBA CTAaHOBUIIE OT CIIOHCOPA WX OT U3CIEA0BATENs, UM OT ABaMaTa, OCBEH aKo HE €

HeoOxoauMo He3a0aBHO neiicTBue. CTAaHOBHIIETO CE MPEJCTaBs B CPOK OT CEIEM JTHH.
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3. Koraro npprkaBa 4iieHKa € mperpuena HsKos OT MEPKHTE, TOCOYeHH B maparpad 1 ot
HACTOSIIHUSA YJICH, WIN € OTKa3aJla KIMHUYHO U3MHUTBaHe, WM € Ouila yBelOMEHa OT
CIIOHCOpA 32 MPEXAEBPEMEHHOTO MPEKPaTsABaHe HAa KIMHUYHO U3MHUTBAHE MOPAIH
CbOOpa)keHUs BbB Bpb3Ka C O€30MaCHOCTTA, AbpKaBaTa WieHKa ChoOIIaBa ChbOTBETHOTO
pelIeHre U MOTUBUTE 33 HETO Ha BCUUKU JbpKaBu 4ieHKU U Ha KoMucusirta upes

SIICKTPOHHATA CHCTEMa, TOCOYCHA B WieH 73.

4. Koraro cioHCOpBT OTTETIN 1aJIeHO 3asBlIEHUE, IPEAU J1a UMa pEeIIeHNEe Ha IbpKaBa
YJIeHKa, Ta3u HHGOpMalus ce MpeAoCcTaBs Ype3 eJIeKTpOHHATa cucTeMa 1o 4ieH 73 Ha

BCHUYKHU ObPIiKABU YJICHKH U Ha Komucusra.

Ynen 77
HUnghopmayus om cnoncopa 6 kpasi Ha KIUHUYHOMO USHUMBAHE

WU NPUCNUPAHE UTU NPEAHCOe8PEMEHHO NPEeKPaAms8aHe

1. AKO CIIOHCOPBT CIIPE WM MPEXKACBPEMEHHO NPEKPATH KIMHUYHO U3MUTBAHE, TOU
nH(popMHpa 3a TOBA B paMKUTE Ha 15 THU IbpKaBaTa 4jeHKa, B KOSTO KIMHUYHOTO
M3MHUTBaHE € OUITO CIIPSTHO WIIH MPEKIEBPEMEHHO PEKPaTEeHO, Ype3 MocoYeHara B WwieH 73
EJIEKTPOHHA CHCTEMA, KaTo MpeICTaBsi 000CHOBKA. B ciyuaii 4e CHOHCOPBT Cripe WiH
MIPEKIEBPEMEHHO PEKPATH KIMHHYHOTO U3MUTBAHE TIOPAJIN ChOOPaKEHHUSI BBB BPb3Ka C
0€30MMacHOCTTa, B paMKHUTE Ha 24 "yaca Toil nH(OpMHpPA 32 TOBA BCUYKU JbP)KaBH YJICHKH,

B KOUTO CC€ NPOBCKJAA CbOTBETHOTO KIIMHUYHO U3IIUTBAHC.
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2. HpI/IGMa CC, 4C KpasAT HAa KIIMHUYHOTO U3NHUTBAHEC CHBIIaAa C IMOCICAHOTO IMMOCCUICHNUEC Ha
IOCJICAHUS YHAaCTHHUK, OCBCH AKO B IIJIaHA HA KIMHUYHOTO U3NHUTBAHE HC € OIIPCACIICH APpYyT

MOMCHT 3a TO3H Kpa171

3. CrioHCOpBT yBeZOMsBA BCSIKA IbPKaBa WICHKA, B KOSATO CE € IPOBEXAAJI0 KINHUYHOTO
M3IUTBAHE, 33 Kpas Ha TOBA KJIMHWUYHO U3IUTBAHE B Ta3U JbpPrKaBa 4icHKa. ToBa
YBEJAOMJIEHHE C€ U3BBPILBA B CPOK OT 15 HU cien Kpast Ha KIMHUYHOTO U3MMUTBAHE 3a

Ta3u AbprKaBa YJICHKaA.

4. AKO JTaJieHO M3MMTBAHE CE MPOBEXK/Ia B MIOBEYE OT €IHA IbprKaBa WICHKA, CIIOHCOPHT
yBEAOMSBA BCUUKU AbPKABHU UJICHKHU, B KOUTO CE € MIPOBEkKAA0 TOBA KIMHHYHO
W3MHUTBAHE, 32 Kpasi My BB BCUYKH JbP)KaBH WICHKH. TOBa YBEIOMIIEHHE CE U3BBPIIIBA B

CpOK OT 15 AHU CJICH Kpas Ha KIIMHUYHOTO U3IMUTBAHC.

5. HezaBucumo ot pe3yiiTata OT KIMHUYHOTO U3IMUTBAHEC, B CPOK OT €1Ha rOAWHA CJICI Kpasd
Ha KIMHUYHOTO U3IMUTBAHC UJIN A0 TpU MECCLA CIICA MPEKACBPEMECHHOTO IIPEKPATABAHE
WM CIIUPAHETO, CIIOHCOPHT NPCACTAaBA HAa ABPKABUTE YICHKH, B KOUTO C€ € ITPOBEKIAI0
KIIMHUYHOTO U3IIMTBAHEC, JOKIaA OT KIMHUYHOTO M3IIUTBAHC CBIJIACHO I'JIaBa I, pasaeit 2.8

u riasa III, pasnen 7 ot npuiioxenue XV.

KbM okmaga 3a KIMHUYHOTO U3MUTBAHE CE TIPUIara pe3roMe, KOETO € MPEICTaBeHO B
JIecHO pa3zbupaema 3a 1eneBrs notpeduten popma. JJoKIaabT U PE3IOMETO e MPEICTABSAT

OT CTIOHCOPA Ype3 eJIeKTPOHHATa CHCTEMa, TOCOYeHa B WieH 73.
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Koraro nopaau C"I)06pa)K€HI/I$I OT HAYYHO €CTECTBO HC € Bb3MOKHO JOKJIIAAbT 3a
KIMHUYHOTO U3NHUTBAHE Ja CC MPCACTAaBH B CPOK OT €aHA roarHa CJICI Kpasd Ha
HU3IIUTBAHCTO, TOH ce nNpeacTaBsda BE€AHAra mom 6’[:,[[6 u3roTBeH. B To3u cnyqaﬁ B IIJIaHa Ha
KIIMHUYHOTO U3IIMTBAHEC, IIOCOYCH B I'JIaBa H, pas3zacit 3or IMPUITOKCHUC XV, C€ II0COYBa
Kora mic 6’bI[aT HaJIMYHU PEIYJITATUTC OT KIIMHUYHOTO U3IMUTBAHC, KaTO CC U3JIaraTt

OCHOBAaHU 3a TOBA.

KoMucusita U3roTBs HaCOKH 3a ChIBPYKAHUETO U CTPYKTypaTa Ha PE3IOMETO Ha JIOKJIaJa 3a

KIIMHUYHOTO HU3IIUTBAaHCE.

OcBeH TOBa 3a cllydauTe, B KOMTO CIIOHCOPBT pelliaBa Jia CIoAeIr HeoOpaboTeH! JaHHU
Ha 100poBosIHA OCHOBa, KoMucusiTa Moe J1a M3roTBH HACOKHM 3a hopmMaTa U 0OMEeHa Ha
Te3U aHHH. Te3u HaCOKH MOTaT Jla C€ OCHOBABAT Ha CHIIECTBYBAIUTE HACOKH 32

CTIOZICTITHETO Ha HEOOpaOOTeHN JaHHU B 00JIaCTTa HA KIIMHUYHUTE U3MUTBAHUS, KaTO TH

azaarnrTupar, 10KOJIKOTO € Bb3MOXKHO.

Pe3romeTo n 10K1aabT 32 KIMHUYHOTO U3IMUTBAHE, IOCOYEHHU B maparpad 5 oT HacTOALIMS
YJIeH, CTaBaT MyOJIMYHO JOCTBIIHY Ype3 eJIeKTPOHHATa CUCTEMA, I0COYEHA B WieH 73, Hall-
KBCHO KOTaTO U3/ENUEeTO Ob/ie PETUCTPUPAHO B CHOTBETCTBHE C WieH 29 u mpeau
IIyCKaHETO My Ha nazapa. B ciyuaii Ha pex1eBpeMEHHO MIPEKPATABAHE UM CIIHPaHE

PE3IOMCTO U JOKJIAAbT CTaBaT HY6J'H/I‘IHO AOCTBIIHU BE€AHAra CJaca nmpeacTtaBsiHCTO UM.

AKO U3eMeTo He Ob/Ie PETUCTPUPAHO B CHOTBETCTBHE C WieH 29 B paMKUTE Ha €Ha
roJMHa OT BHBEXKIAHETO HA PE3IOMETO U Ha JIOKJIa/1a B €JIEKTPOHHATA CUCTEMA B
CHOTBETCTBUE C maparpad 5 OT HACTOSIIHUS YJIEH, T€ CTaBaT MyOIMYHO JOCTHITHU B TO3U

MOMCHT.
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Ynen 78

IIpoyedypa 3a koopOuHUpano oyeHasane Ha KIUHUYHUMe U3NUMeEanus

IlpeS CJICKTPOHHATAa CUCTEMaA 110 YICH 73 CIIOHCOPBT HA KIIMHUYHOTO U3IHUTBAHE, KOCTO IIIC
CC MMPOBEKAA B MOBCUC OT €AHA AbpiKaBa YJICHKA, MOKC [1a moaaac €ANHHO 3asABJICHUC 3a
OCJIUTE HA YJICH 70, KOCTO IPH MOJyUaBaHEC CC MMpCaaBa 1o CJICKTPOHCH IIbT HA BCUYKHU

ABPIKABU YICHKH, B KOUTO LIC CC IMPOBCIKIAA U3IMUTBAHECTO.

B equnHOTO 3asBieHME 110 maparpad | cmoHCOPHT mpeiara eHa OT IbPKABUTE YICHKH,
B KOUTO WI€ C€ MPOBEKa KIMHUYHOTO U3MUTBaHe, Jja IelCTBa KaTo KOOPIMHUPAIIA
IbpKaBa 4jaeHKa. B Cpok OT miecT JHU clie]] MOJaBaHeTo Ha 3asBJICHUETO AbP:KaBUTE
YJIEHKHU, B KOUTO I1I€ C€ MPOBEXK /A KIMHUYHOTO U3MUTBAHE, IOCTUTAT ChITIACHE KOS OT TAX
na moemMe QYHKIIMUTE HAa KOOPAMHUPAIIA JbpKaBa YWICHKA. AKO T€ HE ce CIIopazyMesT 3a
KOOpJMHHpalla IbpKaBa WIEHKa, Ta3u QYHKIHS ce MoeMa OT MpeJIoKeHaTa OT CIIOHCOpa

AbpiKaBa YICHKA.

[Tox ppKOBOJACTBOTO Ha KOOPAMHUPAIIATA AbPKaBa YiCHKA Mo naparpad 2 3acerHaTure
Jbp)KaBU YICHKH KOOPAMHUPAT OLICHSIBAHETO Ha 3asBJICHUETO OT TSIXHA CTPaHa, I0-

KOHKPETHO Ha JOKyMEHTaLusATa, IIoco4yeHa B riasa I ot npunoxkenune XV.

Bbnpeku ToBa mbiiHOTaTa Ha TIOKyMEHTaLUsTa, MocoueHa B riasa I, pazmenu 1.13, 3.1.3,
4.2,4.3 u 4.4 or npunoxxenue XV, ce OIEHsBA OTACIIHO OT BCSKA 3aCErHaTa IbpiKaBa

4JIeHKa B ChOTBETCTBUE ¢ WwieH 70, maparpadu 1—S5.
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4. [To oTHOIIEHNE HA JOKYMEHTAIIUATA, pa3JIMuHa OT MMOcovYeHaTa B maparpad 3, BTopa

AJIMHEA, KOOpAWMHUpaliaTa AbpiKaBa YJICHKA:

a) B CPOK OT HICCT AHU CJIC ITOJTyHYaBaHC Ha CAUHHOTO 3asBJICHUC YBECAOMABA

CIIOHCOpa, 9€ T4 € KOOpAUHHpAallaTa AbpiKaBa YJICHKaA (,,z[aTa Ha YBCI[OMHBaHC“);

0)  3amenuTe Ha BAJUIMpPAHE HA 3asBICHUETO B3eMa MPEIBHUI BCHUKH ChOOpaKEeHNU,
IIPEACTABEHU B CPOK OT CEJIEM JHU OT JaTaTa Ha YBEJIOMSBAHE OT 3aCETHATUTE

ABPIKaBU YJICHKU,

B) B pamkure Ha 10 IHM OT 1aTara Ha yBEJAOMSIBAHE OICHSBA 1Al KIMHUIHOTO
U3MKTBaHE TOMaa B 00XBaTa Ha HACTOSIIIHS PEriaMeHT U AU 3asiBICHUETO €
II'BJIHO, ¥ YBEAOMSIBA CIIOHCOpA 32 TOBA. BBB Bpb3Ka ¢ TOBa OLICHSIBAHE 3a

KOOpJAMHUpAIIaTa IbpXKaBa wieHka ce npuiara uieH 70, maparpadu 1 u 3—35;

r)  TPEACTaBs Pe3yJITATUTE OT U3BHPIICHOTO OILICHSIBAHE B MIPOCKT HA JOKJIAJ OT
OIICHSIBAHETO, KOMTO TPsIOBa J1a O'bJIe M3MPATEH JI0 3aCETHATUTE IbP)KaBU WICHKH B
CpPOK OT 26 HM clieq fatata Ha Banuaupanero. Jlo 38-us neH cien narara Ha
BaJIMIUPAHETO JAPYTUTE 3aCETHATH AbPKaBU WICHKH U3MpaIIaT CBOUTE KOMEHTApH U
HpeI[JIO)KGHI/IH 1o HpO@KTa Ha JOKJIaZd OT OLICHABAHECTO U CbOTBCTHOTO 3asABJICHUC HA
KOOpJIMHUpAIIaTa AbpKaBa WICHKA, KOSITO B3eMa MPEBU/] T€3U KOMEHTApHU U
npennomeHHs{ HpI/I HU3TOTBAHETO HAa OKOHYATCIIHUA JOKJIad OT OLICHSABAHETO, KOfITO (6]§]
npeaaBa Ha CIIOHCOpa M Ha IPYTUTE 3aCETHATH IbPKAaBH YICHKU B CPOK OT 45 THH

CJIea JaTaTa Ha BaJIMAUPAHC.
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OKOHYATCTHUST AOKJIaa OT OUCHABAHCTO CC B3E€Ma MPCABUA OT BCUYKU 3aCCrHATU
ABPIKABU YICHKHU IIPHU B3EMAaHCTO Ha PCHICHUEC 110 3a4BJICHUETO HA CIIOHCOPA B

cboTBeTcTBUE ¢ wieH 70, maparpad 7.

5. [To oTHOIIIEHUE HA OIICHSIBAHETO Ha IOKyMEHTalMsATa Mo naparpad 3, BTopa aluHes BCsika
3acerHaTa JIbpKaBa WieHKa MOXKE €JHOKPATHO Ja MOUCKA AOMBIHUTETHA HH()OPMALIHS OT
cniorcopa. CIIoHCOPBT MPEICTaBs MOMCKaHATA JOMBIHUTEITHA HHPOPMAIUSI B pAMKHUTE Ha
CpOKa, OTIPECIICH OT 3acerHaTaTa JbpKaBa WICHKa, KOUTO HE HaJBHIIaBa 12 1HU OT
JaTaTa Ha mojlydaBaHe Ha uckaneto. CpokbT mo naparpad 4, Oyksa T) criipa aa Tede ot

JAaraTa Ha HCKAaHETO 10 MOMCHTA Ha MOJIy4YaBaHC Ha JOIIbJIHUTCIIHATA I/IH(I)OpMaI_[I/IH.

6. 3a uznenusta ot kiac IIb u knac 11, koopauHupaiaTa 1bpKaBa YWieHKA MOXKE CHILO TaKa
Jla yIBIDKU CPOKOBETE, ocoueHH B naparpad 4, ¢ ome 50 1HH ¢ e IpoBeXKaaHe Ha

KOHCYJITalluH C CKCIICPTH.
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Komucusara Moxe 4pe3 akToBe 3a U3IIBITHEHHE /12 KOHKPETU3UPA JOIBIHUTEITHO
MIPOLIEyPUTE U CPOKOBETE 32 KOOPAMHUPAHOTO OLIEHSIBaHE, KOMTO J1a C€ B3eMAT MO/JI
BHHUMAaHHUE OT 3aCErHATUTE AbP>KaBH YWICHKH MPU B3€MAaHETO Ha PEIICHHUE 10 3asIBICHUETO
Ha crioHcopa. Te3u akToBe 3a U3MBIHEHHE MOTAT Ja ONPEIENSIT U IPOLEAYPHUTE U
CPOKOBETE 32 KOOPJMHHUPAHO OLICHIBAHE B CIlydail Ha ChIIECTBEHU MPOMEHHU 110 maparpad
12 ot HacTOAIIMSA YJIEH, B ClIy4yall Ha JOKJIaJIBaHE Ha HEXKelNaHU chOuTHd 1o wieH 80,
naparpad 4 ¥ B cydail Ha KIIMHUYHU U3IIUTBAHUS HA IPOIYKTH, TIPECTABISBAIIN
KOMOHMHAIMSI OT MEIULUHCKO U3eNIie U JIEKAPCTBEH MPOAYKT, KOTaTO MOCIETHUTE ca
00€KT Ha mapajelHO KOOPIMHUPAHO OLIEHsBaHE HA KIMHUYHO U3MHUTBAHE CHIIACHO
Pernmament (EC) Ne 536/2014. Te3u akToBe 3a U3IIBJIHEHUE CE MPUEMAT B ChOTBETCTBHE C

npolietypaTa o pasriexiaane, mocodena B uieH 114, nmaparpad 3.

Koraro 3akimroueHneTo Ha KOoOpAuHHpallaTa IbpKaBa 4JICHKa OTHOCHO oOJracTra Ha
KOOpAWHHPAHO OLCHABAHE €, Y€ MMPOBCKAAHCTO HA KIIMHUYHOTO U3IIUTBAHE € IIPUEMIINBO
WK € IMIPUEMIIMBO ITPU CIIa3BAHCTO HA OIIPEACIICHU YCJIOBUA, TOBA 3aKIIFOYCHUE CC CUHTA 3a

3aKJIIFOYCHHUEC HA BCUYKH 3aCCTHATH ABPrKaBH YJICHKH.

HezaBucumo ot II'bpBa aJIMHEA, BCAKA OT 3aCCTHATUTC AbpPiKaBU YJIICHKH MOXKC [1a U3pa3u
HECBHITIACUC CHC 3aKIIIOUCHUCTO HA KOOpJAUHHPAIlaTa IbpKaBa YJICHKa OTHOCHO obmacrtra

Ha KOOPpAWHUPAHO OLCHABAHC CaMO Ha CJICAHHUTC OCHOBAHUSA:

a)  KOratro CYuTa, Y€ y4acTHETO B KIMHUYHOTO U3MUTBAHE O JOBEJIO JI0 TOBA JAa/ICH
Y4aCTHUK MOJKE JIa MOTy4aBa JIeYeHHe, KOETO € MO-HEeKayeCTBeHO OT TOBA B

yCJIOBUsSATA HA HOPMAJIHATA KIIMHUYHA IIPAKTUKA B 3aCCrHATAaTa AbprKaBa YJICHKA,
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0) HapyuleHHE Ha HAIMOHAIHOTO MPABO; WU

B) CchOOpakeHHUs BbB BpBh3Ka ¢ O€30MaCHOCTTA Ha YYaCTHUKA U HAJCKTHOCTTA U

cTabuHOCTTa Ha pe3ynratuTe no naparpad 4, Oyksa 0).

Koraro HsKOs OT 3acerHaTuTe IbpKABH WICHKU HE € ChIIACHA ChC 3aKJIFOUCHUETO Bb3
OCHOBA Ha BTOPA aJIMHEs OT HACTOALIMS naparpad, T yBeIOMsBa 32 CBOETO HEChIIaCHe,
KaTo ChILIEBPEMEHHO IPe0CTaBs noapoOHa 000cHOBKa, KoMucusTa, BCHUKH Ipyru

3aCEeTHATH IbPKaBU YIEHKU U CIIOHCOpA Ype3 eJIEKTPOHHATa CUCTEMa 10 WieH 73.

9. Koraro 3akiioueHHeTo Ha KOOpIWHUpAIaTa IbpKaBa WieHKa OTHOCHO 00JIacTTa Ha
KOOPJMHUPAHO OIICHSBAHE €, Ye KIMHUYHOTO U3MUTBAHE € HEITPUEMJIMBO, TOBA

3aKJIIIOYCHHUEC CC CUMTA 3a 3aKJIFOUCHUC Ha BCUYKHU 3aCCTHATU AbpPKAaBU YJIICHKU.

10. Janena 3acernata abp:kaBa WiICHKa OTKa3Ba Jia pa3pelin KIMHUYHO U3MUTBAHE, aKO HE €
ChIJIACHA CHC 3aKIIIOYCHUETO Ha KOOPAMHHpPAIATa JbpKaBa WICHKA, HA KOETO U J1a € OT
OCHOBaHMSTA, MOCOYEHU B maparpad 8§, BTopa ajuHes, WK aKO yCTaHOBU B3 OCHOBA Ha
HaJJIS)KHO 000CHOBAaHU ChOOpaKEHUs, Y€ HE ca M3IIBIIHCHH aCTICKTUTE, Pa3rJie/laH! B
rnasa I, pazgenu 1.13, 3.1.3, 4.2, 4.3 u 4.4 ot npunoxenue XV, UiIM KOrato KOMUCHSITA
10 €THKA € Jajia OTPUIATEIIHO CTAHOBUIIE OTHOCHO KIMHUYHOTO U3MUTBAHE, KOETO
CBIJIACHO HAIMOHAIIHOTO MPABO € BaJUIHO 3a Is1aTa IbpKaBa WieHKa. 3acerHarara

I’bp>KaBa 4ICHKaA MIPeJIBUK/IA IPoLeaypa 3a 00XkKaIBaHE 10 OTHOIIEHUE HA TAKBB OTKa3.
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11.

12.

13.

Bcesika 3acernara app:kaBa 4ieHKa yBEJOMsIBA CIIOHCOpA YpE3 EIEKTPOHHATA CUCTEMA 110
wiieH 73 3a TOBa Janu KIMHUYHOTO W3MHUTBAHE € Pa3pellieHo, 1ajl € pa3pelieHo npu
CIa3BaHETO Ha OMpEeNIeHU YCIOBHI WU € OMIJIO 0TKAa3aHO pa3pelieHue 3a Hero.
YBenoMsIBaHETO ce U3BBPIIBA Upe3 EAHOKPATHO PEIIeHUE 0 TEeT JHU OT MpeJaBaHeTo,
chriacHo naparpad 4, Oyksa r), Ha OKOHYATETHHS TOKJIa OT OIICHSIBAHETO OT CTPaHa Ha
KOOpAMHHpAIaTa AbpxkaBa wieHka. Korato pa3periaBaneTo Ha KITMHUYHOTO H3IUTBAHE €
00BBP3aHO C ONpEIEeNIEHU YCIOBHSI, TOBa MOrar Jja ObAaT caMo yCJIOBHUs, KOUTO Opaau

€CTECCTBOTO CH HE MOrart aa 6’B,I[aT HU3IIbJIHCHU KbBM MOMCHTA Ha pa3pClIaBaHCTO.

Bceuuku chiecTBeHH TPOMEHH 10 WieH 75 ce choOIaBaT Ha 3aCeTHATUTE JbPKABU
YJIEHKU Ype3 eJIEKTPOHHATA CUCTeMA M0 wieH 73. Besko olieHsiBaHe 3a HAIMYUETO Ha
OCHOBAHMS 3a HechIilacue 1o naparpadg 8, BTopa ajmHesi OT HaCTOSIIMA WICH C€ U3BBPIIBA
10/ pPhKOBOJICTBOTO Ha KOOPAMHHpAIIIATa AbpPXKABa WICHKA, OCBEH B CIIy4yail Ha
CBIIECTBEHU MTPOMEHH 1O OTHOIIeHWe Ha raasa I, paznenu 1.13, 3.1.3,4.2, 43 u 4.4 ot

IIPHUITOKCHUC XV, KOHTO CC€ OLICHABAT OTACIHO OT BCAKa 3aCCruaTa AbpKaBa YJICHKA.

Komucusra MpeaocCTaBsa aAMUHUCTPATHBHA MIOAKPCIIA Ha KOOpAUHUPpALlaATa AbpiKaBa

YICHKA IPpH U3MIBJIHCHUCTO HA 3a1a4YUTC H 110 HacTod1lara rjiaBa.
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14. Ho... [cenem roauHu clie] HaYaJIHATa JjaTa Ha pWiaraHe Ha HaCTOSIIUS PErJIaMeHT ]
yCTaHOBEHATA B HACTOSIIINS WICH MPOIEAypa Ce Mpujiara caMo OT IbpPKaBUTE YICHKH, B
KOMTO IIIE CE MPOBEX/Ia KIMHUYHO U3MUTBAHE U KOUTO Ca Ik ChIVIache 3a
npunaranero u. Cnep ... [ceeM roAnHuU Ciiell HauajaHaTa JaTa Ha pujiarane Ha

HACTOSIMSA PETJIAMEHT| IOCOYEHaTa Mpolielypa ce Mpuiara oOT BCUYKU AbP>KaBHU YIECHKH.

Ynen 79

IIpezneo na npoyedypama 3a KOOpOUHUPAHO OYeHABAHE

B cpok 10... [1ecT ronuHu ciiel HayaiHaTa JaTa Ha MpUjlaraHe Ha HACTOSIIIUS PETJIAMEHT |
Komucusita npencrass va EBponetickust mapiaMeHT U Ha CbBeTa JOKIIA] 3a ONMUTA, MPUAOOUT OT
npusaraHeTo Ha uieH 78, maparpad 14 u, ako € Heo0X0aAUMO, TpeyIara nperiaea Ha wieH 78,

naparpa¢ 14 u Ha unen 123, naparpad 3, 6yksa 3).

Ynen 80
Pecucmpupane u ooxknaosane na Hexicenanu cvoumus

npu KAUHUYHU USNUMEAHUSL
1. CroHCOpBT perucTpupa 1s1ata nHpopMmanus 3a:

a) BCSIKO HEXKEJIAHO CHOUTHE OT BU, OMMPCACIICH B IVIaHA HAa KIIMHUYHOTO U3IMMUTBAHC

KaTO KpUTHYCH 3a OLICHKAaTa Ha PC3YJITATUTC OT KIIMHUYHOTO U3IIUTBAHC,

0)  BCSKO CEpHO3HO HEXENAHO ChOUTHE;
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B)  BCEKH HEJIOCTATHK Ha U3JEIMETO, KOWTO € MOXKEJ JIa JOBE/IE 10 CEPUO3HO HEXKEIIAHO
CBOUTHE, aKO HE € OMJIO TIPEANPUETO TTOAXOSIIO ACHCTBIE, HE € OMila OCHIECTBEHA

WHTEPBCHIINS WIN aKo 00CTOSATENICTBATA Ca OMJIH MTO-MAJIKO OJIaroNpHsITHU;
I)  BCSKO HOBO 3aKJIOYCHHE BbB BPB3Ka ChC CHOUTHE 10 OyKBH a)—B).

2. CrnioHcopbT 6e3 3a0aBsHe TOKIaBa Ype3 eJIEKTPOHHATA CUCTEMA 10 WiIeH 73 Ha BCUYKH

ABPIKAaBU YICHKH, B KOUTO CC NPOBCKJAA KIMHUYHOTO U3IMUTBAHEC, LAJIaTa I/IH(i)OpMaHI/Iﬂ 3a:

a)  BCSKO CEpHO3HO HEXKEJaHO ChbOUTHE, KOETO MMa MPUYUHHO-CIIEACTBEHA BPb3Ka C
U3JIEIMETO 32 KIMHUYHO M3MHUTBAaHE, KOMIIapaTopa WM MpoLeaypaTa Ha U3NIUTBAaHE

HJIM aKO TaKaBa NIPUYHUHHO-CJICACTBCHA BPb3Ka € pa3yMHO Bb3MOKHA,

0)  BCEKH HEOCTATHK Ha M3JEIINETO, KOWTO € MOKEJN JIa JIOBE/E 10 CEPUO3HO HEXKEIIaHO
chOUTHE, aKO HE € OUII0 IPEANPUETO TOIXOIAIIO ACHCTBIE, HE € OMIa OChIIECTBeHA

WHTEPBEHIINS WK aKo 00CTOSATENICTBATA ca OMIIH MTO-MAJIKO OJIaronpusITHH;
B)  BCSKO HOBO 3aKJIIOYEHHUE BHB BPB3Ka C BCAKO CHOUTHE TIO OYKBH a) U 0).

[Ipu onpenensiHe HAa CPOKa 3a JTOKJIaJIBaHE CE B3eMa IPEIBU] TSIKECTTA Ha ChOUTHETO. AKO
€ HeoOXOIMMO, 3a J]a Ce TapaHTUPa CBOEBPEMEHHOTO JTOKJIAJBaHE, CIIOHCOPHT MOXKE J1a

npeacTaByu IbpBOHAYAJIICH JOKJIAI, KOMTO € HCIIBJICH, TOCJICABAH OT IIBJICH JOKJIAA.
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HpI/I HNCKaHC OT AbpiKaBa YJICHKA, B KOATO CC NPOBCKAA KIMHUYHOTO U3IMUTBAHC,

CIIOHCOPBT MPEIOCTaBS Isi1aTa HH(OpMaIus, mocoueHa B maparpad 1.

3. OcBeH TOBa CIIOHCOPBT AOKJIAJBA HA IbPKABUTE YJICHKU, B KOUTO CE IPOBEXKAAT
KJIMHUYHY U3MIUTBaHMsI, Ype3 eIEKTPOHHATA CHCTEMa I10 WwieH 73, BCAKO €HO ChbOUTHE IO
naparpag 2 oT HACTOSIIIUS YWIEH, HACTHIIWIO B TPETU AbP)KaBHU, B KOUTO CE MPOBEXKIA
KJIMHUYHO U3IATBAHE ChC CHINMSA IIJIaH HA KJIMHUYHOTO U3IHUTBAHE KAaTO TO3H, KOMTO ce

Inpujiara 3a KIIMHUWYHWUTC U3IIUTBAHUA, 00XBaHaTH OT HAaCTOAIIMA PCriIaMCHT.

4. [Ipy KITMHUYHO U3NUTBAHE, 3@ KOETO CIIOHCOPBT € U3MOJI3BAJl €IMHHOTO 3asBICHHUE IO
yJieH 78, TOM JI0KJIaJBa BCSIKO ChbOUTHE MO naparpad 2 OT HACTOSIIMS YWIEH Ype3
€JIEKTpOHHATa cucTema 1o uieH 73. [Ipu nony4yaBaHe TOKIaIbT ce IIpeaBa Mo
€JIEKTPOHEH ITT Ha BCUUKU JbpKaBH YJIECHKHU, B KOUTO CE NIPOBEXKIA KIMHUYHOTO

MU3MUTBAHC.

[Tox ppKOBOCTBOTO HA KOOPAMHHUPAIIATA JbpPrKaBa YiICHKa 1Mo uiieH 78, maparpad 2
IbpKABUTE YICHKU KOOPAUHUPAT OLICHSIBAHETO HA CEPUO3HUTE HEXKEIaHU ChOUTHUS U
HEJOCTaThIUTE HA U3CINETO, 32 J]a YCTAHOBST JAIH € HE0OXOIMMO KIIMHUYHOTO
M3MUTBAHE J]a Ce MPOMEHH, CIIPE WK MPEKPATH WIH J1a C€ OTHEME Pa3peILICHUETO 32

MPOBCIKAAHCTO HA TOBA KIIMHUYHO U3IMUTBAHC.
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Hacrosimusat naparpad He 3acsira nmpaBaTa Ha OCTAHAIUTE IbP)KABU WICHKH J]a H3BBPIIBAT
coOCTBEHa OLIEHKA U Ja MpueMaT MEPKU ChIIIaCHO HACTOSLIUS PErJIaMeHT, 3a J1a OCUTYPST
3amuTaTa Ha oOLIECTBEHOTO 3/IpaBe U Oe30macHOCTTa Ha manuentute. Ha
KOOpJIUHHpaIaTa IbpkaBa uieHka U Ha KoMucusrta ce cho011aBaT pe3yiaTaTuTe OT BCsKa

CIHa TaKaBa OLICHKA U NPUEMAHCTO HA TAKNWBa MCPKHU.

5. B ciryuaii Ha nznmtBanus npu KIIIIT o unen 74, maparpad 1, BMecTo HacTOSIIMS YiIeH
ce MpujIarat pasnopenouTe 3a NpociesBaHe Ha O€30MacHOCTTa, IPEABUICHH B

yiaeHoBe 87—90 u B akTOBETE, MPUETH CHIIIACHO 4iieH 91.

6. He3zaBucumo ot nmaparpad 5 HacTOALIMAT YiEH ce Ipuiara, Korato € ycTaHoBeHa
MIPUYMHHO-CJIEICTBEHA BPb3Ka MEX/1y CEPHO3HOTO HEXeJlaHO ChbOUTHE U MpeIlIecTBaIarTa

IpoLeaypa Ha U3IUTBAHE.

Ynen 81

Axmoee 3a usnvianenue

Upes akToBe 3a u3nbiaHeHne Komucusita Moxe 1a onpezaesns NoApoOHUTE MpaBuiia U IpOLeaypPHUTE

ACIICKTH, HCO6XO,Z[I/IMI/I 3a MPpUJIaraHeTo Ha HACTOAIIATa rjiaBa 1o OTHOIICHUC Ha:

a) XapMOHU3UPAHUTE €JIEKTPOHHU 00pa3liy HA 3asBJICHHUE 33 KIMHUYHU U3MUTBAHUS U
TAXHOTO OLIEHsIBaHe 1o wieHoBe 70 u 78, kaTo ce B3emar MpeaBUl KOHKPETHUTE

KaTerOpUM WIN IPYIN U3JIEINs;
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0) (YHKIIMOHHPAHETO Ha CIEKTPOHHATA CUCTEMA T10 YieH 73;

B) XapMOHU3UPAHUTE EIEKTPOHHHU 00pa3liy 3a yBEAOMJICHHE OTHOCHO U3MHUTBAHUS MTPH

KIITIIT mo unen 74, naparpad 1 1 OTHOCHO CHIIECTBEHH MPOMEHH IO WIEH 75;
r) oOMeHa Ha MH(OpMAaIHs MEXTy IbpKABUTE YJICHKH 110 WieH 76;

) XapMOHU3UPAHUTE €JIEKTPOHHU 00pa3liy MpH JOKIaJBaHEe HA CEPHO3HU HEXKEIaHU

CBHOUTHS M HENOCTATHIM Ha u3AeausTa no yiaeH 80;

e) CPOKOBETE 3a JIOKJIJIBaHEe HAa CEPHO3HU HEXKEIIAaHU CHOUTHS M HEJJOCTATHIIN HA U3JICITHSTA,
KaTo ce B3eMa MPEIBU]I Te)KECTTa Ha ChOMTHETO, KOETO TPsIOBA J1a Ce JOKIIA/IBa ChIIIACHO

yiieH 80;

)K) CAHAKBOTO MpHUJIaraHe Ha U3UCKBAHUATA 1O OTHOIICHUEC HAa KIIMHUYHUTC JOKA3aTCICTBA
WY JaHHU, HGOGXOI[I/IMI/I 3a JOKa3BaHC HAa CbOTBCTCTBHUECTO C O6H_[I/ITG HN3HWCKBaHHA 3a

0€30MMacHOCT U JeCTBHE, yCTAHOBEHHU B IpUJIOKEHUE .

AxToBeTe 3a HU3I'BJIHCHUEC, IIOCOYCHU B ITbpBa aJIMHESA, CC MMPHUEMAT B CbOTBECTCTBUC C IIpoLcaAypara

0 pa3riexaane, mocodeHa B wieH 114, maparpad 3.
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Ynen 82

H3uckeanus omuocHo dpyeu KIUHUYHU USNUMEAHUA

1. [To oTHOIIEHUE HA KIMHUYHUTE U3IMIUTBAHUS, KOUTO HE CE M3BBPIIBAT B U3IIBIHCHUE HA
HUKOsI OT U30poeHuTe B WwieH 62, maparpad 1 1enu, ce npuiarat pa3nopenonTe Ha YieH
62, maparpacdu 2 u 3, wien 62, maparpad 4, Oyksu 0), B), T), €), 3) ¥ JI) ¥ WieH 62,
naparpad o.

2. C nen ga ce 3alIUTAT MpaBaTa, 0€30MaCHOCTTA, JOCTOMHCTBOTO U 0JaroChCTOSTHUETO HA
YYACTHUITUTE W HAYYHUAT ¥ CTUIHHUAT HHTETPUTET HA KIMHUIHUTE U3ITUTBAHUS, KOUTO HE
Ce M3BBPILBAT C HUKOSI OT U30pOeHHTE B WieH 62, maparpad 1 1enu, Bcska IbpikaBa
YJICHKA onpeneml JOIMBJIHUTCIIHUTEC U3MCKBAHUA 34 TC3HU U3IIUTBAHUA, KOUTO Ca

LIGHGCTJO6pa3HI/I 34 CbOTBCTHATA AbpPrKaBa YJICHKA.
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I'nmasa VII
Hanzop ciex myckane Ha masapa, npocjeasiBaHe Ha 0e30IacHOCTTA U

Ha/I30pP Ha 11a3apa

PA3JIEJ 1
HAJI30P CJIEJ] ITYCKAHE HA ITA3APA

Ynen 83

Cucmema Ha npouszgsooumeris 3a HA030p cled NycKaue Ha nasapa

1. 3a BCSKO M3JIeHe MPOU3BOIUTENNTE TUIAHUPAT, Ch3aBaT, TOKyMEHTHUPAT, IIpuiiarar,
MOAIBPKAT U aKTyaIM3UpaT CUCTEMa 3a HaJ30p Cle]l MyCKaHe Ha ma3apa 1o HauuH,
CchOOpa3eH ¢ Kilaca Ha U3JIeJIHEeTO B 3aBUCHMOCT OT PUCKA M TOIXOSII 3a TUIIA Ha
u3nenuero. Ta3u cucrtemMa € HepasJeliHa 4acT OT CUCTeMaTa Ha IPOU3BOIUTENS 32

yIpaBJIeHUE Ha KAYeCTBOTO, TocoueHa B wieH 10, maparpad 9.

2. Cucremara 3a HaJ30p cliej] MycKaHe Ha ma3apa TpsiOBa /1a Ob/ie MPUTo/IHA 32 AKTUBHO U
CHCTEMaTHYHO ChOMpaHe, PETUCTPUPAHE U aHATM3UPAHE Ha CHOTBETHUTE JTAHHH 32
Ka4yeCTBOTO, ICHCTBUETO U 0E30MaCHOCTTA HA U3JICITUETO 110 BpEME Ha ISITUSI My
€KCIUIOATAIMOHEH CPOK, 32 U3BJIMYaHE HA HY)KHUTE M3BOJIM U 32 ONPECIIsHE, MPUIaraHe u

HaGJHO,Z[eHI/IC Ha CbOTBCTHUTC NPCBAHTUBHU U KOpUTHUpAIllU ,Z[GI\/JICTBI/ISI.
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3. JlanauTte, chOMpaHu uype3 cHcTeMara Ha MPOU3BOIUTEIS 32 HAJ[30P CIIe ITyCKaHe Ha
rasapa, ce U3IMOJ3BaT MO-CIEeIraIHo 3a:
a)  aKTyaJIu3upaHe Ha ONpeNesTHETO Ha ChOTHOIICHUETO MEXKIY PUCKA U MOI3UTE U
nooOpsiBaHe yrpaBJieHHE Ha pUCKa ChINIacHO r1aBa | ot mpunoxenue I;
0) akryanu3upaHe Ha HHQOpMAIHITA 32 [EJTUTE Ha IPOSKTUPAHETO U MPOU3BOJICTBOTO,
Ha MHCTPYKIIMUTE 32 ynoTpeda U Ha €TUKETUPAHETO;
B)  aKTyaJu3MpaHe Ha KIIMHUYHATA OIICHKA;
T) aKTyaJu3upaHe Ha PE3IOMETO 3a 0€30MMaCHOCTTa U KIIMHUYHOTO JEHCTBUE 110 YICH
32;
)  YCTaHOBSIBAaHE Ha HYK/aTa OT NPEBAaHTUBHU WJIU KOPUTHUPAIIHN ICUCTBUS WIH HA
KOPHUTHPAIIH JICUCTBUS BB BPh3Ka C OE30MACHOCTTA;
€)  YCTaHOBSBaHE HA BH3MOXXHOCTHUTE 3a IMOJA00pSIBAHE HA U3II0JI3BAEMOCTTA,
JIIeMCTBUETO U 0€30IMaCHOCTTA HA U3JEIIHUETO;
K)  TOJAIOMAaraHe Ha HajJ30pa ciiej] MyCcKaHe Ha ma3apa Ha APYTH U3/eIUs, KOraTo €
MOIXOIAIIO; U
3) YCTAaHOBSIBAHE HA TEHJICHLIUUTE U TAXHOTO JOKJIa/IBaHE ChIIacHO ujieH 88.
TexHuueckaTa JOKYMEHTALMS CE aKTyaJIu3upa CbOTBETHO.
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4. Axo B X0/1a Ha HaJ30pa CJie/l MyCKaHe Ha Ma3apa ce YCTaHOBHU HEOOXOJAUMOCT OT
MIPEBaHTUBHY WIH KOPUTHPAIIHN JACHCTBHS, WIX U IBETE, TPOU3BOIUTEISAT MPHUIIAra
MOJIXOSIIY MEPKU M HHPOPMHPA ChOTBETHUTE KOMIIETEHTHHA OPTaHU, U aKO € TIPUIIOKHAMO
— HoTuduImpaHus oprad. Korato € ycTaHOBEH CEpHO3CH WHIMIICHT WK CE MPHIIOKHU

KOpUTHpAILO JeHiCTBHE BbB Bpb3Ka C 0€30MaCHOCTTA, TOBA CE JIOKJIAJBa ChITIACHO WieH 87.

Ynen 84

IInan 3a Haosop cneo nyckane na nazapa

Cucremara 3a HaA30p clie]] MyCKaHE Ha Ia3apa, MOCOYEHAa B wieH 83, ce OCHOBaBa Ha IUIAH 3a
HaJ30p Clle] IyCKaHe Ha Ia3apa, YMMTO U3UCKBAaHHUA ca ONpENENIeHU B pasnen 1.1 or npunoxenue
[I. ITo oTHOWmIEHHE HA W3JENUS, PA3IUYHU OT W3JCNUATA, U3PAOOTEHU MO MOpPBYKA, IJIAHBT 32
HAaJ30p clIe]l IIyCKaHe Ha Ia3apa MpeACTaBisaiBa 4acT OT TEXHUYECKATa JOKyMEHTAlus, [I0COYEHa B

npuinoxenue II.

Ynen 85

Joknao 3a nHao3opa cned nyckame Ha nasapa

[TpousBoauTenUTE HAa U3AEIHA OT KJac | M3roTBAT JOKIIA/ 3a Ha/30pa cie] yCKaHe Ha 1masapa, B
KOITO ce 0000111aBaT pe3yiTaTUTE U 3aKII0OUEHHSITA OT aHAJTU3UTE Ha JTaHHUTE OT HaJ30pa Clie]
IyCKaHe Ha Ma3apa, CbOpaHu Bb3 OCHOBA Ha IUIaHA 3a HAJ30p Clie/l MyCKaHe Ha Ma3apa, IOCOYEH B
wieH 84, 3ae1HO ¢ 00OCHOBKA U ONKCAHUE Ha MPEANPUETUTE IPEBAHTUBHU U KOPUTHpAILU
nercTBuA. JJokmanbT ce akTyanusnupa Ipu HE0OXOJMMOCT | IIPU TIOMCKBAHE CE€ TPEIOCTaBsI Ha

KOMIICTCHTHU OpTraH.
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Ynen 86

Ilepuoouuen axmyanusupan 00k1ao 3a 6e30nacHocm

1. [IpousBoautenure Ha u3aenus ot kiac Ila, knac IIb u xknac Il uzroresT nepuoauueH
akTyanusupas nokiaj 3a 6ezonacHoct (ITA/Ib) 3a Bcsiko uzaenue u, KOrato € IpUiIoKUMo,
3a BCSIKA KATETOPHSI WU TPyIia U3ENUs, B KOUTO ce 0000IIaBaT pe3yaTaTuTe u
3aKJTIOYEHHUATA OT AaHAIM3UTE Ha TAHHUTE OT HAJ30pa Clie]] ITyCKaHe Ha ma3zapa, ChOpaHu
Bb3 OCHOBA Ha IJIaHa 33 HAJ30p CJIe]l MyCKaHEe Ha Ta3apa, MOCOUYEH B WwieH 84, 3aeHO ¢
000CHOBKA ¥ ONMCAaHUE Ha MIPEATPUETUTE TPEBAHTUBHYU M KOpUTHpaIIy nerctsus. [1o
BpEME Ha LeJIHs €KCII0ATallMOHEH CPOK Ha ChOTBETHOTO u3nenue B To3u ITA/Ib ce

BKJIFOYBAT:

a) 3aKIIIOYCHUATA, KOUTO Ja CC U3IOJ3BAT IMPU ONPCACIIIHC Ha CbOTHOMICHUCTO MCIKAY

pHUCKa U TIOJI3UTE;
06) ocHoBHHTe KoHCTaTtamuu ot KIIIIIT; n

B) 00eMbT Ha MPOJAKOUTE HA U3JCITUETO U MPUOIU3UTEIIHA OIIEHKA 3a OpOs U IPYTHTE
XapaKTEPUCTHKA HA HACEJICHUETO, KOETO M3IOJI3BA U3JICITUETO U, KOTATO €

BB3MOXHO, UECTOTATAa Ha yHOTpGGa Ha U3CIUCTO.

[IpousBonurenute Ha u3aenus ot kiac [Ib u kinac 111 akryanusupat [TA/1b npu
HE0OXOIMMOCT U Haill-MaJIKoO BEeAHBXK roaAuiHo. C U3KIIOUEHNE TIPU U3JIENHITA,
n3paboTeHu no nopbuka, [IAJIb e gacT oT TexHHUeckaTa TOKyMEHTaIHs, IOCOYCHA B

npunoxenus 11 u I11.
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[TpouzBoauTenute Ha u3aenus ot kiac lla akryanusupar noknaga nmpu HEOOXOIUMOCT U
Hal-MaJIKo BeHBK Ha JiBe roguHu. C U3KITI0UEHHE Ha U3JIeNUsTa, U3paboTeHH 110

nopbuka, [TAJIb e yact oT TexHHYeCcKaTa TOKyMEHTalus, T0COUYeHa B npuioxenus 11 u

III.

3a u3nenusaTa, u3padoreHu mno nopbuka, IIAJIb e yacT oT JokyMeHTanusATa 1Mo 4act 2 oT

npunoxenue XIII.

ITo orHOmIEHME Ha n3nenuaTa oT Kiac Il wim uMIIIanTUpyeMuTe U3AEIINs
IIPOU3BOIUTENINTE MTPEIOCTABAT Ha HOTU(DUIMPAHKSI OpTaH, yyacTBalll ChIJIACHO WiIEH 52 B
OLICHSABAHETO Ha chOTBETCTBUETO, [TA/ID upe3 enexTpoHHaTa cucTeMa 1o wieH 92.
Hotudunupanust opran pasriexaa J0KIana U Jo0aBs cBOsTa OIICHKA B Ta3u €JICKTPOHHA
CUCTeMa, 3aeTHO ¢ ToIpoOHa HHQOpMaIHs 3a BCsko npeanpueto neiicteue. Tesu [TAJIB u
OLIEHKaTa Ha HOTU(ULIMPAHUs OpPraH ce MPEeAO0CTaBAT Ype3 Ta3u €JIEKTPOHHA CUCTEMa Ha

KOMIICTCHTHUTC OpraHu.

Ilo oTHOLIEHNE HA U3/IE€NMATA, PA3IMYHH OT IOCOUYEHUTE B aparpad 2, Npou3BOAUTEINTE
npenoctassaT [IA/lb Ha HOTUUIMPaHUS OpraH, y4acTBalll B OLIEHSBAHETO HA

CbOTBCTCTBUCTO, KAKTO 1 HA KOMIICTCHTHUTC OpraHy IIpHU INOUCKBAHEC.
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PA3JIEJI 2
MPOCJIEJASBAHE HA BE3OITACHOCTTA

Ynen 87

ﬂomad@cme 34 Cepuo3nu MHL]MO@HWZM u Kopucupawu oeticmeus 6v6 68Db3KA C bezonacrnocmma

1. HpOI/ISBO,Z[I/ITeJ'II/ITC Ha U3aciivs, NpeaoCTaBCHU Ha Ia3apa Ha CT)IOSa, pa3JIndHu OT
HU3JCIMATA 3a KIIMHUYHO U3IMMUTBAHC, JOKJIAIBAT HA CbOTBCTHUTC KOMIICTCHTHU OPraHU B

CHOTBETCTBUE C WieH 92, maparpadu 5 u 7 3a:

a)  BCEKH CEpHO3E€H MHLMJCHT, BKJIIOUBAII U3/EUs, IPEJOCTaBEHU Ha Ma3apa Ha
Cpl03a, ¢ U3KIIIOUEHUE Ha OYaKBAHUTE CTPAHUYHHU e€()EeKTH, KOUTO ca SICHO
JOKYMEHTHpPaHH B HH(OpMaLMsITa 32 MPOIYKTa U OMPEIEIIEHN KOJIUYECTBEHO B
TEXHUYECKaTa JOKYMEHTAIIHs U KOUTO MOAJIEKAT Ha JOKIaABaHe 32 HAOII0JaBaHH

TEHJICHIIMN ChIJIACHO YicH 88;

0)  BCSKO KOpUTHPAILO JACHCTBUE BHB BpBh3Ka C O€30MaCHOCTTA HA U3/CIIHS,
IIpeloCTaBeHH Ha na3zapa Ha Cblo3a, BKIIOYUTEIHO BCIKO KOPUTHPAILO JIEHCTBUE
BBB Bpb3Ka ¢ 6€30MacCHOCTTa, MPENPUETO B TPETA IbpKaBa 0 OTHOUICHHE Ha
U3JIeNIe, KOETO 3aKOHHO € MPEJOCTaBEeHO U Ha na3apa Ha Chro3a, aKko OCHOBAHUETO
3a KOPUTHUPAIIOTO JCCTBHE BB Bph3Ka ¢ O€30MaCHOCTTa HE € OTPaHUYEHO 10

HU3OCIIUCTO, NPCAOCTABCHO B TPCTATAa AbpPrKaBa.

I[OKJI&I[I/ITC, IMOCOYCHHU B ITbpBA AJIMHEA, CC MMOAAaBAT YPE3 CICKTPOHHATA CUCTEMA 10 YJICH

92.
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2. KaTo 001110 npaBuiio mpu onpeelisHe Ha CpoKa 3a AOKIaBaHeTo 1o maparpad 1, ce B3ema

MIPEABU]] TEKECTTA Ha CEPUO3HUS WHIIUJICHT.

3. [Tpon3BOUTENAT TOKJIA/BA 32 BCEKU CEPUO3EH MHIMJEHT, KAaKTO € IPEABHUICHO B
naparpa¢ 1, OykBa a), BeHara I1oM yCTaHOBH IPUYMHHO-CJIE/ICTBEHATA BPBh3Ka MEXTY
TO3U UHLIMJEHT U IPOU3BEACHOTO OT HETO U3JIEIME UM Y€ TaKaBa BPb3Ka € pa3yMHO

BB3MOXHA, U HEC ITO-KBCHO OT 15 AHHU CJICA KaTO € y3HAJI 3a MHOHUACHTA.

4. bes na ce 3acsra maparpad 3, B ciydail Ha cepruo3Ha 3ariaxa 3a 00IeCTBEHOTO 3/IpaBe,
MOCOYEHUAT B naparpad 1 gokian ce mpeacTaBst He3a0aBHO M HE TO-KbCHO OT J[BA JIHH,

CJICH KAaTO ITPOU3BOAUTECIIAT € pa36pan 3a 3aIniaxara.

5. be3 na ce 3acsra maparpad 3, B ciry4ail Ha CMBPT MM HENIPEIBUIEHO CEPUO3HO
BJIOIIABAaHE Ha 3/IpaBHUA CTATyC HA JAJCHO JIUIIE, JOKIAIbT Ce MpeACTaBs He3a0aBHO Clie]
KaTO MPOU3BOJUTEIISAT € YCTAHOBUJI WX € IIPEATIONO0KHII HATMYUETO HA IPUYUHHO-
CJIEJICTBEHA BPb3Ka MEKIY U3IEIUETO U CEPUO3HUA MHIIUJEHT, HO HE MO-KbCHO OT 10 nHM

CJICO JaTaTta, Ha KOATO IMPOU3BOAUTEIAT € Y3HAJI 34 CCPUO3HUA MHIUACHT.

6. Axo e HeO6XO,Z[I/IMO Ja Cc€ OCUrypu CBOCBpEMCHHO JOKJIaZIBAHC, IIPOU3BOAUTECIIAT MOKE Ja

npeacTaByu IbpBOHAYAJIICH JOKJIAI, KOMTO € HCIIBJICH, ITOCJICABAH OT IIBJICH JOKIAA.
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7. AKO ciiesi KaTo y3Hae 3a UHIMACHT, KOWTO € Bb3MOYKHO Ja OJICKH Ha JOKJIaJABaHe,
MIPOM3BOUTESAT BCE OIIE HE € CUTYPEH JaJId MHIUJCHTHT TpsIOBa /1a ce JOKIaaBa, TOH

BBIIPCKHU TOBA NPCACTABS JOKJIA[ B OIIPEACIICHUSA CPOK B CbOTBETCTBUC C naparpa(im 2—S5.

8. OCBEH B CIEIIHY CIyYau, KOTaTo MPOU3BOJUTEIIT TPIOBa J1a IpeArnpreMe He3a0aBHO
KOPUTHpAILO JeHCTBHE BB BPb3Ka C 0€301MaCHOCTTA, TPOU3BOIUTEINAT O€3 U3IUIITHO
3a0aBsiHEe JTOKJIA/IBA 32 KOPUTHPAILIOTO JICHCTBHE BHB BPh3Ka C 0€30MMaCHOCTTA, TOCOYEHO B

naparpag 1, Oyksa 0), mpeau npearnpueMaHeTo My .

9. 3a CXOJJHU CEpUO3HU MHIIUJEHTH C €JHO U CHIIO U3/IeT1e WU TUIl U3JIEIHsI U 32 KOUTO
OCHOBHATa MPUYHHA € OWIa YCTAaHOBEHA UJTU € MPEANPUETO KOPUTUPAILIO JEHCTBUE BHB
BpB3Ka ¢ OE30MACHOCTTA, WK KOTaTo ca HaJHUIle 00IIr U 100pe TOKyMEHTHPAHU
VHIUACHTH, IPOU3BOAUTEISAT MOXKE /1a IPEIOCTABH MEPUOTUIHHA 00001IaBaIy TOKIaaN
BMECTO JTOKJIQJIN 33 OT/ICITHH CEPUO3HH WHIIUIACHTH, TIPH yCIOBUE Y€ KOOPIUHUPAIIHST
KOMIIETEHTEH OpTaH 1o wieH 89, maparpad 9, B KoHCynTaus ¢ KOMIETEHTHUTE OpTraHH,
oco4YeHu B wiieH 92, maparpad 8, OykBa a), ce € TOroBOpHII C MPOU3BOIUTENS 3a (popmarTa,
CHIBPKAHUETO U YeCTOTaTa Ha MePUOAUYHOTO 0000IaBao nokiIaaBane. Koraro B uieH
92, maparpa¢ 8, OykBu a) 1 0) € TOCOYEH caMO eMH KOMIIETEHTEH OpraH, MPOU3BOUTEIAT
MOJK€ J]a PEACTAaBsI MePUOIUIHITE 00001IaBaIIH TOKIaId Bh3 OCHOBA HA JIOTOBOPEHOCT C

TO31W KOMIICTCHTCH OpPraH.
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10. JIbprKaBHUTE YJICHKH MpEAnpreMaT He0OX0IMMUTE MEPKH, HalpUMEp OpraHUu3UpaHe Ha

OEJICHACOUYCHHU I/IH(i)OpMaHI/IOHHI/I KaMIIaHHH, 3a HACbpYaBaHC U IMPCAO0CTaBAHE HA
BB3MOXHOCT HAa MCANTTMHCKUTC CIICIIMAJIMCTU, HOTpe6I/ITeJII/ITC U IIanMCHTUTC Ja
CUTHAJIN3UPAT HA KOMIICTCHTHUTEC OPraHU B CbOTBCTHUTC ABPIKABU YICHKHU 3a

npearnogaraeMyu Cepuo3HU MHIUIEHTH 1o naparpag 1, Oyksa a).

KoMmnereHTHUTE OpraHy perucTpupaT HEHTPAIU3UPAHO Ha HALIMOHAJIHO PaBHUILE
CUTHAJIUTE, KOSATO MOJIy4aBaT OT MEIULUHCKUTE CIELUATUCTH, TOTPEOUTETUTE U

AU ECHTUTC.

11. Koraro xommeTeHTeH OpTraH Ha AbprKaBa YJICHKA IMOJIyYHd CUT'HAJIN 3a MTpEeAIojIaracMu

CepHO3HM MHIMJECHTH 1o naparpad 1, OykBa a) OT MEIUIIMHCKU CIEUATNCTH,

NOTpeOUTENN U MAMeHTH, TOH MpeanprueMa HeoOXOAMMUTE MEPKH, 3a Jla rapaHTHUpa, e

MIPOM3BOUTEIIAT HA CHOTBETHOTO M3/eiue ¢ nHpopmupaH Oe3 3a0aBsHE 3a

MpeArnoaracMusi CEpUO3eH UHITUICHT.

Koraro IMPOU3BOAUTEIIAT HA CBOTBETHOTO U3ACIIUE CMATA, Y€ NHIUACHTHT € CCPHUO3CH, TOH

npeaAcTaBs Ha KOMIICTCHTHHUS OpTraH Ha AbprKaBaTa YJICHKA, B KOATO € Bb3HUKHAJI

CCPUOBHUAT HHIIUACHT , JOKJIA/J 3a TO3U CCPHUO3CH MHIIUJCHT B CbOTBETCTBUC C naparpaq)n

1—5 ot HACTOAIIWA WICH U INPCAINIPUCMaA MOAXOAAIIHU ITOCICABAIIN IIGI\/'ICTBI/ISI B

CBOTBETCTBHE C WieH 89.
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AKO MPOU3BOUTENAT HA CHOTBETHOTO U3/ICIHE CMSTA, Y€ UHIUJICHTHT HE € CEPUO3CH WU
MpEACTaBIsIBa OYaKBaH HEXKEJIaH CTPaHUUCH e(DeKT, Mo yIeKalll Ha JOKIaABaHe 3a
Ha0JI0/1aBaHU TEHICHIIMU CHIJIACHO WiieH 88, TOi mpeacTaBst 0OSICHUTETHU OeleKKH. AKO
KOMITETEHTHHSIT OpTaH HE € ChIJIaCeH ChC 3aKIIOYCHUETO B OOSCHUTEIHUTE OENEKKH, TON
MOJK€ J]a M3UCKa OT MIPOU3BOIUTENS A MPEACTaBH JOKIIA] B CbOTBETCTBHUE C Maparpadu
1—5 OT HACTOSIIMS YIEH U Ja U3UCKa OT HETO J]a OCUTYPH MPEAPUEMaHETO Ha

OJIXOISIIIN TTOCIIEABAIIN JIEUCTBHS B CHOTBETCTBUE C WIEH &9.

Ynen 88

Jloxnaosane 3a Habar0Oa8aHU MEHOSHYUU

[IpouzBoauTenNTE NOKIAABAT YPE3 CICKTPOHHATA CUCTEMA T10 WiIeH 92 BCIKO
CTATUCTUYCCKO 3HAYUMO YBCIMYCHUC HA YCCTOTATA UJIU TCIKCCTTA HA HHIUACHTUTC, KOUTO
HE Ca CEpUO3HM WU KOWTO Ca OYAKBAHU HEXKEJIAHU CTPAHUYHU €PEKTH C €BCHTYATHO
CBHIIECTBEHO BB3/ICHCTBHUE BHPXY aHAJIN3a HA PUCKA U TIOJI3UTE, MOCOYEH B pazaenu 1 u 5
OT MpUJIOKeHUeE [, 1 KOUTO ca 10BeIM UM MOraT Ja I0BeJaT 10 PUCKOBE 3a 3[JPaBETO WU
0€30MacHOCTTa Ha MAIlMEHTUTE, MOTPEOUTENNUTE WK JPYTUTE JIUIIA, KOUTO ca
HCTIPUCMIIMBU, KOTAaTO Ca CbOTHCCCHU KbM OUYAKBAHUTC I1OJI3U. 3HAYUMOTO YBCIIMYCHUC CC
YCTaHOBsABA YPEC3 CPABHCHUC C MIPCABUAUMATA YCCTOTA UM TCIKECT HA TaAKWBAa HHIUJACHTU
BbB Bpb3Ka CbC CbOTBECTHOTO U3ACINC, KATCTOPUA WIIH I'pylla U3ACIINA B paMKUTC HA
oTpeziesieH Mepuo/1 OT BpeMe, ChIIACHO MMOCOYEHOTO B TEXHUYECKAaTa JOKYMEHTAIUs 1

nHpopManuATa 3a NPOIYyKTa.
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HpOI/I3BOI[I/IT€JI$IT KOHKPCTU3HUpPA HAYWHA 3a YIIPABJICHUC HAa HHIIUACHTUTEC, IOCOYCHU B
II'bpBa AJIMHEA, U MCTOAMKATA, U3II0JI3BaHa 3a OMPEACIIAHC HA CTATUCTUYCCKHU 3HAYUMOTO
YBCIIMUCHUC HA UECTOTATa UJIN TCIKECTTA HA TE3U MHIIUJACHTH, KaKTO U IIEpHUOJa Ha

Ha6JHOI[eHI/IC, B IIJIaHA 3a HAJA30pP CJICH ITYCKaHC Ha I1a3apa 110 4JICH 84.

2. KomnerenTHHTE OpraHu MOraT J1a M3BBPIIBAT CBOE COOCTBEHO OIICHSABAHE HA JOKJIAINUTE 3a
TEHJICHIIMHTE, TOCOYCHH B maparpad 1, u 1a M3UCKBAT OT MPOU3BOAUTEIIS Aa IPEAIIPUEME
MOAXOASAIIN MEPKU B CHOTBETCTBUE C HACTOSIIIMS PEIVIAMEHT C LI€JI OCUTYPSIBaHE Ha
OIIa3BaHETO Ha OOILIECTBEHOTO 3/IpaBe U 0€30IIaCHOCTTA Ha MalMeHTuTe. Beekn
KOMIIeTeHTeH opra uHpopmupa Komucusra, 1pyrure KOMIETeHTHU OpraHy U
HOTU(UIMPAHUS OpraH, U3Aal cepTu(duKara, 3a pe3yJaTaTuTe OT TOBA OLICHSBAHE H 32

MIPUEMAHETO Ha TAKHBA MEPKH.

Ynen 89

Ananuz na cepuosnume MHL]MO@HWZM u Kopucupawjume oelicmeus 6v6 68Db3KA C bezonacrnocmma

1. Crnen nOKJIaIBAHETO HA CEPUO3EH UHITUACHT 1O WieH 87, maparpad 1 mpou3BOIUTENST
He3a0aBHO MPOBEXIa HEOOXOAUMHUTE Pa3CieIBaHUs BbB BPb3Ka ChC CEPUO3HUS UHIIUICHT
" CbOTBCTHUTC U3ACIIUSL. TOBa BKJIFOYBA OIICHABAHC HaA pI/ICKa, CB’bpSaH C MHIIUJACHTA,
KAaKTO U KOPUTUPAIIH ICHCTBUS BHB BPh3Ka C 0€30MaCHOCTTa, KaTO C€ B3eMaT MPEIBU/T

MIOCOYEHUTE B naparpad 3 oT HACTOALIUS YJIE€H KPUTEPHH, KOTaTo € MPUIIOKHUMO.
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[Ipon3BoaUTENAT CU CHTPYIHUYM C KOMIETEHTHUTE OPTaHU U, KOTaTo € 1eJIeCho0pa3Ho,
ChC ChOTBETHHUS HOTU(HUIMPAH OPraH M0 BpeMe Ha pa3clie[IBAaHUATA, IOCOYEHU B ITbpBa
aJIMHEs, U He NIPOBEKJa pa3cieBaHtsl, BKIIOUBAIY IPOMSIHA HA U3/I€IUETO WIK Ha
oOpasel OT ChOTBETHATA MapTUa [0 HAYMH, KOWTO MOJKE J1a 3aCerHe MocieABalara
OLIEHKAa Ha MPUYMHUTE 32 MHIUICHTA, IPEIH a MHOOPMUpPA KOMIIETEHTHUTE OPraHu 3a

TOBA JIEVCTBUE.

2. JIbpkaBUTE WICHKH NpEANpHeMaT HEOOX0JUMHUTE MEPKH 32 OCUTYpsIBaHE Ha OIICHKA,
M3BBPIIBaHA IEHTPATM3UPAHO HA HAIIMOHAIHO PABHUINE OT CHOTBETHHUS UM KOMIIETCHTCH
OpraH, Ip¥ BE3MOXKHOCT 3a€/THO C MTPOM3BOJMTEIIS M, KOTaTo € I1eJIeCho0pasHo, Che
CHOTBETHHUSI HOTU(HUIMPAH OPTaH, Ha BCAKA ChOOIIEHA UM ChITIACHO WieH 87 uHpopMarus
3a CepUO3CH MHIMJICHT Ha TAXHA TEPUTOPHS WM 32 KOPUTHPAILO JeHCTBHE BB BPB3Ka C

0€30I1aCHOCTTa, KOETO € MPEANPHETO WIH LIe C€ NMPEeAIpUEME Ha TIXHA TEPUTOPUSL.
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3. B pamkute Ha oneHkara no naparpad 2 KOMIETEHTHUST OPTaH OLEHsIBA PUCKOBETE,
MIPOU3THYAIIN OT AOKJIABAHUTE CEPUO3HHU MHIUIECHTH, U OLICHSBA BCUYKH CBBP3aHHU C TIX
KOpUTHpaluTe JeiicTBUS BbB Bpbh3Ka ¢ 0€30IaCHOCTTA, KaTO B3eMa MPEIBU/L OMa3BaHETO
Ha OOIECTBEHOTO 3/]paBe U KPUTEPHH KaTO HApUMeEpP MPUYMHHO-CIIEICTBEHA Bpb3Ka,
BB3MOKHOCT 32 OTKPHBAHE U BEPOATHOCT 32 IIOBTOPHO Bh3HUKBAHE Ha Mpo0iIeMa, 4eCToTa
Ha yrnoTpeba Ha U3/IeJIUETO, BEPOSTHOCT OT HACTHIIBAHE HA IPSIKa WJIM KOCBEHA BPE/a,
3HAYUMOCT Ha Ta3u BpeJa, KIMHUYHATA [10J13a OT U3EJIMETO, LEIEBH U MOTEHLUATHH
NOTPeOUTENN U 3acerHaTH Juna. KoMIEeTeHTHUAT OpraH OLEHABA U IOKOJIKO € IOJXOAAII0
KOPUT'HPAILOTO IEHCTBHE BbB Bpb3Ka ¢ 0€30MaCHOCTTA, KOETO € MJIaHUPaHO WU
MPEIIPUETO OT MPOU3BOJUTENS, KAKTO M HEOOXOAUMOCTTA U €CTECTBOTO HA BCSAKO JIPYTO
KOPUTHpaILo JEeHCTBUE, TO-CIENMATHO KaTO B3€Ma IIPEIBU/] IIPUHIMIIA HA UHTETPUPAHETO

Ha 0€30MaCHOCTTA, yCTAHOBEH B NPHIIOKEHHE .

HpI/I IMOUCKBAHE OT HAIMOHAJTHUA KOMIICTCHTCH OpPraH MPOU3BOAUTCIIUTE NIPECACTABAT

BCHUYKH NOKYMCHTH, HGO6XOILI/IMI/I 34 OLICHABAHC Ha pUCKa.

4, KommeTeHTHHAT opraH Ha6J'IIO,Z[aBa MMPOBEKAAHOTO OT MPOU3BOAUTCIIA paA3CIICABAHC HA
CCPUO3HUA UHITUACHT. Koraro e HGO6XO,Z[I/IMO, B pa3CjICABAaHCTO OT CTpaHa Ha
MIPOU3BOAUTCIIAA MOKC 1a C€ HAMCCHU KOMIICTCHTCH OpraH WJIA Ja GLI[G npeamnpucTo

HE3aBHUCHUMO pa3CjICABAaHC OT KOMIICTCHTCH OpraH.

5. [Tpon3BoaUTENAT MPEIOCTaBs HA KOMIIETCHTHHSI OPTaH OKOHYATEJICH JIOKJIA], B KOHTO
M3Jlara KOHCTaTallMUTEe CH OT Pa3CclieIBAHETO, UPE3 EIEKTPOHHATA CUCTEMA, TIOCOYEHA B
uieH 92. B noknaga ce mpaBsT 3aKII0YEHUS U, KOTAaTO € MPUIIOKKUMO, C€ TTOCOYBAT

KOpUTHpAIX ASHCTBH, KOUTO J1a ObAaT IPEANpPHETH.
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[Ipu uznenusita mo unex 1, maparpad 8, mbpBa aquHes U KOTaTO CEPUO3HUAT UHIIUJICHT
WM KOPUTHUPAIIOTO JeHCTBHE BB Bpbh3Ka ¢ O€30MaCHOCTTa MOXKE J1a € CBbP3aHo C
BEIIECTBO, KOETO MIPU CaMOCTOSITENIHA yoTpeOa Ou ce cuen 3a JIEKapCTBEH MPOAYKT,
KOMIIETEHTHUST OpPIaH, U3BbPILBAILl OLEHKATa, UM KOOPAUHUPAIIUAT KOMIIETEHTEH OpraH
o maparpad 9 oT HacToOsIIUS YieH HHPOPMHUPA 32 TO3U CEPUO3EH UHIIUICHT WIIN
KOPHUTHPAIIO ICUCTBUE BHB Bph3Ka C 0€30MacHOCTTa — HAIIMOHATHUS KOMIIETEHTEH OpTraH
niu EMA, B 3aBUCHMOCT OT TOBa KOM € MpHUEl HAYYHOTO CTAaHOBUILE BbB BPb3Ka C TOBA

BEIIIECTBO ChITIACHO WieH 52, maparpad 9.

[Tpu u3nenusita, monaaamy B 00XBaTa Ha HACTOSIIIHS PErJIaMEHT ChIIACHO YJIEH 1,
naparpag 6, OykBa k), 1 KOraTO CEpHO3HUAT MHLIUACHT HJIM KOPUTUPALIOTO JACHCTBUE BbB
BpB3Ka ¢ OE30MACHOCTTAa MOXKE J]a € CBHP3aHO C IPOU3BOIHH HA THhKAHU WU KJIETKU OT
YOBEIIKU MTPOU3XO/I, U3IOI3BAHU 32 TIPOU3BOJICTBO HA U3JIETTUETO, U TIPU U3EITUATA,
ronajamny B 00XBaTa Ha HACTOSIIIIMS PerJIaMeHT chriacHo wieH 1, maparpad 10,
KOMITETEHTHHSIT OpraH WK KOOPAMHUPAIIUAT KOMIIETEHTEH opraH 1o naparpad 9 or
HACTOSIIUS WieH HHPOPMUPA 32 YOBEIIKUTE ThKAHU U KJIETKH KOMIIETEHTHHS OpraH, C

KONTO HOTH(QHUIMPAHUAT OPraH ce € KOHCYATHpaJl ChIVIacHO ujieH 52, maparpad 10.

Cren u3BbpIIBaHE Ha OIICHKAaTa B ChOTBETCTBHE € Maparpad 3 OT HaCTOSALIMS YJIEH,
OIICHSBAIIUAT KOMIICTCHTEH OpraH 0e3 3a0aBsiHe MHPOPMHUPA Upe3 eIEKTPOHHATA CHCTEMa
1o wieH 92 ocTaHaIUTEe KOMIIETEHTHU OPTraHy 3a KOPUTHUPAILIOTO ACHCTBHUE, KOETO €
MPEANPHUETO WX TUTAHUPAHO OT MPOU3BOIUTEINS UM KOETO € OMJIO M3UCKAHO J1a ce
MIPHUIJIOKU OT HErOBa CTPaHA 3a MAaKCHUMAJHO OTpaHUYaBaHE HA PUCKA OT MOBTapsiHE Ha
CepUO3HMS MHIMJICHT, BKIIOUUTEIHO HH(POPMAIIHS 32 IBPBONPHUUNHUTE U 32 PE3yJITATUTE

OT OLICHABAHCTO.
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[Tpon3BoUTENAT TPaBH HEOOXOAMMOTO 332 TOBA HH(POPMAITUITA 32 KOPUTHPAIIOTO
JIEHCTBHE BBB BPB3Ka ¢ 0€30MMacCHOCTTA Ja OBbJE T0BEIeHa He3a0aBHO /10 3HAHUETO Ha
MOTPEOUTENUTE HAa BRIIPOCHOTO U3JIENINE Ype3 MPeaynpeKIeHIE BbB BPh3Ka ¢
6e3omacHocTTa. [IpenynpexaeHrnero BbB Bpbh3ka ¢ 0€30MacCHOCTTA C€ ChCTaBsI Ha
odunmaneH(u) e3uk(un) Ha EBpomeiickus cbio3, onpeneneH(1) oT AbpikaBara 4ieHKa, B
KOSITO € TIPEAMPUETO KOPUTHPAIIOTO ICHCTBUE BHB BpB3Ka ¢ Oe3omacHocTTa. OCBEH B
CIICIIHU CITyYau, ChAbPKAHUETO HA IPOEKTa Ha MPEAYIPESIKICHUETO BHB BPh3Ka C
0e30macHOCTTa c€ MPEJCTaBs Ha KOMIIETCHTHHS OPTaH, U3BBPIIBAII OIEHKATa, WU B
ciy4auTe o naparpad 9 — Ha KOOpAWHUPAIIXS KOMIETEHTEH OpraH, 3a J1a Ce MOIy4H
MHeHueTo M. C U3KIII0UEHUE Ha CIy4YauTe, HAJIeKHO 0O0OCHOBAHU MTOPAIN CUTYyAIHsITA B
OTJICJTHA bPKAaBa YICHKA, ChIbPKAHUETO HA MPEAYIPEKICHIETO BHB BPB3Ka C

0e30macHOCTTa TpsIOBa J1a € €JHAKBO BB BCUUKH JbPKABU YICHKHU.

[IpenynpexxaeHneTo BbB Bph3Ka ¢ 0€30MaCHOCTTA AaBa Bh3MOYKHOCT 3a MIPaBUITHO
uaeHTU(UIIPAaHE Ha CHOTBETHOTO M3/ICINE WITH M3JEIHS — T0-CIICIIHAITHO Ype3
BKIItouBaHe Ha choTBeTHUTE UDI, KakTo 1 3a mpaBUIIHO UIEHTUDUIIUPaHE — TIO-
CIieliMaIHo ype3 BKIroYBaHeTo Ha EPH, ako Beue e u3naneH, — Ha npou3BOAUTENA,
MIpeArpuesl KOPUTUPAIOTO IeHCTBHUE BBB BPh3Ka ¢ Oe30macHoCTTa. B mpemynpexaeHuero
BBB BpBb3Ka ¢ 0€30MacHOCTTa — SICHO M 0€3 /1a ce MOAICHIBA CTEIIEHTa Ha PUCKa, Ce
00sICHSIBAT IPUYMHMUTE 32 KOPUTHUPAIIOTO ACHCTBHE BB Bpb3Ka ¢ O€30MaCHOCTTA, KaTo Ce
MOCOYBA €CTECTBOTO HA HEMPABUIHOTO (PYHKIIMOHUPAHE HA U3/IEIIUETO U CBHP3aHUTE C
TOBa PUCKOBE 3a MAI[UEHTUTE, MOTPEOUTENNTE WM JPYTH JUIA, U ICHO C€ TI0COYBAT

BCUYKH JEHCTBUSA, KOUTO J1a OBbJIAT MPEANPUETH OT OTPEOUTEINTE.

[Tpou3BOUTENAT BBBEKAA IPEIYIIPEKACHUETO BHB BPh3Ka C 0€301TaCHOCTTA B

€JICKTPOHHATA CHUCTEMA 10 WIeH 92, ype3 KOATO TO CTaBa IMyOJIMYHO JOCTHITHO.
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9. KoMmniereHTHHTE OpraHy aKTUBHO y4acTBaT B MPOIEIypa ¢ 11eJ1 KOOPAUHUPAHE Ha

OLICHSABAHETO MO naparpad 3 B cleHUTE CIy4au:

a) KOraTto Bb3HUKHEC OIIACCHHUC 1O OTHOIICHNWEC HA KOHKPETCH CCPHUO3CH MHIIUIACHT UJIN
I'pyna CEPUO3HU MHOUACHTH, CBbP3aHH C €JHO U CHIIO U3ACIINC U TUIl U3CTIUC Ha

CIWH U CbUI ITPOU3BOAUTCII B TIOBCUC OT €AHA AbpiKaBa YJICHKA,

0)  Koraro € 1noj BbIIpOC MOAXOIALIUAT XapaKTep Ha MPEJI0KEHO OT IPOU3BOAUTENS
KOPUTHPAIIO JIEHCTBHE BB BPB3Ka C O€30MacHOCTTA B TIOBEYE OT €HA JbpiKaBa

YJICHKA.
Ta3u mnponeaypa 3a KOOpANHHUPAHE BKIIKOYBA CJICAHOTO:

- OMPCACIISIHC ITPU HGO6XO,Z[I/IMOCT Ha KOOpAWHHUPpAIl KOMIICTCHTCH OPraH CIopca

KOHKPETHHS Cllydail;

— oTpezielisiHE Ha Mpolieca 33 KOOPJAUHUPAHO OLEHSBaHE, BKIOYUTEIHO 3a1a4iTe U
OTTOBOPHOCTUTE Ha KOOPIMHUPALLUS KOMIETEHTEH OpraH U y4acTUETO Ha APYTHU

KOMIICTCHTHH OPraHu.

OcBeH KoraTto MCKAY KOMIICTCHTHUTE OpraHu € JOroBOPCHO APYyTro, KOOPAUHUPAIIUAT
KOMIICTCHTCH OpraH € KOMIICTCHTHHUAT OpraH Ha AbprKaBaTa 4JICHKA, B KOATO

MIPOU3BOJUTENIAT UMa PETUCTPUPAHO MSACTO HA CTONAHCKA JEUHOCT.
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Koopauaupamusar KOMIIETEHTeH Oprad nHpopMupa upe3 eeKTpOHHATa CUCTEMA TI0 YJIeH
92 npou3BOaUTENSA, OCTAHAIUTE KOMIIETEHTHU opranu U KoMmucusita, ye e moen

(GyHKIMATA HA KOOPAUHUPAIL OPTaH.

10. OnpenenstHeTo Ha KOOPAMHUPAILL KOMIIETEHTEH OpPIaH HE 3acsra IpaBaTa Ha OCTAHAIUTE
KOMIIETEHTHH OpPI'aHu J1a U3BBPIIBAT COOCTBEHO OLICHSIBAHE U JIa PEANIPHEMaT MEPKU
CBIIACHO HACTOSIINS PETJIaMEHT, 32 JIa OCUTYPAT 3allliTaTa Ha OOIIECTBEHOTO 3/paBe U
Oe3omacHOCTTa Ha nanuenTuTe. Ha koopauHupaius komnerenteH oprad u Komucusra ce

ChOOIIIAaBaT pe3yJITaTUTE OT BCSIKO MOAOOHO OICHSIBaHE U MPHUEMAHETO Ha TAKUBa MEPKHU.

11. Komucusra npeaocCTaBa aAMUHUCTPATHBHA ITOAKPCIIA Ha KOOpAUHUPAIIHUA KOMIICTCHTCH

OopraH npu U3MbBJIHCHUC HA 3aJa4YUTC MY 110 HACTOALIATA TJIaBa.

Ynen 90

Ananus na oannume om npOCﬂe()ﬂeaHemo Ha bezonacnocmma

Komucusita, B ChTpyJHUYECTBO C IBP’KaBUTE YICHKH, BbBEXK/1a CHCTEMH U MPOIIECH 32 aKTHBHO
HaOJII0/IeHNE HA HAJTMYHUATE JJAHHU B €JICKTPOHHATA CHUCTEMa, IOCOYeHa B WieH 92, ¢ 1ien 1a ce
YCTaHOBAT B T€3U JAHHU TEHACHIIUUTE, MOJEINUTE WM CUTHATTUTE, KOUTO MOTAaT Ja pa3KpUAT HOBH

PUCKOBC WJIK OITaCCHUA OTHOCHO 0e30IMacHOCTTA.
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Koraro 6’I)I[€ I/IZ[GHTI/I(i)I/IIII/IpaH HCHU3BCCTCH JO MOMCHTA PUCK WM Y€CTOTATa HAa MPCABUACH PHUCK
3HAYUTCIIHO U He6HaFOHpI/IHTHO MMPOMCEHS OIIPCACIICHOTO ChbOTHOIICHHUE MEXKAY PHUCKA U IMOJISUTE,
KOMIICTCHTHUAT OpPraH WJIK, B 3aBUCUMOCT OT CJIydasi, KOOPpAUHUPAIMIUAT KOMIICTCHTCH OpraH
YBCAOMABA MMPOU3BOAUTECIIA, NJIIX KOIaTO € IMPUIIOKUMO — YIIBJIHOMOIICHUA ITPEACTABUTCII, KOMTO

CJIeJl TOBA IIPEANPUEMA HYKHUTE KOPUTHPALIHU NCUCTBU.

Ynen 91

Axmoee 3a usnwvinenue

Upes akToBe 3a u3nbjIHeHUE U cieq KoHcyarauuu ¢ KI'MU Komucusita Moke 1a npuema
MoAPOOHUTE MpaBUia U MPOLEAYPHUTE aClIeKTH, HEOOXOANMH 3a MPUIaraHeTo Ha uieHoBe 85—90

¥ Ha WwieH 92 1Mo OTHOIIIEHHE HA:

a) TUIIOJIOTUATA HA CEPUO3HUTE UHIUACHTH U KOPUTUPAILUTE JIEHCTBHS BbB BPb3Ka C
0€30MMacCHOCTTa 10 OTHOILLIEHNE Ha KOHKPETHH U3/EUs WIN KaTerOpUH, Wi TPyIu

H3ICIIHS;

0) JOKJIaIBAHETO 32 CEPUO3HUTE MHIIMACHTH U KOPUTUPAILNATE JEHCTBUS BbB BPB3Ka C
0e30MacHOCTTa U NMPEaYNPEKICHUATA BHB BPb3Ka C 0€30MacHOCTTA, KAaKTO U
MPEJICTABSIHETO OT CTpaHa Ha MPOU3BOIUTENINTE Ha MEPUOTUIHITE 00001IaBaIH TOKIA N,
JOKJIaTUTE 32 HAJ[30pa cle MyckaHe Ha naszapa, [IAJIb u noknagute 3a HaOMIO1aBaHHUTE

TEHICHIIMY CHOTBETHO 110 4iieHoBe 85, 86, 87, 88 u 89;

B) CTaHJIApPTHUTE CTPYKTYypUpPaHHU 00pa3liy 3a eJIEKTPOHHO U HEEJIEKTPOHHO JOKJIAaBaHe,
BKJIFOUYMTEIIHO MUHUMYM JaHHHU 32 JOKJIaJBaHE Ha MPEANOIaracMu Cepuo3HU HHIIMICHTH

OT MCAMIMHCKHN CIICHUAINCTH, HOTpe6I/ITeJ'II/I U IIalnMCHTH,
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T) CPOKOBETE 3a JOKJIaIBAaHE HAa KOPUTUPAIIHUTE IEUCTBHS BHB Bph3Ka ¢ 0€30MaCHOCTTA U 3a
MPEACTaBsSHE OT CTPaHa Ha MPOM3BOIUTEIINTE HA MEPUOANIHATE 0000IIaBaIH 0K U
JOKJIauTe 3a HaOMI0AaBaHUTE TEHACHIIUU, KaTo ce B3eMa MPEIBU]I TEKECTTa Ha

MoJIJIeKaIMs Ha JOKJIaABaHe MHIIMAEHT ChIVIACHO 4jeH 87,

) XapMOHHU3UpPAHUTE 00pa3Iy 3a 0OMeHa Ha HHPOPMALIUS MKy KOMIIETEHTHUTE OpraHy 1O
ujied 89;
e) IPOLEAYPUTE 3a ONPEAEISIHE Ha KOOPAMHUPAIL KOMIETEHTEH OpraH; Ipoleca 3a

KOOpAuHHpaHa OLCHKA, BKIIFOUUTCIIHO 3aJa4YNTC U OTTOBOPHOCTHUTC HA KOOPAWHUPAIIUA

KOMITETEHTEH OpraH M y4acTUETO Ha APYTH KOMIIETEHTHH OpraH B TO3U MPOIIEC.
AKTOBETE 32 U3MbJIHEHUE, TIOCOYEHH B ITbPBA aJIMHEs, CE MPUEMAT B CbOTBETCTBHE C MpoIleaypaTa
o pasriiekaane, mocodena B wieH 114, maparpad 3.

Ynen 92

EJZeKmpOHHa cucmema 3a npoczzedﬂeaHe Ha bezonacrocmma u 3a HCIOS’Op creo nycKane Ha nasapa

1. B ceTpyannuectBo ¢ qppxaBuTe wieHkd Komucusra ch3aBa U yrnpasiisBa eJIeKTPOHHA

cucTeMa 3a crOupane U 00paboTka Ha cieHaTa HHPOpMAaIHs:

a) JIOKJIaIUTE Ha IPOU3BOIUTEIIUTE 38 CEPUO3HU MHLIHUICHTH U KOPUTUPALIU JEHCTBUSA

BBB Bpb3Ka ¢ Oe3omacHocTTa 1o wieH 87, naparpad 1 u unen 89, maparpad 5;
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6)

NepUOTUIHUTE 0000IIaBaIIH TOKIAIN HA TIPOU3BOJUTEINTE TI0 WieH §7, maparpad

9;
JOKJIaIUTE Ha MIPOU3BOJUTENNTE 32 HAOMI0JaBaHUTE TEHICHIINH T10 4JieH §8;
ITAb o unen 86;

npeaynpeiKAacHusTa BbB Bpb3Ka C 0e30ImacHOCTTa OT CTpaHa Ha MPOU3BOJUTCIIUTEC 110

wieH 89, maparpad 8;

UHpOpMaNUATa, KOSTO TPOBa J1a ce 0OMEHs MEXTy KOMIIETCHTHUTE OPTaHu Ha
IbPKABUTE WICHKU U MEXIY TaX U Komucusita B CbOTBETCTBHE C UJieH &9,

naparpadgu 7 u 9;

Ta3u enekTpoHHA CHCTEMa BKIIIOYBA CHOTBETHUTE BPB3KH KbM Oa3ata manuu 3a UDI.

Hoctsi 1o nHdopmarmsTa no naparpad 1 oT HaCTOSIIUS YWICH Ce MPET0oCTaBs upe3

CJICKTPOHHATAa CUCTEMA Ha KOMIICTCHTHUTC OPraHd Ha AbPKAaBUTC YJICHKH U HA

Komucusita. Hotudunupanure opranu cbiio UMaT JOCTHI 10 Ta3u UHPOpMaIus,

JOKOJIKOTO TsA C€ OTHACA 40 U3JCJINATA, 3@ KOUTO Ca U3aaJIn CepTI/I(l)I/IKaT B CbOTBETCTBHCE C

el 53.

Komucusra nmpeamnpuemMa HCOGXOI[I/IMOTO, 3a 1a CC OCUTYPSAT MOAXOAAIIUTC HUBA HA

AOCTHII A0 CJICKTPOHHATA CUCTEMA 10 Haparpa(b 1 Ha MCAUIMHCKUTC CIICIUAIUCTHU U

0O0IIECTBEHOCTTA.
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4, BB3 ocHOBa Ha oroBopeHocTH Mex 1y KoMucusaTa u KOMIIETCHTHUTE OPTaHd Ha TPETH
JIbp>KaBU WM MEXAYHAPOIHU opraHu3anuu, Komucusra Mmoxxe 1a npeaocTaBsi Ha T€3U
KOMIIETEHTHU OPTaHH WM MEXIYHAPOAHU OPraHU3alUU ChOTBETHO HUBO HA TOCTHI J10
eJeKTpOHHATa cucTema o naparpad 1. Te3u JOroBOPEeHOCTH ce OCHOBABAaT Ha
PELHUIIPOYHOCT U ChIABPKAT KJIay3H 3a MOBEPUTEIHOCTTA U 3alIMTaTa HA JAHHUTE, KOUTO

Ca CKBMBAJICHTHU HaA IPUITIOKUMUTEC B Cri03a.

5. JlokyiaguTe 3a cepuO3HU MHLIUJEHTH, TOCOYeHU B wieH 87, maparpad 1, Oyksa a), npu
[oJIyyaBaHe ce M3MpallaT aBTOMATUYHO Upe3 eJeKTPOHHATa cucTeMa no naparpag 1 or
HACTOSIIMS YJICH Ha KOMIIETEHTHUS OpraH Ha AbpKaBaTa WIEHKA, B KOSATO € Bb3HUKHAI

HUHIUACHTBT.

6. JloknanuTe 3a HaOMIOJaBaHUTE TEHACHIIUH, TOCOUYEHH B wieH 88, maparpad 1, mpu
MOJTy4aBaHe Ce W3IPAIlaT aBTOMaTUYHO Ype3 eNIeKTPOHHATa cucTeMa 1o naparpad 1 or
HACTOSIIMSA YJICH HA KOMIIETEHTHUS OpraH Ha AbpKaBaTa WICHKA, B KOSATO € Bb3HUKHAI

WHOUJACHTBT.

7. JlokmaauTe 3a KOpUTUpaIIUTe ASHCTBHS BbB BPb3Ka ¢ 0€30MacCHOCTTa, IOCOYCHH B WICH
87, maparpad 1, OykBa 0), mpu nojyyaBaHe ce M3MpaIaT aBTOMATUYHO Ype3 eJIeKTPOHHATA
cucrema 1o naparpad 1 oT HaCTOSIIKS YJICH HA KOMIIETEHTHUTE OPTaHU Ha CICTHUTE

ABPIKaBU YJICHKU:

a)  IbpXKABUTE YICHKHU, B KOUTO € MPEANPUETO WU IIIe ce MpearprueMe KOPpUTrupamoTo

JIEUCTBUE BHB BPB3Ka C 6630H8.CHOCTT8.;

6) AbpiKaBaTa YJICHKA, B KOATO MIPOU3BOAUTCIIAT UMa PETUCTPUPAHO MACTO HA

CTOIaHCKa JIEHHOCT;

10728/4/16 REV 4 264

BG



8. [epronnunanTe 0600MABAIIN TOKIIAIH, TOCOUEHH B WwieH 87, maparpad 9, mpu
MOJTy4aBaHe ce W3IPaIlaT aBTOMaTHYHO Ype3 eNeKTPOHHATa cucTeMa 1o naparpad 1 or

HACTOAIINA YICH Ha KOMIICTCHTHHUSA OPr'aH Ha:

a)  JbprKaBaTa WICHKA WU IbpXKABUTE YJICHKH, yUYacTBAIH B IIPOLEAypaTa 3a
KOOpJIMHUPAHE B ChOTBETCTBHE C WieH 89, maparpad 9, u ogodpuiia(u) NepuoJuuHus

000011 TOKIaT;

0) IbpXKaBaTa YWICHKA, B KOSITO MPOU3BOAMUTENSAT UMa PETUCTPUPAHO MSICTO HA

CTONAHCKAa JEHHOCT.

9. [Ipu nonyyaBane uHpOpMaLUATa, TOCOUEHA B naparpadu 5—~8 OT HACTOSIIUS YJIeH, Ce
U3IIpala aBTOMAaTUYHO Ype3 eJIEKTPOHHATa CUcTeMa 1o maparpad 1 oT HacTOAIIMS YieH
Ha HOTH(ULIMPAHUS OpraH, U3JaJl CepTU(PHUKATA 32 BHIIPOCHOTO M3/IE€IHE B CbOTBETCTBUE C

iie” 56.
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PA3JIEJ 3
HAJ[30P HA TTA3APA

Ynen 93

Hetinocmu no naozop na nasapa

l. KomnereHTHHTE OpraHu U3BBPIIBAT L1€JIeChOOPa3HU MPOBEPKHU HA ChOTBETCTBUETO U
JeMCTBUETO HA U3JENINATA, BKIIOYUTEIHO, aKO € He00X0AUMO, TIPErJie]] Ha
JOKYMEHTAIUATA U (PU3UUECKU MM JJAOOPATOPHH MPOBEPKH Bb3 OCHOBA Ha TOJIXO SN
oOpa3uu. KomnereHTHUTE Opranu B3eMar Oo-CIEUaIHO NPEABU YCTAHOBEHUTE
IIPUHLUIIA OTHOCHO OLICHABAHETO U YIPABIECHUETO HA PUCKA, JaHHUTE OT IIPOCIEAABAHETO

Ha 0€e30I1aCHOCTTA U CUTHAJIUTE.

2. KommieTeHTHHTE OpraHy U3TOTBAT FOAUIIHY IJIAHOBE 32 IEHHOCTUTE IO HAA30pa U
pasnpenensT J0CTaThbYHO MATEPUATHU M KOMIIETEHTHU YOBEIIKU PECYPCH C I
OCBUIECTBSIBAHETO HA TE€3U JIEMHOCTH, KaTO C€ OTUUTAT €BpOIeiickaTa mporpama 3a HaJ[30p

Ha na3zapa, usrorsera or KI'MU covriacuo unen 105, u ycnoBusaTa Ha MsCTO.
3. 3a 73 U3IBJIHAT 3aIbJDKCHUATA, IPEIBUICHU B Taparpad 1, KOMIETEHTHUTE OpraHu:

a)  MOrar Jia U3UCKBaT OT HKOHOMHUYECKHUTE ONEPAaTOPH, HApe ¢ APYroTo, 1a
NPEJOCTABAT JOKYMEHTAIUATAa U HH(POpMaIUATa, HEOOXOIUMH 32 U3BHPIIBAHE HA
I[eﬁHOCTHTe Ha KOMIICTCHTHUTC OpraHuv, U KOraTo iMa OCHOBATCJIHU MPUYNHHU 34
TOBa — JIa IPEIOCTABAT O€3IIaTHO HEOOXOAUMHUTE 00PA3IX HA U3IETUS WIH TOCTHIT

JIO U3JICIIHSATA; U
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0) TPOBEXKIAT KAKTO MPEIABAPUTEITHO OOSBEHH, TaKa U, aKO € HEOOXO0IMMO, BHE3AITHH
IIPOBEPKU Ha ITOMEILEHHUATAa HA UKOHOMUYECKUTE ONIEPAaTOPU, KAKTO U Ha
JOCTABYUIIUTE U/ UITU MOAU3IIBIHUTEINTE, U, IPH HEOOXOAUMOCT, Ha MECTaTa, KOUTO

C€ IMOJI3BAT OT CIICIUAJIMCTH.

KoMnerentaute OpTraHu U3roTBAT CKCTOJHO PC3FOMC Ha PE3YJITATUTEC OT HeﬁHOCTHTe CH
110 HaJ130pa U 1o NpC€aoCTaBAT Ha PA3IOJIOKCHUC Ha APYTY KOMIICTCHTHU OpTraHn

MIOCPEICTBOM €JIEKTPOHHATa cucTeMa, nocoueHa B uieH 100.

KommeTeHTHHTE Opranu Morat aa KOH(UCKYBaT, Aa YHUIIOXkKAT MIIU 110 APYT HA4YMH Ja
HAIpaBsT HEU3IOI3BACMHU H3/ICNIUATA, TIPEICTABIISIBAILM HETPHUEMIIUB PUCK, KAaKTO
¢banmupuuupaHnTe U3eNHs, KOTaTo CYeTaT TOBa 32 HEOOXOIMMO B HHTEpEC Ha

OIIa3BaHCTO Ha O6H.I€CTB€HOTO 3ApaBc.

Cnen Besika mpoBeEpKa, U3BbPIICHA 3a LIETUTe 110 naparpad 1, KOMIETEHTHUST OpraH
W3rOTBS J0KJAJ 32 KOHCTaTallMUTe OT IPOBEPKATa, KOUTO C€ OTHACAT /10 ChOTBETCTBHETO C
[IPAaBHUTE U TEXHUYECKNUTE U3UCKBAHHUS, IPUIIOKUMH ChITIACHO HACTOSIIMS periaMeHT. B

JOKJIaaa C€ Moco4YBaT BCUYKHU HeO6XO,Z[I/IMI/I Kopurupamu JCUCTBUS.

KoMneTeHTHUST opraH, KOWTO € N3BBPIIMII IPOBEPKaTa, IPEAaBa ChAbPKAHUETO HA
JI0KJIa/1a 1o maparpad 6 OT HaCTOSALIMS WIEH Ha POBEPSBaHUSI HKOHOMUYECKH OTIepaTop.
[Ipenu na npueme OKOHYATETHUS T0KIaA, KOMIETEHTHUAT OpraH J1aBa Bb3MOXXKHOCT Ha
IIPOBEPABAHUS MKOHOMHYECKH OIEpaTop Ja MpeacTaBy Oenexxku. OKOHUaTEeTHUT JOKIIa

3a IMPOBEPKaTa C€ BbBCK/Aa B CIICKTPOHHATA CUCTEMA, ITPECABHUICHA B YJICH 100.
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10.

11.

JIbprKkaBUTE YJICHKU MPABAT MPETJIE] U OLICHSIBAT U3ITBJIHEHUETO Ha IEMHOCTUTE CH TIO
HaJ30p Ha naszapa. Te3u mperyieu v OLeHKU Ce U3BBPUIBAT HA-MaJIKO BEIHBHX Ha YETUPU
TOJUHU U PE3YNTATUTE OT TSIX CE ChOOIIABAT HA OCTAHAIUTE AbPKaBH YWICHKH U
Komucusita. Besika appikaBa ujeHKa U3rOTBS Pe3OMe Ha Pe3yITaTUTe, 10 KOETO

ocurypsiBa ImyOIM4YeH JOCTBII MOCPEICTBOM €JIEKTPOHHATa cHUcTeMa, mocoueHa B wieH 100.

KommerentHure OpraHv Ha ABPKABUTC YJIICHKU KOOpAUHUPAT [[eleOCTHTe CH 11O HAA30p
Ha nmasapa, CbTpyAHUYAaT CU U CIIOACIIAT IIOMCKIAY CH U C Komucusra PE3YITATUTE OT TC3U
JICHHOCTH C 11eJ1 OCUTYpsIBAaHE HA XapMOHH3UPAHO ¥ BHCOKO PaBHHMIIE HA HAJ[30p Ha Maszapa

BBbB BCUYKH ABPrKaBU YJICHKH.

Axo e He00X0IMMO, KOMIIETEHTHUTE OpPraHy Ha IbPKABUTE YJICHKH CE€ IOTOBApST 3a
pasnpezeneHue Ha paboTaTa, CbBMECTHHU JACHHOCTH 3a HAJ30p Ha Ma3apa u

cricnyajin3anus.

Koraro B npprkaBa uieHKa oBede OT €IMH OpraH OTrOBapsIT 3a HaJ30pa Ha ma3apa u
KOHTpOJIa [0 BHHIIHUTE TPAHUIIN, TE€3U OPTaHU CU ChTPYIHUYAT, KATO OOMEHST

uHpopMalys BbB Bpb3Ka C poiisiTa U GYHKIHUUTE CH.

Koraro e nenecb00pa3Ho, KOMIIETEHTHUTE OPraHU Ha JbP>KaBUTE YWICHKU CH ChTPYIHUYAT
C KOMIIETEHTHUTE OPT'aHU Ha TPETH IbpXKaBH 32 00MEH Ha MHPOPMALUSI U TEXHUIECKO

ChJICHCTBUE U 32 HAChpPYaBaHE Ha AEWHOCTHUTE IO HAI30p Ha ma3apa.
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Ynen 94
Oyenka na uzdenus, 3a KOumo ce no0o3upa, ye nPeocmaegiseam

Henpuemiue pucKk uiu ()pyZO Hecvomeemcmeue

Koraro Bb3 0OCHOBa Ha JaHHUTE, MOJIy4YE€HHU OT IeHHOCTHUTE MO Mpocie/isBaHe Ha Oe30MacHOCTTa WIN
10 HA/130p HAa Ma3apa, UM Bb3 OCHOBA HA JIpyra nHpopManus KOMIIETECHTHUTE OPraHy Ha IbpKaBa

YJICHKa UMaT OCHOBAHHUA Ja CMATAT, Y€ JaACHO U3JCIINUC:

a) MOJKe J1a TIPEACTaB/IsIBa HEIPUEMIIMB PUCK 32 3[paBETO WM O€30I1aCHOCTTA Ha
NalUEeHTUTE, TOTPEOUTENNTE WU IPYTH JIHMLA, WU 3a JPYTH acleKTH Ha ONa3BaHETOo Ha

O6IJ_ICCTB6HOTO 3ApaBC; U
6) o ApYyT HAYUH HC OTTrOBaps Ha U3UCKBAHUATA, OIPCACICHA B HACTOAII WA PCTIIAMCHT,

TC U3BBPIIBAT OLICHKA HA CbOTBECTHOTO U3ACIINC, OGXB&H.IaHla BCHUYKHM M3HUCKBAaHUA 110 HACTOAIIHUA
PEriIaMCHT, CBbpP3aHU C pHUCKa OT U3ACIIMETO UJIU C BCAKAKBB APYT BUA HCCHOTBCTCTBUC HA

HU3JIEUETO.

CBHOTBETHUTE HKOHOMHYCCKH OI€paTopHu CU CHTPYyAHHUYAT C KOMIICTCHTHHUTC OpPraHu.
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Ynen 95
IIpoyedypa npu uzdenus, Koumo npedcmasiacam

Henpuemaus puck 3a 30pa6em0 u bezonacnocmma

1. Koraro cien u3BbpiIBane Ha OLEHKATA [0 WICH 94 KOMIIETEHTHUTE OPraHu YCTaHOBST, e
U3JIENIMETO TPEACTaBIsIBA HEPUEMIIUB PUCK 32 3[JpaBETO MM OE30MaCHOCTTA Ha
IIAaITMCHTUTC, HOTpe6I/IT€J'II/ITe WJIK ApYyTH Jinga, WK 3a APYTrd aCIICKTU Ha OIIa3BaAHETO HaA
00LIECTBEHOTO 3/1paBe, Te 0e3 3a0aBsHE U3NUCKBAT IPOU3BOIUTENST HA BHIIPOCHUTE
W3/IETHs, HETOBUS YITBIIHOMOIICH IIPEICTABUTEIN M BCHUKHU 3aMHTEPECOBAHU
MKOHOMUYECKHU OIIepaTopH Ja MpeArnpreMaT BCHUKH He0OOXO0IMMH U Ha/IJIEKHO
000CHOBaHHU KOopurupamm HeﬁCTBHH 34 MPUBCIKAAHC HA U3ACIIUCTO B CbOTBETCTBUC C
HU3UCKBAHHUATA HA HACTOAIINA PCTJIAMCHT, CBbP3aHU C PUCKA OT U3ACIIUCTO, U 3a
OrpaHUYaBaHe 110 HAYMH, IPOTIOPIHUOHATICH Ha €CTECTBOTO Ha PUCKA, HA MPEIOCTABIHETO
Ha I1a3apa Ha M3/IeINETO, 3a IpIIaraie Ha cnenn(UIHN N3NCKBAaHUS KbM IPETOCTaBIHETO
Ha W3JIETNETO, 32 N3TETIISIHE Ha M3/ICJIMETO OT Ma3apa WK 3a H33€MBAHETO My B PAMKHUTE
Ha pa3yMEH U SCHO OIPEIEIICH CPOK, KOWTO ce ChOOIIaBa Ha ChOTBETHNUS NKOHOMHUYECKH

orepaTop.

2. Upes enexTponHaTa cucteMa o wieH 100 koMreTeHTHUTE opraHu 0e3 3a0aBsiHe
yBeaoMsBat Komucusita, OCTaHAIUTE IbPKABU WICHKH U, KOTATO € U3JIaJICH CePTH(HUKAT B
CHOTBETCTBHUE C WieH 56 3a ChOTBETHOTO M3JIENE — HOTU(DHUIIMPAHUS OpTaH, U3al
ceptudukara, 3a pe3yJaTaTUTe OT OI[CHKaTa U JeHCTBUATA, YUETO MPEIPHUEMaHe ca

HU3UCKAJIM OT UKOHOMHUYCCKUTEC OIICPaTOPHU.
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HNkonomuueckute ornepatopu 1o naparpad 1 6e3 3abaBsiHe rapaHTUpPAT, Y€ ca IPEIIPHETH
BCHYKH TOJIXOISAIINA KOPUTHPAIIN ACHCTBUSA B 11esnss ChIO3 110 OTHOIIEHUE HA BCUYKH

34CCTrHATU U3JCJINA, KOUTO TC Ca IPCAOCTABUIIN Ha I1a3apa.

Korato nkoHOMHYECKHUAT OnepaTop, MocodeH B nmaparpad 1, He npeanpueMe MOAXO0 A0
KOpUTHpAILO JeiicTBHE B MOCOYeHU B aparpad 1 cpok, KOMIETEeHTHUTE OPTaHu B3eMat
BCHUYKH 11eJ1eCh00pa3Hu MEPKH, 3a J1a 3a0paHAT WIM OTpaHUyaT IPeJOCTaBSIHETO Ha
M3JIEJIMETO Ha HAllMOHAJIHUS CH Ma3ap, Aa U3TEIJISAT U3JIEIUETO OT TO3H Ma3ap WM Ja ro

n33cmar.

KomnerentHure opranu 6e3 3a6aBsiHe yBegoMsaBaT KoMucusita, ocraHamuTe Jbp)KaBU
YJICHKU ¥ HOTU(UIIMPAHUS OpraH, IOCOUYeH B naparpad 2 oT HaCTOSILIUS YJICH, 32 Te3H

MEpPKH 4pe3 elNeKTpoHHaTa cuctema no uieH 100.

YBenoMIIEHUETO, TIOCOYCHO B maparpad 4, BKIIF0OUYBAa BCUYKW HAIWMYHU JTaHHU, 110~
CHEIHMAIHO TaHHUTE, He0OX0IUMU 32 UACHTU(DULIMPAHE U TPOCIIEIIBaHE Ha
HECHOTBETCTBAIIOTO U3/IETINE, IPOU3X0/1a HA U3JENINETO, ECTECTBOTO U MPUUMUHUTE 32
MIPEINOoJIaraeMOTO HECHOTBETCTBHE U CHITHTCTBAIIMS PUCK, ECTECTBOTO U
MPOABIHKUTEIIHOCTTA HA IPEANPUETUTE HA HAITMOHAIIHO PABHUIIE MEPKH, KAaKTO U

APTYMCHTUTC, U3TBKHATH OT CbOTBCTHUA HKOHOMUYCCKHU OIICPATOP.
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JIbprKaBUTE YJICHKH, PA3TUYHH OT JbprKaBaTa YWieHKa, 3alovHaia nporeaypara,
He3zabaBHO nH(popMupaT KomucusTa v ocTaHaanTe IbpKaBu YJICHKU Ype3 eIeKTpOHHATa
cuctema 1o wied 100 3a Bcsika JOMbIHUTETHA HHPOPMAIIHS, C KOSTO pa3nojiaraT OTHOCHO
HECHOTBETCTBUETO Ha JAJIEHOTO U3JENIKE U 32 MEPKHUTE, KOUTO ca MpeIpreIn BbB Bpbh3Ka

C BBIIPOCHOTO U3ACIINC.

[Ipu HechIIIacue ¢ HAIMOHATHATA MSIPKa, 32 KOATO UMa YBEJOMIICHHUE, Te 0e3 3a0aBsiHe
yBenomsiaT Komucusita u ocTaHamuTe AbpKABU WICHKHU 32 Bb3PaXKCHUATA CH Upe3

eJIeKTpoHHaTa cuctema 1o uieH 100.

Koraro B CpOK 0 IABa MEcCela CJIC ITOJIYyUaBAHC HA YBCAOMIICHUCTO I10 naparpaq) 4Hee
NMOBAWUIHATO Bb3PAXKCHUC HUTO OT AbpiKaBa YJICHKA, HUTO OT Komucusra BB BPB3Ka C

MCPKHU, NPCAIIPUCTU OT AbPiKABA YJICHKA, TC3U MCPKHU CC CUUTAT 3a OCHOBATCJIHU.

B tax®B ciyuail BCMUKH Ibp)KaBU WICHKH TapaHTUPAT, Y€ 10 OTHOIICHHE Ha ChOTBETHOTO
W3/IeNe ca mpeanpueTu 0e3 3a0aBsiHe MOAXOISIIHN OTPAaHUYNTETHN MEPKU I MEPKH 32
3a0paHa, BKIIFOUUTEIHO U3TETISTHE, M33€MBaHE WIM OIpaHNYaBaHe Ha HATMYHOCTTA HA

HU3JCJIMETO HAa HATMOHAJIHUS UM I1a3ap.
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Ynen 96

Hpouedypa 3d OYEHKA Ha HAYUoOHalHume MEePKU Ha pasHuulemo Ha Cwrosza

Korato B cpok oT /1Ba Mecela ciief] ojiyyaBaHe Ha YBEJOMIJIEHUETO 10 ujieH 95, naparpad
4 naneHa IbprkaBa YICHKA € MOBIUTHAIA Bb3PAKEHUS CPELy MApKa, IPEAIpHUETa OT ApyTa
IbpKaBa 4JeHKa, uiu korato Komucusra cunra, ye MsipKaTa IpOTUBOPEYH Ha IPAaBOTO HA
Cnl03a, cie/1 KOHCYJITAlUs CbC ChOTBETHUTE KOMIIETEHTHU OPTraHu U aKo € He00X0UMO
— CBbC ChOTBETHUTE HKOHOMHUYECKH omnepaTopu, Komucusra n3BbpiiBa oleHKa Ha Ta3u
HallMOHaJIHA MsIpKa. Bb3 0CHOBa Ha pe3yJTaTuTe OT Ta3H olcHKa Komucusara Moxe upes
aKTOBE 3a U3I'bJIHEHUE /12 B3EME pELICHUE 32 000CHOBAHOCTTA Ha MsIpKaTa. Te3u akToBe 3a
U3IIBJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLIEypaTa 10 pas3riekIaHe, I0COUEHa B

unieH 114, maparpag 3.

Koraro Komucusita cuuta, 4e 1ajieHa HallmoHalIHA MsipKa € 000CHOBaHA ChIJIACHO
MMOCOYeHOTO B maparpad 1 oT HacTosIIMsI YjieH, ce mpuiara 4wieH 95, maparpad 7, BTopa
anuHes. Axo Komucusra cunra HalfmoHaaHaTa MsIpKa 3a HeOOOCHOBaHa, ChOTBETHATA

ABbpiKaBa YJICHKA OTTCIIIA MApPKaTa.

Koraro B cpok oT ocem Mecela oT rmojiyyaBaHe Ha YBEJOMIJICHHETO 10 4jieH 95, maparpad
4 Komucusra He mpueMe perieHue no naparpad 1 or HacTosIIuMs YieH, HAIIMOHATHUTE

MEpKH CE CUUTAT 3a 0OOCHOBAHH.
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3. Koraro npprxaBa unenka nian Komucusra cunTa, 4e puCKBT 32 3paBeTO B 0€30MacHOCTTa
OT JIaJICHO M3/IeJIHe HE MOXKE J]a C€ CMEKYH B 32/I0BOJIMTEIHA CTETICH Ype3 MEPKUTE,
MIpEeANpUETH OT ChOTBETHATA(UTE) IbpKaBa(H) WieHKa(1), 0 HCKaHe Ha JbpiKaBa YJIeHKa
WJIH TI0 COOCTBEHA MHUIIMATHBA U UpE3 aKTOBE 3a M3MbIHEeHUE, KomucusaTa Moxe 1a
npearnprueMe HeoOX0IUMHUTE M HAIEKHO 0OOCHOBAaHM MEPKH 33 3aKpHJia Ha 3/IpaBETO U
0€30MacHOCTTa, BKIIFOUUTEITHO MEPKH 332 OTpaHUYaBaHe WU 3a0paHa Ha ITyCKaHeTo Ha
na3apa u IyCKaHeTo B ICHCTBHE Ha CHOTBETHOTO U3zenue. Te3n akToBe 3a U3ITbIHEHUE Ce

npuemaT B CbOTBETCTBHUE C MpOLeIypaTa o pasriexaane, mocoueHa B uieH 114,

naparpad 3.
Ynen 97
Lpyau necvomsemcmeust
1. Koraro cien u3BbpiiieHa oleHka o wieH 94 KOMIETEHTHUTE OpraHU Ha Abp)KaBa YiICHKa

KOHCTaTHpaT, Ye JAaJieHO W3JIe]e He OTToBaps Ha U3MCKBAHUATA MO0 HACTOSILIUS
periaMeHT, HO He Mpe/ICTaBisiBa HeMPUEMIIUB PUCK 3a 3[paBETO UM 0e30MacHOCTTa Ha
MAlUEHTUTE, TOTPEOUTETUTE U IPYTH JIMIIA, WU 32 APYTH aCMeKTH Ha OMa3BaHETO Ha
00IIeCTBEHOTO 37[paBe, T€ U3UCKBAT OT ChOTBETHUS MKOHOMUYECKH OTIepaTop Aa OTCTPaHU
BBIIPOCHOTO HECHOTBETCTBUE B PAMKHUTE Ha pa3yMEH U SICHO ONIPEAEIIEH CPOK, KOUTO ce

C”I)06HIaBa Ha UKOHOMHYCCKUA OIICPaATOp U € MPONMOPHUOHATICH HAa HCCbOTBCTCTBUETO.
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2. Korato MKOHOMHYECKHUSAT OTIEpaToOp HE OTCTPAaHU HECHOTBETCTBUETO B CPOKA 10 maparpad
1 oT HacTosMIMS YWIEH, ChOTBETHATA IbpKaBa WieHKa mpeanpruemMa 0e3 3a0aBsHe BCUUKU
MOAXOISAIIN MEPKH, 32 J]a OTpPAaHUYH WM 3a0paHy MPEAOCTaBIHETO Ha Ma3apa Ha
MPOJYKTA, WM 32 J1a OCUTYpPU HETOBOTO M33€MBaHE WM U3TETJISIHE OT maszapa. Ta3u
IbpKaBa djaeHKa 0e3 3a0aBsHe yBeqoMsiBa Komucusra u octaHanuTe Abp>KaBy YICHKH 32

T€3U MEPKU upe3 eleKTpoHHaTa cuctema 1o uieH 100.

3. C uen 1a ce ocuUrypu €JHaKBOTO IIpUJIaraHe Ha HacTosmus wieH, Komucusta Mmoxe, upes
aKTOBE 3a M3I'BJIHEHNUE, J1a KOHKPETU3UPA MOIXOIAIINTE MEPKHU, KOUTO J1a Ce€ MpeAnprueMaT
OT KOMIIETEHTHUTE OPTaHH 3a CIIpaBsHE C ONpe/IeJICHH BUIOBE HECHOTBETCTBHE. Te3u
aKTOBE 3a M3IIbIHEHUE CE MPUEMAT B CbOTBETCTBUE C MPOLEAYpaTa Mo pas3riekaaHe,

nocoyena B wieH 114, maparpad 3.

Ynen 98

IIpesanmuenu mepKu 3a 3aKpuna Ha 30pagemo

1. Korato meprkaBa 4iieHKa, clie]] KaTo U3BBPIIH OLICHKA, TTOKa3ajia MOTCHIIMAJICH PUCK,
CBBP3aH C U3JIeHNe WU KOHKPETHA KaTerOpHsl UK TPYIIa U3JIeNusl, CIUTa, Y€ 3a J1a Ce
3aIIUTAT 3APAaBETO U OE30MACHOCTTA HA MAIUEHTUTE, TOTPEOUTEIUTE UITH IPYTUTE JUIIA,
WJIM 32 J1a C€ 3aIIUTAT APYTU aCIIEKTH Ha OOIIECTBEHOTO 3/paBe, MPEI0CTaBSIHETO Ha
raszapa Wiv IMyCKaHeTo B JACHCTBUE HA U3/IEIUE WIM KOHKPETHA KaTErOpHs WU Tpyna
W3/IeNUA CclieiBa Ja ce 3a0paHu, OTPaHUYHU WIH KbM TIX J1a C€ IPWIOKAT CeupUIHN
W3UCKBAHUS, WU Y€ U3JIEMETO UM KOHKPETHATA KaTErOpHsl U TPpyIia U3eus Cae/iBa
Jla ce U3TETJIAT OT Ta3apa WK Ja ce U33eMar, TS MOXKe /1a TIpelprueMe BCSIKAaKBH

HE00X0AUMHU 1 0OOCHOBAaHH MEPKH.
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2. JlbpxaBaTa wieHKa, mocoyeHa B naparpag 1, HezabaBHO yBenomMsaBa Komucusita u
OCTaHAJIUTE Jbp>KaBU YJICHKH, KaTO [T0COYBA OCHOBAHMATA 3a PEIIEHUETO CH, Upe3

eJeKTpoHHara cucrema 1o wiex 100.

3. Karo ce xoncyntupa ¢ KI'MMU u, koratro e He06X01MMO, CbC ChOTBETHUTE HKOHOMUYECKU
onepaTtopu, KoMucusita u3BppiiBa OllEHKa Ha MPEANPUETUTE HALIMOHATIHU MEpKU. Upe3
aKTOBe 3a M3NbIHEeHNe KoMucusta Moske 1a B3eMe pemeHne 3a 000CHOBAaHOCTTA Ha
HanuoHanHuTe Mepku. [lpu numnca Ha pemenue ot crpana Ha Komucusita B Cpok OT miect
Mecella OT MOMEHTa, B KOMTO € OMjia yBeIOMEHA 3a HALIMOHATTHUTE MEPKHU, T€3H MEPKH Ce
cuuTat 3a 000CHOBaHM. Te3u akTOBE 3a U3IIBJIHEHUE C€ IIPUEMAT B CbOTBETCTBUE C

npolietypaTa o pasriexiaane, mocodena B uieH 114, naparpad 3.

4. Koraro npu onenkara no naparpad 3 oT HaCTOSIIHUS YJICH C€ YCTAaHOBH, 4e

MIPEIOCTABSHETO HA Ma3apa WK IMyCKaHEeTO B JCHCTBUE HA U3JIeNNe, KOHKPETHA KaTeropus
WK TpyTa U3AEus ciesBa 1a ce 3a0paHu, OrpaHUYH MM KbM TSX Ja C€ MPHIIOKAT
crien(pUIHNA U3UCKBAHUS UM Y€ BBIIPOCHOTO U3/EJINE UM KaTeropusTa Uil rpymnara
W3NS Clie/iBa Jja ce U3TETJIAT OT Ma3apa WM J1a Ce U33eMaT BbB BCUUKH IbPKABU
YJICHKH, 32 J]a C€ 3aIIUTAT 3/IpaBeTo U Oe30MacHOCTTa Ha MAIUEHTUTE, MOTPEOUTETUTE WIIH
JpyTUTE JHUIA WIK 32 J1a CE 3aLUTAT APYTH aCIIEKTH Ha 0OIECTBEHOTO 3/paBe, Komucusra
MOJKe J1a IIpUeMa aKTOBE 3a U3IIBJIIHEHHE C 1IeJI IPEANIPUEMaHe Ha HEOOXOIUMUTE U
Ha/JIE)KHO 000CHOBaHU MepKH. Te3H akTOBE 3a U3IIBJIHEHUE C€ MIPUEMAT B CbOTBETCTBUE C

mpoLeaypaTa 1o pasriexaaHe, mocodeHa B wieH 114, maparpad 3.
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Ynen 99

Hobpa aomunucmpamusna npakmuxa

3a BcsiKa MsIpKa, IpHeTa OT KOMIIETEHTHUTE OPTaHH Ha TbP’KAaBUTE WICHKU CHIIACHO
yieHoBe 95—98, ce yka3BaT TOUHHTE MOTHBH, Ha KOUTO Ts ce ocHOBaBa. KoraTo mMspkara
€ HacOYeHa KbM KOHKPETCH MKOHOMHUYECKH OIepaTop, KOMIICTCHTHUSAT OpraH 0e3
3a0aBsiHe YBCAOMABA CbOTBCTHUA HKOHOMUWYCCKHU OIICPATOP 3a BBIIPOCHATA MSPKaA, KaTO
CBIIEBPEMEHHO I'0 HHPOPMHpa 32 CpeACTBATA 3a IIPaBHA 3aIlUTa, C KOUTO pa3noara
CBIJIACHO MIPABOTO WJIM aIMHHUCTPATUBHATA NIPAKTHKA Ha CHOTBETHATA JbprKaBa WICHKA, U
3a CPOKOBETE, CBbP3aHH C T€3U CPEJICTBA 3a MpaBHa 3amuTa. Korato mspkata e ¢ o010

MIPUIIOKEHHUE, TS Ce MyOIMKYBa MO HA/IJICKHUS pel.

OcBeH B citydauTe, KOTaTo € He00X0 MO He3a0aBHO JeiicTBUE MOPAIH HEPUEMIIUB PUCK
3a 37paBeTo Win 0€30MacHOCTTa Ha XOpaTa, Ha ChOTBETHHS MKOHOMUYECKHU OIIEpaTop ce
IPEAOCTaBs BB3MOKHOCT Jla PEACTaBH OEJICKKH Ipe]] KOMIIETCHTHHSI OpTaH B PAaMKUTE Ha

SICHO OTIpEJIEJICH TIOIXO IS CPOK MPEId MMPUEMaHETO Ha MspKaTa.
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Koraro e npeanpueto neiictBue, 663 UKOHOMUYECKUSAT ONEpaTop J1a € uMa
BB3MOKHOCTTA J1a IPE/ICTaBH TIOCOYEHUTE B IIbPBA aJINHES OCJIEKKH, HA HETO My €€
MIPEJOCTaBs Bb3MOXKHOCT Ja MIPEJICTaBU OeNe)KKUTE BbB Bb3MOXKHO Hali-KpaThK CPOK, a

npeaAnpucToOTO JEUCTBUE Cce mpepas3riicikiaa BeaHara CJjaca ToBa.

Bcesika mpuera mspka He3a0aBHO Ce€ OTTETJIS WIIM U3MEHS, CJIe]] KATO UKOHOMHYECKHST
orepaTop JI0Kaxe, ye € npeanpuen eeKTUBHO KOPUTUPALLO JEHCTBUE U YE U3AEITUETO

OTTOBaps HAa U3UCKBAHUATA HA HACTOAIINA PCTIIaMCHT.

Koraro Msipka, puera cbriacHo wieHoBe 95—98, 3acsra uzaenue, B YMeTo OlEHIBaHE HA
CHOTBETCTBUETO € YUacTBaI HOTH(PHUIIMPAH OPTaH, KOMIETEHTHUTE OpTaHu HHPOPMHUPAT,
ype3 eNleKTpoHHarTa cucreMa 1o wieH 100, cboTBeTHUS HOTH(GHULIMPAH OPTaH U OpraHa,

OTroBapsIl 32 HOTU(UIIMPAHHSI OPTaH, 3a MpeanprueTaTa MspKa.
Ynen 100
Enexmpounna cucmema 3a naoszop Ha nazapa

B cpTpyannuectBo ¢ appxaBuTe wieHkd Komucusra ch3aBa U yrnpaBiisBa eJIeKTPOHHA

cucTeMa 3a crOupaHe U 00paboTka Ha cieHaTa HHPOpMAaIHs:

a)  pe3loMe Ha pe3yJTaTuTe OT ASHHOCTHUTE 1O HAaa30p, OCOYEeHHU B uiieH 93, maparpad

4;

0) OKOHYATeNHUs JOKJIaJ 3a MpoBepKarta 1o wieH 93, naparpad 7;
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B)  WH(OpMAaNUs 3a U3EIHs, KOUTO MPEICTABISIBAT HETIPHEMIINB PUCK 32 3/IPaBETO U

Oe3omacHoCTTa Mo WwieH 95, maparpadu 2, 4 u 6;
r)  uHpOpMaIHs 32 HEChOTBETCTBHETO HA MPOIYKTUTE 110 WwieH 97, maparpad 2;

)  uHpOpMauus 3a NPEeBaHTUBHUTE MEPKH 3a 3aKpUja Ha 3ApaBeTo Mo ujieH 98,

naparpad 2;

€)  pe3loMe Ha pe3yJTaTUTE OT MpErjeIuTe U OLEHKUTE Ha IEHHOCTUTE IO HAA30p Ha

naszapa Ha Jbp)KaBUTE YICHKHU, TOCOUEHHU B wieH 93, maparpad 8.

2. Nudopmanusra, mocouena B maparpad 1 oT HacToAmuUs 4ieH, He3a0aBHO Ce MpeiaBa upe3
€JICKTPOHHATA CHCTEMa Ha BCUYKH ChOTBETHH KOMIICTCHTHH OPT'aHU M, KOTATO €
MPUII0KUMO, Ha HOTU(QHUIUPAHUS OpPTaH, U3/1all CepTUPHUKAT B ChOTBETCTBHE C WIEH 56 3a

CbOTBCTHOTO HU3JCIINC, U € JOCTHIIHA 34 AbPKABUTC YICHKHU U Komucusra.

3. OOmeHeHaTa MeXly Ibp’KaBUTE YJICHKH HH(POpPMALUs HE CE ONIOBECTSABA My OJINYHO,
KOTaTO TOBAa MOXeE J]a ONPEYr Ha ASHHOCTUTE MO HaJI30p Ha Ia3apa U Ha

CHTPYIHUYECTBOTO MEXKIY IbPKABUTE UICHKH.
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I'nmaBa VIII
CbTpyAHUYECTBO MEKAY AbPKABUTE YJICHKH,
KoopaunanmuoHnHa rpyna mo MeIulMHCKUTE U31eJIusl,
CenUAJIU3MPAHU JTA00PATOPHH, EKCIIEPTHUTE IPYIH

U PETUCTPH HA U3CIUATA

Ynen 101

Komnemenmnu opearu

JbpkaBUTE WICHKN ONPEAEIAT KOMIETEHTHHS OpTraH WA OPraHu, OTTOBAPSIIIM 33 MPUJIAraHeTO HA
HACTOSIIIMS PETJIAMEHT. Te MpeaoCTaBIT Ha OPTaHUTE CU TPABOMOIIUATA, PECYPCUTE,
000pyABaHETO U €KCIIEPTHUTE 3HAHUSI, HEOOXOIMMU 32 PABUIIHOTO U3IIBJIHEHUE Ha 33/1a4UTe UM
CBIJIACHO HacTosAMIMS pernaMmeHT. Creq KaTo IbpKaBUTE WICHKH choOmsaT Ha Komucusra
HAaMMEHOBAHMSITA U JAHHUTE 32 BPb3Ka C KOMIIETEHTHUTE OPTaHu, TS MyOJIMKyBa CIIUCHK Ha

KOMIICTCHTHUTC OpraHu.

Ynen 102

Cvmpyonuuecmeo

1. KomnierenTHHuTE Opranu Ha AbpKaBUTE WICHKH ChTPYJHHUYAT KaKTO TIOMEXAY CH, TaKa U C
Komucusita. Komucusara ocurypsiBa opranuzanusita Ha o0OMeHa Ha HHpOpMaIusTa,

HCOGXOIII/IMa 3a CAHAKBOTO MpUJIaraHe Ha HACTOAIIUSA PCTIIAMCHT.
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2. JIbprkaBuTe YiIeHKH, ¢ ToakpenaTta Ha Komucusita, yuactsar, KoraTo eneinecho0pasHo, B
WHUIMATUBH, pa3pabOTEeHN Ha MEXIyHAPOIHO HUBO C 1€ J1a CE OCUTYPH

ChbTPYAHHUYICCTBOTO MCIKAY PCTYJIATOPHUTC OpPTaHU B obnactra Ha MCIUIMHCKHNTC U3ACTINA.

Ynen 103

Koopounayuonna epyna no meouyuncxume uzoenus
1. Cu3naBa ce KoopaunanuonHna rpyna no meaunuackute usznenus (KI'MHN).

2. Bcska gppikaBa uinenka onpenenis B KI'MMU no enyH 4ieH v e1MH 3aMECTHUK C €KCIIEPTHU
3HAaHUA B 00J1aCTTa Ha MEAMIIMHCKUTE U3/IEJHs, KAaKTO U 1O €JUH YWIeH U €NH 3aMECTHUK,
BCEKH OT KOUTO MMa €KCIIEPTHH 3HaHU B 00JIaCTTa HA METUIIMHCKU U3JIENUs 32 UHBUTPO
JIMarHOCTHKA, KATO MaHAAThT HA WICHOBETE U 3aMECTHULIUTE € TPUTOAUIIEH U MOXKE J1a Ce
MoJHOBH. /laieHa 1bprKaBa WICHKa MOXKE J1a PELIM Ja ONPENeNId CaMO €IMH YWICH U €IUH

3aMCCTHHUK C CKCIICPTHU 3HAHHA U B JIBCTC 00J1acTH.

UnenoBere Ha KI'MMU ce n3bupar Bb3 OCHOBA Ha KOMIIETCHTHOCTTA U OIMTAa UM B 00JacTTa
Ha MEIULMHCKUTE U3JENNUS U MEAUIIMHCKUTE U3JIEIHs 32 MHBUTPO TUArHOCTHKa. Te
MpEe/ICTaBIsIBAT KOMIIETEHTHUTE OPraHu Ha Ibp)KaBUTE YJIeHKU. FIMeHaTa Ha 4JieHOBEeTe U

OpraHHU3alruTC, KbM KOUTO MPUHAJICIKAT, CC OITOBECTABAT Hy6JII/I‘-IHO ot Komucusra.

3aM€CTHI/II_II/IT€ OpeaACTaBIABAT YICHOBCTE U I'NIACYBAT OT TAXHO UMC, KOTaTO TC OTCHCTBAT.
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KI'MU nposexna 3acenaHus Ha pe1I0BHU UHTEPBAJIH, a KOraTo 0OCTOATEICTBATA I'O
Hajarar, 1o uckane Ha KoMmucusra win Ha najgeHa 1bpkaBa wieHka. Ha 3acenanusara
IIPUCHCTBAT YJICHOBETE, ONPEIEICHHU TOPA POJISTa U eKCIIEPTHUTE CU 3HAHUS B 001acTTa
Ha MEAMLMHCKUTE U3JIENHs, NIN YWICHOBETE, ONIPEEIICHH TOPaJu €KCIIEPTHUTE CH 3HAHUS
B o0JIacTTa Ha MCIUIUHCKUTC U3CIINA 3a UHBUTPO JUArHOCTHKA, WU YICHOBCTC,
OIPCACIICHU MMOopaau CKCIICPTHUTC CU 3HAHHUA U B JIBCTC 06J'IaCTI/I, WJIN TEXHUTE

3aMECTHUIIH, CTIOPE]] CIIydasl.

KI'MMU nonara Bcuuku HEOOXOAMMH YCUIIHUS, 32 J]a TIOCTUTHE KOHCEHCYC. AKO HE MOXKE J1a
ce nocturue koucencyc, KI'MMU B3ema perieHrie ¢ MHO3UHCTBO OT YICHOBETE CH.
I’I.]ICHOBGTG C pa3J11/1qu MHCHHUEC MOTraT Ja IIOMCKAaT TCXHUTC MHCHHUA U MOTUBUTC, HA KOUTO

ce OCHOBaBaT Te, 1a ObJaT 3amucany B rmo3unusara Ha KI'MU.

KI'MMU ce npencenarenctsa ot npeacrasuten Ha Komucusra. [IpencenarensaT He yyactsa

B riaacyBaHeTo B pamkute Ha KI'TMU.

B 3aBucumocrt ot cinyvas KI'MU moxe 1a mokaHu €KCHEPTH WK APYTH TPETH UL Ja

NPUCHCTBAT HA 3aCCAAHUATA WX Oa ITPEACTABAT MNCMEHO MHCHUC.

KI'MMU moke na ch3aBa MOCTOSHHY WM BpeMeHHH noarpynu. Korato e nenecho0pasHo,
OpraHU3aLUUTE, PEACTABIABALLN HHTEPECUTE HA CEKTOPA Ha MEIULIMHCKUTE U3JENNs,
MEJUIIMHCKUTE CIIELUATNCTH, JTJa0OpaTOPUUTE, MALUEHTUTE U OTPEOUTEITUTE HA HUBOTO

Ha C’BIOBEL, CC KaHAT B TC3H NOATPYIIN B KAYCCTBOTO Ha Ha6J'IIOI[aTeJ'II/I.
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8. KI'MMU n3rotss npoueaypeH NpaBUIHUK, KOWTO ChIbPKA IMO-KOHKPETHO IPOLELYPH 3a:

- IMPUEMAHCTO Ha CTAHOBHIA WJIX NPECIIOPBKU UIIW APYTU MMO3UIHUH, BKIFOUUTCIIHO B

CHEILIHH CIy4au;
—  JIeNlerHpaHeTo Ha 3a/1a4M Ha JIOKJIAJUUIUTE U ChIOKIaUUIINTE;
— npuiaraneto Ha 4ieH 107 OTHOCHO KOH()JIMKTUTE Ha HHTEPECH;
- (YHKIIMOHUPAHETO Ha MOATPYIIUTE.
9. 3anauute Ha KI'MU ca onpenenenu B uneH 105 oT HacTosIIIKS periaMenT U B uiieH 99 ot
Pernament (EC) Ne 2017/....7.
Ynen 104
Cwvoeticmsue om Komucuama

KomMmucusita okasBa cbIeHCTBUE 3a CHTPYIHUYECTBOTO MEXKAY HALIMOHATIHUTE KOMIIETEHTHH
opranu. [lo-crienanaHo Ts ChACHCTBA 32 OPraHU3UPAHETO HA OOMEHA Ha OMUT MEXKIY
KOMIIETEHTHUTE OpTaHM U IIPEIOCTaBs TEXHUUECKA, HayyHa U JjoructuyHa nojakpena Ha KI'MU u
HelHuTe noArpynu. Ts opranusupa 3acenanuara Ha KI'MU u noarpynure 11, yyactsa B T€3U

3aceaHus U OCUTYPsiBa HEOOXOIUMHUTE TTOCIICABAIIM ICHCTBHS.

* OB: Mo, BeBenieTE cepuitHUsI HOMED Ha peryiaMmenTa B st10729/16.
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Ynen 105
3aoauu na KITMHU

CwriacHo Hacrosimus perinamenT KI'MU uma cnennure 3amaun:

a)

6)

AOIPHUHACH 3a OLICHABAHCTO Ha OPIraHUTEC 34 OLUCHABAHC HA CbOTBETCTBUCTO, KOUTO Ca
IIogaJiv 3asaBJICHHUA, U 3a OICHKAaTa Ha HOTI/I(i)I/ILII/IpaHI/ITG OpraHu CbIJIaCHO péBHOpGI[GI/ITG

Ha riaBa [V;

KkoHcynTupa Komucusra, mo HEHHO UCKaHe, 110 BBIIPOCH, CBBp3aHu ¢ KoopanHanonHara

rpyna Ha HOTU(QUIMPAHUTE OpraHu, Ch3/1aJieHa ChIIIacHO 4WieH 49;

JONpHUHACS 3a pa3paboTBaHe HAa HACOKH 3a e()EKTHBHOTO U XapMOHU3UPAHO MpHJIaraHe Ha
HACTOSIIUS PETJIAMEHT, IO-KOHKPETHO 110 OTHOIICHUE HA ONPENIENITHETO U Ha0II0ICHUETO
Ha HOTH(ULIMPAHUTE OpraHy, MPUIIATAHETO Ha OOLIUTE U3MCKBAHU 3a 0€30MaCHOCT U
JIeCTBUE W N3BHPIIBAHETO HA KIMHUYHHUTE OLEHKU M U3MUTBAHHUSA OT IPOU3BOIUTEIUTE,
OLICHSIBAHETO OT HOTU(QHUIMPAHUTE OPTaHU U AEHHOCTUTE MO MPOCIEIBaHEe HA

0€e30I1acHOCTTA;

JOTIPUHACS 32 HETPEKBCHATOTO CIIECHE HA TEXHUYECKUS MPOTPEC U MPEleHsBa Ialu ca
MOAXOISAIIN OOIINUTE N3UCKBAHUS 32 0€30MaCHOCT U ICHCTBUE, MPEABUACHHA B HACTOSIIUS
pernamenT u B Permament (EC) 2017/ ...*, TaKa 4ye Jja C€ OCUTYPH I10 MOAXOISI HAYNH
0e30IacHOCTTAa M ICHCTBUETO Ha U3ACIUATA, ¥ [0 TO3U HAYMH JIa CE CITOMOTHE 3a
MpereHKaTa Ha He0OX0JUMOCTTa OT U3MEHEHHUE Ha MPUIIOKEHHE | KbM HACTOSAIINS

PCTIIaMCHT,

OB: Mo, BbBeieTe cepUiiHUS HOMEP Ha periaMeHTa oT Jok. st10729/16.
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1) JIOIIPUHACS 3a pa3pabOTBAaHETO HA CTAHJAAPTH 3a u3jenuara, Ha OC ¥ Ha Hay4YHU HACOKH,
BKJIFOYMTEIHO CIIELUAIHU HACOKH 3a IPOAYKTHUTE, 32 KIMHUYHUTE U3MUTBAHUS HA
OTIpeIeNIEHU U3/1EHsL, U MO-CIIEeLHUATHO UMIUIAHTUPYEMUTE U3IeNUsS U U3JEeNIUATa OT

knac I1I;

e) OKa3Ba C’bIIeI\/'ICTBI/Ie Ha KOMIICTCHTHUTC OpraHy Ha AbPKABUTC YJICHKU B I[eﬁHOCTHTe UM I10
KOODPIUHAIHSI, TIO-CIICIIMATHO B 00JIaCTTa Ha KiIacCH(DUKAIMATA U ONPEICITHETO Ha
HOPMATUBHUA CTATyC Ha U3ACIUATA, KIMHUIHHUTC U3IIUTBAHWSA, IIPOCIICAABAHECTO HA
0e30MacHOCTTa M HaJ30pa Ha Ta3apa, BKIIOYUTEITHO pa3paboTBaHETO U MOAIPHKKATA HA
pamka 3a eBpoIieiicKa mporpama 3a HaJ30p Ha ma3apa C 1ej MOCTUTaHe Ha e()EKTUBHOCT U

XapMOHM3UpaHE Ha Ha/j30pa Ha naszapa B Cblo3a, B CbOTBETCTBUE C UjieH 93;

)K) npeaocrassd, 1o coOcTBeHa HWHHUIIMaTHBa UJIHN 11O HCKAaHC Ha KOMI/ICI/IHTa, KOHCYJITalluu 1Ipu

IMpeUCHKaTa Ha BBIIPOCH BBEB BPBb3Ka C MPUJIAraHCTO HAa HACTOAIIUA PCIIIaMCHT,

3) JIOTIpUHACS 32 XapMOHU3HMpaHEe Ha aJMUHICTPAaTUBHATA IPAKTUKA BbB BPb3Ka C U3JEIUATA

B IbPKAaBUTC YJICHKH.
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Ynen 106

Hpedocmaeﬂﬂe HA HAYYHU, MEeXHUYEeCKU U KIUHUYHU CMARo8UWAa U KOHCYImayuu

Komucwusita, uype3 akToBe 3a U3IMBIHEHHE U KaTo ce KoHcynTupa ¢ KI'MU, npensmkaa
MEPKH 3a ONPEJENITHETO Ha eKCIIEPTHU TPYIIH, KOUTO J1a OIICHSABAT KJIMHUYHATA OLICHKA B
CBHOTBETHUTE 00JIACTH Ha MEIMIIMHATA CHIVIACHO naparpad 9 oT HACTOSIIUS YJICH U J1a
MPEOCTaBsAT CTAHOBHUIIA B CHOTBETCTBHUE C WieH 48, maparpad 6 ot Permament (EC)
2017/..." OTHOCHO OLICHKAaTa Ha JCHCTBHETO HA HAKOM MEIUIMHCKU M3/IE/IHUS 32 HHBUTPO
JMAarHOCTHKA M, KOTAaTO € He0OXOAMMO, 32 KaTETOPUH HITU TPYIH U3IENUS WK 32
KOHKPETHHU PUCKOBE, CBBP3aHH C KATETOPUH WIIN TPYIH U3/EIHs, TP 3aUNTaHEe Ha
NPUHININTE 32 Haii-BUCOKA HayYHa KOMIIETEHTHOCT, O€3MPUCTPACTHOCT, HE3aBUCHMOCT H
npo3payHocT. ChlLIMTE IPUHIMIIN Ce MpuiIaraT 1 korato Komucusra pemu aa onpenenu

CrelMaIU3UpaHy J1adopaTopruu B ChOTBETCTBHE € Maparpad 7 OT HACTOSALIMS YJIEH.

ExcniepTHH rpynu U crieUalIn3upaHu JJabOpaToOpuu MOTaT 1a ObAaT ONpEeNITHU B
oOnactu, B kouto Komucusra, B koncynranus ¢ KI'MU, ycranoBu Hyknara ot
IIPEOCTaBsHE Ha MOCJIEJ0BATEIIHU HAYYHHU, TEXHUYECKH W/ KJIMHUYHY ChbBETU WIIN
1a0opaToOpeH eKCIEepPTEeH ONUT BbB BPb3Ka C MPUIIAraHETO HAa HACTOSILIHUS PErjlaMeHT.
ExcnepTHH rpynu U crienualIn3upaHu JJabopaTOpuu MOTaT J1a Ce ONPEAEIAT 32 HOCTOSHHO

WM BPEMEHHO.

+

OB: Mo, BbBeIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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EKCHGpTHI/ITe T'pylH Ca CbCTAaBC€HU OT KOHCYJITAHTHU, HA3HAYCHHU OT Komucusra Bp3 OCHOBa
Ha aKTyaJICH KIMHUYCH, HAYYCH WUJIW TEXHUYCCKU CKCIICPTCH OIIMT B Ta3n O6J'IaCT, Karto
l"eOFpa(i)CKOTO UM pasnpCACJICHUC OTpa3siBa pa3H006pa3HeT0 Ha HAYYHU U KIIMHUYHU
IIoaxoJu B Crro3a. Komucusara OIpeacisa 6p05{ Ha YJICHOBCTC Ha BCAKA CKCIICPTHA I'pyIia

CbIJIACHO CbOTBCTHUTC HYKIU.

UneHoBeTe Ha eKCIIEPTHUTE TPYITH M3ITBIHABAT 3a7auuTe CU OE3MPUCTPACTHO U
o0exTuBHO. Te He THPCAT U HE MONTydaBaT yKa3aHUs OT HOTH(GHIMPAHU OPTaHH HITH
IIPOU3BOIUTENN. BCEKH OT WiIEHOBETE MOIIBJIBA JEKIApaLns 32 UHTEPECH, KOSITO CE

OIIOBECTABA HY6JII/I‘IHO.

KomMucusita ycraHOBsIBA CUCTEMHU U IIPOLIEAYPH 32 aKTUBHO YIPABJICHHUE U

MPEeJOTBPATABAaHE HA Bh3MOKHU KOH(IMKTH HA HUHTEPECH.

KoraTo u3roTBsT Hay4YHUTE CU CTAHOBUIIA, €KCIIEPTHUTE TPYIH B3€MAT MPEIABUT
ChOTBETHATa MH(OpMaIHsl, IPeIoCTaBeHa OT Pa3IMYHUTE 3aUHTEPECOBAHU CTPaHH,

BKIIFOYUTCIIHO OpraHu3aluy Ha MaUCHTHU U MCIUIWMHCKHU CIICIHUAINCTH.

Komucusra, cien koncynrauus ¢ KI'MU u ny6nukyBane B Oguyuanen éecmuux na
Esponeitickus cvio3z n Ha yeOcaiita Ha KomucusiTa 1 cieq| mokaHa 3a u3pas3sBaHe Ha
MHTEPEC, MOXKE /1a HA3HaYM KOHCYJITAHTU KbM €KCIEPTHUTE TPyNHU. B 3aBUCUMOCT OT BuAa
Ha 3a/1a4aTa ¥ Hy’>KJaTa OT CIeUn(UIHN eKCTICPTHH 3HAHUS B €KCIIEPTHUTE TPy MOTaT
Ja ObJIaT Ha3HAYaBaHU KOHCYJITAaHTH 32 MAKCUMAJIEH CPOK OT TPU T'OJMHH, KATO MAaHAATHT

MM MOXE a ObJie ITOJHOBSIBAH.
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6. Komucusra, cien xoncynranus ¢ KI'MHU, moke ga BKIIFOUYM KOHCYJITaHTH B
LEHTPAJIM3UPAH CIMCHK HAa HATMYHUTE €KCIIEPTH, KOMTO, BBIIPEKH Y€ HE ca O(pHULIUAIHO
Ha3HA4Y€HU B J1aJicHa IrpyIla, ca Ha pa3loJI0kKEHUE J1a IPEJOCTABAT ChbBETH U Ja
noJmomMarar paboTaTa Ha eKcliepTHaTa rpyma, ako € Heooxoaumo. To3u cruchk ce

nyOnukyBa Ha yeOcaiita Ha Komucusra.

7. Komucusta moxe, ype3 akToBe 3a U3NBJIHEHHE U ciiel KoHcynranus ¢ KI'MU, na
OIIpEIeTIH CIEeHUATN3NPaHy JJAO0paTOpuH, Bb3 OCHOBA Ha EKCIIEPTHUS MM OIIUT B 00J1acTTa

Ha:
— (1)I/I3I/IKO—XI/IMI/I‘IHOTO XapaKTCpU3npaHe, Ui

— M3IHATBAHETO 3a OMOIOTHYHA CBbBMCCTHUMOCT, MI/IKpO6I/IOJIOFI/I‘IHOT0,
MCXaHUYHOTO, CJICKTPUICCKOTO, CIICKTPOHHOTO NUJIW HCKIIMHUYHOTO OHMOJIOTHYHO U

TOKCHUKOJIOTMYHO M3MHUTBAHC HA KOHKPCTHH U3AC/INA, KATCTOPUHN W I'PYIIN U3OCTTUA.

Komucusita onpenens camo crenyain3upalu 1abopaTopHH, 3a KOUTO IbpKaBa 4ieHKa

i CbBMECTHUSAT U3CIEI0BATEICKHU LIEHTHP € M0J1aJl 3asBICHHE 32 OIIpEeIIsHE.
8. Cnenuanusupanute jgadoparopun Ha EC Tpsi6Ba 1a OTroBapsT Ha CIEIHUTE YCIOBUS:

a) Jla pasmoaraT ¢ JOCTaThYCH MEPCOHAN C OIXOAIIA KBATH(DHUKAINS U aIeKBaTHA

3HAaHUA U OIIUT B 00JIaCTTa Ha HU3JC/IHATA, 3d KOUTO Ca ONPCACIICHU,

0) 1ampuTekaBaT HEOOXOIMMOTO 00OPYIBaHE, 3a /1a U3IIBIHIBAT BB3JIOKCHUTE M

3a/1a4M;

B)  Ja MpuUTEeXaBaT HEOOXOIUMUTE 3HAHUS 32 MEXKIyHAPOJAHUTE CTAHIAPTH U Hail-1oOpu

MIPAKTUKH;
T) Jla UMaT NOAXOAIIa aIMUHUCTPATUBHA OPTraHU3alksl U CTPYKTYypa;

)  JarapaHTupar, ye TEXHHUST MepCcoHal ChOJ0/1aBa MOBEPUTEITHOCTTA HA

UHPOpPMaNUATA U JAHHUTE, TIOJTYUYCHN NPU U3ITBIHEHUETO Ha 3a/IaYHTE CH.
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9. ExcnieprHuTe rpynu, onpeesieHy 3a KIMHUYHA OLIEHKAa B CbOTBETHUTE 00JIaCTH Ha
MEIIMIIMHATA, U3ITBJIHABAT 3aJa4HTe, TIOCOUYCHH B uiieH 54, maparpad 1 u uneH 61,
naparpad 2, Kakto u B pazaen 5.1 ot npunoxkenue [X unu B paznen 6 ot npunoxenue X,

criope[ ciyyvas.

10. ExcneptHuTe TPYIU U CHIEIMATM3UPAHUTE JTa0OPATOPUU MOTAT J1a UMAT CICAHUTE 3a/1a4H

B 3aBUCHUMOCT OT IMPUCBIIUTC HYXKIHU:

a)  J1a MPeaoCTaBsT HAy4YHO, TEXHUYECKO U KIIMHUYHO ChlelicTBre Ha Komucusita u

KI'MU BBB Bpb3Ka C MPUJIAraHETO HA HACTOSIIMS PETJIAMEHT;
0) J1a IOmpUHACAT 3a Pa3BUTHETO U MOAABPKaHeTO Ha moaxoasaum Hacoku u OC 3a:
— KIMHUYHUTC U3IIUTBAHUA,
— KJIMHUYHATA OIIEHKA U MPOCIEIIBAHETO ClIe/1 yCKAHETO Ha Masapa,
— N3IMUTBAHUATA HA I[CﬁCTBHGTO,

- OIICHKAaTa Ha JCHCTBUETO U MPOCICIIBAHETO HA IEUCTBUETO CJIE/ ITyCKaHETO

Ha rasapa,

- (U3UKO-XMMUYHOTO XapaKTepu3upaHe, u
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)

— M3IUTBAHETO 32 OMOJIOTHYHA CbBMCCTHMOCT, MI/IKp06I/IOJ'IOFI/I‘-IHOTO,

MCXaHUYHOTO, CJICKTPUYICCKOTO, CJICKTPOHHOTO WX HCKIMHUYHOTO

TOKCHUKOJOIM4YHO U3IIUTBAHC

Ha KOHKPCTHHU U3ACIINSA, KATCTOPpHUU HUJIU I'PyTIN U3ACIIHA WU 3a KOHKPCTHU

OIIACHOCTH, CBBP3aHU C KaTETOPHUs WIM IpyIa U3ACIINs;

Ja pa3pa60TBaT W IpaBAT NPCriji€a Ha HACOKHUTEC 3a KIIMHWYHA OLCHKAa U HACOKUTC 3a
OlLICHKAaTa Ha ACUCTBUETO C IICJ OIICHABAHE HA ChOTBETCTBUETO CHINIACHO HAM-HOBUTE
Hay4YHH OOCTHXKCHUA 110 OTHOLICHUC Ha KIIMHNYHATa OLCHKA, (1)I/I3I/IKO-XI/IMI/I‘IHOTO
XApPaKTCPU3HUPAHEC, U3IIUTBAHUATA 34 MI/IKpO6I/IOJ'IOFI/ILIHa CBbBMCCTUMOCT,
MCXAaHUYHHUTEC, CIICKTPUUCCKUTEC, CIICKTPOHHUTC NI HCKIIMHUYHUTC TOKCUKOJIOTHYHU

HU3IIMTBAHUA,

J1a TIONPUHACAT 32 pa3pabOTBAHETO HA CTAaHAAPTH HA MEXKIAYHAPOJHO PaBHUILE, TaKa

4c J1a C€ rapaHTHpa, 4€ TE3U CTaHAAPTHU OTpa3sdaBaT MOCICAHUTE HAYUYHHU ITOCTHIKCHU A,

Jla IPEJIOCTaBAT CTAHOBHUIIA BbB BPb3Ka ¢ KOHCYJITALIMMTE OT CTpaHa Ha
IPOM3BOJUTENUTE B CbOTBETCTBUE C WieH 61, maparpad 2, HoTuUIUpaHUTEe OpraHu

U IbPXKAaBUTE YWICHKH B COTBETCTBUE C maparpadu 11—13 oT HacTosmus diieH.

Ja JOIMPUHACAT 3a HaOeII3BaHETO HA OIACEHHU U HOBOBB3HHKBAIIU BBIIPOCHU

OTHOCHO O€30IacHOCTTa U JIEHUCTBUETO HA MEIUITMHCKUATE 5K31(A) 155

Jla TIPEIOCTaBAT CTAHOBUIINA B CHOTBETCTBUE C WieH 48, maparpad 4 ot Permament
(EC) 2017/..." oTHOCHO OlleHKaTa Ha JAEHCTBUETO Ha ONpeIeIeHN MEUIIMHCKH

H3ICIINA 3a UHBUTPO AUMArHOCTHUKA.

+

OB: Mo, BbBeIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10729/16.
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11. Komucusra yiecHsiBa 1ocThIIa HAa AbPKABUTE WICHKH, HOTH()DHUIIMPAHUTE OPTaHU U
MIPOU3BOJUTENNTE 10 CTAHOBUILATA, IPEAOCTABSIHU OT EKCIIEPTHU IPYIH U
cCriellMaIu3upaHy J1adopaTopru MO BBIIPOCH, BKIIIOYBAIIN, HAPEJ C IPYroTO, KPUTEPUUTE
3a MOJXO/AA1] Ha0Op OT JaHHHU 32 OLIEHSIBaHE Ha ChOTBETCTBHETO HA JIaJICHO U3/eIHe, 1o-
CTELMAIHO 110 OTHOIIEHUE HAa KIMHUYHUTE TaHHHU, HEOOXOIMMHU 3a KIIMHIUYHATA OLICHKA,
10 OTHOILIEHHE HAa (PU3UKO-XMMHUYHOTO XapaKTEPU3UPAHE U 110 OTHOIICHHE Ha
MUKPOOHOJIOTUIHHUTE U3MUTBAHUS, H3IIUTBAHUATA 32 OMOJIOTHYHA CHBMECTUMOCT,
MEXaHUYHUTE, CIIEKTPUUECKUTE, CIIEKTPOHHUTE U HEKIIMHUYHUTE TOKCUKOJIOTUYHU

HU3IINTBAHUA.

12. [Ipu npremaHeTo Ha HAYYHOTO CH CTAHOBHILE O Taparpad 9 ujieHoBeTe Ha eKCIIEPTHUTE
IpyIH MojaraT MaKCUMaJIHUA yCUJIUS 33 IOCTUTAHETO Ha KOHCEHCYC. AKO HE MOXeE J1a ce
IIOCTUTHE KOHCEHCYC, EKCIIEpTHAaTA rpyIa B3eMa pPEeleHHEe ¢ MHO3UHCTBO OT YJIEHOBETE CH,
KaTo B HAYYHOTO CTAHOBHUILE CE [TOCOYBAT PA3IMUYHUTE MO3UIIUU U MOTUBUTE, HA KOUTO T

CC OCHOBaBar.

Komucusita my6nukyBa HaydHHUTE CTAHOBUIIA U CHBETH, IPEJIOCTABEHH B CHOTBETCTBHE C
naparpadu 9 u 11 oT HacTOSIIIUSA YWIEH, KaTO Ce rapaHTHpa B3€MaHETO M0J] BHUMaHHUE Ha
aCIMEKTHUTE, CBbP3aHU C MOBEPUTEITHOCTTA, chriiacHo wieH 109. HacokuTe 3a KIMHUYHATA

OIICHKa, moco4yeHu B maparpad 10, Oyksa B), ce myomukyBat ciie koncyramus ¢ KITMU.
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13. Komucusara Moxe 1a moucka oT MpOM3BOIUTEIUTE U HOTH(PHUIIMPAHUTE OPTaHH Ja
3aIUIaIlaT TaKCH 3a MPEIOCTABEHUTE CTAHOBHINA OT €KCIIEPTHHUTE TPYNH U
crienuanu3upanure tadboparopur. CTpykTypaTa U pa3MepbT Ha TAKCUTE, KAKTO U
pa3MepbT U CTPYKTypaTa Ha IOAJIEKAIUTE Ha Bb3CTAHOBSABAHE Pa3X0H, C€ IPUEMAT OT
KomMucusita upe3 akToBe 3a U3II'BJIHEHUE, KATO C€ B3€MAT IPEIBU] LIEJIUTE 32 HAJIEKHO
MpUJlaraHe Ha HaCTOSLIMS perjiaMeHT, 3aKpuilaTa Ha 3/[paBeTo U O€30MacHOCTTa,
MOJIKpeTiaTa Ha MHOBAIIMUTE U MKOHOMUYecKaTa e)eKTHBHOCT U HEOOXOTUMOCTTA Ja Ce
IIOCTUTHE AKTUBHO y4aCTUE B €KCIIEPTHUTE TPYNH. Te€3M aKTOBE 3a U3IIBIIHEHUE CE
IIpreMar B CbOTBETCTBHE C MPOLEAypaTa o pasrieXk1aHe, Ioco4YeHa B wieH 114,

naparpag 3.

14. Taxcure, kouto ce miamar Ha KoMmucusa cpriacHo mnpoueaypata mno naparpag 13 ot
HACTOSIIHUS YJICH, CE ONPEAEIAT 10 IPO3pauyeH HAYMH Bb3 OCHOBA HA Pa3XOJUTe 3a
IIPEJOCTaBEHUTE YCIYyTH. JIbIDKUMHUTE TAKCH C€ HaMallsIBaT B ClIydall Ha poleaypa 1o
KOHCYJITalUsl OTHOCHO KJIMHUYHATA OLIEHKA, TPEeIpUueTa B CbOTBETCTBUE C pa3zaen 5.1,
OykBa B) OT npuiioxkeHue IX, ¢ yqactueTo Ha mpou3BOUTEN, KOUTO € MUKPO-, MAJIKO WM

cpenHo npeanpusitie mo cmuckia Ha [Ipenopska 2003/361/EO.

15. Ha Komucusra ce npenoctassi IpaBOMOILIMETO Ja PUEMa JIeJIETHPaH aKTOBE B
ChOTBETCTBUE C WwieH 115 3a u3MeHeHue Ha 3a/1la4uTe Ha EKCIIEPTHUTE TPYNH U

crenuanu3upaHuTe saboparopuu, mocoueHu B naparpad 10 ot HacTosIUA YIEH.
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Ynen 107

Kongnruxm na unmepecu

1. Unenosere Ha KI'MMU, HeliHUTE MOATPYNU U YJIEHOBETE HA €KCIIEPTHUTE TPYIU U

CIICUAIN3UPAHUTEC J'Ia60paTOpI/II/I HiaMar (I)I/IHaHCOBI/I WU APpYTU UHTCPECHU B CCKTOPA HA

MCAUIUMHCKUTC U3ACTIHUA, KOUTO OMxa MOIIH Aa MOBJIUAAT BbPXY TAXHATA

6e3npuctpacTHOCT. Te mpueMar aa paboTiT B UHTEpEC Ha OOLIECTBOTO U Jja YIIPaKHSABAT

I[CI\/JIHOCTTa CH 110 He3aBUCHM HauuH. Te ACKJIapyupaT BCCKU MPAK WUJIW HCIPSAK UHTEPCEC,

KOWUTO MOraTt Ja UMat B CEKTOPA HA MCAUIIUHCKUTE U3CIINUA, U aKTyaJInu3upar

ACKJIapanusiaTa CH IPU BCAKA €IHa UMallla OTHOIICHUEC IPOMAIHA. I[eKJ'IapaI_II/IHTa 3a

MHTEpECH € MyOJIMYHO OCThIIHA upe3 yebcaiita Ha Komucusta. HacrosmusT uieH He ce

IIpuJIara ClpsiMo IpeICTaBUTEIINTE HA 3aMHTEPECOBAHUTE OpPraHU3aluy, y4acTBally B

noarpynure Ha KI'MU.

2. Excnieptute u npyrute TpeTH auina, nokaneHu oT KI'MMU 3a KoOHKpeTHHU ciiyyau,

ACKIIapupaT BCAKAKBU MHTECPCCHU, KOUTO MOraT J1a UMatT 1O OTHOIINCHHUE Ha CbOTBECTHUA

CIIy4ai.

Ynen 108

Pecucmpu na usoenuama u 6azu oannu

Komucnsara n ABPIKABUTC YICHKH NPpCANIpUCMaT H€06XOZ[I/IMI/ITG MCPKHU 3a HACbpUYaBaHC HA

Cb31aBaHETO HA PETUCTPU U 6asu JaHHHU 3a KOHKPETHU THUIIOBE U3JC/INA, KATO YCTAHOBSABAT O6H_II/I

IIPpUHIUIIA 3a C’b6I/IpaHe Ha ChIIOCTaBHMa I/IH(I)OpMaI_II/IH. Te3nu PErucCTpu U 6asu AaHHHW OONPUHACAT

3a4 HC3aBUCHUMaATa OLICHKA Ha AbJrOCpOYHATa 0€30IacCHOCT U JEUCTBUE HA U3CIHATA WU

IpocCiacAMMOCTTAa Ha UMIINIAHTUPYCMUTC U3JCIIHA, NI BCUUKU HO,Z[O6HI/I XapaKTCPUCTHKHU.
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I'nasa IX

IHoBepurteJHOCT, 3aLIUTA HA JAHHUTE, (PUHAHCUPAHE U CAHKIUU

Ynen 109

Ilosepumennocm

1. OcBeH KOraTo € MpeBUJICHO APYTO B HACTOSIIHS perjaMeHT U 0e3 1a ce 3acsrat
JeiicTBaIMTe HAIIMOHAIHU pa3nopeady U MPaKTUKH B IbP>KABUTE YJICHKA OTHOCHO
MOBEPUTETHOCTTA, BCHUKH CyOEKTH, yUacTBAIIH B MIPUJIATaHETO HA HACTOSIINS PETJIaMeHT,
chOII0JaBaT MOBEPUTEITHOCTTA HA MH(OPMAIIHSITA U JAHHUTE, TIOTYYSHH MPU U3IIBIIHEHUE

Ha TEXHUTE 3aJa4M, C OrJIe ] 3alUTaTa Ha:
a) JIMYHHATE JaHHHU B CHOTBETCTBHE ¢ wieH 110;

0) moBepuTenHaTa HH(OOPMAIUS C THPTOBCKH XapaKTep U ThPrOBCKUTE TallHU Ha
(GU3NUECKO WM FOPUANYIECKO JIUIE, BKIFOYUTEIHO MpaBaTa Ha MHTEJICKTyalTHA

CO6CTBGHOCT; OCBCH 4aKO Pa3sKpHUBAHCTO HC € B O6IJ.[GCTB6H HUHTEPECC;

B)  e(pEeKTHUBHOTO IMpUiIaraHe Ha HACTOSALIMS PETIaMEHT, MO-KOHKPETHO IPU MPOBEPKUTE,

pasCiICABaHUATA UJIU OOUTHUTC.

2. be3 na ce 3acsra maparpad 1, nundopmanusara, oOMeHeHa PU YCIOBHS HAa ITOBEPUTEITHOCT
MEXTy KOMIICTEHTHUTE OPTaHU U MKy KOMIIETEHTHUTE opranu U Komucusra, He ce

pasKpuBa oe3 MMpEeaABapUTCIIHOTO ChIJIACHUE HA OpraHa, KOMTO s npeaocTaBs.
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[Taparpadu 1 u 2 He 3acsraT npaBata u 3aAb/KeHUATa Ha KoMucusita, Ibp>KkaBUTEe YWICHKH
1 HOTU(UIIMUPAHUTE OpTaHU 10 OTHOIIICHHE Ha 0OMeHa Ha MHpOpMAITUSI U
pasnpoCTpaHsIBaHETO HA MPEAYNPEKICHHS, HUTO 3aIbJDKCHUATA HA ChOTBETHHUTE JIUIIA 32

NpeACTaBsAHEC Ha I/IH(I)OpMaI_II/IH CbhIJIACHO HAKAa3aTCJIHOTO IIPaBOo.

Komucusra u 1pp>kaBUTe WICHKH MOTaT JJa OOMEHST MOoBepUTesIHa HMH(OpMAIHS ¢
peryJIaTOpHUTE OPTaHU Ha TPETH IbP>KaBH, C KOUTO €A CKIIFOYWIIN JBYCTPAHHH WU

MHOT'OCTPAHHU CITOPa3yMEHUsI OTHOCHO TTOBEPHUTEIIHOCTTA.
Ynen 110
3awuma na oannume

HbpxaBute wienku npuiarat Jupektusa 95/46/EO no oTHOIIEHHE Ha 00pabOTBAaHETO HA

JIMYHU JaHHU, U3BBPIIBAHO B ABPIKABUTC YJICHKU CHITIACHO HACTOAIIHA PCTIIAMCHT.

3a mnuHuTe gaHHu, Kouto Komucusita o0paboTBa ChriiacHO HACTOSIIUS PETIIAMEHT, Ce

npunara Permament (EO) Ne 45/2001.
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Ynen 111

Hauucnseane na maxcu

1. Hacrosmusar PEriIaMCHT HE 3acCiAra Bb3MOKHOCTTA AbPIKABUTEC YJICHKHU Ja HAYUCIABAT
TaKCH 3a IEHHOCTUTE MO HACTOSIIUS PErIIaMCHT, IIPpHU YCJIOBHUC Y€ pasMCPBHT HA TAKCUTEC €
OIPCACIICH 11O IMPO3pavYCH HAYUH U Bb3 OCHOBA HA NPUHIOUIIUTC 3a IOKPUBAHC HA

pasxoure.

2. JbpxaBute wieHkn nHGpopmupatr KomucusTa 1 ocTaHAIUTE IbpP)KaBU WICHKH Hal-MaJIKoO
TPH Mecela Ipey 1a IpueMar CTpyKTypaTta U pazMepa Ha Takcure. CTpykTypara u

PasMEPBT Ha TAKCUTE CC OIMOBCCTABAT IIPU ITOUCKBAHC.

Ynen 112
Qunancupane Ha OelHocmume no onpeoesHeno

U HaOIOOeHUemo Ha HOMUpUYUpaHume opeauu

Pa3xoaute, cBbp3aHu ¢ JEMHOCTUTE 32 ChBMECTHO OIIEHABaHe, ce nmokpuBat oT Komucusara. Upes
akToBe 3a u3nbiIHeHUe KomucusTa onpezaens pazMepa U CTpyKTypaTa Ha IMOAJISKaIUTEe Ha
BB3CTAHOBSIBAHE Pa3Xo/U U JIpyruTe HeOOXOJUMHM IIpaBUia 3a mpuiaraHe. Te3u akToBe 3a
U3ITBJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLIEypaTa M0 pas3riexIaHe, IocoueHa B ujieH 114,

naparpag 3.
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Ynen 113

Canxyuu

JIbpKaBHUTE YICHKH yCTAaHOBSIBAT CHCTEMA OT CAHKIMH, IPHJIOKHUMH MIPH HApYLICHUE Ha
pasnopendy Ha HACTOSIIIHS PETJIAMEHT, U B3eMaT BCHYKH MEPKH, HEOOXOIMMHU 3a OCUTYpsIBAaHE Ha
npuiarasero uM. CaHkiuure TpsOBa 1a ObaaT epeKTUBHU, Chpa3MEpHH U Bb3NHUpAIln. JbpxaBuTe
yieHKH HOTH(uuupat Ha KomucusTa Te3u pa3nopendu u MepKu J10.... [3 Mecera rmpeay HadaaHaTa
Jara Ha npujiaraince Ha HaAaCTOAIIHA pernaMeHT], BKIIFOUHUTCIIHO U A HOTI/I(i)I/IHI/IpaT He3abaBHO 3a

BCAKO ITOCJI€ABAIIO H3MCHCHHUE, KOCTO I' 3acsra.

I'JTIABA X

3AKJIOUYUTEJIHU PA3IIOPEABU

Ynen 114

IIpoyeoypa na komumem

1. Komucusra ce nmoamomara oT KomurteT 110 MEIUIMHCKHUTE M3aeausl. To3u KOMUTET €

koMuTeT 1o cmuchia Ha Permament (EC) Ne 182/2011.

2. [Tpu mo3oBaBane Ha HacTosmus maparpad ce npunara wieH 4 ot Pernmament (EC)

Ne 182/2011.
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3. [Tpu mo3oBaBane Ha HacTosmus maparpad ce nmpunara wieH 5 ot Pernmament (EC)

Ne 182/2011.

Koraro komuteTsT He aje ctaHoBuIle, KoMucusaTa He mpueMa mpoeKTa Ha akT 3a
U3IIBJIHEHHE U ce Ipuiara wieH 5, naparpad 4, tpera anuses ot Pernament (EC)

Ne 182/2011.

4. [Tpu mo3oBaBaHe Ha HacTosIMs naparpad ce npwiara wied § ot Pernament (EC)

Ne 182/2011 BBB BpB3Ka ¢ 4iieH 4 WM 5 OT HETO, B 3aBHCUMOCT OT CITydasi.

Ynen 115

VYnpaosicnasane na oenecuparemo

1. [IpaBomomueTo 1a mpueMa Jeserupalu akToBe ce npenocTass Ha KoMmucusita npu

CITa3BaHC HA MPCABUACHUTC B HACTOAIIUA YJICH YCIIOBUS.

2. [IpaBoMotHEeTO M@ MpreMa JeJIeTUPaH aKTOBE, MOCOYEHO B ujieH 1, maparpad 5, unen 3,
yned 10, maparpad 4, wien 18, maparpad 3, unen 19, naparpad 4, unen 27, naparpad 10,
uneH 44, maparpad 11, unen 52, maparpad 5, unen 56, maparpad 6, uien 61, maparpad 8,
uneH 70, maparpad 8 u unen 106, maparpad 15, ce npenocraBs Ha Komucusita 3a cpok ot
NeT FOJMHM, CUUTAHO OT ... [[jaTaTa Ha BIM3aHE B CHJIA HAa HACTOSILUS PEriaMeHT).
Komucusra u3roTsst JOKJ1aJ OTHOCHO JI€JIETUPAHETO HAa IPABOMOIIINS HE MO-KbCHO OT
JIeBET Mecela Mpear N3TUIaHETO Ha METTOIUIIHUS CPOK. Jlenernpanero Ha MpaBOMOIIUS
ce MPOABIKaBa MBJIYAIMBO 32 CPOKOBE C €IHAKBa MPOIBIKUTEITHOCT, OCBEH aKo
EBponeiickusar napaameHT wiu ChBETHT HE BB3pa3AT CPEILy MOA0OHO MPOAbIKaBaHe HE

IIO-KBCHO OT TpH MECCla IMPEaAN U3THIAHCTO Ha BCCKU CPOK.
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JlenerupaneTo Ha MPaBOMOIIHS, TIOCOYCHO B WicH 1, maparpad S, wien 3, uien 10,
naparpad 4, unen 18, maparpad 3, unen 19, naparpad 4, uinen 27, maparpad 10, uien 44,
naparpad 11, unen 52, maparpad 5, unen 56, maparpad 6, unen 61, maparpad 8, unen 70,
naparpad 8 u unen 106, maparpad 15, moxke 1a Ob/ie OTTETTICHO MO BCSKO BPEME OT
EBponeiickus napiaamenT uian oT CbBeta. C peleHneTo 3a OTTErsHe ce MpeKpaTsBa
MOCOYEHOTO B HETO JIeNIeTrHpaHe Ha mpaBoMoInusi. OTTETIISIHETO MOpaXkaa IeHCTBHE B ICHS
cien myOJIMKyBaHETO Ha perieHueTo B Oguyuanen secmuuk na Eeponetickus cv03 Unm Ha
M0-KbCHA J]aTa, TOCOYEHa B pelieHneTo. To He 3acsra eHCTBUTEIIHOCTTA Ha JAeJIerupaHuTe

dKTOBEC, KOMTO BCYC Ca B CUJIA.

[Ipenu npuemaneTo Ha fenerupan akT KoMucusita ce KOHCYITHpa ¢ eKCIEPTH,
OIMPCACIICHU OT BCAKA AbprKaBa YWICHKA B CbOTBCTCTBUC C IIPUHIIUIINUTEC, 3aJICTHAJIN B
MeXIyHHCTHTYIIMOHAITHOTO criopazyMenue ot 13 anpun 2016 r. 32 mo-m1o6po

3aKOHOTBOPYECTBO.

Bennara cinen kato npueme nenerupan akt, Komucusta Hotuduimpa akra e THOBpeMEHHO

Ha EBporneiickus napnament u Ha CbBeTa.

JlenerupaH axT, IPHUET ChITIACHO ujieH 1, maparpad 5, wien 3, unen 10, maparpad 4, unen
18, maparpad 3, unen 19, maparpad 4, unen 27, maparpad 10, uien 44, naparpad 11, anen
52, maparpad 5, wien 56, maparpad 6, wieH 61, maparpad 8, unen 70, maparpad 8 u dineH
106, maparpad 15, Bmu3a B ciiia €TMHCTBEHO ako HUTO EBponeicKusIT mapiaMeHT, HUTO
CbBeThT HE ca MPEICTABUIN B3PAKEHHSI B CPOK OT TPU Mecela cliel] HOTU(PHUIIMPAHETO 3a
akta Ha EBpomneiickus mapiamenTt u Ha ChBeTa, WM aKO MPeIr U3TUYAHETO Ha TO3U CPOK
u EBporneiickusT napnament, 1 CbBeTHT ca yBepomun Komucusra, ue Hsima 1a
MIPEICTABAT Bh3paxkeHHs. [l0COUeHHST CPOK ce yIbiDKaBa ¢ TpU Mecela 10 HHUINAaTHBa Ha

EBponelickus napnameHT win Ha CbBeTa.
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Ynen 116

Omoennu deﬂeeupaHu aKkmoee 3a pasjiudHume deﬂeeupaHu npasomowusl

Komucusra ImpueMa OTACIICH ACJICTUPAH aAKT BbB BPb3Ka C BCAKO IMIPAaBOMOIINEC, KOCTO e

ACJICTUPAHO CHIIACHO HACTOAIIUA PECTIIAMCHT.

Ynen 117
Hsmenenue na /fupexkmusa 2001/83/EO

B npunoxenne [ koM Jupexrusa 2001/83/EO Touka 12 ot pazzmen 3.2 ce 3aMeHs ChC CIEIHOTO:

»(12)  KoraTo mpoayKT ce ypexxa ¢ HacTosIaTa TMpeKTUBa ChriacHo uieH 1, maparpad 8,
BTOpa ajMHes Wi uieH 1, naparpad 9, sropa anuses ot Pernament (EC) 2017/... Ha
Esponeiickus napiament 1 Ha ChBeTa* ", TOKyMEHTaIMATA 32 U3aBaHe Ha Pa3pellcHUE 3a
ThPIrOBUS BKJIIOUBA, AKO Ca HAJMYHH, PE3YJITaTUTE OT YacTTa 3a OLIEHsBaHE Ha
CHOTBETCTBUETO HA U3EJIMETO C PEIEBAHTHUTE OOIIM M3UCKBaHUA 32 O€30MACHOCT U
JIeIICTBHE, yCTAHOBEHU B IIPUJIOKEHUE | KbM ChILKSA perjaamMeHT, cbabpkauy ce B EC
JeKIapalusaTa 3a CbOTBETCTBUE HA IPOU3BOIUTEINS UM B ChOTBETHUS U3/1aJIEH OT
HOTU(UIMPAH OpraH cepTU(UKaT, JaBalll IPaBo Ha MPOU3BOAUTENS Ja HAHECE

MapKupoBkara ,,CE BBpXy MEIULIUMHCKOTO U3JIENHE.

* OB: Mo, BbBenIeTE CEpUITHUS HOMED Ha peryiaMeHTa ot Aok. st10728/16.
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Axo AOKYMCHTalUMATa HC CbAbpiKa PE3YJTATUTC OT OLUCHABAHCTO HA CbOTBETCTBUCTO IO
IbpBa aJIMHES ¥ KOTaTO 32 OLEHSIBAHETO HAa CHOTBETCTBUETO HA U3ITOJI3BAHOTO
CaMOCTOSITEITHO U3/ICNIUE CE U3UCKBA YYaCTUETO HA HOTU(UIIUPAH OpPraH ChIIIAaCHO
Pernament (EC) 2017/...", opranbT U3MCKBa OT 3asBUTENS 1a NPEACTaBH CTAHOBHUIIE 32
9acTTa 3a ChOTBETCTBHETO HA M3JICIMETO C TPUIOKUMHUTE OOIIM N3UCKBAHUS 32
0€30MacHOCT U JICUCTBHE, YCTAHOBEHH B MPHIIOKEHHE | OT MOCOUEHUS periaMeHr,
OIPCACIICHU OT HOTI/Iq)I/II_II/IpaH opraH, onpCACJICH CbIJIACHO CHbIIUA PCTIIAMCHT 3a JAaACHUA

THIT U3CJIUC.

Pernament (EC) 2017/... na EBponetickus napiameHnT u Ha CbBeTa OT....... 3a
MEIUIIMHCKUTE U3emus, 3a usMeHenne Ha J{upexrtusa 2001/83/EO, Pernament (EO)
Neo 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsiHa Ha TUPEKTUBH
90/385/EMO n 93/42/EVO na CeBeta (OB L ..., ..., ctp. ...). "™

* OB: Mouts1, BbBEICTE CEPUITHHS HOMEP Ha peryiaMeHTa ot A0kK. st10728/16.

++ OB: Mo, BbBeieTe JaHHUTE 3a IMyOJIMKYBAHETO Ha periaMeHTa oT Jok. st10728/16.
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Ynen 118
Usmenenue na Pecnamenm (EO) Ne 178/2002

B unen 2, tpera anunest ot Pernament (EO) Ne 178/2002 ce no6ass cieqHata Oyksa:

1) MEIUIIMHCKY u3Aenus no cMuchia Ha Pernmament (EC) 2017/... na EBponeiickus

4
napiaMeHT 1 Ha CbBeTta .

* Pernament (EC) 2017/... na EBponeiickus mapnamenTt u Ha CpBeTa OT....... 3a
MEIUIMHCKUTE U3emus, 3a usmeHenne Ha J{upextusa 2001/83/EO, Pernament (EO)
Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oT™MsiHa Ha TUPEKTUBU
90/385/EMO u 93/42/EVO na CeBeta (OB L ..., ..., ctp. ...). ™.

Ynen 119
Hsmenenue na Pecnamenm (EO) Ne 1223/2009

B unen 2 ot Permament (EO) Ne 1223/2009 ce no6aBs cneguust naparpad:

4. ITo uckane Ha AbprKaBa WICHKA WIK N0 CBOsA MHMIMATHBa KoMucusta Mmoxe 1a npuema
HEOO0XOAMMUTE MEPKH, 3a Ja ONpPENeN Al KOHKPETEH MPOIYKT WM IpyTna IPOaAyKTH
norajar B 00XBara Ha ONpe/IeICHUEeTO Ha ,,KO3MeTHuUeH NpoayKT™. Te3u mepku ce
IpHeMar B CbOTBETCTBUE C MPOIIEAypaTa o peryaupaHe, peiBuieHa B ujieH 32,

naparpad 2.

" OB: Moutst BbBEICTE CEPUITHISI HOMEp Ha perjiaMeHTa ot J0K. st10728/16.

++ OB: Mo, BbBeieTe JaHHUTE 3a IMyOJIMKYBAHETO Ha periaMeHTa oT Jok. st10728/16.

10728/4/16 REV 4 302

BG



Ynen 120
IIpexoonu paznopeoou

l. Or ... [HayanHaTa JaTa Ha MpUJIaraHe Ha HACTOSILIUS PErjiaMeHT]| Besika Iy OJIuKaius Ha
HOTU(UKAIU BbB Bpb3Ka C HOTU(UIMPaAH opraH chriaacHo nupektusu 90/385/ENO u

93/42/EMO crtaBa HEBAIUIHA.

2. Ceprudukarure, n31a0eHA OT HOTU(QUIIPAHH OpraHu cbriiacHo aupexTusu 90/385/ENO
n 93/42/ENO nipeny .... [maTarta Ha BIM3aHE B CHJIA HA HACTOSIINS PETIIAMEHT], OCTaBaT
BaJIMJIHU JI0 U3TUYAHE HA CPOKA, IOCOYEH B ChOTBETHUS CEPTU(UKAT, C U3KIIOUCHHUE Ha
cepTU(HKaATUTE, U3/1aJICHU B ChOTBETCTBHE ¢ Npuioxenue 4 kbM upextusa 90/385/EMO
i ¢ npunoxkenue IV kem upextuna 93/42/ENO, kouTo craBaT HEBAJIMIHU HAl-KbCHO

Ha.... [I[Be rOAWHU CJIC HadaJIHATaA JaTa Ha MpUjiaraHe Ha HACTOAII A pGFHaMeHT].

CepTudukatute, U31aJeHA OT HOTUDUITUPAHH OpraHu chriacHo qupektuu 90/385/ENO
u 93/42/ENO, cunTaHo OT ... [1aTaTa Ha BIM3aHE B CHJIa HA HACTOSIIUS PETIIAMEHT],
OCTaBaT BAJIUAHM JI0 Kpas Ha MEPHOJIa, TOCOYEH B CHOTBETHUS CepTU(UKAT, KATO TOM HE
HAJXBBHPJIA MET TOAWHHU CJe]l u3aBaHeTo Ha cepTudukara. CepTudukratute odaue cTaBaT
HEBAJIU/IHU HA .... [YETHPHU TOJIMHU CJIEJ] HauajHaTa JaTa Ha pujaraHe Ha HacTOSIIUS

peranameHT].
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3. Upes neporanus OT WICH 5 OT HACTOSIIIHS PETJIaMEHT, U3/IeIie, CEPTH(PHUKATHT 32 KOETO ©
m3naneH B ceoTBeTcTBHE ¢ JJupextuBa 90/385/ENO nnm upextura 93/42/ENO u xoiiTo €
BAJIMJICH CHIIIACHO Maparpad 2 oT HACTOSIIKUS YWICH, MOXe Ja ObJIe IyCHATO Ha Ta3apa Wil
MyCHATO B JICKCTBHE CaMO aKO — CYMTAHO OT HaYaJIHATA J]aTa Ha MpUiaraHe Ha
HaCTOAIIUA peFHaMCHT — HpO,Z[’bH)KaBa Ja CbOTBCTCTBA HA UBHUCKBAHUATA HA HAKOA OT
OBETC ITOCOYCHU I[I/IpeKTI/IBI/I 1 aKO HJIMA 3HAYUTCIIHU HpOMGHI/I B HpOCKTa NIIn
HpeI[HaSHaquI/IeTO MYy. BT)HPGKI/I TOBA N3UCKBAHUATA HA HACTOAIIUA pernaMeHT, CB"I)p?;aHI/I
C HaJI30pa ciie/l IMMyCKaHe Ha Ma3apa, HaJi30pa Ha ma3apa, MpocjeIsiBaHeTo Ha
0€30MacHOCTTa, PETUCTPAIIUATA HA HKOHOMUYECKHUTE ONIEPATOPH U Ha U3JICIIUATA, CC

npujiarat BMECTO CbOTBCTCTBAIIUTC UM U3UCKBAHUS HA MOCOUCHUTC JUPCKTUBH.

be3 na ce 3acarar riasa IV u naparpad 1 ot HacTosmys wieH, HOTU(GUIUPAHUAT OpraH,
u3zaji cepTUduUKaTa o IbpBa aluHEs, IPOAbJKaBa /1a OTTOBaps 3a YIPaKHABAHETO Ha
MOAXOIAI] Ha[30P 110 OTHOIIEHNE HA BCUYKH ITPWJIOKUMH U3UCKBAHUS, OTHACSIIHN €€ 10

cepTu(UIUPaHOTO OT HETO U3JIEIHE.

4. W3nenus, KOUTO ca 3aKOHHO ITyCHATH Ha Ma3apa cbriacHo aupektusu 90/385/ENO u
93/42/EMNO npeny ... [HavanHaTa AaTa HA MpUjIaraHe Ha HACTOSINIUS PETIaMEHT], |
U3JIeIMsl, KOUTO ca IyCHATU Ha Mas3apa oT ... [HadajgHaTa JaTa Ha IpUaraHe Ha
HACTOSIINS PETJIAMEHT| B3 OCHOBA Ha cepTU(UKAT 1o maparpad 2 oT HaCTOSIINS WICH,
MoraT Jia IpoJbJDKAT Jla Ce MIPEeJOCTaBAT Ha a3apa WM J1a ce IycKaT B AEHCTBHE 1O ....

[HeT TFOAWHU CJICH HAYAJIHATA JdTa Ha [MPpUJIaraHe Ha HACTOAIIN A pernaMeHT].
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5. Upes neporanus ot qupektusu 90/385/EMO u 93/42/ENO, u3nenusra, KOUTO OTTOBAPST
Ha M3MCKBAHMATA HA HACTOSIIMS PETJIAMEHT, MOTAT Jia Ce MyCKaT Ha ra3apa MpeH...

[HaqanHaTa JaTa Ha Ipujiaraine Ha HaCTOAIINA pernaMeHT].

6. Upes neporauus ot nupextusu 90/385/EMO u 93/42/ENO opranute 3a olleHsIBaHE HA
CHOTBETCTBUETO, KOUTO OTTOBAPAT HA M3MCKBAHUSATA HA HACTOSIIIHS PErJIaMEHT, MOTaT Ja
ObJaT onpeneassHI U HOTU(PULIMPAHU NPEaH ... [HayajHaTa JlaTa Ha [pujlaraHe Ha
HaCTOSIIUS periiamenT|. HoTuduumpanure opranu, KOUTO ca ONPeIeICHH U
HOTU(UIIUPAHU CHITIACHO HACTOSIIIINS PErJIaMEHT, MOTaT J1a MMPOBEXK/IAT MPOIICTYPHUTE 32
OLICHSBaHE Ha CHOTBETCTBUETO MO HACTOSIINS PETJIaMEHT U JIa U3/1aBat cepTudukaTu
CHIIIACHO HACTOSIIIMS PErJIaMeHT MPeH ... [HayalHaTa JlaTa Ha MPUJIaraHe Ha HACTOSIITUS

peraameHT].

7. [lo oTHOLIEHNE HA U3/IENMATA,3a KOUTO CE MpUJIara rnpoleaypaTa o KOHCyJITalus 1o 4jaeH
54, ce mpunara maparpad 5 OT HACTOSIIUS YJI€H, PU yCJIOBHUE Y€ ca OWIIM HAIpaBEHU

HeoOxoaumuTe HazHaueHus B KI'MU u excriepTHUTE Tpynn.
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10.

Upes neporanus ot wicH 10a u wien 106, maparpad 1, Oyksa a) ot Jlupextuna
90/385/EMO u unen 14, naparpadu 1 u 2 u unen 14a, naparpad 1, Oyksu a) u 0) ot
HupextuBa 93/42/ENO, ce cuuta, ue NpOU3BOJUTEINTE, YIIBIHOMOILECHUTE
MPEICTAaBUTENH, BHOCUTEIUTE U HOTU(PHUIIMPAHUTE OPTraHu, KOUTO Mpe3 MepHoa,
3armoyYBalll Ha MO-KbCHATA OT IaTUTE, MOCOYeHU B WwieH 123, maparpad 3, OykBa r), KOWTO
pUKITIOYBa e 18 Mecena, cra3at wieH 29, naparpad 4 u wien 56, nmaparpad 5 ot
HACTOSIIUS PETJIAMEHT, CE CYUTA, Ye CIa3BaT 3aKOHOBUTE U MOJ[3aKOHOBUTE AKTOBE,
MIPUETHU OT IBP’KABUTE YJIEHKH ChOTBETHO ChriacHo uieH 10a ot Jupextuna 90/385/ENO
unu uneH 14, naparpadu 1 u 2 ot upextuna 93/42/EVIO u cbOTBETHO CBHITIACHO YJIEH
106, maparpad 1, Oyksa a) ot Jupekrusa 90/385/ENO nnu unen 14a, maparpad 1, Oyksu
a) u 0) ot Jupextuna 93/42/EN0O, kakto e mocoueHno B Pemenne 2010/227/EC.

PaBPGHIeHI/IHTa, N3JaACHHU OT KOMIICTCHTHUTC OPraHd Ha AbPiKaBUTC YJICHKH ChITIACHO
e 9, maparpad 9 ot Hdupextusa 90/385/ENO wnm unen 11, maparpad 13 ot Jlupektrura

93/42/ENO, ocTtaBaT BaIMIHM 32 CPOKa, ONIPEICIICH B Pa3peIICHUETO.

W3nenusTa, nonagany B 00XBaTa Ha HACTOALIMS PETJIaMEHT ChIJIaCHO wieH 1, maparpad 6,
OyKBH €) U 5K), KOUTO 3aKOHHO Ca ITyCHATH Ha Ia3apa WM B JIeHCTBUE B ChOTBETCTBHE C
JeiicTBaIlMTE MpaBUjIa B IbP/KaBUTE WICHKU IIPEIN ... [HayaHaTa JAaTa Ha MpujaraHe Ha
HACTOSIIHUS PErJIAMEHT|, MOTaT J1a MPOBJKAT Aa Ce IIyCKaT Ha Ma3apa U Ja ce IyCKaT B

,Z[CI\/'ICTBI/IC B CbOTBCTHUTE ABPIKABU YJICHKHU.
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11. Knuanunute uscienBanus, KOUTO ca 3amoyHain cbriacHo wieH 10 ot JupextruBa
90/385/EVO wm unen 15 ot dupextusa 93/42/EVO nipeay ... [HadamHaTta gaTa Ha
MpUJIaraHe Ha HACTOSIIUS PEryiaMeHT |, MOTaT Ja MPOIBJDKAT J1a ce mpoBexaat. OT....
[HayanHaTa aTa Ha MpUJIaraHEe HAa HACTOSIIUS PETJIaMEeHT| o0ade JOKIaIBaHETO 3a
CEpUO3HUTE HEKETIAaHU CHOUTHS U HEAOCTATHIIUTE Ha M3/ICTHUATA CE U3BBPIIBA CHIIIACHO

HaCTOAIIMA PCrIIaMCHT.

12. JHokaro KomucusTa He onpeesii u3aaBaiiuTe CyOeKTH B ChOTBETCTBHE C WiieH 27,

naparpad 2, GS1, HIBCC u ICCBBA ce cunrar 3a onpeeieHuTe U3aaBamii CyOeKTH.

Ynen 121

Ouyenka

o ... [ ceneM roauHu cjeja HayajgHaTa JaTa Ha Mpuiiaraine Ha HacTosuus periaament| Komucusira
M3BBPIIBA OLIEHKA Ha MPUJIAraHETO HAa HACTOSIINS PETJIaMEHT U U3rOTBS JOKIIAJl 3a OllEHKa Ha
HampebKa o OTHOUIEHHE Ha TOCTUTAaHETO Ha HETOBUTE 1IEJIH, BKIIIOYBAII] OLIEHSIBaHE Ha
pecypcuTte, He0OOXOIMMU 3a PUIATaHEeTO Ha HACTOALIMUS peryiaMeHT. CreraiHo BHUMaHHUE ce
OTJIeNIsI Ha TPOCIEIMMOCTTa HA MEAUIIMHCKUTE U3JICNHSI Ype3 CbXPaHEHHE B ChOTBETCTBUE C YJICH

27 na UDI 0T NKOHOMHYECKUTE ONepaTOPH, JIeYeOHUTE 3aBEJICHUS U METUIIMHCKUTE CTICIIUATUCTH.
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Ynen 122

Ommsna

bes na ce 3acsira unen 120, maparpadu 3 u 4 0T HACTOSIIUS PETIIAMEHT, 3abJKCHHUSITA Ha
I'bP>KaBUTE YWICHKU U MPOU3BOAMTEINTE BB BPb3Ka C MPOCIEIIBAaHETO HAa O€30IacHOCTTa
3aJIbJKEHUATA HAa IPOU3BOIUTENINTE BbB BPB3Ka C MPEJOCTABSIHE HA JOKYMEHTAIMSI ChIVIACHO
mupektusu 90/385/ENO u 93/42/ENO, mocoueHnTe TUPEKTUBU CE OTMEHST, CYUTAHO OT ...

[Ha‘IaHHaTa JiaTa Ha npujiaraie Ha HAaCTOAIIHA pernaMeHT], C U3KJIFOYCHHUC HaA:

— ynerose 8 u 10, wien 100, nmaparpad 1, Oyksu 0) u B), unen 1006, maparpad 2 u uien 100,
naparpa¢ 3 ot Jupexrusa 90/385/ENO, kakTo U 3abJDKEHUATA, CBBP3aHU C
IpoclieAsiBaHEeTO Ha 0€30MacCHOCTTa M KIIMHUYHUTE U3MUTBAHNUS, IPEIBUICHH B
CHOTBETHUTE MPUIIOKEHUSI, KOUTO CE€ OTMEHAT, CYUTAHO OT MO-KbCHATA OT JJaTUTE,

nocodeHu B wieH 123, maparpad 3, OykBa ) OT HACTOSIIUS PETIAMEHT;

— yined 10a u unen 1006, maparpad 1, 6yksa a) ot JupextuBa 90/385/ENO, kakTo u
3aIbJDKEHUSATA, CBBP3aHU C PETUCTPAIIMATA HA U3/ICTUATa U HKOHOMUYECKHUTE ONIEPaTOPH,
Y C YBEJIOMJICHUSTA 32 CepTUPUKATUTE, PEABUACHU B CHOTBETHUTE MPUIIOKEHHSI, KOUTO
ce OTMEHSAIT, CYUTAHO OT 18 Mecera cielr mo-KbCHaTa OT JATHTE, IIOCOYCHH B WiieH 123,

naparpag 3, OykBa I) OT HaCTOSIIHS PETJIAMEHT;
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- yied 10, unen 14a, naparpad 1, OykBu B) u r), uieH 14a, maparpadu 2 u 3 u uinien 15 ot
Jupextua 93/42/EVO, kakTo M 3abJDKEHUATA, CBBP3aHH C MPOCIICIIBAHETO HA
0€30MacHOCTTa U KJIMHUYHUTE U3MUTBAHUS, IPEABUICHN B CHOTBETHUTE MPUIIOKECHHUS,
KOUTO C€ OTMEHSAT, CYUTAHO OT MO-KbCHATa OT aTUTe, MOCOYeHH B uieH 123, maparpad 3,

OyKBa I') OT HACTOSIIIUS PETIAMEHT; U

— uneH 14, naparpadu 1 u 2 u unenl4a, maparpad 1, 6yksu a) u 6) ot Jlupexkrusa
93/42/EMNO, xaKTo U 3aAbJDKEHUSITA, CBbP3aHH C PETHCTPALMATA HA U3ACTHUATA U
MKOHOMUYECKUTE OIIEPAaTOPH, U C yBEIOMIICHUSTA 3a CEPTUPHUKATUTE, TPEIBUICHH B
CHOTBETHUTE MPUI0KEHHSI, KOUTO CE OTMEHST, CYMTAHO OT 18§ Mecena cies mo-KbCHaTa OT

JaTuTe, MocoueHu B wieH 123, maparpad 3, OykBa I') OT HACTOSIIIUS PETJIaMEHT.

[lo oTHOWIEHNE HA U3/AENHATA, TOcOYeHU B uieH 120, naparpadu 3 u 4 OT HACTOSIINS PETJIAMEHT,
JTUPEKTUBUTE, TOCOUYEHHU B II'bPBA aJIUHEs, IPOIBIIKABAT /1a C€ IpUjIarar Ao ... [1eT TOAUHU CIe]
HayaJHaTa JaTa Ha IPUIaraHeTo Ha HaCTOSIIMS PErJIaMeHT] 10 CTeNeHTa, Heo0Xxoauma 3a

MpHUJIaraHeTo Ha IOCOYCHHUTE Taparpadu.

HesaBucumo ot mbpBa anunes, pernamenTs (EC) Ne 207/2012 u (EC) Ne 722/2012 ocraBar B cuia
Y IPOABIKABAT JIa CE MpUIaraT, OCBEH aKo U JOKATO He OBbJaT OTMEHEHHU C aKTOBE 32 M3IIbIIHEHUE,

NpUCTH OT Komucusra ceriacHo HACTOAIIUA PCTIIAMCHT.

ITo3oBaBanmsATa HA OTMEHEHHUTE AUPCKTUBH CC€ CHUTAT 34 MMO30BaBaHHA HAa HACTOAIIUA PETIIAMCHT U
ce 4yeTar choOpa3Ho TabiuIaTa Ha CbOTBETCTBUETO B npuiokenne X VII kbM HacTosus

PCTIIaMCHT.
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Ynen 123

Bnusane 6 cuna u navanna oama Ha npuiacane

1. Hacrosmusar PErIaMCHT BJIM3a B CHJIAa HA ABAJICCCTUA ICH CIIC Hy6J'II/IKy'BaHeTO MYy B

Oguyuanen eecmnuk na Eeponetickus cvios.

2. Toii ce nmpunara ot .... [3 TOMHHU Cle/ 1aTaTa Ha BIM3aHE B CHJIA Ha HACTOS IS
peryiaMeHr].
3. Upes peporarus ot naparpad 2:

a) yjeHoBe 35—>50 ce mpuiarar ot .... [IIIeCT Mecella ciie/l 1aTaTa Ha BIIM3aHe B CHJIa Ha
HACTOSAIIMUS peryiaMeHT|. Bernpeku ToBa, OT mocoyeHara gata 1o .... [HauajgHara gaTa
Ha MpUJIaraHe Ha HACTOSINUS PErjiaMeHT] 3aIbJDKCHUATA Ha HOTU(UITUPAHUTE
OpraHu ChIMIACHO WieHOBe 35—50 ce mpuaraT camo 3a OpraHuTe, KOUTO ca MoAalu

3asBJICHUE 32 OMPEICIITHE B CbOTBETCTBHE C UJieH 38;

06) wienose 101 u 103 ce mpumnarar ot .... [IIeCT Mecela ciie]] 1aTata Ha BIIM3aHe B CHIa

Ha HACTOSIIIUS PETJIAMEHT|;

B)  wieH 102 ce mpuara oT .... [BaHaIeceT Mecella e/ JaTaTa Ha BIM3aHe B CUjia Ha

HACTOSIIIUS PETIaMEHT];
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r)  0e3 ;a ce 3acsrar 3aab/pkeHusITa Ha Komucusa ceriiacHo wieH 34, Korato nopajiu
00CTOATENICTBA, KOUTO HE € MOIJIO Pa3yMHO Jia ce MPEeABUIAT NP pa3pabOTBaHETO
Ha TJIaHa, mocoueH B uieH 34, naparpad 1, Eudamed ne e HanmbiHO pyHKIIMOHATHA
KbM... [TpH TOAMHU ClIe]] JaTaTa Ha BIM3aHE B CHJIAa HA HACTOSILUS pPeriaMeHT],
3aIBJDKCHUATA U U3UCKBAHUATA, KOUTO ce oTHacAT 10 Eudamed, ce mpunarar ot
Jarara, ChOTBETCTBAIIA HA IIIECT MECeIla CJIe]] 1aTaTa Ha Iy OIMKyBaHETO Ha
CBHOOIIEHNETO, TOCOYEHO B uiieH 34, maparpad 3. Paznopendute mo npeaxogHoTo

U3pEUCHHE ca, KAKTO CIIE/IBA:
- jieH 29,

- ujieH 31,

- qJjieH 32,

— uien 33, maparpad 4,

- uieH 40, maparpad 2, BTOpo U3peUeHUE;
— ujeH 42, maparpad 10,

— uneH 43, maparpad 2,

— wieH 44, naparpad 12, BTopa anunes,
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uiieH 46, maparpad 7, OyKBU T) U 1),
ujeH 53, maparpad 2,

uneH 54, maparpad 3,

uieH 55, maparpad 1,

yienose 70 —77,

wieH 78, maparpagu 1 — 13;
yjieHoBe 79— 82;

ujeH 86, maparpad 2,

yyieHoBe 87 u 88,

wiieH 89, maparpadu 5 u 7 u unen 89, naparpad 8, Tpeta anunes,
wied 90,

wieH 93, maparpadu 4, 7 u 8§,

uieH 95, maparpadu 2 u 4,

10728/4/16 REV 4

312
BG



)

— wieH 97, maparpad 2, mociieHO U3peUeHue,
— e 99, maparpad 4;
— unen 120, maparpad 3, mbpBa anuHes, BTOPO U3pEUCHHE.

JHokaro Eudamed He craHe HanmbJIHO (DYHKIIMOHAITHA, CHOTBETHUTE PA3oOpeion OT
mupextud 90/385/EVO u 93/42/EVO npoabikaBar Aa ce MpUiiarar ¢ orjien
U3ITBITHEHUETO Ha 3a/IbJDKCHUATA, IPEIBUICHN B pa3opea0UTe OT CIUCHKA MO
IbpPBa AJMHESI OT HACTOsIIaTa OyKBa, B 00JacTTa Ha 0OMeHa Ha mH(opMarws,
BKJTIOYHMTEITHO MTO-CIIEIMATHO HH(POPMAIUs OTHOCHO, IOKJIaJBAHETO BHB BPB3Ka C
NpOCIIEASIBAHETO Ha 0€30MaCHOCTTA, KIMHUYHUTE U3MUTBAHUS, PETUCTPAIUATA HA

HU3ACIMATAa 1 HA UKOHOMUYCCKUTC OINICpaTOpH, U YBCAOMIICHUATA 34 CepTI/I(l)I/IKaTI/ITC.

wieH 29, naparpad 4 u wieH 56, naparpad 5 ce nmpuiarat, cuutaHo ot 18 mecena

clle]l Io-KbCHATa JlaTa, IocoyeHa B OyKBa r);

3a UMIUTAHTUPYEMUTE U3aenus 1 usaenusata ot kinac 11l unen 27, maparpad 4
3aroyBa Jia ce mpujara oT ... [YeTUpH FOJIMHHU CJIe] 1aTaTa Ha BIW3aHE B CHJIA Ha
HacTosIus pernament]. 3a uznenusra ot kiac Ila u ot xnac IIb unen 27, naparpag
4 3anouBa Aa ce npujara ot ... [IIeCT TOAUHM CJIEe/ JaTaTa Ha BIM3aHE B CUJIa Ha
HACTOSAIIUS periiaMeHT]. 3a u3aenusita ot kiac | unen 27, maparpad 4 3amousa fa ce
npujiara oT ... [0ceM FOJMHU CJIe]] laTaTa Ha BIM3aHe B CHJIa HA HACTOSIIIMS

periaMeHT];
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)  3a M3AenusATa 3a MHOTOKpaTHa ynoTpeda, uuiito Hocuten 3a UDI ¢urypupa Bepxy
caMOToO M3jeNne, WieH 27, maparpad 4 3armousa Ja ce mpujiara JBe TOAUHH CJIC]T
JaTara, mocoueHa B OyKBa €) OT HacTOSIIMs naparpad 3a CbOTBETHUS KJIac U3ACTUL

1o Ta3u OyKBa;

3)  mpolexypara, IocoueHa B ujieH 78, ce mpujara, CHuTaHo OT ... [J€CeT TOAUHU ClIe]T

JaTaTa Ha BJIM3aHE B CUJIa HA HACTOSIIIMS pEryIaMeHT|, 0e3 J1a ce 3acsara 4ieH 78,

naparpad 14;

n) wien 120, maparpad 12 ce mpuiara, C4MTaHO OT ... [JIBE TOAMHH CJIC]T AaTaTa Ha

BJIN3aHC B CHJIa HAa HACTOAII WA pernaMeHT].

HaCTO}IH_[I/ISIT PErIIaMCHT € 3aABJKUTCIICH B CBOATA LSAJIOCT U CC IIpUiara nNpsasko BbB BCUYKU

ABPIKABU YICHKHU.

CBCTaBEHO B .... HA

3a Esponeiickus napramenm 3a Cveema
IIpeoceoamen IIpeoceoamen
10728/4/16 REV 4 314

BG



I[MTPUJIOXXEHUA

I OO01mM N3UCKBaHUA 32 0€30IIaCHOCT U IEHCTBUE

II TexHuuecka JOKyMeHTalus

I1I TexHuuecka JOKyMEHTalMs 3a HaJ30pa cilel IyCKaHe Ha Ias3apa

1Y% EC onexnapanust 3a CbOTBETCTBHE

A% MapxkupoBka 3a cpotBercTBue ,,CE*

VI Nudopmanus, KosATO ce IpeCTaBs MPU PETUCTPALINATA Ha H3/ICITUATAa 1 HKOHOMHUYECKHUTE
OTIEPaTOPH B CHOTBETCTBUE C WiieH 29, maparpad 4 u uneH 31; OCHOBHU JaHHH, KOUTO CE
npenocTaBsaT Ha 6a3ata nannu 3a UDI, 3aenno ¢ UDI-DI, B choTBeTCTBUE C uieHOBE 28 U
29; u cucrema 3a UDI

VII W3uckBanusi, Ha KOUTO TPsIOBa a2 OTTrOBAPST HOTU(DUIIUPAHUTE OPTaHU

VIII [IpaBuina 3a knacudukanus

IX OrueHsiBaHe Ha ChOTBETCTBUETO Bb3 OCHOBA HA CUCTEMA 3a YIIPABJICHHUE HA KAY€CTBOTO U
OIICHSABAaHE HA TEXHUYECKATA TOKYMEHTAIIMS
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X OneHsiBaHEe Ha ChOTBETCTBUETO Bb3 OCHOBA Ha M3CJIEIBAHE HA TUIIA

XI OrueHsiBaHe Ha CHOTBETCTBUETO Bb3 OCHOBA HA MPOBEPKA HA ChOTBETCTBUETO HA MPOIYKTA
XII Ceprtudukarty, n3gaBaHu OT HOTU(UIMPAHUTE OPTaHU

XTI [Ipouenypa 3a u3aenus, n3paboOTEHH M0 MOPHUYKA

X1V KinHnyHa onieHKa ¥ KIIMHUYHO MIPOCiesBaHe Ciel IyCKaHe Ha Maszapa

XV Knunnynum n3nutBanus

XVI CrnuchK Ha TPYNUTE MPOAYKTH 0€3 MEIUIIMHCKO MTpeAHa3HauYeHne, TOCOYEHH B WIEH 1,

naparpad 2

XVII TaOmuna Ha CHOTBETCTBUETO
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HPUJIOKEHUE 1

OBILU U3UCKBAHNS 3A BE3OITACHOCT U JIEUCTBUE

I'naBal

OO0 N3NCKBaHUA

1. W3nenusita uMat AecTBUETO, MPEABUICHO OT TEXHUS IPOU3BOAUTEN, U C€ IPOEKTUPAT U
MIPOM3BEXKIAT TaKa, Y€ MPU HOPMAIHU yCIIOBUS Ha ynoTpebda Ja ca MmoAXOoIsAIIH 32
MperHa3HauYeHueTo cu. Te ca 6e3onmacHu v eheKTHUBHH U HE 3aCTpallaBaT KIMHUYHOTO
CHhCTOSTHUE WIIM OE€30MMAaCHOCTTA HA MAIIMEHTUTE WIIM O€30MMaCHOCTTA U 3]JpaBEeTO HA
MOTPEOUTENUTE WU, aKO € MIPUII0KKUMO, Ha APYTH JIUIA, TIPH yCIIOBUE Y€ BCEKH €IUH PUCK,
KOWTO MOE JIa CE CBBPIKE C yImoTpedaTa UM, IPEICTaBIsIBA IIPUEMITHB PUCK, TTPECIICHECH
CHPSIMO TOJI3UTE 32 MAIMEeHTa, U Y€ CaMUTe W31 OTITOBapAT Ha BUCOKO HUBO Ha
3aKpuiia Ha 3/[paBeTo U OE30MaCHOCTTa, KaTO C€ OTYUTAT OOIIONPUETUTCHAN-HOBU HAYYHH

JOCTHOKCHUS.

2. I/I3I/ICKBaHCTO, NpEeABUACHO B HACTOAIIOTO NPUIIOKCHHUEC C LCIT HaMaJIIBaAHC Ha PUCKOBCTC,
JOKOJIKOTO € Bb3MOXHO, O3Ha4aBa HaMaJIIBAHC Ha PUCKOBETC, JOKOJKOTO € Bb3MOKHO,

0e3 OTpHUIIATETHO BB3/ICHCTBUE BHPXY CHOTHOIIEHUETO MEX/IY PUCKA U MOJIZUTE.

3. [IpousBoauTenuTe ycTaHOBSIBAT, MpUiaraT, JTOKyMEHTHpAT U MOAIbpPKAT CUCTEMA 32

yIpaBJIeHUE Ha PUCKA.
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VYrpaBieHHETO Ha pUCKa ce pa3dupa KaTo HEMPEKbCHAT MPOIIEC MPe3 LeNUs
€KCIUTIOATAIMOHEH CPOK Ha M3/ETHETO, N3UCKBAI PEIOBHO M CUCTEMAaTUYHO

aktyanusupase. [Ipu ynpasneHneTo Ha pucka IpoOU3BOJUTEIHTE:
a)  Cb3JaBaT U JOKYMEHTHUPAT IUIaH 3a yIpPaBJICHUE HAa PUCKA 32 BCAKO U3JIEIIHE;

06) HalensA3BaT U aHAJIM3UPAT U3BECTHUTE U MPEABUIUMHTE OMTACHOCTH, CBBP3aHU C

BCSIKO U3JCINC;

B) MNpEUCHABAT U OLUCHABAT PUCKOBCTC, CBbP3aHU U Bb3HUKBAIIIW 110 BPEMC Ha

npeBUeHaTa ynoTpeda u Ipy pa3yMHO IpeaBUIMMa HETIpaBUIIHA yHIOTpeOa;

r) MpeMaxBaT WX KOHTPOJIUPAT PUCKOBETC, IOCOYCHU B 6y1(Ba B), B CBOTBCTCTBHC C

M3HUCKBAHMTA HA pa3nen 4;

1)  OLEHSBAT Bb3JEHCTBUETO HA MH(OpPMAIHMTA OT €Tarna Ha MPOU3BOJICTBO, U I10-
CIEIMAJIHO OT CUCTEMATa 3a HaA30p CJIe] IIyCKaHETO Ha I1a3apa, BbPXY ONaCHOCTHUTE
Y 4E€CTOTaTa Ha TAXHOTO NOSBABAHE, BbPXY MPELIEHKATa Ha CBbP3aHUTE C TAX
PHUCKOBE, KaKTO U BbPXY LAJIOCTHHS PUCK, CBOTHOLLIEHUETO MEXIY PUCKA U ITOI3UTE

U MIPpUEMJIMBOCTTA Ha PUCKaA; U

€)  Tpu HEOOXOJUMOCT U3MEHAT MEPKUTE 32 KOHTPOJ B ChOTBETCTBHE C M3UCKBAHHITA
Ha pa3zien 4 Bb3 OCHOBA Ha OIICHKaTa Ha BB3JCHCTBUETO Ha MH(OpMAIHITA,

nmocoueHa B OykBa 1).
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4. Mepxkurte 3a KOHTPOJI Ha pUCKa, BB3IPUETH OT MIPOU3BOJUTENINTE IIPU IPOCKTUPAHETO U
MIPOU3BOJICTBOTO HA M3/EHATA, OTTOBAPAT HA MPUHIUINTE 32 0€30I1aCHOCT, KaTo Ce
OTYMTA OOIIONPUETOTO AKTYATHO ChCTOSHUE HA TEXHOJIOTUUTE. 3a J]a HAMAJIAT PUCKOBETE,
IIPOU3BOJIUTENINTE TH YIPABIABAT 110 TAKbB HAUMH, Y€ J1a CE CTUTHE 10 3aKII0YEHHUETO, Ye
BCEKHU OCTATBUYEH PUCK, CBBP3aH C OT/AEJIHA ONIACHOCT, KAKTO U LISUIOCTHUAT OCTaThbUCH
PUCK, ca MpUeMIIMBH. 3a J1a u30epat Hall-MoAXOAAIIUTE PELICHNS, TPOU3BOIUTENINTE

Inpujiarat moco4ucHara 1mo-10J1y nmopeadHoCT Ha IPUOPUTCTUTE:

a)  OTCTpaHsBaHE WM HaMallsBaHEe Ha PUCKOBETE, JOKOJIKOTO € Bb3MOXKHO, Upe3

0€e301acHO IMPOCKTHUPAHC U ITPOU3BOACTBO,

0) Koraro e menechbo0pa3Ho, MpeanpreMane Ha MOAXOASIIU IPeIIa3Hu MEPKH,
BKITFOUMTEITHO MPU HEOOXOIMMOCT IPeIyPEANTEITHN CUTHAIN, BHB BPB3Ka C

PUCKOBETEC, KOUTO HC MOrarT aa 6T)I[aT OTCTPAaHCHH; U

B)  mpeaocTaBsHe Ha HHpOpMaIHs 3a 0e30nmacHOCTTa (MPeaYPeKACHUS/TIPEANa3HA
MEPKH/TIPOTUBOIIOKA3aHUs) M aKO € 11eJIeCh00pa3HO — OCUTYpsIBaHE Ha 00ydeHHE 3a

noTpeOuTeTuTE.
[IpouzBonuTenute nHPOPMUPAT MOTPEOUTEIUTE 38 OCTATHUHUTE PHCKOBE.

5. IIpu oTcTpaHsBaHETO UM HAMAJIIBAHETO HAa PUCKOBETE, CBBP3aHU C IPELIKa IIPU

ynorpe0ara, IpOU3BOAUTEIIST:

a)  HaMmajsiBa BbB Bb3MOXKHO Hal-rojisiMa CTETEH PUCKOBETE, CBBP3aHHU C
€pPrOHOMUYHHTE XapaKTEPUCTHKHU Ha U3/IETUETO U cpeiaTa, B KOSTO €
npeIHa3HaueHo Ja Obe U3MOI3BaHo (MIPOeKTUpaHe Ha OE30MacHU 3a MalueHTUTE

u3nenus), u
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0) TpeleHsBa TEXHUYECKUTE 3HAHMSI, ONUT, 00pa3oBaHue, 00yueHue 1, KoraTo €
MIPWIOKUMO, CpeiaTa, B KOSTO CE€ M3I0JI3BA U3/IETUETO, KAKTO U 3JPaBOCIIOBHOTO U
(bU3NYECKOTO CHCTOSTHUE HA LIEIEBUTE MOTPEOUTENH (MOENN 32 HECTICIIHATTUCTH,

CHELHATNCTH, XOpa C YBPEKIAHUS WIN APYTH IOTPEOUTENN).

6. XapaKTepUCTUKUTE U ICUCTBUETO HA U3JCITUETO HE TPsOBa Jla ce 3acAraT OTPHULIATEIIHO,
KOraTo M3/EeJINETO € MOJJI0KEHO HAa HAaTOBapBaHUs, KOUTO HE Ca U3KIIIOUEHU MpU
HOPMAJIHU YCIJIOBHS Ha yroTpeda, ¥ KOraTo ce MOAIbprKa IPABUITHO CHIVIACHO
MHCTPYKIMUTE HA IPOU3BOJUTENS, 1O CTENEH, KOATO MOKE J1a 3aCTpallX 3[JpaBeTO WIN
0€e30IacHOCTTa Ha MalMeHTa, OTPeOnTeNs WK, KOraTo € NpUI0KUMO, Ha IpyTH JIMLA,

npe3 MOCOYCHHUA OT MPOU3BOAUTECIIA CKCIIJIIOATAIIMOHCH CPOK.

7. W3penusra ce mpoekTupar, MPOM3BEXKIAT U OMAKOBAT TaKa, Y€ XapaKTEPUCTUKUTE UM U
TAXHOTO JIEHCTBHUE MPU NpeaBUICHATa yHIOTpeOa Aa He ce 3acsraT OTPULATENHO 110 BpeEMe
Ha TPAHCIOPTUPAHE U ChbXPaHEHHE, HAIIPUMeEp NP MPOMSHA Ha TeMIepaTypara u
BJIQ)KHOCTTA, KOTaTO ca B3€TH MPEABUA UHCTPYKIHUUTE U HHPOPMAIUATA, TPEIOCTABEHH OT

IIPpOU3BOAUTCIIA.

8. Bcenuky U3BeCTHU M IPEIBUAMMU PUCKOBE U BCEKU HEXeEJIaH CTPAHUYEH eeKT ce
OrpaHNYaBaT BbB Bb3MOKHO Hal-TOJIIMA CTEIICH U Ca IIPUEMIIMBY, KOraTo Ce IIPELCHABAT
CIIPSIMO KOJIMYECTBEHO OIPEJICJICHUTE MOJI3U 3a MAllMeHTa 1/WIH HOTpeOnuTes,

MPOU3TUYAIIN OT JEHCTBUETO HA U3AEIUETO MIPU HOPMAJIHU YCIOBHS Ha yrnoTpeoa.

10728/4/16 REV 4 4
IMPUJIOXEHMUE I BG



10.

10.1.

3a uzgenusita, mocodeHu B npuiioxkeHue X VI, o6mmure n3nckBanus 3a 0€30MacHOCT,
YCTaHOBEHU B pa3zenu 1 u 8, 03HauaBar, 4e npu ynorpeda B MpeABUACHUTE YCIOBHUS U TIO
MpeHa3HauYeHUE U3ACTUETO HEe TPE/ICTABIIABA HUKAKBB PUCK UIIU MPEACTABIIsABA Hall-
MHOTO MaKCUMAaJIHUS MIPUEMIIUB PHUCK, CBbP3aH C yIoTpebdaTa Ha MPOAYyKTa, ChoOpa3eHa ¢

BHCOKO HUBO Ha 3aKpuJia Ha 0e30IacHOCTTa U 3ApaBCTO HaA XOpaTa.

I'nasa Il

HN3uckBanud 3a IMPOCKTHUHPAHECTO U IIPOU3BOACTBOTO

XuMHUYHY, GU3MYHE U OUOJIOTUYHU CBOHCTBA

W3nenusita ce npoekTupar v NpOU3BEKIAT Taka, 4e Jla Ce rapaHTupa U3MbJIHEHUETO Ha
M3MCKBAHUATA 32 XapaKTEPUCTUKUTE U JieHcTBUETO 110 ri1aBa I. OcobeHo BHUMaHuE ce

oOpbIa Ha:

a) H360pa Ha U3IMOJI3BAHUTC MaTCpHaJId U BEIIECTBA U 0CO0EHO TAXHATa TOKCUYHOCT u,

aKoO € IIPUITOKUMO, Bb3IIIIaMCHUMOCT;,

6) CBbBMCCTUMOCTTA MCKAY MU3IOJ3BAHUTC MAaTCPUAIU U BCIICCTBA U 61/IOJIOFI/I‘IHI/ITG
TbKAaHH, KJICTKH U TCJICCHU TCUHOCTH NMPCABUA MPEAHAZHAYCHHUCTO HA U3ACTIUCTO U,
KOTaTo € MPUJIOKUMO, abcopOmusaTa, pa3npoCcTpaHEHUETO, METa00IM3Ma 1

OTJIEJISHETO;
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B) CBbBMCCTUMOCTTA MCKAY OTACITHHUTC 4aCTHU HA U3ACIIUC, KOCTO C€ CbCTOM OT IMOBEYC

OT €Ha UMIUIAaHTUpPYEMA 4acCT,
F) BB3JICHICTBUETO Ha IMPOLCCUTC BbPXY MATCPUATTHUTC CBOﬁCTBa;

1)  KOraTo € MPHJIOKUMO, pe3yJITaTUTe OT OMO(PU3MUHU IPOYUBAHUS MU OT

CUMYyJIalluu, YUATO BAJIUAHOCT € MPCABAPUTCIIHO JOKA3aHa,

e) MEXaHUYHHUTE CBOICTBA HA M3MOI3BAHUTE MaTcepuain, Kato C€ OTUYMUTAT, aKO €
IMPUITOKUMO, ACTICKTHU KATO SAKOCT, IJIACTUYHOCT, CBIIPOTHUBJICHUC ITPHU CKBCBAHC,

YCTOMYMBOCT Ha U3HOCBAHE U YCTOMYMBOCT HA YMOPA;
)  CBOMCTBaTa Ha MOBBPXHOCTTA; U

3) MOTBBPKACHUC, TOKA3BaAIlO Y€ U3ACIIUCTO OTTOBAps HAa BCUYKU YCTaHOBCHU

XUMHWYHH W/WIH GU3NYHU CTIeUU(DUKAITIH.

10.2.  M3penusita ce MpOEKTUPAT, IPOU3BEXKIAT U ONIAKOBAT TaKa, Y€ MAKCUMAJIHO J1a CEe
OTPaHUYU PUCKBT OT 3aMBPCUTENIN U OCTATHYHU BEILECTBA 32 MALIMEHTHUTE (KaToO ce B3eMa
IpeIBU/ IPEJHA3HAUYCHUETO HA ChOTBETHOTO U3JIEJINE) U 32 JINLATa, y4acTBallH B
TPaHCIOPTa, CbXpAaHEHUETO U ynorpebdaTa Ha uzzenuara. Oco0eHo BHUMaHKE ce 00pblia
Ha TBKAHUTC, N3JI0KCHHU Ha BBSHCﬁCTBHeTO Ha 3aMBPCUTCIIN U OCTAaThb4YHU BCIICCTBA, KAKTO

" Ha MMPOABIJDKUTCIIHOCTTA U YECTOTATA Ha B’bSI[GfICTBHG .
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10.3.

10.4.

10.4.1.

Wzpenusita ce IMPOCKTUPAT U NPOU3BECIKAAT TaKa, UC 1a MOrat 0e301acHo Ja C€ U3110JI3BaT C
MaTCpHUaInTE N BCUICCTBATA, BKIIFOYUTCIHO Ira30BETC, C KOUTO BJIM3aT B KOHTAKT IIPHU
npeaBuacHara Cu yHOTpe6a; KOraTto u3aciivsara €a Npe€AHa3HAYCHU 3a IIPUIIOKCHUC Ha
JICKAPCTBCHU MPOAYKTH, TC CC MPOCKTUPAT U ITPOU3BEKAAT TaKa, Y€ a Ca CbBMECTUMU CbC
CBbOTBCTHUTC JICKAPCTBCHU NMPOAYKTU CHITIACHO IMPCATIMCAaHUATA U OTPAHUYCHUATA HA TC3U
JICKApPCTBCHU MMPOAYKTH, KaTO JIIEHCTBHETO U Ha JICKAPCTBCHUTC MPOAYKTHU, U HA U3ACIIUATA

Cce 3ara3Ba CIope]l TEXHUTE TIOKa3aHUsl U MPeTHA3HAUYCHHE.
BemectBa
[IpoekTupane 1 MPOU3BOICTBO HA U3IETHUATA

W3nenusTa ce npoeKkTUpar U NpOU3BEXKIAT TaKka, 4e J1a C€ HAMAJIAT, TOKOJIKOTO €
BB3MOXHO, PUCKOBETE OT BELECTBA WJIM YACTULY, BKIOYUTEIHO OTIAIbIH OT U3HOCBAHE,
IIPOAYKTH OT pasrpakJaHe U OCTaThLU OT NpepaboTKa, KOUTO MOIaT Aa C€ OTAENAT OT

HU3JIETUETO.
W3nenusra uny oHE3W 4acTH OT TAX, WJIM OHE3U MaTepHasI, U3IMOJI3BAHU B TAX, KOUTO:
- ca MHBA3WBHU U Ca B MPSK KOHTAKT C YOBEIIKOTO TSLIO,

— CIIyat 3a (MHOTOKPaTHO) NMPUJIOKEHHUE HA JIEKApCTBA, TEJIECHU TEYHOCTU WIN APYTH

BCIICCTBA, BKIIFOUHUTCIIHO U I'a30BC, BBB/OT TAJI0TO, UJIN
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— CIIy’aT 3a TPAaHCIOPTUPAHE WM ChbXpPaHEHHUE Ha TAKUBA JIEKAPCTBA, TEJIECHU
TEYHOCTH WJIM BEIIECTBA, BKIIFOUUTEIIHO U ra30Be, 3a (MHOTOKPATHO) MPUIIOKEHHE B

TSIIOTO,

ChIBPIKAT CIIETHUTE BellecTBa B KoHIeHTpalus Hax 0,1 ternoBuu % (W/w) caMo Korato

TOBa € 000CHOBAaHO ChriacHo pazaen 10.4.2:

a)  BEHIECTBA, KOUTO Ca KAaHIIEPOTEHHU, MyTareHHU WM TOKCUYHU 32 PEIPOTYKIUITA
("CMR BemectBa"), ot kareropusi 1A unu 1B cbriacuo gact 3 ot npuioxenue VI

xbM Permament (EO) Ne 1272/2008 na Esponeiickust mapiament 1 Ha ChBera’, mim

0)  BelecTBa, KOUTO HapymIaBaT GyHKIMUTE HA EHAOKPUHHATA CUCTEMA, 32 KOUTO UMa
HAYYHHM JI0Ka3aTEeJICTBA 32 BEPOSITHU CEPUO3HU MOCIIETUIIM 32 YOBEIIKOTO 3paBe U
KOMTO ca WICHTU(PHUIHUPAHU ChIIIACHO IpolieypaTa mo wieH 59 ot Pernament (EO)
Ne 1907/2006 na EBpomneiickus mapnameHT u Ha ChBeTa’ HITH, Clie]] IPUEMAHETO Ha
nenerupan akt oT Komucusara ceritacHo wieH 5, maparpad 3, mbppBa aluHes Ha
Pernament (EC) Ne 528/2012 na Eporeiickust mapiaament i Ha CbBera® — B
CHOTBETCTBHUE C T€3U KPUTEPHH, KOUTO CE€ OTHACAT J0 YOBEUIKOTO 37paBe, OT

YCTaHOBCHUTC B HCT'O KPUTCPUH.

Pernament (EO) Ne 1272/2008 na EBponeiickust mapiameHT 1 Ha CbBeTa oT 16 gekeMBpH
2008 r. OTHOCHO KJIacU(UITUPAHETO, ETUKETHPAHETO U OTIAKOBAHETO HA BEIIECTBA U CMECH,
3a I3MEHEHHE U 32 OTMsIHA Ha nupekTtuBH 67/548/EMO u 1999/45/EO u 3a n3MeHeHHE Ha
Pernament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., cTp. 1).

Pernament (EO) Ne 1907/2006 na EBponeiickust mapinameHT 1 Ha CbBeta oT 18 gexkeMBpu
2006 T. OTHOCHO pEruCTpaIysITa, OIIEHKAaTa, Pa3pelIaBaHeTO U OTPAHUYABAHETO HA
xumukanu (REACH) (OB L 396, 30.12.2006 r., ctp. 1).

Pernament (EC) Ne 528/2012 na EBponeiickus napaament u Ha CbBeta ot 22 maii 2012 r.
OTHOCHO OTHOCHO IIPEIOCTaBSIHETO Ha Ma3apa u ynorpedata Ha ouornuau (OB L 167,
27.6.2012 r., ctp. 1).
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10.4.2. OOG6ocHoBKa 110 OTHOIIEHKE Ha HannuneTo Ha CMR BelecTBa 1/Min BEIIECTBA,

HapyuiaBamy QyHKIMUTE HA €HJOKPUHHATA CHCTEMa
O6ocHOBKaTa 32 HAIMYMETO Ha TaKMBa BEIIECTBA CE OCHOBaBA Ha:

a) dHaJIN3 U IIPOTHO34a 3a MOTCHIUAJIHATA CKCIIO3UINA Ha IMAlUCHTa UIIN HOTpC6I/ITeJIH

Ha BEUICCTBOTO,

6) AHaJIN3 Ha Bb3MOXXHHU AJITCPHATHUBHU BCUICCTBA, MATCPpUAJIU UJIU IIPOCKTH,
BKJIIOUUTCIIHO ITPHU HAJTUYIHOCT HHq)OpMaIII/IH OTHOCHO HE3aBUCUMH HAYYHHU
H3CJICABaHMsA, pCLICH3NPAaHU MPOYyUYBaHWA, HAYYHU CTAaHOBHUIIA OT CbOTBETHUTE

HAayYHU KOMHUTCTHU, KAKTO U aHAJIN3 HAa HAJIMIHOCTTA HA HOI[O6HI/I AJITCPHATUBHU;

B)  apryMeHTalus 3all0 €BEHTYyaJHa 3aMsHa Ha BEIIECTBO M/WIN MaTepHall UiIH
IIPOMSIHA B IPOEKTA, MaKap U Ja € Bb3MOXHA, € HEMOAXOAI1a 3a 3a11a3BaHeTo Ha
(YHKIIMOHAIHOCTTA, IEHCTBUETO U CHbOTHOLIEHUETO MEX/Ty PUCKA U TOJI3UTE OT
MIPOJIyKTa; BKIOYUTEIHO KaTO C€ OTUNTA JAJIM T€3U U3JEUs ca MPeIHa3HAYCHH U 3a
JieYeHue Ha Jiena, OpeMEeHHH KEHHU WM KbPMauKU, WIH JIeUeHUE Ha IPYTH IPyIu
MAaIMEeHTH, KOUTO CE CUUTAT 32 0COOCHO YSA3BUMHU IO OTHOIIICHHE Ha MOAOOHU

BEIIIECTBA W/UJIM MaTepualn; U

F) KOraro € nNpujioxXuMo U uMa TakuBa, NOCJICAHUTC HACOKHU Ha CbOTBCTHHUA HAYYCH

KoMHuTeT chriiacHo pasaenu 10.4.3 u 10.4.4.
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10.4.3.

10.4.4.

Hacoxu otHOCHO (Tanarurte

3a nenute Ha pazaen 10.4 Komucusta, Bb3MOKHO HAl-CKOPO U JI0 ... [€IHa TOJANHA CIE]
JaTaTa Ha BJIM3aHE B CUJIAa HA HACTOSIIUS PETJIIAMEHT |, Bb3JIara Ha ChOTBETHUS HAayu4eH
KOMUTET MaHJIaT 1a U3TOTBH HACOKHU, KOWTO J1a Ca TOTOBH MPEH.... [aTaTa Ha MpUIaraHe
Ha HACTOSIIMUS perjaMeHT]|. MaHaaThT Ha KOMUTETA BKJIIOYBA Hal-MaJIKO OLICHSIBaHE Ha
CHOTHOIIEHUETO MEX]Ty TIOJI3UTE U PUCKA OT HAJIMYMUETO Ha (TanaTH, KOUTO CragaT KbM
KOSITO M JIa € OT TPYIIUTE BEIIECTBA, IIOCOYCHH B OykBH a) U 0) oT paszaen 10.4.1. [Ipu
OIICHSIBAHETO HA CHOTHOIICHUETO MEXKTy TIOJI3UTE U PUCKA CE B3eMa MPEABUL
MpeIHa3HAYEHUETO U KOHTEKCTA Ha U3IOJI3BaHE HA U3JIEIHETO, KAKTO U HATMYHUTE
aJTepHATUBHU BEIIECTBA U AITEPHATUBHUTE MaTepUalu, IPOeKTH wiu JeueHus. Koraro ce
CUHTAa 32 IeeCh0OpPa3HO, HACOKUTE CE€ aKTyaTH3UpaT Bh3 OCHOBA HA HA-HOBUTE HAYYHU

JoKas3aTcyjiCTtBa, HO Hal-MaJIkO Ha BCEKH IIET TOAWHH.

Hacoku otHocHO npyru CMR BemecTBa 1 BelecTBa, HapyIiaBaimu (pyHKIIUUTE Ha

CHAOKpHUHHATAa CUCTEMA

Brnocnencrue Komucusita Bp3iara ManaaT Ha CbOTBETHHSI HayuyeH KOMUTET Ja U3TOTBU
HAcOKHU cbriacHo paszzaen 10.4.3 u 3a 1pyrure BemecTBa, oCoOUYeH! B OYKBH a) 1 0) OT

pazzaen 10.4.1, koraro e nenecbo0pas3Ho.
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10.4.5.

10.5.

10.6.

Etukernpane

AKO M3IeNHs, YaCTH OT TAX, WM MaTepPHAIIH, U3IOJI3BAaHH B TSAX, KAKTO € MMOCOYCHO B
paznen 10.4.1, ceappxat BellecTBa, mocoueHu B Oyksu a) u 0) ot paznen 10.4.1 B
koHueHTpauus Haja 0,1 TermoBHu % (W/W), HATUYMETO HA TE3U BELIECTBA CE€ ETUKETUPA
BBPXY CAMOTO M3JIeHNE W/ MU BhPXY OMIAKOBKATa HA BCSKA €IMHUYHA OpOoiKa MM, KOraTo
€ TIOJIXO/ISIII0, BEPXY THPrOBCKAaTa OMIAKOBKA, 3a€HO ChC CITMCHKA HAa T€3H BEIIECTBA. AKO
TE3W U3JICNHSI ca TIPEeIHA3HAYCHH U 32 JICUCHUE Ha Jiela, OpEMCHHH KEHH WU KbPMadKH,
WJIH JICYCHHE Ha IPYTH TPYIIH MAIUCHTH, KOUTO CE CUUTAT 3a 0COOCHO YA3BUMH I10
OTHOIIICHHUE Ha MMOI00HU BEIIECTBA W/WJIM MaTepPHalI, B UHCTPYKIIMUTE 3a yIoTpeda ce
naBa MHQPOPMAIHS 33 OCTATHhUHUTE PUCKOBE 32 TE3U TPYTH MAIMEHTH U aKO € MPUIT0KIMO

— 3a CbOTBCTHUTC MMPCATTIa3HU MCPKH.

Wzpenusita ce IMPOCKTUPAT U MPOU3BEIKAAT TaKa, UC Ja CC HAMAJIAT, JOKOJIKOTO €
BB3MOXHO, pPUCKOBETE, ITPEAN3BUKAHN OT HEMMPCABUACHO IIOIIaJaHC Ha BEIICCTBA B
HU3ACIMETO, B 3aBUCUMOCT OT U3ACTIUCTO U €CTECTBOTO HA CpE€aaTa, B KOATO TO €

NIpeAHA3HAUCHO a CC U3IIOJI3BaA.

W3penusra ce mpoekTupaT v MPOU3BEXKIAT TaKa, Y€ Ja C€ HAMAJIAT, JJOKOJIKOTO €
BB3MOXKHO, PUCKOBETE BbB Bpb3Ka C pa3Mepa U CBOMCTBATA HA YACTHUIIUTE, KOUTO CE
OTJIEJSIT WM MOTaT Jja C€ OTAEIAT B TAJIOTO Ha MalMEHTa WK Ha MOTPeOUTENs, OCBEH aKo
BJIM3aT B KOHTAKT CaMO C HEyBpeaeHa Koxka. Oco0eHo BHUMaHUE ce 00pblia Ha

HaHOMAaTCpHUAJINTC.

10728/4/16 REV 4 11
IMPUJIOXEHMUE I BG



11. 3apa3siBaHe U MUKPOOHO 3aMbpCsBaHE

11.1.  M3penusTta v NpoUECUTE 3a TPOU3BOACTBOTO UM C€ MPOEKTUPAT TakKa, 4ye Jia ce MpEeMaxHe
WJIH, aKO TOBA HE € Bb3MOKHO, J1a C€ HaMaJlH, TOKOJIKOTO € B3MOXKHO, PUCKBT OT
3apa3siBaHe Ha MAI[MEHTHUTE, TOTPEOUTENNTE U aKO € MIPHIIOKUMO — Ha JPYTH JHIIA.

Jn3aiiHbT HA U3ICITUETO:

a) HaMaJIsiBa JOKOJIKOTO € Bb3MOXHO U HGO6XOHI/IMO PUCKOBCETEC OT HCIIPCABUACHU

MopsA3BaHUsA U Y60)K)IaHI/I$I, KaTo HalpuMmep Y60)KZ[3H€ C MCAUIIMHCKHU UI'JIN,
0) TO3BOJISIBA JIECHO U O€301TaCHO M3IOJI3BaHE,

B) HaMaJIsiBa, JOKOJIKOTO € Bb3MOKHO, BCAKO OTAC/ISIHC HA MI/IKp06H OT U3aCJIUCTO

W/WIIM MUKpOOHATa €KCIIO3UIMS IIPU yIIoTpeda, u

F) HC OITyCKa MI/IKpOGHOTO 3aMbPCABAHC HA U3ACIIMCTO UJIN HCTOBUA ChCTAB, KaTO

HarpuMep NpoOu WM TEYHOCTH.

11.2. Korato e He00X01uMO, H3CIUETO Ce MPOSKTHPa TaKa, ue Ja Ce YICCHU HETOBOTO

0e30macHO MOYUCTBAHE, Je3MH(EKIIMS W/ WA IOBTOPHA CTEPUITU3AIIHSL.
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11.3.

11.4.

11.5.

11.6.

11.7.

W3nenusita, 9MATO €THKET ChIABpkKA 0003HAUCHHUE 32 CIICIIHANICH MUKPOOCH CTaTyc, ce
MIPOEKTUPAT, MPOU3BEXKIAT M ONIAKOBAT TaKa, ye Jla Ce rapaHTHpa 3ama3BaHe Ha MUKPOOHUS
MM CTaTycC IpHU IyCKaHe Ha Ma3apa v pu TPAaHCHIOPTUPAHE U CbXpPaHEHUE NIPU YCIOBUSATA,

OIIPCACIICHU OT IMPOU3BOAUTCIIA.

W3nenusita, KOUTO ce JOCTABST B CTEPUIIHA OMAKOBKA, C€ MPOEKTUPAT, IIPOU3BEKIAT U
OTIaKOBAT CHIIIACHO MOAXOISIIHN TPOLIEAYPH, TAPAHTUPAIIH, Y€ KOTATO Ce ITyCKaT Ha
rma3apa ca CTEpUJIHH U, OCBEH aKO HE € HapyIllIeHa IIeJI0CTTa Ha OMaKOBKaTa, OIbprKaIa
CTEPHJIHOCTTA UM, OCTaBaT CTEPUJIHY IIPH CIIa3BaHE HA YCIOBUATA 3@ TPAHCIIOPTHPAHE U
ChXpaHEeHHe, IOCOYEHH OT IPOU3BOUTENS, 10 OTBAPSHETO HA Ta3U OIIAaKOBKa B MOMEHTA
Ha ynotpeOa. ["apanTupa ce, ye 11e10CTTa Ha Ta3W OMAKOBKA € SICHO BUIMMA 33 KpalHus

noTpeouTen.

Wzpenusra, BbpXy YUHTO €TUKET € 0003HAYEHO, Y€ ca CTEPUITHHU, c€ 00paboTBar,

MIPOM3BEKIAT, OMMAKOBAT M CTEPUITUZUPAT UPe3 TOIXO AN BATUIUPAHN METOTH.

W3nenusra, npeaHa3HaueHu 3a CTEPUIIN3AIINS, CE TPOU3BEKIAT M OMMAKOBAT B TIOIXOISIIIN

1 KOHTPOJIMPAaHU YCIOBUA U CbOPBIKCHUA.

CucremuTe 3a OIaKOBaHE Ha HECTEPWJIHU U3JEJINs 3a1a3BaT LIEeJ0CTTa M YUCTOTaTa Ha
MPOAYKTA H, aKO € MPEABHICHO U3ACTHUATA Ja C€ CTePUIIN3UPAT NMpen yrnorpeda —
OrpaHMYaBaT 10 MUHUMYM PHCKa OT MUKPOOHO 3aMbpCsIBaHE; CUCTEMATa 3a OIIAKOBAHE €

MTOAXO/IAIIIA 33 TOCOYEHHUS OT MPOU3BOIUTEIISI METOI Ha CTEPUITH3AIINS.
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11.8.

12.

12.1.

12.2.

OCBeH U3NO0JI3BAHETO HA CHUMBOJIA, KOKTO YKa3Ba, 4€ U3aciivdaTa ca CTCpUIHU, IIPU
CTUKCTUPAHCTO Ha U3ACIMATA CC ITPABU pa3srpaHUICHHUC MEXKAY WACHTHYHU UKW CXOJAHU

nU3Jaciivs, IMyCKaHU Ha 11a3apa B CTCPUJICH U HECTCPUIICH BUM.

Wznenus, chappikaliy BEMIECTBO, CYUTAHO 3a JIEKAPCTBEH MPOYKT, U H3JICIHS, KOUTO Ca
CHhCTaBEHH OT BEIIECTBA WJIM OT KOMOMHAIIMH OT BEIIeCTBa, KOUTO ce abcopOupar ot

YOBCHIKOTO TAJIO WM CC€ PA3IPBCKBAT JIOKAJIHO B HETO

[Tpu w3nenus no wien 1, maparpad 8, mppBa anuHes KA4eCTBOTO, O€30MACHOCTTA U
[10J13aTa OT BELIECTBOTO, KOETO IIPU CAMOCTOSITENIHA YyIIOTpeOda MOXe /1a ce cUeTe 3a
JIeKapCTBEH MPOAYKT MO CMUCHIIA Ha wieH 1, Touka 2 ot Aupektusa 2001/83/EO, ce
MIPOBEPSABAT IO aHAJIOTHs ¢ MeToauTe 1o npuiioxkenue | kem dupextusa 2001/83/EO,
KaKTO C€ U3UCKBA 10 MPUIIOKUMATA MIPOLEYpa 3a OLIEHSBAHE HA CbOTBETCTBUETO

CBhIJIACHO HACTOAIIUSA PETIIaAMCHT.

H3nenusata, CbCTaBEHH OT BEIIECTBA MM OT KOMOMHAIIMM OT BEILIECTBA, KOUTO ca
npeaHa3HaueHu Ja ObJaT BBEICHN B YOBEIIKOTO TSJIO M KOMTO ce abcopOupar ot
YOBEIIKOTO TSJIO WM C€ Pa3NpPBhCKBAT JOKAIHO B HETO, OTTOBAPAT, KOTATO € MPHIOKUMO U
CaMo I10 OTHOIIICHUE HA aCIIEKTHTE, KOUTO HE MOIAJaT B 00XBaTa Ha HACTOSIIUS
periaMeHT, Ha ChOTBETHUTE M3MCKBaHUs 1o npuiokenue | koM dupextusa 2001/83/EO 3a
OIICHSIBaHE Ha a0COPOIUs, pa3mpoCcTpaHEeHUE, META0OTU3BM, OT/ICIISHE, JIOKAITHA
MMOHOCUMOCT, TOKCUYHOCT, B3aUMOJICHCTBUE C APYTH U3/EIHS, IEKAPCTBECHU MPOIYKTH WIIH
JPYTH BEIIECTBA U MOTSHIINAI 32 HEXKEeTIaHU PEaKlUd, ChbIIIACHO U3MCKBAHUATA HA
MPUIIOKUMATa IPOIeaypa 3a OIEHIBAHE Ha ChOTBETCTBUETO CHIVIACHO HACTOSIINS

pEerjIaMeHT.
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13. Wznenus ¢ Matepraiiv OT OMOJIOTHYEH TIPOU3XO]T

13.1. 3a uznenusi, NpOU3BEICHN Ype3 U3MO0JI3BaHE Ha TPOU3BOIHU HA ThKAHU WJIM KJIETKH OT
YOBEIIKH MTPOU3X0/I, KOUTO Ca HEKU3HECTIOCOOHU WU ca HAlpaBEHU HEKU3HECIIOCOOHH,
00XBaHATH OT HACTOSIINS PETJIaMEHT B ChOTBETCTBHE C WiieH 1, maparpad 6, Oyksa xk), ce

npujiarat CJICAHUTC N3UCKBAHUA!

a) AapsABAaHCTO, JOCTABAHCTO U U3IIMTBAHCTO HA ThKAHUTEC U KIICTKUTC CC U3BBPIIBAT

cerimacHo upexTtuBa 2004/23/EO,;

0) 00paboTBaHETO, CHXPAHABAHETO U APYTUTE ACHHOCTH C T€3HW ThKaHU U KJICTKU WU
TEXHUTE MMPOU3BOJIHU CE U3BBHPIIBAT TaKa, Ue JIa CE OCUT'YPH OE30MacHOCT 3a
NAIMEHTHTE, TOTPEOUTENHTE U, aKO € IPHIIOKUMO, IpyruTe Jura. [10-KoOHKpeTHO
0€30I1aCHOCTTa 10 OTHOILICHHE Ha BUPYCHU M JPYTU TPAHCMHUCUBHU areHTH Ce
OCHUTYpsIBA Upe3 MOIXOISIIN METOI Ha ChOMpaHe Ha MaTepHall M Ype3 U3IOI3BaHe
Ha BaJIUIMPAHU METO/IN 32 CIIMMUHHUPAHE WM UHAKTHUBUPAHE B TIPOU3BOICTBCHUS

poriec.

B) CUCTEMATa 3a MpPOoCICANMOCT HAa TE3U U3ACIIHA JOITbJIBA U € CbBMECTUMA C

HN3UCKBaHUATA 3a MPOCICAUMOCT U 3alllUTa HA JAHHUTC, NPCABUACHU B I[I/IpeKTI/IBa

2004/23/EO u qupextusa 2002/98/EO.
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13.2. Kem H3ACINATA, MPOU3BCACHU YPC3 U3IMOJI3BAHC HAa ThbKAaHW WJIN KJIIECTKH OT )KUBOTHHCKHU
IIPOU3XO0J WJIN TEXHU ITPOMU3BOAHH, KOUTO Ca HEXKH3HECTIOCOOHU MIIH ca HaIlpaBCHU

He)I(I/I3HeCHOCO6HI/I, CC IIpujiarat CJICIHUTEC pa3n0pen61z1:

a)  KOrato € Bb3MOXHO, C OrJIe]l Ha BU/Ia )KUBOTHU, THKAHUTE U KIETKUTE OT
JKUBOTUHCKH IIPOU3XO0J WJIM TEXHUTE IPOU3BOIHH Ca MOJIYYEHH OT KUBOTHH,
MPEMHUHAIIM TIPE3 BETEPUHAPEH KOHTPOJI, aJalITUPAH KbM MPEIHA3HAYCHUETO HA
ThKaHute. [Ipou3BoauTeNHMTE CHXpaHIBAT HHPOPMAITHS 32 TeoTpadCKUs TPOU3XO0T

Ha )KUBOTHHUTC,

06) cwrOupaHeTo, 00pabOTBAHETO, CHXPAHIBAHETO, U3MUTBAHETO U paboTaTa ¢ ThKaHHU,
KJIETKH U BEIECTBA OT )KUBOTUHCKH MPOU3XO]] I TEXHU POU3BOIHU CE€
U3BBPIIBAT TaKa, Y€ J1a C€ OCUT'YPH OE30I1aCHOCT 3a MAIMeHTUTE, HOTPEOUTETUTE U,
aKo € NMPUJI0KNUMO, IpyTuTe nuna. I1o-KoHKpeTHO 0€30MmacHOCTTa [0 OTHOIIEHHE Ha
BUPYCHU U APYT'H TPAHCMUCHBHU areHTH CE OCUT'YPsBa Upe3 U3IMOI3BaHE HA
BAJIMIMPAHU METO/IH 32 €IMMUHHUPAHE WM NHAKTUBHPAHE Ha BUPYCUTE B
IPOU3BOJICTBEHUS MPOIIEC, C M3KIIOUCHHE Ha CITyYauTe, KOTaTo M3MOJI3BAaHETO Ha
TaKMBa METOJU OU JOBEJIO /10 HEMPUEMIIMBO BIIOIIABaHE, KOETO 3acTpaliaBa

KIMHHUYHAaTa 11oJi3a OT U3ACJIIHUCTO,

B) KbM M3ACIIHATA, IPOU3BCACHU YPC3 U3IOJI3BAHC HAa ThbKaHW WJIN KJIICTKH OT
YKUBOTHHCKH TIPOU3XO0/ WJIM TEXHHU MPOU3BOIHU, TocoueHu B Pernament (EC)

Ne 722/2012, ce npunarat cienupUUHUTE U3UCKBAHUS 10 TOCOUYCHHS PETIIAMEHT.
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13.3.  Ilpu uznenusi, npou3BECHU Ype3 U3IMOJI3BAHE HA HEKU3HECTIOCOOHU OMOIOTUYHU
BEIIIECTBA, PA3JIMYHU OT MocodeHuTe B pazaenu 13.1 u 13.2: o6paboTBaneTo,
ChXPaHsABaHETO, U3IUTBAHETO M paboTaTa ¢ TE3U BEIIECTBA CE M3BBPIIBAT TaKa, Y€ Ja Ce
ocurypu 0€30MacHOCT 3a MAIMCHTUTE, TOTPEOUTEIUTE U aKO € MPHIIOKUMO — JIPYTHTE
JMIIa, BKIIFOUMTEITHO BHB BEpUTraTa 3a 00e3Bpexk1aHe Ha OTHaabiu. [10-KOHKpeTHO
0€30MMacHOCTTa [0 OTHOLIEHUE Ha BUPYCH U IPYTU TPAHCMUCUBHU areHTU CE OCUTypsiBa
qgpe3 nmoaAxoadmu METoOAN Ha C"I)6I/IpaHe Ha MaTcpuall U 4Ype€3 U3IOJI3BAHC HAa BAIMIUPAHU

METOAM 3a CIMMHUHHUPAHC UJIN HHAKTUBHUPAHE B IMIPOU3BOACTBCHUS IIPOLICC.
14. I/I3p36OTBaHC Ha M3JeNIusaTa U B3aUMOJCUCTBHE ChC cpeaara, B KOATO CC HaMHUpaT

14.1.  Koraro u3zienanero e npeaHa3HayeHo 3a U3M0JI3BaHe B KOMOUHAIMSA C IPYTH U3JENUS U
obopyaBaHe, Is1aTa KOMOMHAIIVS, BKIIFOUUTETHO CBBhp3BAlllaTa CUCTEMa, € Oe30MacHa U He
HapyIIaBa IOCOYSHOTO JCUCTBUE Ha M3/eHsTa. Besiko orpannyeHne Ha ynoTpedara Ha
TakaBa KOMOWHAIIUS C€ ITOCOYBA BHPXY €THKETA U/WUJIM B MHCTPYKIIMUTE 3a ynoTpeoa.
CBBp3BalIUTE CUCTEMH, C KOUTO MOTPEOUTEIAT TPsIOBA 1a pabOTH, HAIIPUMEP CUCTEMHU 32
TpaHcdep Ha TEUHOCTHU WM Ta3, WU 32 EJIEKTPUIECKO UM MEXaHUYHO CBBbpP3BaHe, Ce
MPOEKTHUpAT U U3padOTBAT TaKka, ue Ja ce CBEJaT O MUHUMYM BCHUYKH Bb3MOXKHU PUCKOBE,

HaIllpuMep HENPABUIHOTO CBBP3BAHE.

10728/4/16 REV 4 17
IMPUJIOXEHMUE I BG



14.2.  Wzpenusara ce MpOEKTUPAT U MPOU3BEXKIAT TaKa, Ye Ja C€ MpeMaxHaT WK HaMaJIAT,

JOKOJIKOTO € Bb3MOKHO:

a)

6)

1)

PUCKBT OT YBPCIKIAAaHC BbB BPpb3Ka C TCXHUTC (I)I/ISI/I‘IGCKI/I XapaKTCPUCTHKHU,
BKJIFOUUTEIHO CHOTHOIIIEHHETO 00eM — HaJIATaHE, pa3MCpPU U, KOraTo €

1eNIechoOpa3HO, epPrOHOMUYHU XapPaKTEPUCTUKH;

PUCKOBCTEC, CBBbP3aHU C pa3yMHO NPCABUINMHU BbHIITHU BLB)ICI\/JICTBI/ISI HJIN yCJIOBUA
Ha OKOJIHAaTa Cpc€aa, KaTO MAariuTHO I10JIC, BBHIIHU CICKTPUICCKU U
CJIICKTPOMAarduTHU BIIUSAHUA, CICKTPOCTATUYCH 3aps/, IbUYCHUC BbB BPpb3Ka C
AUArHOCTUYHHA WA TCPANICBTUYHU MPOLUCAYPHU, HATIATAHE, BJIAXKHOCT, TCMIICPATYPa,

KOJICOAHNUs B HAJSITAHETO M YCKOPEHUETO WIIA PAJUOCMYIICHHUS;

PUCKOBCTC BBB Bpb3Ka C YHOTpe6aTa Ha U3ACIIUCTO IPpU KOHTAKTa My C MaTCpualiu,
TCYHOCTHU U BCIICCTBA, BKIIIOYUTCIIHO U Ta30BC, HA KOUTO € M3JI0KCHO ITPHU HOPpMAJIHA

YCJIOBHS Ha YIOTpeoa;

PHUCKOBETE BbB Bpb3Ka C Bb3MOXKHO OTPULIATEIIHO B3aMOICHCTBHE MEX Ty codTyepa

u UT cpenara, B KoATO (PyHKIIMOHHPA U C KOSTO CH B3aUMOJICICTBA;

PHUCKOBETE OT CIIy4aiiHO IPOHMKBAHE Ha BEILIECTBA B U3/EIINETO;
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€)  PHUCKOBETE OT B3auMHa MHTEP(HEPEHIUS C APYTH U3CIHs, KOUTO 0ONYAifHO ce

H3II0JI3BAT IPHU U3IMUTBAHUATA UJIHU JICUCHUCTO, U

)I() PUCKOBETE OT HCBB3MOXKHOCTTA 34 NOAAbPIKAHC UITN KaJ'II/I6pI/IpaHe (HaanMep
I/IMHJ'IaHTI/ITe) BCJICACTBHUC HA CTApPCCHC HA U3IIOJI3BAHUTE MAaTCPpUAIU UIIU

HaMaJIIBaHC HA TOYHOCTTA Ha U3ACIINUC C USMCPBATCIIHA WUJIKX KOHTPOJIHA q)yHKI_II/ISI.

14.3.  Uzpenusara ce MpoeKTUpAT M MPOU3BEXKAT TaKa, ye Ja CE HAMAJIAT B MAaKCUMaJIHA CTENEH
PHUCKOBETE OT MOXap WM eKCIUIO3Us IPU HOpMaTHa ynoTpeda U B Cilydaid Ha eIMHUIHA
noBpena. CrenuaaHo BHUMaHUE ce 00pBIla Ha U3IENHs, YUATO PeABHICHA yoTpeoa
BKJTIOYBA €KCITO3UIIMS WIIA U3IOJ3BaHE B KOMOMHAIIUS ChC 3aNATAMK UM B3pUBHU

BCIICCTBA UJIK BCIICCTBA, KOUTO MOraT Aa MPHUYUHAT 3aI1aJIBaHC.

14.4.  V3penusrta ce MpOEKTUPAT U MPOU3BEXKIAT TaKa, Ue HACTPOHBAHETO, KATMOPUPAHETO U

MOJIPHKKATA J1a MOTAT Ja C€ M3BBPIIBAT O€30MacHO U e(hUKACHO.

14.5. Wzpenusara, npeaHa3zHaueHU 32 PYHKIIMOHUPAHE C IPYTH U3ETUS WIH MPOAYKTH, CE
MPOEKTHUPAT U MPOU3BEXK/IAT TaKa, Y€ ONepaTUBHATa ChBMECTUMOCT U CbOTBETCTBHETO

MIOMEXTy UM Ja ca HAJEKTHU 1 O€30TacHH.

14.6 Ckanara Ha U3MepBaHe, HaOII0IeHUE U MaIaObT Ha U300paKEHHE CE MMPOSKTUPAT U
MPOU3BEXKIAT B ChOTBETCTBHE C €PrOHOMUYHUTE MIPUHLUIIH, KaTO CE OTUYUTAT
IpeAHAa3HAuYCHHUETO, IEIEBUTE IOTPEONUTEH 1 YCIIOBHATA HA CPEaTa, B KOSITO N3ETHsITa

ca ImpeHa3HA4YCHH J1a ObAaT U3IMOJI3BAHHU.
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14.7.

15.

15.1.

15.2.

Wzpenusita ce IMPOCKTUPAT U MPOU3BEIKAAT TaKa, UC Ja CC YJICCHABA TAXHOTO 0e30macHo
YHHUIIOXaBaHE U 0663Bpe)KZ[aHCTO Ha CbOTBECTHUTEC OTIIaJHH BCUICCTBA OT HOTpe6I/ITCJ'IH,
ManueHTa Wik JPpYyTH JIULA. 3a Ta3u eI IIPOU3BOAUTEIIUTEC OIPCACIIAT U U3TTUTBAT
npouecaypu U MEpKHU, 4pe€3 KOUTO TCXHUTC U3ACINA a MOTraT Ja 6’I>I[aT 0e30macHo

o0e3BpeneHu cien yrnorpeba. Te3n mpoueaypH ce OnUcBaT B MHCTPYKLUUTE 3a yIoTpeoa.
Wznenust ¢ muarHoCTUYHA WK H3MepBaTesHa (pyHKIUsS

W3penusaTa ¢ JuarHioCTUYHA WIIH HU3MCPBATCIIHA q)YHKIII/IH CC MPOCKTUPAT U NPOU3BCIKIAT
TaKa, 4€ J1a C€ OCUTYPAT JOCTaThb4YHA TOYHOCT, MIPECIIU3HOCT U CTaOMITHOCT C orjiea Ha
NpeAHA3HAUCHUCTO UM Ha Oasara Ha NoAXOAAII HaAYYHU U TCXHUYCCKU METOU.

HpOI/ISBOI[I/ITeJISIT moco4Ba A0MYCTUMHUTC I'paHUIU HA TOYHOCT.

W3mepBaHusiTa, HaNpaBEeH! Ype3 U3/ENNs C U3MepBaTeaHa (QyHKIHS, ce U3pa3siBaT B
CTaHJAPTHH €IMHUIU B ChOTBETCTBHE C pasnopendute Ha JJupexkrusa 80/181/EMO Ha

CoBera.

Hupextusa 80/181/EMO na CbBeta ot 20 aexemBpu 1979 r. 3a conmkaBaHe Ha
3aKOHOJATEJICTBATa Ha AbPKaBUTE YWIEHKH OTHOCHO MEPHUTE €IMHUIM U 3a OTMSHA Ha
HupextuBa 71/354/EVO (OB L 39, 15.2.1980 r., ctp.40).
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16. 3ammra oT JIbYEHIE

16.1.  OOmwu noJI0KEeHU

a)

6)

I/I3,Z[6J'II/IHT8. CC MPOCKTUPAT, IPOU3BCIKAAT U OIMIAKOBAT TakKa, Y€ Ia C€ HaMallu,
JOKOJIKOTO € BB3MOXXHO, CKCIIO3MIIMATA HA JBbYCHHUC HA INAIIMCHTH, HOTpe6I/ITeJ'II/I n
APYyTru Jinia 1no HauuH, CbBMCCTUM C IIPCAHAZHAYCHUCTO UM, 0e3 ToBa Ja orpaHnvaBa
MPUITOKCHUCTO HA MOAXOAAIINTC MOCOUYCHU HUBA HA JIBYCHHUC 3a TCPAIICBTUYHU U

JUArHOCTUYHU I CIN.

B uncTpykuuuTe 3a ynotpeba Ha U3EIUATA, U3IBUBAILA PUCKOBO WM MOTEHLIUATHO
PHUCKOBO JTbUEHUE, C€ ChABPKA MOIPOOHA HHPOPMAIIHS 32 €CTECTBOTO Ha
U3TbYCHOTO JIBYEHHUE, CPEJCTBATA 32 3AIMTa Ha TallUeHTa U OTPEeOUTENs U
HAYMHHTE 32 N30sATBaHE HA HEMPAaBHUIIHATA YIIOTpeOa U 3a HaMaJIsIBaHE HA PUCKOBETE
IPY MHCTAIMPAHETO, JOKOJIKOTO TOBA € BE3MOXKHO U HeoOxomumo. [Tocousa ce u
uHbOopMalus 32 MPUEMAHETO U U3MUTBAHETO HA JCHCTBUETO, KPUTEPUUTE 3a

IpUeMaHe U Mpoleaypara 3a MoAIPbKKA.

16.2 [IpenBuneHo npueHne

a)

Koraro n3nenusra ca npegHazHaueHy Ja U3JIbYBAT PUCKOBO MU MOTEHIIMAIHO
PUCKOBO HMBO HAa HOHM3UPALIO W/WIIM HEHOHU3HMPAILO JThUCHHE, HEOOXOIMMO 32
KOHKpPETHA MEIUIIMHCKA 111, 3a KOETO CE CYUTA, Y€ IToJI3aTa HaJABUIIaBa PUCKOBETE,
CBBbpP3aHM C TbUEHHUETO, TPAOBA 2 € Bb3MOKHO OTPEOUTENAT 1a KOHTPOJIMpa
TbUEHHETO. Te3u n3enus ce MpoeKTUpaT U MPOU3BEXKIAT TaKa, Y€ Aa OCUTYpsABAT
BB3MPOU3BOIUMOCT HAa ChOTBETHUTE IIPOMEHJIMBH ITAPAMETPHU B PAMKUTE Ha

A0IMYCTHUM TOJICpAaHC.
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6) Koraro uznenusra ca npegHazHaueHU Ja U3JIbYBAT PUCKOBO UJIM MOTEHIIMAIIHO
PUCKOBO HOHU3MPAILIO W/UIIM HEHOHU3HPAIIIO JIbYEHHE, TPU Bb3MOXKHOCT T€ ca

CHa6,Z[eHI/I C BU3YyaJIHO H/unu 3BYKOBO IPEAYIIPCIKIACHUC 3a TOBA U3JIbYBAHC.

16.3. I/ISI[GJ'II/IHTEI CC MPOCKTUPAT U MMPOU3BEIKAAT TaKa, U€ J1a CC HaMaJIk, JOKOJIKOTO €
BB3MOXHO, CKCIIO3UIIMATA Ha IMTAIITUCHTHUTC, HOTpGGI/ITeHI/ITC " APYTUTC JIMlla Ha
HENIPCABUACHO, CTPAHUYHO WJIN PAa3CCAHO JIBYCHUC. Koraro ¢ Bb3MOXKHO U IMPUITOKUMO, CC
1/1361/1paT METOJH, KOUTO HaAaMaJIIBAT CKCIIO3UIMATA HA JIBYCHUC HA NTAllTUCHTUTC,

MOTPEOUTETTUTE U APYTHUTE JIUIA, KOUTO MOTaT /1a ObAaT 3aCEerHaTH.
16.4. HNonunsupaio npueHue

a)  W3penusta, mpenHa3HAYEHU /1a M3bUBAT HOHU3UPALO JTbUEHUE, CE€ IPOEKTUPAT U
NPOM3BEXIAT B CHOTBETCTBUE C M3UCKBaHUATa Ha Jlupekrusa 2013/59/EpaTom 3a
OIIpeIeNIsIHE HA OCHOBHU HOPMU Ha 0€30I1aCHOCT 3a 3alUTa CPElly ONAaCHOCTHTE,

IMpon3TUYAaIIU OT U3JIaraHc Ha ﬁOHHSHpaHIO JIBYCHHUC.

6) WsnmenusTa, mpenHa3HAYEHU J1a U3TBUBAT HOHU3UPALIO JTbUEHUE, CE€ TPOEKTUPAT U
MPOM3BEXKIAT TaKa, Ye Jla Ce rapaHTHUpa, KOraTo € Bb3MOXKHO C OTJie]] Ha
npeIBUeHATa UM yoTpeOa, ue KOJIMYECTBOTO, TEOMETPHUATA U KaYeCTBOTO HA
MIPOU3BEICHOTO JTHUECHHE MOTaT /1a CE€ MPOMEHST U KOHTPOJIUPAT, U aKO € Bb3MOKHO

— Jia CC MpPOoCJICAABAT 110 BPpEMEC Ha JICHCHHUCTO.
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17.

17.1.

17.2.

B) UM3penusta, u3nrpuBaiiy HOHU3UPALIO TbUYEHHUE 32 IUArHOCTUYHA PAJUOJIOTHS, Ce
MPOEKTUPAT U MPOU3BEKIAT Taka, 4e J1a OCTUTHAT 00pa3 u/uiM KauecTBo,
MOJXOISIIN 32 METUIIMHCKOTO MIpeIHA3HaYeHHEe, KaTO ce HaMaJssiBa 10 MUHIMYM

CKCIIO3UIIMATA HAa JBbYCHHUC HA IMTallUCHTA U HOTpe6I/ITeJ'I$I.

r)  HM3penusTta, KOUTO MPOU3BEKAAT HOHU3UPALIO JIBUYEHHUE U €A IIPEJHA3HAYECHHU 3a
TEepaneBTUYHA PAJHOJIOTHUs, CE€ IPOESKTUPAT U IIPOU3BEKAAT TaKa, 4e 1a JaBatr
BB3MOKHOCT 3a HaJIEKHO HAOIIOIeHHE U KOHTPOJI Ha J103aTa, BU/A HA JIbUYUTE,

CHEprusiTa U, Korato € HCJ’IGCT)O6p33HO, Ka4€CTBOTO HA JIBYCHUCTO.

[IporpamMupyemu e1eKTpOHHU CUCTEMHU — U3/IENUs, BKIIOUYBAIIN B ChCTaBa CH
MIPOrPaMUPYEMHU EICKTPOHHH CUCTEMU U cOPTyep, KOUTO caM 1o ceOe CH MpeACTaBIsiBa

n3aciamnc

N3pennara, BKIOYBALIM B CbCTaBa CU IIPOTPAMUPYEMH €JIEKTPOHHU CUCTEMMH,
BKJTFOUUTEITHO cOPTyep, Wik coPpTyep, KOUTO caM 1o cede CH MPEeCTaBIsABa U3/CIIHE, Ce
MPOEKTHPAT TaKa, ue Jia TapaHTUPAT TIOBTOPSIEMOCT, HAJICKTHOCT U JIEHCTBHE ChOOPa3HO
npeaBuaeHaTa UM yrorpeba. B ciydaii Ha eJMHUYHA TTOBpE/Ia Ce MPHEeMaT HEOOXOJMMHUTE
MCPKHU 3a OTCTPAHABAHC UKW HAMAJISIBAHC HA MOCJICABAIINUTC PUCKOBC WX HAPYIICHWA Ha

HCﬁCTBHeTO, JOKOJIKOTO TOBa € Bb3MOXHO.

3a u3ienusiTa, BKIFOYBAIIY B ChcTaBa cu copryep, wim 3a copTyep, KOWTO caM 1o cede cH
npejCTaBIIsABa U3eNue, COPTYephT ce pa3paboTBa U MPOU3BEXKIA B CHOTBETCTBHE C HAWi-
HOBUTE HAYYHH TOCTIDKCHHUS, KATO CE OTYMTAT MPUHIIMITUTE Ha I[MKbJIa Ha pa3paboTBaHe,
yIPaBICHUETO HA PUCKA, BKIFOUYMTEIIHO HHPOPMAIIMOHHATA CUTYPHOCT, MPOBEPKaTa U

BaJIMIUPAHETO.
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17.3.

17.4.

18.

18.1.

18.2.

CodTyepbT 10 HaCTOSIIMS pa3/ell, IpeIHa3HAaYEH 3a U30JI3BaHE B KOMOMHALIMS C

MOOMITHU KOMIIOTHPHU IIATGOPMHU, Ce IPOSKTHPA U MPOU3BEXKAA, KATO CE B3eMaT

NPEIBU KOHKPETHUTE XapaKTEepPUCTUKHM HAa MOOMIIHATA TIaTGopma (HarpuMep pasmep u

CbOTHOLICHUC Ha KOHTpACTa Ha eraHa) W BbHITHUTC (I)aKTOpI/I BBB BPb3Ka C U3IIO0JI3BAHETO

My (IpOMEHsIIA ce cpe/ia O OTHOILICHHUE Ha CBETJIMHATA WM IIyMa).

HpOI/BBOI[I/ITeJ'II/ITe YCTAaHOBSBAT MUHUMAJIHU U3UCKBAHUA 3a XapAyecpa, XapaKTCPUCTUKUTC

Ha UT mpexwure 1 nHHOPMAITMOHHO-TEXHOJIOTHYHATE MEPKHU 33 CUTYPHOCT, BKITFOYHTEITHO

3aIUTaTa Cpelry HeIMmo3BOJICH IOCTHII, KOSITO € HEOOXO0MMa, 3a Ja MOXe COPTYephT Jaa

(GYyHKIMOHMpa 110 NpelHa3HauYEHHeE.
AKTUBHH U3J1€JIUS U CBbP3aHHU KbM TSIX H3/EIHS

B city4aii Ha elMHAYHA TOBPEAA NIPU HEUMILJIAHTUPYEMHU aKTUBHU U3JEIIUs CE IIpUeMar
HEe0OXOIMMUTE MEPKHU 3a OTCTPAHSBaHE WM HaMaJlsIBaHE HA MOCIEABAIINTE PUCKOBE,

JOKOJIKOTO TOBa € Bb3MOXXHO.

I/ISHCHI/IHTa, IIPpU KOHUTO 0e30macHOCTTa Ha ManucHTa 3aBUCH OT BETPCIICH U3TOYHHUK Ha
CHEpIu:i, Ca CH8.6I[GHI/I C alfapartypa 3a olpeaAcIdHC Ha CbCTOAHUCTO HA U3TOYHHKA Ha
CHCPIUA U C MOAXOAAIIO MPECAYIPCIKIACHNUC NN YKA3AHUC 3a TOBA KOI'a KAllallUTCTHT HA
HU3TOYHUKA HAa CHCPTrHUd JOCTUTHC KPUTUYHA TOYKA. Axo e HCOGXOI[I/IMO,
OpeaAyNnpeKACHUECTO UJIKW YKA3aHHUECTO CC aBa NPCAU KallalUTCTHhT HAa U3TOYHUKA Ha

CHEPIY Aa NIOCTUTHE KPUTHUYHATA TOYKA.
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18.3.

18.4.

18.5.

18.6.

18.7.

18.8.

W3nenusara, mpu KOUTO 6€30MMaCHOCTTA Ha MAIIMEHTA 3aBUCH OT BBHIIICH U3TOYHHK Ha
€Heprus, ca CHaOJICHH C aJlapMeHa CUCTEeMa, KOATO J]a CUTHAJIM3UPA 32 BCSIKO HApyIIICHHUE B

3aXpaHBaHECTO.

W3nenusita, mpenHa3HaueHu 3a HAOMIOCHIE HA €AMH WM MOBeYe KIMHUYHY MMapaMeTbpa
Ha TAIMeHT, ca CHAOACHH C TIOIXOISIIH aJapMEHU CUCTEMH, CUTHATTU3UPAIIN
MOTPEOUTENS 32 CUTYaIlMH, KOUTO OMXa MOTIIU J1a TIPSIU3BUKAT CMBPT WA CEPUO3HO

BJIOIIaBaHC HA 3IPABOCIIOBHOTO CHCTOAHUC HA MAIUCHTA.

I/ISIICJ'II/IHTE[ CC MPOCKTUPAT U MPOU3BEKAAT TaKa, UE JOKOJIIKOTO € Bb3MOXHO, B
npeaABuacHara 3a TaX pa60THa cpeaa pUCKOBETE OT Cb3AaBaHC HA CJICKTPOMAIHUTHU
CMYUICHUA, KOUTO MOTraT a IMOBJIUAAT HA JIeCTBUETO Ha BBIIPOCHUTC UJIU APYTU U3ACITIUSA

WM anapat, Aa 0b1aT MUHUMAJTHU.

Nzpenusra ce mpoekTupaT v MPOU3BEXKIAT TaKa, Ye Ja OCUTYPSBAT HUBO HA BHTPEIIHA
YCTOMYMBOCT HA €JICKTPOMArHUTHU CMYIIEHHUS, KOETO J1a € MOAXO0IS1II0, 3a Ja UM MO3BOJIU

Ja paboTAT 1O MpeTHA3HAUCHHE.

N3penudAra ce MpoeKTUPAT U MPOU3BEKIAT TAKa, Y€ JOKOJIKOTO € Bb3MOXKHO, 11a CE
n30erHe pUCKBT OT CIIy4ailHU TOKOBH yJIapy Ha MAIUeHTa, IOTPEOUTEINS WK APYTO JIULE
[IpU HOpMaJiHa ynoTtpeba U Ipu eIMHUYHA MOBpeIa Ha U3ETUATa, KOraTo ca NHCTATUPaHU

Y OABPKAHU CIOpE] MHCTPYKIIMUTE HA IIPOU3BOUTES.

N3nenusTa ce NpoeKTUpaT U MPOU3BEKAAT TaKa, 4e, JOKOJIKOTO € Bb3MOXKHO, Ja ca
3alIUTEHU OT HEPa3peIIeH AOCThI, KOWTO OM UM MONpedns 1a (pyHKIUOHUPAT 110

npeAHa3HAYCHUC.
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19. CHGHI/I&J’IHI/I HU3UCKBAHHUA 3a AKTUBHUTC UMILIAHTUPYCMU U3ACIINA

19.1. AKTUBHHMTE UMIUIAHTUPYEMU U3JICIIHS CE MPOCKTUPAT U MPOU3BEKIAT TAKa, Ye Ja Ce

npeMaxHaT Wik ¢BeaaT 10 MUHUMYM, JOKOJIKOTO € Bb3MOKHO:

a) PUCKOBETE, CBbP3aHU C U3IIOJI3BAHCTO Ha CHCpFHﬁHH HU3TOYHHIIHU, KAaTO CC O6I>pHe
CIICHUAJIHO BHUMAHUC HA U30JIalUATa, U3TUYAIIUTC TOKOBC U MPECTPABAHCTO HA

H3ACIIMATA IIPH U3MOJI3BAHETO HA CJICKTPUICCTBO,

0) pucKoBeTe, CBBP3aHHM C JICYCHHE, OCOOCHO OHE3M, KOUTO MPOM3THYAT OT ynoTpedara

Ha neulOpunaTopu WM BUCOKOUECTOTHA XUPyprudecka amnaparypa, u

B) PUCKOBETE, KOUTO MOTI'aT da Bb3HUKHAT, KOIraTO IMOAAPBIKKATA U KaJII/I6pI/IpaHeTO ca

HCBBH3MOXHH, BKIIOUUTCIHO:

— MMPEKOMCPHO YBCIMYCHUC HA U3TUYAIIHUTC TOKOBC,
—  OCTapsiBaHE Ha M3IOJI3BAHUTE MaTepUallH,

—  TpeKoMepHa TOIUIMHA, TCHEPHpaHa OT U3CIUETO,

— HaMaJsiBaHe Ha MPELU3HOCTTa Ha HAKOW M3MEPBATENICH ypel UM KOHTPOJIEH

MCXaHU3BM.

19.2. AKTMBHHMTE UMILJIAHTHUPYEMHM HU3JIETHS CE IPOEKTUPAT U IPOU3BEXKIAT TaKa, Ue Aa ce

OCHUTYpHU:

— KOrarto € npujaoxXumMo, CbBMCCTHUMOCT Ha U3ACIIUATA C BEIICCTBATA, KOUTO TC Ca

MMp€aHa3sHAa4YCHU Ja rnpujiarart, 1

— HaACKIHOCT HA U3TOYHUKA Ha CHEPI U
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19.3.

19.4.

20.

20.1.

20.2.

20.3.

AKTUBHUTE UMIUIAHTUPYEMH U3EIHS U, aKO € MPUII0KUMO, TEXHUTE ChCTaBHH YaCTH, CE
UIEeHTU(DHUIMPAT TaKa, Ye Ja MO3BOJISIBAT B3EMAaHETO Ha BCHUKH HEOOXOIUMH MEPKH CJIE]T

OTKPHUBAHC HA MOTCHIUAJICH PUCK BbB BPpb3Ka C U3JCIIUATA UJIU TEXHUTC CbCTABHU YaCTH.

Ha axTuBHHTE UMIUIAHTUPYEMU U3LEINS CE TIOCTaBs KO, Ype3 KOUTO T€ U TEXHUSAT
MIPOU3BOIUTEI MOTaT Aa ObJaT KaTerOpuYHO HICHTU(DUIIPAHU (ITO-CHIEIIMATHO 110
OTHOIIIEHNE Ha BU/1a HA U3/IEJINETO U TOJUHATAa My Ha IIPOU3BOJICTBO); IPU HEOOXOIUMOCT
TO3H KOJ TpsiOBa /1a MOXe J1a ce pa3uuTa, 6€3 1a € HeoOXoAuMa XUpyprudecka

HUHTCPBCHIIUA.
3aH_II/ITa OT MCXaHUYHHU 1 TOIUVIMHHU PUCKOBC

Wznenusta ce mpoeKTUpAT U MPOU3BEKIAT TaKa, Ye MAIUEHTUTE U OTpEeOUTENNTE /1a ca
3aIUTEHU OT MEXaHUYHU PUCKOBE, CBbP3aHU HAIIPUMED C YCTOMYMBOCTTA HA JBUKEHUE, C

HECTAOMIIHOCT U C JABMKCIHIUTE CC YaCTH.

I/ISILGHI/IHTa CC MPOCKTUPAT U MPOU3BEKAAT TaKa, U€ Ja CC HaMAJIAT 1O MUHUMYM
PUCKOBETEC OT I'CHEPpHUPAHHN OT U3ACINATA BI/I6paHI/II/I, KaTo C€ OTYUTAT TCXHHUYCCKUAT
nporpec u CbIICCTBYBAIIUTE CPECACTBA 3a OrpaHUYaBAHC Ha BI/I6paLII/II/ITC, 0Cc00€eHOo npu

M3TOYHHKA, OCBCH KOIaTo BI/I6paLII/II/ITe ca 4acCT OT MOCOYCHOTO HeﬁCTBHe.

I/I3,Z[GJII/I}IT3 CC MPOCKTUPAT U MMPOU3BLIKAAT TaKa, UC J1a CC HAMAJIAT 1O MUHUMYM
PUCKOBCTEC OT U3JIBUYCHUA LIYM, KaTO CC OTYHUTAT TCXHUUYCCKHUAT IMPOrpec u
CBIIECTBYBAIIIUTE CPEJICTBA 32 OTPAaHWYABAHE HA IITyMa, OCOOCHO MPU M3TOYHHKA, OCBEH

KOT'aTO U3JIBUCHUAT HIYM € 4aCT OT ITOCOYCHOTO JICUCTBUE.
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20.4.

20.5.

20.6.

21.

21.1.

TepMuHaNUTE U CBBP3BAIIUTE YaCTU KbM M3TOUYHUIIM HA €JIEKTPUUIECTBO, Ia3,
XHUJIpaBINYHA WM THEBMAaTUYHA €HEPTHsl, C KOUTO MOTPEOUTENAT WIH JPYTo JInlle TpsiOBa
na paboTH, ce MPOEeKTUPAT U KOHCTPYUPAT Taka, Y€ BCUYKU Bh3MOKHH PUCKOBE J1a ca

MHWHHMAJIHU.

I'pemkuTe, KOUTO MOTAT J]a CE€ HAMIPABST IMPU MOHTAX WU CMsIHA HA OTPECIICH! YacTH,
KOUTO O¥MXa MOTJIU JIa Ch3aAaT PUCKOBE, C€ MPEAOTBPATABAT Ype3 MPOCKTUPAHETO U
KOHCTPYKIIMATA HAa T€3W YaCTH HJIH, aKO TOBA € HEBB3MOXKHO — Upe3 WH(OpMAIIHS,

MOCOYEeHa BbPXY CAMHUTE YacTH W/WUIH KOKYCHUTE UM.

C’bIJ_IaTa I/IH(I)OpMaI_II/IH CC MIpCACTABs BbPXY ABUKCHIUTC CC HaCTHU /WA TEXHUTE KOXKYyCH,

KOorato 1mocokara Ha JBUXKCHUC Tp}I6Ba Ja € U3BCCTHA, 3a Ja CC n30erae PUCKDBT.

I[OCT'LHHI/ITG YaCTU Ha U3aciaudaTa (C H3KIIIOYCHUEC HA YaCTUTC UJIA 30HUTC, MPCAHA3HAUCHU
Ja U3J1p4YBaT TOIIJIMHA WJIHM J1a CC Hal"pﬂBaT) " CbCCAHUTEC UM HAaCTU IIPU HOPMAJIHHU YCIIOBUSA

Ha ynoTpeba He JOCTUTAT MOTEHIIMATHO OMACHU TEMIIEPATYPH.

3amma OT PHUCKOBCE 3a IMalJMCHTA UJIHU l'IOTpe6I/ITCJ'IH OT U3ACIINA, JOCTAaBAIIN CHECPIUuAa 1IN

BCIICCTBA

W3nenusTa, KOUTO JOCTABAT Ha MAallMEHTa EHEPTUs WIK BEUIECTBA, C€ IPOEKTUPAT U
n3paboTBaT Taka, 4e CKOPOCTTa HA MOTOKA JIa MOXKE J[a C€ peryiupa u HoJabpxa ¢

TOYHOCT, KOATO Aa rapaHTupa 0e30macHOCTTa Ha nanuecHTa 1 HOTp€6I/ITeJ'IH.
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21.2.

21.3.

22.

22.1.

Wznenusita ca cHAOACHU C MIPHUCIIOCOOTICHHS 32 IPEAOTBPATABAHE H/UJIM CUTHAIM3HPAHE 32
BCSIKa HETIOAXO/AIa CKOPOCT Ha OTOKA HA €HEPI'ysl UM Ha JOCTABSIHUTE BELIECTBA, KOSATO
Ou MorJia a mpecTaBisaBa onacHocT. M3nenusra mpurexaBaT MOIXOISIIN 3alIUTHH
MPUCTIOCOOJICHHSI, KOUTO, JOKOJIKOTO € Bb3MOXKHO, IPEIOTBPATABAT HHIIUACHTHOTO
0CBOOOKaBaHE HA OMIACHO KOJIMYECTBO EHEPTHS WIIHM BEIIECTBA OT U3TOUYHUK HA CHEPTHS

W/WIY HA BELIECTBA.

@OYHKIMHUTE HA KOHTPOJIUTE U MMOKA3ATEIUTE ca ICHO 0003HAYEHU BbPXY U3/EIIUATA.
Koraro nznenusta ca npuapyKeHH OT MHCTPYKIMU 3a yroTpeda Wi BU3yalHa cUCcTeMa 3a
pabOTHUTE UM HACTPOWBAHUTE UM MapaMeTpH, Ta3u UH(popMaIHs € pa3dupaema 3a

HOTpGGHTeHSI, a aKO € MMPUJIOKHUMO — U 34 IMallUCHTA.

3aLLII/ITa OT PHUCKOBC, Cb3JaICHU OT MCAULIMHCKHA U3CIIUA, IPCAHAZHAYCHU OT

IIPOU3BOAUTCIIA 3a YHOTp€6a OT HECIICUAJINCTU

W3nenusTa 3a ynorpeda OT HECIIEUANNUCTH CE€ MMPOSKTUPAT U MPOU3BEXKAAT Taka, ue Ja
(GyHKIMOHHMpAT MPABUIHO CHIIACHO MPEIHA3HAYEHUETO CH, KaTO Ce OTYUTAT YMEHHUATA U
CpelCTBaTa, C KOUTO pa3nojiaraT HeCHeIHaTuCTUTe, KAKTO U BB3ACHCTBHETO HA
MIPOMEHHTE, KOUTO MOraT 000CHOBAHO J1a Ce MPEIBUAAT B TEXHUKATA U CpejiaTa Ha
Hecrienuanucta. MapopmanusaTa 1 MHCTPYKIMUTE, IPEIOCTABEHH OT IPOU3BOIUTES, Ca

JIECHH 32 pa30HpaHe W MPUJIaraHe OT HECIICIHAINCTA.
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22.2.  Wzpenusrta 3a ynorpeda OT HECTIECIUATUCTHU CE POSKTUPAT U MTPOU3BEKIAT TaKa, Ue:

- Ja C€ rapaHTupa, 4€ u3aCIucCTO MOXE Ja CC U3II0JI3Ba 0€30I1aCHO ¥ TOYHO OT
OeJacBUA HOTpe6I/ITCJ'I Ha BCUYKU €TAllk OT IIpoueaypara, ako € H606XOI[I/IMO — CJIC

OCUTYpsIBaHE Ha MOAXOANI0 00yueHne Wik HHpopManus,

— Ja C€ HaMaJIu BbB Bb3MOXHO Hal-ToIsIMAa U noaxondina CTCIiCH pUCKBT OT
HCMIPCABUACHU IMMOPA3BAHUA U Y60)KI[3HI/IH, KaTO HalIpumep Y60)KZ[3H€ C MCIMIIUHCKHA

WTIIH, U

- Ja C€ HaMaJIM BbB Bb3MOXHO Hal-rojissMa CTeIeH PUCKBT OT I'pCIlIKa HAa LCJICBUSA
HOTpe6I/ITCJ'I npu pa60Ta C U3ACIIUCTO U, aKO € IPHUIIOKHUMO, ITPU THJIIKYBAHCTO Ha

pe3yaTaTure.

22.3.  Korato e nenecho0pa3Ho, H3AeNUATA 32 yIOTpeda OT HECTICLUAINUCTH BKJIIOYBAT

IpoIeypa, Ype3 KOSTO HECTIEUATUCTBT:

— MO3Ke Jia POBEpH IO BpeMe Ha ynorpedara Aanu u3aenuero pyHKIHOHUpa, KaKTo €

MPEABUACHO OT MPOU3BOIUTENIS, U

— aKoO € IIPUIIOKUMO, ouBa npeayInpexKaaBaH, ako U3CJIUCTO HE ITPEACTAaBHU BAJIUACH

pesyJTar.
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I'nasa II1
N3uckBanus 3a vHpopmanuaTa,

npeaocraBsina ¢ U3J1€¢JiM€To

23. ETuker u MHCTpyKLUH 3a ynotpeda
23.1.  OOmm n3ncKBaHUS 3a HHYOPMAIUATA OT TPONUIBOIUTEIIS

Bcesiko m3nenue ce mpuapyxasa oT HHGOpMAIHS 32 WACHTUPHUIMPAHE HA U3IEIIUETO U
MIPOU3BOIUTEINS My U OT BCsIKakBa MH(OpMaIys 3a 0e301acHOCTTa U IeHCTBUETO, OT
3HAaYEHUE 3a MOTPEOUTEINS U 32 APYTO JUIIE, B 3aBUCUMOCT OT cirydas. Ta3u
uHpOpMaIH MOXKE J1a € Ha CaMOTO M3JIeJIMe, Ha OTIAKOBKATa MM B HUHCTPYKIMHTE 32
ynoTpeda u — ako MPOU3BOJAUTENAT UMa yeOCallT — ce 1M0CcoYBa U Ce aKTyalu3upa Ha

yeOcaiiTa, KaTo ce B3eMa MPEIBUJI CIICHOTO:

a)  HOCHUTENSAT, OopMaThT, ChIBPKAHUETO, YETIMBOCTTA U PA3NOIOKEHUETO Ha €TUKETa
¥ Ha UHCTPYKIMUTE 32 ynoTpeda ca MOoAXOASIIH 32 KOHKPETHOTO U3JIENIHE,
npeIHa3HaYCHUETO MYy U TEXHUYECKUTE 3HAHUS, OITUT, 00pa3oBaHUE WK 00yUeHHe
Ha 1ieneBus(te) noTpeduTen(u). [lo-KOHKpETHO MHCTPYKIMUTE 3a YyIoTpeda ca
peIaKTUpPaHU 10 JIECHO pa3dupaeM HauWH 3a IeJIeBUS TOTPEOUTEN U, aKO €

noaxoadauIo, ca JOIMbJIHCHHN C UCPTCIKHU U JUArpaMu;
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6)

n)

uHpOpManuATa, KOSTO TPSAOBA [1a € TOCOUEHA BHPXY €THKETA, CE MPEICTaBs Ha
caMoToO u3zienue. AKO TOBa € HEBb3MOXKHO MM HEMOIXOASIIO, YacT OT
UH(pOpMaLUATa WM Lis1aTa HHPOPMaLUsS MOXKe Ja ce IOCOYM Ha OIlaKOBKaTa Ha

BCiKa CAMHHUYHA 6p017n<a H/UIM Ha OIIAaKOBKATa Ha MHOKECTBO HU30CIHNA,

ETHKETUTE Cce MPECTaBAT BbB (popmart, pazdbupaem 3a Xxopara, 1 Morar aa ce
JOIBJIHAT ¢ HH(pOpMaLUs, KOSITO CE pa3uuTa OT MallliHa, KaTO HallpuMep

paanodectoTHa uneHTuuKanus (RFID) umu 6apkomose;

MHCTPYKLHUUTE 32 YIIOTpeda ce OCUTypsBaT 3aeHO ¢ uzaenudra. [lo uzkitouenue, He
Ce M3UCKBAT TaKMBa MHCTPYKIIMU 3a ynoTpeda 3a uzaenus oT kiac I u knac Ila, ako
TE3U W3JIENHsI MOTaT J]a C€ U3IOI3BaT O6e30MacHo 0e3 TaKuBa WHCTPYKIIUU U aKO HE €

MPEABUICHO IPYTO B HACTOSALIMS Pa3ae;

KOT'aTO MHOXECTBO M3JICIHSI C€ JOCTABAT Ha €IMH MOTPEOUTEN U/HITU MSICTO, MOXKE
Jla ce MPeI0CTaBH CaMo €IMH €K3eMIUIAp Ha MHCTPYKIMUTE 32 yroTpeda, ako
KyIyBaubT € ChIJIACEH, KaTO IIPU BCAKO MOJIOKEHHE TOW MOKe Ja U3HMCKa /1a OblaT

JOCTaBCHHU 0e3IIaTHO JOI'BJIHUTCIIHU CK3CMILIAPH.

MHCTPYKLMUTE 32 yIOTpeda MoraT Jja ce OCUTYPAT Ha MOTPeOUTENs Ha HEXapTUEH
HOCUTEI (HalIPUMED €IEKTPOHEH), JOKOJIKOTO € Pa3pelIeHo U CaMoO IIPU YCIOBUATA,
nocoueHu B Permament (EC) Ne 207/2012 wim B HSIKOE OT TOCJIEIBAIIMTE MTPaBHIa 32

nmpuiaarade, MpueT B CbOTBETCTBHUEC C HACTOAIIWA PETIIaAMCHT,
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OCTAaTBYHHUTE PHCKOBE, 32 KOUTO MOTPEOUTEIISAT W/WIIH APYTO JIUIE TPsOBa Aa Obaat
YBEJIOMEHH, C€ BKIIIOUBAT B MPEOCTaBSIHATA OT MPOU3BOIUTENS HH(MDOPMAITUS IO
dbopMaTa Ha OrpaHUYEHUS, TPOTHUBOMOKA3AHHUSI, TPEANAa3HU MEPKHU WU

HpeaynpexIeHus;

KOTaTo € [eJechoOpa3Ho, MpeAoCTaBeHaTa OT MPOU3BOAUTENS HHPOPMAITHS Ce
npezacTaBs noJ popmara Ha MEXyHAPOIHO NMPHETH CHMBOJIHA. Beceku n3mon3Ban
CHUMBOJI NI I/II[GHTI/I(i)I/IKaHI/IOHeH LBAT OTTOBAps HA XapMOHU3HUPAHUTE CTaHAAPTH
ninn OC. B o6macture, B KOUTO HAMA XapMoHH3upaHu ctanaapty win OC, B

npeaocTraBeHara ¢ U3ACIUCTO JOKYMCHTAIUA CE€ OITMCBAT CUMBOJIMTC U IBETOBCTC.

23.2. Hudopmanus BbpXy €TUKETa

ETukeTsT chabpika BCHUKH U30POCHU TO-0y JaHHU:

a)  HMMETO WIH ThPrOBCKOTO HANMEHOBAaHUE Ha M3/IEIHETO;

0) wumHbOpMaIUATa, CTPOTO HEOOXOAMMA Ha TIOTPEOUTEIS, 3a 1a UASHTUDHUITIPA
U3JIEINETO, ChABPKAHUETO B OMAKOBKATa U KOTAaTO HE € SICHO 3a MOTpeOuTeNs —
npeIHa3HaYCHUETO Ha U3/IETUETO;

B)  HaWMEHOBAHHUETO, PETHCTPUPAHOTO THPTrOBCKO HAUMEHOBAHHE WU PErHCTPUpPAHATA
THPrOBCKa MapKa Ha MPOU3BOIUTEIIS U aipeca Ha PETUCTPUPAHOTO MY MSCTO Ha
CTOIAHCKa JIEHHOCT;
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)  aKO PErHCTPUPAHOTO MSCTO Ha CTOMAHCKA JACHHOCT Ha MPOU3BOIUTEINS € U3BBH
Cpr03a — MMETO Ha YI'BJIHOMOIICHUS MPEICTABUTEI U aJpeca Ha PETUCTPUPAHOTO

MSCTO Ha CTONaHCKa ASHMHOCT Ha YIO'BJIHOMOUICHUA TPEACTABUTCII;
,Z[) aKoO € IIPUJIIOKUMO, CC ITOCOYBA, UC U3ACITUCTO ChbABPIKA NN BKIIOUYBA:

- JICKApPCTBCHO BCUICCTBO, BKIIIOYUTCIIHO MMPOU3BOJHO Ha YOBCUIKATA KPBB WA

mIa3ma, uin
— ThbKAaHU UJIN KJICTKHU NUJIN TCXHU HpOI/I?;BOI[HI/I OT YOBCIIIKHN HpOI/IBXOI[, NI

- ThKAaHU HUJIN KJICTKHU OT Y XKUBOTUHCKH ITPOU3XO0 UJIW TEXHHU IIPOU3BOJHHU,

nocouyenu B Permament (EC) Ne 722/2012;
€)  aKo e MPHIOKUMO, HHPOpMaLus BbPXY €TUKeTa chriaacHo paszaen 10.4.5;

)  HOMEp Ha MapTujaTa Wik CEpUEH HOMEP Ha U3/ACIIUETO, MPEIUIECTBAH OT TyMUTE
,HOMEP HA TTAPTUJJA* wim ,, CEPUEH HOMEP* unu ekBuBasieHTEH CUMBOJI, B

3aBHCUMOCT OT TOBa KO€ € IOIXO/ISAIII0;
3)  wocutenat Ha UDI mo unen 27, maparpad 4 u gact B ot nmpunoxenue VII;

I/I) SCHO IIOCOYCH KpAaCH CPOK Ha 0€e301IaCHO U3MOJI3BaHE WIIH HUMIUIAHTUPAHE Ha

U3JIeNUeTO (C yKa3aHu Hal-MaJIko roJiHa U MecCel]), KOraTo TOBa UMa 3HAYCHHUE;
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i)  KOraTo HE € MoCoYeHa JaTara, 10 KOSTO U3ACTHETO MOKE Ja Ce M3IMOII3Ba 0€301acHo,
Ce yKa3Ba jJararta Ha MPOM3BOJCTBO. Ta3| JaTa Ha MPOU3BOJICTBO MOXKE Ja CE
BKJTIIOYH KaTO 4acT OT HOMEpa Ha MapTUAaTa WU CEPUIHUS HOMED, TIPU YCIIOBHUE 1A €

SCHO OIIpeaciinMma,

K)  II0COYBAT C€ BCUYKH MPUIIOKHMHU CIECIUATHU YCIOBUS Ha ChXpaHEHUE W/Win padoTta

C U3JIETUETO;

J'I) aKO M3ACIIMETO CC N0CTAaBA CTCPUIIHO, TOBA CC€ YKa3Ba, KAKTO U MCTOABT 3a

CTCpHUIIN3alHs,

M)  TPEAYNpPEkJACHUS WU MPEINa3Hu MEPKU, KOUTO € HEOOXOMMO J1a Ce CBEAAT JI0
HCIMOCPCACTBCHOTO BHUMAHHNEC Ha HOTpGGI/ITeH}I Ha U3ACIIUCTO U HA APYTO JIMIIC. Tazu
UH(pOpMaLK MOXeE J1a ce CBeJIe 10 MUHUMYM, HO B TaKbB CIIy4ail B MHCTPYKIIUUTE
3a ynotpeba ce mpeacTaBs mo-noapoodHa HH(pOopMaIHs, KaTo ce B3eMaT MPEABUT

1IeJICBUTE TTOTPEOUTENH;

H)  aKo M3IEJIMETO € 32 eJHOKpaTHA yroTpeda, ToBa ce yKa3Ba. YKa3aHHETO Ha

MMPOU3BOAUTCIIA 3a CAHOKpAaTHATa yHOTpe6a € IIOCICAOBATC/IHO B LICIINUA Cpr03.

0)  aKo M3JENMETO € 3a eAHOKpaTHa ynorpeda u e OuiIo moBTOPHO 00paboTeHO, ce
10COYBa TO3U (aKT, OpPOSAT HA Beue U3BBPIICHNUTE LIUKIM HAa TIOBTOpHA 00padoTKa n

BCAKO OT'paHUYCHHUEC IO OTHOIICHUEC Ha 6p0$[ Ha TC3H ITUKIJIN,

H) AKO M3ACJIIMETO € U3IrOTBCHO IO MOPBHYKA —TEKCTHT ,,U3ACTIUC, U3TOTBCHO I10

2,
IMopbUKaA ;
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p)  yKasaHHe, 4e U3JEIUETO € MEAULIUHCKO U3eiue. AKO U3/IeIHETO € CaMo 3a

KIMHHUYHO HU3IIMTBAHC — TEKCTBHT ,,CaMO 3a KIMHUYHU I/ISHI/ITBaHI/IH“;

C)  3a M3JeHTa, ChCTABCHU OT BEIIECTBA MM KOMOMHAIIUH OT BEUIECTBA, KOUTO ca
npeHa3HAYCHH Ja ObJIaT BbBEJACHU B YOBEIIKOTO TSUIO MPE3 TEIECEH OTBOP, WIH Ja
ObJIaT MPUIIOKEHHU BBPXY KOXKATa U KOUTO ce a0COpOUpaT OT YOBEUIKOTO TSIJIO WIIH
Ce pa3npbCKBAT JIOKATHO B HETO —IISUIOCTHHS KaYeCTBEH ChCTaB HA U3JICITUETO
KOJIMYECTBEHA HH(OPMAITHS 32 OCHOBHATA ChCTaBKA WIIM ChCTaBKHU, UpE3 KOUTO CE

MMOCTUT'a OCHOBHOTO JAEHUCTBHE I10 MMpE€aHa3HAYCHUC,

T) 3d AKTUBHUTC UMIIJIAHTUPYCMHU U3CJINA CC ITIOCOYUBA CCpHﬁHHfIT HOMCED, a 3a ApYTIUTe

UMILIAHTUPYEMHU U3LEIHS — CEPUUHUAT HOMEp WIM HOMEPBT Ha MapTHATa.

23.3.  Hudopmanus BbpXy OIMaKOBKaTa, KOATO MOAMABPKA CTEPUITHOCTTA HA U3/IETHETO

(,,cTepuIIHA OTTAaKOBKA“):

BBpxy cTepuiiHaTa OmakoBKa ce MOCOYBAT CIICTHUTE JaHHU:

a)  yKa3aHWe, M03BOJISBAIIO CTEPHIIHATA OMAKOBKA J1a ObJEe pa3lo3HaTa KaTo Takasa,
0)  J;ekiaparius, 4e U3JIEIUETO € CTEPUITHO,

B) METO/I Ha CTEpUJIN3ALINS,
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T)  HMETO M apechT HA MPOU3BOTUTEIIS,
)  OMHCaHWE Ha U3JEIHETO,

C) aKO U3ACJIIMCTO € CaMO 3a KIIMHUYHO M3IMUTBAHC — TCKCTHT,,U3KIIFOUUTCIIHO 3a

KIVHUYHHU W3ITUTBAHUA ",

)K) AKO MU3JACJIMCTO € U3rOTBCHO IO MOPBbUKA — TCKCTHT ,,U3ACIINEC, U3TOTBCHO I10

nopbyka’,
3)  Mecell U roJluHa Ha IPOU3BO/CTBO,

M)  SICHO TIOCOYEH KpaeH CPOK 3a OE30IaCHO M3MOJI3BAaHE WIM UMILUIAHTHpAHE Ha

U3JIENUETO (C yKa3aHU Hail-MalKko TOMHA U Mecel), U

i)  ykazaHHe B Cllyyail Ha HapyIlIeHa CTEPUIIHA ONAKOBKA MM HEIIPEeIHAMEPEHO
OTBapsiHE Ha CTEPUIIHATA OMAKOBKA Mpe/n yrnoTpeda /1a ce HalpaBy CIpaBKa C

MHCTPYKLHUUTE 3a yIoTpeoda.
23.4. Hudopmanus B HHCTPYKIMHTE 3a YIIOTpeda
WuctpykimuTe 3a ynorpeda chabpiKaT BCHYKH JaHHH MO-I0IY:

a)  JaHHWUTE, MOCOYEHH B pazzein 23.2, OykBH a), B), 1), €), K), 1), H) U C);
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6)

IpeHa3HaYeHUETO Ha U3/IEITUETO C SICHO IOCOYBAaHE Ha MOKa3aHus,
MPOTUBOINOKA3aHUs, 1IeJIeBa TPyIa WK IPYyNU Ha MallMEHTUTE U Ha OTpeduTenure, B

3aBUCHUMOCT OT CJIy4asd;

B)  KOraTo € MPHJIOKUMO, YTOYHSIBAHE HA OYAKBAHUTE KIIMHUYHU TTOJI3H.

T)  KOraTo € IPUJI0KUMO, BPH3KH KbM PE3IOMETO 32 0€30MacCHOCTTa M KIIMHUYHOTO
JIEMCTBHE CHITIACHO WICH 32;

)  XapaKTCPUCTUKUTE Ha IEHCTBUETO HA U3JCIIHETO;

€)  KOoraTo € IMPHIOKUMO, HH()OpMAITHs, TO3BOJISBAIIA HA MEAUIIUHCKUS CIICIIHAITUCT Ja
NPOBEPH JIAJIH U3EIIUETO € MOAXOJISAIIO U J1a U30epe ChOTBETHUS COPTyep U
MPUHATJICIKHOCTHU,

)  BCHUYKH OCTAThYHH PHCKOBE, IPOTUBONOKA3AaHUSI U HEXXEJaHU CTPAaHUYHH e(heKTH,
BKITIOUHMTEITHO HH(OPMAIHSI, KOSITO TPSIOBaA J]a ce ChOOIIH Ha IMallMeHTa BbB BPB3Ka C
TOBA;

3)  cnenuduKanyy, KOUTO ca HEOOXOIMMHU Ha MOTPEeOUTEIs, 3a J1a U3I0I3Ba MPABUITHO
U3JICITUETO; HAIPUMEP, aKO TO € C M3MepBaTeliHa (PyHKIUS, ce IOCOYBa TBhPISTHATA
CTETIeH Ha TOYHOCT;
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I/I) HOI[pO6HOCTI/I 3a BCAKO IMOATOTBUTCIIHO I[ef/'ICTBI/Ie WJIM MaHUITyJ1aluys Ha U3ACJIIHMCTO,
IpeJy TO J1a € TOTOBO 3a ynoTpeda WiH 1o BpeMe Ha ynorpeda, KaTo CTepuITH3aIus,
OKOHYATETHO KOMIUICKTYBaHe, KaTMOpUPaHEe U JIp., BKIFOUUTEITHO CTCIICHTA Ha
NEe3UH(EKIHS, KOSITO € He00X0MMa 3a rapaHTHUpaHe 0€30IMacHOCTTA Ha TAlUeHTAa,

KaKTO U BCUYKH HAJIMYHU MCTOAM 3a IIOCTUT'AaHC HA Ta3H CTCIICH Ha ,Z[GSI/IH(l)eKI_II/ISI;

W)  BCHUYKH M3MCKBAHUS 32 CIICIIMAIHUA ChOPBKEHUS, CIICIIMATHO O0yUYECHHE WITH

KOHKPETHH KBTM(HUKAIIMH HA TIOTPEOUTEINS HA M3/ICITHETO /WA APYTH JIUIIA;

K) wuH(poOpmamuaTa, HeoOX0aMMa 3a IPOBEpKa Ha MPABIIIHOTO HHCTAIUPAHE Ha
U3JICITUETO M HA TOTOBHOCTTA MY 3a 0€30IacHO JCUCTBHE, KAKTO € PEABUICHO OT

MMPOU3BOAUTCIIA, KOraTo € uenec1>06pa3Ho, 3a€JHO CBC CJICAHATa I/IH(i)OpMaLII/IHZ

- JaHHHU 3a €CTCCTBOTO U YE€CTOTATA HAa U3BBPIIBAHC HA Hpoq)HHaKTHqHaTa n
p€aoBHATa NOAAPHIKKA U HA BCAKO IMPEABAPUTCIIHO MMOYMCTBAHC HIIN

ne3nHpEeKIus,
- MOCOYBAHE Ha BCHYKW KOHCYMATHBH U HaYMHA HAa CMSHATA UM,

- UH(pOpMaLKs 32 BCIKO €HO HEOOXOMMO KallnOpupaHe 3a rapaHTHpaHe Ha
NPaBUIHOTO M 0e30macHO (PyHKIIMOHUpPAHE HA M3/IEIHETO [0 BpeMe Ha

€KCIIJIOATallMOHHUS MYy CPOK; U

— MCTOIH 3a OTCTPAHABAHC HAa PUCKOBCTC 34 JIMIIaTa, y4aCTBalllkd B

MHCTAJIMPAHETO, KAIUOPUPAHETO WIIH 0OCTYKBAHETO HA U3JIEIHSTA;
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aKo M3EJINETO Ce JOCTaBsl CTEPUITHO — UHCTPYKIUU B Cllydail Ha HapylllaBaHE Ha
LEJIOCTTa UM HEeTIPEAHAMEPEHO OTBapsHE HA CTEPUIIHATA OMTAKOBKA MpPeIu

ynotpe0a;

dKO U3JCIIMCTO CC NOCTAaBA HECTCPUIIHO € LEJI 1a C€ CTCPUIIN3UPA TPCAN yHOTpeGa —

MOAXOISAIIN HHCTPYKLIHUH 33 CTEPUIIN3ALUATA;

aKO M3JIETTMETO € 32 MHOTOKpaTHa ynoTpeda — uHbOopMaIiis 3a MOAXOASAIINTE
MIPOIIECH, JTaBaIIH BH3MOXKHOCT 32 IMMOBTOPHA YIIOTpeOa, BKIIFOUUTEITHO TTIOYHUCTBAHE,
ne3nH(EKIHs, ONTaKOBaHE M, KOTaTo € MPUJI0KUMO, BaJTUANPAaH METO]] 3a TOBTOPHA
CTepUIN3aIus, MOIXOIII 32 IbpKaBaTa(UTe) YWiCHKa-H), KbICTO U3EIUETO €
MycHATo Ha nasapa. [Ipegocrass ce mHGpopMAaIus 3a TOBA KaK Jia C€ YCTAaHOBH Kora
U3JIETTMETO J1a IIPECTaHe J1a C€ U3M0JI3Ba, HAIPUMED MPHU MPU3HALM 33 YBpEXKAaHE HA

MaTepuaia, Wil ce ocoYBa MaKCUMaJleH Opoil ynotpedu;

yKa3aHHe, aKo € MOJXOIAII0, Y€ U3JICITHETO MOXeE J1a ObJie YITOTPeOSHO OTHOBO CaMO
aKo € OOHOBEHO IOl KOHTPOJIa Ha MMPOU3BOIUTEIS € IIeJT ChOTBETCTBUETO MY Ha

O6H_II/IT6 HM3UCKBaHM 3a 0€30IIaCHOCT U ,HCIZCTBPIG;
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p)

aKo M3/EJIMETO ChABPKA YKa3aHUE, Y€ € 3a eAHOKpaTHa ynorpeda, nHpopManus 3a
M3BECTHUTE XapaKTEPUCTUKU U TEXHUYECKUTE (PaKTOPH, 32 KOUTO MPOU3BOAUTEISAT
3Hae, 4e Ouxa MpeICcTaBIsIBaIl PUCK IIPU MOBTOpHA yroTpeda. Tazu nndopmanus ce
CHABPIKA B CIIEIUANICH Pa3/ieN OT JOKYMEHTAIIMATAa Ha IPOU3BOIUTENS 32
yIpaBlieHUE HA PUCKA, KHIETO TAKHBA XaPAKTEPUCTUKU U TEXHUIECKU (PaKTOPH ca
pasrieanu moapooHo. AKO B ChOTBETCTBHE ¢ pasjaen 23.1, Oyksa r) He ca
HE0OXO0IUMHU HHCTPYKITHH 32 yIoTpeda, nH(pOpManusaTa ce MpeaocTaBs Ha

noTpeduTeNs Mpy NOUCKBAHE;

3a U3ACIIUATA, IIPEAHA3HAYCHH 3a U3IIOJI3BAHC 3aC€THO C APYTU U3ACIIUS H/unu

obopyaBaHe ¢ 00110 MpeTHA3HAYEHUE:

— uHpOpManus 3a UASHTH(GULIMPAaHE HA TE3U U3AeIHs Wik 000pyIBaHe, 3a Ja ce

noJTydr Oe30MmacHa KOMOWHAIIHS, W/WITH

— uHbOpMalus 32 BCHYKU U3BECTHU OTPAHUYECHUS 32 KOMOWHUpPAaHE Ha U3ENUs

u o0opy/IBaHe;
aKO M3JICJINETO U3ThYBA THUCHHUE 338 MEITUITMHCKH TIEJIH:

— noapoOHa nH(popMaIus 3a XxapakTepUCTHKATa, THIIA U, aKO € YMECTHO, 3a

HWHTCH3UTCTA U PA3IIPOCTPAHCHUCTO HA U3JIBYCHOTO JIBUCHUC,

— MpeAna3HuTe CPeICTBA 3a MAIMEHTa, TOTPEOUTENS WM IPYTUTE JIUIA OT

HENPEeIBUICHO JTbYEHHE MPU YIIOTpeda Ha U3/IEIHETO;
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UHpOpMaLKs, KOATO JJaBa BE3MOXKHOCT Ha IMOTPEOUTEIIS W/IITK TTalleHTa Ja ce
3aM03HasAT C BCUUKH MPEAYPEKICHUS, MPEANa3HH MEPKU, IPOTHUBOIOKA3aHHUS,
MEpPKH, KOUTO J1a ObJaT B3€TH, U OTPAaHHUCHUS BHB Bpb3Ka C yrorpedara Ha
uznenuero. Tasu napopmaius, ako € 1ejaecboopazHo, 1aBa Bb3MOKHOCT Ha
NOTpEeOUTENS J1a OCBEAOMH MAIMEHTA 332 BCHUKU MPEAYyIPEekKICHU, TPeaIa3Hu
MEpPKH, IPOTUBOIIOKA3aHUs, MEPKH, KOUTO J1a ObAaT B3€TH, U OTPAaHUYEHUS BB

BpB3Ka ¢ ynorpedara Ha u3znenuero. Hpopmanusra o0xBaia, ako € yMecTHO:

nperynpexaeHus, Ipeana3Hi MEPKH U/UIM MEPKH, KOUTO Ja ObaaT
MpEINPUETH ITPHU HEMPABIWIHO (PYHKIIMOHUPAHE HA U3EIUETO UITU MPOMEHH B

I[efICTBHeTO MYy, KOUTO MOTaT [a 3aCCrHaT 6630HaCHOCTTa,

IpeaypexaeHus, MpeIna3Hil MEPKH U/ WK MEPKH, KOUTO a ObaaT
NPEINPUETH IIPU EKCIIO3ULINS HAa Pa3yMHO NPEABUANMY BbHIITHU BIUSHUS WIH
YCJIOBHS Ha CpeJlaTa, KaTOo MarHUTHH MOJIETa, BHIIHU €JIEKTPUYECKU U
€JIEKTPOMAarHuTHU e€(PEeKTH, eIEKTPOCTATUUEH pa3psi, TbUCHHE BbB Bph3Ka C
JUArHOCTUYHU WJIU TEPaNeBTUYHM MPOLEAYPH, HAJISITAHE, BIAXKHOCT WU

TeMIIeparypa,

NpeaypexaeHus, peIna3Hil MEPKH U/ WM MEPKH, KOUTO 1a ObaaT
IIPEANPUETH 10 OTHOLIEHUE HA PUCKOBE OT CMYLIEHUS OT Pa3yMHO
NPEIBUANMOTO MPUCHCTBUE HA U3JIEIUETO IPU CHeUU(PUIHN AUATHOCTUYHU
U3CJIEIBAHNS, OLIEHKH WJIK TEPANICBTUYHO JICYCHUE WIH IPYTU IIPOLETYPH,
HaIlpUMEp €JIIEKTPOMAarHUTHO CMYILIEHUE, U3IIBYCHO OT U3JAEIUETO U 3aCATallo

npyro obopyaBaHe,
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AKO M3ACIIMETO € MPEAHA3HAYCHO 3a IPHUIIOKCHUEC HAa JICKAPCTBCHU IIPOAYKTH,
ThKAaHH, KJICTKHW OT YOBCIIKHW HUJIN )XKUBOTUHCKH IIPOU3XO0Jd UJIU TEXHU
IMPOU3BOAHU HUJIU HA OMOJOTHYHHU BCIICCTBA — BCUYKHU OT'PaHUYCHUS U

HECBbBMCCTUMOCT IIpH 1/136opa Ha BCIICCTBATa, KOUTO Ja CC I10JaBart,

NpeaypexaeHus, MpeIna3Hil MEPKH U/UIH OTPAHUYCHUS BbB BPB3Ka C
JIEKapCTBEHOTO BEIECTBO WM OMOJIOTMYHUS MaTepuall, BKIIOUEH B U3AEIUETO

KaTO HEpa3aAC/IHAa 4acCT OT U3ACJINCTO, U

Npeana3Hu MEPKHU BbB Bpb3Ka C MATEPUAIIA, KOUTO Ca BKIIOUYECHU B U3ETUETO
Y KOUTO ChIbpKaT unu npeacrasisiBaT CMR BewecTsa niau HapyluaBay
GYHKIIMUTE HA €HAOKPUHHATA CUCTEMA BEIIECTBA, WIIM OMXa MOTJIH J1a TOBEJaT

A0 YYBCTBUTCIIHOCT UJIN aJICPrUiHa pCaKIUA Ha IMallUCHTA U HOTpGGI/ITeH}I;

Y) 3a U34€/1MsATa, CbCTaBCHU OT BECUICCTBA UJIH OT KOM6I/IHaIII/II/I OT B€IICCTBA, KOUTO Ca

npeaHa3HaveHu Aa ObJaT BbBEIECHU B YOBEIIKOTO TSJIO M KOMTO ce abcopOupar ot

YOBCHIKOTO TAJI0 WM CE€ PA3IPBHCKBAT JIOKATHO B HCTO — MPEAYIPECKIACHUA U

Mnpeara3sHu MEpKH, KOorato € YMECTHO, BbB BPb3Ka € IAJIOCTHHUA HpO(I)I/IJ'I Ha

B3aMMOJICHICTBUETO Ha U3/IEIMETO U HETOBUTE MPOIYKTH Ha MeTaboJn3Ma ¢ IpyTu

U3JIeIus, JICKaPCTBEHU IIPOYKTH U JPYTH BELIECTBA, KAKTO U 3a

IMPOTHUBOIIOKA3aHUATA, HEKCIIAHUTEC CTPAHUYIHU eq)eKTI/I " PUCKOBETEC, CBbP3aHU C

npeI03UpaHe;

(1)) 34 UMINUTAHTUPYCMUTEC U3ACTINA— LAJIOCTHATA KAYCCTBCHA U KOJIMYCCTBCHA

I/IH(I)OpMaI_II/IH 3a MaTCPUAJIMNTC U BCIICCTBATA, HA KOUTO MOTAaT [1a 6T>,Z[aT HU3JI0KCHHU

NAlUEHTUTE;
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peynpexaeHNs Wi MPEANa3HU MEPKHU 3a yJIECHsIBaHE Ha 0€3011acCHOTO
YHMIOXKaBaHE Ha U3JIEJINETO, IPUHAUIEKHOCTUTE 32 HETO U KOHCYMaTUBUTE, KOUTO

C€ M3I10JI3BAT C HCI'0, aKO MMa TaKHBa. Tazu HH(bOpMaHHH O6XBaH_[8., aKO € YMECTHO!

- UH(EKIUH WIX MUKPOOHU ONACHOCTH, HAIPUMEpP €KCIUIAaHTH, UTJIH WIIN
XUPYPIUYHO 000pyBaHE, 3aMBbPCEHO C MOTEHIIMATHO HH(EKIIMO3HU BEIIECTBA

OT YOBELIKH MTPOU3XOJ, U
- (u3MYECKU ONTAaCHOCTH, HAIIPUMEP OT OCTPH MOBBPXHOCTH;

AKoO B cbOTBETCTBHE C paznaen 23.1, OykBa r) He ca HEOOXOIUMH UHCTPYKIIUU 32

ynotpeba, HHpOpMaLusaTa ce NpeoCcTaBs Ha MOTPeOUTENs IPU OUCKBAHE;

1) 32 U3AETUATA, MPEAHA3HAYCHHU 32 H3M0I3BaHe OT HECTIELUAINCTH, OOCTOSATEIICTBATA,
IpY KOUTO MOTPEOUTEIIAT ClIe/IBA J]a C€ KOHCYJITHPA C MEAUIIMHCKY CIICLUAIIUCT;

9) 32 U3AENHATa, 00XBaHATH OT HACTOSIINS PErJIAaMEeHT ChINIacHO WieH 1, maparpad 2,
nH(popManys 3a IUNcaTa Ha KJIMHUYHA [T0J13a U 32 PICKOBETE OT ynoTpedaTa Ha
U3/IEIHETO;

II) JaTa Ha U3TOTBSHE HAa MHCTPYKLIMUTE 32 YHOTpeOda HilH, ako ca Omin npepaboTeHH,
Jata ¥ uAeHTU(UKATOp HA MociaeHaTa mpepaboTka Ha MHCTPYKIIUHUTE 3a yroTpeoa.
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) yBEIOMsIBAaHE HA MOTPEOMTEIS M/WIIH TAIUCHTA, Y€ BCCKU CEPUO3CH HHIIU/CHT BHB
BpPB3Ka C M3JICIIMETO CJIS/IBA Jla CE JTOKJIaIBa Ha MIPOU3BOJIUTENS M KOMITCTCHTHHS

OpTraH Ha AbpiKaBaTa YJICHKA, B KOATO € YCTaHOBCH HOTpe6I/ITCJ'I$IT /U NannuCHTDBT,

aa) I/IH(I)OpMaI_II/IH, KOATO TpH6Ba Aa CC JaJc€ Ha MAalUCHT C UMIUIAHTUPAHO U3JCIINC B

CBOTBETCTBHE C WiIeH 18;

a0) 3a M3zaenus, BKIIOYBAILY B ChCTaBa CU IPOrPaMUPYEMHU EIEKTPOHHH CUCTEMH,
BKITIOUHUTEITHO COPTYeEp, M COPTyep, KOWTO caM 1o cede CH IPEACTaBISIBA U3EIINE —
MUHUMAaJIHU U3UCKBaHU 3a Xapayepa, xapakrepuctukure Ha UT mpexure u
UH(GOPMALIMOHHO-TEXHOJIIOTUYHUTE MEPKHU 32 CUTYPHOCT, BKIIOUHTEITHO 3aluTaTa
Cpely HETO03BOJIEH IOCTBII, KOSITO € He00X0AMMa, 3a 1a MOXKe COPTyephT Aa

(GyHKIHMOHMpA T10 NTpeIHa3HAuYCHHE.
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HPUJIOKEHUE I1

TEXHUYECKA JOKYMEHTALIMA

TexHuueckara AOKYMCHTaNusd U, ako € IIpHJI0KUMO, HEWMHOTO PE3KOMC, U3IrOTBCHU OT
MPOU3BOAUTEIIA, CC MPEACTABAIT 110 ACCH, OPpraHU3HpPaH, JICCCH 3a TbPCCHC U HCABYCMHUCIICH HAYUH U

BKJIFOYBAT I10-CIICIIUAJIHO CJIICMCHTUTC, I/I36p08HI/I B HACTOAIIOTO IMPUIIOKCHUC.

1. OIIMCAHUME U CHHEHUOUKALNA HA U3AEJIUMETO, BKIIIOYUTEJIHO
BAPUAHTU U [IPUHA JIEXKHOCTHU

1.1. Onucanue u crienupuKaIms Ha U3ACITHETO

a) HMC Ha NMPOAYKTA WA TbpTOBCKO HAMMEHOBAHUC U O6IJ_IO OIMuCaHuc Ha U34CJIUCTO,

BKJIFOUUTCIIHO TPCAHA3HAUCHUCTO MY U LCJICBUTC HOTpGGI/ITe.HI/I;

6) ©6a3oB UDI-DI, xakTo e mocouyeHo B yact B ot npunoxenue VI, onpeneneH ot
MIPOU3BOAUTEISI HA ChOTBETHOTO MU3/CNINE, BeIHAra IPH HAIMYHA UACHTU(DUKAIUS Ha
W3JIeTTMETO B3 OCHOBA Ha cuctemarta 3a UDI, wim npyra sicHa naentudukaus ape3
MPOAYKTOB KO/JI, KaTaJ0KeH HOMEP WM JApyra HEJJBYCMHUCIIEHA CIIPaBOYHA

I/IH(I)OpMaI_II/IH, KOATO JaBa Bb3MOXKHOCT 3a IMPOCICAUMOCT,

B)  IIEJIEBUTE MAIMEHTH U 3[[PaBOCIOBHUTE ChCTOSHUS, KOUTO MOXKE J1a ce
JMAarHOCTUIIMPAT, JIGKyBaT W/WiK HaOJII01aBaT, U APYTU ChOOPaKEHHS, KaTo
HarpuMep KpUTEpUH 3a H300p Ha MAIUEeHTH, TIOKa3aHMs, TPOTHBOMOKA3aHHS,

peTynpexaeHUs;
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F) IMPUHIOMUIIN Ha I[eflCTBI/Ie Ha U3CJIUCETO U HETOBUA HAYUH Ha I[GflCTBI/IG, HAay4HO

JIOKa3aHH, aKO € HEOOX0IUMO;
1)  OCHOBAaHMSATA 32 KBAUIM(HUIIMPAHETO HA IPOIYKTA KaTO U3JICITHE;

e) KJIaC B 3aBUCHUMOCT OT PUCKa U 0OOCHOBKA Ha MPaBUIIOTO(aTa) 3a KIacupuKamus,

npuiaraio() B cboTBeTcTBHE npuioxenue VIII;
’K)  OOsSICHEHHE Ha BCUYKU HOBU XapaKTEPUCTUKH;

3)  ONHCaHME Ha IPHHAUICKHOCTUTE 3a U3/AEIUETO, APYTH U3JENIHUS U IPYTH IPOAYKTH,
KOMTO HE ca U3JIeNINs, KOUTO ca MPEeJIHA3HAYECHHU 3 U3M0I3BaHe ChC ChOTBETHOTO

HU30CIHNUC,

M)  OINHCaHME WU IbJCH CHUCHK HA PAa3IMYHUTE KOH(PUTYpaIMi/BapHaHTH Ha

HU3OCIIUCTO, KOUTO Ca NPCAHA3HAUYCHU 3a IPCAOCTABAHC Ha I1a3apa,

i) 00110 onucaHue Ha OCHOBHUTE (PYHKI[MOHATIHU €JIEMEHTH, HallpUMep
YaCTU/KOMITOHEHTH (BKJIFOUUTEIIHO COPTYEp, aKO € MPHIIOKUMO), CTPYKTYpa, ChCTaB,
(YHKIIMOHATHOCT Ha M3ACITHETO U, aKO € MPHIIOKUMO, Ha HETOBUS KAUECTBEH U
KOJIMYECTBEH cheTaB. Korato e menecho0pa3Ho, TOBa BKIIIOYBA H300PaKCHUS BBPXY
eTHKeTa (HalpuMep JuarpaMu, CHUMKU M YepTEKH), ICHO yKa3Balllld OCHOBHUTE
YaCTU/KOMIIOHEHTH, BKJIIOUUTENTHO JOCTAaThYHO pa3siCHEHUS 3a pa3OupaHe Ha

YEPTEIKUTE U JUATPAMMUTE;
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K) OIMMCAaHUC HAa CYPOBHUHUTC, BKIIFOUCHU B OCHOBHUTC (i)YHKIII/IOHaJ'IHI/I CIICMCHTH, U
TE3U, KOUTO Ca B IIPSAK KOHTAKT C YOBCIIKOTO TAJIO WM HCIIPSAK KOHTAKT C
YOBCHIKOTO TAJI0, HAIIPUMEDP IIPpHU CKCTpAKOPIIOpaIHa HUPKYJIAlUs Ha TCIICCHU

TCYHOCTH,

Jq)  TEXHUYECKH crienu(UKaINUU, HApUMep XapaKTePUCTUKHU, pa3MepH U MapaMeTpu Ha
NEHCTBUETO Ha M3/ICITUETO U BCUYKH BapUAHTH/KOH(PUTYPAIIMH U IPUHAIC)KHOCTH,
KOUTO OOMYANHO C€ MPEJOCTABST B MPOyKTOBATa Crielu(PUKaLUs 3a TOTPEOUTES,

HarpuMep B OpOIIypH, KaTajao3u U APYTH MOJ0OHU U3TaHHMS.
1.2. [To30BaBaHe HA MPEIXOMHU M CXOAHU TOKOJICHUS HA U3JICITUETO

a)  Tperjeja Ha NPeaXxoJHOTO(KUTE) MOKOJICHHE(s1)Ha U3IETTUETO, POU3BEICHO(1) OT

IMPOU3BOAUTCIIA, AKO UMa TaKWUBa U3ACIINUS;

0) mperien Ha WACHTU(DUIIMPAHUTE CXOIHY H3/ICIHS, MPEAOCTAaBEHHU Ha Ma3apa Ha

Cpro3a nim Ha MEKAYHAPOAHUTE Ma3apy, ako UMa TaKUBA M3/IEIIHS.
2. NHOOPMALMSA, KOATO CE ITPEJJOCTABS OT ITPOU3BOAUTEJIA
[Tbnen Habop oT:

— eTHKeTa(UTe) BbPXY MU3/IEIMETO U ONIAKOBKATa My, KaTO HallpUMep €AMHUYHA
OIIaKOBKa, ThProBCKa OMAKOBKA, TPAHCIIOPTHA OMAKOBKa, B CIIy4all Ha crierupuyHu
YCIIOBUS 32 yNPABIEHHUE, HA €3ULIUTE, IPUETH B IbPKABUTE UJICHKHU, B KOUTO €

MPEJIBUJICHO JIa CE MPOJIaBa U3CIIUETO; H
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— MHCTPYKLHUUTE 3a YIIOTpeda Ha e3ULUTE, IPUETH B IbP’KaBUTE WIEHKH, B KOUTO €

IPEIBHUIEHO Ja Ce MpoJaBa U3JIEIHUETO.
3. NHOOPMAILIMA 3A ITPOEKTUPAHETO U ITPOU3BOJCTBOTO
a)  Mudopmanus c nen pa3dupaHe Ha eTanuTe Ha NPOEKTUPAHE Ha U3/IEIHETO.

6) IIpnaHa uHGOpMaNKS U crIEHU(PHUKAINN, BKIIOUYUTETHO TPOU3BOJICTBEHUTE MPOLIECH U
TSXHOTO BIMAMPAHE, TEXHUTE a/IIOBAHTH, HEMIPEKbCHATOTO HAOIIOICHUE U
W3MUTBAHETO HA KPaWHUS MPOAYKT. JJaHHUTE ce BKIIOYBAT MU3ISIIO B TEXHUYECKATA

JIOKyMEHTAITHSI.

B) ITocouBaHe Ha BCUYKHU O66KTI/I, BKIIFOUHUTCIIHO AOCTAaBYHMIIU U ITIOJU3IIBJIHUTCIIN,

KBJIETO Ca U3BBPIIBAHU IIPOCKTAHTCKH U TPOU3BOJACTBEHU JEHHOCTH.
4. OBILM U3UCKBAHUS 3A BE3OITACHOCT U IEMCTBUE

JIoKyMeHTaIusITa ChIbpka HH(POpMAIHS 32 JOKa3BaHE HA ChOTBETCTBHETO C OOIIUTE
M3HMCKBaHUS 3a O€30MaCHOCT U ACHCTBHE, yCTAaHOBEHH B MpuiioxkeHue I, kouro ca
MPUJIOKUMHU KbM U3JIEIHETO MPEABU HETOBOTO MPEeIHAa3HAuYEHUE, U BKIIIOUBa 0OOCHOBKA,
BaJIMIMpaHe U MIPOBEPKa Ha PEIICHUSTA, BH3MPHUETH C IIEJI CTIa3BaHe HA T€3U M3UCKBAHMUS.

I[OKaSBaHeTO Ha CbOTBCTCTBUCTO BKIIIOYBA:

a)  o0muTe M3UCKBAaHUSA 3a 0€30IACHOCT U JIEHCTBHE, KOUTO C€ MPUIIarat KbM

U3JIEIMETO, KaKTO U 00SCHEHUE 3alll0 HE Ce Mpuiarat Jpyru U3UCKBaHUS;
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06) wmeton (ute), U3noJi3BaH(M) 3a JOKa3BaHE HA CbOTBETCTBUETO C BCSIKO €IHO

MIPIIIOKUMO OOIT0 U3UCKBAHE 3a OE30MACHOCT M JICHCTBHE;
B)  MPWIOKEHUTE XapMOHM3UpaHU cTaHaapTi, OC Ui Ipyru perieHus; u

I)  TOYEH ONUC Ha MPOBEPEHUTE JOKYMEHTH, ChbPKAIIHM JOKAa3aTeJICTBa 32
CBHOTBETCTBUETO C BCEKU ITPUIIOKEH XapMOHM3UpaH cTtanaapT, OC uimm 1pyr MeToq
3a yCTAHOBSIBAHE HA CHOTBETCTBUETO C OOILUTE U3UCKBAHNUSA 32 0€30I1aCHOCT U
neiicreue. Mupopmarnmsita o HacTosmaTa OyKBa BKIIIOYBA MPETPATKH KbM MSCTOTO,
KBJETO CE€ HAMUPA CbOTBETHOTO [OKA3aTEIICTBO B ITbJIHATA TEXHUYECKA

JTOKYMEHTAIUs U, aKO € TPUII0KUMO, PE3IOMETO Ha TEXHUYECKATa TOKyMEHTAIIHS.
5. AHAJIN3 HA PUCKA U ITOJIBUTE U YITPABJIEHUE HA PUCKA
JIOKyMeHTaIusTa ChIbpxKa HH(POpMAIHS 3a:
a)  aHaJM3a Ha PUCKA U MOJI3UTE MO pasfaenu 1 u § ot npuwioxenue I, u

0)  BB3NPUETUTE PEIICHUS U pe3yITaTUTEe OT YIPaBICHUETO Ha pUCKa MO pa3aen 3 oT

npuioxenue .
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6. [TPOBEPKA HA ITPOAYKTA N BAJIMJAVPAHE

JlokyMeHTanusTa ChbpKa pe3yaTaTuTe U KpUTUYHUS aHAJIU3 OT BCUYKU ITPOBEPKU U
W3MUTBAHUA 32 BalUANPaHE W/WIK HAIIPaBEHUTE IPOYUBAHUS C IIeJT JOKa3BaHE Ha
CHOTBETCTBUETO HA U3JICIUETO C U3UCKBAHUATA 110 HACTOSIIHS PErJIaMEHT U MO-KOHKPETHO

C MIPHJIOKUMUTE OOIIM U3MCKBAHUS 32 0€30MaCHOCT U JIeCTBUE.
6.1. [IpenxIMHUYHY ¥ KIMHUYHU JTaHHU

a)  pe3yJTaTH OT U3IMTBAHMATA, HATPUMEP WHKCHEPHH, TAOOPAaTOPHH, CUMYJTHpPaHa
ynotpe0a U U3NUTBAHUS NPHU KUBOTHHU, KAKTO U OI[CHKA Ha IMyOJIMKyBaHaTa Hay4yHa
JUTEpaTypa BbB Bpb3Ka C U3JEIUETO, IPEABU HETOBOTO MPEHA3HAUYCHUE, NN BbB
BpB3Ka ChC CXOJHH M3/IEIUS 10 OTHOUICHHE Ha MPEIKIMHUYHATa 0€30acHOCT Ha

H3IOCIIMCTO U CbOTBCTCTBUCTO MY ChC CHCI_[I/Iq)I/IKaI_[I/II/ITe;

0) moapoOHa MHpOPMAIUS OTHOCHO JHM3aiiHa Ha U3IMUTBAHETO, TPOTOKOIUTE OT
I'BITHOTO M3MUTBAHE WM MPOYYBAHHATA, METOIUTE 33 aHAJIN3 HAa TAHHUTE, 3a€THO C

PE3IOMETA HA JAHHUTC U 3aKIHOUYCHUATA OT U3IIUTBAHCTO IMO-CIICHUAJIHO OTHOCHO!

— OMoJIOrMYHaTa ChbBMECTUMOCT Ha n34CIMCTO, BKIIFOYUTCIHO ITIOCOYBAHEC Ha

BCHYKU MaTCpHaAIN B IIPAK WKW HCIPAK KOHTAKT C MalUCHTA UJIN HOTpGGI/ITeH}I;

- (GU3UYHN, XUMHUYHU 1 MUKPOOUOJIOTUYHU XapaKTEPUCTUKU;
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- CIICKTpHUYCCKa 0€30IacCHOCT U CJICKTPOMAariuTHa CbBMCCTUMOCT;,

—  TIpOBEpKa M BaIHMIMpaHe Ha copTyepa (OMUCAHUE Ha MTPOIECUTE Ha
NPOEKTUpPaAHE U pa3paboTBaHe HA coPTyepa U T0Ka3aTeJICTBA 3a BATUIUPAHETO
Ha co)Tyepa BbB BU/Ia, B KOMTO € M3MOJI3BaH B TOTOBOTO U3zaeiue. Ta3u
uH(pOpManus OOMKHOBEHO BKIIIOYBA 000OIIEHH PE3YATATH OT BCHUKU
JEMHOCTH 3a TIPOBEPKa, BAIMANPAHE U M3UTBAHE, U3BHPIICHH KAKTO OT CAMUS
cyOeKT, Taka M Mpu CUMYJIMpaHa WIN ACHCTBUTETHA YIIOTpeOa Ha U3IEITHETO
Ipen OKOHYATEIHOTO My IyckaHe. Ta3u nH(popMaIus ChIIO TaKa NPEACTaBs
pa3IUYHKUTE XapAyepHH KOHQUTYpAIHU H, aKO € MIPUII0KUMO, OTIEPallMOHHH

CHCTEMHU, ITIOCOYEHU B MPe/ICTaBeHaTa OT MPOU3BOAUTENS HHPOpMALIHSA);
— CTaOUITHOCT, BKITIOYUTEITHO CPOK HA TOJTHOCT; U
- nercTBrUE U OE30aCHOCT.

AKO € IPHUIIOKHIMO, C€ JIOKa3Ba ChOTBETCTBHUE C pa3nopenoure Ha J{upexTrBa

2004/10/EO na Eponeiickust mapiaament u Ha CbBera .

AKO HE € U3BBPIICHO HOBO U3MUTBaHE, JOKYMEHTAIMITA BKIIIOUBa 00OCHOBKA Ha
ToBa perienne. [Ipumep 3a TakaBa 000CHOBKA €, Y€ U3MHUTBAHETO 32 OUOIOTHYHA
CHBMECTUMOCT BbPXY UJCHTUYHU MaTEPHAIIU € U3BBPILIEHO, KOTATO TE3U MaTepUaIn
ca OMJIM BKJIIOYEHHM B MIPEIXO0JIHA BEPCUS HA U3JIEIUETO, KOETO 3aKOHHO € ITyCHATO Ha

raszapa WiM B J€HCTBHE;

Hupextusa 2004/10/EO na EBponelickus napnameHT 1 Ha CbBeta oT 11 deBpyapu 2004 r.
OTHOCHO XapMOHHM3UPAHE HA 3aKOHOBUTE, MIOJI3AKOHOBUTE U aIMUHUCTPATUBHUTE
pa3nopendH, CBbpP3aHu C IPUIAraHeTo Ha IPUHIUIINTE Ha A00pa 1abopaTopHa MpakTHKa U

BepUPUITUPAHETO HA TAXHOTO MPWIAraHe MPU U3MUTBAHUS Ha xuMuiecku Bemectsa (OB L
50, 20.2.2004 r., cTp. 44).
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B) AOKJIaa 3a KIIMHWYHA OLICHKA U HCTOBUTC aKTyaJIM3MPAaHU BCPCUU U IIJIAH 3a

KJIMHUYHA OTICHKa 10 wiieH 61, maparpad 12 u gact A ot npunoxenue XIV;

T) miad 3a KIITIIT u nokmazn 3a onenka Ha KIIIIII B choTBeTcTBHE € yacT b oT
npunoxxkenue XIV unm o6ocHOBKa Ha mpuynHHUTE, Topaau kouto KIIIIII He e

HNPHIOKHM.
6.2. Jombnautenna uHdopmaIus, M3UCKBaHa B OCOOCHH CITydaun

a)  Korato nageHo usznenue BKIIOYBA KaTO HEPA3/IEIHA YacT BELECTBO, KOETO IIPU
CaMOCTOsATENIHA yIoTpeda MOXKe Ja Ce CUETe 3a JIEKAPCTBEH IPOIYKT 110 CMUCHJIA HA
wieH 1, Touka 2 ot Aupektusa 2001/83/EO, BKIIOUUTENHO JIEKapCTBEH MPOIYKT,
NOJTyYeH OT YOBEIIKa KPbB MJIM YOBEIIKA I1JI1a3Ma, 1o wieH 1, maparpad 8, mppBa
anuHes:, To3M (akT ce mocoysa. B TakbB ciydail B JOKyMEHTAIMsITa Ce yKa3Ba
M3TOYHUKBT Ha BEIIECTBOTO U TSI ChAbpiKa JaHHU OT U3IUTBAHUATA 32 OLIEHKA Ha
Herosarta 0€30I1aCHOCT, Ka4eCTBO U I0J13a, KaTO c€ B3eMa MPEIABU/]

MNpEaAHAa3HAYCHUETO HA U3ACTIUCTO.
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06) Koraro gaaeHo uzaenue € mpou3BeIECHO Ype3 U3MOJI3BAaHE HA ThKAHU WU KJIETKUA OT
YOBEILIKH WJIHM )KUBOTHHCKHU MPOU3XO0/]] WJIM TEXHU IPOU3BOHH U TOMaia B o0XBaTa
Ha HACTOSIIMS pErfiaMeHT ChITIaCHO 4ieH 1, maparpad 6, OykBH €) U ), KaKTo U
KOTaTo aJeHO M3JIeHe BKIIOUBA KaTO Hepa3/ieiHa YacT ThKaHU WM KIETKU OT
YOBEIIKH MTPOU3XO0/I WM TEXHH MPOU3BOIHHU, YUETO JIEHCTBUE € CIIOMATaTEeTHO TI0
OTHOIIIEHWE Ha JACHCTBUETO Ha M3JEINETO, U TI0Maia B 00XBaTa Ha HACTOSAIIUS
periiaMeHT B ChOTBETCTBHE C ujieH 1, maparpad 10, mbpBa anuHest, To3u (akT ce
nocoyna. B TakbB ciyuail B JOKyMEHTAIMATA C€ YKa3BaT BCUYKU U3IOJI3BAaHU
MaTepUaIl OT YOBEIIKHU WM )KMBOTUHCKU MIPOU3XO]I U CE MPEICTaBs MoApoOHa

uH(pOpManus 3a CbOTBETCTBUETO ¢ pazaenu 13.1 wnu 13.2 ot npunnoxenue 1.

B)  3au3aenusra, ChCTaBEHHU OT BEIIECTBA MU OT KOMOMHAIIMS OT BEIIECTBA, KOUTO Ca
npeIHa3HaYeHH J1a ObJIaT BHBEICHU B YOBEIIKOTO TSUIO M KOMTO c€ abcopOmpart ot
YOBEIIKOTO TSJIO WIIM C€ Pa3MpbhCKBAT JOKAIHO B HETO, C€ MPEAOCTaBs MoipoOHa
uH(bOpMalns OTHOCHO MPOYYBAHUATA, BKIIOYUTEIHO TU3aliHa Ha U3MUTBAHETO,
MPOTOKOIUTE OT MBIHOTO U3MUTBAHE WU MPOYYBAHUATA, METOAMUTE 33 aHAIHN3 Ha

JaHHUTE ¥ 000O0IIEHUTE TAHHU U 3aKIFOUCHUATA OT U3IMHUTBAHETO MO OTHOIICHHE Ha:
—  abcopOuust, pa3npocTpaHeHue, MeTaboIN3bM U OTACISHE,;

— BB3MOKHU B3aMMOJICHCTBHUS HA TE3H BEIIECTBA WJIM HA MOJTYYEHUTE OT TAX
INPOAYKTH B pe3yJITaT Ha METa0OIMu3Ma B YOBELIKOTO TSUJIO, C IPYTH U3AEITus,
JIEKapCTBEHH MPOIYKTH WU IPYTH BEIIECTBA, KaTO C€ OTUMTA IIeJieBaTa Ipyra,

U CHOTBETHOTO i 3APAaBOCIIOBHO CBCTOSITHHUC,
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1)

- JIOKaJIHa ITIOHOCHUMOCT, U

- TOKCHUYHOCT, BKIIIOYUTCIHO TOKCUYHOCT Ha €AMHUYHATA 1034, TOKCUYHOCT IIpHU
MHOT'OKpPAaTHO U3JIaraH€, FTCHOTOKCUYHOCT, KaHLIICPOTCHHOCT, TOKCUYHOCT 34
pepoaAyKIuATa U 3a pa3BUBAIINA CEC OPIraHU3bM, KAKTO € IIPUIIOKUMO

C’bO6pa3H0 CTCIICHTA UJIM €CTCCTBOTO HAa CKCIIO3UIIMATA HA U3ACITHUCTO.
HpI/I JIMricata Ha TaKuBa U3CJICABAHHNA, CC IIPCACTABA 000CHOBKA.

3a n3nenusTa, cpabpka CMR BemecTBa win HapymaBamy GyHKIUUTE Ha
€HJIOKpMHHATa CUCTEeMa BellecTBa chriacHo pazaen 10.4.1 ot npunoxenue [ —

o0ocHOBKaTa chriacHo pazzaen 10.4.2 oT chII0TO NPUITIOKEHHE.

3a u3nenusATa, MyCKaHU Ha Ma3apa CTCPUITHH WK C OTIPEEIIeH MUKPOOHUOIOTUYEH
CTaTyC, OMMCAHUE HA Cpe/iaTa 3a CbOTBETHUTE NMPOU3BOACTBEHH eTanu. [Ipu
W3JIeNusl, TyCKaH! Ha Ta3apa CTePUIHH, ONTMCAHNE Ha U3MOI3BAaHUTE METO/IH,
BKJIIOUUTEIIHO JOKJIAJIUTE 3a BAJIUIUPAHE, BbB BPb3Ka C OMMAKOBAHETO,
CTepUIIM3alMATa U OJIbPKAHETO HA CTEPHIIHOCTTA. B oKIa1a 3a BanuaupaHe ce
MOCOYBAT MU3MHUTBAHUSTA 32 HAJTMUYUETO HAa OMOJIOTHYHU areHTH, MUPOTEHU U, aKO €

MMPUIOKUMO, CTCPUIIM3UpPAIIU OCTATHbYHHU BCIICCTBA.
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e) 3awu3zaenus, MyCKaHU Ha Ma3apa ¢ u3MepBaTesHa QyHKIUs, ONUCaHUE Ha

H3I0JI3BAHUTC METOAU 3a rapaHTUPAHE HA TOYHOCTTA, IIOCOYCHA B CHGHI/I(i)I/IKaI_[I/II/ITe.

k)  AKO U3JIeNHeTo e OblIe CBbpP3aHo ¢ Apyro(u) uzaenue(s), 3a 1a paboTu 1o
npelHa3HaYeHHe, OMICaHNe Ha Ta3u KOMOUHAIMS/KOH(UTYpaIus, BKIIOYUTEITHO
JTOKA3aTEJICTBO, Y€ U3EIIUETO OTrOBaps Ha OOIUTE H3UCKBAHUS 32 O€30MaCHOCT U
JEMCTBHE NPU CBBbP3BAHE C APYTrOTO(UTE) U3/IETNE(s]) IO OTHOLIEHUE HA TIOCOUYEHUTE

OT IMPOU3BOAUTECIIA XapaKTCPHUCTUKH.
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HPUJIOKEHUE IIT

TEXHUYECKA JOKYMEHTALIMA 3A HA/I3OPA
CJIE ITYCKAHE HA ITA3APA

TexHuyeckaTa TOKyMEHTAlIMs 332 HAJ30pa Cle]l MyCKaHe Ha Ma3apa, KOSATO MPOU3BOIUTENST U3TOTBS
B ChOTBETCTBHE C ulIeHOBE 83—86, ce MpeAcTaBs Mo sICEH, OPraHU3UpaH, JIECEH 3a ThbPCEHE U
HEJIBYCMHUCIICH HAYMH U BKJIIOYBA MO-CIEIUATHO €IEMEHTUTE, OTIMCAHU B HACTOSIIIIOTO

MIPUIIOKEHHE.
1.1. [nan 3a HaB3oOp cie MyCcKaHe Ha Ia3apa, M3rOTBEH B ChOTBETCTBUE € WiEH 84.

B nnana 3a HaA30p CJICH ITYCKAHE Ha Ia3apa MPOU3BOAUTCIIAT IOKA3BaA, Y€ U3ITBIIHABA

3a0BDKEHUETO MO WiIeH &3.

a) B mnana 3a Ham3op cnex myckaHe Ha rasapa ce cleH 3a ChOMpPaHeTo U

M3MOJI3BAaHETO HA HAJTMYHATa MH(POPMAIIHS, TO-KOHKPETHO:

- UH(OPMAIIHS OTHOCHO CEPUO3HHU MHITUICHTH, BKIFOYUTEITHO HH)OPMAITUS OT
MIEPUOIUYHO aKTyaIM3upanu nokiaaau 3a 6ezonacHocT (ITAJIB) u kopuruparm

JIEUCTBUS BHB BPB3Ka C 0€e30I1acHOCTTA Ha MACTO,

— uHpOpMAaIIUs 32 HECEPUO3HU UHITUICHTH U JAHHU 32 BCUYKU HE)KETaHH

CTpaHHYHU e(eKTH,

— HH(bOpMaHHﬂ OT JOKJIAJABAHCTO HA TCHACHIIUUTC,
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OTHOCHMA CIICIIHANIN3MPAaHa WM TEXHHYECKA TUTeparypa, 6a3u JaHHU W/WIH

perucTpw,

HH(bOpMaHHH, BKJIIOYBAIlla MHCHUATA U CUTHAJIUTC OT HOTpe6I/ITeHI/ITe,

,I[I/ICTpI/I6YTOpI/ITC 1 BHOCUTCIIHNTC, U

Hy6JII/I‘-IHO JOCTBIIHA I/IH(I)OpMaL[I/Iﬂ 34 CXOJHU MCOUITUMHCKHU U3CIHA.

6) IlmambT 3a HaA30p Ciex MycKaHe Ha ma3apa oOxBala Hail-MaJKo:

aKTHBEH U CHCTEMEH IpoIlec Ha ChOMpaHe Ha BCSIKaKBa HH(poOpMaIus,
nocoueHa B Oyksa a). [IporiechT no3BossiBa NPaBUIHOTO OINIPEJEIIIHE HA
XapaKTepUCTUKUTE HA JEHCTBUETO HAa U3AEIUATA U OCBEH TOBA JjaBa
BB3MOXKHOCT J1a C€ HAallpaBU CPAaBHEHHUE MEXY U3AEINETO U CXOAHHU HAaJIUYHU

Ha Iasapa MpoayKTH;
e(eKTUBHU U NOJIXO/SAIIM METO/IM U MPOLIECH 3a OLICHKA Ha ChOpaHUTE JaHHU;

MOAXOAAIIHN ITOKAa3aTC/IN U IparoBu CTOﬁHOCTH, KOHWTO Aa C€ U3IOJ3BaT IIpu
HEMMPEKBCHATOTO MOCJICABAIIO OLICHABAHC HAa aHaJIM3a HAa PUCKa U MOJ3UTC U HA
YHOpaBJICHUCTO Ha PUCKOBETC, ChbITIACHO ITOCOYCHOTO B pa3aCiI 3or

npuioxenue I;

G(I)I/IKaCHI/I U IoAXOJAI METOAU U HHCTPYMCHTH 3a Pa3ryICKAaHC Ha CUTHAJIN

M aHaJIu3 Ha Ias3sapCH OIUT, HpI/II[O6I/IT Ha MACTO,
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METOIH U MPOTOKOJIU 32 YIIpaBJICHUE HAa ChOUTHSI, KOUTO C€ OTPa3siBaT B
JIOKJIa/1a 3a HaOJII0JaBaHUTE TEHACHITUH, PEIBUJICH B WieH 88, BKIIFOUNUTEITHO
METOJIM ¥ MPOTOKOJIM, KOUTO Jia C€ U3IMOJI3BAT 32 YCTAaHOBSIBAaHE HA
CTaTUCTHYECKHU 3HAYMMO ITOBMIIIaBaHE Ha YECTOTAaTa UM TEKECTTA Ha

WHIUJICHTH, KaKTO U NICpHUOaa Ha HaGHIOIIeHI/Ie;

MCTOOIHN U IPOTOKOJIN 3a e(beKTHBHa KOMYHHKAIIUA C KOMIICTCHTHUTC OpTraHu,

HOTU(ULIMPAHUTE OpraHu, UKOHOMHUYECKUTE ONIEPATOPHU U MOTPEOUTENNTE;

npenpaTka KbM IpOLEeAypUTE 3a U3ITbIHEHHE Ha 3aIbJDKECHUATA Ha

MIPOU3BOAUTENNTE 10 WieHOBe 83, 84 u 86;

CUCTCMATUYHU NIPOLCAYPHU 3a HaOeaI3Bale U npujaraHe Ha noaAxXoJsa1u

MCPKH, BKIIIOUUTCIIHO KOpUTUPpAIU ,Z[GI\/JICTBI/ISI;

e(l)eKTI/IBHI/I HHCTPYMCHTH 3a IMPOCICAABAHE U I/II[eHTI/I(i)I/IHI/IpaHG Ha u3J1CIuATa,

32 KOMUTO MOXKE J1a ObIaT HEOOXOUMHU KOPUTHPAIITH ACHUCTBUS; U

miaH 3a KIIIIT B crorBeTcTBUE ¢ wacT b ot nmpunoxenne XIV unm o60cHOBKA

Ha npuunHuTe, nopaau kouto KIIIIT He e npunoxum.

1.2. [TA/Ib o unen 86 u noknaj 3a HAA30p clie]] MyCcKaHe Ha ma3apa o uieH 85.
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HPUJIOKEHUE 1V

EC IEKJIAPALIMSA 3A CBbOTBETCTBHUE
EC nexnaparnusita 3a CbOTBETCTBUE ChIbPKA Is7IaTa HHPOPMAIHS MO-A0TY:

l. Wwme, perucTpupato TbproBCKO HAMMEHOBAHNUE WIIM PETUCTPUPaHa ThPTOBCKA MapKa U,
aKo Beye € u3/aJieH, eanHeH peructpanuoneH Homep (EPH) Ha mpousBoaurens ceriaacHo
wieH 31 u, ako e NpUI0KUMO, Ha YITBIHOMOILEHUSI My NIPEICTaBUTEN, U aJpec Ha
PEruCTPUPAHOTO UM MSCTO HA CTOIIAHCKA IEWHOCT, HA KOMTO MOXKE /14 CE€ OCBILECTBU

BPB3Ka C TAX U MOXKE J1a C€ YCTAaHOBU MECTOHAXOKACHUETO M,

2. I/ISHBHGHI/IC, ye EC ACKJIapanuAaTa 3a CbOTBETCTBHUEC € U3Ja/ICHA CANHCTBCHO HA

OTTOBOPHOCTTA Ha IIPOU3BOAUTEIIS;
3. bazos UDI-DI, kakto e nocoyeHo B yact B ot npwiioxenue VI;

4. Nwme Ha nmpoayKTa ¥ THPrOBCKO HAMMEHOBAHUE, TIPOIYKTOB KO/, KATAJIOKEH HOMEDP WU
Ipyra HeJIBycMHcIieHa pedepeHIIrs, KOSTO JaBa Bb3MOKHOCT 32 UACHTU(UKALNS U
MPOCJIeIUMOCT Ha U3JIEIMETO, BKIIOUEeHO B o0xBara Ha EC neknapanusra 3a
CHOTBETCTBHUE, HAIPUMEDP CHUMKA, KOTaTo € MOAXOIAIN0, KAKTO U HETOBOTO
npeaHazHayeHue. C U3KII0UEHNE Ha UMETO Ha MPOYKTa WIH ThPrOBCKOTO HAUMEHOBAHHUE,
nH(pOpMAaNIUATA, KOSITO AaBa Bb3MOXKHOCT 32 UACHTHU(PUKAIUS U MPOCIEIUMOCT, MOXKE J1a

ce npegocrasu upe3 6azosust UDI-DI no Touka 3;
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5. Kitac B 3aBHCHMOCT OT prcKa Ha U3JEJIMETO ChIIACHO IpaBuiiarTa 1o npuwioxenue VIII;

6. WzsiBnenue, ye u3aenneTo B 00XBara Ha JIeKJIapalusaTa € B ChOTBETCTBUE C pa3lopeaonuTe
Ha HACTOSMINS PEriiaMeHT M, aKO € MPUIIOKUMO, Ha IPYTH MPUIOKUMH 3aKOHOJATEIIHN

AdKTOBC Ha C’bI-O?»a, KOHUTO IIPEABUKJAAT U3AABAHCTO HA EC ACKJIapalnus:a 3a CbOTBETCTBUC,

7. [TocouBane Ha n3nonzBanute OC, kakto 1 Ha OC BBB Bpb3Ka ¢ KOUTO € AEKJIapUPAHO
CHOTBETCTBUETO;
8. Koraro e mpminoxumo, HauMEHOBaHKE M UIACHTU(UKAITMOHEH HOMEP Ha HOTU(UITPAHHIS

opraH, OIIMCAaHUE Ha U3BbPIUICHATA MMPoncaAypa 3a OUCHABAHC HA CbOTBCTCTBUETO U

uaeHTUUKAIUS Ha U3AaieHus cepTudukar(un);
9. Koraro e npuioxxumo, JOIbIHUTEIHA HHPOPMALIUS;

10. Mscto u JaTa Ha u3gaBaHC Ha JCKJIapanudaTa, UMC U JJIbXXKHOCT Ha JIMICTO, KOCTO 4 €

moAIINCaI0, KAKTO M YKa3aHHC 3a KOT'O U OT YUC UMC € ITOAIINCATIO TOBA JIULEC,IIOAIINC.

10728/4/16 REV 4 2
I[MPUJIOXEHUE IV BG



HPUJIOXKXKEHHUE V

MAPKHNPOBKA 3A CbOTBETCTBHE ,,CE*

l. Mapxkuposkara ,,CE* ce cecTou ot naunmanure ,,CE* cbe cneanarta gopma:
INNEEEE IEREREN|
Ll - 1
— . o
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1 |
HH
L1l 11
I EEEEEES TTTTTT
2. AKO ce HaMaJIsIBa WK yBeJIMYaBa pa3MepbT Ha MapkupoBkara ,,CE®, ce cma3pat

MPONOPLMHUTE, JaIeHH NO-rope B rpaduyHaTa Mpexa.

3. Paznuuynute enementu Ha MapkupoBkara ,,CE* TpssOBa ga MaT KaTo LSO €UH U ChIII

BEPTUKAJICH pa3Mep, KOWTO He TpsiOBa Aa € mo-Mainbk oT 5 mm. To3u MUHMMAaJeH pa3mMep

MOKC 1a HC CC IMpujiara 3a MaJIKu U34CJIHA.
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IHPHUJIOKEHHUE V1

NHOOPMALMA, KOATO CE ITPEJJCTABS
ITPU PETUCTPALIUATA HA U3JAEJIMATA
N UKOHOMMYECKHUTE OIIEPATOPU B CbOTBETCTBHUE C
YJIEH 29, ITAPAT'PA® 4 N1 YJIEH 31,0CHOBHU TAHHU,
KOUTO CE ITIPEAOCTABAT HA FA3ATA JAHHU 3A UDI,
3AE/IHO C UDI-DI,
B CbOTBETCTBHUE C YJIEHOBE 28 U 29
N CUCTEMA 3A UDI

YACT A
NHOOPMAILNA, KOATO CE ITPEJJCTABA
I[TPU PETUCTPALIUATA HA U3JAEJIMATA U UKOHOMUWYECKUTE OITEPATOPU
B CLbOTBETCTBUE C YJIEH 29, ITAPAT'PA® 4 11 YJIEH 31

HpOI/ISBO,Z[I/ITeJ'II/ITe HJIH, aKO € IIPUIIOKHUMO, YITBJIHOMOUICHUTE MMPECACTABUTCIIN U, aKO €
NPpUIIOKUMO, BHOCUTCIIMTE IIPEACTABAT I/IH(I)OpMaI_II/IHTa, MMOCOYCHA B pa3aci 1, U rapaHTupar, 4c

IMOCOYCHATAa B pa3acit 2 I/IH(i)OpMaI_II/ISI OTHOCHO TCXHHUTC U3JACIINA € ITbJIHA, IOCTOBCPHA U

AKTyaJIn3upaHa OT CbOTBCTHATA CTpaHa.

1. HNudopmanust OTHOCHO HKOHOMHYECKHSI OTIEPaTOp
1.1. BUJI HKOHOMHUYECKH OTIepaTop (T.€. MPOU3BOAUTEIN, YITBIIHOMOIIEH MPEICTABUTEI HITH
BHOCHUTEN),
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1.2.

HUME, aApcC U JaHHU 3a BPb3Ka C MKOHOMHUYCCKHA OIICPaTOp,

1.3. aKko nHpopMaIUATa ce MPEIOCTaBs OT APYTO JHUIE OT UMETO Ha MKOHOMHUYECKHUS ONepaTop,
MOCOYEH B pasnen 1.1 — uMe, aapec U JaHHU 32 Bpb3Ka C TOBA JIULIE,

1.4. ¥Me, aJipec U JaHHH 32 Bpbh3Ka Ha JHIETo(a), OTTOBapsII(1) 32 CHOTBETCTBUETO C
HOPMaTUBHUTE U3MCKBAHMSI, IOCOUYCHH B uJjieH 15.

2. Nubopmanus OTHOCHO U3ETHATA

2.1. bazos UDI-DI,

2.2. THII, HOMED U JIaTa, 10 KOSATO € BATHICH CepTU(DUKATHT, U3AaICH OT HOTU(PHUITUPAHUS
OpraH, ¥ UM€ WU UICHTU(UKALMOHEH HOMEDP Ha TO3H HOTHU(UIIMPAH OpraH, KaKTo U
BpB3Ka KbM HH(OpMALUATA, ChIBpPIKAIIA ce B cepTU(UKATA U BbBEACHA OT
HOTH(HIMPAHUS OPTaH B €ICKTPOHHATA CUCTEMA 32 HOTU(DUIIUPAHUTE OPTAHU U
CepTHU(UKATHTE),

2.3. J'bp>KaBa YJIE€HKa, B KOSITO U3/IEJMETO IE C€ MTyCKa WM BE€YE € MMyCHATO Ha Ia3apa Ha
Cnio3a,

2.4. 3a u3nenus ot kiac Ila, knac [Ib unu knac Il —abprkaBu 4ieHKH, KBACTO U3EIHUETO CE
MPEIOCTaBs WM IE CE MPENOCTABS,
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2.5.

KJ1aC Ha U3JACJIIMETO B 3aBUCUMOCT OT PHCKaA,

2.6. MMOBTOPHO 00paboTeHo n3aenue 3a eqnokpaTtHa ynorpebda (JJA/HE),

2.7. HaJM4Yre Ha BEIIEeCTBO, KOETO MPH CAMOCTOATETHA YIOTpeba MOXKe Jla ce CUETE 3a
JIEKapCTBEH MPOIYKT, U HAMMEHOBAHHE HA TOBA BEIIECTBO,

2.8. HaJIM4Yre Ha BEIIEeCTBO, KOETO MPHU CAMOCTOATETHA yIOoTpeda MOXKe J]a ce CUETE 3a
JICKAPCTBCH IMMPOAYKT, MOJYYCH OT YOBCHIKA KPBB WJIM YOBCHIKA IJIa3Ma, 1 HAMMCHOBAHUC
Ha TOBa BEIIECTBO,

2.9. HaJu4ue Ha ThKaHU WIH KJICTKH OT YOBEIIKH MPOU3X0.T WK TeXHH npoun3Boauu (JJA/HE),

2.10.  HanmuuMe HA THKAHH WU KJIETKH OT >KMBOTHHCKHU MPOU3XO]I WIH TEXHH MTPOU3BOTHU
ceraacHo Pernmament (EC) Ne 722/2012 (IIA/HE),

2.11. aKoO € IMPUJIOKUMO, CIUHCH I/IIIGHTI/I(l)I/IKaLII/IOHGH HOMCP Ha KIIMHUYHOTO U3IMUTBAHC UJIN
HU3NWUTBAHUSA, IPOBCACHU BbB BPb3Ka C U3ACIIMCTO, NJIIM BPb3Ka KbM PCTrUCTpaliudATa Ha
KJIIMHUYHOTO M3MHUTBAHE B €JIEKTPOHHATA CUCTEMA 3a KJIMHUYHU U3MUTBAHUS,

2.12. 3a u3nenus no npuwioxenne XVI — na ce mocouun ganu npeaHa3HauYeHUETO Ha U3JEITUETO
€ pa3NuYHO OT MEAUIIMHCKO MpeIHa3HAuYCHUE;
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2.13.  3a w3genus, MPOSKTUPAHU U TIPOU3BEIICHU OT JAPYTO OPUIUICCKO WITH (PH3UIECKO JIHIIC 10

yned 10, maparpad 15 — ume, aapec U JaHHU 332 BpB3Ka C TOBA FOPUAMYECKO UITH

¢busnuecko nue,

2.14.  3awuspenus ot kiac Il win umMmuaHTupyeMu u3zenus — pestoMe 3a 0e301acHoCTTa U

KIIMHUYHOTO JICUCTBHUE,

2.15.  craryc Ha u3ienueTo (T.e. Ha ma3apa, Beue He € Ha ma3apa, U33eTo, MPEIIPUETO €

KOpHUTHpaIlo JIeHCTBUE BbB Bpb3Ka C 0€301aCHOCTTA).

YACT b
OCHOBHU JAHHH, KOUTO CE ITPEJOCTABAT
HA BA3ATA JAHHU 3A UDI 3AEZIHO C UDI-DI
B CbOTBETCTBHUE C YJIEHOBE 28 U 29

[IpousBonuTensat npenocrass Ha 6azata nanau 3a UDI upentudukaropa UDI-DI u msumata

nH(pOpMaIUA MO-0JTy BbB Bpb3Ka C MPOU3BOIUTEINS U U3JIEITHETO:

1. KOJINYECTBO B CHOTBETHATA ONIAKOBKA;
10728/4/16 REV 4 4
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6a3oB UDI-DI cwriacHo unen 29 u eBentyannu fonbianutensu UDI-DI,

3. HA4MH 32 KOHTPOJI Ha MPOU3BOACTBOTO HA U3/IENIMETO (CPOK HA FOJHOCT WJIM JlaTa Ha
IIPOU3BOJICTBO, HOMEP Ha MapTUATa, CEpUEH HOMED),

4. aKo € MPUJIOKUMO, UAECHTUPHUKATOP Ha u3non3BaHara exuHuna UDI -DI (korato BbpXy
M3I0JI3BaHaTa €AMHULA OT U3JEIIUETO He € noctaBeH eTukeT 3a UDI, ce onpenens
UACHTU(PUKATOP HA ,,M3MI0JI3BAaHATa eIMHHIIA", 32 JIa CE CBBPKE yIOoTpedaTa Ha U3EITUETO
C JIaJICH MAIMEHT),

5. M€ U aJpec Ha MPOU3BOIUTENS (KaKTO Ca MMOCOUYCHU Ha €TUKETA);

6. EPH, u3ganen B chboTBeTcTBUE C WwieH 31, maparpad 2,

7. aKo € MPWIOKUMO, UME U aJpec Ha YII'BJIHOMOIIEHUS NPEACTABUTEN (KAaKTO ca IOCOYEHU
Ha €TUKETA);

8. KOJl B HOMEHKJIaTypaTa Ha MEAUIIMHCKUTE U3JIEHsI ChIIACHO 4JIEeH 26,

9. KJIaC Ha U3/IEJIUETO B 3aBUCUMOCT OT PUCKA;

10. aKo € NMPUWIOKUMO, HAMMEHOBAaHUE WIIK ThPrOBCKO HAUMEHOBAHMUE,

11. aKo € MPUJIOKUMO, MOJIEJN Ha U3JIeIMETO, pehepeHIIUs TN KaTaJ0kKeH HOMED;

12. aKo € MPUJIOKHUMO, pa3MepH (BKIIOYUTEIHO 00eM, IbIDKUHA, KaTHOBp, TUaMEThD);
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13.

JOTMBJIHATEITHO OMMCAHUE Ha MPOAYKTa (HE3aIbJHKUTEIIHO);

14. aKo € TPHJIOKUMO, YCIIOBHS Ha ChbXpaHEHUE U/WUIU paboTa ¢ U31ereTo (KakTo ca
MIOCOYEHH Ha €TUKETa WM B MHCTPYKIMHTE 32 yIoTpeda);

15. aKo € IMPUJI0KHUMO, JOIIBJIHUTETHH ThPrOBCKH HAMMEHOBAHHUS HA U3JIEJINETO;

16. Jany € OMII0 eTUKETHPAHO KaTo u3zemue 3a eaHokparHa ynorpeba (JA/HE),

17. aKo € IMPUIIOKUMO, MaKCUMaJieH Opoii MOBTOPHHU yroTpeow,

18. JIaNTy M3/IeJIMETO € eTUKEeTUpaHo karo crepuwiao (JA/HE),

19. Janu € HeooxoauMma creprm3anus npeau yrnorpeoda (JA/HE),

20. nanu cpabpika aarekc (JA/HE),

21. aKo € MPUJIOKUMO, HH(POPMaLKs BbPXY €THKeTa chriiacHo pasaen 10.4.5 ot npuinoxeHue
L

22. URL 3a nomreinauTENHA HH(DOPMAIUs, HaNpUMep HHCTPYKIIMH 32 yroTpeda B eJIeKTPOHHA
dhopma (He3aIBJDKUTEITHO),

23. aKo € IMPUJI0KUMO, KpUTUYHU IIPEIYIIPEKACHUS U IPOTUBONOKA3aHUS,

24. CTaTyC Ha M3/IEJMETO Ha Ma3apa (Bede He € Ha Ma3apa, U33eTo, IPEIIPUETH Ca KOPUTUPALIH
NEHCTBUS BB BpBb3Ka C 0€30MaCHOCTTA).
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YACT B
CHUCTEMA 3A UDI

1. Onpenenenus
ABTOMaTHYHO paslo3HaBaHe U mpountane Ha nanuute (AIDC)

AIDC e TexHOJI0THS, KOSTO C€ U3I10JI3Ba 32 aBTOMAaTUYHO IPOYUTAHE HA TaHHUTE.
Texnonorusra 3a AIDC BkiItouBa 6apKo10Be, KapTH ¢ yuToBe (smart cards),

OMOMETPUYHU JIaHHU U pajguoyecToTHa uaeHtupukauus (RFID).
baszos UDI-DI

bazosusat UDI-DI e nbpBUYHUSAT HASHTU(HUKATOP HA MOJIeNa Ha u3aenuero. Toii e
OCHOBHUST KITIOY 3a 3anucure B 0asara ganuu 3a UDI u ce mocouBa B CHOTBETHUTE

cepruukaru u EC gexmapaium 3a CbOTBETCTBHE.
DI Ha n3non3BaHara e [uHUIIA

DI na u3non3BaHaTa eIMHAIIA CITY>KH J1a CBBPIKE YIIOTpedaTa Ha U3/Ieie ¢ MalueHT B
CIIy4auTe, KOTaTo BhPXY U3IMOJI3BaHaTa €IMHMIIA OT U3ISTTUETO HE € TIOCTAaBEeH ETHUKET 3a

UDI, HaIpuMEp KOraTo HAKOJKO €AMHUIHN OT CJHO U ChIIO U3JACIINEC Ca OIIAKOBAHU 34CIHO.
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Wznenue ¢ koHGUTyparms

N3nenue ¢ koHpUryparms e u3aenue, CbCTOAIIO0 ¢ OT HIKOIKO KOMITIOHEHTAa, KOUTO MOTaT
na ObAatT CriioOeHU OT MPOU3BOIUTENS B MHOKECTBO KOHGUTYpauu. Te3u oTaennu

KOMIIOHEHTH MOTaT CaMU I10 cede cH Aa NpeAcCTaBIdBaT U3ACIIHNA.

Wznenusta ¢ KOHPUrypamys BKIIOYBAT CUCTEMH 3a KoMITIoTbpHa Tomorpadus (KT),
YJITPa3ByKOBU CUCTEMH, aHECTE3UOJOTMYHU CUCTEMH, CUCTEMHU 3a IIPOCIIEsIBaHE Ha

(hM3HOOTMYHUTE TTOKA3aTeIH, paauoIoruaHn nHpopMannoHau cuctemu (RIS).
Konduryparus

Kondurypanusra e KOMOMHALUA OT €JIEMEHTH OT 000pyABaHE, IOCOYEHU OT
MIPOU3BOIUTENIS, KOUTO (DYHKIIMOHUPAT 3a€THO KaTO U3/IeNINE 3a IOCTUTaHE Ha ONpeIeICHO
npenHasHaueHne. KomOuMHanusATa OT eIeMEeHTH MOXKe 1a ObJie TPOMEHEHa, IMPUCIIOCOO0eHA

WJTM HACTPOEHA 3a 3aJ]0BOJISIBAHE HA OCOOCHH MOTPEOHOCTH.
Konpuryparuure BKIIOYBAT, HApe] C IPYroTo:

—  CKaHHUpAIlu paMKH, TPBOH, MacH, ITyJITOBE U IPyTH €IEMEHTH OT 000pyIBaHETO,
KOUTO MOTaT Ja 0bJ1aT KOH(PUTYpHUpPAHU/KOMOMHUPAHH 32 U3MbIIHEHUE HAa (PYHKIHS

10 IpeJIHa3HAYCHUE B KOMITIOThpHATa TOMOTpadus;

— amapaTH 3a BEHTHJIAIM, IUXaTeIHN anapaTH, BalOPU3aTOpH, KOUTO c€ KOMOMHUpAT

3a U3IIBJIHCHUC Ha q)YHKHI/IH M0 NpCAHA3HAYCHUC TP aHCCTC3U.
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UDI-DI

UDI-DI e yaukanen nudpoB win 0yKBeHO-ITU(POB KO, OMPEACIICH 3a 1aJIeH MOIEI
U3JIeNne, KOUTO Ce M3I0JI3Ba U KaTo ,,KIIF0Y 3a JIOCTBI 10 HHPOpPMAIUATA, ChXPaHsSIBaHA B

Oasara manuu 3a UDI.

Yernuso ob6o3nauenue (HRI)

HRI o3HauaBa 4eTIMBOCT HA 3HALIMTE B JAHHUTE, 3aKOAUpPaHu B Hocutena Ha UDI.
HuBa Ha onakoBaHe

Hupa Ha omakoBaHe o3Ha4yaBa Pa3IMYHUTEC HUBA HAa OITIAKOBKHW HA U3ACIIUETO, ChbAbPiKaIIA

OIPECACIICHO KOJIMICCTBO U3JACIINA, KATO HAIPUMEP KapTOHCHA KYTHUS NI KaJ'I’bq).
UDI-PI

UDI-PI e uudpos unu OykBeHO-IIUPPOB KO, KOUTO HISHTH()ULIMPA TPOU3BOICTBEHATA

€AnHuIa Ha U3ACITUCTO.

Paznuunure Bugose UDI-PI BkitouBat ceprieH HoMEp WM HOMEpP Ha MapTUaTa,
uaeHTudUKanus Ha copTyepa U 1aTa Ha IPOU3BOJCTBO UM CPOK Ha TOJTHOCT WJIH U JIBETE

JaTH.
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Paguouectorna unentudukanus (RFID)

RFID e TexHOMOTHS, KOATO M3I0I3Ba KOMYHHKAITUS YPe3 PAIUOBBIHU 32 OOMEH Ha IaHHU
MEXIy YETAII0 YCTPOICTBO U €NIEKTPOHEH €TUKET, MPUKPENEH KbM MPEAMET, C IIelT

UACHTUPHUKAIUS.
ToBapHu KOHTEMHEPH

ToBapHHUAT KOHTEHHEDP € KOHTEUHED, MPU KOMUTO MPOCIECIUMOCTTA CE KOHTPOIUPA Ype3

CTIETIMAJICH TIPOIIEC 32 JIOTUCTUYHHUTE CHCTEMH.
VYHuukanen unentudukarop vHa mzaenusara (UDI)

UDI e cepus ot unpoBu 1 OyKBEeHO-IM(POBU 3HAIM, CHh3/1aJ€HA Upe3 OOIIONpHUeTa
UACHTU(UKAIMS HA U3AETHITa U CTaHAapTH 3a 03HayaBaHe. CucreMara JaBa Bb3MOKHOCT
3a sicHa WICHTU(UKAIM Ha CbOTBETHOTO M3enue Ha nazapa. UDI ce cweton ot UDI-DI

UDI-PIL

Jymara ,,yHUKaJleH He BKIIOUBAa CEPUHHOTO HOMEPUPAHE HA OTACIHUTE IPOU3BOJCTBEHU

€ IUHUIIN.
Hocuren sa UDI

Hocurensar na UDI e cpeactBoTto 3a crobiaBane Ha UDI upes uznonssaneto Ha AIDC u,

aKo € NMpUI0KUMO, HeroBoTo HRI.

Hocurenure na UDI BkmiouBar, Hapea ¢ APyroTo, HACHTH()UKALMOHEH JIMHEEH 0apKo/,

nByHU3MepeH MarpudeH o6apkos, RFID.
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OO01mu N3NCKBaHUA

2.1. Hanacsauaero va UDI e nommbIHUTETHO N3UCKBaHE, KOETO HE 3aMEHSI HUKOE OT
M3UCKBaHUATA 32 MAPKUPOBKA WM 3a €TUKETUPaHE, MPEIBUICHU B NPUJIoKeHHE | KbM
HACTOSIIUS PETJIAMEHT.

2.2. [IpousBogurenat onpenens u nogabpxka yaukanau UDI Ha uznenusra cu.

2.3. EnuncTBeHO nponsBoauTtenat Moxe n1a HaHacst UDI BbpXy M3A€IMETO WM ONTAKOBKUTE
My.

2.4. Morat fa ce U3MoJI3BaT €AMHCTBEHO CTAHAAPTUTE 32 O3HAYaBAHE, KOUTO Ca MPEJOCTaBEHU
OT U3JIaBalIUTe CyOeKTH, onpeenenu oT Komucusia ceriiacHo wieH 27, maparpad 2.

3. UDI

3.1. UDI ce onpenens 3a caMOTO M3/eJIKMe WM HEroBaTa onakoBka. CrieiBaluTe HuBa Ha
omakoBaHe pasmnoiarar ¢s¢ cooctsen UDI.

3.2. ToBapHHUTE KOHTEHHEPH C€ OCBOOOKIAaBAT OT M3MCKBaHUATA 110 paszzaein 3.1. Hampumep, He
ce uznckBa UDI 3a morucTuuHy €IMHUIN; KOTaTO TOCTaBYMKBT Ha 3/IPAaBHU IPHKH
MOPBYBA MHOXKECTBO U3JIeNus, 32 KoUTo € nocodeH UDI win HoMepbT Ha MOJiena Ha
OTJIEITHUTE U3JIeTUs, U IPOU3BOIUTEISAT MOCTABS TE€3U U3CIINS B KOHTEIHED 3a
TpaHCHOPTHUPAHE WM 32 3alUTa HA OTJIETHUTE OMAKOBAHU U3/IE€NNs, 32 KOHTEHHEpa
(JlorucTUYHATA €IMHUIIA) HE ce mpuiaraT u3nckBanusara 3a UDI.

3.3. UDI ce cueroun ot aBe yactu — UDI-DI u UDI-PI.

34. UDI-DI e yHukaisieH Ha BCAKO HUBO HA OIAKOBAHE HA U3JIEIIUETO.
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3.5.

3.6.

3.7.

3.8.

3.9.

AKO BBpXY €THKETA Ca IOCOYEHU HOMEPBT Ha NIApPTUIATa U CEPUIUHUAT HOMED,
uaeHTu(duKaInuaTa Ha codTyepa Wil CPOKbT Ha TOIHOCT, Te ca yacT ot UDI-PI. Ako
BBPXY €THUKETa € TIOCOYEHA U J1aTa Ha MPOU3BOJICTBO, HUKOE OT M3UCKBaHUATA 3a. AKO

BBPXY €THKETA € IIOCOYEHA caMo JaTa Ha IPOU3BOJCTBO, T ce n3noussa 3a UDI-PI.

Ha Bcexn KOMITIOHEHT, KOMTO ce cuMTa 3a U3/eIMe U Ce Ipeajiara Ha mnasapa
CaMOCTOATENHO, ce onpeaens oraeneH UDI, ocBeH ako KOMIIOHEHTUTE HE ca 4acT OT

u3zIere ¢ KoHQUTyparmws, KoeTo € 0003HaueHo cbe codbctBen UDI.
Ha cucremurte u HaGopure 1o wieH 22 ce omnpenens u HaHacst TexeH cooctsen UDI.

[IpousBogutensar onpenens UDI Ha nageHo u3genue cbriiacHO CbOTBETHHS CTaHIAPT

O3Ha4daBaHC.

N3zucksa ce HoB UDI-DI, xorato e Hanuile mpoMsiHa, KOSTO OM MOTJIa 1a JOBEIe 10

ImorpeurHa I/II[GHTI/I(i)I/IKaHI/Iﬂ Ha U3CJIUETO /M J0 HCACHOTA 110 OTHOIICHUEC Ha

3a

IpoCICANMOCTTA MY, IIO-CIICHHUAIITHO BCAKA ITPOMAHA Ha €AWH OT CICAHUTE CJICMCHTHU Ha

nanguTe B 0a3zara mapay Ha UDI n3ucksa vos UDI-DI:
a)  HaMMEHOBaHHE WU ThPrOBCKO HAMMEHOBaHUE,
0) BapUaHT WX MOJEI Ha U3JEJIUETO,

B)  €THUKETHPaAHO KaTo M3Jeue 3a eAHOKpaTHA ynoTpeoa,
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3.10.

4.1.

4.2.

4.3.

r)  CTepuJiHa OMaKOBKa,
1)  HE0OXOAMMOCT OT CTEPWIM3UPAHE MPEIU YIoTpeda,
€)  KOJHMYeCTBO M3/ENHs B OTIAKOBKATa,

)I() KPUTHYHU NPCAYTPCIKACHUA UIIN IIPOTUBOIIOKA3aHUS, HAIIPUMEDP CHABPIKAIIO JIATCKC

i DEHP.

[TpousBoauTeNN, KOUTO MPEOTIAKOBAT W/WJIH MPEETUKETHPAT U3JIENHS ChC COOCTBEH

€TUKET, 3ana3BaT AaHHu 3a UDI Ha npou3BoOauTENSE HA OPUTUHAIIHOTO U3JIEIIHE.
Hocwuren ga UDI

Hocurensar na UDI (AIDC ¢opmat u HRI ¢popmar na UDI) ce noctaBs BbpXy eTHKeTa
WA CaMOTO U3JIeNIUe U BbPXY BCHUUKHU CJICBAILM HUBA HAa OMIAKOBAaHE HA U3JICITUETO.

CJ'IGIIBaH_II/ITe HHUBA HAa OIMMAKOBAHC HC BKJIKOUBAT TOBAPHUTC KOHTeﬁHepH.

B ciry4ail Ha 3HAUMTEIIHU OIPaHUYEHUS HA IPOCTPAHCTBOTO BBPXY OIAKOBKATa Ha
H3I0J3BaHaTa eqununa, Hocuteaar Ha UDI Moxke 1a Obe OCTaBEH Ha CIEIBAIOTO HHBO

Ha OIIaKOBaHC.

3a u3nenusTa 3a eAHOKpaTHa ynorpeba ot kiac I u Ila, omakoBanu u eTMKeTHpaHU
IIOOT/IEIHO, HE ce n3ucKBa HocutenaT Ha UDI na e BbpXy onakoBkaTa, HO TOM c€ I10COYBa
Ha CJIEABALIOTO HUBO HA ONAKOBAHE, HAIIPUMED KYTHATA, ChAbPrKAIIA HAKOJIKO IIOOTAEIHO
onaxkoBaHu uznenus. Korato obade He ce oyakBa JOCTaBUYMKBT Ha 3/IpaBHU IPIKU Ja UMa
JOCTBII, KaTO HAIIPUMEP B CIIy4dall Ha 3APAaBHU I'PUKH B JOMAIIHU YCIIOBHS, 10
CJIEBAIIOTO HUBO Ha OnakoBaHe Ha usnenuero, UDI ce mocrass BbpXy OakoBKaTa Ha

OTACIHOTO U3ACIINC.
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4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

3a u3zenusTa, NpeHa3HauCHU U3KIIOUUTENHO 3a IIYHKTOBE 3a poAak0a Ha JpeOHo, He ce
n3uckBa UDI-PI 3a AIDC na ce moctaBsT BbpXy ONAKOBKAaTa HA CAMHS ITyHKT 32

npoaaxoa.

Korato nocurenu Ha AIDC, paznuunu ot Hocuten Ha UDI, ca BKIIIoUeHH B €THKETa Ha

npoaykra, HocutesaT Ha UDI e yeTnuBo nocodes.

Axko ce usnomnssar auHeHu 6apkogose UDI-DI u UDI-PI morat na 6b1aT BEpUKHO
CBBp3aHU B J[BA WJIU IMOBEYE OAPKOJIA MITH J1a He ObJaT CBbp3aHu. Bcuuku yacTu u

€JIEMEHTHU Ha JIMHEHHUs 0apKOoJ ca pa3rpaHUYUMU U SICHO ONIPEACITUMHU.

AKO ChILECTBYBAaT 3HAUUTEIHH IIPEUKH NIPEJ €THOBPEMEHHOTO M3II0JI3BaHE HA JBaTa
¢dopmara (AIDC u HRI) BbpXy eTukera, ce H3UCKBa IOCOYBAHETO BHPXY €THKETa CaMO Ha
¢dopmara AIDC. 3a u3genus obaye, KOUTO ca MpeTHA3HAYEHH 32 M3IOJI3BAHE U3BHH
3IpaBHUTE 3aBEJCHUS, HAIIPUMED U3ENN 32 3{paBHU I'pWKU B JomainHu yciaosus, HRI ce

MOCOYBA BbPXY €THUKETA, JOPU AKO BIIOCIEACTBHE HE ocTaBa MscTo 3a AIDC.
®opmarsT Ha HRI e cho0pasen npaBumiiata Ha cybekTa, n3aasai koaa 3a UDI.

Axo MMPOU3BOAUTCIIAT U3II0JI3BA TEXHOJIOTHUATA RFID, BBPXY CTHKETA CC ITOCOYUBA U JINHCCH
W IBYU3MCPCH 6ap1<o;[ B CbOTBCTCTBUC CbC CTaHAAPTA, IPCAOCTABCH OT U31aBalllUTC

cyOeKTH.
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4.10.

4.11.

4.12.

4.13.

3a u3zenusTa 3a MHOroKpaTtHa ynorpeda Hocutenart Ha UDI e BbpXy caMoTo uzaenue.
Hocutensat na UDI 3a uznenust 32 MHOTOKpaTHA yroTpe0a, M3UCKBAIY MTOYUCTBAHE,
ne3uHGeKIHsl, CTEpUIU3allis I OOHOBSBAaHE MIPEIN BCAKO CIEIBAIIO0 U3MOI3BAHE OT
ManueHTa, OCTaBa TPAeH U YETIUB CJIe]l BCEKU MPOIEC Ha MOATOTOBKA HA U3IEIHETO 32
IIOCJIEBAIIIO M3II0JI3BaHE B PAMKUTE Ha MPEABUACHUS €KCIJIOATALlMOHEH CPOK Ha
u3zenneTo. MI3ucKkBaHeTo Ha HACTOSAIIMS pa3/iesl HE ce IpUilara 3a U3Jeius Py CICTHUTE

00CTOSITENICTBA:

a)  BCEKH BHUJ HETIOCPEJCTBEHO MapKHpaHe Ou ce 0Tpa3ui Ha 0€30MMacHOCTTa UITH

JEUCTBHUETO HaA U3aCIHUCTO,

0) U3AETHeTO He MOXe Ja ObJie HETTOCPEACTBEHO MapKUPAHO, 3a1l[0TO TOBA HE €

TCXHOJIOTHYHO OCBIICCTBHUMO.

Hocurensat na UDI octaBa yeTnuB npe3 1syiaTa HOpMaJiHa ynoTpeda U Leaus NpeBuieH

CKCILIOATAIMOHEH CPOK HAa U3ACIIHUCTO.

Axo HocuTenat Ha UDI e sicHo yeTnuB uiu , ipu u3nonssade Ha AIDC, moxe na ce
CKaHMpa Ipe3 ONaKOBKaTa Ha U3JEIUETO, HE C€ M3UCKBA MOCTaBAHETO Ha Hocutelnd Ha UDI

BBpPXY OIaKOBKaTa.

Koraro otaennu rotoBu u3ieius ce ChCTOAT OT MHOXKECTBO YacTH, KOUTO TPsIOBa 11a ce
CTIIO0ST Mpeau TAXHATA ITbpBa ynorpeoda, e nocrarbuHo HocutensaT Ha UDI na ce moctaBu

CaMoO BBPXY €AHA OT YaCTUTE Ha BCAKO U3CITIUC.
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4.14.  Hocwurenat Ha UDI ce mocrass Taka, 4ye popmaTsT AIDC na Ob/1e TOCTBIICH IO BpeMe Ha

HOpMaJTHa paboTa WM ChbXpaHEHHE.

4.15. Hocurenute na 6apkona, skmousaniu UDI-DI u UDI-PI, morar ga BxirouBar u

CBHIIECTBEHH JIaHHU 32 (PyHKIIMOHUPAHETO HA M3JEITUETO WM IPYTH IaHHU.
5. OOuwm npuHIMnM Ha 6a3ara nanuu 3a UDI

5.1. baszara nanuu 3a UDI naBa Bb3MOKHOCT 3a M3ITOJI3BAHE HAa BCUYKU OCHOBHM €JIEMEHTU HaA

nanHuTe B 6a3zara nannu 3a UDI, mocouenu B yacT b 0T HACTOSIIIIOTO MPUIIOKEHHE.

5.2. [IponsBoguTENUTE OTrOBAPSAT 3@ MBPBOHAYATHOTO MOJIaBaHE U aKTyaTU3aIMUTE Ha
uaeHTUPUKAIIMOHHATA HHPOPMAIUS U IPYTH eIEMEHTH Ha JaHHUTE 32 U3JIeNNeTo B 0azara

naguau 3a UDI.

5.3. [IpunaraT ce NOAXOAAIIM METOAM/TIPOLIEAYPHU 32 BAIMAUPAHETO HA TIPEAOCTABEHUTE
JaHHMU.
54. [IponzBoauTennTe NEPUOANYHO MTPOBEPSIBAT TOUHOCTTA HA BCUUKHU JaHHU, CBBP3aHU C

u3aciansaTa, KOMTO Ca ITyCHAJIX Ha Iasapa, ¢ U3KIIOUYCHUC Ha U3ACIINATAa, KOUTO BEYE HE CC

IpeaAOCTABAT HA I1a3apa.

5.5. Hamuuuero va UDI-DI na uznenuero B 06a3ata ganau 3a UDI He o3HauaBa, 4e U3AEIUETO

CHbOTBCTCTBA HA HACTOAIIUA PCTIIAMCHT.

5.6. bazara nanHu 1aBa Bb3MOXKHOCT 32 CBHP3BAHETO Ha BCHUKH HUBA HA OTIAKOBAHE Ha
HU3JIEUETO.
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5.7.

HannuTte 32 HoBU UDI-DI ca HallM4HM KbM MOMEHTA Ha IyCKaHE HA U3/IETMETO Ha Ia3apa.

5.8. [Tpou3BoauTENNTE aKTyaIM3UPAT CHOTBETHHUS 3anuc B 6a3ara qanHu 3a UDI B cpok ot 30
JIHU CJIEJT KaTO € HallpaBeHa IPOMsHA Ha JTaJIeH €JIEMEHT, KOWTO He u3nucksa HoB UDI-DI.

5.9. bazara nannu 3a UDI u3nos3sa BUHaru Korato € Bb3MOXHO MEKyHapOIHO PUETH
CTaHJapTH 3a MOJIABAHETO Ha JaHHU U TSIXHOTO aKTyalu3upaHe.

5.10.  TlorpeGurenckusar unrepdeiic Ha 6azara nannu 3a UDI e HanmnyeH Ha BCUYKU OULIHATTHU
e3ury Ha Crro3a. M3nmoa3BaHeTo Ha mosieTa 3a CBOOOEH TEKCT 00aue ce CBEXKAa 10
MHHUMYM, 3a Jia C€ OTPAaHUYAT €3UKOBUTE MPEBOJIH.

5.11.  JlanHuTe 3a U3JENHsI, KOUTO BeUe HE ce MPeIOCTaBsT Ha Mazapa, OcTaBaT B 0azara JaHHU
3a UDI.

6. [IpaBusna 3a KOHKPETHU TUIIOBE U3EIHS

6.1. NMmtanTHpyemu u3aenus:

6.1.1. HMwmmmantupyemMuTe u3aenus ce 0003HayaBaT Ha HAaW-HUCKOTO HUBO HA ONAaKOBaHE
(makeTHM eIMHUIIN) WK MapKupaHu, kato ce nu3noiszsa AIDC, ¢ UDI (UDI-DI + UDI-PI);
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Xapakrepuctukute Ha UDI-PI ca Hail-manko ciaegHure:
a)  CEepHEH HOMEp 3a aKTUBHUTE UMIUIAHTUPYEMU U3/ENHs,

0) cepueH HOMep WIM HOMEp Ha MapTHaTa 3a APyTrUTe UMIUIAHTUPYEMU U3/ETHsL.

6.1.3.  UDI Ha umnnanTHpyeMOTO H3Jienue ce 0003HauaBa npeayu UMILNIaHTHPAHETO.

6.2. W3znenus 3a MHOTOKpaTHa yrnoTpe0a, M3UCKBAIIH TOYUCTBAHE, 1€3UH(EKINS,
CTepUJIM3aIus WK 0OHOBSIBAHE TIPEIU BCSKA Clie/Balia yrorpeoa

6.2.1. UDI na Te3u uzaenus ce noctaBs BbPXY U3ACIUETO U OCTaBa YETIUB CJIEH BCSIKA
Ipoleypa 3a MOAroTOBKa Ha U3/EJIUETO 3a cie/lBalla ynoTpeoa.

6.2.2.  Xapakrepuctukure Ha UDI-PI, Hanpumep HOMEp Ha nmapTuaaTa Wik CEpUEH HOMED, ce
OIIPEAEIIAT OT IPOU3BOIUTEIS.

6.3. Cuctemu 1 HaOOPH CHITACHO UJIEH 22

6.3.1. ®u3NYECKOTO WM IOPUANYECKO JIULIE, TOCOUEHO B WieH 22, OTToBaps 3a 0003HaYaBaHETO
Ha cucreMara uinu Habopa upe3 UDI, sxmrousany UDI-DI u UDI-PI;
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6.3.2. Bwbpxy omakoBkaTa Ha U3JIENHE, CHABPKALIO CUCTEMA U HAOOp, WK BEPXY CAMOTO

n3aenue ce mocrassg Hocutea Ha UDI.
N3knrouenus:

a)  HW3HMCKBaHETO 3a Hanuuue Ha coocTBeH Hocuten Ha UDI He ce mpuinara 3a oTaenHuTe
U3JIENHS 32 €THOKPATHA yIoTpeda, YusATo ynorpeda Karo 1510 € U3BECTHA Ha
JMIaTa, 3a KOUTO ca MpeJHa3HaYeHH, KOUTO ca BKIIOYEHHU B CHCTEMa WM Habop U

KOMTO HE ca MpeHa3HAuYeHH 32 OT/ICHA YIOTpeOa U3BbH CHCTEMaTa WM Habopa;

0) wum3uckBaHeTo 3a Hanuure Ha HocuTen Ha UDI He ce mpuiara 3a u3aenusiTa,
0cBOOOJIeHHU OT U3KCKBaHeTo 3a Hocuted Ha UDI Ha chOTBETHOTO HHMBO Ha

OTlaKoBaHe, KOTraTo Te ca BKJIIOUYEHHU B CUCTEMa WK Ha0op.
6.3.3. TlocraBsue Ha HOcuten Ha UDI BbpXy cucremure uiu Habopure

a)  Hocurensat na UDI Ha cucteMa unu Habop MO IPUHLIKII CE MOCTaBs OT BHHIIHATA

CTpaHa Ha OITaKOBKaTa.

06) Hocwurensar na UDI e yetnus wiun, npu u3non3sane Ha AIDC, Mmoxke 1a ce ckaHnupa,
HE3aBHCHUMO JIaJii € TIOCTaBEeH OT BHHIITHATA CTpaHa Ha OTMIAKOBKAaTa Ha CUCTeMaTa

WM Ha0opa UM BbB BBTPEIIHOCTTA HA IPO3payHa OMAaKOBKA.
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6.4. W3nenus ¢ konpurypamus

6.4.1. UDI ce onpenens 3a n3nenuero ¢ KOHGUTYpalys B HeroBata 1s10cT 1 ce Hapuda UDI Ha

u3zenue ¢ KOHQUrypaus.

6.4.2. UDI-DI na uznenue ¢ KoHQUrypamus ce onpeaesns 3a rpynd oT KoH(QUrypamuu, a He 3a
BCsIKa KOH(UTrypalus B paMKuUTe Ha rpymnara. [ pyna ot koHpurypanuu o3HayaBa
CBHBKYITHOCTTA OT Bb3MOXKHU KOH(HUTYparny 3a 1aeHO U3/IeIHe ChIIIACHO TEXHUYECKaTa

JIOKYMEHTAIHA.

6.4.3. UDI-PI na uznenue ¢ kKoHGUTYpaIUs ce ONPeIess 32 BCSIKO OTIETHO U3CIHE C

KOoH(pUryparus.

6.4.4. Hocurensar na UDI Ha uznenue ¢ KoHQUrypaus ce mocTaBsi BBpXy KOMIIOHEHTa, KOWTO
rMa Hali-MaJIKa BEpOSITHOCT J1a O'bJie MOJIMEHEH Ipe3 eKCII0ATallMOHHUS CPOK Ha

cucremata u ce obo3Hauaa kato UDI Ha nznenue ¢ KoHGUryparmsi.

6.4.5. Ha Bcexkun KOMIIOHEHT, CYMTAH 32 U3JEIUe, KOUTO Ce Mpejjiara Ha ra3apa CaMOCTOSTEIHO,

ce onpexens oraened UDI;
6.5. Codryep 3a uznenusra
6.5.1. Kpurepuu 3a onpenensine Ha UDI

UDI ce onpenenst Ha CHCTEMHOTO paBHUILE Ha codryepa. ToBa n3nCKBaHe ce mpujara
camo 3a copTyep, KOMTO ce Ipeiara Ha rnazapa caMoCTOSATENHO, U copTyep, KOUTO caM 1o

cebe cH Mpe/ICTaBIIsIBa U3CIIHE.
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O6o3HayaBaHeTO Ha coPTyepa ce CUUTa 3a MEXAaHU3BM Ha TPOU3BOACTBEH KOHTPOJ U CE

nocousa B UDI-PI.
6.5.2. H3zucksa ce HoB UDI-DI BuHaru xorato € Hajauile NpoMsiHa [0 OTHOUIEHUE Ha!
a)  II'bPBOHAYAIHOTO JCHCTBUE,
6) ©Oe3omacHOCTTa WJIH Mpe/BUCHATa ynorpeba Ha codryepa,
B)  TBJIKYBaHETO Ha JaHHUTE.

Te3u npomMeHH ce OTHACAT 0 HOBU WJIM U3MEHEHU aJIFOPUTMHU, CTPYKTYpU Ha 0a3u 1aHHU,
orepaTHBHA M1aThopMa, apXUTEKTypa WM HOBH MOTPEOUTENCKU HHTep(deiicH N HOBU

KaHaJM 3a ONepaTHBHA ChBMECTUMOCT.
6.5.3. Hesnauurtennu npomenu B copryepa nznucksar camo HoB UDI-PI, a ne HoB UDI-DI.

He3nauurtennute npoMeHu Ha copTyepa OOMKHOBEHO Ca CBBP3aHU C OTCTPAHSBAHE HA
TPEIIKH, MOJOOPEHUS Ha U3I0I3BAEMOCTTA, KOUTO HE CE€ BBBEXK/AT C 11e71 O€30IacHOCT,

MIPOrpaMu 3a CUTYPHOCT WJIM OllepaTUBHA €EeKTUBHOCT.

Hesnauutennure npomenu B copTyepa ce 0003HauaBaT Che criennaina popma Ha

I/I,Z[GHTI/I(l)I/IKaI_II/IH Ha IMPpOU3BOAUTCIIA.
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6.5.4. Kpurepuu 3a nocraBsaetro Ha UDI 3a codryep

a) KoraTo co)TyepbT ce MPEA0CTaBs Ha MaTepualieH HocuTel, Harpumep upe3 CD wim
DVD, Ha Bcsiko HMBO Ha onakoBaHe ce rnocoysa nbiaHusIT UDI B yetnuB 3a xopara u
B AIDC ¢opmat. UDI Ha maTtepuanHus HOCUTeN, ChAbpKall copryepa, U Ha

HEerosaTa OIaKoBKa, € uaeHTu4eH ¢ UDI, mpucBoeH Ha CUCTEMHOTO PaBHUIIE Ha

codryepa,

6) UDI ce npenocTaBst Ha JIE€CHO JOCTHIICH €KPaH 3a MOJI3BATENS B JIECHO YETIIMB
dopmar ,,plain-text, HanpuMep BbB (aiisl c ONMMCAaHUETO WK BKIIIOUEH B HA4YaIHUS

eKpaH,

B)  codryep, KOHTO He pa3moiara ¢ HoTpeOUTENCKH HHTepdelic, KOWTO HanmpuMep
MEXIMHEH UHTErpallioHeH coTyep 3a mpeodpa3yBaHe Ha H300paXKeHUsI, MOXKE Ja

npeaane UDI upe3 npusioxxHO-TIporpameH uHTepdeiic,
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I) B EIEKTPOHHHTE JAUCIUIEH Ha copTyepa ce M3UCKBA CaMO YETIMBATA 32 XOpaTa 4yacT
ot UDI. O603nauaBanero Ha UDI upe3 u3nomsBanero Ha AIDC He ce u3nckBa B
ENeKTPOHHUTE JUCIIEH, HAPUMEDP MEHIOTO ¢ HH(OpMaIHs 3a cucTeMaTa, eKpaHa

IIpU 3apeKJAaHe U T.H.,

o)  4eTMBHAT 3a XopaTa opmat Ha UDI 3a codryep BriIouBa HaeHTH(PHUKATOPH 32
npuinoxenneTo (Al) 3a ctanmapra, H3MONI3BaH OT U3JaBAIIUTE CyOEKTH, 32 Ja ce
MOMOTHE Ha motpedurens na uaearudummpa UDI 1 na onpenenu Ko CTaHmapT e

H3II0JI3BaH 34 Cb3AaBaHCTO MY.
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HPUJIOKEHHUE VII

N3NCKBAHUNA, HA KOUTO TPABBA JJA OTT'OBAPAT
HOTHUOULIMPAHUTE OPI"AHU

l. OPI'"AHM3ALIMOHHUN U OBII N3NCKBAHMA
1.1. IIpaBeH cTaTyT M OpraHU3allMOHHA CTPYKTYypa

1.1.1.  Bceku HOTH(HIIMPAH OpPTaH ce Ch3/1aBa CHIIIACHO HAIIMOHAITHOTO MPABO HA AbPiKaBa
YWIEHKA WU MPABOTO Ha TpeTaTa IbpiKaBa, ¢ KoATo ChIO3bT € CKIIOUNI CIIOpa3yMEHUE 3a
1enTa. 3a Heropata NpaBoCyOEKTHOCT M cTaTyc TpsOBa a UMa ITbJIHA JoKyMeHTauus. Ta3u
JOKYMEHTAIUs BKIIF0UBa HHGOpMAIus 32 COOCTBEHOCTTA U FOPUIUIECKUTE UITH

¢bu3nyeckuTe IuIa, ynpaxKHABaIId KOHTPOJI BbPXY HOTU(UIIUPAHUS OpraH.

1.1.2.  Axo HOTU(UIMPAHUAT OPTaH € MPaBeH CyOeKT, KOMTO € YacT OT MO-TOJIIMa OpraHu3aIys,
SICHO C€ IOKyMEHTHpAT JeHHOCTUTE M U HEHATa OpraHu3allMOHHA CTPYKTYpa U
yIpaBJIeHUE U Bpb3KaTa ¢ HOTU(GHULIMPAaHUs opraH. B TakbB cityuyail H3MCKBaHUATA,
[IOCOYEHH B pa3zen 1.2, ca npuiaokKUMHU KaKTo 32 HOTU(UIMPAHUs OpraH, Taka U 3a

opraHu3anusiaTa, KbM KOSATO TOMU MMPpUHAJICIKH.
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AKo N1aieH HOTUHUIMPAH OPTraH U3ISUI0 WM YaCTUYHO MPUTEKaBa MPaBHU CyOeKTH,
YCTAaHOBEHU B JbPrKaBA YICHKA WU TPETA IbPKaBa, UJIU € IPUTEKABaH OT APYT MPABEH
cyOeKT, SICHO ce OMpEeAeTsAT U JOKYMEHTUPAT JEHHOCTUTE U OTTOBOPHOCTHUTE HA TE3U
CcyOeKTH U TEXHUTE MPABHU U ONIEPATUBHU B3aMMOOTHOIICHHS ¢ HOTU(QUIIMPAHUS OPTaH.
3a mepcoHaia Ha Te3U CyOeKTH, U3BBPIIBAIL AEHHOCTH 110 OLICHSIBAaHE HAa ChOTBETCTBHETO
CBIJIACHO HACTOSIIMS PErylaMeHT, C€ MPUJIaraT CbOTBETHUTE U3UCKBAHUS HA HACTOSIIMS

pETJIaMEeHT.

OpraHu3annoHHaTa CTPyKTypa, pa3snpeAeIeHUEeTO Ha OTTOBOPHOCTHUTE, HepapXUuyHaTa
JIUHUA ¥ QYHKIIMOHUPAHETO Ha HOTU(UIIMPAHUS OpraH ce OpraHu3upaT Taka, ue j1a
rapaHTHpar AOBEPUETO B paboTaTa HA HOTH(PHULIMPAHUS OPTaH U PE3YITATUTE OT

MMPOBCIKAAHUTC OT HCT'O HCﬁHOCTH 1O OLCHABAHC HA CbOTBETCTBUETO.

HoTtuduuupanust opras SiCHO TOKyMEHTHpa OpraHu3allOHHATA CU CTPYKTypa U
(GyHKIMHTE, OTTOBOPHOCTUTE U IPABOMOIIMATA HA BUCIIETO CH PHKOBOACTBO U Ha
ocTaHaJIus MEePCOHaJl, KOWTO MOJKE J1a OKa3Ba BIUSHME BbpXY paboTaTa Ha
HOTU(UIMPAHUS OpraH U BbPXY Pe3yJITaTUTE OT AEHHOCTUTE MYy IO OLICHsBaHE Ha

CbOTBCTCTBHUCTO.

HOTI/I(I)I/II_[I/IpaHI/ISIT opraH oIpeaci Jimaata OT BUCHICTO CH PbKOBOACTBO, KOUTO UMAT

II'bJIHU MPABOMOIINA U HOCAT ITbJIHA OTTOBOPHOCT 3a BCAKO OT CJICIHUTC!

- MPEeI0CTaBsIHE Ha TIOIXOIAIIN PECYPCH 3a IEHHOCTHUTE 10 OICHSIBAaHE HA

CBOTBCTCTBHUCTO,

—  pa3paboTBaHe Ha MPOLEAYPH U MOJIUTUKH 32 PYHKLIMOHUPAHETO HA HOTU(DULIUPAHUS

opras;
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— HaJ30p BbpPXY NPUJIAraHETO HA IIPOLIETYPUTE, ITIOJTUTUKNATE U CUCTEMHUTE 3a

yIpaBJIeHUE Ha KAYeCTBOTO Ha HOTU(DULIMPAHUS OPIaH;
- Ha/130p BBPXY (PMHAHCUTE Ha HOTU(DULIMPAHUS OPTaH;

— JEUHOCTH U peuiceHus, B3€TH OT HOTI/I(I)I/ILII/IpaHI/IH OpTraH, BKIIFOYHUTCIIHO

CIIOpa3yMEHMS;

— JieNIerupane Ha MPaBOMOIIHS Ha TIEPCOHAA W/WIIM KOMUTETHTE, KOTaTo TOBa €

HGO6XO}II/IMO, 34 U3IIBJIHCHUCTO HA OIIPCACICHU I[GﬁHOCTPI;

— B3aMMOJICIICTBHE C OpraHa, OTTOBapAIl 32 HOTU(GULIMPAHUTE OPTaHH, U 3aIbJIKCHUS
BBB BPb3Ka C KOMYHUKAIIMUTE C KOMIIETEHTHUTE opranu, Komucusra u apyru

HOTU(UIMPAHHU OPTaHU.
1.2. He3zaBucumocT u 6€3npucTpacTHOCT

1.2.1. HotuduuupaHuar opras € TpeTo JHIIEC, HE3aBUCUMO OT MPOU3BOIUTENS HA U3/IETTUETO, BHB
BpPB3Ka C KOETO U3BBPIIIBA IEHHOCTHU IO OLIEHsIBaHE HAa ChOTBeTCTBUETO. HoTHduImpanust
OpraH € ChIL0 TaKa HE3aBUCUM OT JAPYTd UKOHOMUYECKHU OTIEPaTOPH C HHTEPEC KbM
W3JIEJNETO, KAKTO U OT BCUYKHU KOHKYPEHTU Ha MPOU3BOAUTEN. TOBa HE U3KITIOUBA
BB3MOXXHOCTTa HOTU(DUIIMPAHUST OpTraH Jia U3BHPINBA JEHHOCTH TIO OIICHSIBaHE HA

CHOTBCTCTBUCTO 3a KOHKYPCHTHH MTPOU3BOAUTCIIN.
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1.2.2. HortudunupaHuar opras € opraHu3upaH U PyHKIIMOHHPA TakKa, ye Aa ObIaT 3ama3eHu
HE3aBHCHUMOCTTa, 00EKTUBHOCTTA U O€3MPUCTPACTHOCTTA HA HETOBUTE JCHHOCTH.
Hotudunupanust opran JOKyMEHTUpPA U BbBEXKIa CTPYKTYpa U MPOIEAYyPH 3a
OCHUTYypsIBaHE Ha OE3MPUCTPACTHOCT U 3a HAChpUYaBaHE U MpHUJIaraHe Ha MPUHIIUIIUTE Ha
0e3mpHUCTPACTHOCT B IsJIATa CH OpraHU3aIus, Cpe]l [eTUsl CH MePCOHAN U B IEHHOCTUTE CH
10 orleHsIBaHe. Te3u mporeaypu NpeIBIKIaT yCTAaHOBSIBaHE, pa3cieBaHe U HAMUpaHe Ha
pelIeHre TTPU BCHYKHU CITy4au, B KOUTO MOXKE J]a Bh3HUKHE KOH(QJIVKT Ha HHTEPECH,
BKJIFOUMTEJIHO YYacTHE Ha ChOTBETHUS CIIyKUTEJ B KOHCYJITAHTCKU yCIIyTU B cdepara Ha
W3JIeusITa Ipeid Ha3HayaBaHETO My Ha paboTa B HOTH(UIMpaHus oprad. M3nuteanero,

PE3YITATUTEC U HAMCPCHOTO PCIICHUC CC JOKYMCHTHUPAT.

1.2.3. HortuduuupaHust oprad, HErOBOTO BHUCIIE PHKOBOJICTBO U MEPCOHAIBT, OTTOBAPSIIL 32

MU3IBJIHCHUEC HA 3aJa4YUTEC 110 OICHABAHEC HA CbOTBECTCTBUCTO, HC MOTrarT:

a)  1a Opaar MpOeKTaHT, MPOU3BOAMTE, TOCTABUMK, JHIIE, KOETO MOHTHpA, KyIlyBay,
cOOCTBEHUK WJIM J1a U3BBPILBAT MOJIPHAKKA HA U3AENUATA, KOUTO OLEHSBAT, HUTO J1a
ObJaT YII'BIHOMOIIEHU MPEACTaBUTENN Ha HAKOE OT Te3U JHIa. ToBa orpaHUYEHUE
HE M3KJII0YBA 3aKyIyBAaHETO U yIOTpedaTa Ha OLICHABAHU U3/IEJIHs, KOUTO Ca
HEOOXOIMMHU 3a JEHHOCTUTE Ha HOTU(UIIMPAHHS OPTaH U 32 U3BBPIIBAHETO HA
OLICHSIBAHETO Ha ChOTBETCTBUETO WJIM YNIOTpeOaTa Ha TaKWBa U3JIEHS 32 INYHU

1eJIH;

6) JAa B3eMaT y4aCcTuC B IPOCKTUPAHETO, IPOU3BOJACTBOTO HUJIN HSpa6OTBaHeTO,
MMpEAJIaraHeTo Ha Ima3apa, MOHTUPAHCTO U U3IIOJI3BAHCTO WJIN NOAAPBIKKATA HA
H3CIINATA, 3a KOUTO Ca HA3HAYCHU, HUTO Ja NPCACTABIIABAT JIMLATA, AaHTAX)KUPAHU C

TE€3H JCHUHOCTH,
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B) Ja C€ BKJIIOYBAT B HGfIHOCT, KOATO MOXKE J1a € B [IPOTHUBOPCUHC C TAXHATA
HE3aBHUCHUMa MPCUCHKA U IMOYTCHO IMOBEACHHUEC IO OTHOIIICHUE HaA I[CleOCTPITC 1o

OLCHABAHC HAa CbOTBCTCTBUETO, 3a KOUTO Ca OIIPCACIICHU;

r)  Ja mpeiaraT WU MpeJoCTaBAT KaKBaToO U Ja € ycIyra, KosiTo Ou Moria Jia
3acTpaliu JOBEPUETO B TAXHATA HE3aBUCUMOCT, O€3MPUCTPACTHOCT WIIH
00eKTUBHOCT. [10-KOHKPETHO T€ HE TpeayiaraT, HUTO IPEI0CTaBIAT KOHCYJITAaHTCKU
YCIIYTH Ha TMPOU3BOUTENS, YITHIIHOMOIICHHS MY MPEJACTaBUTEN, TOCTABYUK WU
THPrOBCKM KOHKYPEHT M0 OTHOIIIEHHE Ha MPOEKTUPAHETO, U3paOOTBAHETO,
mpeyiaraHeTo Ha ma3apa Wil MOAAPHKKATa Ha OLICHIBAHUTE U3EIHS TN

IPOLECH; U

J)  Jla ca CBbpP3aHU C OPraHU3alUs, KOSATO MIPENOCTAaBs] KOHCYITAHTCKH YCIIYTH,
nocoueHu B OykBa r). ToBa orpaHnueHre HE H3KIIIOYBA IEHHOCTH 11O 00110
o0ydeHue, KOUTO He KacasT KOHKPETEH KIMEHT U ca CBbP3aHM C HOPMAaTUBHATA

ypenda Ha U3JIeTusATa WIH ChbC ChOTBETHUTE CTaHAAPTH.

1.2.4. VYwyacTueTo B KOHCYJITAaHTCKU YCIyT'H B cepaTa Ha U3AEIUATA IPEIH 3aI0YBaHETO Ha
paboTa B HOTU(HUIMPAHHS OPTaH € HAIIBJIHO JOKYMEHTHPAHO B MOMEHTA Ha 3aII0YBAHETO
Ha paboTa U MOTEHIHUATHUTE KOH(MIUKTH HAa UHTEPECH ce HaOJIr0/1aBaT v pelaBar B
CBHOTBETCTBHUE C HACTOAIIOTO NMpUJIOKEHHE. UeHOBeTe Ha IIepCcoHaa, KOUTO ca OUBIIN
CITY>KUTENN Ha ONPEesICH KINEHT W ca MPEI0CTaBsIN KOHCYITAaHTCKH YCIyTH B
cdepara Ha U3/IENUATA 32 TO3U KOHKPETSH KIMEHT, TIPE/IU J1a 3aroyHar padbora B
HOTHU(HIUPAHHS OPTaH, HE U3BBPIIBAT JCHHOCTH IO OLICHSIBAHE HAa ChOTBETCTBUETO 32
TO3HM KOHKPETEH KJIMEHT WM 3a JAPY’KECTBa, MPUHAAJIEKAIIN KbM ChIllaTa rpyna, 3a CpoK

OT 3 TOQUHH.
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1.2.5.  OcwurypsiBa ce 0€3MpUCTPACTHOCTTA HA HOTUDHUITUPAHUTE OPTAHU, HA TIXHOTO BUCIIIC
PBKOBOJICTBO 1 Ha MEPCOHANA, OTTOBAPSIII 32 OlleHsIBaHEeTO. HUBOTO Ha Bh3HArpaXKICHUE
Ha BHCIIETO PHKOBOJACTBO M Ha MEPCOHAIA, OTTOBAPSIIIL 32 OLICHIBAHETO, HA
HOTU(UIPAHKSI OPTaH, KAKTO U Ha MOIU3IBIHUTEIUTE, YIacTBAIIH B ICHHOCTH 110
OICHABAHC, HC 3aBUCHU OT PCIYJITATUTC HA U3BBPIICHOTO OLICHABAHC. HOTI/I(bI/II_II/IpaHI/ITe

OpraHv OIIOBECTABAT HY6J'II/I‘IHO ACKIIapalrrTe 3a MHTCPCCH Ha BUCHICTO CH PBKOBOACTBO.

1.2.6. Axo coOCTBEHHK Ha HOTH(HIMPAHUS OPTaH € MyOIMYHONPaBEeH CYOCeKT WIIM MHCTUTYIIHS,
ce rapaHTHpaT ¥ JOKyMEHTHpAT He3aBUCUMOCTTA U JIUTICaTa Ha KOH(IUKT HAa HHTEPECH
MEXIY OpraHa, OTTOBapsIl 32 HOTH()UIIMPAHUTE OPTAaHH, H/UIH KOMIICTEHTHHUS OpraH, OT

€IHa CTpaHa, U HOTU(DUIIUPAHUS OpTaH, OT Ipyra CTpaHa.

1.2.7. HoTtuduuupaHusT Oprad rapanTipa 1 JOKyMEHTHPA, 4e AeHHOCTUTE HA HETOBUTE
MTOZCIICHNSI WIIN ITOAU3ITBIHUTENN U HA JPYT CBBbP3aH OpraH, BKIFOUNTEIHO JEHHOCTUTE Ha
TEXHUTE COOCTBEHMIIU, HE 3acsATaT HE3aBUCUMOCTTA, OE3MPUCTPACTHOCTTA HIIU

0OCKTUBHOCTTA MYy IIpH ,HefIHOCTPITe MY I10 OICHAABAHC HAa CbOTBETCTBUECTO.

1.2.8. HotuduuupanusT oprad nu3BbpiIBa AeHHOCTUTE CH CHITIACHO HAOOP OT MOCIEA0BATEIHH,
CIPaBEIMBY U IPUEMIIMBH yCIIOBUS, KaTO B3eEMa MPEABHUL NHTEPECUTE HA MATIKUTE U

cpeaHuTe mpeanpusTus no cmuckia Ha [Ipenoprka 2003/361/EO BBB Bpb3Ka ¢ TaKCHTE.
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1.2.9. UM3uckBaHusTa, ONpENEICHHU B HACTOSILUSA Pa3ell, HE U3KJII0UYBaT OOMEHA Ha TEXHUYECKa
nH(pOpMaIHs 1 HACOKM BBB BPBh3Ka C HOPMaTHBHATA ypen0a MeKay HOTU(DHUIUPAHUS

OpraH M IPOU3BOAUTEIIS, KOWTO 10J1aBa 3asIBJICHUE 3a OLICHSABAHE Ha ChOTBETCTBUETO.
1.3. [ToBepurennoct

1.3.1. HortuduuupaHusaT oprad uMa JOKyMEHTHPAHH MIPOLEAYyPHU, KOUTO TapaHTUPAT, Ue
HErOBUAT NEPCOHAN, KOMUTETH, OJIEIECHUS, TOAU3IIBIHUTENN WIN APYT CBbP3aH OpraH
WJIM TIEPCOHAJ Ha BHHIIHYU OPraHU Cla3BaT OBEPUTEIHOCTTAa HA HHPOpMALUsTa,
MOJIyYEeHA [IPU U3IBJIHEHUETO Ha IEHHOCTHUTE IO OLIEHSBAaHE HA CbOTBETCTBUETO, OCBEH

KOraTo HEMHOTO pas3rijiacsiBaHe C€ U3HUCKBA I10 3aKOH.

1.3.2. IlepcoHanbT Ha HOTU(HUIMPAHUS OPTaH CIa3Ba 3aIbJDKEHUE 32 CIIy)KeOHa TaliHa pU
U3ITBJIHEHHE HA CBOUTE 33J]a4i ChIVIACHO HACTOSIIIUS PErJaMeHT WU BCsIKa pa3nopenda Ha
HAIMOHAJIHOTO IIPABO 3a HETOBOTO IPUJIaraHe, OCBEH 110 OTHOLIEHNE Ha OPIaHUTE, KOUTO
OTrOBapsIT 3a HOTUGUIMPAHUTE OPTaHU, OPIaHNUTE, KOMIIETEHTHH 32 MEIULIUHCKUTE
u3Jenus B IbpxkaBuTe WieHKkH, wid Komucusara. OcurypsiBa ce 3aluTa Ha rpaBaTa Ha
cobctBeHocT. HoTHUIMpaHUAT OpraH UMa J0KyMEHTUPAHH MPOLEAYPHU IO OTHOLICHHE

Ha U3HMCKBAHUATA HAa HACTOAIIUA pa3aCil.
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1.4.

1.4.1.

1.4.2.

L.5.

OTtroBopHOCT

Hotuduuupanust opran ckiro4yBa NoaXos111a 3aCTpaxoBKa 3a MOKpUBaHE Ha
OTTOBOPHOCTTA CH BbB Bpb3Ka € JEHHOCTUTE CH IO OIEHSIBaHE Ha ChOTBETCTBHETO, OCBEH
KOTraTo OTTOBOPHOCTTA C€ MT0eMa OT ChOTBETHATA JbprKaBa UJICHKA ChIIIACHO
HallMOHAJTHOTO MPABO WM KOraTo Ta3M JAbprkKaBa WICHKA € MPSKO OTTOBOPHA 3a

OLCHABAHCTO HA CbOTBCTCTBHUETO.

OO0xBaThT 1 00II0TO (PHHAHCOBO MOKPUTHE HA 3aCTPaxOBKaTa 3a MOKPUBAHE Ha
OTrOBOPHOCTTA CHOTBETCTBAT HA HUBOTO U reorpadckusi 00XBaT Ha AEHHOCTUTE Ha
HOTU(UIMPAHHS OpraH U ca ChOOPa3eHU ¢ PUCKOBUS MPO(UIT Ha U3AETUATA,
cepTUPHUIMPAHU OT HOTU(DUIMPAHHS OPTraH. 3aCTpaXxOBKaTa MOKPUBA CIIy4yauTe, B KOUTO
HOTU(UIMPAHUAT OPraH MoOXKe Ja Ob/ie 3abJKEH J1a OTHEME, OTPAaHUYH HITH CIIpe

JICTBUETO Ha CepTU(UKATHUTE.
DuHaHCOBU M3UCKBaHUS

Hotudunmpanusar opran pasnosnara ¢ QHHAHCOBUTE peCypCcH, HEOOXOIUMH 3a
W3BBPIIBAHE HA JICHHOCTUTE MO OIICHSABAaHE HAa CbOTBETCTBUETO B PAMKHUTE Ha OMPEICIICHHSI
My MaHJaT ¥ CBbP3aHUTE C TOBA CTOIIAHCKU orepanuu. Tol TOKyMEHTHpa U IPEICTaBs
JI0Ka3aTeNCcTBa 32 (PUHAHCOBUTE CHU BH3MOKHOCTH M CBOSITA IBITOCPOYHA HKOHOMHYECKA
KU3HECITOCOOHOCT, KaTO OTYNUTA KOHKPETHUTE OOCTOSATEICTBA IPH €Tara Ha

II'bpPpBOHAYAJIHOTO 3alI0OYBAaHC HA HeﬁHOCTTa MY, B 3aBUCUMOCT OT CJIydasd.
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1.6.

1.6.1.

1.6.2.

2.1.

2.2.

VYyactre B KOOpAMHALMOHHU AECHHOCTH

Hotudunupanust opran yuactsa B CbOTBETHUTE JIEHHOCTH MO CTaHAAPTU3ALINA U
JEHHOCTUTE Ha KOOPAUHAIIMOHHATA IpyIa Ha HOTU(DUITUPAHUTE OPTaHU, TTIOCOUYEHA B
yiieH 49, uiu rapaHTHpa, Y€ OTTOBAPALIUAT 32 OLEHSBAHETO MepCcoHal € nH(OpMHUpaH 3a
TE€3U JEMHOCTH, a OTTOBAPSILUAT 32 OLIEHABAHETO U B3EMAHETO Ha PELIEHMsI IEPCOHAI €
WH(POPMUPAH 32 ChOTBETHUTE 3aKOHOIATEITHA aKTOBE, HACOKU M HAl-100pH NPaKTHKH,

MPUETU B PAMKHUTE Ha HACTOSIIUS PETIIAMEHT.
Hotuduuupanust opran B3ema MpeiBHl HACOKUTE U Hail-T0OpUTE MPAKTUKH.
N3NCKBAHUA 3A YITPABJIEHUETO HA KAYECTBOTO

Hotudunupanusr opran cb3aBa, TOKyMEHTHPA, U3ITBJIHABA, MTOAIBPKA U PHKOBOIH
CHUCTEMA 3a yIIPaBJICHUE HA Ka4ECTBOTO, KOATO € MOAXOMINA € OTJIe]] Ha €CTECTBOTO,
cdepara u mamada Ha JEHHOCTUTE MY IO OLICHSIBAaHE Ha ChOTBETCTBUETO U KOSTO € B
CBCTOSIHUE J1a JOTIPUHECE U Ja JOKa3Ba MOCIEJ0BATEIHOTO U3IIbJIHEHUE HA N3UCKBAHUATA

110 HaCTOAIIUA PETIIaMCHT.

Cucremara 3a YHIpaBJICHUEC HA KAYECTBOTO HA HOTH(i)I/II_[I/IpaHI/IH OpTraH BKJIIXOYBa Hal-MajakKo

CIICAHOTO:

— CTPYKTYypa 1 JOKYMCHTAlIWA Ha CUCTCMATA 3a YIIPABJICHUC, BKIIFOUUTCIIHO

MOJIUTUKUTE U LIEJTUTE Ha JEMHOCTUTE Ha HOTU(DULIMPAHUS OpraH;
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— MOJIMTUKM 32 Bh3JIaraHe Ha ACHHOCTH U OTTOBOPHOCTHU Ha I€PCOHAJIA,

- IMPOLCCH Ha OLCHABAHC U HAa B3€MAaHC HAa PCIICHUA C’bO6p33HO 3aJa4uTe,
OTTOBOPHOCTHUTE U POJIATA HA IICPCOHAIA U BUCIIECTO PbKOBOACTBO HA

HOTU(UIMPAHUS OPTaH;

— IJIaHUPAHE, ITPOBCIKAAHC, OLICHABAHEC U, TIPU HGO6XO,Z[I/IMOCT, aalTupaHe Ha

MPOIEAYPHUTE 32 OIICHSIBAHE Ha ChOTBETCTBUETO;
— KOHTPOJI HA JIOKYMEHTHTE;

- KOHTPOJI Ha 3aITUCHTE;

— nperie/in Ha YIPaBJICHUETO;

— BBTPEIITHU OJUTH,

— KOPHUTHUPAIIY ¥ PEBAHTUBHU JICHCTBUS;

- CUTHAJIN U KaJIOU; U

— MPOJIBJKABAIIO 00yUYEHUE.

AKO JOKYMEHTHUTE C€ U3I0JI3BAT Ha HAKOJIKO €31Ka, HOTU(UIUPAHUAT OpraH rapaHntupa u

IpoBEpsiBa JAJIN TC UMAT €AHO U CbIIO ChbABPIKAHUC.
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2.3.

24.

3.1.

3.1.1.

BucuieTo pbKoBOJACTBO Ha HOTU(UILIMPAHUS OpPraH rapaHTHpa, Y€ cCUcTemMara 3a
yIpaBlieHHUE Ha KaUeCTBOTO € HAITBJIHO pa3dpaHa, MpuiiaraHa U cria3BaHa B LsjiaTa
OpraHu3alys Ha HOTH(QUIMPAHUS OPTaH, BKIIOUYUTEIHO HETOBUTE MOACICHUS WIIN
MOAU3MBIHUTENN, KOUTO Y4acTBaT B IEHHOCTH 3a OICHSIBaHE Ha ChOTBETCTBUETO CHITIACHO

HaCcTOAIUA pCriIaMCHT.

HoTtudunmpanusar opran u3uckBa OT LU IEPCOHAT OPUITUATHO J]a TTOEME aHTaKUMEHT,
Yype3 MOANKC WIN PaBHOCTOEH aKT, J1a Ca3Ba MPOLEAYPUTE, OTIPEAEIECHU OT
HOTU(UIMpPaHUS OpraH. To3u aHra)KUMEHT BKIIIOYBA aCHEeKTH, CBbP3aHU C
MMOBEPUTEITHOCTTA U HE3aBUCUMOCTTA OT ThPrOBCKHU U IPYTU UHTEPECU U BCAKAKBU
ChIIECTBYBAIIN WX MPEAXOAHU BPB3KH € KIMEHTH. OT MepcoHalia ce U3UCKBa J1a MObJIHUA
MHUCMEHA JIeKJIapalus 3a crla3BaHe Ha MPUHILUIIMTE HA MOBEPUTEITHOCT, HE3aBUCUMOCT U

0e3MPUCTPACTHOCT.
N3NCKBAHUNSA 3A PECYPCUTE
OO0 [TOI0KEHUS

HOTI/I(bI/II_II/IpaHI/ITe opraHu Tpﬂ6Ba Ja Morat aa M3IbJIHABAT BCUYKHU 3a4a4M, Bb3JIOXKCHHU UM
CbhIJIACHO HACTOAIIUA PETIIaAMCHT, C Hali-BHCOKa CTEIICH Ha IIOYTEHO HpO(bGCI/IOHaJIHO
IIOBCIACHUC U HCOGXOI[I/IMaTa KOMIICTCHTHOCT B OIIPCACIICHATA 06.HaCT, HC3aBUCHUMO JaIn
TC3U 3aJa49M CC U3IbJIHABAT OT CaMUs HOTI/I(l)I/IHI/IpaH OpraHv WJIM OT HCTOBO MMC U Ha

HETOBA OTTOBOPHOCT.
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[To-KOHKpETHO, HOTU(PHUIIMPAHUTE OPraHu pasnoiaraT ¢ HEOOXOIUMUS EPCOHA U
MIPUTEKABAT WJIM UMAT JOCTBII JI0 LSUI0TO 000PYIBaHE, ChbOPBHKEHUS U KOMIIETEHTHOCT,
KOUTO Ca HY>KHH 3a IIPABUIIHO U3IbJIHEHNE HA TEXHUYECKUTE, HAyYHUTE U
aJIMUHUCTPATUBHUTE 3a/1a4M B PAaMKUTE Ha AEHHOCTHUTE IO OLICHSBaHE HAa ChbOTBETCTBUETO,

BBB Bpb3Ka C KOUTO Ca OIIPCACIICHU.

ToBa u3uckBaHe Mmpemoara, 4e 1o BCIKO BpeMe, 3a BCsKa IIPOLEeaypa 110 OLEHsIBaHe Ha
CBhOTBETCTBUETO U 32 BCEKU TUI U3EINs, 32 KOSITO € ONpeeieH, HOTUPUIIUPAHUAT OpraH
pasnoJsara MoCTOSHHO C JOCTaThbYHO aJIMUHUCTPATUBEH, TEXHUYECKHU U HAy4€H IIEPCOHAI C
OIUT Y 3HAaHUS B 00J1aCTTa HA CHOTBETHUTE U3/1€IMs U TexHOIoruu. To3u nepconan e
JOCTaThYEH KaTo Opoiika , 3a J1a ce rapaHTUpa, Y€ CbOTBETHUAT HOTH(PHULIMPAH OPTaH MOXKE
Jla U3IBJIHSABA 33/JaYUTE 10 OLIEHSBAaHE HA CbOTBETCTBUETO, BKIFOUMTEIHO HA
MeJUIMHCKaTa PYHKIMS, Ja U3BBPIIBA KIMHUYHU OLIEHKH, J]a OLIEHsBA ACHCTBUETO U
0€30I1aCHOCTTa Ha U3/IEJINATA, 32 KOMTO € ONpPENEsIEH, C OIJle]l Ha N3UCKBAHUATA 110

HACTOAIIUA PETIIAMCHT, U IO-KOHKPETHO TE3U 110 IMMPUIIOKCHUEC I.

OOmaTa KOMIETEHTHOCT HAa HOTU(ULIMPAHUS OPTaH € TakaBa, ye Jla My MO3BOJISABA Ja
OLICHSBA TUIIOBETE M3/ETHs, 32 KOUTO € onpeneneH. Hotuduuupanusat opran pasmnosiara ¢
JIOCTaThYHA BBTPEIIHA KOMIIETEHTHOCT 3@ KPUTUYHO OLICHSABAHE HA OLIEHKU, U3BbPIICHU
OT BBHIIIHU €KCIEPTH. 3aa4UTE, KOUTO HOTU(PHUIIMPAHUAT OPTaH HE MOXKE J1a Bb3jlara Ha

MOJM3IBJIHUTENH, Ca TIOCOYECHU B paznaein 4.1.
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3.1.3.

[TepcoHabT, KOMTO y4acTBa B YIIPABJICHUETO HA JCHHOCTUTE Ha HOTH(DHUIIMPAHUS OpPTaH
I10 OLICHSIBaHE HA CHOTBETCTBUETO 110 OTHOILLIEHNE HA U3/IENUATA, IPUTEKABA
He0OXOIMMUTE 3HAHUS C OTJIE] Ch3aBaHeTO U (YHKIIMOHUPAHETO Ha cUCTEMa 3a oI00p
Ha [epCoHaJIa 3a OLEHABAaHE U MPOBEPKA, 3a MPOBEPKAaTa Ha KOMIIETEHTHOCTTA MY, 3a
paspeliaBaHe Ha U3MBJIHEHUETO Ha 33JJa4YuTe MYy U TAXHOTO paslpe/eieHue, 3a
OpraHU3HMpaHEe HA MFPBOHAYAIIHOTO U TEKYIIOTO My 00y4YeHHE, KAKTO U 32 Bb3JIaraHe Ha
HETOBUTE 3aIBJDKCHUS M HAOTIOIGHUETO MYy, TaKa ue Jla Ce rapaHTUpa, Y€ IePCOHABT,
KOWTO IIPOBEX/1a U U3BBPIIBA JEHHOCTH MO OLEHSABAHE U IPOBEPKA, € KOMIIETEHTEH Ja

H3II'bJIHSABA BB3JIOKCHUTC MY 3aa4U.

Hotudunupanust opran onpeens MoHe eIHO JHIIE B pAMKUTE Ha BUCILIETO CH
PBKOBOJICTBO, KOETO J]a HOCH LIsUIOCTHA OTTOBOPHOCT 32 BCUYKH JEUHOCTH 110 OLICHSBaHE

Ha CbOTBCTCTBHUECTO Ha U3CIHUATA.

Hotudunupanust opran rapanTipa, 4e nepcoHalbT, y4acTBalll B JCHHOCTH MO OLICHSIBAaHE
Ha CbOTBETCTBUETO, MOJAbPKa CBOSATA KBaJTU(UKALIMS U €KCIIEPTEH OMUT, KaTo MpHujiarat

crcTeMa 3a OOMEH Ha OIUT U Inporpama 3a nmpoAabJIKaBallo 06yquI/Ie n 06p8.30BaHI/Ie.

Hotugunupanust opras sSicCHO JOKyMEHTHpa 00XBaTa M IPaHUIIUTE HA 33 bJDKCHUSATA U
OTTOBOPHOCTUTE, KAKTO U HUBOTO Ha IIPABOMOILUATA HA IIEPCOHAJIA, BKIIFOYUTEIIHO
MTOAU3IIBIIHUTENINTE U BBHIHUTE €KCIEPTH, KOWTO Y4acTBa B IEWHOCTUTE IO OLICHSBAHE

Ha CbOTBETCTBUECTO, U CbOTBECTHO I'M CBCXKJIa 10 3HAHUCTO Ha TO3U IEPCOHAI.
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3.2. KBanmudukamoHHu KPUTEPUH IO OTHOIIIEHUE Ha TIEPCOHAA

3.2.1. HoTtudunupaHuat opraH omnpeess U JOKYMEHTHPa KBATH(PUKAIIMOHHA KPUTEPUHU U
IpOLEelypH 3a M0A00p U MPEJOCTaBsiHE HA MPABOMOINMS Ha JIHMIaTa, yYacTBAIH B
J€MHOCTH TIO OLIEHSIBaHE HA ChOTBETCTBUETO, BKIIFOUMTEIHO 10 OTHOUICHNWE HA 3HAHUATA,
OIUTAa U Apyra He0OXO0AMMa KOMIIETEHTHOCT, M KAaKTO ¥ bPBOHAYAIHOTO U TEKYIIIOTO
oOyudenue. KBanupukalmoHHUTE KpUTEPUN 00XBAIAT PA3IMYHUTE (PYHKIINN B PAMKHUTE Ha
IpolLeca Ha OLIEHSIBaHE Ha ChOTBETCTBUETO, KATO HAIPUMEP OIUT, OLICHKA UJIM U3IIUTBAaHE
Ha MPOJYKTa, Mperjel Ha TEXHU4ecKara JOKyMEHTAllls U B3€MaHe Ha pelleHHe, KaKTo U
U3JeNUATa, TEXHOJIOTUUTE M 00JaCTUTE, KaTO HapuMep OMOJIOTHYHA CbBMECTUMOCT,
CTEpUIN3aLusl, TBKAHU U KJIETKU OT YOBELIKU U )KUBOTUHCKU IIPOU3XO0J M KIMHUYHA

OLIEHKa, KOUTO ca B c(hepara Ha KOMIIETEHTHOCT HAa HOTU(QHUIIMPAHUS OpPTaH.

3.2.2. KpanmpukanumoHHUTE KPUTEPHUH, IOCOUEHH B pazzaen 3.2.1, 3aBUcAT oT cdepaTa Ha
KOMITETEHTHOCT Ha HOTU(UIMPAHUS OpTaH ChIJIACHO OMMCAHUETO Ha 00XBaTa, U3MOJI3BAHO
OT JIbprKaBaTa 4ieHKa 3a HOTUPHUIIMPaHETO 1Mo wieH 42, maparpad 3, KaTo OCUTypsBaT
JOCTaThUYHO HUBO Ha MOJAPOOHOCT 3a HeOOXoANMMaTa KBalu(UKAIKs B MOAPA3ICICHUITA Ha

OIMCAHUETO HA 0OXBaTa.
OmnpenensrT ce cnenuaiiy KBamuuKalnOHHN KPUTEPHH HAal-MaJIKOTO 3a OIEHsBaHE Ha:
- MPEIKIMHUYHATA OIICHKA,

- KIMHHUYHaTa OLICHKaA,
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—  THKaHWTE M KJIETKUTE OT YOBEIIKH U )KUBOTHHCKH MPOU3XOJI,

— dbyHKIIMOHATHATa 6€30MacHOCT,

— codryepa,

— OIaKOBKAaTa,

— U3/IeNUATa, KOUTO BKJIIOYBAT KaTO HEepa3/AeaHa 4acT JIGKApCTBEH MPOIYKT,

- nsaciusTa, CbCTaBCHU OT BEHICCTBA UJIN KOM6I/IHaHI/II/I OT B€IICCTBA, KOUTO CC

abcopOupaT OT YOBEIIKOTO TSJIO UJIU CE Pa3NpbCKBAT JIOKAIHO B HETO, U
—  pa3NIMYHMTE THIIOBE MPOLECH HA CTECPHIIN3ALIHS.

3.2.3. IlepcoHaybT, OTrOBapsIIL 32 YCTAHOBSIBAaHE HA KBAIM(PUKALIMOHHNUTE KPUTEPUH U 32
IIPEIOCTABSIHE HA IPAaBOMOLIMS HA JIMIATa, KOUTO I11€ U3BbPLIBAT KOHKPETHU AEHHOCTH 110
OLICHSIBaHE HA ChOTBETCTBUETO, € ChbCTABEH OT CIIYKUTEIU HAa HOTU()UIIUPAHUS OpraH U He
MOJK€ J]a BKJIIOYBA BBHHILIHU €KCIEPTH WM MOAU3IbIHUTENN. Tol npuTexana 10Ka3aHU

3HAHHUA U OIUT BbB BCUYKHU 00aCTH Imo-10J1y:
- 3aKOHOAATCJICTBOTO Ha Cpbl0o3a BBB BPb3Ka C U3ACIIHATA U CbOTBETHUTE HACOKH,

— mpoucaypuTe 3a OLUCHABAHC HA CbOTBCTCTBUCTO, IPCABUACHU B HACTOAIIN

pETJIaMeHT;
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— mupoka 0asza OT 3HAHUS 32 TEXHOJIOTUHUTE B 00JIaCTTa HA U3/ICNIUATA U

IMPOCKTUPAHCTO U MMPOU3BOACTBOTO HA U3JACIINATA,

— CHUCTEMaATa 3a yIpaBJICHHUC HA KaUCCTBOTO Ha HOTI/Iq)I/II_[I/IpaHI/IH OpraH, CBbP3aHUTC

HpOLEeTypH U HEOOXOAUMUTE KBATU(PUKALIMOHHU KPUTEPHH;

— 00y4eHHEeTO Ha TIepCOoHAalIa, YJacTBalll B JCHHOCTUTE IO OLIEHSBaHE Ha

CbOTBETCTBUCTO HA U3ACIIHUATA,

— MOAXO/SII OMUT B OIICHSBAHETO HA CHOTBETCTBUETO CHITIACHO HACTOSIIHUS
periaMeHT WU NPUI0KUMOTO MPEIN TOBA PaBo, B paMKHUTE HAa HOTU(ULIUPaH

Opra.

3.2.4. Hotuduimpanute opranu pa3mnojarar ¢ IOCTOSHHO HAIMYCH MEPCOHAT ChC ChbOTBETHHS
KIIMHUYEH OTHT, KaTo IO B3MOXKHOCT TO3U MIEPCOHAN € HaeT Ha paboTa OT
HOTU(UIIMPAHUA OpraH. To3u MepPCOHAJ € YacT OT IEJIHs MPOIEeC Ha OIICHSIBAHE U B3EMaHe

Ha pelIeHHs B paMKUTE HAa HOTU(UIIMPAHUS OpTraH, 3a Jia:

- YKa3Ba CIy4auTe, KOraTto €€ H3MCKBAa HaMECaTa Ha CIICHUAJIMCT 3a OLICHABAHC HA
KIIMHUYHATa OCHKA, U3BBPIICHA OT ITPOU3BOAUTCIIA, U ITOCOYBA CKCIICPTHU C

MOIXOAIIAa KBATH(DHUKAIHS;
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- 06yana M0 MOoAXO0 A1l HAYMH BbHINHUTC KIIMHUYHHA CKCIICPTHU 11O OTHOIICHHE Ha
CBOTBCTHUTC U3NCKBAHUA HAa HACTOAIINUA PETTIAMCHT, OC, HAaCOKHUTEC U
XaPMOHU3BHUPAHUTE CTAHAAPTH U I'apaHTHPA, Y€ BbHITHUTC KIMHUYHU CKCIICPTHU Ca
HaIIbJIHO I/IH(i)OpMI/IpaHI/I 3a KOHTCKCTA U MMOCJICANIUTC OT OLICHKAaTa UM U JaBaHUTC

OT TAX KOHCYJITallUU,

- MOJKC Oa MpaBU IMPETJIC U HAYYHO Jia OCIIOPBAa KIMHUYHUTC JaHHH, ITPEACTABCHU B
KIIMHMYHAaTa OICHKA U BCAKAKBU APYTU CbOTBCTHU KIIMHWUYHU U3NUTBAHUA, U Oa
HaAITbTCTBA I10 HeO6XOI[I/IMI/I$I HAa4YWH BbHIIHUTC KIMHUYHU CKCIICPTHU 11O OTHOIICHHUE

Ha OLCHABAHCTO HA NPCACTABCHATA OT MMPOU3BOAUTCIIA KIIMHUYHA OLICHKA,

- MO’KC HAYYHO [1a OLICHABA U IIPU HGOGXOIII/IMOCT Aa OCIIOpBa NpCACTaBCHATa
KIIMHAUYHA OLICHKA U PE3YJITATUTC OT OLUCHABAHCTO OT CTpaHAa HAa BBHIIHUTC

KIIMHUYHU CKCIICPTHU HAa KIIMHUYHATA OLICHKA Ha IIPOU3BOJAUTCIIA,

- MOXE€ da MOTBBbpKAaBa CbIIOCTABUMOCTTA 1 IIOCJICAOBATCIIHOCTTA HA OLICHABAHETO

Ha KIMHUYHUTC OLCHKH, U3BBPIICHO OT KIMHUYHUTE CKCIICPTH,

— MOZKE a OLCHABA KIIMHUYHATA OLCHKA HAa IIPOU3BOAUTEIIA U Ja JaBa KIIMHUYHO
CTAHOBUIIIC OTHOCHO CTAHOBHUIIIATa HA BBHIIHU CKCIICPTHU, KAKTO U 1a JaBa
MMPENOPHKU HA JIULCTO, OTTOBOPHO 3a B3BCMAHCTO HA PCIICHHUC B PAMKUTC HA

HOTU(ULIMpaHUS OpraH; u

- MOJKE A U3TOTBS 3aIIMCH U JOKJIAIH, TOKa3Ballld, Ye¢ ChOTBETHUTE JIEHHOCTH IO

OLICHABAaHC HAa CbOTBCTCTBUCTO Ca U3BBPIICHU 110 HCO6XOI[I/IMI/I$I Ha4uH.
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3.2.5. IlepcoHanbT, OTrOBapsl 3a U3BBPILIBAHE HA CBbP3aHUA C IPOAYKTA Mperien (Jiuara,
W3BBPIIBAILY IPEriiesl Ha MPOJYKTUTE), KaTO HalpUMep Mperjes Ha TeXHU4ecKara
JOKYMEHTAIUs UM U3CIIe/IBaHe Ha THUIA, BKIIOUNUTEIHO aCIeKTH KaTo KIMHUYHATa
OLIeHKa, OMOJIOrMyHaTa 6€30MacHOCT, CTEPUIIN3ALUATA, BAIUIUPAaHETO Ha codTyepa,

MPpUTCIKAaBa BCAKA €AHA OT CJICAHUTC JOKA3aHU KBaJII/I(I)I/IKaLII/II/II

— 3aBBPIIEHO BUCIIIE 00pa30BaHKE WM 00Pa30BaTETHO-KBATH(PUKAIIMOHHA CTETIEH OT
TEXHUYECKU KOJIEXK WJIM €KBUBAJICHTHA CTETIEH B ChOTBETHATA 00JIACT, HATIPUMED

MeAUIHHA, hapMalysi, THKEHEPCTBO WU IPYTU CbOTBETHH HAYKU;

— YeTHPH FOJMHU NPOPECHOHATICH OMUT B 00JIACTTa Ha 3/IpaBHUTE MPOTYKTH WIIH
CBBP3aHU C Ta3u 00JIACT JICHHOCTH, KaTO HApUMep MPOU3BOJCTBO, OJUT WU
HAYYHU U3CIIEIBAHMS, OT KOMTO JIBE TOJAWHU —B 00JacTTa Ha MPOSKTHPAHETO,
IPOHM3BOJICTBOTO, M3MUTBAHETO WIIM YIIOTpeOaTa Ha OLECHIBAHUTE M3ACIIHS WITH

TEXHOJIOTMH UJIW CBBP3aHU C OLCHABAHUTC HAYYHU ACIICKTH,

- 3HaHHW BbB BPpB3Ka CbC 3aKOHOAATCIICTBOTO 3a U3ACINATA, BKIIFOUUTCIIHO O6HII/ITC

M3UCKBAHM 3a OE€30IaCHOCT U ,I[eﬁCTBI/IC, YCTaHOBCHU B ITPHUIIOKCHUC I;

- noaAXOoOAIIHY 3HaHUA U OIIUT B 001acTTa Ha CHOTBETHUTE XapMOHU3UPAHU CTAHAAPTH,

OC wu Hacoku;
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— MOoAXOAAIIH 3HAHUSA U OIMUT BB BPb3Ka C YIIPABJICHHUCTO HA PUCKA U CBBP3aHUTEC C

TOBa CTaHAAPTHU U HACOKHU B obnactra Ha nsaciauAara,
— noAXOOAIIH 3HaHUA U OIIUT B obnacTTa Ha KIMHUYHATA OLICHKA,
— MOAXOAAIIHN 3HAHUS 3a U3JACIINATA, KOUTO IICPCOHAIBT OLICHABA,

- MOAXOIAIIM 3HAHUS U ONIUT BbB BPb3Ka C MPOLEIYPUTE 32 OLICHIBAaHE HA
CBOTBETCTBUETO MO MpuioxeHus [ X—XI, mo-KOHKpPETHO BbB BPb3Ka C aCIIEKTUTE HA
TE3U MPOLELYPH, 38 KOUTO OTIOBaps MEPCOHAIBT, U MOAXOISAIIN MPABOMOIIIHS 3a

HN3BLPHIBAHC HA TOBA OLICHABAHC,

— CIIOCOOHOCT Ja U3T0TBA 3allMCHU U JOKJIaAH, AO0Ka3Ballll, Y€ CbOTBCTHUTC JEUHOCTH

10 OCHABAHC HAa CHbOTBCTCTBUCTO Ca U3BBPUICHU IO MOAXOAAII HAYWH.

3.2.6. IlepcoHanbT, OTroBapsl 3a U3BHPIIBAHE HA OJUTH HA CUCTEMATa HA IPOM3BOAMUTENS 32
yIpaBieHUE Ha KaUeCTBOTO (OJUTOPH Ha MSCTO), IpUTEkKaBa BCSIKA €HA OT CIEAHUTE

JOKa3aHHu KBaJ'II/I(bI/IKaHI/II/IZ

— 3aBBPIIEHO BUCIIE 00pa30BaHUE WU 00pa30BaTEITHO-KBATU(UKAITMOHHA CTETICH OT
TEXHUYECKH KOJIC)K MM EKBHBAJICHTHA CTEIICH B ChOTBETHATA 00JIACT, HATIPUMED

MeauIuHa, hapMarus, MHXEHEPCTBO WIH JPYTU CbOTBETHU HAYKHU;
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YETHPH TOAWHH MTpodecroHaIeH OMmUT B 00J1aCTTa Ha 3[PaBHUTE IPOAYKTH WIIH B
CBBpP3aHM € Ta3u 00JacT JeHHOCTH, HAIPUMED MPOU3BOJICTBO, OJAUT WIIM HAYUYHU

n3ciacaBaHusd, OT KOUTO ABC 'OOJWMHHN — B obmnacTra Ha YHOPABJICHUCTO Ha Ka4C€CTBOTO,

noAXOoAd41IH 3HAHUS BbB BPb3Ka CbC 3aKOHOAATCIICTBOTO 34 U3ACIIUATA U CBBP3aHUTC

xapMoHu3upanu cranaapti, OC u HacoKu;

MoAXOAAIIH 3HAHUSA U OIMUT BbB BPb3Ka C YIIPABJICHHUCTO HA PUCKA U CBBP3aHUTEC C

TOBa CTaHAAPTU U HACOKHU B obOnactra Ha n3aciauAaTa,

MMOAXOAAIIN 3HAHUSA 3a CUCTEMUTC 3a YIIPaBJICHUC HA KAYCCTBOTO U CBbP3aHUTC

CTaHAApTHU U HACOKU,

MOAXOMSAIIY 3HAHUS U OIIUT BbB BPb3Ka C MPOLEAYPUTE 3a OLECHABAHE HA
CBOTBETCTBUETO 1O NpuiiokeHus [X—XI, mo-KOHKpEeTHO BbB BPb3Ka C ACIIEKTUTE Ha
TE3U NPOLEAYPH, 32 KOUTO OTTOBAPS NEPCOHANBT, U MOAXOIAIN IPABOMOIIHS 3a

HN3BLPIHIBAHC HA TOBA OLICHABAHC,

o0ydeHue B 00J1acTTa HA OJIUTHUTE TEXHUKH, 32 J1a MOXKE TIEPCOHATBT aJIEKBATHO J1a

nojJiara Ha OLCHKAa CUCTCMUTC 3a YIIPABJIICHHUC HA KaUCCTBOTO,

CIIOCOOHOCT Ja U3roTBA 3allMCHU U JOKJIadu, A0Ka3Ballly, Y€ CbOTBCTHUTC IIGI\/JIHOCTI/I

M0 OCHABAHC HAa CHbOTBCTCTBUCTO Ca U3BBPUICHU IO MOAXOAAI HAYHWH.
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3.2.7.

[lepcoHanbT ¢ 001112 OTTOBOPHOCT 32 3aKJIIOUUTEIHUTE MIPETJIeIN U B3EMaHE Ha PELICHUS
BBB BPB3Ka ChC CEPTUPUKALUATA CE CbCTOU OT CIYKUTEIH Ha HOTU(ULIMPAHUS OpPTraH U He
BKJII0OUBA BHHIIIHU €KCTIEPTH, HUTO MOAM3MBIHUTENN. 103U MepcoHal B ChbBKYITHOCTTA CU

MPpUTECI)KaBa NOKA3aHU 3HAHUA U LIAJIOCTCH OIIUT BbB BPb3Ka C BCAKO €JHO OT CIICAHUTE:

3aKOHOOATCJIICTBOTO Ha Cp103a BB BPb3Ka C UBACIIHUATA U CbOTBCTHUTC HACOKHU,
OLCHABAHCTO Ha CHbOTBETCTBUCTO HA U3JAC/IMATA CbIJIAaCHO HACTOAIIUA PCIIIaMCHT,

BUIOBCTEC KBaHHq)HKaHHH, OIIUT MU CKCIICPTHU 3HAHUSA, ITOAXOAAIIHN 3a OLICHABAHETO

Ha CbOTBECTCTBUETO HA U3JCIIUATA,

mrpoKa 0a3a oT 3HaHM B 00JIacTTa Ha TEXHOJIOTUUTE, CBbP3aHU C U3CIINATA,
BKJIFOUUTCIIHO JOCTATHYHO OIUT IIPU OLICHABAHCTO HAa CHbOTBCTCTBUCTO HA
H3CIIMATA, KOUTO Ca IMPECAMCT Ha IMPErijIc/ 3a CepTI/I(I)I/IKaLII/IH, CCKTOpAa Ha U3JCIuATa

N MMPOCKTUPAHCTO U MPOU3BOACTBOTO HA U3ACIINSA,

CUCTEeMarTa 3a yIpaBJieHUE Ha KaueCTBOTO HAa HOTU(UIIUPAHUS OpraH, CBbP3aHUTE

IpoLEeAYpPH U U3UCKBaHATa KBATH(UKAIUSI Ha yUaCcTBAIUS TIEPCOHAT;

CIIOCOOHOCTTA Ja U3T0TBA 3allMCHU U JOKJIaAH, AOKa3Balllu, Y€ JEUHOCTUTE MO

OLCHABAHC HAa CbOTBCTCTBUCTO Ca U3BBPIICHU IO MOAXOAANL HAYUH.
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3.3. JlokyMeHTHpaHe Ha KBATU(UKANNATA, O0YUYESHUETO U YITBLIHOMOIIIABAHETO HA TIEpCcOHAIIA

3.3.1. HortudunupaHuar opran uMa Mporeaypa 3a IbIHO JOKyMEHTHPAaHE Ha KBaTu(UKaIUATa
Ha BCEKHU YJIEH Ha MepCoHaja, y4acTBalll B IEHHOCTUTE IO OIICHsIBaHE Ha ChOTBETCTBUETO,
Y Ha CMa3BaHETO Ha KBaJIU(pUKAMOHHUTE KpuTepuu 1o pazzaen 3.2. Korato mpu
N3KIIFOYUTCITHN OGCTOSIT@JICTB& CIIa3BaHETO Ha KBaJII/I(i)I/IKaI_[I/IOHHI/ITe KPpUTCPUHA 11O pa3acia
3.2 He MOXe U3ISIO J1a e JOKaKe, HOTU(DUIIUPAaHUAT OpraH 000CHOBaBa MpeJ OpraHa,
OTTOoBapsI] 3a HOTI/I(i)I/IHI/IpaHI/ITe OopraHu, mp€aoCTaBsIHCTO HA IMIPAaBOMOIIMA HA TE3U
YJIEHOBE Ha MepCcoHaja J1a U3BbPIIBAT KOHKPETHH JIEHHOCTHU IO OICHSIBAaHE HA

CBOTBCTCTBHECTO.

3.3.2.  3auenus cu nepcoHan no paznenu 3.2.3—3.2.7 HoTUQUIUPAHUAT OpraH Ch3/AaBa,

MOAIBPIKA M aKTyaTH3upa:

- AOKYMCHT, KbJACTO HOI{pO6H0 Ca OIIMCaHM IIpaBOMOIIMUATA U OTTOBOPHOCTUTC Ha

Ie€pcoHajia BEB BPBb3Ka C HeﬁHOCTHTe 10 OII€HsIBAHC HAa CBbOTBECTCTBUCTO, U

- 3aIKCH, YI0CTOBEPSBAIIA HEOOXOUMHUTE 3HAHKS M ONUT BHB BPB3Ka C ACHHOCTTA 11O
OILICHSIBaHE Ha CHOTBETCTBUETO, 32 KOSTO € OMPABOMOIIEH MEPCOHANBT. B 3amucure
ce ChIbprKa 0OOCHOBKA 32 ONPEIEISIHETO Ha 00XBaTa HAa OTTOBOPHOCTUTE HA BCEKH
YJIeH Ha OTrOBapsIIUs 32 OLICHSIBAHETO MEPCOHAT U 3alIMCH HA U3BBPIIECHUTE

I[GIZHOCTI/I 10 OI€HABAHC HAa CBbOTBECTCTBHUCTO OT BCCKH YJICH.
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3.4. [Toau3nbaHUTENN U BBHILHU €KCIIEPTH

3.4.1. bes na ce 3acsra pazzaen 3.2, HOTHUIMPAHUTE OPraHU MOTaT Jia Bh3Jarat Ha
MOAU3ITBIIHUTENN HIKOU SICHO ONPEAENICHH acTeKTH OT JaJieHa JEeHHOCT MO OIeHsIBaHe Ha

CBOTBCTCTBHECTO.

He ce pa3pemaBa Bb3araHeTo Ha MOAU3ITBIHUTENH HA LIENHUS MIPOLIEC HA OAUT Ha
CHUCTEMUTE 3a YIIpaBJICHUE HA KaYeCTBOTO WM HA CBBP3aHUTE C MPOAYKTA MPEryie/id, HO
BBIIPEKH TOBA YACTH OT TE€3H JCHMHOCTU MOTAT JIa C€ U3BBPIIBAT OT MOJU3IBIHATEIN U
BBHIIHU OJIUTOPU U €KCIIEPTH, pA0OTELM OT UMETO HAa HOTU(DHUIIUPAHUS OpTaH.
ChOTBeTHHAT HOTHU(HUIIMPAH OPTaH 3ama3Ba MbJIHATa OTTOBOPHOCT 3a TOBA J1a € B
CBHCTOSIHUE J1a MPEACTaBU MOAXOASIIN JI0KAa3aTEJICTBA 32 KOMIIETEHTHOCTTA Ha
MOAN3ITBIHUTENINTE U EKCIIEPTUTE J1a U3BBPIIBAT KOHKPETHUTE CH 3a/1a4H, 32 B3E€MaHETO
Ha pEIICHHs Bh3 OCHOBA Ha PE3YyJITATUTE OT OIEHSABAHETO HA MOAU3ITBIHUTEINTE U 32

paboTara, U3BBPIIBaHA OT MOAU3IIBIHUTENN U EKCTIEPTH OT HETOBO UME.
HoTtudunmpanure opranu He MOTAaT Jia Bh3JIaraT Ha MOJU3IBIHATEIN CICTHUTE JEHHOCTH:

— nmperiea Ha KBaJ'II/I(I)I/IKaI_[I/IHTa n Ha6JHOI[eHI/IC Ha pE3YyJTATUTEC OT pa60TaTa Ha

BBHIIHUTC CKCIICPTH,

- I[efIHOCTPI 10 OAUT U CepTI/I(bI/IKaI_[I/ISI, KOraTo nmoaAM3IIbJIHCHUCTO CC Bbh3Jj1ara Ha

OJIUTOPCKA WJIU CEPTUPUKAIIMOHHA OpTaHU3aIHS;

- Bb3JIaraHe Ha BLbHIIHU €KCIICPTH HAa KOHKPETHU ,HGP'IHOCTPI 110 OLICHsIBAHEC Ha

CBOTBCTCTBHUECTO, U

— q)YHKI_II/II/I 110 U3BBPIIBAHCTO HA 3aKJIHOYUTCIICH IPCTJICA U B3CMAHE HA PCHICHUA.
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3.4.2. Koraro HOoTH(dHUIIEPaH OpraH Bh3j1ara Ha MOAU3IIBIHUATEN (OpTaHU3AIHS I PU3NIECKO
JIMIIE) OTpeeNIeH! AEHHOCTH IO OLIEHsIBaHE HAa ChbOTBETCTBUETO, OPTaHbT pasIosiara C
MOJIUTUKA TI0 OTHOILICHHE Ha YCIOBUATA, IPU KOUTO MOXKE J1a CE Bb3/Iara Ha

NOAU3IIBJIHUTCIIN, U TapaHTHUpa, 4eC:

— MOAU3IBJIHUTCIIAT OTTOBApPs HA CbOTBECTHUTC U3MCKBAHUS 11O HACTOAIIOTO

IPUIIOKEHUE;

— NOJU3IBIHUTENUTE U BHHITHUTE €KCIIEPTH HE Bb3Jlarat padoTa Ha ApyTU

opraHu3alv WA IIEPCOHAII; U

— (1)I/I3I/I‘IGCKOTO HJIN OPUANYICCKOTO JIMIE, KOCTO € ITOUCKAJIO OLICHABAHE HA

CBHOTBETCTBUETO, € OMII0 HH(POPMHUPAHO 332 U3UCKBAHUATA IO IBPBO U BTOPO THPE.

Bcesiko Bb3narane Ha MOAU3ITBIHUTENN WM KOHCYJITHPAaHE Ha BHHIIEH TePCOHAT
HAJIC)KHO Ce JIOKYMEHTHPA, HE BKIIFOYBA YIACTHETO HA TIOCPEAHMIIM U € PEAMET Ha
MMCMEHO CIIOpa3zyMeHue, 00XBalallo, Hapea ¢ APyroTo, HOBEPUTEIHOCTTA U
KOH(pIUKTUTE HAa HHTEpecH . ChOTBETHUAT HOTU(ULIMPAH OpraH moemMa ImbjiHaTa

OTTOBOPHOCT 3a 3aa4UTC, U3ITbJIHABAHU OT NOAUIITBIIHUTCIIUTC.

3.4.3. Korato ce uznonssar MOAU3IBJIHUTCIIN WX BbHITHU CKCIICPTHU B OLICHABAHCTO HA
CbOTBCTCTBUCTO, ITO-KOHKPCTHO IO OTHOICHUC HA HOBUTC, UHBA3UBHUTC U
HUMIIUTAHTUPYCMUTC U3ACIINA WU TCXHOJIOIUHU, CbOTBETHUAT HOTH(bHHHpaH oprad Tp$[6Ba
Jla pas3noJara ¢ BbTpEIIHa KOMIIETEHTHOCT B cepaTa Ha BCEKH EIMH MPOAYKT, 32 KOHTO €
OTIPEJICIICH, JIaBallla My Bb3MOXKHOCT JIa pPHKOBOIM LIEJIHS TIPOIIEC IO OLICHSIBAaHE Ha
CBHOTBETCTBHUETO, JIa IIPOBEPSIBA I1ETIEChOOPA3HOCTTA U BAJIMIHOCTTA HA EKCIICPTHUTE

CTaHOBHILA U J]a B3eMa PEIIeHHE 3a CepTH(PHUKAIINATA.

10728/4/16 REV 4 24
I[MPMJIOXEHUE VII BG



3.5. Habmonenne Ha KOMIIETEHTHOCTHTE, 00y4eHHEe 1 0OMEH Ha OIUT

3.5.1. HortuduuupaHuaT opraH BbBEX/1a MPOIEIYPH 3a IIbPBOHAYATHATA OIICHKA U TEKYIIIOTO
Ha0II0/IeHNEe Ha KOMIIETEHTHOCTTA, IEHHOCTUTE TI0 OIICHSIBaHE Ha ChOTBETCTBUETO U
MIOCTUTHATHUTE PE3YJITATH HA LIEJIHs BbTPEIICH U BHHILIEH NIEPCOHAN U BCUYKHU

NOAU3IIBJIHUTCIIN, YHaCTBAIlllU B IIGI\/'IHOCTI/I 110 OLICHABAHC HAa CBOTBECTCTBHUCTO.

3.5.2. Hotuduuupanure opraHu U3BbPIIBAT PEAOBHO MPETIIE]] HA KOMIIETEHTHOCTTA Ha CBOS
nepcoHa, Habems3BaT MOTPEOHOCTUTE OT OOYUYEHHE U U3TOTBAT IIaH 3a 00yUueHue, 3a /1a
ce 3ama3y HeoOXOJMMOTO HUBO Ha KBaJTU(HUKALMU U 3HAHUS HA OTIETHUTE WICHOBE Ha

nepcoHajia. B To3u nperyie] KaTo MUHUMYM C€ IIPOBCPsABA AAJIU IICPCOHAIIBT:

- € 3ar03HaT ¢ JAecTBaIoTO npaBo Ha Chi03a U HAIIMOHAIHO MIPABO B 00JacTTa HA
U3JIENNSTA, CbOTBETHUTE XapMOHU3KUpaHu ctanfaptu, OC, HACOKUTE U pe3yiITaTUTe

OT KOOPAMHAIMOHHUTE IEMHOCTH, TOCOYEHH B pazfen 1.6; u

— y4acTBa BbB BHTPELIHUS OOMEH Ha OMUT U IIporpaMara 3a MpoabKaBallo 00ydeHue

u oOpasoBaHme, mocoveHa B pazaen 3.1.2.
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4. N3UCKBAHIS 3A ITPOLIECUTE
4.1. OO0 TOI0KEHUS

Hotudunupanusat opranu uMa JOKyMEHTUPAHU MPOLIECH U JOCTAThYHO MOJAPOOHH
MIPOLIETypH 3a MPOBEXk/IaHE Ha BCSAKA AEHHOCT 10 OLEHSIBAaHE HAa ChOTBETCTBHETO, 33 KOSITO
€ OIpPENIETIEH, KOETO BKJIFOUBA OT/AEIHUTE €TallM OT ACHHOCTUTE IIPEIX N101aBaHE Ha
3asBJICHUETO JJO B3EMAHETO HA PELICHUE U HaJ30pa, KaTo c€ OTYUTAT, KOTaTo €

HE00X0IMMO, ChOTBETHUTE OCOOEHOCTH Ha U3AEIHATA.

N3uckBanusita, npeasuaeHu B pazaenu 4.3, 4.4, 4.7 u 4.8, ce U3NBJIHABAT KaTO 4acT OT
BBTPEUTHUTE JEHHOCTH Ha HOTU(DUIIMPAHUTE OPTaHU U HE MOTaT Jia ce Bh3larar Ha

MOAU3ITBIIHUTEIN.
4.2. W3Bectus oT HOTU(ULIMPAHUS OpraH U ACHHOCTHU MPEAN NOJaBaHe Ha 3asiBIICHUE
Hotudunupanust opras:

a)  myOamKyBa OOIIECTBEHO JOCTHITHO ONMCAHWE HA MPOIIeIypaTa 3a Mo/laBaHe Ha
3asIBJICHHS, UpE3 KOATO MPOU3BOAUTEIINTE MOTAT JIa TIOJIy4aT cepTuduuupane ot
Hero. B onucanneTo ce mocoyBa KoM €3UIIM ca JIOMyCTHMH 32 Tpe/IaBaHe Ha

JOKYMCHTAlMATA U 3a BCAKA JpyTra nMallla OTHOICHNUEC KOPCCIIOHACHII M,
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6)

1)

MMa JIOKyMEHTHPaHU MPOLETypH, KOUTO Ca CBbP3aHU ChC U ChABPKAT
JTOKYMEHTHUPaHH MOAPOOHHU MpaBUiia OTHOCHO TAKCUTE 32 KOHKPETHHU JAEHHOCTH 10
OILICHSIBaHE Ha CHOTBETCTBUETO U BCUUKHU APYTU (PMHAHCOBH YCIIOBHUS, CBBP3aHH C
JNEHHOCTUTE Ha HOTU(QHUIIMPAHUTE OPTraHu 10 OLICHSIBaHE Ha ChOTBETCTBUETO 3a

U3MICIIHATA;

¥Ma JIOKyMEHTHPaHU MPOIEypH [0 OTHOLIEHUE Ha Pa3rlacsiBaHETO HA YCIYTUTE CH
0 OLICHSIBAaHE HAa ChOTBETCTBUETO. Te€3U MPOLEAYpHU rapaHTUpaT, 4e IeHHOCTUTE 110
pasriacsBaHe WM NMONMYJIIPU3UPAHE B HUKAKBB ClIydall HE MPEAnonaaraT 1 He MOorar
Jla 10BeaT O 3aKJII0UYEHUE, Y€ OLICHSABAHETO HA CbOTBETCTBUETO OT HETOBA CTPaHa
111€ NIPEIOCTaBU HA IPOU3BOIUTENINTE IO-PAaHEH JOCTBHII 10 Ia3apa UM 4ye Te LI
Obaat mo-0bp3u, MO-JIECHU MU ITO-MAJIKO CTPOTHU CIPSIMO TE3U Ha APYTH

HOTU(ULIMPAHU OpPraHu;

uMa JIOKyMEHTHpaHU MpOoLeypH, KOUTO U3UCKBAT Mperiieaa Ha nHpopManusaTa
Ipey MOJaBaHETO Ha 3asBJICHUETO, BKIIOYUTEIHO MIpeIBapUTEIHATA IIPOBEPKA 1Al
NPOAYKTHT MOMaaa B 00XBaTa Ha HACTOSIIIHS PEriiaMeHT U KakBa € HeropaTa
KIacuuKanus, Ipeau OTIPABIHETO HA H3BECTHUE JI0 MPOU3BOJAUTENS OTHOCHO

KOHKPCTHO OLICHABAHC HA CbOTBCTCTBHUCTO, U

CJIEJIU 332 TOBA BCUYKHU JOTOBOPH, CBBP3aHU C IEHHOCTUTE MO OLICHSBAaHE Ha
CBHOTBETCTBUETO, KOUTO Ca 0OXBAaHATH OT HACTOSILUS PErJIaMEHT, J1a Ca CKIFOUYEHU
JUPEKTHO MEXY MPOU3BOIUTENS U HOTU(UIIUPAHUS OpraH, a He C JIpyra

opraHu3anuys.
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4.3.

Hpernezl Ha 3a4BJICHUCTO U JOIOBOPHU U3UCKBAHUA

Hotudunupanust opran nuzncksa ouiraiHo 3asBlIeHUE, MOAMNCAHO OT IPOU3BOIUTEI
WM YI'BJIIHOMOIIEH MPEACTaBUTEN, KOETO ChAbpKA Isi1aTa HHPOPMAIUS U JeKIapalunuTe
Ha TIPOU3BOAMTENS, HEOOXOAMMH 3a OIICHSIBAHE Ha ChOTBETCTBHETO, KAKTO € TOCOYCHO B

npunoxenns [ X—XI.

JloroBopbT Mexay HOTU(ULIMPAH OpraH U MPOU3BOAUTEN € o1 (hopMarTa Ha MUCMEHO
cropa3zyMeHHe, MOJNKUCAaHO OT JIBeTe CTpaHu. Tol ce chXpaHsiBa OT HOTU(PUIMPAHUS
opras. To3u IOroBOp BKIIIOYBA SICHU PEJl M YCIOBHUSA U ChIIbPKa 3abJDKCHHS, KOUTO J1aBaT
BB3MOKHOCT Ha HOTU(UIMPAHHS OpTaH Ja JefcTBa ChIVIACHO U3UCKBAHUATA MO
HACTOSIIUS PETJIAMEHT, BKIIOUUTEIIHO 33 IbJKCHUE 32 POU3BOAMUTEINS Jja HH(POpMHUpa
HOTU(UIMPAHUS OpTraH 3a JOKJIAaJuTe 3a MpociiesBaHe Ha 0€301MacHOCTTa, MPAaBOTO HA
HOTU(ULMPAHUS OPTaH Ja CIIpe AeUCTBUETO, Aa OTPAHUYU WIH J]a OTHEME U3a/ICHUTE
CepTU(PHKATH U 3aIbIDKEHUETO Ha HOTU(GULIMPAHUS OPraH J1a U3IMbIHSBA 33 IbJKCHUATA CU

3a MpeaocTaBsiHe Ha UH(opMarus.

Hotudunupanusat oprad uMa JOKyMEHTHPAaHU IPOLIETYPH 3a MIPErJie]] Ha 3asBICHuUS,

KOUTO 00XBAalILIAT;

a) IIBJIHOTATA HaA TC3U 3a4BJICHHUS 10 OTHOUICHUC HAa U3UCKBAHUATA HA IPUJIOKHUMATA
mnmpoucaypa 3a OuCHABaHC Ha CbOTBCTCTBUETO, ITOCOYCHHU B IMPUITOKCHUECTO, CHITIACHO

KOETO € OUJIO MOMCKaHO OJ00PEHUETO,
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0) TpoBepKaTa Ha OMPEACNISIHETO HA MIPOIYKTUTE, BKIIFOUCHH B T€3U 3asBJICHUS, KATO

H3ACINA, U TEXHUTC PECIICKTUBHU KJ'IaCI/I(i)I/IKaHI/II/I,

B) BBIIPOCA AAJIM TPOLUCAYPUTE 3a OLICHABAHC HAa CbOTBETCTBUCTO, I/I36paHI/I oT
3asABUTCII, Ca ITPUIIOKUMHU 3a BBIIPOCHOTO U3JACIINE CHITIACHO HACTOAIIUA

periIaMeHT,

r)  crnocoOHOCTTa Ha HOTH(UIIMPAHUS OPraH Aa OLCHHU 3asBICHHETO Bb3 OCHOBA Ha

CBOsITa OTpe/IeJIeHa KOMIIETEHTHOCT, U
)  HAJIMYHETO Ha JOCTATHYHO M MOIXOISIIN PECYPCH.

Pesynrature oT Bceku Nperien Ha 3asBlIeHUE ce JOKyMeHTupar. OTKa3uTe U OTHETUTE
3agBJICHUS c€ HOTH(PHULIMPAT Ha €JIEKTPOHHATA CUCTEMa, TIOCOYCHA B WiieH 57, U ca

JOCTBITHYU 32 OCTAHAIUTE HOTU(QHUIUPAHU OPTaHHU.
4.4. Paznpenenenue Ha pecypcure

HoTtudunupanust opranu uma J0KyMEHTHPAHU MPOLEAYPH, 32 J]a CE€ TapaHTUpa, ue
BCUYKHU JACHHOCTH I10 OLIEHABAHE HA CHbOTBETCTBUETO CE€ U3BBHPILIBAT OT HAJIEHKHO
YI'BITHOMOIIECH U KBaTU(UILIMPaH MePCOHAN, KOWTO UMa JOCTAThbYHO OMUT B OLICHSIBAHETO
Ha U3JIeNUATa, CACTEMUTE U MIPOLIECUTE U CBbP3aHaTa C TAX JOKYMEHTAIUs, KOUTO

IIoJJICKAT Ha OLICHABAHC Ha CbOTBCTCTBUCTO.
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3a BCSIKO 3asBJI€HHE HOTUPHUIMPAHUAT OpraH Habemsi3Ba Hy)KHUTE PECYPCH U OTIpeaes
JMILe, OTTOBOPHO 3a TOBA Jla CE FapaHTHpPa, Y€ OLIEHSABAHETO HA 3asBJICHUETO C€ U3BBPILIBA
CBIVIACHO CHOTBETHUTE MPOLEAYPH U Y€ CE U3IMOJI3BAT MOAXOIALINTE PECYPCH,
BKJIIOUMTEIIHO NIEPCOHAI, 3a BCSAKA 3aJaya 10 oLeHsBaHeTo. Pasnpenenenuero Ha
3aaunTe, KOUTO € HEOOXOAUMO J1a C€ U3IIBIHAT KaTo YacT OT OLICHSBAHETO Ha
CbhOTBETCTBUETO, U BCUUKH U3MEHEHMsI, HAl[paBEHH BIOCJIEICTBUE IO TOBA pasNpeesieHue,

ce JOKYMEHTHpAT.
4.5. JlefiHOCTH 110 OIIeHsIBaHE Ha ChOTBETCTBUETO
4.5.1. OOuM noNoKeHus

Hotugunupanusat opranu 1 HErOBUAT MEPCOHA U3BBPIIBAT ACHHOCTUTE IO OIICHSABAHE HA
CBHOTBETCTBUETO C HAl-BHCOKA CTEINEH Ha MOYTEHO MPO(pECHOHATHO OBEICHUE U

H€06XOI[I/IMaTa TCXHUYCCKA U HayYHa KOMIICTCHTHOCT B OIMPCACIICHUTC o0JacTH.

Hotuduuupanust opranu pasmnosara ¢ 10CTaTbYHU €KCIIEPTHU 3HAHUS, 000pY/IBaHE U
JOKYMEHTHPaHHU MPOoLEIypH 3a €pEeKTUBHO MPOBEXKIaHE HA IEHHOCTUTE 1O OLICHSIBaHE Ha
CHOTBETCTBUETO, 32 KOUTO € ONpeAeNieH, KAaTO OTYUTA ChOTBETHUTE U3MCKBaHMUS,

ycTaHoBeHU B npritoxkeHus [X—XI, 1 10-KOHKPETHO BCUYKHU U3UCKBAHUS 110-10Jy:

- MoAXOAA1IO IIJIAHUPAHS Ha IMTPOBCIKAAHCTO HAa BCCKU OTACIICH MMPOCKT,
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CbCTAaBBT HA I'PYIHUTEC 3a OLUCHABAHC 1a OCUT'YPABA HAJIMYUCTO HA JOCTATHUCH OIIUT B
o0nacTTa Ha ChOTBETHATA TEXHOJIOT'Us, KAKTO U HCIIPEKBCHA OOEKTHUBHOCT U
HE3aBUCUMOCT, 1 [ia CC IIPECABUIKIA POTALWA HAa YICHOBCTC Ha I'pyIiaTa 3a OLICHABAHEC

Ipe3 NoAXOo A NHTCPBAJIH,

IIOCOYBaHEe 00OCHOBaBaHE HA OMpPCACIICHUTC CPOKOBC 3a 3aBbPIIBAHC HA ﬂeﬁHOCTHTe

I10 OLICHABAaHEC HA CbOTBETCTBHUECTO,

OLCHABAHC HAa TCXHUYCCKATa JOKYMCHTAllUA Ha ITPOU3BOAUTCIIA U HA PCIICHHUATA,
KOHMTO Ca BB3IPUCTH, 3a Aa CE€ OTTOBOPU HA U3MCKBAHUATA, IPCABUJICHU B

npuioxenue I,

mperyic Ha nmpoucAypuTe U JOKyMCHTAllUATa Ha IIPOU3BOANUTCIIA, OTHACAIIIU CC 10

OIICHKATa Ha NPCAKIMHUYIHUTC aCIICKTH,

IIpersie]] Ha MPOLEAypUTE U JOKYMEHTALUATA HA IIPOU3BOJUTENSA, OTHACSIIM CE 10

KIMHHUYHaTa OLICHKaA,

pasriexkaaHe Ha B3aMMOJEHCTBHATa MEX Ay Ipolieca Ha yIpaBieHUe Ha pUCcKa Ha
MIPOM3BOIUTENS U HETOBaTa OllEHKA U aHallW3 Ha MPEIKIMHUYHATA U KIMHUYHATA
OIICHKA U TAXHOTO 3HAUYEHHE 3a JIOKa3BaHE Ha ChOTBETCTBUETO CHC ChOTBETHUTE

W3HMCKBAHMS 110 NpUiIoKeHue I,

IPOBEXAAHE HA CHEMAHUTE MPOLETypHU, IOCOUEHH B pa3aenu 5.2—5.4 ot

npuioxenue [X,
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- npu m3aenusta ot kiac Ila wim kinac [Ib — oneHsBaHe Ha TEXHUYECKATa

JIOKyMEHTAIMs Ha W3/IeJvs, oA0paHu Bb3 OCHOBA Ha MIPEICTABUTEIIHA 00pas3Iy,

- IUTAHUpPAHE U NEPUOIUYHO MTPOBEXK/IaHE HA TOAXOIAIIN HAI30PHU OJJUTH U
OLIEHSIBaHE, 3BBPIIBAHE WM HCKAHE 3a 3BBPIIBAHE HA HAKOU U3MUTBAHMUSA, 32 J1a Ce
NPOBEPH MPABMIIHOTO (PYHKLIMOHUPAHE Ha CUCTEMATa 3a yIpaBJIeHUE Ha KaYeCTBOTO,

1 U3BBPUIBAHC HA BHC3AaITHU OJUTHU HA MACTO,

— BBB Bpb3Ka C BBCMAaHETO HaA HpO6I/I OT U3ACIIMATA — MPOBEPKA, Y€ ITPOU3BCIKAAHOTO
H3ACJIINE OTroBapA Ha TCXHUYCCKATa NOKYMECHTAUA, TE3U U3MCKBAHHNA BKIIKOUBAT
CbOTBECTHUTC KPUTCPHUU 34 B3CMAHC HA Hp061/1 U npouecaypara 3a U3NUTBAHC IIPEaAU

B3€MaHETO Ha Mmpobure,

- H3BLPHIBAHC HA OLICHKA U IMPOBCPKA HA CIIa3BAHCTO OT MPOU3BOAUTCIIA HA

CBOTBCTHUTC IMPUITOKCHUA.

Korato e nenecr00pazHo, HOTHGUITMPAHUAT OpraH B3ema npeasuaeHn Hanudaute OC,
HACOKH M Hal-A00pU MPAKTUKU MXapPMOHU3UPAHU CTAHJAPTH, JOPH aKO IPOU3BOIUTEISAT

HC TBBpAU HAJIUIUCTO HA CbOTBCTCTBUC.
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4.5.2.  OnuTu Ha cucTeMaTa 3a yIpaBJIeHHE Ha Ka4eCTBOTO

a)  KaTo YacT OT OICHSIBAHETO HA CHCTEMara 3a YIpaBJIeHHE Ha Ka4eCTBOTO, MPEIN

oauTa U B CbOTBECTCTBUC CHC CBOUTE JOKYMCHTUPAHU NTPOLCAYPU HOTI/I(I)I/ILII/IpaHI/IHT

Opras:

MpaBy OIICHKA HA JOKYMEHTAIUATa, IPE/ICTABeHa B CbOTBETCTBUE C
CHOTBETHOTO MPWJIOKEHHUE, YPEKIAIIO OILICHIBAHETO HA ChOTBETCTBUETO, U
W3TOTBS OJIUTHA MPOTPamMa, B KOSITO SICHO C€ TTOCOYBAT OpOsT U
MOCJIEOBATEIHOCTTA Ha JEHHOCTUTE, HEOOXOIUMMH 3a TJOKa3BaHE, Y€ OJUTHT
oOxBaIlla 1saaTa cucTeMa 3a yrnpaBjieHHe Ha Ka4eCTBOTO Ha MIPOU3BOIUTENS, U
3a J1a ce ONpeieNu JaJId TS OTrOBapsl Ha U3UCKBAHUATA IO HACTOSLIUS

periIaMeHT,

HabensI3Ba BPB3KH MCKIAY OTTOBOPHOCTUTC U TAXHOTO PA3MNPCACIICHUC CPECa
PA3IMYHUTE ITPONU3BOACTBCHU O6CKTI/I, Ha0es13Ba ChOTBETHUTE JOCTaBUYHIIH
W/ U MOAVSI'BJIHUTCIIN HAa IPOU3BOJUTEIIA U IIPCLICHABA HCO6XOI[I/IMOCTT3 oT
CIICHUAIIHO OJUTUPAHC Ha HSKOM OT T€3U JOCTaBUUIIU WUJIN NOAU3IIBbJIHUTCIIN,

WJIM U HAa IBCTC KAaTCropnu,

SICHO OTIpEJIeTIsl, 32 BCEKU OJIUT, HaOesI3aH B IIporpamaTta 3a OJHTH, ISJIUTE,
KPUTEPUUTE M 00XBaTa HA OJIUTA U U3TOTBS OJUTCH IJIaH, B KOWTO ce
pasraexaaT 1Mo MoAXO/SIII HAYWH U C€ B3eMaT MPEIBUT Clienn(pUIHNTE

M3UCKBAHMA 3a 00XBAHATUTE HU3JCIIHA, TEXHOJIOTUU U TPOLECH,
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— U3TOTBSI U aKTyalnu3upa, 3a uzaenus ot kiac Ila u xiac IIb, nan 3a B3emane Ha
poOu 3a OLEHsIBaHE Ha TEXHUYECKaTa JOKyMEHTAlHsl, KaKTO € IOCOYEHO B
npunosxenus 11 u I1, xoiiTo o6xBaiia raMara u3enus, BKIIOUYECHU B
3asIBJICHUETO Ha IPOU3BOAUTEINA. B TO3M 11aH ce rapantupa, 4e OT BCUUKH
u37ienusi, 00XBaHaTH OT cepTH(duKaTa, ca B3eTH NMPOOH Mpe3 CpoKa My Ha

BaJIMIHOCT, U

— no0upa 1 ornpeests NOAXOAAI0 KBaTH(pUIMPaH epCOHA, ONPaBOMOIICH J1a
U3BBPIIBA OTACTHUTE OAUTH. CHOTBETHUTE POJIH, OTTOBOPHOCTH U

IMPpaBOMOIIH HAa YIICHOBETC Ha CKHUIIA CC OIIPECACIIAT SICHO U C€ JOKYMCHTHUPAT,

6) BB3 OCHOBA HAa M3roTBCHATA OT HCTO OAUTHA ITporpamMa u CbrilaCHO

JOKYMEHTHUPAHUTE CU MPOLETypH HOTU(DUIIUPAHUST OpTraH:

—  IpaBH OJUT HA CHCTEMaTa Ha MPOU3BOJUTEIIS 3a YIIPABICHHE HA KAYEeCTBOTO C
IIEJT 1a IPOBEPH JIajli CUCTEMaTa 3a yIpaBJIeHHUE Ha Ka9YeCTBOTO rapaHTHPa, 4e
00XBaHATUTE U3/IENUSI OTTOBAPAT Ha CHOTBETHHUTE Pa3Nope 0N Ha HACTOSIIINS
pErJIaMEeHT, KOMTO CE TPUJIaraT 3a U3JIeNIusiTa Ha BCCKH CMH eTarm — OT
NPOCKTUPAHETO MPe3 KpaHUS KOHTPOJI Ha KAYECTBOTO JI0 TEKYIIHS HAA30D, U

onpeacisl Aajiv €a U3IbJIHCHU U3UCKBAHUATA 110 HACTOAIIUA PCTIIaMCHT,
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— BBb3 OCHOBA Ha CHbOTBETHATA TCXHUYCCKA JOKYMCHTAMA U C LICJT Ja OIPCACIIN
JaJIA IIPOU3BOAUTEIIAT Clla3Ba U3MCKBAHUATA, IOCOYCHU B CHLOTBETHOTO
IMMPUITOKCHUC, YPCIKAAIIO OUCHABAHCTO HA CbOTBCTCTBUETO, IIPpABU IIPETIICA U
OIUT Ha NpOUECUTE U IMMOACUCTCMUTE Ha IMTPOU3BOAUTCIIA, ITO-CIICHUAIIHO 110

OTHOIICHHC Ha:

IIPOEKTHPAHETO U pa3pabOTBaHETO,
—  TPOBEPKHTE Ha MPOU3BOJCTBOTO U MPOIIECUTE,
—  TIPOAYKTOBaTa JOKYMEHTAIIHS,

— IMPOBCPKUTEC 110 OTHOLICHUC HA CHa6I[5{BaHeTO, BKJIFOUUTCIIHO ITPOBCPKaA

Ha 3aKYIICHUTC U3ACIINA,

— KOpUrupamnuTe U MpCBAaHTUBHUTC IIGI\/JICTBI/ISI, BKJIFOUUTCIIHO 3a HAA30p

clell IIyCKaHeTo Ha Ma3apa, KakTo U
- KITIIIII,

KaKTO U Ha M3MCKBAHUATA U pa3lopeIOnTe 3a Mperyiesl U OJUT, IPUETH OT
MPOU3BOUTENS, BKIIOUYUTEIIHO CBbP3aHUTE ChC CIIA3BAHETO HA OOIIUTE

M3UCKBaHMS 32 0€30IaCHOCT U I[GflCTBHG, YCTaHOBCHU B MPHUIIOKCHUC L
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HpaBSIT CC U3BAJIKU OT IOKYMCHTalMsATaA 110 TAKbB HAYHH, Y€ 1a CC OTUCTAT

PHUCKOBETE, CBBP3aHHU C MPEIBUICHATA yIoTpeOa Ha U3ACITUETO, CII0KHOCTTA

Ha NPpOU3BOACTBCHUTC TCXHOJIOTNHU, I'aMaTa U KJIACOBETC IMTPOU3BCACHU

HU34CIuA, U BCAKAKBAa HaJIMYHA I/IH(I)OpMaI_II/IH 3a HaA30pa CJICA ITYCKAHETO Ha

nasapa,

aKo Bce OlIe He ca 00XBaHATH OT OJUTHATA IPOTPaMa, U3BBPIIBA OJUT
Ha KOHTPOJIa Ha MPOLIECUTE B IOMELIECHUATA HAa JOCTaBUUIIUTE Ha
IPOM3BOJIUTENS, KOTaTO ChOTBETCTBUETO HAa TOTOBUTE U3JIENINS €
HOBJIUSHO 3HAYUTENIHO OT ACHHOCTTA HA JOCTABUHUIIUTE U, IO-CIELUAIHO,
KOIaTo MPOU3BOAMUTENAT HE MOXKE J1a IOKAXKE 1OCTAThYEH KOHTPOJI BbPXY

CBOUTC NJOCTAaBYMIIH,

OIICHSIBA TEXHUYECKATa JOKYMEHTAIMsI Bb3 OCHOBA Ha IJIaHa 3a B3eMaHe
Ha TpoOU W KaTo B3ema npensua paznenu 4.5.4 u4.5.5 3a

NPCAKIMHUYHUTC U KIMHUYHUTC OLICHKHU, U

HOTI/I(I)I/ILII/IpaHI/IHT OopraH C€ yBEpsBa, Y€ OAUTOPCKUTC KOHCTATAllUX Ca
aICKBATHO H ITIOCJICAOBATCIIHO Knacmbnunpaﬂn B CbOTBETCTBUC C
HN3UCKBaHUATA HAa HACTOAIIHA PCTIIAMCHT U CbC CbOTBCTHUTC CTaHAAPTU

WIH ¢ Hall-noOpuTe NMpakTuky, pazpadborenu wiu npuetu ot KIMU.
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4.5.3. IlpoBepka Ha MpOIyKTa
OrneHsiBaHE HAa TEXHUYECKATa TOKYMEHTAIIUS

3a OLCHABAHCTO HAa TCXHUYCCKATA NOKYMCHTAld B CbOTBETCTBUC C I'JIaBa IT ot
IIPUIIOKCHUC IX HOTI/I(I)I/II_II/IpaHI/ITe OpraHH pas3noJarat ¢ JO0CTaTb4YHO CKCIICPTCH OIIUT,

o0opyBaHe U JOKyMEHTUPAHU MPOLEAYPHU 3a:

— OTIPENIEIISTHETO Ha MOAXOSII0 KBATU(HUIIMPAH U OTIPABOMOIICH MEPCOHAT 32
U3CcJe/IBaHe Ha OTJEJIHU aclIeKTH KaTo ynoTrpeda Ha U3/esIneTo, OMoJ0rn4Ha

CBBMCCTHUMOCT, KIIMHUYHA OLICHKA, YIIPABJIICHHUEC Ha pUCKa U CTCpUIN3alluA, 1

— OILICHSIBAHETO Ha CHOTBETCTBUETO HA MPOEKTUPAHETO B CHOTBETCTBUE C HACTOSIIINS
peryiaMeHT npu cra3BaHe Ha pazaenu 4.5.4—4.5.6. Topa oueHsBaHe BKIIIOUBA
nperiieqa Ha U3IMbIHEHUETO OT CTPaHa Ha MPOU3BOJUTEIUTE HA BXOISIIUTE,
MEXIUHHUTE U OKOHYATEITHUTE TIPOBEPKH M HA PE3YyJATATUTE OT TAX. AKO ce
M3HCKBAT JOMBIHUTEIHN U3MUTBAHUS WIN APYTH JOKA3aTEJICTBA 32 OLICHSIBaHE Ha
CBHOTBETCTBUETO C U3UCKBAHUSITA [0 HACTOSIINS PETJIAMEHT, ChOTBETHUSAT
HOTHU(UIIMPAH OpraH U3BHPIIBA MOAXOIANTN PUINIECKHU WU JIa0OPATOPHU TECTOBE

Ha U3ACIIUCTO WK U3UCKBA MPOU3BOAUTCIIAT [1da ' U3BBPIIH.
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N3cnensanug Ha TUnAa

Hotuduuupanust opran uma 10KyMEeHTHPAHU NPOIETyPU, JOCTATHYHO EKCIIEPTEH OMUT U
CHOPBKEHUS 32 U3MUTBAHE HAa THUIIA HA U3ENHUATA B CbOTBETCTBUE C MPHIIOKEHUE X,

BKIIFOUHMTCIIHO C KallalUTCT 3a:

- H3CJICABAHC U OLICHABAHC HAa TCXHUYCCKATA JOKYMCHTAIUs, KaTO CC B3E€MAT 11O
BHUMaHUE pazaenu 4.5.4—4.5.6. u ce MpoBEpH 1aju TUIIHT € OWJI IPOU3BEICH B

CBOTBCTCTBUC C Ta3W JOKYMCHTALIUA;

- U3rOTBSIHE HA IUIAH 3a U3MUTBAHE, B KOMTO ce ONpenensT BCHUKH 3HAYMMHU U
KPUTUYHU NTapaMeTpH, KOUTO TpsAOBa a ObaT U3NUTAHU OT HOTU(ULIMPAHUS OpraH

WM 1IOJ1 HEroBa OTTOBOPHOCT,
—  JIOKyMEHTHpaHe Ha 000CHOBKaTa My 3a M300pa Ha Te3U MapaMmeTpH,

— I/IBB"I)pHIBaHe Ha IIoAXoJAIuTE U3CJIIEABAaHUA U U3IIUTBAHUA, 3a 1a CC HpOBepI/I oalin
pelieHusTa, Bh3MPUETH OT MPOU3BOIUTENIS, OTTOBAPSAT HA OOITUTE N3UCKBAHUS 32
0e30MacHOCT | JIeWCTBHE, YyCTaHOBEHHU B npuiiokenue 1. Te3u uzcnensanus u
U3MUTBAHUS BKIIIOUBAT BCUYKM HEOOXOAMMH U3MHUTBAHUS, 32 J]a CE€ IPOBEPH au
HpOI/ISBO,Z[I/ITeJISIT ,Z[GI\/JICTBI/ITGJIHO € HpI/IHO)KI/I.H CBOTBCTHHUTC CTaHI[apTI/I, KOUTO €

u30pal 1a U3Moi3Ba;

- CBhIJIaCYBaHC CBHC 3asdABUTCIIA KbAC IIC CC U3BBPIIAT HGO6XOZ[I/IMI/IT€ MU3NWTBAHUS, aKO

Te He TPsOBa J1a ce MPOBEXKIAT AUPEKTHO OT HOTU(DUIIUPAHUS OpTaH; U
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IMOEMAaHC Ha IIbJIHA OTTOBOPHOCT 3a PE3YJITATUTE OT U3NUTBAHUATA. HpeI[OCTaBeHI/ITe oT
IIPOU3BOAUTEIIA OOKIAAN 3a U3IIMTBAHUATA CE B3EMAT IO BHUMAaHUEC CaMO aKO Ca ounu
HU3JaACHU OT KOMIICTCHTHUTE OPraHU 3a OLUCHABAHE Ha CbOTBETCTBUCTO, KOUTO Ca

HE3aBUCUMHM OT IPOU3BOIUTEIIS.
IIpoBepka upe3 u3cieqBaHe U U3NUTBAHE HA BCEKU IPOIAYKT
Hotudunupanust opras:

a)  uMa JOKYMEHTHPAHHU MPOIEAYPH, TOCTATHYHO EKCTIIEPTEH OMUT U ChbOPHKECHHUS 32
IIPOBEPKA Ype3 U3CIEABAHE U U3IIUTBAHE HA BCEKU MTPOIYKT B CbOTBETCTBHE € 4acT b

oT npuioxenue XI;

0)  M3rOTB IJIaH 32 U3MUTBAHE, B KOWTO C€ ONPEEIIAT BCHUKU 3HAUUMHU M KPUTHYHH
napaMeTpH, KOUTO TpsOBa Jja ObIaT U3NMUTAHU OT HOTU(UIIUPAHUS OPTaH WIH MO

HEroBa OTTOBOPHOCT, C LICJI:

— 3a uznenusTa ot kiac IIb — npoBepka Ha CHOTBETCTBUETO HA U3JIEIHETO C
TUna, onucal B ceptudukara 3a EC uscnenBanero Ha Tumna, U ¢ U3UCKBaHUITA

10 HACTOAIUSA PECTIIaMCHT, KOUTO CE IIpujiaraT KbM TE3U U3JACIINA,

- 3a u3genusra or kiac [la — norebpxkgaBaHe Ha CbOTBETCTBUETO C
TEXHUYeCKara JOKyMeHTauus, nocoueHa B npuioxenus I u III, u ¢
W3MCKBAHMATA 10 HACTOSALIUS PETIAMEHT, KOUTO C€ NpUilarat KbM TE€3U

W3JIeIINS,

B)  JOKYMEHTHpa 00OCHOBKAaTa CH 3a M300pa Ha mapaMeTpuTe, MOCOYeHH B OyKBa 0);
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T) MMa TOKYMEHTHPAHH MPOLEAYPH 3a U3BbPIIBAHE HA MOIXOISIIO OLECHIBAHE U
W3IUTBAHUA, 32 JIa CE MMPOBEPHU CHOTBETCTBUETO HA U3AEIUETO C U3NCKBAHUATA IO
HACTOALLMS PETJIAMEHT Ype3 U3CIEABAHE U U3IIUTBAHE HA BCEKU IIPONYKT, KaKTO €

MOCOYEHO B pazzaen 15 ot npunnoxenue XI;

)  HUMa JOKYMEHTUPAHU MIPOLEAYPH, IPEABIKIAIIN JOTOBAPSHE ChC 3asBUTEIS 3a TOBA
KOT'a U KbJ€ 1€ CE U3BbPLIAT HEOOXOIUMUTE U3MUTBAHUS, KOUTO HE C€ U3BBPILBAT

OT HOTU(HUIMPAHHS OPTaH; U

e) HOCH ITbJIHA OTTOBOPHOCT 3a PE3YJITATUTC OT U3IIUTBAHCTO B CbOTBETCTBUC C
AOKYMCHTHPAHUTC NPOUCAYPH; TPCAOCTABECHUTEC OT MMPOU3BOAUTCIIA NOKJIAAN 3a
HU3MNHUTBaHUATA CC B3CMAT 110 BHUMAaHHUE CaMO aKo Ca Ooumn n3gagcHu OoT
KOMIICTCHTHUTC OpTraH’ 3a OLCHABAHC Ha CbOTBCTCTBHUCTO, KOUTO Ca HC3aBUCUMH OT

MIPOU3BOIUTES.
4.5.4. OueHsiBaHE Ha MPEIKIMHUYHATA OIICHKA

Hotudunupanust opran uma J0KyMEHTHPAHU IPOLEAYPH 3a MPETJie] Ha IPOLEeAyPUTE U
JIOKyMEHTAIMsATa Ha TPOU3BOAUTEIIS BbB BPb3Ka C OLIEHKATA HA MPEIKIMHUYHUTE aCIEKTH.
Hotudunupanust opran npasu mnperies, BaIUAupa U IpoBepsiBa Aajiu MpoLeIypuTe U

AOKYMCHTalMATa Ha ITPOU3BOAUTCIIA PA3rJICKAAT O MOAXOAAIINA HAYHUH:

a) IJIAHUPAHETO, TPOBCKIAAHCTO, OUCHABAHCTO, JOKJIAABAHCTO U KBACTO € YMCCTHO,

aKTyaJim3alnusaTa Ha IPCAKIMHNYHATa OLICHKA, ITI0-KOHKPETHO Ha:

— IMPOYYBAHECTO HA IIPCAKIIMHUYIHATA HAYYHA JINTCPATyPa, KAKTO U
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4.5.5.

— MPEIKIMHUIHATE U3MUTBAHUS, HAPUMED JTa00OPATOPHH U3IUTBAHUS, TECTOBE
Ha CUMYJHMpaHaTa yrnorpeda, KOMIIOTHPHO MOJIEIUpaHE, U3M0I3BaHEe Ha

KNBOTHHCKH MOJCIIN,

6) €CTCCTBOTO U IMPOABIDKUTCIIHOCTTA HAa KOHTAKTA C TSAJIOTO U CBBP3aHUTE C TOBA

KOHKPETHH OMOJIOTUYHH PUCKOBE,
B)  B3aUMOJICHCTBHUETO C MpoOIEca Ha yNpPaBICHUE Ha PUCKa, KAKTO U

F) OLICHKATa U aHaJIn3a Ha HAJIMYHUTC MMPCAKIMHUYHA JaHHU U TAXHOTO 3HAYCHHUC 3a

JOKa3BaHC Ha CHbOTBETCTBUECTO C KOHKPECTHUTE U3UCKBAHUS 110 IIPHUITOKCHUC 1.

B HanpaBeHOTO OT HOTU(UIMPAHHSI OPTaH OLIEHsBAaHE Ha MPOLEIYPUTE U TOKYMEHTaLUsATa
3a NPEIKJIMHAYHA OLICHKA Ce Pa3IJIeKAaT pe3yJITaTUTE OT IPOYYBAHUATA HA HAYyYHATa
JUTEPATYypa, KAKTO U BCUYKH U3BBPILICHY BAIMIUPAHUs, IPOBEPKU, U3IIUTBAHUS U
HAIIPABCHU U3BOJU, M B HETO IO IPABUJIO CE Pa3IVIekKJa Bb3MOKHOCTTA 3a U3IIOI3BAaHE HA
QJITepHATUBHYU MaTepHali U BELIECTBA U C€ OTYUTAT OMAKOBKaTa, CTAOMIIHOCTTA,
BKJIFOUNTEIHO CPOKA Ha TOJHOCT HAa TOTOBOTO M3Zeiue. AKO HE € U3BBPIIEHO HOBO
U3MHUTBAHE OT IPOU3BOJUTEIS UM NIPU OTKIOHEHHS OT NPOLIELYyPUTE, CbOTBETHUAT
HOTU(UIMPAH OpraH W3BHPIIBA KPUTHYHA IPOBEPKa HA 0OOCHOBKATA, MIPEJICTABEHA OT

MIPOU3BOAUTCIIA.
OIIGHS[BaHe Ha KJIMHKWYHAaTa OLICHKAa

Hotuduuupanust opran uma 10KyMEHTHPAHU MPOILEAYyPH, CBBP3aHH C OLICHSIBAHETO Ha
MPOLIEAYPUTE U TIOKYMEHTALIUATA Ha IPOU3BOJUTENS BbB BPb3Ka C KIMHUYHUTE OLICHKU —
KaKTO 32 I'bPBOHAYAIHOTO, TAKA U 3@ TEKYIIOTO OLIEHSIBAaHE HA CbOTBETCTBUETO.
Hotudunupanust opran nperiex/a, BaJuIupa U MpoBepsiBa Jaly IpoLueypuTe U

AOKYMCHTalMATa Ha IIPOU3BOAUTECIIA Pa3rjICKaAaT o MOAXOAAIINA HAYHUH:

— IJIAHUPAHETO, IPOBCKAAHCTO, OUCHABAHCTO, JOKJIAABAHCTO U aKTyalln3aluiaTa Ha

KJIMHUYHATa OIIEHKA, TOCOYeHa B npuiioxeHue X1V,
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- HaJ[30pa ciieql myckanero Ha nazapa u KIIIII,
— B3aUMOJICMCTBUETO C IpoIieca Ha YIIPaBJICHUE Ha PUCKA,

— OLICHKATa W aHaJIn3a Ha HAJIMYHUTC MMPECAKIMHUYHA JAdHHU U TAXHOTO 3HAYCHHUC 34

AOKa3BaHC Ha CbOTBETCTBUCTO C KOHKPECTHUTC U3UCKBAHUS 110 ITPHUIIOKCHUC I, u

— 3aKIIIOYCHUATA, HAIIPABCHU BHB BPBb3Ka C KIMHUYHHUTC JOKA3aTCJICTBA U U3TOTBAHCTO

Ha JOKJIaZa 3a KJIMHUYHAaTa OLICHKA.

B npouenypute no nbpBa anuHes ce B3emar npeasu Hannuyaute OC, HaCOKU U Haii-

T00pH TPAKTUKH.

OHGHHBaHeTO oT HOTI/I(i)I/II_[I/IpaHI/IH OpTraH Ha KIIMHUYHHUTC OLCHKU ChITIACHO

npunoxenue XIV Bxiroysa:

— npeBHUIeHaTa ynoTpeda, IOCOYeHa OT MPOU3BOIUTENS, U TBBPACHUSATA 32

H3ACIIUECTO, ONPCACIICHU OT HCTO,

- IIJIAaHUPAHETO Ha KIMHUYHATa OLICHKA,
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— METOJIMKaTa 3a IpOyUYBaHE Ha Hay4YHATa JIUTEepaTypa,
— ChOTBETHATA IOKyMEHTAlLUs OT MPOYYBAHETO HA HAy4YHATa JIUTEpaTypa,
— KIIMHUYHOTO U3MHUTBAHE,

— BAJIMAHOCTTA HA TBbPASAHATA CKBUBAJICHTHOCT 11O OTHOIICHWUEC HA APYT'U U3ICIINA,
AOKa3BaHCTO HAa CKBUBAJICHTHOCTTA, JAHHUTC OTHOCHO IIPUTOAHOCTTA U

3aKJIIIOUCHUATA OT €CKBUBAJICHTHU U CXOOHU U3 ACIIUA,
- HaJ[30pa ciieql myckanero Ha nasapa u KIIIII,
— JIOKJIa/a 3a KJIMHUYHATA OLICHKA, U
— 000CHOBKaTa BbB Bph3Ka C HEU3BBPIIBAHETO HA KIMHWYHY n3nuTBanust uau KITIIIT.

BbB Bpb3Ka ¢ KIIMHUYHUTE JaHHU OT KIMHUYHUTE U3IIUTBAHUS, BKIIOYEHU B PAMKUTE Ha
KJIMHUYHATA OLIEHKA, ChOTBETHHUAT HOTU(UIIMPAH OpraH rapaHTHpa, 4ye HalpaBeHUTE OT
MIPOM3BOUTEIIS 3aKJIIOUEHNUS Ca BAJIUIHU B KOHTEKCTA Ha 0JJ0OpEHUs IJIaH 32 KIMHUYHOTO

HU3IIUTBAHE.

Hotudunupanusat opran rapaHtupa, 4e B KIIMHUYHATA OL[EHKA Ce pa3riIexaaT 1o
MOJXOASI HAYMH ChOTBETHUTE U3UCKBaHMS 32 O€30MIaCHOCT U ACHCTBUE, IPEIBUICHU B
npusoxenue I, ue e cho0pa3eHa no MoaXoAs1] HAYMH ¢ M3UCKBAHUATA 32 YIPaBICHUE Ha
pHUCKa, 4e € U3BbpIICHA B CbOTBETCTBUE ¢ IpwiiokeHue XIV u ue e npaBuiIHO OTpaseHa B

npeacTaBeHaTa MHQpopMalys 3a U3AeIUeTo.
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4.5.6.

4.6.

Crenuainu nporeaypu

Hotudunupanusat opran uMa JOKyMEHTUPAHU IPOLELYPH, JOCTATHYEH EKCIIEPTEH ONUT U
ChOPBHKEHUS 32 MPOLEAYPUTE, TIOCOUECHHU B pazaenu 5 u 6 ot npuioxxenue [X, pasuen 6 ot

npunoxenue X U pazznen 16 ot npunoxenue X1, 3a KOUToO € onpezaesneH.

IIpu u3nenus, Npou3BEIEHU UPE3 U30JA3BAHE HA THKaHU UJIU KJIETKH OT >KUBOTUHCKHU
MIPOM3XO0/1 WM TEXHH NTPOU3BOJIHYU, HAIPUMED OT BU0BE, nofatnuBu Ha TCE, nocoyenu B
Pernament (EC) Ne 722/2012, HOTHQHUIHUPAHUAT OpraH UMa JTOKYMEHTHPAHH MPOLEIYPH,
KOUTO LIETAT U3UCKBAHUATA, IOCOUYEHH B CHIIUS PEIVIAMEHT, BKIFOUUTEIIHO U3TOTBSIHETO HA

0000111eH TOKJIa/ 3a OIIeHKa Ha ChOTBETHUS KOMIIETEHTEH OpTraH.
JloknmaaBaHe

Hotudunupanusr opras:

rapaHTHpa, 4¢ BCHUKU CTHIIKH B MPOIEca Ha OIICHSIBAaHE HAa ChOTBETCTBUETO Ca
JIOKyMEHTHUPaHH, TaKa Y€ 3aKJIIOUCHUSTA OT OIICHIBAHETO Ja OBbJaT SICHU U 1a
JTIOKa3BaT ChOTBETCTBUE C M3UCKBAHUATA 110 HACTOSIIIMS PETJIAMEHT, U JIa MOTaT Ja
MOCITy’KaT KaTo 0OEKTHUBHO JOKA3aTEJICTBO 32 TOBA ChOTBETCTBUE HA JIMIIA, KOUTO HE

y4acTBaT B OLICHSABAHETO, HAIIPUMED MEPCOHANIA B OPTAHUTE 110 ONPEIEIISHETO,

rapaHTHUpa, Y€ Ca Ha pPa3MOJIOKCHHUC JOCTATHYHO 3aIlIMCHU 3a OCUTYPIBAHCTO HA SICHA

OIWTHA CJICOa 3a HCJIUTC HAa OAUTHUTC HAa CUCTEMATA 3a YIIPABJICHUC HA KAa4Y€CTBOTO,

JOKYMCHTHPA SICHO 3aKJIFOYCHHUATA CU OT OLICHABAHCTO HAa KIIMHUYHATa OLICHKA B

JOKJIaa OT OLCHABAHCTO HAa KIIMHHUMYHATAa OLCHKA, 1

IPEJOCTaBs 3a BCEKM KOHKPETEH MPOEKT MOAPOOEeH T0KIIa, KOMTO € OCHOBaH Ha
CTaHJapTeH (popMaT U BKIIOYBAa MUHUMAJICH HA0OP OT €JIEMEHTH, ONPEICIIEHU OT

KI'MI.
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JloKnaxbT Ha HOTU(QHUIUPAHUS OPTaH:

- AOKYMCHTHPA SAICHO PEIYJITATUTC OT OLCHABAHCTO W BKIIFOYBA SICHU 3aKJTIOUCHUSA
OTHOCHO ITPOBCPKAaTa Ha CbOTBETCTBUCTO HA MIPOU3BOAUTCIISA C UBNCKBAHUATA 110

HACTOAIIUA PCTIIAMCHT,

— ChABPKA IPETNOPBKA 3a IIOCIEACH MPEIIe] U B3€MaHE Ha OKOHYATEIIHO PELICHUE OT
HOTU(ULIMPAHUS OpraH; Ta3u NPernopbKa ce NOANUCBA OT OTTOBOPHUS YJIEH Ha

MepCcoHalia B paMKHUTE Ha HOTU(UIIMPAHUS OPTaH, U
- Ce TPEI0CTaBs Ha ChOTBETHUS MPOU3BOIUTEN.
4.7. 3aKITIOYUTENEH Nperies
[Ipenu B3eMaHe Ha OKOHYATEIIHO PEIICHHE HOTU(DUIIMPAHUST OpraH:

— rapaHTHupa, 4€ NCpCOHAIIBT, HA KOMTO € BB3I0XKEH 3aKITIOUNTCITHUAT Mmperyica u
B3CMAHCTO Ha PCIICHHA OTHOCHO KOHKPCTHU IMPOCKTH, KMa CbOTBCTHUTC

MIPABOMOIINSA U € pa3InyeH OT MepCoHaja, KOUTO € N3BBPIIMI OLIEHSIBAHETO,
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— IIpOBEPsIBa AaU JOKIAAbT(UTE) U MOJKPENIIaTa JOKYMEHTAIHsl, HEOOX0IUMH 32
B3€MAHETO Ha PELICHUs, BKIIOUNUTEIHO BbB BPb3Ka C OTCTPaHsIBaHE Ha
HEChOTBETCTBUATA, KOHCTATUPAHH 10 BpEME Ha OLICHSIBAHETO, Ca II'BJIHU U

JOCTAaTh4YHMU C OI'JIC Ha oOxBara Ha MMPUITOKCHUCTO, U

— IMMpOBCpABa aJIM UMa HCOTCTPAHCHU HECHOTBCTCTBUSA, KOUTO BB3MNPCIIATCTBAT

U31aBaHETO Ha cepTH(UKaT.
4.8. Pemrenus u ceprudunmpane

Hotuduuupanust opran uma 10KyMEHTHPAHU MPOILEAYyPH 3a B3eMaHe Ha pelleHus,
BKJIFOUMTEJIHO OTHOCHO Pa3NpeiesIEHUEeTO Ha OTTOBOPHOCTH 3a U3/1aBaHe, CIIMPAaHE Ha
JIeMCTBUETO, OTpaHMYaBaHe WM OTHEMaHe Ha cepTudukatu. Te3u nmpoueaypH BKIIOYBAT
W3MCKBAaHUATA 32 HOTU(UKAIUATA, IPEABUICHH B IJIaBa V OT HACTOAIINA persiaMeHT. Te3u

npoucaypu nmo3BojsABaT Ha CbOTBCTHUA HOTI/I(i)I/IHI/IpaH opraH:

- Ja peiir, Bb3 OCHOBA HA JOKYMCHTaMATA OT OLICHABAHCTO U HAJIMYHATA
JOITbJIHUTCIIHA I/IH(bOpMaI_II/IH, JaJId U3UCKBAHUATA 110 HACTOAIIUA PETIIaMCHT Ca

HU3IIBJIHCHU,

—  Jla pellu, Bb3 OCHOBA Ha PE3YJITATUTE OT OLIEHSBAHETO HAa KIIMHUYHATA OLIEHKA U
YIPaBIEHUETO HA PUCKA, AU IUIaHBT 3a HAJ30p CJIEA ITyCKaHE Ha rasapa,

BxmrounTerHo miaansT 3a KIIII, e moaxomsm,
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- Ja p€lir KO Ca KOHKPETHUTC OCHOBHH €TAIlM 34 JOIIBJIHUTECIICH IMIPErjICa OT CTpaHa

Ha HOTU(UIUPAHUS OpraH Ha aKTyaJIHOCTTa Ha KJIMHUYHATA OLIEHKA,

—  Jla pelly Janu 3a cepTUQUIUpaHeTo TpaOBa 1a ObAaT ONpeesIeHd KOHKPETHU

YCIIOBHSL WIIH pa3nopenou,

- Jla OTpeiesi, Bb3 OCHOBaHA HOBOBBBEICHUSATA, KIIaCH(DHUKAIIMATA CIIOPE]] PUCKA,
KJIMHAYHATA OIICHKA 1 3aKJII0YEHUSATA OT aHaJIM3a Ha pUCKa Ha U3JEINETO, CPOK Ha

cepTudUIUPAHETO, KOUTO Ja HE HAAXBBHPJIS €T TOJANHH,

— J1a TOKyMEHTHpa SICHO B3€MAaHETO Ha PEIlIeHUs U eTaluTe Ha 0J00peHue,

BKIIIOYHUTCIIHO OI[O6peHI/IeTO C IMOAINMUC Ha OTTOBOPHUTEC HJICHOBE HA NIEPCOHAJIA,

- Aa JOKYMCHTHpPA SICHO OTTOBOPHOCTUTC U MCXAHU3MUTC 3a C’bO6H_IaBaHe Ha pCIICHNA,
MO-CIICIMAJIHO KOraTO MOCJICAHAaTa CTpaHa, nmoArnurucaia CepTI/I(i)I/IKaTa, € pasJin4Ha OT
B3UMalus (BBI/IMaHII/ITe) pelICHrATa UK HEC OTTOBAps HAa USUCKBAHUATA, YCTAHOBCHU

B pazaen 3.2.7,

— Ja u3gaBa cepTUUKaT(1) B ChOTBETCTBUE C MUHUMAJHUTE U3UCKBAHUS, ONIPEIeTICHI
B puiiokeHue XII, cbc Cpok Ha BaJTMAHOCT HE MOBEYE OT MEeT TOAWHHU, U J1a TOCOYBa
JIaJTU ca HAJIMLIE CTICIUAITHU YCIIOBUS WJIM OTPAHUYEHUS, CBbP3aHU ChC

CepTUPHUIHUPAHETO,
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- Jla u3aBa cepTUQUKAT (CepTUPUKATH) caMO Ha 3asSBUTEIIS U Ja HE U3]1aBa

cepTuduKaTH, 00XBAIIAIIA MHOXECTBO CYOCKTH, U

— Ja rapaHTvupa, 4€ NpoOUu3BOJUTCIIAT € I/IH(i)OpMI/IpaH 34 PE3YJITATUTE OT OLUCHSABAHCTO U
MMPOU3TUYAIIOTO OT TAX PCHICHUC U Y€ TC CC BBBCIKAAT B CJICKTPOHHATA CUCTCMA,

IIOCOYEHA B WIeH 57.
4.9. W3menenus u npomeHu

Hotuduuupanusat opran uma J0KyMEHTHPAHU IPOLEAYPH U CLIOPA3yMEHUS C
IIPOU3BOJUTENH, CBBP3aHH ChC 3aAbJDKEHUATA HA IPOU3BOAUTEIIS 3a IIPEIOCTAaBIHE HA

I/IH(i)OpMaI_II/IH " OLCHABAHCTO HA IPOMCHUTC BbB!:

- onobpeHata(ure) cucreMa(u) 3a ynpaBlieHUEe Ha KaUeCTBOTO WJIM TamMarta OT

00XBaHATH MPOIYKTH,
—  0#oOpeHus MPOEeKT Ha U3EITUETO,
—  TpeIBHjAEHATa yHnoTpeda Ha M3/EIHETO WM TBBPACHUATA 3a U3CIHETO,

- 0JIO0pEHMS THI Ha U3CIHETO, U
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— BCSKO BCIICCTBO, KOCTO € BKIIIOYCHO MJIM CC U3II0JI3Ba 3a MPOMU3BOACTBOTO HA JaACHO

W3/ENINE U TIOJICKH Ha CIICHUAIHUTE POLIEAYPU B CbOTBETCTBHE C pasnen 4.5.6.

HpOLIC,Z[ypI/ITC H CIIOPA3yMCHUsATA, IOCOYCHU B IIbPBA AJIMHCA, BKIIFOYBAT MCPKHU 34

IIPOBEpPKA HAa 3HAUUMOCTTA HAa [IPOMCHUTE 110 IIbPBa AJIMHECA.

B choTBETCTBHE ChC CBOUTE TOKYMEHTHPAHH MPOLELypU ChOTBETHUAT HOTU(DUITUPAH

Opra:

— rapaHTHpa, 4€ MPOU3BOIUTEIUTE MPEICTABST 3a MPEABAPUTEITHO 0JJOOPEHHUE IJIAHOBE
3a MPOMEHU CHIVIACHO MbpPBa AIMHES U ChbOTBETHATa UH(OpMalMs, CBbp3aHa ¢ Te3U

IMPOMCHHU,

- OLCHABA MPCAJIOKCHUTC IPOMCHHU U MPOBCPABA AaJiv CJICA TE3U MPOMCHH CUCTEMATa
3a YIIPaBJICHHUC HA KaUCCTBOTO WJIM NPOCKTHT, WK TUIIBT Ha U3ACIIUCTO

npoabJKaBaT ga OTTOBApAT Ha UBMCKBAHUATA 110 HACTOAIIUA PEIrIIaMCHT, U

- YBEIOMSIBA MPOU3BOIUTEIS 32 PEIICHUETO CH U TIPEICTaBs IOKJIA]] WK, aKo €
MIPHIOKUMO, TOIIBIHUTENICH JJOKIaa, KOUTO ChIbpka 000CHOBAHH 3aKJIFOYCHHS OT

HU3BBPHICHOTO OT HCTO OLICHSABAHC.
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4.10.  JlefinocTH IO HAA30p W HAOIIOJCHUE CIIE CePTHPUIMPAHETO
Hotudunupanust opran uma JOKyMEHTHPAHU TPOIICTYPH:

— 3a OmpeJeNsiHe KaK M Kora J1a ObJIaT OChIIECTBEHU JEHHOCTUTE M0 HA/I30p Ha
npousBoauTeNs. Te3u mporenypu BKIIOUBAT IPAaBHIIa 32 BHE3AMHU OJIUTH Ha MSICTO
Ha MPOU3BOAUTEIIUTE U KOraToO € MPUIOKUMO — Ha MOJAU3IBIHUTEIIUTE U
JIOCTaBYHUITUTE, 32 U3BBPIIBAHE HA U3IMMUTBAHUS HA IPOAYKTHTE U HAOIIOCHHE HA
CIa3BaHETO HA BCUYKHU yCIIOBUS, 0OBBP3BAIIY TPOU3BOAUTEIINTE U CBBP3AHU C
pelieHusTa 3a cepTudukanus, KaTo akTyaan3alys Ha KIMHUYHU JaHHU TIpe3

ONPCACIICHU UHTCPBAJIN OT BPEME,

— 3a Moa00p Ha ChOTBETHUTE U3TOYHHIIM HA HAYYHH U KIMHUYHU JaHHU U
uH(pOpMaLus Clie] MyCKaHeTo Ha Ma3apa, CBbp3aHU C HeropaTa cepa Ha
KOMITIETEHTHOCT. Ta3u nHpopmanms ce B3emMa MpeaIBu/I PH TUIAHUPAHETO U

MIPOBEXKIAHETO HA JICHHOCTUTE 110 HA/A30pa, U

- 3a Iperyiesl Ha JaHHUTE OT MPOCIeIIBaHeTO Ha 6€30MacHOCTTa, A0 KOSITO UMa I0CThI
B CbOTBETCTBUE ¢ WieH 92, maparpad 2 ¢ e onpeensHe Ha HeHHOTO Bb3/elcTBHE,
aKo MMa TaKOBa, BbPXY BaJHMIHOCTTA HA CHUICCTBYBAIIUTE CEPTUDUKATH.

Pe3yHTaTI/ITe OT OLICHKAaTa U BCUYKH B3CTU PCIICHHUA CC NOKYMCHTUPAT HIATCIIHO.
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[Tpu nonyyaBane Ha HH(GOPMAIHS, IPEAOCTABEHA OT TPOU3BOIUTENS HIIM KOMIIETCHTHUTE
OpraHu, 3a cily4au, yCTAHOBEHH IIPU IPOCIEASIBAHETO Ha 0€30MaCHOCTTA, CbOTBETHUAT

HOTI/Iq)I/II_II/IpaH OopraH I/I36I/Ipa Ja IPHUII0KU HAKOC OT CIICAHUTC PCUHICHU:

— Ja HE IIpearpruemMa HeﬁCTBHH, TBHU KaTO CJIy4adaT, YCTaHOBCH IIPH MTPOCIICAABAHECTO Ha

0€30I1acHOCTTa, OYEBHUIHO HE € CBBbP3aH C U3/1aICHUTE CepTU(UKATH,

- Ja HaOJIrIo1aBa ICMHOCTUTE HA TIPOU3BOIUTEINSI U HA KOMIICTCHTHUTE OPTaHH U
pe3yATaTUTE OT MPOBEXKAAHOTO OT MIPOU3BOIUTEISI pa3Clie/IBaHe, 3a 1a ONpeaen
Ty U3Ja7eHUTe cepTU(PUKATH ca 3acTpallleH! WM J1aii ca OWIIK TIpeATpUETH

MOJIXOSAIINTE KOPUTUPALLHU ACHCTBUSA,

— Jla IpeANprueMe U3BbHPEIHU MEPKH 3a HAJ30P KaTo Iperyie]l Ha JOKYMEHTH, OJUT C
KpaTKo MpeaAn3BecTre Wi 0e3 IpeAr3BecTue U U3NNTBAHE HA MPOIYKTH, IIPU

HaJIMYUEC HAa BEPOATHOCT U3JAACHUTC CepTI/I(bI/IKaTI/I Ja ca 3aCTpaliCHu,
- Ja YBCJINYHU 4Y€CTOTaTa Ha HAA30PHUTC OOUTH,

- Jla U3BBPIIU TIPETJie] Ha KOHKPETHU MPOIYKTH WIH MPOIECH TIPH CIEABAIIUS OJTUT

Ha IpOU3BOAUTCIIA, HIIN

— Ja B3EMC APYTrUu MOoAXOAsIH MCPKH.
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Ilo oTHOmEHME Ha HAaA30pHUTEC OAWUTH HA IPOU3BOAUTCINTC HOTI/I(i)I/IHI/IpaHI/IHT oprad uma

JOKYMEHTHPaHHU MPOLIEYPH 32 CIETHOTO:

— Ja U3BbpIIBa Hal-MaJKo BeJIHBXK FOJMIIIHO Ha HAaA30pHU OJUTHU HA TPOU3BOAUTCIIA,
KOHUTO CC€ INIAaHUPAT U IIPOBCKIAAT B CbOTBCTCTBUEC C KOHKPETHUTE N3NMCKBAHUS B

pasnen 4.5,

- Ja rapaHTvpa, 4€ OUCHABAT IO aICKBATCH HAYHMH JOKYMCHTALUATA HA
IIPOU3BOJUTENS, CBbP3aHa C IPOCIesBaHe Ha 0€30I1acCHOCTTA, HAJ[30pa CIej
nyckane Ha nazapa u KIIIII, u mpumaraseTo oT HEroBa cTpaHa Ha pa3nopeIouTe,

OTHacCAIIH C€ N0 TE3HU BBIIPOCH,

— 1a B3eMa o0pa3Iy ¥ J1a U3BHPIIBAT UIUTBAHE HA U3/ICTUATA U TEXHHUECKATa
JIOKyMEHTAIUs 110 BpeMe Ha OJIUTUTE CHIJIACHO MPEIBAPUTEITHO ONPEACICHUTE
KpUTEPUU 3a B3EMaHe Ha o0pa3Ly U MPoLEIypuTe 3a U3MUTBAHE, 3a J1a CE rapaHTHpa,
Yye MPOU3BOAUTENAT HENIPEKbCHATO IpUjIara o100peHaTa cucreMa 3a yrnpaBjieHHe Ha

Ka4eCcTBOTO,

—  Jla rapaHTHpa, 4e MPOU3BOAUTEIIAT Cla3Ba 3aIbJKCHUATA OTHOCHO JTIOKYMEHTAIUATA
U MH(OpPMAIMATA, YCTAHOBEHH B CHOTBETHUTE MPUIIOKEHUS, U Y€ TPOLIETYPUTE MY
ca cb00pa3eHu ¢ Hall-TOOpUTE MPAKTUKH MPH BHBEXK/IaHE Ha CUCTEMUTE 32

yIIpaBJI€HUE HA KAYECTBOTO, U

- Ja rapaHTrpa, 4€ Nporu3BOJUTCIIAT HC U3I10JI3Ba 110 MMOABEK Al HAYMH CUCTEMATA 3a

YHIpaBJICHUC HA KAYECTBOTO UJIH OI[O6peHI/I$ITa Ha u3aCiausiTa,
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—  5a cpOupa A0CTaThYHO MH(OPMAIHS, 32 J]a OTPEICIU JalTd CUCTeMara 3a
yIpaBJIeHUE Ha KA9eCTBOTO MPOIBIDKABa Ja OTrOBaps Ha M3UCKBAHUSITA TI0

HACTOAIIUA PCTIIAMCHT,

— IIPY OTKpPUBAHE Ha HECBOTBETCTBUA — Jja U3UCKBA OT IIPOM3BOJUTENS 1A
IIpeANpUeMe IEeUCTBY 32 OTCTPAHABAHE HA TPELIKU, KOPUTUPALIU ACUCTBUSA U, aKO €

IMPUITOKUMO, IPCBAHTUBHU I[eflCTBI/IH, KaKTO U

- npu HGO6XOZ[I/IMOCT — Jla HaJlara KOHKPCTHU OIrpaHU4YCHHA 3a CbOTBCTHUA

cepTU(UKAT, Aa COPENEHCTBUETO My HJIU J1a TO OTHEME.
AKo TOBa € BKIIIOYEHO B YCIIOBHSTA 3a CepTH(PHULUPAHE, HOTUPULUPAHUAT OpraH:

- H3BLPIIBA IIATCJICH IIPCIJIC] Ha MOCJICAHAaTa KIIMHNYHA OLICHKA, aKTyaJIu3upaHa OT
MMPOU3BOAUTCIIA Bb3 OCHOBA Ha OCBIICCTBCHUSA OT IMMOCJICAHUA HAA30P CJICH ITYCKAaHC
Ha naszapa, Ha KIIIIII, kakTo 1 Ha KIMHUYHATA JINTEpaTypa, CBbP3aHa ¢ JIEKyBaHOTO
CbC CHOTBETHOTO U3JIEHME ChCTOSHUE, WIN Ha KIMHUYHATA JIUTEPaTypa, CBbp3aHa

CBhC CXOIHU M3,

— SACHO JOKYMCHTHPA pE3yJIiTaTa OT IATCIIHUS NPCIJICA U MPEACTAaBA Ha BHUMAHUCTO
Ha NPOU3BOAUTCIIA BCUYKHU KOHKPCTHHU OIMMACCHUA UJIM MY HaJlara KOHKPCTHH

YCIIOBUSI, U

— rapaHTupa, 4e MocjieHaTa akTyalu3upaHa KJIMHUYHA OLIEHKA € IPaBUJIHO OTpa3eHa
B MHCTPYKLIMUTE 32 YIIOTpeda U, KOrato € MpuiokuMo, B pe3IOMETO 3a

0€e30I1acCHOCTTa U JECUCTBUETO.
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4.11.  TloBTopHO cepTH(HIHpaHE

Hotudunupanusat opran uma JOKyMEHTHPAHU IPOLIEYPH, CBBP3aHU C MIPETJIEIUTE Ha
MOBTOPHOTO cepTU(dHUIIUpaHe U TOJHOBABAaHETO Ha cepTudukarure. [loBropHara
cepTU(UKAIM HAa OJO0OpEHUTE CUCTEMH 3a YIPABJICHHUE Ha KAYeCTBOTO MJIM Ha
ceprudukarure 3a EC oneHsBaHe Ha TeXHUUECKaTa JOKYMEHTALUS MM Ha CePTUPUKATUTE

3a EC u3cneBane Ha TUma ce U3BBPIIBA HAl-MaJIKO Ha BCEKH MET TOJMHH.

Hotuduuupanust opran uma J0KyMEHTHPAHU IPOLEAYPH, CBBP3aHH C ITOJHOBSBAHETO HA
ceprudukarure 3a EC onieHsBaHe Ha TEXHUYECKaTa JOKYMEHTALUs U cepTU(UKATUTE 32
EC n3cnenBane Ha Tuna, KaTo Ipu TE3U NPOLEAYPH OT CbOTBETHHSI IPOU3BOIUTEIN CE
M3MCKBA J1a IPEICTAaBU PE3IOME Ha IPOMEHUTE U HAYYHUTE KOHCTATAllMM 3a U3/IEIHUETO,

BKIIFOUHUTCIIHO:

a)  BCHUYKHU IIPOMEHU B I'bPBOHAYAIHO 0JJOOPEHOTO U3/ENINE, BKIFOYUTEIIHO TPOMEHH,

KOHWTO BCE OIIE Ha ca CHOOIIECHH,
0) omwmra, MPUAOOUT OT HAJI30pa CJIeN ITyCKaHe Ha Ta3apa,
B)  OIUTa, NPUIOOWT NPHU YIPABICHUETO HA PUCKA,

F) OmnuTa OT aKTyaJIM3UPAaHCTO HAa JOKA3aTCJICTBATA 3a CbOTBCTCTBHUCTO C O6H.[I/ITG

M3UCKBAaHMS 32 0€30IaCHOCT U I[GflCTBHG, YCTaHOBCHU B MPHUIIOKCHUC I,
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I[) OmnuTa OT NPCrjaCaANTC Ha KIIMHNYHATA OLCHKA, BKIIFOYUTCIIHO PE3YJITATUTEC OT BCUYKHU

kanHnYHT n3nnTBaHusg u KT,

C) IMPOMCHUTC B U3NUCKBAHUATA, B KOMIIOHCHTUTC HA U3CJIUCTO UJIK B HAYYHATa UJIN

peryiaTopHata cpena,

)  M3MEHEHMSTA B IPWIOKEHUTE WIM HOBUTE XapMOHU3UpaHu cranfaptu, OC win
PaBHOCTOMHUTE TOKYMEHTH, U IPOMEHUTE B MEAUIIMHCKUTE, HAYUYHUTE U

TCXHUYCCKUTC 3HAHW, HAIPUMCED!
- HOBH BUJJOBC JICUCHHUC,
— IMPOMCHHU B MCTOAUTC Ha U3IIMTBAHC,

— HOBHU HAYYHU OTKPUTHA 34 MATCPUATIU U KOMIIOHCHTH, BKIIFOUUTCIIHO OTKPUTUA

10 OTHOIIICHHE Ha TSAXHATa OMOJIOTHYHA CHBMECTHUMOCT,
— OTUT OT MPOYYBAHUS HA MOAOOHU U3JIETHs,
— JAHHU OT PErHCTPHU U apXUBH,

- OIIMT OT KJIMHUYHHU HU3IIUTBAHUA C HO,I[O6HI/I HU3aCIIuA.
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Hotudunupanust opran uMa JOKYMEHTHPAaHU TPOLEIYPH 3a OIIEHKa Ha HH(pOpMAIHATa,
[I0COYEHA BbB BTOpA aJIMHES, U 00pbIla 0COOCHO BHUMAHUE HAa KIMHUYHUTE 1aHHU OT
Ha/30pa ciief MmyckaHe Ha naszapa u aeiinoctute no KIIIIII, npeanpueru cnexn
MPEIXOAHOTO cepTU(ULIUpPaHe WU TIOBTOPHO cepTU(DUILIUpPAHE, BKIIIOYUTETHO

CHOTBCTHUTC aKTyaJIM3allul HA JOKJIAJJUTC 3a KIIMHUYHATA OLICHKA HAa IIPOU3BOINUTCIIA.

3a pemeHneTo OTHOCHO MIOBTOPHOTO CEPTUPHUIMPAHE CHOTBETHUAT HOTH(PHUIIMPAH OPTaH
H310J3Ba CbIIUTC MCTOAN U MPUHIUIIN KaTO MPCABUACHUTC 34 IbPBOHAYATIHOTO
ceprudunupane. [Ipy HEOOXOUMOCT Ce YTBBPKAaBaT OTACTHU (GOPMYJISIPH 33 TTOBTOPHO
cepTU(UIMPAHE, B KOUTO CE OTYUTAT HEOOXOJAUMHUTE 33 CEPTUPUIIMPAHETO CTHIIKH, KATO

HanpuMEp 3a4BJICHUC U MMPCTJIC Ha 3asBJICHUCTO.
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HNPUJIOKEHUE VIIT

ITPABUJIA 3A KITACUDOUKALINA

I'naBal
OITPEAEJEHUMNSBDBB BPb3KA C IIPABUJIATA
3A KIIACUOUKAILIUS

1. MIPOABJDKUTEJIHOCT HA VIIOTPEBATA

I.1. »BPEMEHHA" — M3JeNMeTO OOMKHOBEHO € MPeTHA3HAYCHO 32 HEMPEeKbCHATA yIioTpebda 10
60 MUHYTH.

1.2. »KpaTkoTpaiiHa“ — u31e11eTo 0OMKHOBEHO € MpeIHa3HauYeHo 32 HeMpeKbCHaTa yrnorpeda
Mexay 60 munytu u 30 gHu.

1.3. L [pOIBIDKUTENHA" — U3AEIUEeTO OOMKHOBEHO € MpeAHa3HauYeHO 32 HEMPEKhCHATA
ynotpe6a Haa 30 mHu.

2. NHBA3UBHU 1 AKTUBHU U3/IEJINA

2.1. ,» [ elleceH OTBOP* € BCEKU €CTECTBEH OTBOP Ha TSIOTO, KAKTO M BHHITHATA MOBBPXHOCT HA
oyHaTa S0BJIKa, WIK OCTOSHEH U3KYCTBEH OTBOP, KaTO CTOMA.
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2.2. »XHAPYPrU4HO MHBA3UBHO U3Jenue e:

a)  WHBa3UBHO U3JIEJ]HE, KOETO IPOHUKBA B TAJIOTO Mpe3 MOBBPXHOCTTA MY,
BKIIFOUMTENIHO Tpe3 JTUTaBUIlaTa Ha TEJIECHUTE OTBOPH, Ype3 WK MO BpeMe Ha

XUpypruvecka onepanus; u
0)  wu3zmenHe, KOETO BOAM J0 MPOHUKBAHE, PA3IMYHO OT TOBA IPE3 TEJIIECEH OTBOP.

2.3. ,»XHPYPTUYECKH HHCTPYMEHT 32 MHOTOKpaTHa yNoTpeda“ € HHCTPYMEHT, H3I0I3BaH B
XUpypruyeckara mpakTHKa 3a psizaHe, NpoOrBaHe, IIUEHE, Ha/lpacKBaHe, CThpraHe,
KJIaMIMpaHe, peTpaxupaHe, 3alluIIBaHe WU IPyTU NOJ00HH MPOLEypH, KOUTO HE ca
CBBpP3aHM C aKTUBHO U3JEIINE, U € IPEIHA3HAYEH OT IPOU3BOAUTENS 32 IOBTOPHA
ynoTpeba cies] U3BbpIIBaHE HA MOAXOASIIH IPOLEAYPHU, KaTO IOYUCTBaHE, Ae3HH(EKIHs

" CTCpUI3alus.

2.4, »AKTHBHO TEPANEBTUYHO U3JIETUE" € aKTUBHO U3JIeNINe, KOETO HE3aBUCUMO JAJTH CE
M3T0JI3Ba CAMOCTOSTEIIHO WJIM B KOMOMHAITUS C APYTH U3CIHS, CITY>KH 3a TIOJTbPKaHe,
KOPEKIIHs, 3aMsHa WM Bh3CTAHOBSIBAHE HAa OMOJIOTMYHU (DYHKITUU WIIH CTPYKTYPH C LIETT

JIeUeHUEe WM 00JIEKUYaBaHe Ha 38.60)'[5{B8.He, TpaBMa UJIK YBPCIKAAHC.
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2.5.

2.6.

2.7.

2.8.

3.1.

»AKTHBHO M3JIEJIHE 3a JUATHOCTUIIMPaHE U HAO0IeHnE € aKTUBHO M3EJIHNE, KOETO
HE3aBHUCHUMO JAJIA C€ U3T0JI3Ba CAMOCTOSATEITHO MM B KOMOWHAIIUS C IPYTH U3/CIIHS,
CIIyH 3a MpeAOoCTaBsHe Ha HHOpMAIIHs 32 OTKPUBAHE, TUATHOCTUIIMPaHe, HAOTI0ACHHIE
WM JIeYeHHUe Ha PU3NOIIOTUYHH (PYHKIIMH, 3PABOCIOBHH CHCTOSHUS, 3200JIIBaHUS WK

BPOJICHU MasihopMaIu.

»L|eHTpasHa KPbBOHOCHA CHCTEMa"* BKJIIOYBA CJICHUTE KPHBOHOCHU CHIOBE: H6€100p0OHU
apmepuu, 8b3X00AWa A0pma, AOPMHA 0ved, HU3X00AUWa aopma 00 ougpyprayuama Ha
aopmama, KOpoHapHu apmepuu, 00ua CoHHA apmepusi, 6bHUWHA CbHHA apmepusl,
8bMPEUHA COHHA apmepus, MO3bYHU ApMepUul, 21a8080-MUWHUYEH CIBOJ, CbPOeUHU

8eHU, OeI00pPOOHU 8eHU, 20PHA U OOJIHA KYXA 8EHd.

»L|eHTpaTHa HepBHA cHcTeMa™ BKIIFOUBA MO3bKa, MO3bUYHUTE OOBUBKH U TPHOHAYHUS

MO3BK.

,,YBpez[eHa KOXXa HUJIn J'II/Il"aBI/IHa“ € IMOBBPXHOCT OT KOXXaTa WJIM JIMI'aBHullaTa, B KOATO CC

Ha6mozxaBa IMaToJIOru4Ha mpomMsaHa WJIN IIpoOMsAHa BCICACTBUC HA OosecT WM paHa.

I'nasa Il

INPABWJIA 3A ITIPUJIATAHE

[Ipunaranero Ha npaBuiIaTa 3a KiacupuKalus ce orpeaess oT IpeJHa3HaYeHUETO Ha

n3aciausiaTa.
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3.2

3.3.

3.4.

3.5.

AKO BBIIPOCHOTO M3JIENUE € MTPpeIHa3HaueHO 3a yroTpeda B KOMOMHALIUS C IPYTO H3JIENHE,
MpaBWJIaTa 3a KjJacu(puKalus ce npuiaraT OTACIHO 3a BCSIKO OT U3AENUsTA.
[IpuHaIEKHOCTUTE 32 METUITMHCKO U3/I€TNE WU MPOAYKT, BKIIOYCHH B CIIUCHKA B

MIPUIIOKCHUC XVI, (9 Knacn(bnunpaT OTACIHO OT U3ACIIUCTO, C KOCTO CC U3II0JI3BAaT.

Codryep, KOWTO yrnpaBisBa U3AEIUETO U UMa OTPAKEHHUE BBPXY yroTpedaTta My,

oMa/ia B ChIUS KJIAC KaTO U3JIEIHUETO.
AKO copTyepbT € HE3aBUCHM OT BCSAKO JIPYTO U3AEIHE, TOU ce Kiacu(puuupa OTIeIHO.

AKO M3CIIMETO HE € TPeTHa3HAYCHO Ja JICHCTBA SAMHCTBEHO MJIM OCHOBHO B OIpEJIeIeHa
4acT Ha TSI0TO, TO Ce pasriex/a U ce Kiacupuiupa Ha IPUHIUIA Ha Hal-KpUTHYHATA MY

crenuaIu3npana ynorpeoa.

Axo 3a CIHO U CBIIO U3ACIIUC CC NIpUJIaraT HAKOJIKO IIpaBuJia UJINW HAKOJIKO MMOAINIpaBriia B
PAMKHTC Ha €IHO ITPaBUJIO CIIOPEA MPECAHA3HAUYCHUECTO MY, CC IIpujiarat HafI-CTpHKTHOTO

MPaBWJIO U MOANPABUIIO 32 KJIaCU(UIIMPAHETO MY B MTO-BHCOK KJIac.
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3.6. [Tpu onpenensiHe Ha MPOABIHKUTEITHOCTTA TI0 pa3ael | ,,HempeKbCcHaTa yrmoTpeda‘

O3Ha4aBa:

a)  IpUIaTa NPOABKUTENTHOCT Ha yIoTpedaTa Ha U3/IeTUeTO HE3aBUCUMO OT
BPEMEHHOTO MPEKbCBaHE Ha yroTpedaTa MpH MpoLeaypa Wik BpeMEHHO
OTCTpaHsBaHE 3a MOYUCTBAHE WU JIe3UH(EKIUS HAa U3ICTUETO. Y CTAHOBSIBAHETO Ha
BPEMEHHMSI XapaKTep Ha MPEKbCBAHETO UM OTCTPAHSABAHETO CTaBa CIPSIMO
IPOABIKUTETHOCTTA Ha U3MOJI3BAHETO MPEAU U ClIe]l IEPUO/A, KOraTo yrnorpedara e

Owta MpeKbCHATA WK U3JICTTUETO € OUJI0 OTCTPAHEHO; U

6) O6H_IOTO BPEMCTPACHC Ha yHOTpe6aTa Ha U34€JIUC, KOCTO € IIPEAHA3HAYCHO OT

MMPOU3BOAUTCIIA 3a HCIIOCPCACTBCHA CMAHA C APYTO OT ChIIUS THUII.

3.7. Cuura CC, 4C U3ACIIUCTO JaBa Bb3MOKHOCT 3a MPAKO AUArHOCTUIIUPAHE, KOTAaTO CaAMOTO TO
IIOCTaBd AUArHo3ara Ha BBIIPOCHOTO 3a00/11BaHE WU CbCTOSAAHHUC, UJIX KOraTO OCUTYypSBa

nH(pOopMalKs OT PEIIaBallo 3HAUE€HUE 3a JUarHOCTUIIUPAHETO.

I'nasa III
ITPABUJIA 3A KIIACUOUKAILINA

4. HEWMHBA3WBHU U3JIEJIA
4.1. [TpaBumo 1

Bcuuky HeMHBa3MBHU U3JICIUS CC KJ'IaCI/I(bI/II_[I/IpaT B KJ1acC I, OCBCH KOI'aTo CC Iipujiara

HAKOC OT MMpaBujiaTa, MOCOYCHU MO-A0JTY.
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4.2.

4.3.

[IpaBuio 2

Bcuuky HenHBa3UBHU HU3JCIHA, IPCAHA3HAUYCHU 3a OCUT'YPABAaHC HAa IIPEMUHABAHETO HUJIN
3a CbXPAaHABAHC HA KPBB, TCIICCHU TCYHOCTH, KJICTKU UJIN ThbKAHU, TCHHOCTU WJIN I'a30BC C
1CJI CBCHTYAJIHO BJIMBAHE, ITPUJIAraHC WX BBBCIKIAHC B TAJIIOTO, CC KJ'IaCI/Iq)I/II_II/IpaT B KJ1acC

IIa:
— aKo MoraT JIa Ce CBbpIKAT ¢ akTUBHO m3zenue ot kiac [la, krac IIb wm knac 111; wmm

— AKO MPEAHA3HAYCHUECTO UM € [1a OCUTYPABAT UJIKM CbXpaHABAT IPCMUHABAHCTO HA
KPBbB UK APYTH TCJICCHU TECUHOCTH, KAKTO U 3a ChbXpaHABAHC Ha OpraHu, 4aCTHu OT
OpTraHHu WA TCJICCHU KIJICTKH U TbKaHH, OCBCH KPBbBHU CAKOBC, KOUTO CC

kinacudunumpar B kiac IIb.
B®B BCHUKM OCTaHAIIM ClTyyau Te3W M3Aeus ce Kiacupuiupart B kiac I.
[Ipasuio 3

Bcuukn HeMHBa3MBHU M3/1€NNs, IPEAHA3HAUYCHH 32 IPOMSHA Ha OMOJIOTHYHHS WITH
XMMHUYHUS ChCTaB HA YOBEIIKH THKAHU WIH KIETKH, KPBB, IPYTH TEJIECHH TEUHOCTH WU
JPYTH TEYHOCTH, MPETHA3HAYCHH 3a UMILIAHTHPAHEe WU MTPUIaraHe B TSIIOTO, Ce
knacuduuupar B knac IIb, ocBeH KoraTo Je4eHUeTo, MpU KOETO C€ M3MOI3Ba U3/IEIHUETO, Ce
ChCTOM OT (UITpaLus, HEeHTPOopyrupaHe uin oOMsiHA Ha Ta3, TOIUIMHA, B KOWTO Cllydail ce

kinacuguuupar B kiac la.
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Bcuuku HeMHBa3UBHU HU3ACINA, KOUTO C€ CbCTOAT OT AAaJCHO BEIICCTBO UJIHN CMEC OT
BCIICCTBA, IPCAHA3HAUYCHHU Ja CC U3IOJ3BAT HHBUTPO B IMPAK KOHTAKT C YOBCIIKH KJICTKH,
ThKAaHU UJIN OpTaHH, B3CTU OT YOBCUIKOTO TsJIO, UJIW U3IIOJI3BAHU UHBUTPO C HOBCIIKHN
CM6pI/IOHI/I npeanu TAXHOTO UMIIJIAHTUPAHE WX NIpUJIaraHe B TAJIOTO, CC Knacn(bnunpaT B

kiac II1.
4.4. [TpaBuno 4

Bcuuky HemHBa3UBHHA H3ICJIHA, KOUTO BJIM3AaT B KOHTAKT € YBPCACHA KOKa UJIN JIMTaBUIIA,

ce KiIacu(UIMpaT BbB:

— KJ1acC I, dKO Ca MMpeAHA3HAYCHU [1a CC U3I0JI3BAT KATO MECXaHUYHA 6apHepa, 3a

NpUTHCKaHE WK abcopOIMs Ha eKCYyAaTH;

— kiac IIb, ako ca mpegHa3HaueHH J]a ce U3MOI3BAaT OCHOBHO 33 PAHU Ha KOXKAaTa, IPH
KOUTO € YBpPEJIEH JIEPMAJHUSAT CJION WU JIMTaBUIaTa U KOUTO MOTaT J1a 3a3ApaBesT

CaMO BTOPHUYHO,

—  kuac Ila, ako ca OCHOBHO INpeTHa3HAYEHU 3a MMOI00psIBaHEe HA MUKpOCpeIaTa Ha

yBpEZleHaTa KOKa WIN JUTaBULA; U
- kiac Ila BbB BCHUKM OCTaHaJM Clly4au.

Tosa IpaBHJIO CC IMpujiara v o OTHOICHWC Ha NHBA3UBHUTC U3JCJIN, KOUTO BJIM3AT B

KOHTAKT C YBPCJCHA JIMT'aBUIIA.
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5. NMHBA3WBHU U3EJINA
5.1. [IpaBumno 5

Bceuuku MIPOHUKBAIIHU IIPE3 TCICCHUTC OTBOPHU NHBA3UBHU U3ACIINS, C U3KIIFOYCHNUEC Ha
XUPYPIrUIHUTEC NUHBA3SUBHU U3ACIINSA, KOUTO HC Ca NMPEAHA3HAYCHU 34 CBBP3BAHE C AKTHUBHO
HU3CJTIMC NI KOUTO Ca MPCAHA3HAYCHU 34 CBBP3BAHC C AKTUBHO U3ACIIUC OT KJIaC I, ce

KJ1acu(uIUpPaT BbB:
— kiac I, ako ca npeHa3HaYeHH 32 BpeMEHHa yoTpeoa;

- kiac Ila, ako ca mpegHa3HaueHU 3a KpaTKOTpaliHa ynoTpeda, OCBEH KOTaTo ce
ynoTpeOsBar B yCTHaTa KyXHHa 0 (hapuHKCa, B YUTHHUS KaHA 0 ThIIAHYETO WJIH B

HOCHaTa KyXHWHa — B T€3H CIy4aH Te ce Kiacuduuupart B kiac [;

— kiac IIb, ako ca nmpegHa3HaYSHH 32 IPOABIDKUTENTHA YIOTpeba, OCBEH KOraTo ce
yIOTpeOsBaT B ycTHATa KyXrHa 110 (DaprHKCa, B YIIHUS KaHAJ 10 THIIAHYETO U B
HOCHaTa KyXMHa 1 He ce abcopOupaT OT JUraBuliaTa — B TE3U CIIydau Te Ce

kinacuduiupar B kiac Ila.

Bceuuku IIPOHUKBAIIHU IIPE3 TCIICCHUTC OTBOPHU NHBA3UBHU U3ACIINS, C U3KIIFOYCHUEC Ha
XUPYPIrUIHUTC MHBASUBHU U3ACIINA, KOUTO Ca MPCAHA3HAUCHU 3a CBbP3BAHC C AKTUBHO

uznenue ot kiac Ila, kimac IIb wm xnac 111, ce knacudumnupar B kiac Ila.
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5.2. [TpaBuso 6

Beuuku xupyprudHu HHBa3UBHU U3/ENUS, IPEHA3HAUECHU 32 BpEMEHHa ynoTpeoa, ce

kinacuduuupar B knac Ila, ocBeH koraro ca:

- CHELHATHO NMPeIHA3HAYEHH 32 KOHTPOJI, IUAarHOCTUIIUPAHE, HAOIIOCHNE WU
KOpPEeKLHs Ha ChpeueH AeeKT UK Ha 1e(heKT Ha HEeHTpaIHaTa KPbBOHOCHA
CUCTEMa Ype3 IUPEKTEH KOHTAKT C TE3U YacTU Ha TSUI0TO, B KOMTO ciiydaii ce

kiacudumpar B kiac I11;

— XUPYypPru4ecKy MHCTPYMEHTH 32 MHOTOKpAaTHa yrnoTpeba, KaTo B TaKbB CIIydaii ce

Ki1acuduuupart B kiac I;

— CIEIMAJIHO NPEAHA3HAYEHH A C€ U3II0JI3BAT B TUPEKTEH KOHTAKT ChC CHPLETO WIN
LIEHTpaJIHaTa KPbBOHOCHA CUCTEMA WJIM LIEHTpaJHaTa HEPBHA CUCTEMA, B KOMTO

ciyuait ce knacudummpar B kiac I11;

- MpeHa3HAYEHU Ja IOCTaBAT eHeprus no opmaTta Ha HOHM3UPAIIIO JTbUCHUE, B

KOWTO citydaii ce knacuduiupart B kiac Ib;

— ¢ OHnoJIornueH Cq)eKT Hnin ce a6c0p6HpaT HAaITbJIHO HUJIHN B IIO-TOJIsIMAaTa CH 4acCT, B

KOMTO ciyyaii ce kinacudunmpar B kiac IIb; umu

10728/4/16 REV 4 9
I[MPUJIOXXEHUE VIII BG



— Npe€aHa3HA4YCHU 3a MpUujlaraHe Ha JICKApCTBCHU NPOAYKTH TOCPEACTBOM CUCTEMaA 3a
BBBCKIAHC, aKO TOBA IIpUJIaraHe Ha JICKAPCTBCHU MMPOAYKTH C€ U3BBPIIBA 110
MMOTCHIHUAJIHO PUCKOB HAYUH IMOPAAX €CTCCTBOTO HA IMPUIIOKCHUECTO, B KOMTO cnyqaﬁ

ce knacuduuupat B kiac IIb.
5.3. [IpaBusno 7

Benuku xupypruuHy MHBa3UBHU U3/€NUS, IPEAHA3HAUYECHU 32 KpaTKOTpaiiHa ynoTpeoba, ce

kiacuguuupar B kiac Ila, ocBeH koraro ca:

- CIICHHUAIHO IPC€AHA3HAUYCHU 3a KOHTPOJI, JUAarHOCTULIUPAHE, Ha6J'IIOI[eHI/Ie Ui
KOpCKIHA Ha CbpJACUYCH ,Z[e(i)eKT WK Ha ,Z[e(l)eKT Ha OCHTPAJIHATA KPBbBOHOCHA
CUCTCMaA YpEC3 NTUPCKTCH KOHTAKT C TC3HU YaCTHU HA TAJIOTO, B KOMTO cnyqaﬁ Cce

knacudunupar B kiac 111

— CIICHHUAIIHO NPCAHA3HAYCHU Aa CC U3MO0J3BAT B JUPCKTCH KOHTAKT CbC ChPUCTO UIIN
HEHTpaIHaTa KPbBOHOCHA CUCTEMA WJIM LCHTpAJIHATa HECPpBHA CUCTEMA, B KOHTO

ciyuait ce knacudumupar B kiac I11;

— MNpeaHa3HAYCHU Ja JOCTABAT CHCPIUA 1O (l)opMaTa Ha ﬁOHH?»HpElH.IO JIBYCHUC, B

KOITO ciyyaii ce knacudumupat B kiac [Ib;

— ¢ OuonoruueH edext mm ce abcopOUpaT HAMIBJIHO WM B TIO-TOJIIMATa CH 4acT, B

KOMTO ciyyaii ce kimacudummpar B kiac I11;

10728/4/16 REV 4 10
I[MPUJIOXXEHUE VIII BG



— IIPEHA3HAYEHU Ja NPETHPIABAT XUMUYHU IIPOMEHH B TSJIOTO, B KOWTO CIIy4yal CU

kinacuduiupar B kiac 1Ib, ¢ u3kimoueHrne Ha U3IenusATa, IOCTaBsIHU B 3b0UTE; WITH

— MMpEaAHa3HAYCHU 3a IMPUJIaraHe Ha JICKAPpCTBCHU IPOAYKTH, B KOMTO cnyqaﬁ (9

knacuduupar B kiac [Ib.
5.4. [IpaBuiio 8

Benukn HUMIIVTAHTUPYCMU U3ACITUA U XUPYPIrUiIHHU MHBA3WBHU U3ACIINUA 3a MPOABJDKUTCIIHA

ynoTpeba ce knacudunupar B kiac IIb, ocsen koraro ca:

— IpeHa3HayYeHH J1a ce MOCTaBsAT B 3b0UTE, B KOMTO Cilydail ce KiIacu(pUIMpaT B Kiac

IIa;

— IpeHAa3HAaYEeHU J1a CE U3M0JI3BAT B JUPEKTEH KOHTAKT ChC CHPLETO, LIEHTpAIHATA
KPBBOHOCHA CHCTEMA WJIM LIEHTpaJIHaTa HEPBHA CUCTEMA, B KOMTO Citydail ce

kinacudumpar B kiac I1I;

— ¢ 6uonornueH e(eKT WIn ce abcopOupaT HAITBJIHO WIIH B MO-TOJIsIMATa CH 4acT, B

KOWTO citydait ce knacudunupart B kiac I11;

— MNpeaAHa3HAYCHU Ja NPECThpIABAT XUMUYHU IIPOMCHU B TAJIOTO, B KOMTO cnyqaﬁ CcC

knacuduimpar B kiac 11, ¢ uzkiroueHue Ha u3AenusITa, MOCTABSIHA B 3b0UTE; WIIN

— IIpeHAa3HAaYeHU 3a PUJIaraHe Ha JEKapCTBEHU MIPOLYKTH, B KOWTO ciayuail ce

kinacudumpar B kiac I1I;
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— AKTUBHU UMINIAHTUPYCMHU U3ACIINA WKW NPUHAAJIC)KHOCTH 34 TAAX, B KOMTO cnyqaﬁ Cce

knacuduiupar B kiac 111;

— T'PBAHU UMILUIAHTHU WU XUPYPIrUICCKU MPECIKHU, KATO B TAKHBB cnyqaﬁ ce

knacuduupar B kiac I1I;

- I'BJTHY WJIM YaCTUYHHU CTaBHU MPOTE3U, B KOWTO cirydaid ce knacuduuupar B kiac 1,
C U3KJIFOYEHHUE Ha JOITBIIHUTEIIHUTE KOMIIOHEHTH, KaTO BUHTOBE, KIIMHOBE, INIACTUHU

Y UHCTPYMEHTH; WJIN

- 3aMeCTBAIIF UMIUIAHTH 3a TPhOHAYHH TUCKOBE WJIM UMIUIAHTUPYEMH U3IEIHS,
KOUTO BIIU3aT B KOHTAKT C TPbOHAYHUS CTHIO, B KOWTO ciyuail ce kinacuduuupar B
kiaac 111, ¢ u3kIroYeHne Ha KOMIIOHEHTH KaTO BUHTOBE, KIIMHOBE, IJIACTUHHU U

MHCTPYMEHTH.
6. AKTWUBHU U3JEJINA
6.1. [IpaBumo 9

Bcuuku akTuBHA TEPANICBTUYHU U3ACIINA, IPEAHA3HAUYCHU 3a IIpHUJIarane ujiin oOMeH Ha

CHEeprus, Ce Knacn(bnunpaT B KJ1acC Ha, OCBCH KOI'aTO XapaKTCPUCTUKUTC HA U3ACIIUATA Ca
TaKKWBa, 4€ MPUJIaraHcTo Ha CHCPIrusl KbM YOBCIIKUSA OPraHU3bM HUIIN 0OMEHBT Ha CHCpIUsia
C HCT'0 € IOTCHIHUAJIIHO PUCKOB ITOpaan €CTCCTBOTO, IINIBTHOCTTA U MACTOTO HaA IIpUJIaraHe

Ha CHEPrusTa, B KOWTO Ciydail u3aenusaTa ce kiacudummpar B kiac IIb.
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Bcuuku akTuBHU N3OSN, NPCAHA3SHAYCHU 3a KOHTPOJ NI Ha6J'IIOI[€HI/I€ Ha JCHUCTBUETO
Ha aKTUBHUTC TCPANICBTUYHU U3ACIIHA OT KJIac IIb nmu MMpEaAHAa3HAYCHU IIPAKO Ia BIUAAT

BBPXY ACHCTBUETO Ha T€3H U3JeNus, ce Kiacuduuupar B kinac IIb.

Bcuuku akTUBHH HU3JACIIHA, IPCAHA3HAUCHHU [a U3JIbYBAT I\/’IOHI/ISI/IpaH_IO JIBYCHHEC HNJIH 3a
AUArHOCTUYHHA WJIA TCPANICBTUYHU LCJIN, BKIIFOUUTCIIHO U3CTIUATA, KOUTO KOHTPOJIUPAT
WA TIPOCIICAABAT TaKMBa U3ACTIUA WIIN MTPAKO BJIUAAT HA TAXHOTO Z[GflCTBI/IG, Cce

knacuduuupar B xiac I1b.

Bcuuky akTuBHA HU3ACIHA, IPCAHA3HAUYCHU 3a KOHTPOJI, Ha6J'IIOI[eHI/Ie HJIN IIPSAKO
BB3JIcHCTBUE BBpPXY JICUCTBHUETO HA aKTUBHU HUMIUIAHTUPYCEMH U3CJIUA, CC Knacn(imunpaT

B kiac III.
6.2. [Ipasuio 10

AKTHUBHUTE U3/ITUA 32 TUarHOCTUITUPaHe U HaOmoieHue ce kinacuduiupar B kiac Ila,

aKo ca:

- MMpE€aHa3sHA4YCHU Ja JOCTaBAT CHEPIUs, KOATO CC MOIIbIIa OT YOBCIIKOTO TAJIO, OCBEH
nU3acimATa, IpeaAHa3HA4YCHHU J1da OCBCTABAT TAJIOTO HA MaIUCHTA BbB BUJUMUSA

CHEKTBP, KaTo B TaKbB Cy4ail ce knacudumpar B kiac ;

— MMpEaAHAa3HAYCHHU J1da BU3YAJIU3UPAT ABUIKCHUCTO HA pAAUOAKTUBHU JICKAPCTBCHU

IIPOJYKTH B OPTaHU3MA; WU
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- npe€aHa3sHa4YCHU 3a AUPCKTHO AUATHOCTULIUPAHE W Ha6J'IIOI{€HI/Ie Ha )KM3HCHU
(U3UOIOTMYHH MTPOLIECH, OCBEH KOraTO CIIELUAIHO ca MpeAHa3HAYeHH 32
HaOJI0/IeHNe Ha )KU3HEHU (PM3UOJIOTMYHH [TapaMeTpy U OTKJIIOHEHHUATa OT HopMaTa
Ha Te3U IapaMeTpH MOTaT J1a Ch3/1a1aT HEMOCPEACTBEH PUCK 3a MALMEHTa, HAIPUMEp
IMPOMCHHU B CbpJACUYHATa IIGfIHOCT, JUIIAaHETO, HeﬁHOCTTa Ha ICHTpaJIHaTa HCPBHA
CHUCTCMA, WX NPCAHA3HAUYCHHU 34 JUATHOCTUIIHUPAHEC B KIIMHUYHU CUTyalluH, KOIraToO
MALMEHTHT CE HAaMUpPa B HENOCPEICTBEHA ONIACHOCT, B KOMTO CiIydai ce

knacuduiupar B kiac I1b.

AXTHUBHHTE HU3acivs, NpCAHA3HAUYCHHU 1a U3JIbYBAT I’IOHHSHp&H.IO JIBYCHHUEC U
npeaHa3HaYCHU 3a IMArHOCTUYHA UJIU TCPAINICBTHUYHA PAAUOJIOTHA, BKITOYHUTCIIHO
HU3JCIMATa 3@ UHTCPBCHIIMOHHA PAAWOJIOTHA U U3JCIINATA, KOUTO KOHTPOJIHUPAT UIIN
IpocCiacasAaBaT TaKMBa U3ACTIUA W IIPAKO BIUAAT HA TAXHOTO I[CﬁCTBI/IG, Cce KJ'IaCI/I(l)I/IIII/IpaT

B kiac IIb.
6.3. [TpaBuno 11

CodtyepsT, mpeHa3HAUEH Ja OCUTypsiBa MH(OpMAaIHs, KOSTO Ce U3I0JI3Ba 32 B3EMaHETO
Ha peIIeHus 3a TUarHOCTUYHU WM TePareBTUYHU 1IeNH, ce Kinacuduimpa B kiac Ila,

OCBCH B CJIYYauUTC, KOraTo MOCICAUIHNUTC OT TC3U PCHICHUSA MOIraT Ja MPUINHAT:

— CMBPT UJIH H606paTI/IMO BJIOIIaBaHC HA 3IPAaBOCIOBHOTO CHCTOAHUC HA JIMIEC, KATO B

TakbB ciyyal € oT kiac III; nam
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6.4.

6.5.

- CCPUO3HO BJIOHIABAHEC HA 3APaBOCIIOBHOTO CbCTOSAHUEC Ha JIMIC UKW XUPYPruiccKa

WHTEPBEHIINSA, KaTO B TaKbB CiIy4ail ce kinacudunupa B kiac IIb.

CodTyepsT, mpeHa3HAUECH 3a HAOMIOACHNE HA (DU3HOJIOTUYHU MPOLIECH, ce Ki1acuuimpa
B Ki1ac Ila, ocBeH Koraro e npeHa3HayeH 3a HaOJ0ACHNE Ha KU3HEHN (PU3UOJIOTHUHI
napaMeTpH, KOrato OTKJIOHEHHUsATa OT HOpMaTa Ha Te€3M NapaMeTpu MOTarT Jia Ch3/1aaatr

HETIOCPEICTBEH PUCK 32 MAIMEHTa, KaTo B TAKbB Cyvail ce kinacudummpa B kiac Ib.
Bcesikake apyr codryep ce knacudumupa B xiac 1.
[IpaBumno 12

Benuky akTHBHU M3A€Ms, IPEJHA3HAYCHH 3a IIPUJIaraHe B TSUIOTO M/WIIU OTAEISHE OT
HETO Ha JIEKAPCTBEHU IPOAYKTH, TEJIECHU TEYHOCTH UJIU APYTH BEILECTBA, CE
knacuduuupar B kinac Ila, ocBeH korato GyHKIIMOHUPAT MO MOTSHIMAIHO PUCKOB HAUYWH
IIOPAJH €CTECTBOTO HA U3IIOJI3BAHNUTE BEIIECTBA, CbOTBETHATA YAaCT OT TSAJIOTO WJIM HAYMHA

Ha MpujIarane, B KOWTO ciry4ai ce kinacudunupart B kiac IIb.
[TpaBuno 13

Bcuuku octananm akTUBHU U3JICTHS CE KJ'IaCI/I(I)I/II_II/IpaT B kiac I.
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7.1.

7.2.

7.3.

CIIELHIUAJIHU TTPABUJIA
[IpaBuno 14

Benuky u3nenus, KOMTO BKIIIOYBAT KaTO HEPA3/eIHa 4acT BEIECTBO, KOETO pU
CaMOCTOsITeNIHA yoTpeda MOXKe Ja C€ CUMTA 3a JIEKAPCTBEH MPOIYKT ChITIACHO
orpeenieHneTo B wieH 1, Touka 2 ot Jupexktusa 2001/83/EQO, BKIIOUNTETHO JEKapCTBEH
MIPOJYKT, IPOU3BOJIEH OT YOBEUIKA KPbB MJIM YOBEIIKA IJIa3Ma [0 CMHUChJIa Ha
ornpezeneHueTo B wieH 1, Touka 10 oT chilata AMPEKTUBA, C IEUCTBUE, KOETO €

CIIOMAaraTeiHo TI0 OTHOIIICHWE Ha TOBA Ha M3JIeNusTa, ce Kiacudumupar B kiac I11.
[IpaBumno 15

Bceunuku n3nenus, npeiHa3sHa4eHU 32 KOHTPALEIUs WM IPeaa3BaHe OT IIPEJaBaHU 110
NOJIOB BT OoJiecTH, ca oT kiac IIb, ocBeH koraTo ca MMIUIAHTHPYEMU HITH ca MHBa3UBHH

U37IeNUs 32 MPOJBIDKUATENHA YIIoTpeOa, B KOHTO citydai ce kinacudumupart B kiac 1.
[IpaBumo 16

Bceuuku uznenus, cenuaiHo nMpeaHa3HaueHu 3a 1e3uHEKITs, TOYNCTBaHEe, U3TUIAKBaHE
WJIH, KOTaTo € He0OX0AUMO, 32 XUAPATUPAHE HA KOHTAKTHH JIEIIH, ce Kiacuuuupar B

kiac IIb.
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7.4.

7.5.

Benuku n3nenis, CrieluaiHo MpeIHa3HAYCHH 32 Je3UH(EKIIHS HITH CTePUITH3AIIHS Ha
MEIIMIIMHCKY U3Ieus, ce kinacudunupart B kiac Ila, ocBeH korato ca ne3uHdeKupanu
pa3TBOPU MJIM MAITMHU 32 U3MUBAHE U IE3MH(EKIHS, CTICHUATHO peHA3HAYCHH 3a
ne3uH(peKIHs Ha MHBA3UBHH U3JI€TIUS KaTO MOCeeH eTamn oT o0paboTkaTta, B KOWTO

ciryuait ce kinacudunupart B kiac IIb.

HpaBI/IJ'IOTO HC CC MMpujiara 3a usacjausiaTa, NpeJHa3HauCHU 3a IIOYMCTBAHC CaMO IO

(bmnqecxn II'bT HA U3OCIINUA, PA3JIMYHU OT KOHTAKTHHUTC JICIIIH.
[IpaBumno 17

I/ISI[GJII/IHTEI, CIICIUAIIHO NPCAHA3HAUCHHU A 3allMCBAT JUArHOCTUYIHU I/1306pa)KCHI/I$[,

TeHEepHpaHH OT PEHTI€HOBH JbUH, ce Kiacuduimpar B kiac Ila.
[IpaBuino 18

Beuukn U3aC, NpOU3BCACHHU C U3IMOJI3BAHC HA ThbKAaHU HUJIN KJICTKU OT YOBCIIKH WJIN
KUBOTUHCKH MPOU3XO UM TEXHU MPOU3BOJIHU, KOUTO Ca HEKU3HECTIOCOOHU HIIU ca
HaIrpaBeHH HEXKU3HECTIOCOOHH, ce kKinacupunmpart B kiac 11, ocBen koraTo nznenusara ca

MPOU3BCACHU YPC3 U3IO0JI3BAHC HAa ThKAHU WJIN KJICTKH OT KUBOTHHCKHU IIPOU3XOJA UIIN

TCXHHU IIPOU3BOAHU, KOUTO Ca HEKHM3HECIIOCOOHH WM ca HaIlpaBCHU HG)KI/I3HGCHOCO6HI/I, n

Cca MpCAHA3HAUCHU 34 KOHTAKT CaMO C HCYBPCACHA KOKa.
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7.6. [Ipasuiio 19

Bewuku uznenust, ChabpiKaIii WKW ChCTOSIIN C€ OT HAHOMATEepUalii, ce KiIacupuIupaT

BBB .

— KJ1acC IH, AKO IMPUTECIKABAT I'OJIAM WJIA CPECAHO I'OJISIM IMOTCHIUAJI 3@ BBTPCIIHO

00JIbYBaHE;
— kiac [Ib, ako mpuTexaBaT MaTbK OTEHITHAN 32 BETPEIIHO 00JIbYBAHE; H

— kiac Ila, ako mpuTexaBat MpeHEOPEKUMO MATHK TOTSHITUA 32 BHTPEIIHO

o0p4BaHe.
7.7. [IpaBumno 20

Bcuuky npoHUKBAIU IIPE3 TEIECHUTE OTBOPU MHBA3UBHU U3JEIUs, C U3KIIIOUCHNUE HA
XUPYPIUYHUTE, KOUTO Ca MPEIHA3HAYCHU 3a IIPUJIaraHe Ha JICKapCTBEHU IIPOLYKTU 4pe3
BIUIIIBaHe, ce Kiacuduiupar B kiac [la, ocBeH ako HAYMHBT UM Ha JIEHCTBUE UMa
CBIIECTBEHO Bb3/ICICTBHE BbPXY €(PUKACHOCTTA U OE30MIACHOCTTA Ha NMPHIIOKEHHUS
JICKapCTBEH MPOLYKT WM T€ ¢a IPEIHA3HAYCHU 3a JICYCHUE Ha )KMBOTO3aCTpallaBally

CBhCTOSIHUS, B KOUTO city4aii ce kinacudumupart B kiac [Ib.
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7.8. [IpaBuno 21

I/ISILCHI/IHTa, CbCTAaBCHHU OT BEUICCTBA UJIIN KOM6I/IHaHI/II/I OT B€IICCTBA, KOUTO Ca
npeaAHa3HAUCHU 1a 6’[:,[[8.T BBBCJACHU B HOBCHIKOTO TAJIO ITPE3 TCICCCH OTBOP WX 1a 6’I>I[aT
MPUIIOKCHU BBPXY KOKAaTa U KOUTO CC a6cop61/1paT OT YOBCIIKOTO TAJIO UJIN CC

PasnpbCKBAT JIOKAJIHO B HETO, CC Knacn(bnunpaT BbB:

—  kuac III, ako Te nim mpoAyKTUTE HA TEXHUS METa0OIN3bM ce abcopoupar

CUCTEMATUYHO OT YOBCIIKOTO TAJIO C LCJI a CC U3IIbJIHHU MMPCAHA3ZHAUCHUCTO,

— kiac 11, ako ca U3MbIHUIM PEIHA3HAYECHUETO CH B CTOMAaxa MJIM JOJIHATa 4acT Ha
CTOMAIITHO-YPEBHUS TPAKT U T€ WIN MPOIYKTHTE HA TEXHUS METaOOIHU3bM ce

abcopOupaT CUCTEMATUYHO OT YOBEIIKOTO TSUIIO;

— kiac Ila, ako ce mpuarat BbpXy KoXKaTa WM ako ce yrnoTpeOsBaT B HOCHATa MU
yCTHaTa KyXHHa 70 (hapruHKCa ¥ U3MBIHABAT NPEIHA3HAYCHUETO CH Upe3

BB3JICHCTBUE BbPXY T€3U KyXHHH;
- kiac [Ib BbB BCHYKHM OCTaHAIH CITy4Yau.
7.9. [IpaBuno 22

AKTHUBHMTE TEPANEBTUYHU U3/EUS C MHTEIpUpaHa Uiu BrpaJicHa JUarHoCTUYHA
(GYyHKIMA, KOSITO ONpeesis B 3HAUUTENHA CTETNICH YIPaBICHUETO HA )KU3HEHUTE (PyHKITUH
Ha [TAUEHTA OT U3JEINETO, KATO HAIIPUMEDP CUCTEMUTE ChC 3aTBOPEH LIUKBJI WIIU

aBTOMAaTU3MPAHNUTE BHHIIHU Jeduldpunatopu, ce kinacudunupar B kiac I11.
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HPUJIOKEHUE IX

OLEHABAHE HA CbOTBETCTBUETO BbH3 OCHOBA HA
CUCTEMA 3A VIIPABJIEHUE HA KAYECTBOTO
N OLIEHABAHE HA TEXHUYECKATA JOKYMEHTAILIMA

I'1ABA T

CHCTEMA 3A YIIPABJIEHUE HA KAYECTBOTO

1. [IpousBoguTenaT cb3fasa, JOKYMEHTHPA U BbBEK/1a CUCTEMA 3a YIIPaBICHUE Ha
KauecTBOTO chIilacHo uiieH 10, maparpad 9, u noaabppxa HeilHaTa eheKTUBHOCT O BpeMe
Ha LeJINS eKCIUIOATAIllMOHEH CPOK Ha ChOTBETHHUTE M31enus. [Ipon3BoanTensT ocurypsisa
MPUJIaraHeTO Ha CHCTEMATa 3a YIpaBJIeHHE Ha Ka4eCTBOTO ChITIACHO Pa3fel 2, KaTo T

MOJITICKH HA OJTUT, KAKTO € MPeIBUACHO B pa3aenu 2.3 u 2.4, 1 Ha HAaA30pa, OCOUYECH B

pasnen 3.
2. OreHsiBaHe Ha cUCTEMAaTa 3a yIPaBJICHHE HA KAYECTBOTO
2.1. [TpousBoauTeNAT MTO1aBa JO HOTH(UIIMPAH OPTaH 3asBJICHUE 32 OIICHSIBAHE HA CUCTEMATa

3a YIIPaBJICHUC HA Ka4C€CTBOTO. 3asIBIICHHETO BKJIIOYBA:

— HMCETO Ha NPOU3BOAUTECIIA U aApeCa HAa HCTOBOTO PErUCTPHUPAHO MACTO HA CTOIIAHCKA
JEWHOCT U BCEKH JONBIHUTEICH MMPONU3BOACTBCH O6€KT, 00XBaHAT OT CHCTEMATAa 3a
YHOpaBJICHUC HA KAYCCTBOTO, a B CJIyHYaUTC KOTaTO 3ad4BJICHUCTO HA IIPOU3BOJUTCIIA €
nmogaacHoO OT HETOBHA YIIBJIHOMOIICH NPECACTABUTECII — UMCTO Ha YII'bJIHOMOIIICHU A
MpEaACTAaBUTECI U aIp€Ca HAa PCTUCTPUPAHOTO MACTO Ha CTOIMAHCKA JIEHMHOCT Ha

YIOBJIHOMOIICHUA TPCACTAaBUTCII,
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- dj1aTa CbOTBETHA I/IH(i)OpMaIII/ISI 3a U3ACIIUCTO WM I'pyniaTa U3aciius, 00XBaHATHU OT

cucTeMara 3a yrnpaBJICHUC Ha KAYECTBOTO,

— MMUCMCHA JCKJIapalus, Y€ HC € [I0JaBaHO 3a4BJICHUC 10 ApYyT HOTI/I(I)I/II_II/IpaH OpraH 3a
CblIaTa CUCTEMaA 34 YIIPABJIICHUC Ha KAaYCCTBOTO BbB Bpb3Ka C U3ACIUCTO, UJIHU
HH(bOpMaLIPISI 3a BCJAKO C€JHO MPCAXOAHO 3asBJICHUC 3a ChIlaTa CUCTCMaA 3a

YHOpaBJICHUC HA KAYCCTBOTO BB BPb3Ka C U3ACIIMCTO,

— npoekT Ha EC neknapanus 3a CbOTBETCTBHE ChINIacHO wieH 19 u npunoxenue [V 3a

Mojela u3jienre, 00XBaHaT OT MPOIEypaTa 3a OlleHsBaHE HAa CbOTBETCTBUETO,

— AOKYMCHTalUATa OTHOCHO CUCTEMATA 3a YIIPABJICHUC HAa KAYCCTBOTO Ha

IMPOU3BOAUTCIIA,

- JAOKYMCHTHPAHO OIMMMCAHWC HAa BbBCACHUTEC NMPOUCAYPH 3a U3IIBJIHCHUC HA
3aABJDKCHUATA, IPOU3THUYAIIN OT CUCTEMATA 34 YIIPABJICHUC HAa KAQUCCTBOTO U OT
HN3HWCKBAaHUATA IO HACTOAIUA PETIIAMCHT, KAKTO M Ha aHTAXXUMCEHTA OT CbOTBCTHUA

MIPOM3BOUTEN 32 MPUIIATaHETO Ha TE3U MPOLEAYPH,

— OIMMCAHUC Ha BBBCACHUTC MPOLCAYPU, KOUTO I'apaHTUPAT 3alla3BaHCTO Ha
aJICKBATHOCTTA U e(beKTI/IBHOCTTa Ha CUCTCMATa 3a YIIPaBJICHUC HA KaUCCTBOTO, U HA

AQHra)KMMEHTA OT IIPOU3BOAUTEIS 3a IIPWIATaHETO Ha TE3U IIPOLELYPH,

— JIOKYMEHTaIMATa 3a CUCTEMAaTa Ha MPOU3BOAUTENS 32 HAL30p clie yCKaHe Ha
naszapa, KakTo 1 — ako € npuioxkumo — 1uiana 3a KIIIII, u BpBeaenure npouenypu
3a OCUTypsIBaHE Ha M3MBIHEHHUE Ha 3abJKCHUSTA, TPOU3TUYAIIN OT pa3nopeaoure

3a nmpocieasiBaHe Ha 0e30MacHOCTTa B WieHOBe 87—92,
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- OTHCaHue Ha BHBEJCHUTE MPOLICIyPH 3a aKTyaIM3upaHe Ha cUCTeMaTa 3a HaJa30p
cJeq myCKaHe Ha masapa, 1, ako € puioxumo, Ha tuiana 3a KIIIIII, u onucanue Ha
MPOLEAYPHUTE 32 OCUTYpSIBaHE Ha U3MIBIHEHNUE HA 3abJKCHHUSTA, TPOU3TUYAILN OT
pasmnopenodure 3a mpociensBaHe Ha 0e30MacHOCTTa B WieHOBe 87—92, KaKTo U Ha

AHTA)KUMCHTA HAa NIPOU3BOJUTCIIA 3a IIPUJIAraHETO HAa TC3U MMPOLCAYPH,
- JOKYMCHTAI M 3a IJIaHa 3a KIIMHUYHAaTa OLCHKA, 1

- OIMMMCAHUC Ha BBBCACHUTC MMPOLUCAYPHU 3a AKTyaJIM3UPAHEC HaA IJIaHA 3a KIIMHWYHAaTa

OII€HKa, KaToO C€ OTUYHUTaT Hall-HOBHTE HAay4YHH JOCTHXXCHUS.

2.2. BbBexxganeTo Ha cucteMara 3a yIpaBJIeHHe Ha KaYeCTBOTO FrapaHTUpPa CIIa3BaHETO Ha
HACTOSIIIUS perjJaMeHT. BCUUKH eIeMEeHTH, U3UCKBAHUS U MPENMCAHUS, IPUETH OT
MIPOU3BOUTEIS 32 HEroBaTa CHUCTEMa 3a YIPABJICHUE Ha KAUeCTBOTO, CE IOKYMEHTHUPAT
PEIOBHO U CUCTEMATHYHO 011 (popmaTa Ha HAPBUYHUK 110 KaU€CTBOTO M MHUCMEHU
MOJINTUKU U TPOLEAYPH, HAIPUMEP MPOTrpamMu 1o Ka4ecTBOTO, IIIAHOBE MO KaueCTBOTO U

PETUCTPH 110 KAa4eCTBOTO.
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OcBeH TOBa JOKYMCHTAMATA, KOATO CC MPEACTAaBA 3a OLICHABAHC HAa CUCTEMATA 3a

YHpaBJICHUEC HA KAYE€CTBOTO, BKIIFOYBA MO-CIICHHUATIHO IMOAXOAAIIO OINMMCAHNUEC Ha:
a) HCJIIUTC HAa TPOU3BOAUTEIIA 110 OTHOLICHUEC HAa KaUC€CTBOTO,
6) OopraHu3anusiaTa Ha JEMHOCTTA U IO-KOHKPETHO!

— OpraHM3alMOHHATa CTPYKTYpa C paslpeieeHue Ha OTTOBOPHOCTUTE Ha
NepCcOoHaIa [0 OTHOLIEHHE Ha KpUTUUHUTE TPOLEAYPH, OTTOBOPHOCTUTE Ha

PBKOBOAHUA CbCTAB U HCTOBUTC OPraHU3allMOHHU ITPABOMOIIM,

- METOJHUTE 3a Ha6J'IIOZ[eHI/Ie AOKOJIKO CUCTEMaTa 3a YIpaBJICHUC Ha KAYCCTBOTO
q)YHKLII/IOHI/Ipa e(l)eKTI/IBHO, H IIO0-CIICIMAIHO CIIOCOOHOCTTA Ha Ta3u CHCTEMA Ja
OCUTYPH KCJIaHUA MMPOCKT U KAYCCTBO HA U3JACTINCTO, BKIIFOUUTCIIHO KOHTPOJ

Ha U3ACJIuATa, KOUTO HC OTTOBAPAT HA USUCKBAHUATA,

- KOTaTO MPOEKTHPAHETO, MPOU3BOICTBOTO W/MIJIHM KpaifHaTa MpoBEpKa
W3MHATBAHETO HA U3JICITUATA WM TEXHUTE KOMIIOHCHTH C€ M3BBPIIBAT OT JAPYTO
JUIe— ONMHUCaHWe HAa METOJINUTE 3a HaOJt0IeHne Ha e(DEeKTHUBHOTO
(GYHKIIMOHMPAHE Ha CUCTEMATa 3a YIpaBJICHHUE Ha KAYECTBOTO M IMO-KOHKPETHO

Ha BUJa " o0xBaTa Ha npujaraHvugd KbM TPETOTO JIMIC KOHTPOJ, U
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- KOraTo nmpou3BOAUTCIIAT HAMA PETUCTPHUPAHO MACTO Ha CTOIMAHCKA JIIEHHOCT B
AbpiKaBa YICHKA, IPOCKTA HAa IIBJIHOMOIIUETO 3a OIIPCACIAHE HA
YIOBJIHOMOMICH MPEACTABUTEII U TMCMO 3a HAMCPCHUC OT YII'bJIHOMOIIICHUSA

MMPEACTAaBUTCII 3a IPUEMAHC HaA ITBJIHOMOIIHUECTO,

B)  NPOIEIypUTE U TEXHUKHTE 32 HAOIIOIEHUE, IPOBEPKA, BAIUANPAHE U KOHTPOI HA
IIPOCKTUPAHETO HA U3JIEIUATA U CHOTBETHATA JOKYMEHTALMS, KAKTO U JAHHUTE U
3alUCUTE, MPOU3THYAIIY OT T3 NPOLEAYPHU U TEXHUKHU. Te3n npouenypu u

TECXHUKU O6XBaHIaT IMO-KOHKPETHO!:

—  CTparerusTa 3a ChbOTBETCTBHE C HOPMATUBHHUTE M3UCKBAHUSI, BKIFOUUTEITHO
IPOIIECUTE 3a ONpeAeTHE HA ChOTBETHUTE NTPABHU U3UCKBAHUS,
KBaJH(PHUKAIMATA, KIACUPHUIMPAHETO, OOPAaBEHETO C EKBUBAJICHTHOCTTA,
n300pa Ha MPOLETypHUTE 3a OLIEHIBAaHE HA CbOTBETCTBUETO U TSIXHOTO

CIa3BaHe,

- OIPENIENISIHETO Ha NMPHIIOKUMUTE OOIIM U3UCKBAHUS 3a 0€30M1aCHOCT U
JIEACTBHE U PELICHUATA 33 TAXHOTO U3IBJIHEHHE, KAaTO C€ B3eMaT IIPEIABU]
npuioxumute OC u, B ciaydaii e ObaaT n30paHu TaKUBa, XapMOHU3UPAHUTE

CTaHIAPTH WJIU IPYTH TIOIXOSIIN PCIICHUS,

—  yHpaBJIEHUE Ha PUCKA CBIVIACHO pa3zien 3 OT npuiioxkeHue I,
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- KJIMHUYHATA OLIeHKa 110 uieH 61 u npunoxxenue X1V, BKIIOUYUTEIHO

KIIMHUYHOTO ITPOCJICASABAHE CJICA ITYCKAHE Ha I1a3apa,

— peaicHusATa 3a UBIIBJIHCHUC Ha ITPUIIOKUMHUTEC CHCI_II/I(l)I/I‘IHI/I HU3KUCKBAaHUA 110
OTHOIICHHEC HA MPOCKTUPAHECTO U I/I3pa6OTBaHeTO, BKIIFOUMTCIIHO IIOAXOAAIIIaTa
MPCAKIMHUYHA OLICHKA, TO-KOHKPCTHO U3UCKBAHUATA I10 I'JIaBa II oT

npuiioxenue I,

- pelIcHuATa 3a U3ITBJIHCHHUEC HA MIPHUITOKUMUTC CHGHH(bHHHH HN3HUCKBAaHHA 110
OTHOIICHHEC Ha I/IH(bOpMaHI/IHTa, KOATO C€ MPEAOCTABA C U3ACIUECTO, I10-

crienManHo u3nckeanusra o rinasa Il or npunoxenue I,

— pa3paboOTEHUTE U aKTyalIM3UPAHU MPOIIETypH 33 UACHTU(DHUKAIUS HA
U3JISITUETO Ype3 YePTEIKU, CICITUPUKAIIUN W APYTH TOIXOSIIA JOKYMEHTH

Ha BCCKU MPOMU3BOACTBEH C€TAIl, U

— yIOpaBJIEHUETO HA MPOMEHUTE B MIPOEKTa WIIM B CUCTEMATa 3a yIpaBlIeHUE Ha

Ka4dye€CTBOTO, KaKTO U

I)  IpoBepKara M TEXHUKUTE 3a OCUTYpsiIBAaHE HA Ka4eCTBOTO HA MPOMU3BOJCTBEHUS €Tall,
U TI0-KOHKPETHO MPOLIECUTE U MPOLEAYPUTE, KOUTO TPSIOBA J]a ce U3MOI3BAT, MO-

CIICHUAIIHO BbB BPB3Ka CHC CTCpUIIM3alUATA, U CbOTBCTHUTC JOKYMCHTHU; U
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)  TOAXOMSIINTE U3MUTBAHUS U TECTOBE, KOUTO TPsAOBA /1a ObAT MIPOBEACHH MPE/IH, IO
BpEME Ha W CIIe]l MPOU3BOJACTBOTO, YECTOTATA HA MTPOBEXKAAHE U U3MTUTBATEIIHOTO
o0opyaBaHe; TpsiOBa J1a € BH3MOXKHO MOJAXOASIIO0 MPOCIeAsIBaHEe Ha KaIMOpUpaHEeTo

Ha U3IIMTBATCIHOTO 06opyz(BaHe .

OcBeH TOBa MPOU3BOUTEIIAT MPEAOCTaBA HA HOTU(PULIMPAHUS OpraH JOCTBII 710

TEXHUYeCKaTa JOKyMeHTauus 1o npuioxxenus 11 u I11.
2.3. Opur

Hotuduuupanust opran onutupa cuctemMaTa 3a yrnpaBlieHHE Ha KaueCcTBOTO, 3a Ja
OTIpeieNin Aalu TSI OTrOBaps Ha M3UCKBaHUsATA 1Mo pazzaen 2.2. Korato mpon3BoauTensT
M3M0J13Ba XapMoHu3upaH ctanaapt uin OC, cBbp3aHU ChC CHUCTEMAaTa 3a YIPaBICHUE Ha
KaueCTBOTO, HOTU(DUIIUPAHUAT OPTaH OIEHSIBA CHOTBETCTBUETO C TE3U CTAHAPTH WIIH C
OC. HotudumupaHusT opran npremMa, 4e CUCTeMa 3a YIpaBJICHHEe Ha Ka4eCTBOTO,
OTroBapsiia Ha ChOTBETHUTE XapMOHU3UpaHu ctanaaptu win OC, oTroBaps Ha
M3HMCKBaHUATA B 00XxBata Ha cTranaapture win OC, 0OCBeH KOraTo HaJIeHO € 000CHOBAJ

MIPOTHUBHOTO.
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OputHata rpyna Ha HOTU(ULIMPaHUs OpPraH BKIIOYBA Hall-MaJKo €IMH YJIEH C MPEAX0JIEH
ONUT B OLICHKUTE Ha ChOTBETHATA TEXHOJOTHS B ChOTBETCTBUE C pazaenu 4.3—4.5 ot
npunoxkenue VII. Korato To3u onut He € HEMOCPEICTBEHO OUEBHICH WIIH MPHIIOKUM,
HOTHU(HUIMPAHUAT OPTaH MPEIOCTaBs TOKyMEHTHpaHa 0OOCHOBKA 3a ChCTaBa Ha Ta3H
rpymna. [Ipoueaypara no oueHsiBaHe BKJIIOYBA OJAUT Ha 0OEKTUTE HA MPOU3BOJUTENS U aKO
c HCO6XOI[I/IMO, Ha O6€KTI/ITC Ha JOCTABUUIIUTC I/I/ WA ITIOAUBITBJIHUTCIINTC HA

MIPOU3BOAUTCIIA, 3a MPOBEPKA HA IIPOU3BOACTBCHUTC U APYTUTC CbOTBCTHU ITPOLICCH.

OcBeH ToBa, nipu u3aenuaTa ot kiac Ila u xknac IIb onensBaneTo Ha cucremara 3a
YIPaBIEHUE HA KAUECTBOTO CE NMPUAPY’KaBa OT OLCHABAHE HA TEXHUYECKATA
JOKYMEHTAIUS 3a U3JIeNIUATA, TOI0OpaH Bb3 OCHOBA Ha MPEACTaBUTENIHA U3BAJIKA, B
chOTBeTCTBUE C pazaenu 4.4—4.8. Ilpu u3bopa Ha MpeaCTaBUTEIHN 00pas3Lu
HOTU(QULMPAHUAT OpPTraH B3eMa MpeaBU]l Iy OIMKyBaHUTE HACOKH, U3rorBeHu ot KI'MU
chritacHo wieH 105, u mo-crenuaiHo HOBOCTTAa Ha TEXHOJIOTHATA, CXO/ICTBATa B
IIPOEKTHUTE, TEXHOJIOTUATA, METOAUTE 3a IPOU3BOJICTBO U CTEPUIN3ALINSA,
IIPEIHA3HAYEHUETO U PE3YIATATUTE OT BCUYKU CHOTBETHU NPEAXOJAHU OLICHIBaHMS,
HampuMep MO OTHOILICHHWE Ha (GU3MYHH, XUMUYHU, OMOJIOTHYHY UM KIIMHUYHU CBOMCTBA,
KOUTO ca OMJIU MPOBEJICHU B CbOTBETCTBUE C HACTOSIIHUS periiaMeHT. ChOTBETHUSAT

HOTU(UIMPAH OPTraH JOKYMEHTUpPAa 000CHOBKAaTa CH 3a B3€TUTE 00pa3Lu.
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AKo cucTtemara 3a ynpapJj€HHE Ha KaueCTBOTO OTIOBapsl HA CbOTBETHUTE pa3nopeadu Ha
HACTOSIIUS PETJIAMEHT, HOTU(ULMPAHUT opraH u3aasa ceptudukar 3a EC cucrema 3a
yIpaBlieHUE Ha KauecTBOTO. HoTuduuupanust oprad yBeJoMsiBa MPOU3BOAUTENS 32
pelIeHneTo cu Aa u3aaje ceprudukara. Pemenrnero cpabpka 3aKII0YCHUATA OT OIUTA U

MOTUBHPAH JOKJIAd.

2.4. CBOTBETHHAT POU3BOIUTEN HH(POPpMUpPA HOTU(DUIPAHHS OPTaH, OJJOOPUI CUCTEMaTa 3a
yIIpaBJIeHNE HA Ka4eCTBOTO, 3a BCEKH IUIAH 32 CHIIECTBEHH IIPOMEHH B CHCTEMATa 3a
yTpaBJIeHNE HA KaYeCTBOTO WIJIM B ramMata oT o0xBaHatu u3aenus. Hotudummpanusar opran
OLICHSIBA TIPE/ITIOKEHUTE TIPOMEHH, OTIpeeNisi HEOOXOAUMOCTTa OT JOIIBIHUTEIHH OJTUTH
MIPOBEPSABA AU e/ Te3W MPOMEHH CUCTEMaTa 3a YIPaBJICHUE Ha KaYeCTBOTO
IIpOJBbJKaBA /1a OTTOBaps Ha U3UCKBaHMTA 10 pasaen 2.2. Toi yBenomsBa
MIPOM3BOAUTENS 3a PELICHUETO CH, KaTO IIOCOYBA 3aKITIOUCHUATA OT OL[CHABAHETO U aKO €
MPUIIOKUMO, 3aKITIOUYEHHATA OT JONBIHUTETHUTE oaAnTH. O100peHneTo Ha BCsKa
CBIIECTBEHA MPOMSIHA B CHCTEMaTa 3a YIpaBJIeHHE Ha Ka4eCTBOTO MM B TaMaTa OT
00XBaHATH U3JIENINs Ce U3BBPILBA MO (popMaTa Ha JOIMbIHEHHE KbM cepTudukara 3a EC

cUCTeMarTa 3a yIpaBJICHUE Ha KAYECTBOTO.
3. OneHsBaHe Ha HAA30pa, IPUIOKHUMO 3a u3nenusara ot kiuac Ila, kmac IIb u knac 111

3.1. [lenra Ha HaA30pa € Aa ce rapaHTUpa, Y€ NPOU3BOJUTEIAT HAJICKHO U3ITBIHSABA

3aABJDKCHUATA, IPOU3TUYAIIIN OT oz[o6peHaTa CHUCTEMaA 3a YIPaBJICHHUEC HA KAYECTBOTO.
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3.2 [IpousBoauTenar qaBa Ha HOTU(QUIMPAHUS OpraH pa3pelleHue 1a IPOBEXKIa BCUUKU
HEOO0XOAMMU OJUTH, BKIIOUUTETHO OJUTH Ha MSICTO, U My IPEAOCTAaBs Ls1aTa CbOTBETHA

uHpoOpMaIHs, 1 MO-KOHKPETHO:
—  JIOKyMEHTalUsATa OTHOCHO CHCTEMarTa 3a YIpaBJeHHE Ha KauyeCTBOTO,

- AOKYMCHTalMATa 3a BCHYKU KOHCTATAllUU U 3aKITFOUYCHUS OT NPUJIAaraHCToO Ha IJIaHa
3a HaJ30p CJel MyCKaHe Ha naszapa, BKiIrounTenHo miana 3a KIIIII, no otHomenune
Ha MPEJICTABUTEIHA 00Pa3IH OT U3JEINHs, U OT MPUIIATAaHETO Ha pas3lopeaduTe 3a

npociieiiBaHe Ha 0€30MacHOCTTa 10 YieHoBe 87—92,

— JAaHHUTE OT 4aCTTa Ha CUCTEMATA 3a YIIPABJIICHUC Ha KAaUYCCTBOTO BbB BPb3Ka C
MMPOCKTUPAHCTO, KAaTO PC3YJITATU OT aHAJIN3U, U3UUCIICHUSA, U3IUTBAHUS U BB3IIPUCTU

pEelIeHNs OTHOCHO YIIPABJIEHUETO HA PUCKA 110 pa3jzien 4 oT npuioxeHue I,

— JAaHHUTC OT 4aCTTa Ha CUCTEMATA 34 YIIPABJICHUC Ha KAUYCCTBOTO BBB BPb3Ka C
IMPONU3BOACTBOTO, KaTO JOKJIaJAW OT KOHTPOJI I1IO0 Ka4E€CTBOTO U JaHHU OT U3IIUTBAHMA,
JaHHH OT KaJ'II/I6pI/IpaHC, KakKTO M 3aIlMCH 3a KBaJ'II/I(i)I/IKaI_[I/IHTa Ha CbOTBCTHUA

IepcoHal.
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3.3.

3.4.

[leproanyuHo 1 Hali-ManKo Ha Bceku 12 mecera HOTU(PUIIMPAHUTE OPTaHU U3BBPILBAT
MOJIXOASIIY OAUTH U OLIEHsABAHE, 32 J]a C€ YBEPAT, Y€ CbOTBETHUAT IPOU3BOAMTEIN ITpUIara
oJo0peHaTa cUCTeMa 3a YIIpaBJIeHHE Ha KaueCTBOTO U IJIaHA 32 Ha/130p ClIe] yCKaHe Ha
nazapa. Te3u oIuTH 1 OLleHsIBaHE BKJIIOYBAT OJUTH B OOEKTUTE HA MPOU3BOJUTENS U, aKO €
MPUIIOKHUMO, B 00EKTUTE Ha JTIOCTABYUIIMTE W/HWIIU MOANU3IIBIHUTEIUTE HA TIPOU3BOIUTEI.
[Ipu Te3u oauTH HA MACTO HOTU(PULIIMPAHUAT OpPraH, ako € He00X0JUMO, IPOBEXKAA UITU
M3MCKBA MPOBEXK/IaHETO HA U3MUTBAHUS, 3a /1a IPOBEPH J1ajll cUCTEMaTa 3a yIpaBJlIeHHUE Ha
KayecTBOTO ()YHKIIMOHMpa MpaBuiIHO. Toil mpeocTast Ha MIPOU3BOANTENS AOKIA OT

HaA30pHHA OAUT, a aKO € MPOBCKAAHO U3IUTBAHC — JOKJIaZ OT U3IIUTBAHCTO.

Haii-mManko BeAHBXK Ha MET TOAWHU HOTH(GULIMPAHUAT OpraH U3BbPILIBA HA CIIy4acH
MIPUHITUI BHE3AITHU OJMTH HA MSCTO Ha MPOU3BOIUTEIS U, aKO € IeJIeChoOpa3Ho, Ha
JOCTaBYUIIUTE W/WIIN TIOAU3ITBIHATEINTE Ha TPOU3BOIUTENS, KOUTO MOTAT J]a C€ ChYeTasiT
C IEpUOJNYHOTO OLIEHABAHE HA HAJ30pa IO pa3jen 3.3 WK Jja ce U3BbPIIBAT B
JOI'bJIHEHHE KbM Hero. HoTuguuupaHusaT opral U3roTss IUIaH 3a TE3U BHE3AIIHU OJUTH HA

MACTO, HO HE T'O csonaBa Ha IMPOU3BOAUTCIIA.
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3.5.

[Ipu Te3u BHE3aITHU OAUTH HA MSCTO HOTH(DHIIMPAHUAT OPraH U3BHPINBA N3IHUTBAHE HA
MOAXOAIIN 00pa3y OT MPOU3BEACHUTE M3JCIHS WIIH MOAXO 1A U3BaIKa OT
MIPOU3BOJCTBEHHUS MPOIIEC, 32 Ja CE€ MOTBBPAM, Y€ POU3BEKIAHOTO U3/IETIUE OTTOBAps Ha
TEXHUYECKaTa JOKYMEHTAIUs, C U3KIIIOUEHHE HA U3/ENIUATA, IOCOUYEHHU B UJIeH 52,
naparpad 8, Bropa anuHes. [Ipeay BHe3aneH OAUT HA MSCTO HOTH(PHUIIMPAHUST OPTaH

YTOUHSIBAa ChOTBETHUTE KPUTEPUH 32 B3€MAaHE HA 00pa3Iy U MPOLIeypaTa 3a U3MHUTBAHE.

BMmecTo mocoueHOTO BBB BTOpa alMHEs B3eMaHe Ha 00pasly WU B TOITBJIHEHUE KbM HETO
HOTU(UIMPAHUAT OPraH B3eMa 00pa3Liy OT U3/EIHsITa Ha [1a3apa, 3a 1a IpOBEpH Jalu
IIPOU3BEXKIAHOTO U3ZEIINE OTrOBapsl HAa TEXHUYECKaTa JOKYMEHTalus, C U3KIIYECHHUE Ha
U3JeNnuATa, IOCOYEHH B WwieH 52, maparpad 8, Bropa anuHes. [Ipeau B3emanero Ha
00pa3ny CbOTBETHUAT HOTH(PULIMPAH OpPTaH YTOYHSIBA ChOTBETHUTE KPUTEPUH 32 B3EMaHe

Ha 00pa3iy U NpoleaypaTa 3a H3MUTBAHE.

HoTtudunmpanusar opran npeaocTass Ha CbOTBETHHS TIPOU3BOIUTEN JOKIIAl OT OJUTa Ha

MSCTO, KOWTO BKJIIOUBA, aKO € MPUIIOKHUMO, pe3yiTaTa OT U3MUTBAHETO Ha oOpazera.

3a u3nenus ot kiac Ila u knac IIb onensiBaneTo Ha Hag30pa BKIIIOUBA U OLICHSBAHE Ha
TEXHUUYECKATa JOKyMEHTALMsSI ChITIacHO pa3aenu 4.4—4.8 3a CbOTBETHOTO(UTE)
uzaenue(s) Bb3 OCHOBA Ha JOIIBJIHUTEIHH MPEJICTABUTEIHA 00pa3iy, n30paHu B
CBHOTBETCTBUE C 00OCHOBKATA, KOSTO HOTU(PHUIIMPAHHUAT OPTaH TOKYMEHTHPA ChIIIACHO

pazzgen 2.3, BTopa ajquHes.
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3.6.

3.7.

3a uznenus ot kiac Il onensBaHeTo Ha Ha/J30pa BKIKOYBA U U3MUTBAHE HA 0JJ00pEHUTE
YacTU W/UIIM MaTepuali, KOUTO ca OT OCHOBHO 3Ha4E€HHUE 3a 1IEJI0CTTA Ha U3/IEIHUETO,
BKJIIOUUTEIIHO, aKO € 11eJIeChoOpa3Ho, MPOBEPKa Al KOJIUYECTBOTO MPOU3BEICHH WM

npoaagcHu 4aCTu H/unu MaTepHraJId CbOTBECTCTBAT Ha KOJIMYCCTBOTO I'OTOBU U3CIINA.

Hotudunupanust opran rapanTipa, 4 ChCTaBbT HA TPYIaTa 3a OLICHSIBAHE € TaKbB, Ue ca
OCHTYPEHH HYXKHUST OITUT B 00JIACTTA HA OI[CHIBAHETO HA U3JCIIUATA, CHCTEMUTE U
MPOIIECUTE, HETIPEKbCHATaTa OOEKTUBHOCT U OE3MPUCTPACTHOCT; TOBA BKIIIOUBA POTAIIHS
Ha MOAXOASAIIN MHTEPBAJIM HA WICHOBETE Ha IpyIiaTta 3a oreHsBaHe. KaTo o61mio mpaBuio
BOACIIMAT OJUTOP MOXKE J1a U3IBJIHABA BOJCILA POJIS U Ja U3BbPIIBA OJUT 10 OTHOLIEHUE

Ha CAWH U CBII NPOU3BOAUTECII HC MOBCUC OT TPU MOCICIOBATCIIHU T'OAUHUA.

Axo0 HOTH(ULIMPAHUAT OpPraH yCTAHOBH pa3iIvKa MEXy B3€TUS 00paserl OT
MIPOU3BEACHNUTE M3/IEIHS WK OT Ta3apa M Cre(pUKAIUNATE B TEXHUYECKATa
JOKYMEHTAIUs WK 0100peHUs IPOEKT, TOM OTHEMA WIIM CIIUpa ASHCTBUETO HA

CbOTBETHHSA CepTI/I(l)I/IKaT, HJIM BHACA OI'paHUYCHUSA B HETO.
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4.1.

4.2.

4.3.

I'nasa Il

OIIeHﬂBaHe Ha TEXHUYICCKATA JOKYMCHTALIUA

OHGHHBaHe Ha TCXHUYCCKATa NOKYMCHTAIUA HA U3ACTIUATA OT KJIaC III u Ha u3aciausara oT

kiac IIb, mocovena B urnen 52, maparpad 4, BTopa anuHes

B nonmbiHEHME KBM 33aIBIDKCHUATA, IPEIBUICHU B pa3ies 2, TPOU3BOAUTEIIST 1OaBa J10
HOTU(HIMPAHUS OPTaH 3asBIICHUE 32 OLICHABAHE HAa TEXHUYECKaTa IOKyMEHTAaIIUs BbB
BpbB3Ka C U3/ENINeTO, KOETO IUIaHKMpa /1a ITyCHE Ha Ta3apa UM J1a MyCcHe B JeCTBHE U

KOCTO € BKIIFOYCHO B CUCTEMATA 3a YIIPABJICHUC HA KAYCCTBOTO, ITIOCOYCHA B pa3acia 2.

B 3asgBienneTo ce onucBar MMPOCKTHT, MIPONU3BOACTBOTO U I[GflCTBI/IGTO Ha CbOTBCTHOTO

n3znenre. To BKIOYBA TEXHUYECKATa JOKYMEHTAlus, ocoyeHa B npwioxenus 11 u I11.

Hotudunupanust opran pasriiex/a 3asBJICHAETO, KaTO M3I0JI3Ba YCIYTUTE HAa HACT OT
HETO MepPCOoHAJl C TOKa3aHW 3HAHUS U OIUT 110 OTHOIICHUE Ha ChOTBETHATA TEXHOJIOTHUS U
HEHHOTO KJIMHUYHO MpuiiokeHue. HotuuimpaHusT opran Moxe J1a U3UCKa 3asBJICHUETO
Aa ¢ JOIMBbJIHU YPC3 MPOBCIKAAHCTO Ha JOIIBJIHUTCIIHN U3INUTBAHUS WX J1da U3HUCKaA
MIPEJICTABSHETO Ha JOITBIHUTEITHY JTOKA3aTEICTBA, JaBaIld Bb3MOXHOCT 32 OIICHSIBAHE Ha
CHOTBETCTBUETO C MPIJIOKUMHUTE U3UCKBAHUS 110 HACTOSIIHS PETIIAMEHT.
HoTtudunmpanusar opran u3BbpIIBa MOIXOIANTN GU3MIESCKH WIH JTA00paTOPHH

HU3NUTBAHUSA HA U3ACIIMECTO UIIU U3UCKBA ITPOU3BOAUTCIIAT Oa I'd IPOBCAC.
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4.4.

4.5.

Hotuduuupanust opran npaBu nperies Ha KIMHUYHUATE 10Ka3aTeICTBa, IPEACTaBeHH OT
IIPOU3BOUTEINS B JOKJIAa 32 KIMHUYHA OLIEHKA, U U3BBPIICHATA BEB BPB3Ka C TAX
KJIMHUYHA OIICHKA. 3a IIeJIUTe Ha TO3H Mperje] HOTUPUIUPAHUAT OpraH HaeMa Ha
IIPOBEPSBALIU U3EIUETO JIULA C JOCTaThYCH KIMHUYECH E€KCIIEPTEH OIUT, KaTo IIPU
HE00XOAMMOCT U3M0JI3Ba M BHHIIIHU EKCIIEPTH C TPSK U aKTyaJIeH OIUT, CBbP3aH ChC

CBHOTBCTHOTO HU3JACINEC WX C KIMHUYHUTC YCJIOBUA, ITPU KOUTO TO CC U3II0JI3BA.

KoraTo kn1MHUYHUTE 10KA3aTEICTBA CE OCHOBABAT YaCTUYHO WX M3ISUI0 HA JaHHU 32
U3J€eIIUs, 34 KOUTO C€ TBBPAM, Y€ Ca €KBUBAJICHTHHU HAa OLIEHABAHOTO U3JEIIHUE,
HOTU(UIMPAHUAT OPTraH OLIEHSBA 11eJechoOPa3HOCTTa Ha U3IMOJI3BAHETO HA TE€3U JaHHU,
KaTo ce B3eMar MpeaBua (JakTopu KaTo HOBH MMOKa3aHus U nHoBauuu. Hotudunupanust
OpraH JOKYMEHTHPA CHO CBOUTE 3aKJIIFOYEHHUS OTHOCHO TBBPICHUETO 32 EKBUBAJIEHTHOCT
U OTHOCHO LI€JIECHOOPA3HOCTTA U aIEKBATHOCTTA HA JAHHUTE 3a JOKa3BaHE Ha
CBOTBETCTBUETO. 32 BCAKA XapaKTEPUCTUKA HA U3JEIIUETO, 3a KOATO MMPOU3BOJAUTEIIAT
TBBPIM, Y€ € MHOBATUBHA, WJIU 3a HOBH [TOKa3aHUs, HOTU(UIMPAHUIT OPraH OLEHsBA J10
KaKBa CTEIICH CbOTBETHUTE TBHPACHUA Ca MOJKPEIICHH OT KOHKPETHU IIPEAKIMHUYHY U

KIIMHUYHU JAaHHU U aHAJIM3 Ha pUCKa.
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4.6.

4.7.

4.8.

HoTtudunmpanusar opran npoBepsiBa aJleKBaTHOCTTA HA KIMHUYHUTE JOKA3aTEJICTBA U HA
KJIMHMYHATA OLIEHKA U MTPOBEPSIBA 3AKIIOYEHUATA HA IPOU3BOJIUTENS 3a CbOTBETCTBHE C
MPUIIOKUMHUTE OOIIM U3UCKBAHUS 32 O€30MacHOCT U JeiicTBre. Ta3u mpoBepKa BKIIOUBA
pasriexaaHe Ha TOBA JOKOJIKO Ca MOAXOSIIN ONPEAEICHOTO ChbOTHOIIEHUE MEXIY PUCKa
Y TIONI3UTE, YIIPABJICHUETO HA PUCKA, MHCTPYKIMUTE 32 ynoTpebda, 00yueHUueTo Ha
moTpeOUTENS ¥ TUTaHa Ha TPOU3BOIUTENIS 32 HA30p CIIE ITyCKaHe Ha rasapa, KakTo 1
KOTaTo € MPUJI0KUMO — TIPETJie]] Ha He00X0AUMOCTTa OT npeyioxkenus miad 3a KT u

IIOKOJIKO € MOAXOISIL TO3H ILIaH.

B®3 ocHOBa Ha OLICHABAHC HAa KIMHUYHHUTC JOKAa3aTCJICTBA HOTI/I(I)I/II_II/IpaHI/IHT opra”n
pasriiciKaa KJIIMHNYHaTa OICHKA U OTIPCACIIAHCTO HAa ChbOTHOIICHUCTO MCKAY pUCKA U
MOJIBUTC U MPCLCHABA JaJIu € HGOGXO,Z[I/IMO Ja CC OoMpeaAcCIAT KOHKPETHUTC OCHOBHU CTallH,
3a Ja MMa Bb3MOXHOCT Ja HallpaBX NPCIrJCa Ha aKTyajin3alusiaTa Ha KIMHUYHUTC

JI0KA3aTeJICTBa B PE3yJITaT OT JAHHUTE OT HA/A30pa Clie]l myckaHeTo Ha ma3apa u ot KIIIIII.

HoTtuduuupanust opran JOKyMEHTUPA SCHO PE3yJITaTUTE OT OLIEHSBAHETO B JIOKJIa/a OT

OLICHABAHCTO HAa KIIMHUYHATa OLCHKA.
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4.9.

4.10.

Hotudunupanust opran npeacTaBs Ha MPOU3BOAUTEINS JOKIIAI OT OLIEHSBAHETO HA
TeXHUYECKaTa JOKyMEHTAIHs, BKIFOUUTEIIHO TOKJIA/ OT OIICHABAaHETO Ha KJIMHUYHATA
OLICHKA. AKO M3/IEIMETO OTTOBaps Ha ChOTBETHUTE Pa3Nope0u Ha HACTOSIINS PETIIaMeHT,
HOTU(UIMPAHUAT opraH u3aasa ceprudukat 3a EC 3a oueHsBaHe Ha TEXHUYECKaTa
AOKYMCHTAal 4. CepTI/I(i)I/IKaT’bT ChAbPiKaA 3aKIOUCHUATA OT OLICHABAHCTO HAa TCXHUYCCKATA
AOKYMCHTal A, YCIIOBHATA 3a BAJIMJHOCTTA HA CepTI/Iq)I/IKaTa, JaHHUTC 3a
UACHTUDUIIMPAHETO HA OJJOOPEHUS MPOEKT U aKO € He0OXOAMMO — OIHMCaHHUE Ha

Ipe€aAHa3HAUYCHUETO Ha U3ACIIUCTO.

3a mpoMeHHU B 0JI00PEHOTO U3/IeNUE € HEOOX0AUMO OJJ00OpPEHHE OT HOTH(HUIIMPAHUS OPTaH,
KoiiTo e n3nan ceprudukara 3a EC oneHsiBaHe Ha TeXHUYECKaTa JOKyMEHTAIHs, KOTaTO
TE3U MPOMEHHU MOXKE Ja MOBIUAAT Ha O€30MaCHOCTTA M JCHCTBUETO Ha U3/IEIMETO WK Ha
yCIIOBUSTA, IPEANNCAHN 3a HEeroBarta ynorpeda. Korato npou3BoauTesnsT miaHupa 1a
BBBE/IE HAKOS OT IOCOUYEHUTE TO-TOpe MPOMEHHU, ToW nHGOpMHUpa 3a TOBa HOTU(DULIUPAHUS
opras, uznan ceptudukara 3a EC olieHsiBaHe Ha TEXHUYECKaTa JOKYMEHTalUS.
HoTtudunupanust opras oneHsBa miaHUPaHUTE IPOMEHH U pelllaBa Jajld T€ U3UCKBAT
HOBO OLICHSIBaHE HAa ChOTBETCTBHETO B CHOTBETCTBHE C WICH 52 UM MOraT Ja ObaaT
HampaBeHH ype3 JOobJIHEHHE KbM cepTu(dukara 3a EC oneHsBaHe Ha TeXHUUECKaTa
JNOKyMeHTalus. B nociennus ciyyail HOTUUIIMPAHUAT OPraH OLEHSIBA IPOMEHUTE,
yBEAOMSBA [TPOU3BOIUTEIS 32 CBOETO PEIlIEHUE U aKO IPOMEHUTE ca 0100peHH, U3aaBa

JOIMBJIHCHUEC KbM CepTI/I(i)I/IKaTa 3a EC OLCHABAHC HA TCXHUYCCKATA JOKYMCHTAILU.
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5. CriennaiaHy JOMBIHUTEIHYU HPOLEAypU

5.1. [Iponieypa 3a oreHsiBane Ha onpeaenenu nzaenus ot kiac I11 u xnac I1b

a)

3a umrantupyemure uzaenus ot kinac Il u aktuBHuTe M3aenus ot kiac I1b,
npeIHa3HaYeHH 3a MPUIIOKEHHUE U/UJIN OTAEISIHE Ha JIEKapCTBEH MPOIYKT, KAKTO €
1ocoueHo B pazzen 6.4 (mpasuwio 12) ot npunoxenue VIII, HOTHGHUIMpaHUAT OpraH,
CJIEJ KaTO € MPOBEPUJT KAUECTBOTO HA KIIMHUYHUTE JAHHH B TIOJKPEIA HA TOKJIaa 3a
KJIMHUYHATA OIICHKA Ha IPOU3BOIUTEIIS IO WieH 61, maparpad 12, u3roTss qoKIiIa
OT OIICHSBAHETO Ha KJIIMHWYHATa OIICHKA, B KOMTO M3J1ara CBOMTE 3aKIIIOUCHUS 10
OTHOLLIEHUE Ha KIIMHUYHUTE JOKA3aTeJICTBA, PEAOCTABEHU OT IPOU3BOAUTEIS, M10-
CIIELIMATHO MO OTHOLIEHHUE HA ONPEAEIIIHETO HAa CHOTHOLIEHUETO MEXKY PUCKA U
MOJI3UTE, CHIIIACyBAHOCTTA HA TE3U JOKA3aTEJICTBA C PEIHA3HAYCHHUETO,
BKJIFOUUTEIIHO MEIHUIIMHCKHATE IToKa3auus, U miana 3a KIIIIII mo unen 10,

naparpad 3 u gact b ot mpunoxenue XIV.

HoTtudunupanusar opran npeaasa Ha Komucusara cBos 10K OT OIICHIBAHETO Ha
KJIMHUYHATA OLIEHKA, 3a€THO C JOKYMEHTAIIMATA 32 KIMHUYHATA OIICHKA Ha

IPOM3BOJUTENS, IOCOUYEHA B paszen 6.1, OykBu B) u T) oT npuioxenue I1.

Komucusara nezabaBHO mpegaBa Te3u JOKYMEHTH Ha ChOTBETHATA €KCIIEPTHA TPYTIa,

nocoueHa B wicH 106.

6) Ot HOTHDUIMPaHUS OpraH MOKe J1a Ob/Ie M3UCKAHO J1a MPEJCTaBU CBOUTE
3aKIJIFOYCHHS 110 OYKBa a) Ha ChOTBETHATA €KCIIEPTHA IpyIa.
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B) Ilox nanzopa Ha Komucusira ekcriepTHaTa rpymna B3eMa peleHUe Bb3 OCHOBA Ha

BCUYKU KPUTEPUU MO-A0TY:

1) HWHOBATUBHUS XapaKTECPp HA U3JCIUCTO WJIN Ha IIpUjiIaraHaTa CbOTBETHA
KIIMHUYHA IIpoueaypa, KakTO U Bb3MOKHOTO MY CBIINCCTBCHO KIMHUYHO

BB3ECHUCTBUE WU OTPAXKEHUE BBPXY 3[PABETO;

11)  3HAYUTEJIHO HEOJAronmpusATHA MPOMSHA B CbOTHOLIEHUETO MEXy PUCKA U
MOJI3UTE HA KOHKPETHA KaTEeropys UM TPyIa U3JIeusl Iopaau HayqyHO
BAJIMJIHU 3/IpABHU ONACEHMs [T0 OTHOILIEHNE HA KOMIIOHEHTH UJIM U3XOJCH
MaTepHall WM 110 OTHOIIEHUE Ha Bb3ACHCTBUETO BbPXY 3/PABETO B CIydail Ha

nmoBpcaa Ha U3ACIIUCTO,

i) 3HAYUTEHO YBEIUYCH MPOIEHT Ha CEPUO3HH UHIUICHTH, JOKIIABAHU
CBIIIACHO WIeH 87 MO OTHONICHNE Ha KOHKPETHA KaTEerOpHsl HITH TPyIia

W3JIEIIHS,

JTAJTH Jla PEACTaBH HAy9YHO CTAHOBHIIE OTHOCHO JIOKJIAJIa OT OIICHSIBAHETO HA
KJIMHUYHATA OLICHKA Ha HOTU(UIMPAHKSI OPTaH Bh3 OCHOBA HA KIIMHUYHUTE
JOKAQ3aTeJICTBA, IPEICTABEHU OT IMPOU3BOIUTEIIS, MTO-CIEIIHAIHO BB BPh3Ka C
OTIPE/ICNISTHETO Ha ChOTHOIIEHUETO MEX/IY PUCKA U TOJI3UTE, ChIIIACYBAaHOCTTA HA
TE€3M JI0KA3aTEeJICTBA C MEAULMHCKHTE NToka3aHus U maHa 3a KIIIIII. Tosa HayuyHO
CTaHOBHIIIE CE MPEICTaBs B CPOK OT 60 JTHU, CUUTAHO OT JICHS Ha IOJTyYaBaHe Ha
nokyMmeHTuTe oT KomucusTa, Kakto € mocoueHo B OykBa a). OcHOBaHUsTA 32
PEIICHUETO J1a Ce TPEACTaBU HAYYHO CTAHOBUIIE Bh3 OCHOBA HA KPUTEPUUTE B
MOJITOYKH 1), 11) 1 1i1) Ce BKJIFOUBAT B HAYYHOTO cTaHoBHuIle. KoraTo mpenocraBenara
uHpOpMAIIUS € HeIOCTaThYHA, 33 J]a JIOCTHTHE SKCIIEPTHATA TPYIIA JI0 3aKJIF0UCHUE,

TOBa CC€ MMOCOYBA B HAYYHOTO CTAHOBHUIIIC.
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r)  EkcneprtHara rpymna Moxe Ja peuy, noj Hag3opa Ha KomucusTa v B3 OCHOBa Ha
KPUTEPHUUTE, TIOCOYEHHU B OyKBa B), 1a HE NPEJICTABsI HAYYHO CTAHOBUILE, KaTo B
TaKbB cly4yail nH(popMHUpa HOTUPHUIMPAHUS OPTaH Bb3MOXHO Hai-CKOpPO U MpHU
BCUYKHM CIIy4au B Cpok OT 21 quuM cief nosmydaBaHe oT KoMucusita Ha TOKyMeHTHUTE
no OykBa a). B paMkuTe Ha TO3M CPOK EKCIepTHATa Ipyma TpsOBa Ja MpeJ0CTaBu Ha
HoTU(ULIMpaHus oprad U Komucusta OCHOBaHHUATA 33 PELLIEHUETO CH, CIIE] KOETO
HOTU(UIMPAHHUIT OPTaH MOXKeE J]a 3aIl09HE TPoLeypara 3a cepTuduunupane Ha TOBa

H3JIEITHE.

n) B cpokor 2] guu cien noimy4yaBaHeTo Ha JOKyMeHTUTe oT KoMucusita ekcneprHara
rpyna ysenomsasa Komucusara upe3 Eudamed nanu Bp3HamMepsiBa 1a mpeacTaBu
HAYYHO CTaHOBHIIIE ChITIACHO OyKBa B) WJIM J1a HE MPEJICTAaBsl HAYYHO CTAHOBUILE

CBIJIACHO OYKBa T).

e) Korato He e naaeHo craHoBuie B cpok oT 60 1HU, HOTHPUITUPAHUAT OpraH MOXKeE Ja

3allovyHe MpoIeaypaTa 3a cepTuuIpaHe Ha CbOTBETHOTO H3JIEIHE.
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k) Horudunumpanusr opran HaJUIEKHO B3eMa MPEIBH MHCHUSTA, U3TI0KECHU B
HAy4YHOTO CTAHOBUIIE HA €KCIIEPTHATA I'pyna. AKO €KCIIEPTHATA IPYyIa yCTAHOBH, Y€
HUBOTO Ha KJIMHUYHUTE JTOKA3aTEJICTBA € HEAOCTAThbUHO MJIH 110 APYT HA4YMH JaBa
IIOBOJI 32 CEPUO3HU OINIACEHUsI OTHOCHO ONPEACIITHETO Ha CbOTHOLIEHUETO MEXKIY
pHUCKa U MOJI3UTE, ChIVIACYBAHOCTTA HA TE3U JOKA3aTENICTBA C IIPEJHA3HAYCHHUETO,
BKITIOYMTEITHO MEJUIIMHCKUTE MOoKa3aHusl, u ¢ riana 3a KIII, nHotudunmpanust
Opras, ako € He00X0/1MMO, IPENOPHUBA HA IPOU3ZBOAUTENS 1a OTPaHUYU
IIPEIHA3HAYCHUETO Ha U3IEIUETO A0 ONPEACICHU IPYNIH NAUCHTH WU MEIULUHCKA
NOKa3aHMs, U/UIIH J1a OTpaHUYH CPOKA Ha BAJIMJAHOCT Ha cepTu(uKara, 1a
npeanpueMe KOHKpeTHH npoyuBanus B paMmkure Ha KIIIIII, na agantupa
MHCTPYKLHUTE 32 yIOTpeda WK PE3IOMETO 3a 0€30MacHOCTTa U ICHCTBHETO, WU /1A
HAJIOKU JPYTY OTPaHUYEHUS B CBOS JOKIIAJ 3a OLEHSBAaHE HA CbOTBETCTBUETO, B
3aBHCHMOCT OT cilydas. Koraro He e cieBajn IpenopbKUTE HA EKCIIEpTHATA IrpyIia B
JIOKJIa/1a CH 3a OLICHsBaHE HAa CbOTBETCTBUETO, HOTU(PULIMPAHUAT OpraH Mpe1oCcTaBs
nbiiHa 00ocHOBKa U Komucwusita, 6e3 na ce 3acsira unes 109, ocurypsiBa myOiauueH
noctbll ype3 Eudamed 1o HayuyHOTO cTaHOBUIIE Ha €KCIIEPTHATA IPyTa U J10

nucMeHaTa 000CHOBKa, MPEICTaBeHa OT HOTU(UIIMPAHHS OPTaH.

3)  Crnen KOHCYJITalMs C IbPKaBUTE WICHKH U KOMIIETCHTHUTE HAYYHU €KCTIEPTH
KomucusTa ocurypsiBa Ha €KCIIEpTHUTE TPy HACOKH 32 MOCJEI0BATETHO
THJIKYBaHE Ha KPUTEPUUTE, IOCOYEHH B OyKBa B), MPEAH ... [HAUalHAa J1aTa Ha

IMpujIaraHe Ha HaCTOAIIUA pernaMeHT].
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5.2. [Ipouenypa npu u3nenus, BKIFOYBAILIN JEKAPCTBEHO BEIIECTBO

a)  Korato nageHo usznenue BKIOYBA KaTO HEPA3/IeIHA YacT BELECTBO, KOETO IIpU
CaMOCTOsTENIHA yIoTpeda MOXKe Ja Ce cUeTe 3a JIEKAPCTBEH MPOIYKT 110 CMUCHIIA Ha
wieH 1, Touka 2 ot Aupextusa 2001/83/EO, BKIIOYUTENHO JIEKapCTBEH MPOIYKT,
MIOJIyY€H OT YOBEIIKA KPBB WJIM YOBELIKA IUIa3Ma, U C IEHCTBUE, KOETO €
CIIOMAraTesIHO M0 OTHOILEHHE Ha IEHCTBUETO Ha U3/EIHETO, Ka4eCTBOTO,
0€e30I1aCHOCTTA U 110J13aTa Ha BELIECTBOTO CE IPOBEPSBAT 110 AHAJIOTHSI ¢ METOAUTE

no npusnioxkenne | kem J{upextuna 2001/83/EO.

6) IlIpenu na uzmane ceprucdukar 3a EC oneHsiBaHe Ha TeXHUYECKaTa TOKyMEHTALUS U
CJIeIl KaTo € MPOBEPHII MT0JI3aTa OT BEUIECTBOTO KATO YAacT OT U3/ICTTUETO C OTJIe]] Ha
HETOBOTO NpeIHA3HAYCHHE, HOTH(PHUIIMPAHUSAT OPTaH ce 00pBhIIa 32 HAYIHO
CTaHOBHIIE KbM €IMH OT KOMIIETCHTHHTE OPTaHH, OTIPEICIICHN OT AbPKABUTE
yneHku cbriacHo Jupextusa 2001/83/EO, nunu kbM EMA — Hapuyanu B
HACTOSIIUS Pa3/el ,,KOHCYJITUPAH OpraH 3a JCKapCTBEHUTE MPOIYKTH , B
3aBHCHUMOCT OT TOBa KO OT JIBaTa ¢ OMJI KOHCYJITUPAH 110 HAacTosAIIaTa OyKBa, BbB
BpPB3Ka C KAYECTBOTO U OE30MACHOCTTA Ha BEIIECTBOTO, B TOBA YMCJIO TIO3aTa WU
pHUCKa OT BKJIFOUBAHETO HA BEUIECTBOTO B M3ACIUETO. AKO H3ACITHUETO BKIIIOUBA
MPOM3BOTHO HA YOBEIIKATA KPBB MJIH IJIa3Ma MJIH BEIIECTBO, KOSTO MPH
CaMOCTOSITEITHA YIIoTpeda MOXKe Jia C€ CUETEe 3a JIGKAPCTBEH MPOIYKT, ITOTIa Al
u3LAI0 B 00XBaTa Ha npuinoxeHnero kbM Pernmament (EO) Ne 726/2004,

HOTU(UIMPAHUAT OpraH ce oOpblila 3a ctaHoBuUIE KbM EMA.
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B)  [lpu u3rorBsiHe Ha CBOETO CTAHOBHUIIE KOHCYJITHPAHUST OPTaH 3a JICKapCTBEHUTE
MPOAYKTH B3e€Ma MpeaABU TPOU3BOICTBEHHUS MIPOLIEC M JAaHHUTE, CBbP3aHHU C MoJ3aTa
OT BKJIFOUBAHETO HA BEUIECTBOTO B MU3ACIUETO, YCTAHOBEHH OT HOTU(DUIIUPAHUS

Opra.

r)  Koncyntupanust opras 3a JIeKapCTBEHUTE MPOIYKTH IPEICTaBsl CTAHOBUIIETO CH Ha
HOTU(ULIMpaHUs OopraH B cpok oT 210 aHM cien mojlydyaBaHe Ha Isu1aTa Heo0Xoauma

JIOKYMEHTAIS.

n)  Hay4HOTO cTaHOBMILE Ha KOHCYJITUPAHUS OpraH 3a JeKapCTBEHUTE IMPOILYKTH, KAaKTO
Y BCSIKA €BEHTYaJIHA aKTyaJM3allus Ha TOBA CTAHOBHUIIE, CE BKIIIOUBAT B
JOKyMEHTaIUATa Ha HOTH(GHUIIMPAHUs OPTaH BbB Bpb3Ka ¢ uzaenueto. [Ipu B3emane
Ha PEIICHUETO CU HOTU(PHUIHUPAHUAT OPraH OTUYNTA HAJIC)KHO MHEHUSTA, U3PA3CHU B
HAY4YHOTO cTaHoBHIIe. HoTudumumpanusT opran He u3naBa cepTudukar, ako
Hay4YHOTO CTaHOBHILE € HEOJAronpusaTHO, U ChOOIIaBa OKOHYATEITHOTO CH PEIICHUE

Ha KOHCYJITUPAHUS OpPraH 3a JeKapCTBEHUTE MPOAYKTH.
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[Ipenu na ce HampaBsAT MPOMEHH 11O OTHOIIEHUE HA CIIOMAraTelIHO BEIIECTBO,
BKJIFOUCHO B M3/I€IIHE, OCOOCHO MO OTHOIIECHHE Ha MPOU3BOICTBEHHUS My IIPOIIEC,
IPOU3BOIUTENAT UH(POPMUPA HOTUDHUIMPAHUS OpraH 3a NpoMeHuTe. ChIIUAT
HOTH(UIIPaH OpTaH ca 0OpbIIA 32 CTAHOBUILE KbM KOHCYJITUPAHHS OpPraH 3a
JIEKapCTBEHHUTE MPOIYKTH, 32 J1a Ce MMOTBBP/IU, Y€ KaUeCTBOTO U O€30IacHOCTTa Ha
CIIOMaraTeIHOTO BEIIECTBO OCTaBaT HempoMeHeHH. KOHCYITHpaHUAT OpraH 3a
JICKapCTBEHHUTE TIPOTYKTH B3eMa MpeABHI MHPOPMaIUATa BB Bpb3Ka € 10J3aTa OT
BKJIFOYBAHETO HA BEIIECTBOTO B U3/IEIHETO, KAKTO € YCTAHOBEHO OT HOTH(HUIIMPAHHS
Opra, 3a J1a rapaHTUpa, 4ye MPOMEHUTE HSIMaT OTPHILIATEITHO BB3ICHCTBHE BHPXY
IpEeBapUTEIIHO YCTAHOBEHOTO CHOTHOILIECHHE MEX/Y PUCKA U TOJI3UTE BHB BPB3Ka C
BKJIIOYBAHETO HA BEIIECTBOTO B M3AeaneTo. KoHCyITHpaHusT opraH 3a
JICKapCTBEHHUTE TIPOTYKTH MPEJICTaBS CTAHOBHUILETO CH B CPOK OT 60 THU cren
HoJTydaBaHe Ha IpsU1aTa HeoOXoauMa JOKyMEHTANUsl OTHOCHO ITPOMEHHUTE.
HoTtudunupanusar opran He u3iaBa TOMBIHCHUETO KbM cepTudukara 3a EC
OLICHSIBAaHE HA TEXHUYECKaTa JJOKYMEHTAIHs, aKO HAyYHOTO CTAaHOBHIIIE,
NPEOCTaBeHO OT KOHCYJITHPAHHS OpTaH 3a JIEKAPCTBEHUTE MPOJYKTH, €
HeOnaronpusTHo. HoTuduupanusT opran cbo01iaBa OKOHYaTETHOTO CH PEIICHHE

Ha KOHCYJITUPAaHHUA OpraH 3a JICKAPCTBCHUTEC IMPOAYKTH.
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k) KoraTo KOHCYITHPaHUAT OpraH 3a JEKapCTBEHUTE MPOIYKTH MOTYYH HHPOPMAIIHS
3a CIIOMaraTesIHOTO BELIECTBO, KOSTO OM MOIJIa 1a OBJIHsIE HA MPEABAPUTETHO
YCTaHOBEHOTO CHOTHOLIEHUE MEXKY PUCKA U ITOI3UTE OTHOCHO BKIIFOUBAHETO HA
BEIIIECTBOTO B U3JIEJINETO, TOH Mpe/ICcTaBsl Ha HOTU(QHUIMPAHUS OpraH MHEHUE
JIOKOJIKO Ta3u UH(OpMAIHs UMa Bb3/ICHCTBHE BbPXY NPEABAPUTEITHO YCTAHOBEHOTO
CBOTHOLIEHUE MEXIY PUCKA U MOJI3UTE OTHOCHO BKJIFOUBAHETO HA BEILIECTBOTO B
u3aenuetro. HotuduupanusaT oprad oT4MTa TOBa MHEHHE TP TPEPA3TIICKIAHETO

Ha OCHKaTa CH I1I0 Impoucaypara 3a OUCHABAHEC HAa CbOTBETCTBUCTO.
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5.3.

5.3.1.

[Ipouenypa 3a uzgenusara, NPOU3BEACHHN Upe3 U3I0JI3BaHE WU BKIIOUBAHE HA ThKAaHU WIIN

KJIICTKH OT YOBCHIKH WJIN ) KUBOTHHCKHU IMTPOU3XO/J UJIM HAa TCXHU IIPOMU3BOJHHU, KOUTO Ca

HEKU3HECIIOCOOHH WIIH ca HaIllpaBCHU HEKU3HECIOCOOHHU

YoBenky ThKaHU WIH KIIETKU UM TEXHUTE IMPOU3BOAHU

a)

3a uznenusTa, MPOU3BEACHU Ype3 U3MOI3BaHEe Ha MPOU3BOIHU HA ThKAHH WU
KJICTKH OT YOBEIITKU MIPOU3XO0]I, KOWTO TOMAaaaT B 00XBaTa Ha HACTOSIIHS PETIaMEHT
chriacHo wieH 1, maparpad 6, OykBa k), ¥ 3a H3ACIUATA, BKIFOYBAIIN KaTO
Hepasz/eHa YacT ThKaHW MWW KJIETKH OT YOBEIIKH MPOU3XO0 HIIA TEXHU
MPOU3BOIHMU, Monaaany B ooxsara Ha J{upexktuBa 2004/23/EO, u ¢ aeiicTBue, KOETO
€ CIIOMaraTeiHo Mo OTHOIIIEHUE Ha JEHCTBUETO Ha U3/ICTUETO, IIPEIU U31aBaHe Ha
ceprudukat 3a EC oneHsiBaHe Ha TeXHUYECKaTa JOKYMEHTAIUS HOTU(DUIIUPAHUST
opras ce oOpbIa 3a HAyYHO CTAHOBHINE KbM €IMH OT KOMIIETEHTHUTE OpTaHH,
OTIpeIeTICHU OT IbpKaBUTE UieHKH chrimacHo lupextusa 2004/23/EO
(,,KOMIIETEHTHUSAT OPTaH 3a YOBEIIKUTE ThKaHU U KJIIETKHU ‘), 32 aCTIEKTUTE, CBbP3aHU
C IapsiBaHETO, JOCTABSHETO U M3MHUTBAHETO HA THhKAHU WM KIETKU OT YOBEIIKU
MIPOM3XO]T WIH TEXHH MPOU3BOIHU. HOTHUITMPAaHUAT OpraH MpeacTaBs pe3oMe Ha
MPEIBAPUTEIHOTO OILICHSBAHE HA CHhOTBETCTBUETO, KOETO BKIIFOUBA, HAPE] C IPYTrOTO,
uH(pOpMAIIUS 32 HEXKU3HECTIOCOOHOCTTA HAa ChOTBETHUTE YOBEIIKH THKAHU WITH
KJIETKH, TAXHOTO JIapsiBaHe, JOCTABSHE U U3MMTBAHE, KAKTO U PUCKA U TOJI3UTE OT
BKJIFOUYBAHETO HA ThKaHU WU KJIETKU OT YOBEIIKU MPOU3XO]] HIIU TEXHUTE

IMPOU3BOAHU B U3CITUCTO.
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0) B cpok ot 120 qau ciep moyvyaBaHe Ha Is1aTa HE00X0UMa JIOKyMEHTAIIHS
KOMIIETEHTHHUST OPTaH 32 YOBEUIKUTE ThKAHH U KJIETKU MPEACTaBs CBOCTO

CTaHOBHIIIC Ha HOTI/I(i)I/II_[I/IpaHI/IH OpTraH.

B)  Hay4HOTO cTaHOBHMIIE HA KOMIIETEHTHUS OPTaH 3a YOBEIIKUTE ThKaHHU U KIETKH,
KaKTO U BCSIKAa €BEHTYaJIHA aKTyaju3alus, Ce BKIIOYBAT B JOKYMEHTAIMATa HA
HOTHU(ULIMPaHUS OpraH OTHOCHO u3zenuero. [Ipu B3eMaHeTo Ha PELIEHUETO CU
HOTU(ULIMPAHUAT OpPraH OTYMTA HAJUIEKHO MHEHUSATA, U3PA3€HHU B HAYYHOTO
CTaHOBHIIE HA KOMIIETEHTHHS OPTaH 3a YOBEIIKUTE ThKaHU U KIIETKH.
Hotudunupanust opran He u3zzaBa cepTU(UKAT, ako TOBa HAYYHO CTAHOBHIIIE €
HeOnaronpusTHO. Toit choOIIaBa OKOHYATETHOTO CH PELICHHE Ha ChOTBETHHS

KOMIICTCHTCH OpraH 3a YOBCIIKUTC ThbKAaHH U KJICTKH.
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[Ipenu na ce HanpaBsAT NPOMEHHU IO OTHOLIEHUE HAa HEXXU3HECTIOCOOHU ThKaHU WIIN
KJIETKU OT YOBEIIKH IIPOU3XO0J WIH TEXHH ITPOU3BOHY, BKIOYECHH B U3JIEIHE, MO-
CIEIIMAJIHO 110 OTHOILLIEHUE Ha TAXHOTO JapsiBaHE, U3IMTBAHE UJIU IOCTABSHE,
POU3BOIUTENAT UH(HOPMUPA HOTUDHUIIMPAHUS OPTaH 32 INIAHUPAHUTE IPOMEHHU.
Hotudumupanust opran ce KOHCYATHpA ¢ OpraHa, KOHTO € yJacTBall B
II'bPBOHAYAIHATA KOHCYJITALUA, 3a 14 C€ IOTBBPAH, Y€ Ca 3alla36HU Ka4eCTBOTO U
0€30MacCHOCTTa Ha BKIIIOUEHUTE B U3/IETTUETO ThKAaHU WU KJIETKU OT YOBEUIKU
IIPOU3XOJ WIH TEXHH MPOU3BOJHU. CHOTBETHUAT KOMIIETEHTEH OPIaH 32 YOBEIIKHUTE
THKaHU M KJIETKH B3€Ma IPEBU]] JaHHUTE BB Bpb3Ka C MIOJIE3HOCTTA OT
BKJIFOYBAHETO HA ThKaHU WIM KJIETKU OT YOBELIKU IIPOU3XO0J MU TEXHU NIPOU3BOJHU
B U3/ICITHETO, yCTAHOBEHU OT HOTH(HUIIMPAHUS OpPTaH, 3a J1a rapaHTHpa, ye
IIPOMEHUTE HAMAT OTPULIATEIIHO BB3JEHCTBUE BbPXY YCTAHOBEHOTO CHOTHOILLIEHUE
MEX]y PUCKa U MOJI3UTE OT J00aBAHETO HA ThKAHHU MM KJIETKH OT YOBELIKH
IIPOU3XOJI WIM TEXHH ITPOU3BOJHU B U3IEINETO. TOM MpencTaBs CTAaHOBUILETO CU B
cpok oT 60 gHM ciel MoTy4yaBaHe Ha Is1aTa He0OX0MMa JOKYMEHTAIUs! OTHOCHO
IUTaHUPAaHUTE TpoMeHH. HOTHGHUIMPaHUAT OpraH He U3aBa JONbIHEHHE KbM
ceprudukara 3a EC oneHsiBane Ha TeXHUYecKaTa JOKyMEHTAIM, aKO HAYYHOTO
CTAHOBHILE € HEOJArONPUATHO, U ChOOIaBa OKOHYATETHOTO CH PEILIEHHE Ha

CBHOTBCTHHA KOMIICTCHTCH OpIraH 3a YOBCHIKUTC ThKAaHU U KJICTKH.

10728/4/16 REV 4 28
IMPMJIOXEHUE IX BG



5.3.2. THKaHN MK KIETKHU OT >KUBOTHHCKH MMpOU3X0J WJIN TEXHU IMPOU3BOAHHU

KbM uznenusta, mpousBeieHN Ype3 U3MO0I3BaHe Ha ThKaHU OT KUBOTHUHCKH MPOU3XOJ,
KOUTO Ca HalpaBeHU HEXU3IHECTIOCOOHU, WM HA HEKU3HECTIOCOOHU MPOAYKTH, TIOTYyUYEHU
OT THKaHU OT )KMUBOTUHCKHU Mpousxoi, mocouenu B Pernament (EC) Ne 722/2012,

HOTI/Iq)I/II_II/IpaHI/IHT oprad npujiara CbOTBCTHUTC U3UCKBAHWA HAa TIOCOYCHUSA PCTIIAMCHT.

54. [Iponiexypu npu u3aenus, ChCTABEHHU OT BEIIECTBA WM OT KOMOWHAIIMM BEIIECTBA, KOUTO

ce abcopOupar OT YOBELIKOTO TSJIO WM C€ Pa3NpbCKBAT JIOKAJIHO B HETO

a)  KauecTBOTO M O€30macHOCTTa Ha U3/IENUATA, ChCTABEHHU OT BEIIECTBA WU
KOMOHMHAIIMU OT BEIIECTBA, KOUTO ca MpeIHa3HAuYeHU /1a ObJIaT BbBEICHU B
YOBEIUIKOTO TSUIO MPE3 TEJIECEH OTBOP WIIM J1a ObJaT NPUI0KEHU BbPXY KOXKaTa U
KOUTO ce abcopOupaT OT YOBEMIKOTO TSJIO WIIH C€ Pa3MpPBhCKBAT JIOKAIHO B HETO, C&
IMPOBEPABAT, KOTATO € IPHUIIOKHUMO U CaMO IO OTHOHICHUC HAa U3UCKBAHUATA, KOUTO
HE TomnajaT B 00XBaTa Ha HACTOSIINS PETJIAMEHT, B ChOTBETCTBUE C MPUIIOKUMHUTE
n3nckBanus B npmwiokeHue [ kpm Jlupexktura 2001/83/EO 3a oneHsBane Ha
abcopOuus, pa3npocTpaHeHUE, METa0OIU3bM, OTACISHE, IOKATHA TOHOCUMOCT,
TOKCHUYHOCT, B3aUMOJEHCTBUE C APYT'H U3JENN, JICKAPCTBEHU IPOAYKTH WIH IPYTU

BCIICCTBA U IIOTCHIIMAJ 3a HCIKCJIIAHU PCAKIUU.
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06) OcBeH TOBa 3a M3/ICIUATA WIIM IPOAYKTUTE HA TEXHUS METa0OIM3bM, KOUTO CE
abcopOHpaT CUCTEMATUYHO OT YOBEUIKOTO TSJIO0, 3a a Ob/ie U3IBIHEHO TAXHOTO
npenHa3HauYeHne, HOTU(GUIMPAHUSIT OpPraH ce 0OpbhIla 32 HAYYHO CTAHOBUIIE KbM
€IMH OT KOMIIETEHTHUTE ONPEIEICHUTE OT AbPKABUTE YWICHKH ChIIIACHO
Hupextusa 2001/83/EO opranu nnu kbM EMA, HapuyaHu B HACTOSIIIUS pa3fel
»KOHCYJITUPaH OpraH 3a JEKAPCTBEHUTE NMPOAYKTH ‘, B 3aBUCUMOCT OT TOBA KOU OT
JBaTa € OWJI KOHCYJITHPAH Mo HacTosmaTa OyKBa, BbB Bpb3Ka ChC ChOTBETCTBHETO HA
U3JIEIMETO C MPUIOKUMUTE U3MCKBaHUs B ipuiioxenue | kbm Jlupextuna

2001/83/EO.

B)  KoHcyntupanusT opras 3a JIeKapCTBEHUTE MPOTYKTH U3TOTBS CTAHOBMILETO CH B

cpok oT 150 gHM cien moiydaBaHe Ha IsU1aTa He0OXOAuMa IOKYMEHTAIIUS.

r)  HayuHoTo cTaHOBMILIE HA KOHCYJITUPAHUs OPraH 3a JEKapCTBEHUTE MPOAYKTH, KAKTO
Y BCSIKA €BEHTYAJIHA aKTyaJIM3alus, CE BKIIOYBAT B JOKYMEHTALMATa HA
HOTU(UIMPaHUS OpTaH BbB BPb3Ka ¢ U3eanero. [Ipn u3roTssiHe Ha peIIeHUETo CU
HOTU(UIMPAHUAT OPTaH HAJUIEKHO OTYNTA MHEHUATA, U3PA3€HU B HAYYHOTO
CTaHOBHILE, U CHOOIIaBa OKOHYATEITHOTO CH PEIIEHHE HAa KOHCYJITHPAHHs OpraH 3a

JIEKapCTBEHUTE MPOIYKTH.
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[IpoBepka Ha MAPTHIU TP U3JENHS, BKIIOUBAIIA KaTO HEPA3/IeTHA YacT JIEKAPCTBEHO
BEIIECTBO, KOETO MPH CAMOCTOSITEITHA YIIOTpeda OU ce CUUTAIIO 32 JIGKAPCTBEH MPOIYKT,

TIOJIYUCH OT YOBCIUIKA KPBbB NJIM YOBCUIKA IJIa3Ma, CbIJIACHO YJICH 1, r[aparpa(b 8

[Tpu 3aBBpIIBaHE HA MPOU3BOACTBOTO HA BCSAKA MAPTHU/IA U3CIHS, BKIIOYBAIIN
JICKapCTBEHO BEIIECTBO, KOETO MPU CaMOCTOSITENIHA YIIOTpeOa Ou ce cunuTano 3a
JICKAPCTBCH IMMPOAYKT, MOJYYCH OT YOBCHIKA KPBB WJIM YOBCHIKA IJIa3Ma, ChIJIACHO YJICH 1,
naparpad 8, mppBa anuHes, MPOU3BOAUTEIAT HHPOPMHPA HOTH()UIIMPAHUS OpraH 3a
0CBOOOXIaBAaHETO HA MAPTUATA U3ICTUS U My H3Mpalia oQUIraIHus cepTudukar 3a
0CBOOOXKIaBAaHETO Ha MAPTHIATa OT U3IMOJI3BAHOTO B M3/ICIMETO MPOU3BOIHO HA YOBEIIKA
KpBB WIH TU1a3Ma, U3/1aJIeH OT Abp)KaBHA Tab0paTopus Wi 1abopaTopws, OIpe/IesieHa 3a

LieJITa OT IbpKaBa WwieHkKa cbriiacHo wieH 114, maparpad 2 ot Jupexrusa 2001/83/EO.

I'nasa 111

AIMUHHUCTPATUBHHU pa3nopeadoun

B npoabikenue Ha Hali-manko 10 rogusy, a B cilydanTe Ha UMIUIAHTUPYEMH U3AEIUsI —
Haii-Manko 15 roauHu ciej myCKaHEeTo Ha IMa3apa Ha MOCJISIHOTO U3JCIHeE,
MIPOU3BOJUTENAT WJIM HETOBUAT YITBJIHOMOILIECH MPEACTAaBUTEN — KOTI'aTO MIPOU3BOAUTEISAT
HsMa PErUCTPUPAHO MSCTO HA CTONAHCKA JIEMHOCT B IbPKaBa YJ€HKA —CbXPaHsABA HA

PA3MOJIOKCHUC HA KOMIICTCHTHUTC OPraHU:

— EC neknapanusita 3a CbOTBETCTBHE ,
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- AOKYMCHTalMATa 110 pasaci 21, IETO TUPEC, U MMO-KOHKPETHO JAHHUTEC U 3alIUCUTC OT

MpOIIeIypPHUTE 110 pasfen 2.2, BTopa aJiuHesl, OyKBa B),
- uHbOpMaluATa 32 IPOMEHUTE 1o pasnaen 2.4,
— JOKyMEHTaluATa 1o pa3aen 4.2; u
- pEIICHUATA U TOKIAANTE HA HOTU(DUIIMPAHHS OPTaH 10 HACTOSAIIOTO MPUIIOKEHHE.

8. Bcesika npprkaBa wieHKa U3MCKBA JOKYMEHTALUATA 110 pa3zien 7 Aa ce ChbXpaHsBa Ha
pas3IoyioKeHNE Ha KOMIIETEHTHUTE OPTaHu 3a CPOK, ONPEAEIEH B ChIIUS pa3/ies, ako
MIPOU3BOIUTEIN WIH YI'BIHOMOLICHUST MYy TPEICTaBUTEN, YCTAHOBEH Ha HEfHA TEPUTOPHS,
W3MaHEe B HECHCTOSITETHOCT WM MPEKPATH CTOMAHCKATa CU ACHHOCT MPEeAr U3THYAHETO

Ha TO3HU CPOK.
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HPUJIOKEHHUE X

OLEHABAHE HA CbOTBETCTBUETO BbH3 OCHOBA HA
N3CJIEIBAHE HA TUITA

1. EC u3cnenBane Ha Tuna e npolenypara, Ipu KoaTo HOTU(UIIUpAH OpraH NpoBepsiBa U
MIOTBBPK/1aBa, Y€ JaJCHO U3/ENINe, BKIIOYUTEIHO TEXHUUECKAaTa My JOKYMEHTAlUs U
CBHOTBETHUTE MPOLIECH 10 BpEME Ha EKCIUIOATAlIMOHHUS MYy CPOK U ChOTBETCTBALI]
IIPEJCTABUTENIEH 00pa3el OT U3AEIHATa, YAUETO IIPOU3BOJCTBO CE MIPEABUK/A, OTTOBAPS HA

CHOTBETHHUTE Pa3nope/I0N Ha HACTOSIINS PETJIaMEHT.
2. 3asaBieHUE

HpOI/ISBOI[I/ITeJISIT mmogasa a0 HOTH(bHHHpaHH}I Ooprat 3as4BJICHHUC 3a OLICHSABAHC.

3aABIEHUETO BKJIIOYBA:

— HMETO Ha NPOU3ZBOJUTECIIA U aApeCa Ha PETUCTPHUPAHOTO MACTO HA CTOITAHCKa
,I[CleOCT Ha NMpOU3BOAUTECIIA, a B CIIy4aUTEC KOTaTO 3aiABJIICHHUCTO € IMOJaACHO OT
YIOBJIHOMOLICH MPEACTABUTCI — HUMETO HAa YIIBJIHOMOIICHUSA IPEACTABUTEII U aaApEca

Ha PErUCTpUpPaHOTO MY MACTO Ha CTOIIAHCKaA HCﬁHOCT,

- TeXHUUYecKara JokyMeHTanus 1o npuioxenus I u I1I. 3asBurtensar npenocrass Ha
HOTU(UIMPAHHS OPTaH NPECTaBUTENICH 00pa3el] OT U3/IeIHATa, YUETO
IPOM3BOJICTBO ce mpensuxa (,Tum ‘). Hotuduuupanust opran Mosxe /1a IOUCKa 1

JIpyry o0pasiu npu He0OOXOAUMOCT, U
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— MUCMEHA JIeKJIapalys, 4e He € OUJI0 MT0/1aBaHo 3asBJIECHUE 10 APYT HOTU(ULUPAH
OpraH 3a ChUIMS TUII, WK HH(POPMALUs 32 BCAKO €HO MPEIXO0IHO 3asBIICHUE 32
CBILUSA THI, 110 KOETO UMa OTKa3 OT JPYT HOTU(UIIMPAH OpTraH, UM KOETO € OUIIo
OTTETJICHO OT MPOM3BOAMUTENS HIIM OT HETOBHUS YITBITHOMOIIIECH MPEICTAaBUTEN MPEAU

JPYTUAT HOTU(GULIMPAH OpPraH J1a U3BBPIIM OKOHYATEIHO OLCHIBAHE.
3. OnensiBane
Hotudunupanusrt opras:

a)  pasriiexa 3asBICHHUETO, KaTO M3IO0JI3Ba MEPCOHAN C JJOKa3aHU 3HAHUS U OIUT I10
OTHOLLIEHUE HA ChOTBETHATA TEXHOJIOTUS U HEHHOTO KIIMHUYHO MPUIOKEHHE.
Hotudunupanusat opran Moxe J1a M3UCKa 3asiBICHUETO J1a C€ JOIBIHH C
M3BBPIIBAHETO HA JOMBIHUTEIHN U3UTBAHUS WIN C JON'BJIIHUTEIHU JOKA3aTENICTBA,
JIaBaIl Bb3MOYKHOCT 32 OLICHSIBAHE HAa ChOTBETCTBUETO C MPHUIIOKUMUTE N3UCKBAHUS
Ha HacTosIMs peraameHT. HoTuguimpanusat oprad u3BbpiiBa NOAXOASIIN
buznyecku win 1a00paTOpHU U3MUTBAHUS HA U3AETUETO WM U3UCKBA

IMPOU3BOAUTCIIAT Aa T' IPOBCC,
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0)  wu3cienBa U OLEHSABA TEXHUYECKATa JOKYMEHTAIMs C 1]l ONIPEeIIsiHE Ha
CBHOTBETCTBUETO C NPHJIOKUMUTE 32 TOBA M3/EIHE N3UCKBAHUS HA HACTOSIINSA
periaMeHT U NpoBepsiBa Al TUIBT € OWJI IPOU3BEIEH B ChOTBETCTBHE C Ta3H
JOKyMEHTALUs; TOM onpeaesns U eJIeMEHTHTE, IPOEKTUPAHU B ChOTBETCTBHE C
IPWIOKUMHUTE CTAaHIAPTH 110 wieH § uiu npunoxumute OC, KaKTo U €JIEMEHTHUTE,
KOHUTO HE ca MPOEKTHPAHU Bb3 OCHOBA HA COTBETHUTE CTAHAAPTH I10 YJICH 8 WK Ha

cpoTBeTHHTE OC;

B)  TIpaBW Iperjie]] Ha KIMHUYHUTE JI0Ka3aTEeICTBA, MPEICTABEHHN OT IPOU3BOAMUTEIIS B
JIOKJIa/1a 3a KJIMHUYHA OLIEHKAa B ChOTBETCTBUE C pa3zen 4 ot npuioxenue XIV. 3a
[EJIUTE HAa TO3U Mperjiel HOTU(GUIIMPaHUAT OpraH HaeMa MPOBEPSBAIIN H3ACTUATA
JUIA ¢ JJOCTAThUeH KJIMHUYEH EKCIIEPTEH OIHT, KaTO MPU HEOOXOAUMOCT M3MOJ3Ba U
BBHIITHU €KCTIEPTHU C TIPSIK U aKTyaJieH OIHT, CBbP3aH ChC ChOTBETHOTO M3/IEIINE WU

KIIMHUYHUTE YCJIOBUS, IIPU KOUTO TO CC U3IIOJI3BA,

I)  KOraTo KJIMHUYHMTE J0Ka3aTeJICTBA C€ OCHOBABAT YaCTHUUYHO WJIM U3LUIO HAa JaHHU
OT U3ZECIIHS, 38 KOUTO CE€ TBBPAU, Y€ Ca CXOJHU UM €KBUBAJICHTHU HA OLIEHABAHOTO
U37IeNue, OLeHBA 11eIechOOPa3HOCTTa Ha U3IMOJI3BAHETO HA TE€3M JaHHU, KaTo ce
B3eMarT npeaBu] pakTopu KaTo HOBU MOKa3aHUs U MHOBalMU. Hotuduuupanusr
OpraH JOKYMEHTHPA CHO CBOMTE 3aKJIIFOYEHHUSI OTHOCHO TBBPICHUETO 32
€KBHBAJIEHTHOCT, 11€J1€Ch00Pa3HOCTTa U aJIeKBaTHOCTTA HA JAHHUTE 3a JOKa3BaHE Ha

CBOTBCTCTBHUCTO,
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)  JOKYMEHTHpA SICHO PE3yJiTaTra OT OLICHSIBAHETO CH B JOKJIAJl OT OLICHSIBAHETO HA
MpeAKIMHUYHATA U KIIMHWUYHATA OIIEHKA, KaTo 4acT oT fAokiana 3a EC uscnensane Ha

TUMna no OykBa u);

€)  TPOBEKA WIH OPTaHU3UPA MPOBESKIAHETO HA TIOAXOISANIMTE OLEHKU U (PU3UICCKH
WK JTa0OpaTOpHU U3MUTBAHUS, HEOOXOAUMU J1a Ce MIPOBEPHU Jali PEIICHUATA,
BB3MPUETH OT MPOU3BOJIUTENS, OTTOBAPST HAa OOIIUTE U3UCKBAHUS 32 OC30IMACHOCT U
I[Gf/iCTBHG, YCTAaHOBCHHU B HACTOAIIUA PECTIIAMCHT, B cnyqaﬁ 4c HC Ca IpujiaraHnu
crangapture 1o wieH § wim OC. AKo u3aenreTo TpsSOBa a ce CBbPIKE KbM JIPYTo(H)
uzzenue(s), 3a 1a paboTH 1O NpeHA3HAYCHHE, CE TIPECTABs JOKA3aTeICTBO, Y€ TO
CHOTBETCTBA Ha OOIIUTE N3UCKBAHMS 32 0€30MaCHOCT U IEHCTBUE TIPU CBBP3BAHE C

uzzenue(s), MpUTEKaBally ONPEAEICHUTE OT IPOU3BOAUTEINS XapAKTEPUCTUKN;

) TPOBEXJA WINM OPraHU3Mpa MPOBEKAAHETO HA MOAXOALIUTE OLICHKU U PU3NYECKU
WM J1a00paTOPHU U3MUTBAHUSA, HEOOXOAUMH JIa Ce MPOBEPHU AAIU aKo
MIPOU3BOJUTENAT € U30pas J1a mpujara CbOTBETHUTE XapMOHU3UPAHU CTaHapTH,

TE3U CTAHAAPTH Ca ounu JEUCTBUTEIIHO IMPUITOKCHU;

3) ChrjiaCyBa CbhbC 3adBUTCIIA MACTOTO, KbACTO Jia CC IPOBCAAT HGO6XO,Z[I/IMI/IT€ OLICHKHU U

U3IIMTBAHUA, 1

)  u3roTBs Aokiaj 3a EC u3cienBane Ha TUIIA OTHOCHO PE3YJITaTUTE OT OLICHKUTE U

W3MHUTBAHUATA, U3BBPIICHU CHITIACHO OYKBHU a)—XK).
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4. Ceptudukar

AKO THITBT CHOTBETCTBA Ha HACTOSIIIHS PETJIaMEHT, HOTH()DHUIIMPAHUAT OpPraH u3aBa
ceptudukar 3a EC uzcneasane Ha tuna. CepTuukarsT ChIbpKa UMETO U aJipeca Ha
MIPOU3BOIUTEIISA, 3AKITFOUCHHSTA OT OLICHSIBAHETO HA U3CJICIBAHETO HA THIIA, YCIOBUATA 32
BaJTMTHOCT HA cepTH]UKaTa U HEOOXOTUMUTE TaHHU 32 UACHTU(DUIIMPAHE HA 0JT00pEHHS
tun. CepTu(UKATHT Ce U3TOTBS B ChOTBETCTBHUE C nprioxkeHne XII. CboTBETHUTE YacTH
Ha JJOKYMEHTAIHITA Ce pHUJIarat KbM cepTu(uKara, KaTo HOTUPUITUPAHUSAT OPTaH

ChXpaHsBa KOIHE.
3. [Ipomenu B Tumna

5.1. 3asgBuTenat HHGoOpMUpa HOTU(DUITUPAHUS OpraH, KOTo e u3nan ceprudukara 3a EC
n3cJeBaHe Ha THIIA, 32 BCAKA IUIAHWPAaHA MPOMSIHA Ha 0100pEHHUs THIT WIIA HETOBOTO

IIpeJHa3HAuYCHHE U YCIOBUATA HA yroTpeoa.

5.2. 3a mpoMeHu B 0I00PEHOTO U3/IENE, BKIFOUNTETHO OTPAHUYCHHUS 110 OTHOIIIEHUE Ha
HEroBOTO IMpeHa3HauYeHUE U YCIOBUATA Ha yOTpebda, c€ U3UCKBA JOMIBIHUTEIHO
onobpenune oT HOTUGUIIUPAHUS OpraH, KOWTO € u3nan ceprudukara 3a EC uscnenBane Ha
TUIIA, KOTAaTO TC3U IMPOMCHU MOT'AT Jida NOBJIHAAT HA CbOTBCTCTBHUCTO C O6H_[I/ITG N3HUCKBAaHUA
3a 6€30I1aCHOCT U ACUCTBUE WIH C YCIOBUATA, IPEANUCAHH 3a ynoTpedara Ha MPOAyKTa.
Hotuduuupanust opran pasriexnaa INIaHUpaHUTE IPOMEHH, YBEIOMSIBA IIPOU3BOAUTENS
3a pelIeHreTOo CU U U3/aBa IoNbiHeHHe KbM nokinana 3a EC uscnenpane Ha THmna .
Ono6peHnero Ha BesKa MPOMsIHA Ha 0JI0OpEHUS THUII ce U3BBPINBA Mo (hopmara Ha

JOIMIBJIHCHUEC KbM CCpTI/I(i)I/IKaTa 3a EC HN3CICABAaHC HA THUIIA.
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5.3. 3a npoMeHUTE B IPEJHA3HAYEHUETO U YCIOBUATA Ha yOTpeda Ha 0J0OpEHOTO U3/IETHE,
OCBEH 3a OIpaHMUYEHHTA 10 OTHOLICHHUE Ha NIPeIHA3HAYE€HUETO U YCIOBUATA HA YyIIOTpeOa,
€ He0OXOJMMO HOBO 3asIBJICHHE 32 OLIEHsABAaHE Ha CbOTBETCTBUETO.

6. CriennanHy JOBIHUTEIHY IPOLELYPH
Pazgen 5 or npunoxenue IX ce npuiara ¢ ycaoBHETO, Y€ BCAKO [1030BaBaHE HA
ceprudukar 3a EC oneHsBaHe Ha TEXHUYECKAaTa JOKYMEHTAIHs CE CUMTA 3a [T030BaBaHE HA
ceprudukar 3a EC u3crnenBane Ha Tuna.

7. AJIMUHHCTPATUBHH pa3nopeon
B nponbikenue Ha Hali-maiko ot 10 roguHy, a B Clly4auTe Ha UMIUIAHTUPYEMU U3AEIus
— Hali-MasKko 15 roauHu cien MyCKaHEeTo Ha Ma3apa Ha MOCIEAHOTO U3JIENNE,
MIPOU3BOIUTEINAT WIM HETOBUAT YIIBIHOMOUIEH MIPEACTABUTEN — KOI'aTO IPOU3BOAUTEIAT
HSIMa PETUCTPUPAHO MSCTO Ha CTOINAHCKA JEHHOCT B IbprkaBa YWiIEHKa —CbhbXpaHsABa Ha
Pa3IoJIOKEHUE HA KOMIIETCHTHUTE OPTraHu:

— JOKYMEHTalusATa 10 pas3ael 2, BTOpo THUPE,
— HHpOpMaLUATA 3a IPOMEHUTE 10 pasjen 5, u
— konus ot ceprudukature 3a EC u3cnenpane Ha THMA, HAYYHUTE CTAHOBUIIA U
JOKJIA/INTE, U TOIbIHCHUATA/TIPUIIOKEHUATA KbM TSIX.
[Ipunara ce pa3zgen 8 ot npunoxenue [X.
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HPHUJIOKEHHUE X1

OLEHABAHE HA CbOTBETCTBUETO BbH3 OCHOBA HA
I[TPOBEPKA HA CBbOTBETCTBHUETO HA TTPOAYKTA

l. IlenTa Ha OLIEHABAHETO HA CHOTBETCTBUETO B3 OCHOBA HA ITPOBEPKA HA CHbOTBETCTBUETO
Ha IPOAYKTa € J1a Ce TapaHTHUpa, ue U3/ENINATa OTrOBapAT Ha TUIIA, 33 KOMTO € U3AaieH
ceprudukar 3a EC uscnenBane Ha Tuma, U Ha MPHIOKUMHTE KBM TAX Pa3nopenon Ha

HaCTOAIIUA PCriIaMCHT.

2. Korato e 6un uznanen ceprudukar 3a EC uzcneaBane Ha TUma ChIrilaCHO MPUIIOKEHHUE X,
MIPOU3BOIUTEIIAT MOXKE Jia IPUIIOXKH IpoLeaypata 1o yact A (,,OcurypsiBane Ha
Ka4yecTBOTO Ha MPOU3BOJICTBOTO ) MM mpoueaypara 1o yact b (,,IIpoBepka Ha mpomykra‘)

OT HACTOAIIOTO IMPUITTOKCHUC.

3. Upes peporamus ot pasaenu 1 1 2 mo-rope npoueaypuTe B HACTOSAIIOTO MPUIIOKEHHUE,
ChUYETAaHU C U3rOTBAHE HA TEXHUYECKaTa JOKyMeHTalus o npuioxenusd 1 u II1, moxe

CBIIO Jla Ce MpUjIaraT OT IPOU3BOAUTEINTE Ha U3Ieus oT kiac [la.

YACT A
OCUT'YPABAHE HA KAUECTBOTO HA TTPOU3BOJCTBOTO

4. [IponsBoauTenaT ocurypsiBa BbBEKIAaHETO HA CUCTEMATa 3a YIIpaBJIeHHUE HAa Ka4eCTBOTO,
o/100peHa 3a MPOU3BOICTBOTO HAa CHOTBETHUTE U3/ENs, U3BbPILIBA KpaliHaTa MPOBEpKa 110

pazzaen 6 U noJyieku Ha HaJ130pa 1o pasaen 7.
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5. Korato MMPOU3BOAUTCIIAT U3ITbJIHABA 3aABJDKCHUATA, IPECABUACHHN B Pa31€I 4, TOU U3TOTBS
u cbxpansaBa EC nexnapanus 3a CbOTBETCTBUE ChIIacHO wieH 19 u npunoxenue [V 3a
W3JIeJINeTo, 00XBaHATO OT MPOIleypaTa 3a OlIEHSIBaHe Ha ChOTBETCTBUETO. C M3/1aBaHETO
Ha EC nexnapanus 3a CbOTBETCTBHE CE MPUEMA, Y€ IPOU3BOAUTENAT FapaHTHPA U
JIeKJIapypa, 4e ChbOTBETHUTE M3/ETHs OTTOBapsT Ha THIIA, ONUCaH B cepTudukara 3a EC

H3CJICABAaHC HAa THIIA, U HA TIPUIIOKUMUTE KbM U3ACTIUCTO MU3UCKBAHUA HA HACTOAIIMA

periaMeHT.
6. CucreMa 3a ynpaBieHHE Ha KaueCTBOTO
6.1. [IpousBoauTeNnAT MoaaBa 10 HOTUQGUIMPAH OPTaH 3asBICHUE 32 OLICHSABAHE HA CUCTeMaTa

3a yIpaBJIEHUE HA KaUE€CTBOTO. 3asBJIEHUETO BKIIIOUBA:
— BCUYKH €JIEMEHTH 10 pas3zaen 2.1 ot npunoxenue 1X;
- TeXHUYecKara gokyMeHTauus no npuioxenus 11 u 11l 3a ogo6penure Tunose; u

- komnue oT ceprudukarure 3a EC u3cineaBane Ha THna mo pasaei 4 oT
npwioxenue X; ako ceptudukarute 3a EC nscienBane Ha Tuma ca u3IajieHd OT
CHINKS HOTU(PHUIMPAH OPTaH, A0 KOTOTO € MOJaJACHO 3asBICHUETO, B 3asBICHUETO CE
BKJIFOYBA U I1IO30BABAHC HAa TCXHUYCCKATA I[OKyMeHTaI_[I/I}I 148 HeﬁHHTe aKTyaJII/BI/IpaHI/I

BEPCUU U Ha U3/1aJICHUTE cepTU(dUKaTu.
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6.2.

6.3.

6.4.

BbBexnaneTo Ha cucTeMara 3a yrpaBieHUEe Ha KaueCTBOTO € TaKOBa, 4e Jja TapaHTupa
CHOTBETCTBUETO C THIMA, ONKCaH B cepTudukata 3a EC usciensane Ha tuma, u ¢
pasnopenduTe Ha HACTOSIIHS PErJIaMeHT, KOUTO Ce MpUilarat KbM U3/IENUATa, Ha BCEKU
ertan. Bcuuku eneMeHTH, M3UCKBAHMS U MIPEANMCAHUS, IPUETH OT MPOU3BOJUTEINS 32
HEroBaTa CUCTEMa 3a YIPaBJICHUE Ha KAYECTBOTO, C€ JOKYMEHTHPAT PEOBHO U
CUCTEeMAaTH4YHO 1101 (hopMaTa Ha HAPHUYHUK 10 KAYECTBOTO U TUCMEHH ITOJIUTUKH U
MPOLEIYPH, HATPUMEP MPOTPAMH IO KaYECTBOTO, IJIAHOBE MO KAYECTBOTO U PETUCTPU IO

Ka4dy€CTBOTO.

HO—KOHerTHO B Ta3W JOKYMCHTAUs C€ BKIOYBA MOAXOAAIIO OIMMCAHUEC HAa BCUYKU

€JIeMeHTH 1o pa3zen 2.2, OykBu a), 0), T) u a) ot npmioxenue [X.
IIpunara ce pasaen 2.3, mbpBa U BTOpa alvHes OT npuiioxenue [X.

AKo cucTemara 3a yrnpaBJIeHHE Ha KaueCTBOTO TapaHTUPa, Y€ U3/IeNUATa ChOTBETCTBAT Ha
Tuna, onucat B ceptudukara 3a EC uscienpane Ha TUIA, ¥ HA COTBETHUTE pa3nopeadu
Ha HACTOSIIMS periiaMeHT, HOTU(QUIIMPAHUAT OpraH uznasa ceprudukar 3a EC
OCHUTYpsIBaHE Ha KauecTBOTO. HoTuduiupanusT opran yBeomMsiBa mpoOU3BOIUTENS 32
pEIIeHHeTo cu Ja u3aaae ceprudukar. Permennero BKIIOYBA 3aKITIOYCHHUATA OT OJUTA Ha

HOTU(UIMPAHHS OPTaH U MOTHBHpAHA OIICHKA.

[Ipunara ce pasaen 2.4 ot npunoxenue 1X.

10728/4/16 REV 4 3
IMTPUJIOXXEHUE XI BG



7. Hanzop

[Tpunarat ce pasznen 3.1, pazaen 3.2, mbpBO, BTOPO U YETBBPTO TUPE U pazaenu 3.3, 3.4,

3.6 u 3.7 ot nmpunoxenue [X.

3a n3aciansaTa OT Kjiaac III HaA30pPBbT BKIIKOYBA CHIIO TaKa IIPOBCPKA HA CbOTBETCTBUCTO
MCKAY KOJIUYCCTBOTO IMMPOU3BCACHU UJIN 3aKYIICHU CYPOBHUHU NI OCHOBHU KOMIIOHCHTH,

0I[O6p€HI/I 3a THIIA, 1 KOJIMYCCTBOTO I'OTOBU U3JCIINA.

8. [IpoBepka Ha MAPTHIU P U3JIENHS, BKIIOUBAIIN KaTO HEPA3/IeIHA YacT JIEKaPCTBEHO
BEIIECTBO, KOETO MPH CAMOCTOSITETHA YIIOTpeda O ce CUUTAIIO 32 JIGKAPCTBEH MPOIYKT,

TIOJIYUCH OT YOBCIIKA KPBbB NJIM YOBCUIKA IJIa3Ma, CbIJIACHO YJICH 1, r[aparpa(b 8

[Ipu 3aBBpIIBaHE HA MPOU3BOJICTBOTO HA BCSKA MAPTUIA M3CIHUs, BKIIOYBAIIA KAaTO
HEepa3/eliHa YacT JIGKAPCTBEHO BEIIECTBO, KOETO MPH CAMOCTOSATEIHA yrnoTpeda Ou ce
CUYHUTAJIO 32 JIEKAPCTBEH MPOAYKT, MOJYUYEH OT YOBEIIKA KPHB MJIM YOBEIIIKA IJIa3Ma,
chriacHo wieH 1, maparpad 8, mppBa anuHes, MPOU3BOAUTENAT UH(OpMHpA
HOTU(UIIMPAHUS OpPTaH 32 OCBOOOKIaBaHETO HA MapTUAATa U3IEIHs U My H3IIpalia
odurmanHus cepTudukar 3a 0cBOO0KIaBaHETO HA MapTHUaTa OT U3MOI3BAHOTO B
U3JISTETO MPOU3BOIHO HA YOBEIIKA KPBB WIH T1a3Ma, H3aJieH OT JabopaTopus Ha
IbprKaBa YICHKA WIH OT 1ab0opaTopusi, OmpeiesieHa 3a IIeJiTa OT AbpiKaBa YJICHKA ChIIIACHO

wiieH 114, maparpad 2 ot HAupextusa 2001/83/EO.
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9. AJIMUHUCTpPATUBHU pa3noperon

B npoabmxenne Ha Hali-Maniko 10 roquHM, a B CIy4anTe HA UMIUIAHTUPYEMU U3ICIIHS —
Hai-manko 15 roauHu cien mycKaHeTo Ha ma3apa Ha MOCIeIHOTO U3JeNne,
TIPOU3BOUTENAT WM HETOBUST YITBIIHOMOIICH MPEICTABUTENT — KOTaTO MPOU3BOAUTEIST
HSIMa PErUCTPUPAHO MSCTO Ha CTOINAHCKA JEHMHOCT B IbprKaBa UJieHKa —CbhXpaHsiBa HA

Pa3MoI0KEeHHE Ha KOMIIETCHTHUTE OPTaHHU:
— EC nexnapanusita 3a CbOTBETCTBHE,
- JOKyMEHTalusTa o pasaen 2.1, mero tupe ot npuioxenue [X,

— AOKYMCHTalHATa 110 pa3aci 21, OCMO THPC OT IIPUIIOKCHUC IX, BKIIFOYHMTCIIHO

cepruukara 3a EC uzcnenBane Ha Tumna mo npuioxenue X,
— UHpOpMaLKATA 3a IPOMEHHTE 10 pasnen 2.4 ot npunoxenue [X, u

— pEIICHHATA U TOKJIQJIUTe HAa HOTU(DUIIMPAHHS OpraH 1o pazaenu 2.3, 3.3 u 3.4 ot

npunoxenue 1X.

[Ipunara ce paznen 8 ot npuinoxkenue [X.
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10.

10.1.

10.2.

10.3.

[Ipunarane BB Bpb3Ka ¢ u3aenus ot kiac lla

Upes neporaimus oT pasaen 5, Bb3 ocHoBa Ha EC neknapanusara 3a CbOTBETCTBUE CE€
nprema, 4e MPOU3BOAUTENST FapaHTUpPA U ACKIApUpPa, Y€ ChOTBETHUTE U3JENHUs OT KIlac
[la ca mpou3BeeHN B CHOTBETCTBHE C TEXHUYECKATA JOKyMEHTAIMs 110 npuioxeHus 11 u

III 1 oTroBapAT Ha NPUIIOKUMUTE KbM TSAX U3UCKBAHUS [10 HACTOSIIUS PETJIAMEHT.

3a mzgenusta ot kiac [la, kaTto gact ot oueHsBaHETO 1Mo pa3zaesn 6.3 HOTUDUITPAHHST
OpraH OILICHSBAa JaJIM TEXHUYECKaTa JOKyMeHTauus o npuinoxenus 11 u 111 3a uzgenwusra,
o0paHK Bb3 OCHOBA Ha MPEACTaBUTEIHU 00pa3Ly, CbOTBETCTBA HA HACTOSALIMS

PCrIIaMCHT.

[Tpu n360pa Ha npeacTaBUTEICH 00pa3el WK MPEJCTABUTEIHN 00pa3Liy OT H3/AEIHS
HOTU(UIMPAHUAT OPraH B3eMa MPeABHU] HOBOCTTA HAa TEXHOJIOTHTA, CXOJCTBATa B
MPOEKTHUTE, TEXHOJIOTHATA, METOIUTE 332 IPOM3BOJICTBO U CTEPHUITH3AIIHS,
MpeIHa3HAUYCHUETO U PE3YJITATUTE OT BCIKO CHOTBETHO MPEAXOIHO OIICHsABaHE (HATIpUMED
M0 OTHOIIIEHHUE HA (PU3UYHU, XUMHYHH, OMOJIOTUYHU WIIN KIIMHUYHU CBOWCTBA), KOUTO €
OUJI0 IPOBE/IEHO B CHOTBETCTBUE C HACTOAIINA peryiaMeHT. ChOTBETHUAT HOTU(DUIMPAH
OpraH JOKYMEHTHpa 00OOCHOBKATA CH 3a B3ETHUS 00pa3el] Wi B3eTUTE 00pa3Iy Ha

H3IEIuATA.

Axko npu oneHsiBaHeTo 1o pazzein 10.2 ce noTBbpAU, Y€ ChOTBETHUTE M3/enus OT kiac Ila
OTroBapsT Ha TEXHUYECKaTa JoKyMeHTanus no npuioxenus I u Il u Ha npunoxumure
KbM TSX U3UCKBaHUS MO HACTOSIIUS PETJIaMeHT, HOTU(DUIIUPAHUAT OpraH u3ana

CepTI/I(I)I/IKaT ChINIACHO HACTOAMIATa 4aCT OT HACTOAIIOTO IMPUIIOKCHHAC.
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10.4.  Karto yact oT OlIEHSIBAHETO Ha HAJ[30pa 10 pasjen 7 HOTU(ULIUPAHUST OpraH OLEHsIBa
00pas3Iy, B3eTH B IOITBJIHCHHE KbM B3ETHTE 38 IBPBOHAYAIIHOTO OLICHSIBAHE HA

CBOTBCTCTBHCTO HA U3CIHATA.

10.5.  Ypes peporauus oT pa3zaen 6 U B IpoAbJKEHNE Ha Hall-Mainko 10 roguHu cies mycKaHeTo
Ha Ma3apa Ha MOCJIEAHOTO U3/ENIHE MPONU3BOJUTENAT WK HETOBUAT YIIBIHOMOIICH

MPEACTaBUTEN ChbXPaHsIBa Ha PA3MOJI0KEHNE Ha KOMIIETCHTHUTE OPTraHu:
— EC nexnmapanusita 3a CbOTBETCTBHE,

— TeXHHYECKaTa ToKyMeHTauus no nprioxenus I u [1,u

— ceptudukara mo pazaen 10.3.

[Ipunara ce pasgen 8 ot npunoxenue [X.
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YACT b
ITPOBEPKA HA ITPOAYKTA

11. IIpoBepka Ha MpoOIyKTa 0O3HAUaBa MPOLEAYPATa, IPH KOATO, CIIE KaTo U3Cie/lBa BCIKO
IIPOU3BENICHO U3EIINE, ce ITpHeMa, 4e ¢ n3nasaHeTo Ha EC nexnapanus 3a CbOTBETCTBHUE
chbIacHo wieH 19 u npuiioxxenue [V npousBoauTENAT rapaHnTupa U AeKiIapupa, 4e
U3JIEMATa, KbM KOUTO € IPUJIOKEHa Mpoleaypara no paszaenu 14 u 15, otroBapsrt Ha
THIA, onrcaH B ceprudukara 3a EC u3cienBane Ha TUIa, U HA IPUIIOKUMHUTE 32 TAX

HU3HUCKBAHMS 110 HACTOAIIUA PErIaMCHT.

12. [IpouzBoauTeNAT NpeArnpreMa BCHUKH HEOOX0IMMHI MEPKH, 32 Jja FrapaHTHUpa, 4e Mpu
IIPOU3BOJICTBEHUS MPOLIEC CE IPOU3BEKIAT U3AEIUSA, KOUTO OTIOBAPAT HA TUIIA, ONUCAH B
ceprudukara 3a EC uscneapane Ha TUMA, ¥ Ha IPUWIOKUMHUTE KbM TSIX U3UCKBAHUS 10
HacTosus perinaMenT. [Ipeau HauanoTo Ha MPOU3BOJCTBOTO MPOU3BOAUTENAT U3TOTBS
JOKYMEHTH, OIMCBALIY IPOU3BOACTBEHUS MPOLIEC, TO-KOHKPETHO MO OTHOILIEHHE Ha
CTEpHIIN3ALUATA, aKO € HEOOXOUMO, 3a€/IHO C BCUUKU PYTHHHHU, IIPEIBAPUTEIIHO
YCTaHOBEHU MPOLEYPH, KOUTO TpsiOBa Ja ce U3MBJIHAT, 3a J1a CE OCUT'YPH XOMOT€HHA
MIPOAYKIMS, U aKO € MOAXOASI0 — ChOTBETCTBUETO HA U3/IEIMATA C TUIIA, OIIMCAH B
ceprudukara 3a EC u3cneapane Ha TUNA, U C TPUIOKUMUTE KbM TSAX U3UCKBAHUS 110

HaCcTOAIMA PCriIaMCHT.
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13.

14.

15.

15.1.

OcBeH TOBa 3a U3/ENHATA, TyCKaHU Ha Ma3apa CTEPUIIHU, U CaMO 32 OHE3U aCMeKTH OT
MIPOU3BOACTBEHUS MPOIIEC, MPETHA3HAUCHH Ja 3a1a3BaT U MOAIbPIKAT CTEPUITHOCTTA,

POM3BOIUTENAT MpHJIara pasnopeaoure Ha pazaenu 6 u 7.

[IponsBoauTenAr ce 3aabikaBa 1a U3TOTBH U aKTyaJIn3Mpa IUIaH 3a HaA30p CIIe] IIyCKaHe
Ha na3zapa, Bxitountenso mial 3a KIIIIII, u nponenypu 3a n3nbiaHeHUE Ha 3aIbJKEHUATA
Ha MIPOM3BOAMTEIIS, TPOM3TUYALIM OT pa3nopeaOuTe 3a mpocieasBaHe Ha 0€30MacHOCTTa U

crucTemarta 3a HaJ30p Cie/] MyCKaHe Ha ma3apa, npeaBuacHu B riaasa VII.

HoTtudunmpanust opran u3BbpIIBa MOIXOIAIIATE U3CIEABAHNS U U3NTUTBAHUS, 32 J1a
MIPOBEPHU CHOTBETCTBUETO HAa M3ACTUETO C M3UCKBAHUATA MO HACTOSIIUS PETIAMEHT Ype3

H3CJICABAHC U U3MUTBAHC HAa BCCKU MMPOAYKT, KAKTO € ITOCOYCHO B pa3Jici1 15.

HSCHeﬂBaHI/I}ITa " U3NUTBaHUATA, IOCOYCHU B ITbPBA AJIMHCA OT HACTOAIIUA pa3acil, HC CC
npuiaarat KbM aClICKTUTE OT NPOU3BOJACTBCHU ITPOLICC, TPCAHA3HAUCHHU 3a 3aI1a3BaHC Ha

CTEpUITHOCTTA.
[IpoBepka upe3 u3cieqBaHe U U3MUTBAHE HA BCEKU MPOIYKT

Bcesiko u3znenue ce uscneaBa MOOTAETHO U €€ U3BBPIIBAT NOAXOAAUINTE GU3NUECKU WIN
n1a0opaTOpPHU U3NUTBAHUS, ONPECIICHH B CHOTBETHUS CTAHAAPT MM ChOTBETHHUTE
CTaHJApTH 110 YIE€H §, WM €KBUBAJECHTHHU U3MMTBAHMS U OLICHKH, 3a J1a CE MPOBEPH, aKO €
LeJIeChOOPa3HO, CbOTBETCTBUETO HA U3/IENINATA C THIIA, ONUCaH B ceprudukara 3a EC

H3CJICABAaHC HA THUIIA, U C IIPUITIOKUMHUTE KbM TAX U3UCKBAHUA 10 HACTOAIIUA PETTIAMCHT.
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15.2.  HortuduuupaHuaT opraH HaHACA WM U3MCKBA J]a C€ HAaHECE WACHTHU(PUKAIIMOHHUST MY
HOMeEp BBPXY BCIKO 000peHo uzaenue u u3rotrss ceprudukar 3a EC mposepka Ha

NNpOAYKTA MO OTHOIICHNUEC HA U3BBbPIICHUTC U3IIUTBAHUA U OLICHKH.

16. IIpoBepka Ha MapTUIU P U3JENHs, BKIIOUBAIIM KaTO HEPa3/IeIHa YacT JIEKapCTBEHO
BEIIECTBO, KOETO MPH CAMOCTOSITEIHA YyIIOTpeda O ce CUUTAJIO 32 JIGKAPCTBEH MPOIYKT,

MOJTyYEH OT YOBEIIKA KPhB WJIHM YOBEIIKA TIa3Ma, ChIIACHO WieH 1, maparpad 8

[Ipu 3aBbpIIBaHE HA MPOU3BOJICTBOTO HA BCSKA MAapTHUIA U3AEINUs, BKIIOYBAIIN KaTO
Hepas/JellHa yacT JEKapCTBEHO BEIECTBO, KOETO IIPHU CaMOCTOATENHA yrioTpeba Ou ce
CUMTAJIO 32 JEKAPCTBEH MPOLYKT, IIOJIy4EeH OT YOBEIIKA KPbB WM YOBEILKA IIJ1a3Ma,
CBIVIaCHO WiieH 1, maparpad 8, mbpBa ajauHes, IPOU3BOAUTEIAT HHPOPMHpPA
HOTU(UIMPAHHS OPTaH 32 0CBOOOXKIaBAaHETO HA MApTHIATA U3JCIIUS U My M3IIpalia
ounmanaus cepTudurar 3a 0cBOOOKIaBAaHETO HA MAPTHIATA OT U3IOJI3BAHOTO B
U3/IEJIMETO MPOU3BOJHO HA YOBEIIKA KPbB WIIH IJ1a3Ma, U3Ja/IeH OT JJabopaTopus Ha
J'bp>KaBa 4ICHKa MM OT Ja00opaTopHs, ONpeiesieHa 3a LIeITa OT AbPKaBa YiICHKA ChITIACHO

wieH 114, naparpa¢ 2 ot Aupextuna 2001/83/EO.
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17. AJIMUHUCTpPATUBHU pa3noperon

B npoabmxenne Ha Hali-Maniko 10 roquHM, a B CIy4anTe HA UMIUIAHTUPYEMU U3ICIIHS —
Hai-manko 15 roauHu cien mycKaHeTo Ha ma3apa Ha MOCIeIHOTO U3JeNne,
MIPOU3BOIUTENAT WM HETOBUST YIIBIHOMOIICH MPEACTABUTEN ChXPaHsBa Ha

pa3noJoXKeHne Ha KOMIETEHTHUTE OPTaHu:
— EC nexnapanusirta 3a CbOTBETCTBHE,
— JTOKyMEHTAIUATA 10 pa3aen 12,
— ceptudukara mo pasaen 15.2, u
- ceprudukata 3a EC uscrneaane Ha Tuna 1o npuioxeHue X.
[Ipunara ce pasgen 8 ot npunoxenue [X.

18. IIpunarane BbB Bpb3Ka ¢ U3AenuATa OT Kiac lla

18.1.  Upes neporauus ot pasaen 11, Bb3 ocHoBa Ha EC neknapanusra 3a CbOTBETCTBUE CE
npueMa, 4e MPOU3BOIUTENIAT TapaHTHpa U ICKJIapupa, 9€ ChOTBETHUTE U3MICTHUS OT Kilac
ITa ca mpou3BeieHN B CHOTBETCTBHE C TEXHUYECKATa JOKYMEHTAIMs 110 TipuioxeHus I u

I u OTTOBapAT HA HPUIIOKUMHUTE KbM TAX U3UCKBAHUSA 110 HACTOAIINA PCTIIAMCHT.
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18.2.

18.3.

18.4.

[IpoBepkara, H3BBpIICHA OT HOTH(GHUIIMPAHUS OPTaH ChITIACHO paszen 14, e uMa 3a 1en 1a

MOTBBP/IU CHOTBETCTBUETO HA CHOTBETHUTE M3/IeNHUA OT Kiac [la ¢ Texunueckara
noxkyMmeHTauus no npuitoxkenus 11 u Il u ¢ npunoxxumure KbM TAX U3UCKBAHUS 110

HAaCTOAUA pCTIIaMCHT.

AKo npu poBepkata no paszen 18.2 ce noTBspAH, Y€ ChbOTBETHUTE U3zAenus ot kiac Ila
OTrOBapsAT Ha TEXHUYECKaTa JoKyMeHTanus no npuioxenus II u 111 u va npunoxxumure
KBM TSIX U3UCKBAHHS 110 HACTOSIINS PETJIAMEHT, HOTU(DHUIIMPAHHUAT OPTaH H3/1aBa

CepTI/I(i)I/IKaT CBIIACHO HaCTodAMaTa 4aCT OT HACTOAIIOTO IIPHUIIOKCHUC.

Upes neporanus oT pasaen 17 u B mpoabbkeHue Ha Hail-mManko 10 roauHu cren
MMyCKAHETO Ha Ma3apa Ha MOCJIETHOTO CU U3/eJIUe MTPOU3BOAUTEINST UM HETOBUST

YH'LJIHOMOH_ICH HpeILCTaBI/ITeH C’bXpaHﬂBa Ha paSHOHO)KCHI/Ie Ha KOMIICTCHTHUTC OpFaHI/II
— EC nexnaparnusita 3a CbOTBETCTBHE ,

— TeXHHYECKaTa oKyMeHTauus no nprioxenus I u [1,u

— ceptudukara mo pasaen 18.3.

[Ipunara ce paznen 8 ot npunoxenue 1X.
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HPUJIOKEHUE XIT

CEPTUO®UKATH, U3JABAHN OT HOTUOUIIUPAHUTE OPI'AHU

I'naBal

OO0 N3NCKBaHUA

1. Ceprudukatute ce U3roTBAT Ha €AWH OT opuIIMaTHUTE e3uli Ha Chro3a.
2. Bceku ceptudukar ce oTHacs camo J0 €IHa Mpoleaypa 3a OleHsIBaHE Ha ChOTBETCTBHUETO.
3. CepTtudukatute ce n3aBat caMmo Ha €IMH Mpou3BoauTelN. FiMeTo u afpechT Ha

MIPOU3BOIUTEIS, BKIIIOUEHH B CEPTU(HUKATA, Ca CHIIUTE KATO PETUCTPUPAHUTE B

€JICKTpOHHATa cucTteMa 1o wieH 30.

4. OOxBaThT Ha cepTUPUKATHTE UACHTHPHUIIIPA IO HEJABYCMHCICH HAYMH 00XBaHATOTO(UTE)

nnenue(s):

a) ceptudukarute 3a EC oneHsBaHe Ha TEXHUUECKaTa JOKYMEHTaLUs, CepTU(UKATUTE
3a EC uscnenBane Ha Tuna u ceprudukature 3a EC nmpoBepka Ha npoyKTa
BKJIIOYBAT SICHA UICHTU(UKAIMS, B TOBA YMCIO HAMMEHOBAHUETO, MOZIETIA U THIIA Ha
U3JIENUETO(sITa), MpeaHa3HAYEHUETO, TOCOYEHO OT MPOU3BOJUTENSI B UHCTPYKLIUUTE
3a ynorpe0a, BbB BPb3Ka C KOETO M3/EIHETO € OUIIO OLIEHEHO B pAMKHUTE Ha
IpoIielypaTa 3a OLIEHsABaHE HAa CbOTBETCTBUETO, KJIACU(PHUKALMATA B 3aBUCMOCT OT

pucka u 6azoBust UDI-DI cbriacho unen 27, naparpad 3;
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0) ceprudukarure 3a EC cuctema 3a ynpasieHre Ha KaY€CTBOTO U CEPTUHUKATHUTE 3a
EC ocurypsiBane Ha Ka4eCTBOTO BKJIFOUBAT HACHTH()UKALINS HA U3EIUATA WITH
IpyNHTE W3eHs, Kilacu(UKaIusaTa B 3aBUCUMOCT OT PUCKa, a 3a U3IeIIHs,

ki1acuduuupanu B kiac [Ib — npennaznauenuero.

5. Hotudunupanust opran Tpss6Ba 1a MOKe IPU MOUCKBAHE J1a TIOKaXe KO (OTIEJIHN)
nznenus ca o0xBaHatu ot ceprudukara. HorudunupanusT opran ycTaHOBSIBa CUCTEMA,
KOSITO yJIECHSIBA OIPEJEIISIHETO HA U3/IETHATA, BKIIFOUNTEIHO TSIXHATa KiIacupUKaIus,

00XBaHATH OT CEPTH(UKATA,

6. Ceprudukatute ChIbpXKaT, aKo € MPUIOKUMO, OEIEKKA, e 3a IyCKaHEeTO Ha Ia3apa Ha
u3aenueTo(sTa), 00XBaHATH OT TO3U CEPTU(HKAT, € HEOOXOIUM APYT CepTH(HKAT,

HU3JaACH B CbOTBCTCTBUC C HACTOAIIUA PCTIIAMCHT.

7. Ceprudukarute 3a EC cucrema 3a ynpasieHue Ha KadecTBOTO u cepTudukatute 3a EC
OCHUTYpsIBaHE Ha Ka4eCTBOTO 3a U3JEHs OT Kjac I, 3a KOUTO ce U3UCKBa ydyacTue Ha
HOTU(UIIMPAH OpTaH ChIIIACHO WieH 52, maparpad 7, BKIIOUBAT JeKIapalus, 4e
HOTHU(HUIMPAHUSAT OPTaH € HAMpaBUJl OJUT Ha CUCTEMAaTa 3a yIpaBlIeHUE Ha KaueCTBOTO,

OrpaHHU4CH N0 ACTICKTUTC, UBNUCKBAHU CHITIACHO IMOCOYCHUA Haparpaq).

8. [Ipu nonmbaBaHe, M3MEHEHNE WIIM TIOBTOPHO M3/aBaHEe HAa CepTU(DUKAT, B HOBUS
CepTU(UKAT ce TTOCOYBa MPEIXOAHUAT CEPTH(HUKAT U TaTaTa My Ha U3JIaBaHe, 3a€IHO C

BHCCCHUTC UBMCHCHUA.
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I'nasa Il

MuHUMAJITHO CHABbPKAHUE HA cepTUUKATUTE

1. Nwme, anpec 1 uaeHTUPHUKAIIMOHEH HOMEP HAa HOTU(QHUIIMPAHUS OpPTaH;

2. HME U aJIpec Ha MPOU3BOJUTENS U aKO € MPUII0KUMO — Ha YITbJIHOMOIICHHUS
MIPEJCTaBUTEIT;

3. YHMKaJIEH HOMEp 3a UICHTU(UIIUPAaHE HAa CePTUPHKATA;

4. ako Beue e u3naaeH, EPH Ha npousBoauTens chriaacHo wieH 31, maparpad 2;

5. JlaTa Ha U3/1aBaHe;

6. CPOK Ha BaJMIHOCT;

7. JAaHHU, HEOOXOMMH 32 HEJIByCMHCIICHA UICHTH(PHUKALNS Ha U3/IEIUETO(STa), KOTaTo €

MPUII0KUMO, CHIIACHO MOCOYEHOTO B 4acT I, pasnen 4;

8. aKo € MPHJIOKHUMO — TIOCOYBAHE HA BCUUKU MPEIXOAHU CepTU(PHUKATH CHITIACHO B IJ1aBa I,
paszen §;
9. [1030BaBaHE Ha HACTOAIIUS PErJIAMEHT U Ha ChOTBETHOTO MPHIIOKEHUE, CHIIIACHO KOETO €

HU3BBPIICHO OLUCHABAHCTO HA CbOTBECTCTBHUETO,
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10. W3BBPIICHU U3CIAEABaHUS U U3NUTBAHUS, HAIPUMEp NpenpaTrku KbM cboTBeTHU OC,
XapMOHU3UPAHU CTaHAAPTH, AOKJIAIU OT U3MUTBAHUS U OJUTEH JOKJIA/] WIK OJUTHU
JOKJIa/IH;

11. aKo € IMPUJIOKUMO, T030BaBaHE HAa CbOTBETHUTE YACTU OT TEXHUUECKATa JJOKYMEHTALUS
WIN APYTH cepTU(UKaTh, HeOOXOAMMH 32 IyCKAaHETO Ha Ma3apa Ha 00XBaHATOTO(UTE)
uzaenue(s);

12. aKo € MPWIOKUMO, MHPOPMAIIKS 32 Ha30pa OT HOTH(PHUIIMPAHUS OPTaH;

13. 3aKJIIOYEHHUS OT OLIEHSBAHETO HAa ChbOTBETCTBUETO, U3BBPILEHA OT HOTU(DULIMPAHUS OpraH
BBB Bpb3Ka C MPUIOKUMOTO MPHUIIOKECHHE;

14. YCIIOBHSA 32 BaJIMJHOCTTA WJIM OTPAaHUYEHUS Ha BAJIMJHOCTTA Ha cepTu(dukara;

15. MIPaBHOOOBBP3BAII] TOANUC Ha HOTU(PHUIMPAHHUS OPTaH B CbOTBETCTBUE C MPUIOKHMOTO
HAIIMOHAITHO TIPaBO.
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HPUJIOKEHUE XIIT

IMPOLUEAYPA 3A U3JJEJINA, U3PABOTEHMU I10 IIOPBYKA

1. 3a HU30CIuATA, I/I3pa6OTCHI/I 10 MOPBYKaA, IPOU3BOAUTCIIAT WA YITBJIHOMOUICHUAT MY

MIPeICTaBUTEN U3TOTBAT AEKIapalus, ChAbPKalla 1siata HHPOpMAaIHs Mo-A0IY:
— MMETO U aJIpeca Ha MPOU3BOIUTEIIS U Ha BCHUKH IMPOU3BOJICTBEHU OOCKTH;
— aKo € MPHJIOKUMO, UMETO U aJjpeca Ha YIIBIHOMOIICHUS TIPEICTaBUTEIL,

— JIAaHHU, TI03BOJISIBAIIY UACHTU(UIIIPAHE HA CHOTBETHOTO U3/IEIHE;

- JEeKJIapaIus, 4e U3ACIMETO € MpeTHa3HAYeHO 3a M3KIIIOUUTETHA yIoTpeda oT

KOHKPCTCH MAallUCHT UIIN HOTpGGI/ITeH, KOIiTO ce 0003HauaBa ¢ HME, CbKpallICHUC WU

u(poB KOJ;

- HMCTO Ha JIUIIECTO, KOCTO € MPCANNCATIO U3ACTIUCTO U KOCTO pasliojiara € rmpaBo 3a

TOBA CHITIACHO HAIMOHAIHOTO MPaBO NOPaay NpodecruoHamHaTa cu KBaTupuKanus,

H aKoO € IMPUIIOKUMO — HUMETO Ha CbOTBETHOTO JIe4eOHO 3aBCJICHHUC,

— KOHKPETHHUTE XapaKTePUCTHKHU Ha MPOIYKTa, KAKTO Ca ONMHUCAHU B PEANUCAHUETO;
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— JeKJIapanus, 4e CbOTBETHOTO U3/IEJINE OTTOBaps Ha OOIIMTE U3UCKBaHUS 3a
0€30MacHOCT U JeiiCTBHE M0 MpUJIokKEHHUE | 1 aKo € MPUII0KUMO — yKa3BaHE Ha
o01INTe U3UCKBAHUS 32 OE30MACHOCT U JACHCTBHE, KOUTO HE Ca U3IISUIO0 U3IIBIHEHH,

KaTO C€ MOCOYBAT IIPUYIHUNHUTE;

- aKO € IMPUIIOKUMO, ITIOCOYBAHE, UC U3ACITUCTO CHABbPIKA NJIIK BKIHOYBA JICKAPCTBCHO
BCIICCTBO, B TOBA YHUCJIO NPOU3BOJHO HAa YOBCIIIKA KPbB WK IJIa3Ma WX TbKaHW U

KJIETKH OT YOBEIIKH WJIH >KUBOTUHCKH MIPOU3X0J 1o cMuchia Ha Pernmament (EC)

Ne 722/2012.

2. [IpousBoauTENAT ce 3aabMKaBa J1a ChbXpaHsIBa Ha Pa3MoI0KEHUE HA KOMIIETEHTHUTE
HAI[MOHAITHU OpPTaHu JOKYMEHTAIIUATA, TOCOYBAIIA TPOU3BOJCTBEHUS(UTE) 00EKT(1) U
JaBaIla Bb3MOXHOCT 3a (hopMHpaHe Ha pa30upaHe 3a MPOEKTa, MPON3BOACTBOTO U
JIEMCTBUETO HA U3JICIUETO, BKIIOUYUTEIIHO OYaKBAHOTO JCHCTBHUE, TAKA Y€ JIa IO3BOJIU

OIICHABAHCTO HAa CHbOTBETCTBUCTO C UBMCKBAHUATA 110 HACTOAIIUA PETTIAMCHT.

3. [IpousBoauTensr npearnpruemMa BCHUKH HEOOXOIMMU MEPKH, 3a J1a TapaHTHUpa, 4e Ipu
MIPOM3BOJICTBEHUS MPOIIEC CE MOTydaBaT U3IEHsI, KOUTO Ca IPOU3BEICHU B CbOTBETCTBUE

C IOKyMEHTALMTA 110 pa3jen 2.
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4. Jlexnapanusita, mocoyeHa B yBOAHATa 4acT Ha pa3zien 1, ce chXpaHsiBa B IPOIBIKEHHE Ha
Hail-manko 10 roguHu cieq mycKaHeTo Ha U3JIeJIMETO Ha Ma3zapa. 3a UMIUIAHTUPYEMU

U3JIeMsl CPOKBT € Hall-Mako 15 ronuHm.
[Ipunara ce paznen 8 ot npunoxenue 1X.

5. [Tpou3BOIUTENAT TIPETIICKIA U JOKYMEHTHPA OMUTA, ChOpaH B Clie]] MPOU3BOICTBEHUS
erar, BKItounTesHO oT KIIIIIIT no wact b ot npunoxenne XIV, u BpBekaa TOAXOIAIIN
Cpe/CTBa 3a MPEANPHUEMAHETO HA HEOOXOAUMHUTE KOpUrupau aencteus. B To3u
KOHTEKCT, B ChOTBETCTBHE C WiieH 87, maparpad 1 Toi qokiaaBa Ha KOMIETEHTHUTE
OpraHu BCUYKH CEpUO3HU MHLIMJICHTU WU KOPUTHUPAIIH IEUCTBUS BbB BPBh3Ka C

6830HaCHOCTTa, HJIM U ABCTC, BEAHAra CJIC KaTO Hay4Hu 3a TAX.
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HPHUJIOXKEHUE XIV

KIIMHNYHA OLIEHKA
N KIIMHWUYHO ITPOCJIEAABAHE CJIE/L ITYCKAHE HA ITA3APA

YACT A
KIIMHNYHA OLIEHKA

1. 3a Aa II1aHrupar, U3BbpIIBAT HCIIPEKBbCHATO U JOKYMECHTHUPAT KIIMHUYHATa OLICHKA,

MIPOU3BOAUTCIINTC:
a) H3TOTBAT U aKTyaJIM3UPaT IJIaH 3a KIIMHWYHAaTa OICHKaA, KOWTO BKJIFOYBa Hal-MaJIKO:

— YCTaHOBSBAHC Ha O6H_II/ITC HM3KUCKBAHMA 3a 0€30IIaCHOCT U HeﬁCTBHe, KOUTO

TpSIGBa Aa ca NOAKPCIICHU CbC CbOTBCTHUTC KIIMHUYHU JAHHU,
— MMOCOYBAHC HA NPCAHAZHAYCHUCTO HA U3ICIIUCTO,

— SACHO IIOCOYBAHEC HA NMPCABUACHUTEC LCJICBU I'PYIIN C ICHU MMOKAa3aHUA U

IMPOTHUBOIIOKA3aHUAA;

— HO,Z[pO6HO OIMMCAHUC HA INIAHUPAHUTC KIIMHUYHH I10JI3U 3a MTAIUCHTUTE C

OTHOCHUMMH U KOHKPCTHO ITOCOYCHU MAPAMETPU Ha KIIMHUYHUTE PE3YJITATH,
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— IIOCOYBAHC HA METOIUTEC, KOUTO Ja CC U3IIO0JI3BAT 3a U3CJICABAHC HA
KayeCTBEHUTE U KOJIMYECTBEHUTE aCIIEKTH Ha KJIIMHUYHATA 0€30IaCHOCT C SICHO
IMMO30BABAHC Ha OMPCACIIIHECTO HAa OCTAThYHUTC PUCKOBC U CTPAHUYHUTC

edekTu;

- OpPUEHTUPOBBYUCH CITUCHK M MIOCOYBAHE HA MapaMETPUTE, KOUTO TPsIOBa 1a ce
M3MOJ3BAT 3a ONpe/IeisHE, Bh3 OCHOBA HA HA-HOBUTE HAYYHU JOCTHKEHUS B
obJyacTTa Ha MEIUIIMHATA, HA PUEMJIMBOCTTA HA CHOTHOIIICHUETO MEKTY
pHUCKa U MOJI3UTE 3a OTJCIHUTE BUAOBE MMOKA3aHUs U MpeJHa3HaueHHe(s) Ha

HU34CIUCTO,

— o0o03HayaBaHe HA HAYMHA, 10 KOWTO TpAOBa OBbAAT PEIICHU BBHIIPOCUTE 32
CHOTHOIIEHUETO MEXKAY PUCKA U MOJI3UTE, CBbP3aHU C KOHKPETHU
KOMITOHEHTH, KaTo M3MOJI3BaHe Ha (papMaIleBTUIHU TPOITYKTH,

HEXXH3HECTIOCOOHH JKMBOTHHCKH UJIN YOBEIIKH TBhKaHH, U

- IJIaH 32 KIIMHUYHO Pa3BUTHE, MOKA3Ball IPEMUHABAHETO OT U3MUTBAHUSA C LIEJT
MpOyYBaHe, KaTO NPOyYBaHUs 32 U3MUTBAHE BbPXY XOpa 3a IbPBU ITbT,
MPOYYBAHUS 32 OCBHLIECTBUMOCT M NUJIOTHU MTPOYYBAHU, KbM U3NIUTBAHUSA 32
CHOTBETCTBHETO, KaTO OCHOBHH KIMHUYHH m3nutBanus, u KIIIIII no gact b ot
HACTOAIIOTO MPUJI0KEHUE, C TOCOYBAHE HA OCHOBHUTE €TANU U OMMCAHHUE Ha

BB3MOKHUTE KPUTEPUH 32 IIPHEMAHE;
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6)

)

Ype3 CUCTEMATUUCH MPETJIC HA HAYyUHATA JIUTCPpATypa OMMPCACIIA HAJTMYHUTC JaHHU
OT 3HAYCHHUC 3a U3ACIIUETO U HETOBOTO MPEAHA3HAYCHNE U CBCHTYAJIHU IIPOITYCKU B

KIIMHUYHHUTC JOKAa3aTCJICTBA,

OLCHABAT BCUYKH OTHOCUMH KIIMHUYHU JaHHU 9PE€3 OLICHKA Ha ITPUTOAHOCTTA UM 3a

OnpeaAcCIAHC Ha 0e30IacHOCTTa U ,Z[GI>JICTBI/ICT0 Ha U3aCJIUCTO,

Ha6aB$IT, Ype3 HAAJICIKHO MPOCKTUPAHU KIMHUYHU U3IIUTBAHUA B CbOTBECTCTBUC C
IJ1aHa 3a KIIMHUYHO Pa3sBUTHUEC, HOBU WJIH JOIIBJIHUTCIIHU KIIMHUYHU JaHHU,

HEOOXOIMMH 3a pelllaBaHe Ha HEPEIICHUTE BBIIPOCH; U

aHaJIM3UpaT BCUUYKU OTHOCUMHU KIIMHUYHU NAHHH, 3a 1da CTUTHAT OO0 3aKJIOYCHUS 34
0e30IMacHOCTTa U KIIMHUYHATA e(i)eKTI/IBHOCT Ha U31CJIMETO, BKIIIOYUTCIIHO

KIIMHUYHUTC MY IIOJI3U.

Knuananara OLICHKA € u34yeprarciiia u 06CKTI/IBHa, KaTo C€ OTUMTAT U IMOJOXKHUTCIHUTE, U

oTpunatenHuTe AaHHU. HeitHaTta 3a1p10049€HOCT M 00XBaT ca MPOMOPIMOHATHH U

1enecho0pa3Hu ¢ OTJIe]] Ha €CTECTBOTO, Kiacu(uKanusaTa, mpeJHa3HauYeHUETO U PUCKOBETE

OT BBIIPOCHOTO U3ACIINEC, KAKTO U TBBPACHUATA HA TPOU3BOAUTCIIA IO OTHOMICHUC HA

n3aCIncTo.
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3. Knuananara omieHKa MOXKE a C€ OCHOBaBa Ha KIMHUYHHUTE JAHHU 3a n3aciane,
CKBUBAJICHTHOCTTA HAa KOCTO C BBIIPOCHOTO U3ACTIUEC MOXKE 1a C€ JOKAXKEC. HpI/I JOKa3BaHEC
Ha CKBUBAJICHTHOCTTA CC€ B3eMaT NpPCABUJ CICAHUTEC TEXHUYCCKHU, OMOJOTUYHH U

KIIMHUYHHU XapaKTCPUCTHUKHU:

— TEXHUYECKU: U3ACIIUITA UMAT CXO/ICH MPOEKT; U3MOJ3BAT CE MPU CXOIHU YCIOBUS Ha
ynoTpe0a; MaT CXOJIHU CrIelU(PUKAIUUA U CBOMCTBA, BKIIOYUTEITHO (PU3NKOXUMUYHU
CBOMCTBA, KATO MHTEH3UBHOCT Ha €HEPTHUsATA, IKOCT HA ObH, BUCKO3UTET,
MOBBPXHOCTHU XapaKTEPUCTUKU, IbJDKMHA HA BBJIHATA U COYTYEpHU aITOPUTMU;
M3MO0JI3BaT CXOAHU METO/IM 3a pa3nojarate, Korato € npuiaoKUMo; UMAT CXOJIHU

NPUHIUIN Ha paboTa U U3UCKBAHUS 32 KDUTUYHO JCHCTBHE;

- OMOJIOTUYHU: HU3C/IMATA U3IOJI3BAT CIHAKBU MAaTCPUAJIN UJIM BECUICCTBA, KOUTO Ca B
KOHTAKT C €AHU U CHhIIHN YOBCIIKHU ThbKaHU WJIH TCJIICCHU TCYHOCTH 3a HOI[O6€H BUO U
MMPOABJIKUTCIIHOCT HA KOHTAaKTa, U CXOAHHU XapaKTCPHUCTHUKHU HA OTACIIAHEC Ha

BEIIECTBATa, BKIIFOUUTCIIHO IMMPOAYKTHU OT pasrpakaaHc U OTACIISAHE,

— KIIMHUYHHA: U3CINATa CC U3I10JA3BaT 34 €JHO N ChINO KIIMHHUYHO CBCTOSHHUEC HUJIM Ca C
CAHAKBO MPCAHA3HAYCHUEC, BKIIIOYHUTCIIHO HOIIOGHa CTCIICH U CTa,Z[I/Iﬁ Ha GOHGCTTa, Ha
CIHO U CHIIO MACTO B TAJIOTO, IPU UACHTUYHA I'pyIid, BKIIIOYUTCIHO 11O OTHOIICHHUC
Ha BB3pacT, aHaTOMU, (bHBI/IOJ'IOFI/IS[; nuMmart €¢IMH U ChII THUII HOTp€6I/ITeJ'[, numar
CXOJHO KOHKPETHO KPUTHYHO I[eﬁCTBPIC npeaBu O4aKBaHUA KIMHUYCH e(beKT 3a

OIPCACIICHO NMPCAHA3HAYCHUC.

10728/4/16 REV 4 4
IMPUJIOXEHUE XIV BG



XapakTepHUCTUKHUTE, N30POCHU B ITbPBA AJIMHES, Ca CXOJIHU JIO CTETICH, Y€ HAMA
ChILIECTBEHA KJIMHUYHA Pa3IMKa [0 OTHOLIEHNE Ha O€30MacHOCTTa U KIMHUYHOTO
neiictBue Ha uznenuero. CboOpakeHUATa 3a €KBUBAJICHTHOCT CE OCHOBABAaT Ha
MOAXO/Is11a Hay4Ha 000CHOBKA. SICHO ce 10Ka3Ba, ue MPOU3BOAUTEIUTE pa3Ioiarar ¢
JIOCTaThYHU HHUBA HA JOCTBI O JAHHUTE 3a U3JEIUATA, 32 KOUTO TBBPIAT, Y€ € HAIULIE

CKBUBAJICHTHOCT, C €] Aa CC€ JOKaXC TBbPACHUCTO UM 3a CKBUBAJICHTHOCT.

4, P€3y.]'ITaTI/IT€ OT KJIMHHUYHAaTa OIICHKAa U KIIMHUYHHUTEC A0Ka3aTCJICTBA, HA KOUTO TA CC
OCHOBAaBa, C€ JOKYMCHTHUpAT B JOKJIa/ 3a KIIMHWYHA OLICHKA, KOHTO IMOAKPCIIA

OLICHABAHCTO Ha CbOTBCTCTBUCTO HA U3ACTIHUCTO.

Knuanunure J0Ka3aTcjICTBa U HCKIIMHUYHUTC JaHHHU OT METOAU 3a HCKIIMHUYHO
HU3NHUTBAHC U BCAKaA APyra OTHOCHUMA JOKYMCHTAIIUA MTO3BOJIABAT HA MMPOU3BOAUTECIIA 1a
JOKaKE€ CbOTBECTCTBUCTO C O6HII/ITC M3UCKBaHMS 32 0€30I1aCHOCT U HeﬁCTBHe M ca 4acCT OT

TEXHUYECKaTa JOKYMEHTAIUS 3a TaJICHOTO U3IeIne.

B texunueckara JOKYMCEHTAMA C€ BKIIIOUBAT KAKTO IMOJTOXKUTCIIHUTE, TaKa U

OTpULATCIIHUTC NaHHHW, B3CTU MMPCABUI IIPU KIIMHUYHATA OILICHKA.
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6.1.

YACT b
KIIMHUYHO IMPOCJIEASABAHE CJIEL ITYCKAHE HA ITA3APA

KIIIIIT o3HayaBa HEMPEKBCHAT MPOLIEC HA aKTyaJIM3UpaHe Ha KIIMHUYHATA OLICHKA 10
wieH 61 ¥ yacT A OT HaCTOAIIOTO NPUIIOKEHHUE U CE OTPA3sBa B IUIaHA HA IPOU3BOAUTENS
3a HaJ30p ciel nyckaHe Ha nasapa. [Ipu ussbspBanero Ha KIIIIII nponsBoguTensar
aKTUBHO ChOUpA U OLIEHSABA KIIMHUYHUTE JaHHU OT yIoTpedaTa B YOBEIIKOTO TS0 WU
IIpU XOpa Ha u3jenue ¢ MapkupoBkaTta ,,CE®, koeTo e mycHaTo Ha nazapa Wi B IeicTBHE
II0 NPEAHA3HAYEHUETO MY CBIVIACHO CHOTBETHATA IIPOLEAYPA 3a OLCHSABAaHE HA
CBHOTBETCTBUETO, KaTo LIEJIUTE ca MOTBbPKAaBaHe Ha 0€30MMacHOCTTa U AEHCTBUETO Mpe3
LIEJIMs OYaKBaH €KCIUIOATAl[MOHEH CPOK Ha U3JEJINETO, 3alla3BaHE HA IPUEMIINBOCTTA Ha
YCTAaHOBEHUTE PUCKOBE U YCTAHOBSIBAHE HA HOBOBB3HUKBAIIY PUCKOBE Bb3 OCHOBA Ha

(haKTHYECKH T0KA3aTEIICTBA.

KIIIIIT ce u3BbpIIBa CHIIIACHO JOKYMEHTHPAH METO/, U3JI05KEH B IJIaHA 33 KIMHUYHOTO

MIpOCIIesIBaHE CIIe]] yCKaHe Ha rasapa.

B nnana 3a KIIIIIT ce mocouBat MeTouTe U MPOLEAYPUTE 32 AKTHBHO CHOMpaAHE U OIICHKA

Ha KIIMHUYHHUTC JaHHU C LICII.

a) MOTBBPK/IaBaHe Ha 0€30MaCHOCTTA U IEHCTBUETO HA M3JCIIUETO MPe3 LeNus My

OYaKBaH CKCILIOATAIIMOHCH CPOK;

0) yCTaHOBsIBaHE HA HEM3BECTHU JO CHOTBETHUS MOMEHT CTPAHUYHH €PEKTH 1

Ha6J'IIOI[eHI/IC Ha YCTAHOBCHUTC CTPAHUYHU Cq)eKTI/I 1 NPOTUBOIIOKA3aHUS;
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B) YCTAaHOBABAHC U aHAJIM3 HA HOBOBB3HWKBAIIIU PHUCKOBC Bb3 OCHOBA HA (baKTI/ILIGCKI/I

J0Ka3aTcJICTBA,

r) 3aI1a3BaHC Ha MPUEMIIMBOCTTA HAa CbOTHOICHUCTO MCIKAY PHUCKaA U MOJIBUTE ChIIACHO

paznenu 1 u 9 ot npunoxenue I, u

1)  OIpeleNsHe Ha Bb3MOXKHU CIy4dal Ha CHCTEMaTHYHa HelpaBUIIHA yrnoTpeda B
IIPOTUBOPEYHE HA YKA3aHOTO HAa €TUKETA HA U3JCIINETO, 3a J]a CE IPOBEPU

MPaBUITHOCTTA HA MPEAHA3HAYECHUETO MY.
6.2. IImagsT 3a KIIIIII BKIrOUBaA Hali-MaJIKoO:

a)  oOmwute metoau u npoueaypu 3a KIIIII, xouTo TpsOBa na ce mpuiaraT, KaTo
cbOMpaHe Ha HATPYIaH KIMHUYEH OIUT, 00paTHa Bpb3Ka C MOTPEOUTENNTE,
npocieAsiBaHe Ha HayyHaTa JIMTepaTypa U Ha JPyTy U3TOYHULU HA KIMHUYHH

JTaHHU;

0) cnenumanHUTe MeTou U ipouexypu 3a KIIIIII, kouto TpsiOBa aa ce mpuiarar, Kato

OIIEHKA Ha MOXOISIIM peructpu win npoyuyBanus Ha KIIIIII;
B)  000CHOBKA Ha 11€TIEChOOPA3ZHOCTTa HA METOJIUTE U MPOLIEAypUTe 10 OyKBH a) U 0);

T) M030BaBaHE Ha ChOTBETHUTE YACTHU OT JOKJIa/a 3a KIMHUYHA OLIEHKA 10 pa3jaen 4 u

[1030BaBaHe Ha yNPABIECHUETO Ha PUCKA IO pa3fes 3 oT npuioxeHue I;
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) KOHKPETHHUTE 11eJH, KouTo cu noctass KIIIIII;
e) OIICHKA Ha KIIMHUYHUTE JJAaHHU BbB BPb3Ka C EKBUBAICHTHU WJIU CXOJIHU U3JIEIIUS;

)I() IIOCOYBAHC HAa CbOTBCTHUTC OC, XapMOHU3UPAHUTE CTAHAAPTH, KOI'ATO TAKUBA CC

H3M0JI3BAT OT IPOU3BOAUTEIISA, © CbOTBCTHUTC HACOKU BB BPb3Ka C KHHH, u

3)  moapobeH u modpe obocHoBaH rpaduk 3a neiiHocture o KIIIII (Hanpumep aHanmms3
Ha nanHute ot KIIIIII n noknaasane), kouTto TpsiOBa na ObAAT MPEANPUETH OT

IMPONU3BOAUTCIIA.

7. [IpousBoguTensat ananuzupa 3akaoueHusita ot KIIIIT u nokymeHTHpa pe3yaTaTure B
nokuan 3a ouenka Ha KIIIIII, koiiTo e yacT oT AokIaja 3a KIIMHUYHATA OI[EHKA U OT

TCXHUYCCKATA JOKYMCHTALIUA.

8. 3akmmroueHusATa oT nokiana 3a onenka Ha KIIIIII ce B3emaT npenBua 3a KIMHUYHATA
OIICHKA, TOCOYEHA B WieH 61 u B 4acT A OT HACTOSIIOTO NMPUJIOKEHUE, U B YIIPABICHUETO
Ha pucka 1o pazzaen 3 ot npuioxenue I. Axo npu KIIIIIT 6p1¢ ycTaHOBeHa HEOOXOIUMOCT

MIPEBaHTUBHU W/UIIU KOPUTHPALTN MEPKU, IPOU3BOIUTEIAT NPEAIpUeMa TE3U MEPKH.
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HPUJIOXKXKEHHUE XV

KIIMHWUYHUN U3ITUTBAHNW A

I'naBal

OO0 N3NCKBaHUA

1. Etnunn npuHiunu

Bcsxko geiictBue IMPpU KIIMHUYIHOTO U3NHUTBAHEC, OT IBPBOHAYAIHOTO PA3IJICKKAAHC HA
H606XOI[I/IMOCTTa 1 000CHOBKAaTa Ha U3IIUTBAHETO U a0 HY6J'II/IKYB8.HGTO Ha pE3yJITaTUTE, CC

W3BBPIIBA ChOOPA3HO MPU3HATUTE CTHYHU TPUHITUIIH.
2. Metonn

2.1. KiuHuYHUTE M3NUTBAHUS CE€ U3BBPILAT Bb3 OCHOBA Ha MOJXOMII IUIaH 3a
U3IUTBAHETO, CbOOPa3€eH C Hail-HOBUTE HAYYHU M TEXHUYECKH 3HAHUS U U3TOTBEH 110
TaKbB HA4MH, Y€ J1a IOTBBPAN WIH OIPOBEPrae TBbPACHUATA Ha IPOU3BOJUTEIS
OTHOCHO 0€3011aCHOCTTA, ACHCTBUETO U ACIIEKTUTE, CBbP3aHM ChC PUCKA U TOI3UTE
OT U3IENUATA, ChIVIACHO WiieH 62, maparpad 1; Te3n KIMHUYHUA U3MUTBAHUS
BKJIIOYBAT MOJXOA111 Opoii HaOII0EHMs, 3a J1a CE rapaHTHpa Hay4YHaTa BaJUIHOCT
Ha 3aKmoueHuaTa. OO0CHOBKATA 3a MPOEKTa U M30paHaTa CTAaTUCTUYECKA METOIUKA
ce MPEJCTaBsAT, KAKTO € ONMCAHO MO-HaTaThk B r1asa II, pazaen 3.6 oT HacTOAIIOTO

IMPUITOKCHHUC.
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2.2. Tlpouenypurte, U3MOJI3BAHU 32 MPOBEKAAHE HA KIIMHUYHO U3MHUTBAHE, Ca MOIXO SN

C Oorjiea Ha u3aciaruecTo 3a KIMHUYHO U3IIUTBAHE.

2.3. HayLIHOI/I3CJ'IC,I[OBaTeJICKI/ITe MCTOIHKH, U3IIOJI3BAHU 3a IMPOBCIKIAHC HA KIIMHUYIHOTO

HU3IIMTBAHEC, Ca MOAXOAAIIHN C OIJICA Ha M3ACIMETO 3a KIIMHUYHO M3IIUMTBAHEC.

2.4. KJIMHUYHUTE U3NHUTBAHUS CE MPOBEXK/IAT B ChOTBETCTBUE C IJIaHa 33 KIMHUYHOTO
U3MHATBAHE OT JOCTAThUCH OO IEJICBU MOTPEOUTENH 1 B KIIMHUYHA CPeJia, KOSTO €
MpeJCTaBUTEIIHA 34 TIPEIBUICHUTE HOPMAITHH YCJIOBHUS Ha YIOTpeOa Ha U3ACIUETO B
1esjeBaTa rpymna ot nanueHTH. KIIMHNYHUTE U3NUTBAHUS Ca B ChOTBETCTBHE C IJIaHA

3a KIMHHUYHAaTa OLCHKA, KaKTO € IOCOYCHO B 4acCT A ot IIPUIIOKCHUC XIV.

2.5. BcuYKH MOIXOSIIM TEXHUYECKH U (YHKIIMOHAHHU XapaKTEPUCTHKH Ha U3ETHETO,
U TIO-CIICIIUAITHO Te3H, KOUTO Ca CBBbP3aHU C 0€301MacHOCTTa U ACUCTBUETO, U
OYaKBaHUTE KIIMHUYHU PE3YJITATH OT TSIX, Ca 3aCThIIEHHU IO MOAXOAI] HAYUH B
IIPOEKTa Ha U3NUTBAaHETO. [IpenocraBs ce cIMChK HA TEXHUYECKUTE U
(GYHKIIMOHATHUTE XapaKTEPUCTUKU Ha U3AEITUETO U CBbP3aHUTE C HETO OYaKBaHU

KIIMHAYHU PE3YyJITATH.
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2.6. KpaiiHuTte mokaszaTesu Ha KIMHUYHOTO U3MUTBAHE OTPA3sBaT MpeIHA3HAYCHUETO,
KJIIMHUYHUTE TI0JI3H, IEUCTBUETO U O€30MacHOCTTa Ha u3zenuneto. Kpaiinure
MOKa3aTeNH Ce OMPEACIIAT U OLEHSIBAT MOCPEACTBOM HAy4YHO 000OCHOBAHHU METOIUKH.
[ITbpBOHAYATHUAT KPaCH MOKA3aTeN € MOAXOIAN] 32 U3ACIUETO U € KIMHUYHO

3Ha4YUuM.

2.7. W3cnenoBaTenuTe UMAT JOCTHI 10 TEXHUUYECKUTE U KIIMHUYHUTE JaHHU BbB Bpb3Ka
¢ uzgenuero. [lepconanbT, yyacTBaill B IpOBEXAAHETO HA U3MUTBAHETO, € HAJIEHKHO
UHCTPYKTUpPaH U 00y4eH B MPABHIIHOTO U3I0JI3BaHE HA U3JIEIHETO 3a KIMHUYHO
U3MKUTBAHE U 10 OTHOIIICHHE Ha MJIaHa Ha KIMHUYHOTO U3MHUTBAaHE U Ao0parta
KJIMHUYHA NpakTuKa. ToBa 00ydyeHne ce mpoBepsiBa U ako € He00X0AUMO, ce

opraHu3upa OT CIIOHCOpa U €€ JOKYMCHTHUpA 1O MOAXOAS HAYNH.

2.8. I[OKJ'IaI[’bT 3a KIIMHUYHO U3NWTBAHEC, IOANNCAH OT U3CJICA0BATCIIA, ChbABPIiKa
KpPUTHYHa OICHKAa Ha BCUYKU JaHHHU, C'B6paHI/I 10 BpEME Ha KIIMHUYHOTO U3IIMTBAHC,

M BKJIFOYBA €BCHTYAJIHH OTPULATCIHU 3aKIIIOYCHH.
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I'nmasa Il
JlokyMeHTalMsl BbB BPb3Ka ChC 3aBJICHUETO

34 KIIMHUYHO U3IIUTBAaHE

3a n3aCauATa 3a KIMHUYHO U3IIUTBAHC, IToIMaaaliy B o0xBaTa Ha 4JIeH 62, CIIOHCOPBT U3I'OTBA U

MIPEJCTaBs 3asBICHUE CHIITACHO WieH 70, IPUAPYKEHO OT CICAHUTE TOKYMEHTH:
1. O6pa3err Ha 3asiBICHUE

OO0pa3zensT Ha 3asBJICHUETO CE MOMBJIBA HA/IJIC)KHO, KaTO Ce TI0COYBA CJIeIHATA

nH(popMaIH:

1.1. Wme, anpec u 1aHHU 32 Bpb3Ka ChC CIIOHCOPA U aKO € NPUIOKHUMO, UME, apec U
JTaHHM 3a BpB3Ka C JUIETO MY 3a KOHTAKT WJIM HEIOBUS MIPEACTABUTEN CHITIACHO

wiieH 62, maparpad 2, ycranoset(o) B Cpro3a;

1.2.  Axo ca pa3IuyHH OT T€3U B pasjaein 1.1, ume, aapec u JaHHU 3a Bpb3Ka €
MIPOU3BOJUTENS HA U3EIMETO 3a KIMHUYHOTO U3MHUTBAHE U aKO € MPHIOKHUMO, Ha

YIO'BIIHOMOIICHHS My TIPEJICTaBUTEIL;
1.3. HauMeHoBaHHe Ha KIMHUYHOTO M3IUTBAHE;

1.4. Craryc Ha 3asBJI€HHMETO 3a KJIMHUYHOTO U3IUTBAHE (T.€. IPEACTABSIHE HA IIBPBO

3adABJICHHUC, ITIOCIICABAIIO 3as4BJICHUC, CHIIICCTBCHA HpOMSIHa);
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1.5. TlogpoOna mH(pOpMAaIUs W/ WK MperpaTka KbM IUIaHa 32 KIMHUYHATA OLCHKA;

1.6. Ilpu momaBaHe Ha MOCJIEIBAIIO 3asBJICHUE BbB BPb3Ka C U3/EIHE, 32 KOETO BEYE €
noJlaZieHo 3asBlieHne — aarata(ure) u pedepeHTHUAT(uTe) HoMep(a) Ha
NPEIXOTHOTO(UTE) 3asiBIICHHE(s1), WIIM TIPU CHIIECTBEHO U3MEHEHHE — IMOCOYBAHE Ha
I'bPBOHAYAITHOTO 3asiBIeHHE. CIIOHCOPBT MOCOYBA BCUYKHU TIPOMEHH CIIPSIMO
MPEIXOTHOTO 3asBJICHHE, 3a€THO ¢ 000CHOBKA 3a TSIX, M IMO-CIICIIHAITHO JAJIN ca
HAIPABCHH HAKAKBU IIPOMEHU BBB BPB3Ka ChC 3aKIIFOUCHUATA OT MPEIXOTHH

perjican Ha KOMIICTCHTHUSA OpPraH UJIM Ha KOMUCHUATA 110 €THKA;

1.7. Tlpu momaBaHe Ha 3asABIEHUETO, EAHOBPEMEHHO ChC 3asBICHHE 32 KIMHUIHO
u3nuTBane B choTBeTcTBUE C Permament (EC) Ne 536/2014 — mocouBane Ha

o(uIIMaNHUS PEruCTPALlMOHEH HOMEP Ha KIIMHUYHOTO U3MUTBAHE,

1.8. TlocouBane Ha IBPKABUTE YJICHKH U TPETUTE AbPKABU, B KOUTO III€ CE MPOBEIC
KIIMHUYHOTO M3IUTBAHE KaTO YacT OT MHOT'OLIEHTPOBO MJIM MHOTOHALIMOHAIHO

KIMHHUYHO HU3IIMTBAHC KbM MOMCHTA Ha I1I0AaBaHC Ha 3asBJICHUCTO,

1.9. Kparko onucanue Ha U3CITUETO 3a KIMHUYHO U3IUTBAHE, HEroBaTa Kiiacu(uKaIus
U pyra uHpopMaIus, HeoOXoauMa 3a UACHTHPHUIIMPAHETO HA U3CIUETO U HETOBUS

THII,

1.10. Muadopmarys 3a ToBa Jaau U3JEIUETO BKIIOUBA JICKAPCTBEHO BEIECTBO,
BKJIFOYMTEIIHO NTPOU3BOAHO Ha YOBEIIKA KPbB MM IIa3Ma WIH JAJU U3JIEIHETO €
IPOM3BEACHO YPE3 U3IOJI3BAHE HA HEXKU3HECTIOCOOHU ThKAaHU MITU KJIETKU OT

YOBCHIKH UJIN ) XKUBOTUHCKH MTPOU3XO/ NN TCXHU NMMPOU3BOIHH,
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1.11.

1.12.

1.13.

1.14.

1.15.

1.16.

1.17.

Pestome Ha niaHa 3a KIMHUYHOTO U3MUTBAHE, BKIIOYUTEIHO LENTa WIH LEJIUTE Ha
KJIMHUYHOTO M3MUTBaHE, Oposl U MoJia Ha YYaCTHULIUTE, KPUTEPUUTE MIPH 1oa00pa Ha
YYaCTHUIUTE, 1ajy UMa Juia noj 18-roaumniHa Bb3pacT, KOUTO y4acTBaT B
KJIMHUYHOTO M3MUTBaHE, IPOEKTa HA U3MUTBAHETO, HAIPUMED J1aJIU € KOHTPOIUPAHO
W/WIIN paHAOMHU3UPAHO U3IUTBAHE, TUIAHMPAHUTE HAYAIHU U KpaltHU JaTU Ha

KIIMHUYHOTO HU3IIUTBAHC,

AKO € mpHUII0KIMO, HH(OpPMAIHI OTHOCHO KOMITapaTopa, HeroBara Kiacudukanus,

KaKTO | JIpyra uHdopmalms, Heodxoauma 3a uaeHTU(GUIIMPaHe Ha KOMITapaTopa;

I[OKaSaTeJ'ICTBa OT CIIOHCOpA, 4€ KIIMHUYHUAT U3CJIICA0BATCII U HCHTHPBT 3a
IMMPOBCIKAAHC HA UBIIUTBAHCTO MOTIaT [1a MPOBCAAT KIIMHUYHOTO U3IINUTBAHC B

CbOTBCTCTBUC C IIJIaHA 3a HETO,
I[aHHI/I 3a O4YaKBaHaTa Ha4YajiHa AaTa U MMPOABJDKUTCIIHOCTTA HA U3IIMUTBAHCTO,

Januu 3a uaeHTUGUIMpaHe Ha HOTUGUIIUPAHUS OpraH, ako TaKbB BEU€ y4acTBa KbM

MOMCHTA Ha I1oJaBaHE€ Ha 3asBJICHHUEC 3a KIIMHUYHO U3IIUTBAHE,

HOTB’Lp)KI[eHI/Ie, Y€ CIIOHCOPBT € 3allO3HAT € Q)aKTa, Y€ KOMIICTCHTHUAT OpraH MOXKE

Ja C€ CBBPIKC C KOMHUCHATA IO €TUKA, OLICHABAIIA UJIW OLICHWJIA 3asABJICHUCTO,; U

Hexnapanusita o pazzaen 4.1.
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2. Bbpourypa Ha uzcnenoBarens

Bpomrypara Ha uzcnenosaresns (bBU1) cbabpixka KIMHUYHATA U HEKJIIMHUYHATA HHPOpMAaLUs
3a U3/IENIMETO 3a KIMHUYHO U3MUTBAHE, KOSTO € OT 3HaYeHHE 3a U3MUTBAHETO U € HAJIMYHA
KbM MOMEHTa Ha [10/1aBaHe Ha 3asBJIeHueTo. Beska akTyanusanus Ha BU win HanmuaueTo
Ha JIpyra HoBa MH(OPMALKs OT 3HAUEHHUE 3a U3MUTBAHETO C€ ChOOIIaBa CBOEBPEMEHHO Ha
uscnenosarenure. bU e sicHo 0003HaueHa U ChABPKa MO-KOHKPETHO CJIeIHAaTa

nH(popmManus:

2.1. HWnentuduxanus u omrucaHue Ha U3EITUETO, BKIFOYUTEIIHO HH(OpMAITUS 3a
npeIHa3HauYeHUETOo, KIacu(pUKaIusaTa B 3aBUCUMOCT OT PHCKA U MPUIOKHUMOTO
IpaBUIIO 3a KiacupuKaiys ceriaacHo npuinoxkenue VI, npoextupane u
MPOU3BOACTBO HA U3/CIMETO U TOCOYBAHE HA MPEAXOIHU U CXOAHU MOKOJICHUS HA

HU3ACIUCTO.

2.2. HHCTpyKIMHM HA TPOU3BOAMTEINS 32 MHCTAIUPaHE, MOAAPHKKA, TOAAbpKaHe Ha
CTaHJAPTHUTE 3a XUTHEHA U yNOoTpeOa, BKIIOUYNUTEITHO U3UCKBAHUS 32 ChXPAHCHHUETO U
paboTaTa ¢ U3eNNeTO, KAaKTO U, TOKOJIKOTO € HaJIn4Ha, HHPOpMaIlHs, KOATO TpsOBa
Jla ce MOCOYM Ha €TUKEeTa, M MHCTPYKIIUU 33 yrnoTpeda, KOUTo TpsiOBa aa ce
MPEAOCTaBIT C U3ACIUETO PH IyCKaHETO My Ha na3zapa. OCBEH TOBa Ce€ ChAbpKa

nH(popManus, cBbp3aHa ChC CHOTBETHOTO 00y4EHHE, KOETO CE U3HCKBA.
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2.3. JlaHHM OT NMpeAKIMHUYHATA OLIEHKA, OCHOBaHA Ha ChOTBETHOTO MPEAKINHUIHO
W3NHUTBAHE U €KCIIEPUMEHTAIIHU JaHHU, [I0-KOHKPETHO IO OTHOLIEHUE Ha
MPOEKTHUTE U3YUCICHUS, U3MUTBAHUS HHBUTPO, U3MUTBAHUS €X VIVO, U3MUTBAHUS
IIpH )KUBOTHHU, MEXaHUYHU WIH €JIEKTPUYECKH U3NTUTBAHUS, U3IUTBAHUS HA
HAJEKAHOCTTA, BAJTUANPAHE HA CTEPUIIM3ALIMs, TPOBEPKA U BATUAUPAHE HA
codTyepa, U3NUTBAHUS Ha JCHCTBUETO, OIIEHKA HAa OMOJIOTHYHATa CBBMECTUMOCT U

0€30MacHOCT, B 3aBUCUMOCT OT CJIydJasl.
2.4. CepuiecTByBallld KIMHUYHU JAHHU U MIO-KOHKPETHO:

— OT OTHOCHMaA HAJIMYHA Hay4YHa JIUTCPATypPa OTHOCHO 6630HaCHOCTTa,
I[eﬁCTBHeTO, KIIMHUYHUTC ITOJI3U 3a MAUCHTUTC, IPOCKTHUTC XapPAKTCPUCTUKHU
U NpCAHAa3HAYCHUCTO Ha U3ACIIUCTO H/UIN Ha €EKBUBAJIECHTHU WIN CXOJHH

31NN,

- OT ApYTYM OTHOCUMHU HAJIWMYHU KIMHUYHU JaHHHU OTHOCHO 6C3OHaCHOCTTa,
HeﬁCTBHeTO, KIIMHUYHHUTE IIOJI3U 3a MAUMCHTUTE, ITPOCKTHUTC XapaKTCPUCTUKHU
U IPpEAHA3HAYCHUCTO Ha CKBUBAJICHTHUTC UJIM CXOAHUTC U3ACIIUS Ha ChIIUA
MMPOU3BOAUTCII, BKIIFOUUTCIIHO OT KOT'a CC MpCJJjiaraT Ha Ia3apa U Mmperiica Ha
CBBbpP3aHU C IIGI\/'ICTBI/IGTO, KIIMHUYHATA 110132 1 0€30IacHOCTTa BBIIPOCHU U

KOPUTHpAIIU ACHCTBUS.

2.5. Pe3roMe Ha aHaju3a Ha PUCKA U MOJI3UTE U YIIPABICHUETO HA PUCKA, BKIIOUUTEITHO
uH(bOpMaIIUs 32 U3BECTHUTE WM IPEIBUTUMUTE PUCKOBE, HEXKETAaHUTE €(EKTH,

IMPOTHUBOIIOKA3aHUATA U MPEAYIPCIKACHUATA.
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2.6. 3a uzgenwsi, BKIIOYBAIIM JEKAPCTBEHO BEIIECTBO, BKIFOUUTEITHO MPOU3BOIHO HA
YOBEINIKa KPhB WU TUTa3Ma, WM U3JENHs], POU3BEICHH YpPE3 U3MOJ3BaHE Ha
HEXU3HECTIOCOOHU THKAHU WM KJIETKU OT YOBEUIKU WM KUBOTUHCKH MPOU3XO UITH
TEXHH MIPOU3BOJIHU — MOAPOOHA HH(DOPMALIHS 32 TEKAPCTBEHOTO BEIIECTBO WU
TBKAHUTC, KIICTKUTC UJIN TCXHUTC HpOI/ISBOIIHI/I, U1 3a CBbOTBETCTBUCTO C
MPWIOKUMHUTE OOIIM M3UCKBAHMS 32 O€30MACHOCT M JIEUCTBHE U 3a YIPABICHUETO Ha
KOHerTHI/ISI pI/ICK BbBB Bp’BSKa C BCIICCTBOTO NI TBKAHUTC, KICTKUTC UJIU TCXHU
MPOU3BOAHH, KAKTO M JIOKA3aTEJICTBA 3a J0OaBeHATa CTOMHOCT OT BKJIIOYBAHETO HA
MMOJO0OHM CHCTABKHU OT IVI€AHA TOYKA Ha KIIMHUYHHUTE ITOJI3M U/MIIK O€30I1aCHOCTTA Ha

HU3aCIUCTO.

2.7. Cnouchbk ¢ noapobHa nHGOpMAIUS 33 U3ITBTHECHUETO Ha ChOTBETHUTE OOIIIH
W3HUCKBaHUS 32 0€301IaCHOCT U JICWCTBUE, ONIPEICIICH B MPUIOKCHHE |,
BKITIOUHTENHO cTaHaaptute u OC, MPUIIOKEHU H3ISLIO WA YaCTHYHO, KaKTO U
OTMCaHKE Ha PEIICHUTA 32 U3IBITHCHUE HA CHOTBETHUTE OOIIN H3UCKBAHHS 32
0e30MacHOCT U JeicTBHE, TOKOIKOTO Te3u cTanaapTi u OC He ca U3MbIIHEHH,

HU3IIBJIHECHHU Ca CaMO YaCTUYHO HJIM JIMIICBAT.

2.8. TlogpoOHo onMcaHue HAa KIMHUYHUTE MPOLEAYPU U TUATHOCTUYHUTE TECTOBE,
U3I0JI3BaHU B IPOIEca HA KIIMHUYHOTO M3MHUTBAHE, U TIO-CIIEIUAIHO WH(POPMAIIHS

OTHOCHO BCAKO OTKJIOHCHHEC OT HOpMa/JIHaTa KJIMHWYHA IIpaKTUKa.
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3. [TimaH 3a KIMHUYHOTO U3IIUTBAHE

B nana 3a knmuanuHOTO M3nuTBaHe (ITKW) ce mocoyBaT ocHOBaHUSATA, IIEIUTE, TPOCKTHT,
METO/IMKaTa, HabII0JEHUETO, MPOBEXKIAHETO, ChXPAHIBAHETO HA Pe3yITaTUTE U METO/A Ha
aHaJIN3 32 KIMHUYHOTO M3nuTBaHe. [10-KOHKpeTHO To# chabpxka HHPOpMAIUITa,
MOCOYEHA B HACTOSIIIIOTO MPHUIIOKEHUE. AKO 4acT OT Ta3u UH(opMaIus € mpeIcTaBeHa B

OT/ICJIEH JOKYMEHT, TOBa ce nocousa B [IKH.
3.1. OO0mu nonoxeHus

3.1.1. Enunen naenTuuUKamoHeH HOMEp Ha KIMHUYHOTO W3MUTBAHE, TOCOYEH B

uneH 70, maparpad 1.

3.1.2. nenTuuKailmoOHHU TaHHHU HAa CIIOHCOPAa — MMe, aJIpec U JaHHH 32 Bpb3Ka
ChC CIIOHCOpA U KOTaTo € MPHIIOKUMO, M€, aJIpec U JTaHHH 32 BPb3Ka C JIULETO
3a KOHTAKT WX NPEACTaBUTEIS Ha CIIOHCOpA ChITIACHO WieH 62, maparpad 2,

yctanoBeH(0) B Cpro3a.

3.1.3. Madopmarius 3a TIaBHUS U3CIE0BATEN BHB BCEKH IICHTHP 3a MPOBEXKAAHE HA
U3MUTBAHETO, KOOPIUHHUPAIIHS H3CIEe0BATEN 32 U3MUTBAHETO, aJpeca Ha
BCCKU LHCHTHP 3a MPOBCIKAAHC HA KIIMHUYHO U3IIUTBAHC U JJAHHU 34 BPpb3Ka C
TJIaBHUA U3CIICAO0BATCII IIPU CIICINHOCT BbB BCCKU €IUH OT HCHTPOBCTC.
POJ'II/ITC, OTTOBOPHOCTUTC U KBaJ'II/I(i)I/IKaIII/II/ITG Ha pa3sjiIM4YHUTC BUJOBC

n3cnenoBatenu ce yrounssar B [TKH.
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3.2

3.3.

3.4.

3.5.

3.1.4.KpaTko onucaHue Ha HAUMHUTE HA (PMHAHCUPAHE HA KIIMHUYHOTO U3MMUTBAHE U
KpaTKO OIMCaHKUE Ha JOTOBOPEHOCTTAa MEX/ly CIIOHCOpA M LIEHTHPA 32

IMPOBEIKAAHC.

3.1.5.001m0 pe3romMe Ha KIMHUYHOTO M3MHUTBAaHE Ha odunnaneH e3uk Ha Chro3a,

OMpCACJICH OT CbOTBCTHATA AbpPiKaBa YJICHKA.

Wnentudukanus 1 onucaHue Ha U3/1€IMETO, BKIOYUTEIHO MIpeIHa3HAYEHUE,
IIPOM3BOJUTEN, IPOCIIEIUMOCT, 1IeJIeBa I'pyna, MaTepHUajl, KOUTO BIM3AT B KOHTAKT
C YOBEWIKOTO TS0, MEULIMHCKHU WJIH XUPYPIUUECKU POLETYyPH BB BPb3Ka €
U3I0JI3BAHETO MYy U HE0OX0IUMO 00yUYEeHHE U ONUT 3a HEeropara ynorpeoa,
npoy4BaHe Ha 0a30BaTa Hay4YHA JIUTEPATypa, aKTyalTHO ChbCTOSIHUE HA KITMHUYHHUTE
IPUKM B CHOTBETHATA 00J1aCT Ha MPHIJIOKEHHE HAa HOBOTO U M3JETHNE U IpeaiaraHu

OT HET'O ITOJI3H.

PuckoBe ¥ KIIMHUYHH ITOJI3U OT U3ACINUECTO, MOAJICIKAIIO Ha U3CJICABAaHE, C
000CHOBKA Ha CHOTBETCTBAIIUTEC OYaKBAaHH KJIMHUYHHA PE3YJITATHU B IIJIaHA 3a

KIIMHUYHOTO U3IIMTBAHC.

OmnucaHue Ha 3HAYECHUETO HAa KIMHUYHOTO M3IIMTBAaHE B KOHTEKCTa Ha HanpCbKa B

KIIMHUYHATa IIpaKTUKa.

HGJ'II/I M1 XHUIIOTE3U Ha KIIMHUYHOTO U3IINUTBAaHC.

10728/4/16 REV 4 11
I[MPMJIOXEHUE XV BG



3.6. HpOGKT Ha KIIMHUYHOTO U3IMKUTBAHC C NOKA3aTCJICTBA 3a HETOBATa HAYYHA

HU3OBPKAHOCT U BAIUAHOCT.

3.6.1.0061ma undopMmalius, HampuMep BHUJI HA H3MUTBAHETO C 0OOCHOBKA 3aII[0 €
n30paHo U 0OOCHOBKA 32 KpaWHUTE MOKa3aTeNu U 3a MPOMEHIUBUTE, KAKTO €

IIOCOYCHO B IlJIaHA 34 KJIMHUYHAaTa OIICHKA.

3.6.2. adopmarus 3a U31eIMETO 32 KIIMHUYHO M3MUTBAHE, KOMIIApaTOpa U BCSIKO
JPYTO U3/IeNNe WIH JIEKapCTBO, KOETO I C€ M3I0JI3Ba B KIMHUIHOTO

HU3IIHUTBAHC.

3.6.3. Mudopmarus 3a yuacTHULIUTE, KPUTEPHH 332 OO0, pa3Mep Ha U3MHUTBaHATA
rpyna, NpeACcTaBUTEIHOCT Ha U3MUTBAaHATa Ipyna CIIpsIMO LieJeBaTa rpymna u
aKo € MPUWJIOKUMO — MH(pOpPMaNHs 32 YA3BUMHUTE YYaCTHUIIM, KaTo JeNa,

OpeMEHHHU >KEHH, JINLAa C HAMaJIEH UMYHUTET UM Bb3PACTHU XOpA.

3.6.4.TlompoOHOCTH 32 MEPKHTE, KOUTO III€ C€ MpEAIpHUemMar, 3a 1a ¢e CBeJe 10
MHUHUMYM HEOOCKTUBHOCTTA, KaTO HAIIPUMEDP PaHIOMU3AIINS, U 32 YIIPABICHUE

Ha NOTCHIHUAJIHUTEC CMYIIlaBallln (I)aKTOpI/I.

3.6.5.Onucanue Ha KIMHUYHNATE IPOLEAYPH U AUATHOCTUUHUTE METO/IM, CBBP3aHH C
KJIMHUYHOTO U3MUTBAaHE, M KOUTO MO-CIEHUAIHO HAOIATaT Ha OTKIIOHEHUSTA

OT HOpMaAJIHAaTa KJIMHUYHA IIpaKTUKa.

3.6.6.11iax 3a HaOMIOICHYE.
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3.7. Cratuctuyecku cbOOpakeHUsI, ¢ 000CHOBKA, BKIFOUNTEITHO U3YHCIISIBAaHE HA

MOIITHOCTTA Ha U3BaJIKaTa, ako € MPUII0KHMO.
3.8. VYmpaBieHue Ha JaHHUTE.
3.9. Hudopmanus 3a Besika npomsina Ha [TKH.

3.10. Be3npuer noaxos BbB Bpb3Ka C IPOCIEASIBAHETO U YIIPABIECHUETO HA OTKIIOHEHUSTA
ot [IKW B eHThpa 3a npoBekaaHe Ha U3NUTBAHETO U KaTeropuyHa 3a0paHa 3a

n3noJii3Bane Ha n3kinrouenus ot [TIKU.

3.11. OtueTHOCTTa BHB BPB3Ka C U3/ICIIHETO, MO-KOHKPETHO KOHTPOJ Ha JOCTHIA J0
U3JIEUETO, IPOCTEeAsIBaHEe BbB BPBh3Ka C U3MOI3BAHOTO U3/ENe B KITUHUYHOTO
HN3IIUTBAHC U Bp’bH_IaHe Ha HCU3IIOJI3BAHUTEC U3ACIINA, U3ACIINATA C U3TCKBJI CpOK Ha

TOJHOCT WJIM HEMPABMWIIHO (DYHKIIMOHUPAIIUTE H3/ACIHSL.

3.12. [exnapanus 3a cna3BaHe Ha MPU3HATUTE €TUYHU NPUHLUIN 32 KIMHUYHUTE
M3MUTBAHUS MIPU XOpa U MPUHIUINTE Ha J00paTa KIMHUYHA MPAKTUKA B 00J1acTTa Ha
KJIMHAYHUTE U3NUTBAHUS HA U3/IEIUATA, KAKTO U CIIa3BaHE HA MIPUIIOKUMHUTE

HOPMAaTHUBHU M3HCKBaHMUS.
3.13. Onucanue Ha mpoleaypara Ha JaBaHe Ha UH(HOPMUPAHO ChITIACHUE.

3.14. JlokiagBaHe BB Bpb3Ka C 0€30MaCHOCTTA, BKIIFOUUTEITHO OMPECIICHUs Ha HeXKETaHH
CHOUTHS U CEPUO3HU HEKETTAHU CHOUTHS, HEAOCTATHIIM HA U3CIIAATA, TIPOIICAYPH U

CPOKOBE 32 JIOKJIaJ[BaHE.
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3.15.

3.16.

3.17.

3.18.

3.19.

Kpurepuu u npoueaypu 3a U3BbpIIBaHE Ha MPOCIEASIBAHE HA YUaCTHULIUTE CIIE]
MPUKIIIOUYBAHETO, CIIMPAHE WU MPEXKIEBPEMEHHOTO MpEKpaTsIiBaHE HAa U3MHUTBAHE, 32
MpoCieIBaHe Ha YYaCTHUIIUTE, KOUTO ca OTTETJIHIIN CBOETO ChIVIacue, U MPOoLeaypr
3a YYaCTHHUIIUTE, KOUTO HE MOTaT 1a ObJIaT OTKPUTH 3a MpOCIesIBaHe. 3a

HUMIUTAHTUPYCMUTC U3ACIINA TC3U MPOUCAYPU BKIIKOUBAT MMOHE IIPOCICAUMOCT.

Omnucanue Ha MCPKUTC 3a MoJIaraHe Ha IrpuKM 3a YHaCTHUIHUTEC CJIC NPUKITIOYBAHE
Ha TAXHOTO Y4aCTUC B KIMHUYHOTO U3MUTBAHEC, KOIaTO TaKMBa JOIMIBJIHUTCIIHU
TpHXHU Ca HeO6XOI[I/IMI/I mopaau yd4aCTUCTO Ha YYAaCTHUIUTE B KIIMHUYHOTO
H3MUTBAHC U KOI'aTO Ca pa3JIMdYHU OT OYAKBAHUTC IO IIPUHIMII 3a BBIIPOCHUA

3JIpaBOCIJIOBEH MPOOIIEM;

Bb3npuer noaxon 3a U3roTBsHE Ha JOKJIaAa 32 KIMHUYHO U3IUTBAHE U
nyOJIMKyBaHe Ha pe3yJTaTUTE ChIIIACHO MPABHUTE U3UCKBAHUS U ETUYHUTE

MpUHLMIY 110 pa3aen 1 ot rnasa L.

CHmchK Ha TEXHUYECKUATE U (I)YHKI_II/IOHaJ'IHI/ITe XapaKTEPHUCTHUKHU HA U3OCTTUCTO, KaTO

CIICUAIHO CC IMOCOYBAT XaPAKTCPUCTUKUTCE, 00XBaHATH OT U3IUTBAHETO.

Bubnuorpadus
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4,

Hpyra uadopmarus

4.1.

4.2.

4.3.

4.4.

[Toamucana pexnapanus OT GU3UISCKOTO WU IOPUIUICCKOTO JIUIE, OTTOBAPSIIO 32
MPOU3BOJCTBOTO HA U3JIETHETO 32 KIMHUYHO U3MUTBaHE, Y€ ChOTBETHOTO U3/IETTUE
OTroBaps Ha OOIINTE U3UCKBaHUS 3a O€30MACHOCT U ACHCTBHE, C U3KIIOYEHUE Ha
aCIEeKTUTE, 00XBAaHATH OT KJIIMHUYHOTO U3IIMTBAHE, U Y€ 10 OTHOIIEHNE Ha TE3U
aCIeKTH ca B3€TH BCUUKH MPEJINa3HU MEPKH 3a 3aKpUjia Ha 3PaBETO U

0€30MacHOCTTa HAa YYaCTHUIIUTE.

AKO € MPUJI0KUMO CHITIACHO HAIIMOHATHOTO MPAaBO — KOIHE OT CTAHOBHILETO(ATa)
Ha CbOTBETHaTa(UTE) KoMucus(n) mo etuka. KoraTo chriacHO HaIlMOHATHOTO MPaBO
CTaHOBHIIETO(aTa) HA KOMUCHUATA(UTE) TTO €THKA HE C€ M3UCKBA(T) IIPU MOIaBAHETO

Ha 3asBICHUETO —KOMHUE OT CTAHOBUIIETO(aTa) Ce MPECTaBs, BeIHATa I[OM

TakoBa(¥MBa) e(ca) HaJIHIIE.

Jloka3zaTescTBO 3a 3aCTPaxoBaTEHO MOKPUTHE WM JIpyra popma Ha 0Oe3IeTeHue 3a
YYaCTHUIUTE 32 MPUYMHEHUTE YBPEXKAaHUA, CbIIIACHO WiieH 69 U ChOTBETHOTO

HallMOHAJIHO IIpaBo.

JIOKyMeHTH, KOUTO 111 C€ U3IOJI3BAT 32 OJdy4yaBaHe Ha HH(OPMHUPAHO CHIIIACHE,
BKJTIOUHUTEIIHO (POpMyIIsip ¢ MHPOpPMALIKS 32 MALMEHTa U TOKYMEHT 3a

UHQOPMHUPAHOTO CHIJIACHE.
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4.5. OnucaHue Ha NpeANPUETUTE MEPKHU 3a CIIA3BAHE HA MPUIIOKUMUTE MpaBuiIa 3a

3aluTa U MMOBEPUTCIHOCT HA JIMYHUTC JAaHHU U ITO-KOHKPETHO!

— OpTraHHU3allMOHHU U TCXHUYCCKU MCPKHU, KOUTO LIC 6’LI[aT npeanpueTu ¢ uei aa
ce uzberne HEPpa3pCHICH TOCTHII, OITIOBECTABAHC, PA3IIPOCTPAHCHUEC, IIPOMAHA

WM 3ary6a Ha oOpaboTBaHa HHPOPMALIUS U JTUYHU JaHHU;

— ONMCaHNE HAa MEPKUTE, KOUTO I1ie ObJIaT NPEANPUETH C LIET J1a Ce TapaHTupa

IMMOBCPUTCIHOCTTA HA 3aIIUCUTC U JIMYHUTC JAaHHW HA YUACTHULUTC, U

— OIMCaHKE HAa MEPKUTE, KOUTO I1ie ObJIaT NPEANpUETH B Cllydail Ha HapyIllIeHHe
Ha CUTYpPHOCTTa Ha JIaHHUTE, 32 JIa C€ CMEKYaT €BEHTYaIHUTE HEeXKETaHU

MMOCICANIIN.

4.6. Ha xoMIeTeHTHMsI OpraH, KOWTO pasriex/a 3asBJICHUETO, IPU IIOUCKBAHE Ce
IPEJICTaBAT IIbJIHYU JIaHHU 33 HAJIMYHATa TEXHUYECKA JOKYMEHTAIUsl, HAlpUMeED
noJipoOHa TOKyMEHTAIMA 3a aHaJIN3a U YIPABIECHUETO HA PUCKA UM KOHKPETHU

JOKJIaau 3a U3IIMTBAHUATA.

I'nasa III

Jlpyru 3a1bJI2KeHUs Ha CIIOHCOPA

1. CroHCOPBT ce 3aab/KaBa Ja ChbXpaHsABa Ha Pa3MOJI0KEHUE Ha KOMIICTCHTHHUTE
HAI[MOHAJIHU OPTaHu Is1aTa JOKyMEHTAIs, He0OX01uMa 3a Mpe/ICTaBsIHe Ha
JI0Ka3aTeJICTBA 3a JJOKYMEHTalusATa 1o riasa Il oT HacToA1o0To npuioxeHue. AKo
CIIOHCOPBT HE € (PU3UUECKOTO MM FOPUIUIECKOTO JIUIIE, OTTOBAPSIIIO 32 IPOU3BOACTBOTO
Ha U3JCIUETO 3a KIMHUYHO U3MUTBAaHE, 3aIbDKCHIETO MOXKE Ja C€ M3NBJIHU OT TOBA JIUIIE

OT UMCTO Ha CIIOHCOpaA.
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CroHCOpPBT UM JIOTOBOPEHOCT, 32 J1a CE TapaHTHPa, Y€ CEPUO3HUTE HEIKEIIAaHU CHOUTHUS
WJTU BCSKO JIPYTo chOuTHe, mocoueHo B wieH 80, maparpad 2, My ce ToKIaaBaT

CBOCBPCMCHHO OT I/ISCJ'IG,Z[OBaTCJ'IH(I/ITe).

I[OKYMGHTaI_II/IHTa, MMOCOYCHA B HACTOAIIOTO MPUIIOKCHUC, CC ChbXPaHABA B IPOABIIZKCHHUC
Ha Haii-manko 10 rOAWHU CJICH Kpasd Ha KIIMHUYHOTO U3IMUTBAHC HA CbOTBCTHOTO U3ACIINUC
HJIM — aKO BIIOCJICACTBUC U3ACITUCTO € IIyCHATO HA Masapa — Hai-manko 10 TOAWHHU CJIC
ITyCKaHCTO Ha Masapa Ha NOoCJICAHOTO U3CINC. 3a HUMIIUTAHTUPYEMU U3ACTTUA CPOKBT € Hal-

Manko 15 roguHu.

Bcesika npprkaBa uieHKa yCTaHOBSIBA M3UCKBAaHE Ta3u JOKYMEHTAIIMS J1a CE ChbXpaHsBa Ha
Pa3No0KeHHe Ha KOMIIETEHTHUTE OPraHy 3a MEPHO/ia, TOCOYEH B IIbpBa AJIMHES, aKO
CIIOHCOPBT WJIM HETOBOTO JIUIIE 32 BPbh3Ka, UIIM HETOBUST IPEICTABUTEIN CHIVIACHO WIEH 62,
naparpad 2, ycTaHOBEH(0) Ha TEPUTOPHUATA U, U3MATHE B HECHCTOSITESIHOCT MJIH MPEKPaATH

CTOIMAaHCKAaTa CH JEWHOCT Ipeau N3TUYaHCTO Ha TO3U CPOK.

CroHCOpBT Ha3HAYaBa KOHTPOJIHOP, KOMTO € HE3aBUCHM OT LIEHTHPA 33 MPOBEKIAHE HA
W3IIUTBAHE, 32 JIa CE rapaHTHpa, Y€ U3MUTBAHETO ce MPoBexkaa B choTBeTCcTBHUE ¢ [TKU,

MNPUHIOUIINTC HA 1[06paTa KIIMHUYHA IMPAKTHKA U HACTOAIIHA PCTIIAMCHT.

CHOHCOp’bT IMpOBCIKAA IIOKpaI\/JI pocCICaAABAHCTO HA YIACTHULUTC B USIMMUTBAHCTO.
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6. CrioHCOp®BT IpecTaBs JOKa3aTeNICTBA , Y€ U3IUTBAHETO C€ MPOBEXk/1a B ChOTBETCTBUE C
MIPUHILIMIIUTE Ha 100paTa KIMHUYHA MPAKTUKA, HAIPUMEp Ype3 BbTPEUIHN WU BHHILIHU

MIPOBEPKH.

7. CHOHCOp’bT HU3TO0TBA JOKIaAa 3a KIMHHUYHOTO U3IIUMTBAHC, KOMTO BKJIIOUBA Hal-MajIKo

CIICAHOTO:

— KopuIa/3arnaBHa(u) cTpaHuna(y), mokaspama(u) HAMMEHOBAHNUETO Ha W3MUTBAHETO,
U3JIEIMETO 3a KIMHUYHO U3NUTBAaHE, EAMHHUS WICHTUPUKaMoHeH Homep, [TKU
HOMEpa U JaHHU 33 KOOPAVHUPAILNUTE U TJIaBHUTE U3CIIEJ0BATEIN OT BCEKU LIEHTHP

3a MPOBEXKJaHe HAa U3MHUTBAHETO C TEXHUTE TOITUCH;
- JaHHY 32 aBTOpA U JaTa Ha JAOKIAJa;

- PE3IOMCTO HA U3MMUTBAHCTO, BKIIFOYBAIIO HAMMCHOBAHUCTO, 11€JITA, OTIMCAHUCTO,
IMMPOCKTAa Ha U3MMUTBAHCTO, U3MOJI3BAHUTC MCTOAU, PE3YJITATUTE U 3aKIIIOUCHUATA OT
HETO. I{aTaTa Ha INPUKITIOYBAHC HAa U3IIUTBAHCTO, U IMO-CIICIIUATTHO HO,I[pO6HOCTI/I 3a

HETOBOTO MPEICPOYHO MPEKpaTsIBaHe, BPEMEHHO NPEKbCBAHE WIIH CITHPAHE;

— OIMMCAHUC Ha U3ACIIUCTO 34 KIIMHUYHO U3IMUTBAHEC, IMO-CIICHUATIHO SICHO OIIPCACIICHO

MpeaAHa3HAYCHUC,
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pe3roMe Ha TIaHa 3a KIMHUYHOTO M3MUTBaHEe, 00XBaIAIIo LEH, TPOEKT, ETUYHU
ACIEeKTH, HAOIIOICHUE U MEPKH 3a KaueCTBO, KPUTEPHUH 3a MOAO0P, LIEJIEBU IPYIIH OT
MaIUeHTH, pa3Mep Ha U3BaJKarta, rpaduily Ha JeUeHUe, MPOIbIDKUTEIIHOCT Ha
MPOCIEIIBAHETO, ChIIBTCTBAIIM JICUCHHS], CTATUCTHYECKH TIJIaH, BKIIFOUUTEITHO
XHUIOTEe3a, U3YUCIIIBAHE HA pa3Mepa Ha M3BaJKaTa M METO/U 33 aHAIH3, KAKTO U

000CHOBKa;

pe3yNTaTH OT KIMHUYHOTO U3IHUTBAaHEe, 00XBAIIaNl 00OCHOBKA U CTAHOBHIIIE,
neMorpad)CKu JaHHU 32 yYaCTHHUIIUTE, aHAJIU3 Ha Pe3yJITaTUTE, CBbp3aHH ¢ U30paHu
KpaliHU [OKa3aTeNH, aHaJIM3 Ha JAaHHUTE 3a MOArpynaTa, KakTo U CbOTBETCTBUE C
[TKW, a cpiro Taka oOXBamamy MpocieIssBaHe Ha JIUTICBALTUTE JaHHU U Ha
MAlMEHTUTE, KOUTO Ca C€ OTTEJIMIU OT KIMHUYHOTO U3MUTBAHE UM HE MOTarT Ja

ObJIaT OTKPUTH 3a MPOCIIECIBAHE;

pe3toMe Ha CepUO3HU HEXEIIAHU ChOUTHS, HeOMaronpusaTHU €eKTH U HETOCTAThIN

Ha U3OCITUETO, KAKTO U CbOTBCTHUTC KOpUTHUPAIIN ,HCfICTBPIH;

O6CT:>)K,I[EIH6 u O6H_II/I 3aKJIFOYCHHUA, O6XB8.H_IaH_II/I pe3yiiTaTu, CBbpP3aHU C
Oe3omacHoOCTTa U I[eﬁCTBHeTO, OIICHABAHC HAa PUCKOBCTC U KIIMHUYHHUTC I10JI3HU,
O6C'L)KI[aHe Ha KJIMHUYHOTO 3HAaU€HHE B ChOTBETCTBHE C Hall-HOBUTE Hay4YHU
JOCTHIXKCHHA B KIIMHHUYHATa O6J'IaCT, KOHKPCTHU NpCAna3Hi MCPKH 3a KOHKPECTHU
Tpynu OT MAlMMCHTH, IIOCICACTBUA 3a U3JACIINECTO 3a KIMHUYHO U3IIUTBAHC,

OrpaHUYCHUS HA U3IIUTBAHCTO.
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IHPHUJIOKEHHUE XVI

CIIMCBK HA I'PYIIMTE ITPOAYKTHU
BE3 ME/JMITMHCKO ITPEJJHA3HAYEHUE,
ITIOCOYEHU B YJIEH 1, ITAPAT'PA® 2

1. KoHTakTHU Jleny uim Apyru apTUKYJIH, IPEeIHA3HauYCHH 3a BbBEKIAHE BbB WU BBPXY
OKOTO.
2. [IponyxTH, npeaHa3HaueHu Aa ObaT U3LSI0 WIM YACTUYHO BbBEJIEHU B YOBEUIKOTO TSUIO

Yype3 XUpyprudecku MHBa3MBHU CPEJICTBA C LI MPOMSHA Ha aHATOMUATA WM 3a
MIPUKPETISIHE Ha YaCcTH Ha TSJIOTO, C U3KIIOUYEHHE HA MPOAYKTUTE 3a TAaTYUPaHE U

MUBPCUHTUTC.

3. BemiectBa, KOMOMHALIMY OT BEILIECTBA WM apPTUKYJIU, IpeIHA3HAYEHH J1a ObaaT
M3IIOJI3BAHU 32 JIUIEB W JpYT QMIIBP HA KOXKAaTa WM JINTABHIIATa Ype3 MOIKOKHO,
CyOMYKO3HO WJIM HHTPAAEPMATHO WHKEKTHPAHE WIH JPYTO BbBEXKIaHE, C N3KIIOUCHHE Ha

TE3U 3a TaTyHpaHe.

4, O60pyL[BaHe, MMpEAHAa3HAYCHO 34 HAMAJIAABAHC, ITPEMAXBAHC WJIM YHUIIIOXKABAHC HA MAaCTHA

THKaH, KaTo HaIpuMep o0OpyIBaHE 3a JUITOCYKLHS, JTUMOIN3a WIH JIUIOTIIACTHKA.
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5. OO6opyBaHe ¢ BUCOK MHTEH3UTET Ha €JIEKTPOMAarHUTHO U3 TbYBaHe (HaIp. B
uH(ppavepBeHus, BUIUMUS U YITPABUOJIETOBUS CIEKTHD), MPEIHA3HAUECHO 3 U3I0JI3BaHE
BBPXY YOBEIIKOTO TSJIO, BKIIFOUUTEIIHO KOXEPEHTHU U HEKOXEPEHTHHU, MOHOXPOMHH U
IIMPOKOCTIEKTHPHU U3TOYHUIIU, KaTO HAIIPUMEP Jla3epu U 000pyIBaHE C MHTEH3UBHA
MyJICOBA CBETIMHA 332 Bh3CTAHOBSBAHE HA KOXKaTa, OTCTPAHsABAaHE HA TATYHMPOBKH MM HA

OKOCMSIBaHE WJIU JIPYTO TPETUPAHE HA KOXKaTa.

6. OO6opyaBane, MpeIHa3HAYCHO 32 CTUMYJIAIMs Ha MO3bKa, IPU KOETO CE Mpujiarat
€JIEKTPHUYECKH TOK WJIM MATHUTHU HJIU €JICKTPOMATrHUTHU TI0JIeTa, KOUTO TIPEMUHABAT TIpe3

qycpeiria U MpoOMEHAT HECBPpOHHATA JICMHOCT Ha MO3bKa.

10728/4/16 REV 4 2
I[MTPUJIOXXEHUE XVI BG



HPUJIOKEHUE XVII

Tadauua Ha CbOTBETCTBUETO

Hupexrusa 90/385/EMO na CopBera

HupextuBa 93/42/ENO na CnBerta

Hacrosmusr pernameHT

Unen 1, maparpad 1
Unen 1, maparpag 2
Unen 1, maparpad 3

Unen 1, naparpadu 4 u 4a

Unen 1, maparpad 5
Uinen 1, maparpad 6

Unen 2

Unen 3, mbpBa anuHes

Unen 3, BTOpa anuHes

Unen 4, naparpad 1

Unen 4, naparpad 2

Unen 4, maparpad 3

Unen 4, naparpad 4

Unen 4, naparpag 5, Oyksa a)

Unen 4, naparpag 5, Oyksa 0)

Unen 5, maparpag 1
Unen 5, maparpad 2
Unen 6, maparpad 1
Unen 6, maparpad 2

Unen 1, maparpad 1
Unen 1, maparpag 2

Unen 1, maparpad 3, mepBa
aJINHEA

Unen 1, maparpad 3, BTopa
aJmHest

Unen 1, naparpadu 4 u 4a

Unen 1, maparpad 7
Unen 1, maparpad 5
Unen 1, maparpag 6
Unen 1, maparpad 8
Uinen 2

Unen 3, mbpBa anuHes
Unen 3, BTOpa anuHes
Unen 4, maparpad 1
Unen 4, naparpad 2
Unen 4, maparpad 3
Unen 4, naparpad 4

Unen 4, naparpa¢ 5, mepBa
anuHes

Unen 4, naparpag 5, BTopa
anuHes

Unen 5, maparpag 1
Unen 5, maparpad 2
Unen 5, maparpad 3 u unen 6

Unen 7, maparpad 1

Unen 1, maparpad 1
Unen 2

Unen 1, maparpad 9, mepBa
AJINHEA

Unen 1, maparpad 9, BTopa
auHest

Unen 1, maparpad 8, mepBa
aJmHest

Unen 1, maparpad 11
Unen 1, maparpad 6
Unen 1, maparpad 13
Unen 5, maparpag 1
Unen 5, maparpad 2
Unen 1, maparpad 12
Unen 24

Unen 21, maparpadu 1 u 2
Unen 21, maparpad 3
Unen 10, maparpad 11
Unen 20, maparpad 6

Unen 8, maparpag 1
Uren 8, maparpad 2

Yen 114

10728/4/16 REV 4
[MPMJIOXEHUE XVII

BG



Hupexrtusa 90/385/EMO na CobBera

HupextuBa 93/42/ENO na CnBera

Hacrosimust pernament

Ynen 7

Unen 8, maparpag 1

Unen 8, maparpad 2

Unen 8, maparpad 3
Unen 8, maparpad 4
Unen 9, maparpad 1
Unen 9, maparpad 2
Unewn 9, naparpad 3
Unen 9, maparpad 4
Unen 9, maparpad 5
Unen 9, maparpad 6
Unen 9, maparpad 7
Unen 9, maparpad 8
Unen 9, maparpad 9
Unen 9, naparpag 10

Unewn 9a, maparpad 1, mbpBo Tupe

Unen 9a, maparpad 1, BTopo THpe

Unen 8
Unen 9
Unen 10, maparpad 1

Unen 10, maparpad 2

Unen 10, maparpad 3
Unen 10, maparpad 4
Unen 11, maparpad 1
Unen 11, maparpad 2
Unen 11, maparpad 3
Unen 11, maparpad 4
Unen 11, maparpad 5
Unen 11, maparpad 6
Unen 11, maparpad 8
Unen 11, maparpad 12
Unen 11, maparpad 7
Unen 11, maparpad 9
Unen 11, maparpad 10
Unen 11, maparpag 11
Unen 11, maparpad 13
Unen 11, maparpad 14

Uinen 12

Uien 12a

Unen 13, maparpad 1, Oyksa B)
Unen 13, maparpad 1, 6yksa r)

Ynenose 94-97
Yien 51

Unen 87, maparpad 1 u uien
89, maparpad 2

Unen 87, maparpad 10 u unen
87, maparpad 11, mbpBa
aJnHest

Unen 89, maparpad 7
Unen 91

Unen 52, maparpad 3
Unen 52, maparpad 6
Unen 52, maparpadu 4 u 5
Unen 52, maparpad 7
Unen 52, maparpad 8
Unen 11, maparpad 3
Unen 52, maparpad 12
Uien 53, maparpad 1
Unen 53, maparpad 4
Unen 56, maparpad 2
Unen 59

Unen 4, naparpa¢ 5 u uieH
122, Tpeta anuuest

Yen 22
e 17

Unen 4, maparpag 1
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Hupexrtusa 90/385/EMO na CobBera

HupextuBa 93/42/ENO na CnBera

Hacrosimust pernament

Yen 10

Unen 10a, maparpad 1, wien 10a,
naparpad 2, BTOpO U3pEUCHUE U
wieH 10a,maparpad 3

Unen 10a, maparpad 2, mbpBO
U3peUYeHHe

Unen 106

Unen 108

Unen 11, maparpad 1
Unen 11, maparpad 2
Unen 11, maparpad 3
Unen 11, maparpad 4
Uinen 11, maparpad 5
Unen 11, maparpad 6
Unen 11, maparpad 7

Unen 13, maparpad 1, 6yksa a)

Unen 13, maparpad 1, Oyksa 0)

Ynen 15

Unen 14, maparpad 1, unen 14,
naparpad 2, BTOpO U3pEUYCHHE U
wieH 14, maparpad 3

Unen 14, maparpad 2, mbpBO
U3peUYeHHe

Unen 14a

Unen 146

Unen 16, maparpad 1
Unen 16, maparpad 2
Unen 16, maparpad 3
Unen 16, maparpad 4
Unen 16, maparpad 5
Unen 16, maparpad 6
Unen 16, maparpad 7

Uren 51, maparpad 3, OykBa a)
u uneH 51, maparpad 6

Unen 51, maparpad 3, Oyksa 0)
u wieH 51, maparpad 6

Yenose 62—82

Unen 29, maparpad 4 u
yienose 30 u 31

Usen 11, maparpad 1

Unenose 33 u 34
Unen 98

Unenose 42 u 43
Unen 36

Unen 46, maparpad 4
Unen 56, maparpad 5
Unen 56, maparpad 4

Unen 38, maparpad 2 u wieH
44, maparpad 2

Unen 12 Unen 17 Unen 20

Unen 13 Unen 18 Unenose 94 — 97

Unen 14 Uinen 19 Unen 99

Uinen 15 Uinen 20 Unen 109

Uinen 15a Uinen 20a Unen 102

Uinen 16 Uinen 22 —

Unen 17 Unen 23 —

— Unen 21 —
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