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3AKOHOAOATEINHWU AKTOBE U APYTU NPABHU MHCTPYMEHTH
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PEI'JIAMEHT (EC) 2017/...
HA EBPOIIEMCKHUSA IAPJIJAMEHT Y HA CBBETA

oT ...

3a MEAUIUHCKUTE U31E€JTUA 32 HHBUTPO THAIHOCTHKA

u 32 otMsHA Ha {lupexkTtuBa 98/79/EO u Pemenue 2010/227/EC na Komucusita

(Tekcr oT 3Havenne 3a EUII)

EBPOITEMCKUAT ITAPJIAMEHT 1 CbBETHT HA EBPOITEMCKUS CHIO3,

KaTo B3exa npeasun Jloroopa 3a GyHKIMOHUpaHETO Ha EBponeiickust Chi03, U TIO-CIIEIIHATHO

uieH 114 u unen 168, maparpad 4, Oyksa B) OT Hero,

KaTo B3exa MpeaBU/ peaioxenneTo Ha EBponeiickara komucus,

clie]] Ipe/laBaHe Ha MPOEKTa Ha 3aKOHOJATENTHUS aKT Ha HAIMOHAIHUTE MapiaMeHTH,

KATO B3€Xa MPEIBH CTAHOBHUIIETO Ha EBPONEiiCKNs HKOHOMUYECKH H COLMANCH KOMHTET ',
cient KoHCyaTanus ¢ Komurera Ha pernonwure,

B CHOTBETCTBHE C OOMKHOBEHATA 3aKOHOJATEIHA npouezxypaz,

! CranoBume ot 14 despyapu 2013 1. (OB C 133, 9.5.2013 ., cTp. 52).

[To3umus Ha EBpomneiickus mapiament ot 2 anpuin 2014 r. (Bce oiie HemyOIMKyBaHa B
Odwunmanen BecTHUK 1 no3uIys Ha CbBeTa Ha MBPBO yeTeHe oT 7 mapt 2017 1. (Bce omre
HenyOnukyBaHa B O¢uinageH BECTHUK).
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KaTo uMart npeaBui, 4c:

(1

2

Hupextua 98/79/EO na EBpomneiickus mapiaMeHT U Ha CobBera' cheraBisiBa
HOpMaTuBHaTa ypenda Ha Cbro3a BbB Bpb3Ka C MEIULIMHCKUTE U3IEIHS 32 UHBUTPO
nuarnoctrka. Heo6xonum e o0aue OCHOBEH MperJie]l Ha MocoueHaTa IUPEKTUBA, 3a J1a Ce
ch3aane cTabuiHa, Mpo3payHa, MpeackazyeMa U yCToHYnBa HOpMaTUBHA ypenoda 3a
MCIUIHUHCKUTEC U3CIINA 3a MHBUTPO JUArHOCTHKA, FapaHTHUpalla BUCOKO HMUBO Ha
0€30MMacHOCT U 3aKpujia Ha 3/IpaBeTo, KaTo €THOBPEMEHHO C TOBA C€ MOoJAIoMarar

HMHOBALIUHUTC.

C HacrosIus perJaMeHT ce LeJU a ce rapaHThpa 0e3MpensTCTBEHOTO GYHKIMOHUPaHe
Ha BBTPELIHMS [1a3ap HA METUIIMHCKUTE M3/1EIHs 32 MHBUTPO JUArHOCTHKA Ha Oa3ara Ha
BHCOKO HMBO Ha 3aKpWJia Ha 3/IpaBeTO Ha MAIlUEHTHUTE U MOTPEOUTENNTE, U KaTO CE B3eMar
MIPEIBUJT MAIKUTE U CPETHUTE MPEANPUATHUS, pa3BUBAIIN JEHHOCT B TO3H ceKTop. B
CBIIOTO BPEME HACTOSIIUAT PeriaMeHT YCTaHOBsBAa BUCOKH CTAHJAPTH 3a KAUeCTBOTO U
0€e30I1aCHOCTTa Ha MEAULIMHCKUTE U3/IENINs 32 MHBUTPO IUArHOCTHKA, 3a J1a CE OTTOBOPHU
Ha O0IUTE OMaceH!s BbB Bpb3Ka ¢ 6€30I1aCHOCTTA Ha Te3u NpoaykTH. HactosmusaT
perJaMeHT CH ITOCTaBs €THOBPEMEHHO U JIBETE LI€JIM, KOUTO Ca HEPa3pUBHO CBBP3aHU U
enHakBo BakHU. Ha ocHoBanue wieH 114 ot JloroBopa 3a pyHKIIMOHUpPAHETO HA
EBponeiickus cbio3 (ADEC) HacTOAIUAT peryiaMeHT XapMOHU3Kpa IpaBuiiaTa 3a
IIyCKAHETO Ha Ma3apa U IyCKaHeTO B IeHCTBHE HA MEJUIIMHCKUTE U3/1EIHs 32 UHBUTPO
JIMAarHOCTHKA U TEXHUTE MPUHAAJISKHOCTH Ha a3zapa Ha Cblo3a, 6iarogapeHre Ha KOeTo
KBM TIX I1I€ MOXE Jla ce Mpuiara NpUHIHUIBT Ha CBOOOIHO JBM)KEHUE Ha cTOKU. Ha
ocHoBaHue 4ieH 168, naparpad 4, 6yksa B) IOEC HacTOALIMAT periaMeHT yCTaHOBsIBA
BHCOKH CTaHJapTHU 3a Ka4eCTBOTO U O€30IIaCHOCTTA HA MEAULIMHCKUTE U3JENINs 32
MHBUTPO AMArHOCTHKA, KATO OCUTYPSBA, HAPE C JPYTroTO, HAJAECKIHOCTTA U CTAOMIIHOCTTA
Ha JJaHHUTE OT U3MMUTBAHUATA Ha AEHCTBUETO U 3alMTaTa Ha 0€30IaCHOCTTa Ha

YYaCTHHULIUTC B TC3U U3NIUTBAHUA.

HupextuBa 98/79/EO na EBponetickus napiameHT u Ha CbBeTta oT 27 okToMBpH 1998 T.
OTHOCHO JMArHOCTMYHUTE MEeIUIIMHCKU u3aenud in vitro (OB L 331, 7.12.1998 r., cTp. 1).
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Hacrosmmusar PEriIaMCHT HAMaA 3a LCJI Ja XapMOHH3Upa MMpaBujiaTa, OTHACAIIH CE 10 I10-
HATaTbIIHOTO MPEAOCTAaBAHE HaA Masapa Ha MEAUIUHCKUTC U3ACIINA 3a MHBUTPO
AWAarHoCTHUKa, CJIC KaTo BCYEC Ca IIyCHATU B HeﬁCTBHe, HaImpuMep B KOHTCKCTA Ha

MpoJaxOuTe BTOpa ynorpeoda.

OCHOBHM €JI€EMEHTH Ha ACUCTBAIMS HOPMATUBEH MOAXO0/, KaTO HaJ30pbT Ha
HOTU(UIPAHUTE OPTaHU, KIIACU(PHUKAIMATA B 3aBUCUMOCT OT PHUCKa, IPOLIETYPHUTE 32
OLICHSIBaHE Ha ChbOTBETCTBUETO, OLIEHKATa Ha ACHCTBUETO U U3MUTBAHUATA HA IEHCTBUETO,
IpociiesIBAaHETO Ha 0€30IacHOCTTa M HaA30PbT Ha Ma3apa, clieABa 3HAUMTEIHO J1a Ce
YKPEIIAT, KaTO €JHOBPEMEHHO C TOBA C€ BKIIIOYAT pa3nopea0u 3a rapaHTHpaHe Ha
IIPO3pAaYyHOCTTa U MIPOCIEAUMOCTTAa HA MEAUIIMHCKUTE U3IENIHsI 38 MHBUTPO TUArHOCTHKA,

3a 1a CC MOCTUTHEC MMO-BUCOKO HUBO HA 3aKpHJia Ha 3APABCTO U 0e30IacHOCTTA.

JIOKOJIKOTO € Bh3MOXKHO, CJIS/IBA JIa CE B3eMaT MPEABUI HACOKUTE, pa3paboTeHH Ha
MEXTyHAPOIHO PABHHMIIE 32 MEAUIIMHCKUTE U3JICTHS 32 HHBUTPO JTMAarHOCTHKA, OCOOCHO B
KoHTeKcTa Ha PaboTHaTa rpyna mo rio0aiHaTa XapMOHH3AIU M Ha Ch3a/ICHUS 110 HeliHa
MHUIMAaTHBA MexIyHapoieH (OpyM Ha PEryJIAaTOPHUTE OPTaHH 32 MEAMIIMHCKUTE
n3aciand, 3a 1a c€ HaC’bp‘-II/I MC)KI[yHaPOIIHOTO C6J'II/I)KaBaHe Ha HOpMaTI/IBHI/ITe ypez[61/1,
KOETO JIOTIPUHACS 32 BUCOKO HUBO HA 3aIllMTa Ha 0€30IaCHOCTTa B CBETOBEH MaIiad u
YJIECHSIBA ThPTOBHSTA, TO-KOHKPETHO MO OTHOIIIEHUE HA pa3nope0nuTe 3a YHUKATHA
uaeHTU(DHUKAINS Ha U3/IeTUATA, OOIIMTE U3UCKBAHMS 32 OE€30ITaCHOCT U JICHCTBHE,
TEXHUYECKAaTa IOKYMEHTAIIUs, IIPaBUIIaTa 3a KiaCH(HKAIHs, TPOLIECAYPHUTE 32 OLCHIBAHE

Ha CBbOTBCTCTBUCTO U KIIMHUYHUTC AO0KAa3aTCICTBA.

C’bH_[CCTBYBaT oco0eHun XapaKTCPUCTHKU HA MCIUIUHCKUTC U3ACIINS 3@ HHBUTPO
AWAarHoCTuKa, rmo-KOHKPETHO MO0 OTHOICHUC Ha KJ'IaCI/I(bI/IKaIII/IflTa B 3aBUCHMOCT OT pHCKa,
OpoucaypuTe 3a OUCHABAHC HA CbOTBCTCTBUECTO U KIIMHUYHUTC JOKA3aTCIICTBA, KAKTO U
ocobeHun XapaKTCPUCTHKU HAa CEKTOpA Ha TE3U U3ACIINUA, KOUTO Hajlarat MpucMaHeTO Ha
CrICouajacH 3aKOHOAATCJIICH aKT, KOMTO Ja € OTACIICH OT 3aKOHOJAaTCIIHUTE aKTOBEC 34
OCTAHAJINTC MCAUIIUHCKH U3ACIINA, JOKATO XOPU3OHTAJIHUTC aCIICKTH, KOUTO Ca O6H_II/I 3a

ABaTa CCKTOpa, CJICABA Aa CC YCAHAKBAT.
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IIpunox’HOTO MOJIE HAa HACTOSIIIUS PETJIAMEHT CJIE/IBA SICHO Aa C€ pa3rpaHU4y OT TOBA Ha
JpYyTH 3aKOHO/ATEIIHN aKTOBE BbB BPB3Ka C MPOJAYKTU KaTO MEAULUHCKUTE U3AEIHS,
MPOAYKTHUTE 32 00111a 1abopaTopHa yrnorpeda 1 MpoAyKTUTE, IpeAHa3HaYeHH caMo 3a

HAayYHOU3CJICAOBATCIICKU LICJIH.

JIbpKaBUTE YIEHKH CJIEABA J1a HOCAT OTTOBOPHOCTTA 33 B3EMAHE HAa PELIEHHUE NTPU BCEKU
KOHKpPETEH CIIy4ai Jajiu 1aJeH IPOayKT MoTaia B 00XBaTa Ha HACTOSIIHS PETIIaMeHT. 3a
Jla ce TapaHTUPAT MOCIICAOBATEITHN PEIICHHS 3a KJIaCH(HUKAIHS BbB BPh3Ka C TOBA BHB
BCUYKHU AbPrKaBH YIEHKH, 0COOEHO M0 OTHOILIEHUE HAa IpaHuYHUTE ciay4yan, Komucusita
cje/Ba J1a UMa MPaBOTO, CIE]] KaTo ce € KoHcyaTupaia ¢ KoopauHanyoHHara rpymna mno
MequnuHckuTe m3aenus (KI'MUN), mo coOcTBeHa HHUIIMATHUBA WIIH TP HAJICKHO
000CHOBAHO MCKaHE OT JbprKaBa WICHKA, /1a B3e€Ma PEIICHUE 32 BCEKH OT/EINICH CIyvaid
JIaJTi KOHKPETEH NMPOIYKT, KATErOpys WK TPyIia MPOIYKTH NOMaaaT B 00XBaTa Ha
Hacrosuus peraaMeHT. [Ipu pasuckBaHusaTa HAa HOPMAaTUBHMS CTATYC HA IPOIYKTUTE B
TPAHUYHHU CIy4Yad, BKIFOYBAIIH JICKAPCTBEHU NPOAYKTH, YOBEIIKH ThKaHU U KJIETKH,
OMOLUIHY MPOIYKTH WM XpaHUTEIHU NpoaAyKTH, KomucusTa cienBa na rapantupa
MOAXOIALI0 HUBO HAa KOHCyJITaluu ¢ EBpornelickara areHuus 1o JiekapcTBaTra,
EBpomneiickara areHus no XuMukaian u EBpornelickust oprat 3a 6€301MacHOCT Ha XpaHHTE,

criopes ciryJast.

N3rnexna, ye € Bb3MOKHO PAa3/In4aBalUTE CE HAIMOHAIHY MpaBUJia 3a MPEJAOCTaBSIHE HA
nHpoOpMalMs U KOHCYJITHpPaHe BbB Bpb3Ka C TEHETUYHH U3CIIE/IBaHUS J1a UMAT CaMo
OTPaHUYEHO BB3/IeHCTBUE BbPXY 0€3MPEnsTCTBEHOTO (YHKIIMOHUPAHE Ha BhTPELIHUS
na3ap. [lopanu ToBa e 1enech00pa3HO B HACTOSIINS PETJIAMEHT Ja C€ MPEABUIAT
€IMHCTBEHO OIPaHUYEHH U3MCKBAHUS B TOBA OTHOLIEHHE, KaTO CE MMa IPEIBUL
HE00X0IMMOCTTa OT FapaHTUPAHE HA MIOCTOSIHHO CIIa3BaHE HAa MPUHIUIINTE Ha

MIPOMOPLHUOHAIHOCT U CyOCHANAPHOCT.
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(13)

CJ'IGI[Ba Ja C€ BHECC ACHOTA, Y€ BCUYKH TCCTOBC, KOUTO JaBaT HHq)OpMaHHﬂ 3a
IpeapasnooKECHUC KbM KIIMHUYHO CbCTOAHUEC UIIN 3360.]'[5[B3He, KaTO Hanmpumep
I'CHCTUYHHU TCCTOBC, U TCCTOBEC, AaBallll I/IH(I)OpMaI_II/IH 3a [IPOrHO3HUPAHE HA OTT'OBOpPA Ha
JICHCHUCTO UK PCAKIHUUTEC, KaTO ChIIbTCTBAINUTC U3ACIINA, Ca MCAULIMHCKHU U3CJINA 3a

HUHBUTPO AUArHOCTHUKA.

ChIbTCTBAIIUTE U3/ICITHA Ca OT ITBPBOCTENIEHHO 3HAYEHUE 32 OMPEICIISIHE Ha MAlUEHTUTE,
KOUTO OTTOBApPST HA U3NCKBAHMSITA 32 CIICIIU(UIHO JICUCHUE C JICKAPCTBEH MPOIYKT, 4pe3
KOJIMUYECTBEHO UJIM KaUECTBEHO OIpe/iesiTHE Ha crienu(UIHN MapKepH 3a
uAeHTUQUIMPAHE HA YIACTHUIIUTE, U3JI0KEHU Ha TI0-BUCOK PUCK OT pa3BHBaHE Ha
HEe)XeJIaHa peaklusl KbM BBIIPOCHUS JIEKapCTBEH MPOAYKT, UM 332 UACHTU(DHUIMPAHE Ha
MalMCHTUTC B I'pyIiaTa OT HACCIICHUCTO, IPHU KOUTO TCPANCBTUYHUAT IIPOAYKT € 61/1.]1
MOAXOSIIO MTPOYYEH U ONpeIesieH KaTo 0e3omaceH u epextuBeH. TakbB(1Ba)

Oouomapkep(n) Moke n1a e(ca) HatnueH(H!) B 3/IpaBy JIMIIA W/WIIHA TTallUCHTH.

H?:I[GJ'II/ISITE[, H3II0JI3BAHU 3a IPOCIICAsIBAHE HA JICYHCHUC C JICKAPCTBCH IMMPOAYKT C LEJI Ja CC
rapaHTHUpa, Y€ KOHLICHTPAUATA Ha CbOTBETHUTEC BEIICCTBA B YOBCIIKOTO TAJIO € B PAMKUTC

Ha ,,TEpalleBTUYHMSI IPO30PEL‘, HE CE CUNTAT 3@ ChIIBTCTBAIIN U3JIEIHSL.

M3uckBaneTo PUCKOBCTC Aa CC HAMAJIST BbB Bb3MOXKXHO HaM-ToJIsIMa CTEICH CJI€aBa Ja Cc€
H3I'BbJIHA, KaTO CC€ B3EMAT NNPCABU O6HIOHpI/I€TI/ITG CBbBPECMCHHU IMOCTHIKCHUS B obnactra

Ha MEIUIMHATA.
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(15)

(16)

(17)

Cebp3anuTe ¢ Oe3omacHoCTTa acnekTr, ooxeanaTu ot upextusa 2014/30/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 periiaMeHT clieiBa J1a ce cuuTa 3a lex specialis

CIIpsIMO IMOCOYCHATa JUPCKTHUBA .

B HAaCTOAIIMA pCriIaMCHT CJICABaA 1a 6”I)ZIaT BKJIFOYCHU U3UCKBAHHA KbM IPOCKTHUPAHCTO U
MMPOU3BOACTBOTO HA U3CINA, U3JTbYBAIN fIOHHSHpaHIO JIBYCHHUC, oe3 Ja C€ 3acsra

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

B Hacrosmus pernamenT ciezBa fa ObaT BKIIOUEHH U3UCKBAaHUs 3a 0€30IacCHOCT U
JieiicTBUE HA U3IeNUATa, pPa3pabOTeHU IO TAKbB HAUMH, Y€ J1a IPEAOTBPATABAT

HpO(bGCI/IOHa.HHI/I HapaHsABaHW, BKIIFOYUTCIIHO 34 3aliUTa OT JIbYCHHC.

HeoOxonumo e na ce nosicuu, 4e copTyep, KoraTo € CelHagHo MpeaHa3HaueH OT
MIPOM3BOIUTEINS 3a yHOTpeOa 3a eJHa UK MIOBEYE MEIULIMHCKU LIEIH ChITIACHO
OTIpEICNIEHUETO 32 MEIUIIMHCKO M3/IEIHE 38 MHBUTPO TUATHOCTHKA, CE€ CUHUTA 3a
MEJUIIMHCKO M3JIeIHe 328 MHBUTPO JUArHOCTHKA, TOKATO COPTyep 3a 00U LEeH, JOPH U
W3MOJI3BaH B MEUIIMHCKA Cpeia, Wi coPTyep, MpeIHa3HaueH 3a IIeJId, CBhP3aHU C
T0OPOTO 0OIIO CHCTOSIHHE, HE CE CUMTA 32 MEIUITMHCKO U3/IeTUE 32 MHBUTPO TUATHOCTHUKA.
OnpenensiHeTo Ha copTyep KaTo U3JIEINE WU MPUHAAIEKHOCT HE 3aBUCH OT HETOBOTO

MECTOHAXO0KJCHHE UM OT THUIIa B3aUMOCBBP3aHOCT MEXAy copTyepa u U3EIUETO.

Hupektusa 2014/30/EC na EBponeiickus mapiament u Ha CbBeta oT 26 depyapu 2014 1.
3a XapMOHU3UPaHEe Ha 3aKOHOJIATEJICTBAaTa HA AbPIKABUTE YWICHKA OTHOCHO
enekTpomarautHaTa ceBMectuMoct (OB L 96, 29.3.2014 r., ctp. 79).

JupextuBa 2013/59/EBparom Ha CbBeTa oT 5 nekemBpu 2013 r. 3a onpenesnsiHe Ha OCHOBHU
HOpPMH Ha 0€30IaCHOCT 32 3allMTa CPEIly OMAaCHOCTUTE, MPOU3THYAIIM OT U3JIaraHe Ha
HOHM3MpAIIO 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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OrnpenenieHusiTa B HACTOSIINS PETJIAMEHT 3a CAMUTE U3/EIHs, MPEIOCTaBIHETO Ha
W3JIeMsl, HKOHOMHYECKHUTE OIepaTOpH, MOTPEOUTENNTE U KOHKPETHUTE MPOLIECH,
OILICHSBAHETO Ha ChOTBETCTBUETO, KIIMHUYHHUTE JOKA3aTEJICTBA, HAA30pa Clie]] MyCKaHe Ha
nasapa, npocieasiBaHeTo Ha 0e30MacHOCTTa ¥ HaJ[30pa Ha ma3apa, CTaHAapTUTE U APYTH
TEXHUYECKU CreIUpUKaIIK, ClIe[Ba J1a Ce MPUBEIAT B ChOTBETCTBHE C 100pe
yCTaHOBEHATa MPAKTUKA B Ta3HU 00JacT Ha paBHUILETO Ha Chlo3a U Ha MEXIyHApOJAHO

paBHHUIIIE, 32 Ja Ce MOJO0PH MpaBHATA CUT'YPHOCT.

CrnenBa na ce MOSICHH, Y€ € OT OCHOBHO 3HAUCHUE U3/ICTUATA, TPeIJIaraHy Ha JIUIIA B
Cwlo03a upe3 ycayru Ha nH(QOPMAIMOHHOTO 0011ecTBO 1o cmuchia Ha upektusa (EC)
2015/1535 na EBporneiickus mapiaMeHT U Ha C’bBeTal, KaKTO M U3JeIHATa, U3I0JI3BaHH B
paMKHUTE Ha ThProBCKa JEHHOCT, 3a MPEOCTaBsIHE HAa JUArHOCTUYHA WM TeparieBTUYHA
yciyra Ha juna B Cbio3a, 1a OTTOBapsT HAa M3UCKBAHUATA 110 HACTOSIIIHS PETIaMEHT B
MOMEHTa Ha ITyCKaHEe Ha Ta3apa Ha ChOTBETHUS MPOIYKT WM B MOMEHTA Ha TIPEIOCTABIHE

Ha ycayrata B Cbro3a.

Hupextusa (EC) 2015/1535 na EBponetickus mapiaMmeHnT 1 Ha CbBeTa OT 9 cenTeMBpH
2015 r., ycraHOBsIBaIla MpoLEAypa 3a MpeJoCTaBsIHEeTO Ha nH(popManus B chepara Ha
TEXHHUYECKUTE PETJIAMEHTH U MPaBUiIa OTHOCHO YCIYTUTE HAa MHPOPMAITMOHHOTO OOIIECTBO
(OB L 241, 17.9.2015 ., cTp. 1).
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21

(22)

3a fa ce oT4eTe BaKHATA POJIsl HA CTaHAAPTU3ALMATA B 00JACTTa HA MEAULIMHCKUTE
U3JeNus 32 UHBUTPO TMAarHOCTUKA, CbOTBETCTBUETO C XapMOHU3UPAHUTE CTaHIAPTH,
onpenenenu B Pernmament (EC) Ne 1025/2012 na EBponeiickus napjiaMeHT U Ha Csaera’,
cJie/iBa 1a € HauuH 3a MPOU3BOAUTENINTE J1a IOKaXXKaT ChOTBETCTBUETO C IPEBUICHUTE B
HACTOSIIMS PErJIaMeHT OOIIM U3MCKBAaHUS 3a 0€30MaCHOCT U JCHCTBUE U IPYTH IPAaBHU

HU3UCKBAHM, KATO HAIPUMEP CBBP3aHUTC C YIIPABJICHHUECTO Ha KAYCCTBOTO U pHCKaA.

HupextuBa 98/79/EO naBa mpaBo Ha Komucusirta qa mpueMa o001y TEXHHYECKH
crienuQUKaUK 32 KOHKPETHH KaTETOPHH METUIMHCKH U3/IETIHS 32 HHBUTPO AMAarHOCTHKA.
B oGnactu, B KOMTO HE CHIECTBYBAT XapMOHU3UPAHH CTaHAAPTH HJIH TE HE ca
nocTaTh4Hu, Ha KomucusTa ciesiBa aa ce npeiocTaBAT MPaBOMOIIKS 12 OTIpeienst 00u
cnienn(UKaum, KOUTO J1a ObJaT CPEACTBO 32 OCUTYpsIBaHE Ha CHOTBETCTBUETO C OOLIUTE
M3UCKBaHUS 32 0€30MaCHOCT U JICHCTBHE, C N3NCKBAHUATA 33 N3ITMTBAHUATA HA JCHCTBUETO
W OIICHKAaTa Ha JEHCTBUETO W/WJIH MPOCIEIIBAaHETO CIIe/I IyCKaHe Ha mas3apa, NpeABUIACHU

B HACTOAIIUSA PETIIaMCHT.

Oo6umre cneundukanuu (OC) cnenBa ga 6baaT pa3pabOTEHU Clle]] KOHCYITALNUU ChC
CHOTBETHUTE 3aMHTEPECOBAHH JIMIA M KaTO C€ B3eMaT MPEIBU €BPOICHCKUTE U

MCKAYHAPOAHUTC CTAHAAPTH.

Pernament (EC) Ne 1025/2012 ot 25 okromBpu 2012 r. Ha EBpomnelickust mapiaMeHT U Ha
CbBeTa OTHOCHO €BpOIIelicKaTa CTaHAapTHU3AIMs, 32 U3MEHEHUE Ha AupekTuBU 89/686/EMO
u 93/15/ENO na CoBeta u Ha aupektuBu 94/9/EO, 94/25/EO, 95/16/EO, 97/23/EO,
98/34/E0O, 2004/22/EO, 2007/23/EO, 2009/23/EO u 2009/105/EO na EBponeiickus
napiaMeHT 1 Ha CbBeTa 1 3a oTMsHa Ha Pemenue 87/95/EMO na CbBeta u Ha Perenue Ne
1673/2006/EO na EBpomneiickus napiamenT u Ha CrBera (OB L 316, 14.11.2012 1.,

cTp. 12).
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(23) [IpaBunara, MPUIIOKUMU 32 U3JIEIIHATA, CIENBA J1a CE ChOOPA3AT, aKO € HEOOXOMMO, C
HoBara 3akoHOAaTeNHa paMKa 3a IpeAJaraHeTo Ha a3apa Ha MPOAYKTH, KOATO C€ ChCTOU
ot Pernament (EO) Ne 765/2008 na EBporneiickus mapiaMeHT U Ha Csaera' i ot Pemenne

Ne 768/2008/EO na EBponeiickus napiamMeHT U Ha CwBera’.

(24) [Ipenunenute B Pernament (EO) Ne 765/2008 npaBuina 3a Hag3op Ha na3apa Ha Chio3a 1
KOHTPOJI Ha MIPOJIyKTUTE, BHBEXKIaHU Ha Tazapa Ha Cbro3a, ce mpuiiarat KbM U3/ICNUsTa,
rnonajamiy B 00XBaTa Ha HACTOSIIINS PETJIAMEHT, KOETO HE BB3MPEISITCTBA JbPKABUTE

YJICHKHU IIpHU H36opa Ha KOMIICTCHTHUTE OPraHu 3a U3IIBJIHCHUC HA TC3U 3aa4Yu.

(25) LenecbobpasHo € 1a ce OmpeensT SCHO OOIINTE 3abJDKEHUS Ha Pa3IUUYHUTE
WKOHOMHYECKH OTIEPATOPH, BKIIOUUTEITHO BHOCUTEIUTE H TUCTPUOYTOPUTE, BH3 OCHOBA HA
HOBaTa 3aKOHOJATENIHA paMKa 3a MpeJiaraHeTo Ha Ma3apa Ha MPOoIyKTH, O0e3 1a ce 3acsrat
CTIEIMATHUTE 3aIbJDKCHHUS, IPEJIBUICHU B PA3JIMYHU YaCTH HA HACTOSIIIUS PETJIaMEHT, 32
Jla ce OCUTypH Mo-100po pa3dupaHe Ha MPEABUICHUTE B HACTOSIIMS PErJlaMeHT
M3HMCKBaHUS M Taka Jia ce MoJA00py Cra3BaHETO Ha PEeTyJIaTOPHUTE U3UCKBAHUS OT CTpaHa

Ha CbOTBCTHUTC OIICPATOPHU.

(26) 3a LenuTe Ha HaCTOSLIMS PErjIaMeHT clIeiBa J1a Ce MpUeMe, ue IEHHOCTUTE Ha

ILI/ICTpI/IGYTOPI/ITe BKJIFOYBAT HpI/IIIOGI/IBaHeTO, CbXpPaHABAHCTO U JOCTABKATa HA U3ACIIUSA.

Pernament (EO) Ne 765/2008 na EBponetickust nmapiamenT u Ha CbBeta oT 9 ronm 2008 . 3a
OIpeJIeNIsIHE Ha N3MCKBAHUATA 33 aKpeIuTallus U HaJ30p Ha [a3apa BbB BPb3Ka C
MpeUIaraHeTo Ha rasapa Ha IpOIyKTH U 3a oTMsiHa Ha Permament (EMO) Ne 339/93 (OB L
218, 13.8.2008 r., cTp. 30).

Pemenune Ne 768/2008/EO na EBpomneiickus napnament u Ha CpBeta oT 9 1o 2008 T.
OTHOCHO 001I1a paMKa 3a IIpeUlaraHeTo Ha Ma3apa Ha IpOJyKTH U 3a OTMsHA Ha Pemenue
93/465/EMO (OB L 218, 13.8.2008 r., cTp. 82).
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27)

(28)

(29)

Hsxon ot 3ampbpmkeHusITa HA TPOU3BOAUTEIUTE, KaTO OLICHKA Ha JICUCTBUETO WU
JIOKJIaIBaHE BHB BPBh3Ka C MPOCIEAsIBAHETO Ha 0€30MMaCHOCTTa, KOUTO Ca YCTAaHOBEHU
€AMHCTBEHO B npuioxeHusTa kbM JupextuBa 98/79/EO, cnenBa na ce BKIOYAT B

MOCTAHOBUTCIIHATA YaCT HA HACTOAIIUA PCTIIAMCHT, 3a da CC YJIICCHHU HETOBOTO IIPUJIATraHEC.

3a Aa c€ ocurypu Hali-BHUCOKOTO HMBO Ha 3aKpuJia Ha 3APaBCTO, IpaBUJIaTa 3a
MCIUIHUHCKUTEC U3CIINA 3a MHBUTPO JUArHOCTHKA, KOUTO CC IMPOU3BCIKIAT U U3II0JI3BAT B
€aIHO JeueOHO 3aBCICHHUC, CJICABA Ja CC U3ACHAT U 3aCHIIAT. CJ'IC)IBa Ja Cc€ Mnmpuema, 4€ ToBa

H3I0J3BAHC BKIIHOYBA U3MECPBAHETO U MOJIYUYaBAHETO Ha PE3YJITATUTE..

JleueOHMTE 3aBeICHUS CIeBa ]a UMaT Bb3MOXKHOCTTA, 0€3 /1a ca 0OBBP3aHHU ChC
CTa3BaHETO HAa BCUUKU U3MCKBAHUS HA HACTOSIUS PETJIaMEHT, J1a IIPOU3BEXKAAT, IPOMEHST
Y M3MOJI3BAT U3JIENIMATA B CAMUTE 3aBEICHHS U 110 TO3M HAYMH J1a 33/10BOJISIBAT, HE B
MPOMHUIIUICH Maad, 0coOeHUTE MOTPEOHOCTH Ha IeJIEBU TPYITH MMAIUEHTH, KOUTO HE
Morar a Ob1aT 3aJJ0BOJICHN Ha TOAXOISIIIOTO HUBO HA €()eKTUBHOCT OT €KBHBAJIECHTHO,
HAJIMYHO Ha Mas3apa u3jenue. B To3u KOHTEKCT e 1einecho0pasHo Jia ce MPEeaBUIH, Ye He
Clle/IBa J1a Ce TpUJIaraT ONpeJIesIeHH paBiiia Ha HACTOSIIUS PETJIaMEeHT, OTHACSIIH CE JI0
U3JeNusl, IPOU3BEKAAHU U U3IIOJI3BAHN B CAMUTE JICUEOHH 3aBEICHUS, BKIIOUUTEIIHO
OOJIHUIN U 3aBEJICHUS KaTo J1a00opaTOpUU M MHCTUTYTH 32 OOIIECTBEHO 3/paBe, KOUTO
MoJIIoMarar 37jpaBHaTa CUCTEMa 1/WIIN ChACHCTBAT 32 IOCpPEIlaHe Ha MOTPEOHOCTUTE Ha
MalMEHTUTE, HO B KOMTO HE CE JIEKYBAaT M HE Ce IojIaraT I'PIKH 3a MAUCHTUTE TPSKO, Thi
KaTo IIeJIUTE Ha HACTOSIIHUS PETJIAaMEHT M TaKa MOrar Jia Ob/1aT MOCTUTHATH T10
nponopuuoHaneH HauuH. CrenBa J1a ce 0TOesexH, Ue 3a LeJTUTe Ha HaCTOSALIMS PeTrIaMeHT
TIOHATHUETO ,,JICUeOHH 3aBEJICHUA " HE BKIIIOYBA 3aBE/ICHUS, KOUTO MPETCHIUPAT J1a
IpeciieIBaT MPEIUMHO IENTH, CBBP3aHU ChC 3/IPABETO MU ChC 3PAaBOCIOBCH HAUYMH HA
’KHMBOT, KaTO CIIOPTHH 3aJIH U CIIa, yenHec U ¢puTHec nenrpose. [lopagu ToBa

HU3KIKOYCHUECTO, ITPUITIOKHUMO 3a JIeueOHUTE 3aBCACHUA, HC CC IIpuJiara 3a TO3u BU/J 00EKTH.
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(30)

(€1Y

[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 ChOOPA3eHN C KiIaca Ha PUCKA, THIIA Ha
M3JIEJMETO U Malaba Ha IpeapusITHETO. B TO31 KOHTEKCT € ChII0 Taka 1esecho0pa3zHo
Jla ce YCTaHOBSAT MpaBHJIa 3a YJIECHSABAHETO OT CTPAHA HA KOMIIETEHTEH OpTraH Ha
MPEJOCTaBIHETO Ha HHPOPMALIUSA Ha JIMLIA, KOUTO MOKE J1a ca MOCTPaJaliu OT 1e(heKTHO

n3aciInc.

3a J1a ce rapaHTHpa, Y€ CEpUNHO MPOU3BEKIAHUTE U3CIIHS MPOABIKABAT J]a OTTOBAPST HA
M3UCKBAHUATA TI0 HACTOSIIUS PETJIAMEHT U Y€ OMUTHT OT ynorpedaTa 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
Ccle]l MyCKaHe Ha ma3apa, KOUTO Jia ca choOpa3eHu C Kjiaca 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 32 MHIUACHTH U

KOpHUTHpaIly AeHCTBUS BbB Bph3Ka ¢ OE30MMaCHOCTTA.

HupektuBa Ha ChBeTa oT 25 10o1u 1985 r. 3a cOmmkaBaHe Ha 3aKOHOBUTE, MMOI3aKOHOBUTE U
aJIMUHUCTPATUBHUTE PA3MOpeION HA AbPKABUTE-WICHKH OTHOCHO OTTOBOPHOCTTA 32 BPE/IH,
npuYMHEeHu oT fedekt Ha ctoka (OB L 210, 7.8.1985 r., ctp. 29).
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(32) Cucremara 3a ynpaBJIeHHE Ha pUCKa ciie/iBa Jja ObJe BHUMATEIHO ChOOpa3eHa ¢ mporeca
Ha OIIEHKA Ha JICHCTBUETO 32 U3/AEIHMETO U OTPa3eHa B HETO, BKIIOYUTEIHO KIIMHUYHHUTE
PHCKOBE, KOUTO TPsIOBa 1a OBbIAT pas3riie]aHu KaTo 4acT OT 3MUTBAaHHUTA Ha JICHCTBUETO,
OLICHKATa Ha JICHCTBUETO U MPOCIIESBAHETO HA ICHCTBUETO ClIe] ITyCKaHe Ha ra3apa.
[Iponecure Ha ynpaBiieHUe HA pUCKA M HA OLIEHKA Ha JACWCTBUETO clie/iBa Aa ObaaT

B3aMMO3aBUCUMH U PCAOBHO aAKTyaJIM3UPAHU.

(33) CrnenBa ;1a ce rapanTupa, 4ye HaOJIIOACHHETO W KOHTPOIBT Ha TIPOU3BOACTBOTO HA
U3JIENUATA, KAKTO U JCHHOCTUTE IO HAA30p CIie/ IMyCKaHe Ha Ma3apa U 1o MpoCiesaBaHe
Ha 0€30MacHOCTTa BbB BPB3Ka C U3/ICNUATA, CE U3BBPIIBAT B PAMKUTE Ha
OpraHu3allMOHHATa CTPYKTYypa Ha MIPOU3BOAUTENS OT JIULIE, OTTOBAPSILO 3a
CHOTBCTCTBUCTO C HOPMATHUBHUTC U3UCKBAHU, KOCTO OTIrOBAapsA HAa MUHUMAJTHHUTC yCIIOBUA

3a KBaIU(UKAIMS.
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(34)

3a MpoU3BOAUTENNTE, KOUTO HE ca yCTaHOBEHU B ChI03a, YITBITHOMOIICHHST MTPEICTABUTE
MMa OCHOBHA POJIS 33 OCUTYPsIBaHE HAa ChOTBETCTBUETO HA U3JIENIUATA, TPOU3BEKIAHU OT
TE3W MPOU3BOUTENH, U 32 U3IIBJIHSABaHE HAa (DYHKIIMATA HA JIMIIC 32 BPh3Ka, YCTAHOBEHO B
Cnio3a. [IpeaBun Ta3u OCHOBHA POJIs, 32 LIEJUTE HA PUIATaHETo € Ieecho0pa3Ho 1a ce
THhPCHU 3aKOHOBA OTTOBOPHOCT OT YII'BJIHOMOIICHUA TPCACTABUTCII 3a ,Z[G(I)GKTHI/ITG n3aciaus,
B CJIy4ail ue POU3BOANTEN, YCTAaHOBEH N3BBH ChI03a, HE € U3ITHJIHUI OOIIUTE CU
3aABbIIKCHUS. OTFOBOpHOCTTa Ha YII'BJIHOMOIICHHA MIPEACTABUTCII, IPCABUACHA B
HACTOSIIUS PETIIaMEHT, He 3acsara pasnopenoute Ha Jupektusa 85/374/EVO, u
CJICZIOBATEITHO YITHTHOMOIIICHUSAT MPEICTABUTE CJIC/IBA 1a HOCH M COJTUIapHa

OTTOBOPHOCT C BHOCUTCJIA U ITPOU3BOIUTCIIA.

3a1[aqHTe Ha YII'BJIHOMOIICHUS NPCACTABUTCII CJICABA J1a CC OIIPCACIIAT B IMCMCHO
meaHoMonIne. Karo ce nma npeaBua poJrsiTa Ha YII'bJJHOMOIICHUTE NIPCACTABUTCIIN, CJIICABA
SACHO Ja C€ OMmpeacIsAT MUHUMAJIHUTE N3UCKBAHUWsI, HA KOUTO TC CJICABA Ja OTTOBapsT,
BKIIFOYUTCIIHO U3MCKBAHETO Ja pasmojiarart € JUIE, KOCTO Ja OTroBapsa Ha MUHUMAJIHA
ycCJioBUs 3a KBaJII/Iq)I/IKaLII/IH, CXOOHHU € TE3U HA ITOCOYCHOTO OT IMMPOU3BOAUTEIIA JIUILIC,

OTTOBapAIIO 3a CbOTBCTCTBUCTO C HOPMATUBHUTC U3UCKBAHUS.

(35) 3a 1a ce rapaHTUpa MpaBHa CUTYPHOCT 110 OTHOLIEHUE HA 3aIbJDKEHUATA HA
MKOHOMHUYECKUTE OTIepaTOpH, € HEOOXOAMMO J1a C€ U3SACHSAT CIydanuTe, KOraTo
IUCTpUOYTOPBT, BHOCUTEIIAT WU JIPYro JIMLE TpsiOBa a ce cuuTa 3a IpOU3BOJUTEN Ha
u3Jienue.
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(36)

(37)

[Tapanennara ThproBust ¢ MPOAYKTH, Beue IMyCHATH Ha Ta3apa, € 3aKoHHa (popma Ha
THPrOBUS B pAMKHUTE Ha BbTPEUIHUS Na3ap Ha ocHoBaHue wieH 34 JIOEC npu cra3Bane Ha
OTpaHUYEHUSATA, IPOU3THYAIIN OT HEOOXOAUMOCTTA OT 3aKpHJIa Ha 3[PaBETO U
0e30MacHOCTTa U Ha MpaBaTa Ha UHTEIEKTyaaHa coocTBeHOCT 1o uieH 36 JJPEC.
[Ipunaranero Ha NPUHIMIIA Ha MapajeliHaTa ThProBus odaue € MpeaMeT Ha pa3InyHH
TBJIIKYBAHUSA B IbPKABUTC YJICHKU. Hopazm TOBa yCJIOBUsATA, U IMMO-CIICLIUATIHO
M3UCKBAHUATA KbM MTPEETUKETUPAHETO U MPEONAKOBAHETO, CJIE/IBA /1a C€ YTOUHSAT B
HACTOSIIIHS PErIIAMEHT, KaTo Ce B3eMe MPEBH ChaeOHaTa npaKkTika Ha Chaa' B ApyrH
CHOTBETHU CEKTOPH U CHIIECTBYBAIIU 100pU MPAKTUKH B 00JIaCTTa HA MEIUIIMHCKUTE

HU3CJIMA 34 UHBUTPO AUArHOCTHUKA.

Karo 06110 npaBuiio BbpXy U3/eNusATa ClIeBa Ja € HaHECeHa MapKupoBkaTta ,,CE®, kosTo
J1a TIOKa3Ba TSIXHOTO ChbOTBETCTBUE C HACTOAIIMS PETJIAMEHT, 3a J1a MOTaT T€ CBOOOIHO Aa
ce ABMXkaT B pamkuTe Ha Chro3a 1 Ja ce MycKaT B JICMCTBUE TI0 TAXHOTO MpeIHA3HAUYCHNE.
JIbprKkaBUTE YICHKH HE CJEABA Ja Ch3/IaBaT MPEUKH MPe]] MyCKaHeTO Ha ma3apa Win
MyCKaHETO B JACHCTBHE HA U3ENNS, KOUTO ChOTBETCTBAT HA M3UCKBAHUSATA, IPEABUICHU B
HACTOSIIUS PEeTIaMeHT. J[bpkaBuTe WieHKH obade clieBa 1a UMaT Bb3MOXKHOCT Jla periar
JIaJM J1a OTpaHUYaT U3IMO0I3BAHETO HA KOHKPETEH THUII U3/IeNINE BbB BPb3Ka C aCMEKTH,

KOMTO HE ca 00XBaHATH OT HaCcTOAIIWA PCTIIAMCHT.

Pemenwue ot 28 roym 2011 1. o cweaunaenn nema C-400/09 u C-207/10 (Orifarm n
Paranova), ECLLI:EU:C:2011:519.
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(39)

[IpocnenumocTTa Ha U3ENUATA UpE3 CUCTEMAaTa 3a YHUKATHA HACHTU(PUKALIMS HA
m3aenusara (,,cucrema 3a UDI) Bb3 0CHOBa Ha MEXTyHapOIHU HACOKH CJIe/IBA 3HAYUTEITHO
Jla yBenu4H e(heKTUBHOCTTA Ha CBBP3aHUTE ¢ OE30MACHOCTTA Ha U3JENHSTA JCHHOCTH Clie]
MyCKaHETO Ha Ma3apa, KOETO CE IBJDKU Ha MO-A00pOTO AOKIAABaHE 32 HHIIUICHTHUTE,
[[EJICHACOYCHUTE KOPUTUPAIITH ICHCTBUS BHB BPh3Ka ¢ 0€30MacCHOCTTA U TTO-A00POTO
HaOJII0JIeHUE OT CTpaHa HAa KOMIIETEHTHUTE opraHu. ToBa clie/iBa /1a OTpaHUYH ChHILO TaKa
MEIUITMHCKUTE TPEITKH U J1a JoTpuHece 3a 6opOata ¢ dhammmbunupaHuTe u3Iemmsl.
M3nomsBanero Ha cucremata 3a UDI cienBa na mogoOpu ¥ MOJUTUKUATE 110 OTHOIIIEHUE Ha
cHabIs1BaHeTO U 00€3BPEKIAHETO HA OTHAABIU U YIPABIECHUETO HA HATUYHOCTUTE OT
N30CIusd OT CTpaHa Ha HG‘-IGGHI/ITe 3aBCACHUA U IIpyI‘I/I NKOHOMUYCCKHU onepaTopI/I H, KOratro
€ Bb3MOXKHO, J1a ObJIe CbBMECTHMO C JIPYTH CUCTEMH 3a yI0CTOBEpsIBaHE Ha

ABTCHTUYHOCTTA, KOUTO BEYC CC U3IOJI3BAT B TC3U YCIIOBUA.

Cucremara 3a UDI cienBa ga ce mpuiara 3a BCUUKH M3/€Us, TyCHATH Ha Taszapa, C
HM3KIIIOYCHHE Ha U3ACSINATA 32 U3IINTBAHKS Ha JSHCTBHUETO, U Ia CE OCHOBABa Ha
MEKyHapOIHO NMPU3HATH MPUHLIUIH, BKIIOYUTEIHO HA ONPEEICHUS, ChBMECTUMH C
U3I0JI3BAaHUTE OT OCHOBHUTE THPrOBCKU NAapTHHOPHU. 3a Ja Moxe cucreMara 3a UDI na
3armovHe ga GyHKIMOHUPA MPEAN HAYaIOTO Ha MPUIIATAHETO HA HACTOSIIIHS PETJIaMEHT, B
uero u B Pernament (EC) 2017/... na EBpomneiickus mapiamMeHT u Ha Coeeral? clensa za

ObJaT onpeneseHr MOAPOOHH MpaBHIIa.

Permament (EC) 2017/... na EBpornelickus mapyiiaMmeHT 1 Ha CbBeTa OT... 32 MEIUIIMHCKHATE
u3nenus u 3a usmenenne Ha Jlupextusa 2001/83/EO, Pernament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 (OB L ...).

OB: Mo, BBBeIeTE CepHitHUs HOMep Ha periamenTa ot 1ok. ST 10728/16 u nanauTe 3a
nmyOnuKanusTa B OeJie)KaTa o[ JINHUSL.
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(41)

[Ipo3pauHocTTa M aIEKBATHUAT JOCTBHIT IO HHPOPMALIKS, TIOHECEHA IO MOIXOISI HAYMH
Ha LEJICBUS TOTPEOHTE, ca OT MbPBOCTETIEHHO 3HAYCHNE 3a OOIIECTBEHHS HHTEPEC, 32
3alMTaTa Ha O0IECTBEHOTO 3/IpaBe, 3a MPEJOCTABIHETO Ha IO-TOJIsIMa aBTOHOMUS Ha
MalUEHTUTE U MEAULIUHCKUATE CICIMAIMCTH M Ha BB3MOXHOCT J1a B3€MaT PEIICHHATA CH,
KaTo pasmoJjaraT ¢ Heooxoaumara HHPOpMaLs, KaKTO U 38 OCUTYPSIBAHETO Ha CTa0MIIHA
0a3a 3a B3eMaHe Ha PEIICHUS BbB BPbh3Ka C HOPMAaTHBHATA ypenda U 3a N3rpakAaHeTo Ha

JOBEepHE B Ta3u ypeaoda.

KiTt040oB acmeKT Mpu MOCTUTAHETO Ha IEJIUTE Ha HACTOSIIIMS PETJIaMeHT € Ch3/IaBaHETO Ha
EBporneiicka 6a3a gannu 3a MegunuHckute u3aenus (Eudamed), kosiTo cnensa ga BKiIouBa
pa3IMYHM EIEKTPOHHU CUCTEMH C OTJIe Ha ChOMpaHeTo U 00paboTkaTa Ha HHPOpMaLuUs 3a
W3JIeHsITa Ha TTa3apa U ChOTBETHUTE MKOHOMUYECKH OIEPATOPH, OMPEACIICHU aCIeKTH Ha
OIICHSBAHETO HA ChOTBETCTBHETO, HOTU(PUITUPAHNUTE OPTaHU, CEPTU(DUKATHTE,
M3MHUTBAHUATA HA JICWCTBUETO, IPOCIICIIBAHETO HA OS30MACHOCTTA M HA30pa Ha Mma3apa.
[enute Ha Oa3aTa JaHHU Clie/Ba Jia ca MOBUIIABAaHE HA MPO3PAYHOCTTA KATO IISJI0,
BKJTFOUHUTEITHO ITOCPEICTBOM MO-I00BP TOCTHIT JO HHPOPMAIIUS 33 OOIIECTBEHOCTTA U
MEIUIIMHCKUTE CIICUATNCTH, 30 TBaHe HA MHOTOOPOMHUTE N3MCKBAHHMS 32 IOKJIa/IBaHE,
moio0psiBaHe Ha KOOPAMHALIUATA MEXY IbP>KaBUTE WICHKU U ChITIACYBaHE U YJICCHIBAHE
Ha TIOTOKa OT WH(POPMAITUS MEXKITy HKOHOMHUYCCKUTE ONIEPaTOpH, HOTU(DHUITUPAHUTE
OpTaHH WJIM CIIOHCOPUTE M JbPKABUTE UWICHKH, KAKTO M MEXy CAMHUTE JbPXKABU WICHKU U
¢ Komucusra. B pamkute Ha BBTPEIIHUS 11a3ap TOBA MOXKE Ja C€ OCUTYPH €PEKTHBHO CaMO
Ha paBHHIEeTO HAa ChI03a U Mo Ta3u npuunHa Komucusra cneasa 1a gopa3padotu u

ynpasisBa EBponeiickara OaHka JaHHH 3a MEAMLIMHCKUTE U3JENNUs, 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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(42) 3a na ce ynecHu ¢pyHkunonupaneto Ha Eudamed, mexxayHapoaHo nmpusHaTa
HOMEHKJIaTypa Ha MEIUIMHCKUTE U3JENUs ciIeBa 1a Obae 0e3I1aTHO TOCThITHA 32
MPOM3BOAUTEIUTE U 33 APYTH GUIUUESCKH U FOPUIUYECKH JIHIA, OT KOUTO CHIIIACHO
HACTOSIIMS PErJIAaMEHT ce M3MCKBA J1a M3I0JI3BaT Ta3u HOMEHKIaTypa. OCBEH TOBa Ta3u
HOMEHKJIaTypa clieiBa fa Ob/ie Oe3MIaTHO Ha pasNoyIoKEeHUE U Ha JPYTH 3aUHTEPECOBAHH

CTpaHH, KOTraTo TOBa € Pa3yMHO OCBIICCTBUMO.

(43) Enexrponnure cuctemu Ha Eudamed 3a uznenusita Ha ma3apa, ChbOTBETHUTE
MKOHOMUYECKH OTEepaTopH U cepTUUKATH CIIC/IBA JIa OCUTYPAT aJIcKBaTHATA
WHPOPMHUPAHOCT Ha OOIIECTBEHOCTTA 3a M3/eusITa Ha nazapa Ha Cpro3a. EnekrponHara
cUCTeMa 3a M3MUTBAHUATA Ha ICHCTBUETO CIIE/BA JIa CIYXKH 3a CPEICTBO 32
ChbTPYAHHUYICCTBO MCIKIY AbpPKABUTC YWICHKU U Aa AaJ1€ Bb3MOXHOCT HAa CIIOHCOPUTC Ha
M0JIaBaT, HA TOOPOBOJIHA OCHOBA, CIIUHHO 3asBJICHUE 32 HAKOJIKO JbP)KABU YWICHKHU H 12
JIOKJIaJIBAT 32 CEPUO3HH HEXKEJIAaHU ChOUTHSI, 32 HEJOCTATHIIM HA M3/ICIIUATA U 32
CHOTBETHOTO aKTyaJH3MpaHe Ha Ta3u uHpopmarus. EnekrpoHHaTa cuctema 3a
npocieasaBaHe Ha 0€30MacHOCTTa CJIe/IBa JIa MO3BOJISIBA HAa MIPOU3BOAUTEIIUTE J1a
AOKJIAABAT 3a CCPUO3HUTC MHIUACHTU U 3a JPYTHUTC IMOJICIKAIIU HAa JOKJIAABAHC C'bGI/ITI/IH
Y J1a TIO/IIIoMara KOOpIMHAIMSITAa Ha OLICHKAaTa Ha Te3U MHIIMJICHTH U CHOUTHS OT CTpaHa Ha
KOMITETCHTHHUTE OpraHu. EneKkTpoHHaTa cucTeMa OTHOCHO Ha/[30pa Ha 1a3apa Clie/iBa Jia €

CPEICTBO 32 0OMEH Ha H(pOpPMaLIKI MEXAy KOMIETEHTHUTE OPTaHu.
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(45)

[To oTHOIIEHNE HA JaHHUTE, CHOMPaHU U 00PaOOTBAHM UPE3 EIEKTPOHHUTE CUCTEMU Ha
Eudamed, Jlupexrusa 95/46/EO na EBpomneiickus mapnamenT u Ha CbBera’ ce npriara
KbM 00pabOTBAaHETO HA JIMYHU JIaHHU, U3BBPIIBAHO B IBPKABUTE YICHKHU O] Ha/A30pa Ha
CHOTBETHUTE KOMIIETEHTHU OPTaHU Ha IbP>KaBUTE YWICHKHU, MO-CIEIHAIHO Ha
HE3aBUCHUMMTE IyOJIMYHU OpPraHH, ONPeNIeIeH! OT abpxkaBuTe wieHKH. Pernament (EO) Ne
45/2001 na EBponeiickns mapaamenT n Ha ChBeta’® ce nmpuiara KbM 00paboTkaTa Ha
JUYHH TaHHU OT cTpaHa Ha Komwucusita B paMKUTE Ha HACTOSIITUS PETJIaMEHT 01 HaJ30pa
Ha EBporneiickus HaJ30peH opraH 1o 3aiiuTa Ha JaHHuTe. B choTBeTCcTBUE C PernmamMenT
(EO) Ne 45/2001 Komucusra cienBa ga Obae onpeaesieHa 3a KOHTPOIUpAIl OpraH Ha

Eudamed u enexTpoHHHUTE My CHCTEMH.

3a n3znenusTa ot kinacose B u I nponsBoaurenuTe cieasa 1a pe3toMUpaT OCHOBHUTE
aCIIeKTH BbB Bpb3Ka C 0€30MaCHOCTTA U JCUCTBUETO HA U3JEIIUETO U PE3YITATUTE OT

OIICHKAaTa Ha JCHCTBUETO B JOKYMEHT, KOUTO CJIe/iBa J1a € MyOJUYHO TOCTHIICH.

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
nBkeHue Ha te3u nannu (OB L 281, 23.11.1995 r., ctp. 31).

Pernament (EO) Ne 45/2001 na EBponeiickus nmapiamenT u Ha ChBeTta oT 18 nexkemBpu
2000 r. OTHOCHO 3alMTaTa Ha JIMIaTa 10 OTHOIIIEHHE Ha 00padoTKaTa Ha JTMYHU TaHHH OT

MHCTUTYLMHU U opranu Ha OOLIHOCTTa U 3a CBOOOIHOTO JIBMKEHUE Ha TakuBa faHHu (OB L
8,12.1.2001 r., cTp. 1).
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(48)

(49)

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 TpaXIaHHUTE B cucTemMara. ETo 3amo onpeaensHeTo u HaOMOJeHUETO Ha
HOTH(HIUPAHUTE OPTaHU OT CTPaHa Ha AbP)KaBUTE YWICHKH CJIe/Ba Ja MOJICKU Ha

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

Hanpasenure oT HOTUUIPAHUTE OPTAHU OICHSIBAHUS HA TEXHUYECKATA JTOKYMEHTAIIHS
Ha IPOU3BOAUTENS, U MO-CIIEUAIHO JOKYMEHTAIUATA 3a OLEHKaTa Ha IeCTBUETO, CIIE/IBa
na ObZie KPUTUYHO OLIEHEHA OT OpraHa, OTroBapsill 3a HoTUu(uUpaHuTe opraHu. Tazu
OLICHKa clie/iBa J1a ObJie YaCT OT OCHOBAHUS Ha aHAJU3 Ha PUCKa MOJAXO/] IO OTHOIICHHE Ha
JeMHOCTHUTE 3a HAA30p U HaOJI0IeHNEe Ha HOTU(HUIIMPAHUTE OPTraHH U CIIeABA Ja ce

OCHOBAaBa Ha NPCACTABUTCIIHA U3BaJKa OT CbOTBCTHATA JOKYMCHTALIUA.

[To3unusTa Ha HOTUPHUITUPAHUTE OPTAHU CTIPSIMO TPOU3BOAUTEIIUTE CIEABA Ja CE€ YKPEIIH,
BKJIFOUMTEJTHO TI0 OTHOIIEHHE Ha TSIXHOTO MPaBO U 33bJDKCHHE J]a U3BBPIIBAT BHE3AITHU
OJIMTHU Ha MSCTO U J1a MpoBexkaaT GU3NYECKU WK Ja00paTOpHU U3NUTBAHUS HA U3/ENUATA,
3a J1a ce rapaHTupa, 4e MPOU3BOIUTEINTE MPOABIKABAT J1a OTTOBAPAT HA U3UCKBAHUATA

cJie]] oJyyaBaHe Ha MbpBOHAYAIHATA cepTU(UKALHS.

3a 1a ce yBelIUYH MPO3pavyHOCTTa [0 OTHOIIEHUE HA HAa30pa HA HOTU(UIIMPAHUTE OPTaHU
OT CTpaHa Ha HALIMOHAJHUTE OPraHH, OPTaHUTE, OTTOBAPSIIH 32 HOTH()HUIIMPAHUTE OPTaHH,
cienBa Aa myoauKyBaT HHPOpMAIUs 3a HAIIMOHAIHUTE MEPKH, KOUTO YpeKIaaT
OLICHSBAHETO, ONPEICISTHETO ¥ HaOMI0ICHUETO Ha HOTU(pUIIMpaHuTe opranu. B
CHOTBETCTBUE C 10OpaTa aIMUHUCTPATUBHA MPaKTHKA Ta3u UH(OpMAIIHs cIe/iBa J1a ce
aKTyaJln3Hupa OT TE3U OPTraHH, IO-CIEHAIIHO 32 J1a 0OTpa3sBa CbOTBETHUTE 3HAYUTEIHU WIN

CBIIIECTBEHU U3MEHEHUS Ha BBIIPOCHUTE MPOLIETYPH.

10729/4/16 REV 4 19

BG



(50)
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JIbprkaBara 4jeHKa, B KOSITO € YCTAaHOBEH HOTU(DHUITUPAHUAT OpraH, clie/[Ba a OTroBaps 3a
IIPUJIaraHeTO Ha U3MCKBAHUATA HA HACTOSLIUSA PEIVIAMEHT I10 OTHOILIEHUE HA TO3U

HOTU(UIMPAH OpraH.

[lo-cnienmanHo, ¢ oryeq Ha OTTOBOPHOCTTA Ha IbP’KABUTE YICHKU 32 OpraHu3auusaTa v
MPEJOCTaBSHETO HA 3[JpaBHU YCIYTH U MEJUIIMHCKO 00CTYyKBaHe, IbP>KaBUTE WICHKU
cJIe/IBa Ja MOrat Ja NPeABUASIT JOITbIHUTEIHN U3UCKBAHUS 32 HOTU(QHUIIMPAHUTE OPraHy,
OTIpE/ICNICHU 32 OLICHSBAHE HA CbOTBETCTBUETO HA U3/EIUATA U YCTAHOBEHU Ha TSIXHA
TEPUTOPHS, IO OTHOLICHUE HA BIIPOCH, KOUTO HE Ca YPEACHU B HACTOAIIUS PETJIAMEHT.
Bcenuku Taka nmpeBUIEHU TONBIHUTEIIHN U3UCKBaHM ClI€[Ba J1a HE 3acArar Io-
CTELIMATHOTO XOPU30HTAIHO 3aKOHO/1aTeNICTBO HAa Chi03a OTHOCHO HOTU(HUIIMPAHUTE

OpraHU U TAXHOTO PABHO TPETUPAHE.

3a u3zaenusTa ot Ki1ac D komneTeHTHUTE opraHu cieniBa Ja Obaat nHGOpMHUpaHH 3a
cepTU(QUKATUTE, U3/1aICHN OT HOTU(QULIMPAHUTE OPraHy, U J1a pa3nojaraT ¢ IpaBoTo aa

OCBIUIECTBIBAT KOHTPOJ BBPXY OLICHSIBAHETO, U3BHPILIBAaHA OT HOTU(PHUIIMPAHUTE OPraHu.

3a uznenusTa ot kinac D, 3a xouto Hsaima OC, e nenecbo0pazHo a ce MpeaBUAH, Y€ KOraTo
TOBA € MMBPBOTO CePTUPUIIMPAHE HA TO3U KOHKPETESH TUIT U3/IEJINE U Ha MMa3apa HsiMa
CHOTBETCTBAIIO TTOIOOHO M3/ENNE ChC CHINOTO MPEIHA3HAYECHIE U OCHOBAHO HA CXOHA
TEXHOJIOTHsI, HOTU(QUIIMPAHUTE OPTraHu CJIEJBA, B TOIbJIHEHUE KBM JIJA0OPATOPHOTO
W3MHUTBAHE HA TBBPASHOTO OT MPOU3BOAUTENS ACHCTBUE U HA ChOTBETCTBHETO HA
W3JIEINETO, U3BBPIICHO OT pedepeHTHuTe nadopatopun Ha EC, umat 3aabKeHUETO 1a
MOMCKAT OT €KCIEPTHUTE TPYTH Ja YIPAKHAT KOHTPOI BbPXY TEXHHUTE JOKIATU OT
OLICHSABAHETO Ha OLICHKAaTa Ha JAeiicTBUeTO. KOHCyaTanusATa ¢ eKCEPTHUTE TPYNIH BbB
Bpb3Ka C OLIEHKaTa Ha AEMCTBUETO clieiBa J1a AOBE/E 10 XapMOHU3HpaHa OLEHKA Ha
BHUCOKOPHUCKOBHUTC MCAUIIMHCKHU U3ACITIUA 3a MHBUTPO JUArHOCTHUKA YPE3 oOMeH Ha
€KCTIEPTEH OMUT OTHOCHO CBBP3aHUTE C JICHCTBUETO acTeKTH U pa3zpadborBanero Ha OC 3a

KaTCropuuTe U3ACiusl, KOUTO Ca MPEMHUHAJIN IIPE3 TO3U IMMPOUCC HA KOHCYJITAllUU.
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(35)

(56)

(57)

(58)

3a ;1a ce yBeauau Oe30MMacHOCTTa Ha TAI[MCHTHUTE U 3a JIa Ce B3eMe MPEIBH/T
TEXHOJIOTHYHHUSAT MPOTPEC, HACTOSIIATA CUCTEMA 3a KiIacu(UKaIUs Ha U3IeTUATA 10
HupektuBa 98/79/EO cnenBa na ce ©3MEHH OCHOBHO, 3a J1a C€ YEeHAKBU C
MeXIyHapoaHaTa MPaKTHKa, a ChoOpa3HO ¢ TOBA CIE/IBA J1a Ce aJaNTHPAT U CBbP3aHUTE

nponcaypu 3a OUCHABAHC HAa CbOTBETCTBUCTO.

Heo6xoanMo e, mo-KOHKPETHO 3a LEIUTE Ha MPOIeIypuTe 3a OLICHsBaHE Ha
CHOTBETCTBUETO, U3JICITHATA Ja C€ KIACU(PHUITUPAT B YSTUPH KJTaca B 3aBUCHMOCT OT PHCKa
U J1a c€ YCTAHOBST HAJIeKIHU MTpaBUiIa 3a Kiacupukauus cho0pa3HO pUCKa, KaTO Ce B3eMe

npeaABua MEKAYHApOAHATA IIPAKTHUKA.

Karo 06110 npaBuiio npoiiegypata 3a OleHsIBaHe Ha CbOTBETCTBUETO Ha M3AEIHUS OT KIIac
A crnezBa Aa ce U3BBPIIBA CaMO Ha OTTOBOPHOCTTA HA MPOU3BOJUTEINTE, Thid KATO TE3U
W3JIeNMs PEACTAaBIsABAT HUCKO HUBO HA PHUCK 3a MAIlMEHTHUTE. 3a u3/enusiTa ot kiac B,
kiac C u kmac D crenBa f1a € 3apJDKATETHO MOIXO A0 PABHUINE HA yUacTHe Ha

HOTHU(UIIUPAH OpTaH.

HpOI_IC,Z[ypI/ITC 3a OLICHABAHC Ha CBOTBCTCTBHUCTO Ha U3ACIHNATA CIICABA JOIIBJIHUTCIIHO Ja
CC YKPCIIAT U pallUOHAJIIM3UPAT, KATO CAHOBPCMCHHO C TOBA CJICABA SICHO Aa CC moco4dar
HU3HUCKBAHUATA KbM HOTHq)HHHpaHPITe OpTraHv IO OTHOIICHUC HAa U3BBPHIBAHUTC OT TAX

OLICHABAHMA, 3a Aa CC rapaHTHPa PAaBHOIIOCTAaBCHOCT.

enecrobpasHo e cepTudUKaTUTE 32 CBOOOHA TTPOaXK0a 1a ChAbPKAT HHDOPMAITH,
KOSITO TI03BOJIsIBA M3noi3BaHeTo Ha Eudamed, ¢ men na ce momyuyu uHpopmarysi OTHOCHO
U3JICIIUETO, TO-CIICIUATHO 32 TOBA JIajlk TO € Ha Ma3apa, Jaju € U3TCIJICHO OT Ma3apa WK €

Mn33€TO, KAKTO U 3a BCCKHU CepTI/I(bI/IKaT 3a HCTOBOTO CHOTBCTCTBUC.
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HeoOxonumo € fa ce yTOUHST U3UCKBAaHUATA KbM MPOBEPKATa MPH IMyCKaHE Ha MAPTUAU OT

Haﬁ-BHCOKOpHCKOBHTC U3acian.

PedepentHute naboparopuu Ha EBponelickus cbio3 ciesiBa Aa MoraT Jja IpoBepsiBaT 4pe3
71a00paTOPHU U3NUTBAHUS TBBPASHOTO OT MPOU3BOAUTENS AEHCTBHE M CHOTBETCTBUETO Ha
U3JIEIMATA, IPEICTaBIsABAIIM Hall-BUCOK pUCK, ¢ punoxumute OC, korato Takusa OC

CBILECTBYBAT, UJIH C JPYTH PEIICHUs, U30paHu OT IPOU3BOJUTENINTE, 32 1a OCUTYPAT HUBO

Ha 0€30MIaCHOCT U JECUCTBHE, KOSTO € Hali-MaJIKO €KBUBAJICHTHO.

3a ;1a ce rapaHTHpa BUCOKO HUBO Ha 0€30MaCHOCT U JIEHCTBHUE HA U3/ICNIUATA, JOKA3BAHETO
Ha CHOTBETCTBUETO C OOIINTE U3UCKBaHU 3a 0€30MaCHOCT U JIeHiCTBUE, IPEIBUICHH B
HACTOSIIMS PETJIAMEHT, ClIeJ[Ba JIa C€ OCHOBABa Ha KIIMHUYHM JT0OKa3zareiacTBa. Heobxommmo
€ J1a ce M3SACHAT U3UCKBAHMATA 33 IEMOHCTPHUPAHE HA KIIMHUYHUTE JJOKA3aTEJICTBA, KOUTO
Jla ce OCHOBABAT Ha JIAHHU 33 HAyYHATa BAIUIHOCT, M AHATUTUYHOTO JACHCTBHE U
KIMHUYHOTO ACHCTBHE HAa CHOTBETHOTO M3JIENIME. 3a Ja ce Aaae Bb3MOXKHOCT 3a
CTPYKTYpHpPaH M MPO3padeH Mpolec, Ype3 KONTO Ja ce TeHepupaT HAACKIHA U yCTOMYNBH
JaHHH, U3BJIIMYAHETO U OlICHSBaHE HA HATMYHATA HayyHa HHQOPMAIIHUI U HA JAHHUTE OT

U3IIHUTBAHUATA Ha I[eﬁCTBHeTO CJICABa Ja C€ OCHOBABAT Ha IIJIaH 34 OLICHKA Ha HeﬁCTBHeTO.

Karo 06110 npaBuiio KIMHUYHATE JOKA3aTEICTBA CIIE/IBA J]a C€ MOJydaBaT OT U3IMUTBAHUS
Ha JIEUCTBUETO, TPOBEJIEHU Ha OTTOBOPHOCTTA Ha crioHcop. CrenBa 1a € Bb3MOXKHO
CHOHCOD J1a Ob/Ie KAKTO MPOU3BOIUTEINAT, TaKa U IPYro (PU3HUECKO HIIH IOPUAUYECKO

JIMIE, KOCTO ITIOEMa OTTOBOPHOCTTA 3a U3IITUTBAHCTO HA JIEUCTBUETO.
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H€06XOHI/IMO € Ja CC OCUTYPH aKTyaJIn3alrsd Ha KIMHUYHUTC JO0KAa3aTCJICTBA OTHOCHO
u3acaudaTa npe3 neind UM XU3HCH HHUKBJI. Tazu aKTyaJi3anys npeamoiara rjiaHupaHo
Ha6J'IIOI[eHI/Ie OT CTpAaHa HA MPOU3BOAUTCIISI HA HAYYHUTC ITOCTUKCHUA U Ha IIPOMCHUTC B
MCIUIHUHCKATA IIpaKTHUKa. HpI/I TOBA ITOJIOKCHHUE CJICIBA PCIICBAHTHATA HOBA I/IHq)OpMaI_II/IH
Aa JOBCAC N0 MPCpas3riICiKJaHe Ha KIIMHUYHUTC J0KA3aTCJICTBA OTHOCHO U3ACIIUATA , KATO
110 TO3W HAYMH CC rapaHTupa 0e30IacHOCTTa U JIEHCTBHETO Upe3 HECIIPCKBCHAT MPOLCC Ha

OIIEHKA Ha NE€HCTBUETO.

Cnensa ia ce oTueTe, 4e pa3OMpaHeTo 3a KIIMHUYHA 110132 PH MEAUIIMHCKUTE U3ISIUS 32
WHBUTPO JUATHOCTHKA CE PA3JIN4aBa ChIIECTBEHO OT Pa30MPaHETO 3a KIMHUYHA MOJI3a,
KOCTO CC Ipujiara npu (bapMaL[eBTI/I‘-IHI/ITC MMPOAYKTHU WJIN TCPANICBTUIHUTC MCAUTTUHCKU
n3aciaus, TBHU KaTO IoJI3aTa OT MCIUIHUHCKUTEC U3ACIIUSA 3a HHBUTPO JUArHOCTHUKA CC
CbCTOM B TOBA, 4€ CC OCUTypsABa TOYHA MCIUIIMHCKA I/IH(i)OpMaHI/ISI OTHOCHO IMTalTUCHTUTEC,
OIICHSIBaHA, KOTaTo € IeJecho0pa3Ho, Ha GoHA HAa MEAMIIMHCKA HH(OpMaIIKs, TToTydaBaHa
9pe3 U3IMO0I3BaHETO HA JPYTH IUATHOCTUYHH BB3MOXKHOCTH M TEXHOJIOTHH, JTOKATO
OKOHYATEJTHUAT KIIMHUYEH PE3yJITaT 3a MaIleHTa 3aBUCH OT MO-HATATHITHUTE

JUArHOCTUYHU H/unu TCPANICBTUYIHU BB3MOXKXHOCTH, KOUTO Ca HAJIUIIC.

Koraro KOHKPCTHHU U3ACINA HAMAT aHAJIUTUYIHO HUJIU KIIMHUYHO ,Z[GI\/JICTBI/IC HUJIN KOTraTo HE
ca MPUJIOKUMH CcTIelU(PUYHU U3UCKBAHUSA 3a JEHCTBUETO, € LIeJIeChoOpa3Ho B IIaHa 3a
OLIEHKA Ha JIEMCTBUETO, KAKTO U B CBBP3aHUTE TOKJIAH, a c€ 0OOCHOBAT MPOITYCKH,

OTHacCAIIHu CC A0 TC3HU U3UCKBAHUA.
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HpaBI/maTa 34 U3IIUTBAHUATA HA I[GflCTBI/ICTO cJeaBa Aa CbOTBECTCTBAT HA 1[06pe YTB’I)pIIGHI/I
MEXTyHapOIHU HACOKHU B Ta3H 00JIacT, KaTo MexayHapoaaus ctanaapt [SO 14155:2011
3a qo0para KIMHUYHA MPAKTUKA IPU KIMHUYHU U3MUTBAHUS HA MEAULIMHCKH U3/IEITHS
BBPXY XOpa, Taka 4ye J1a ce YICCHHU MPUEMAHETO Ha PE3yITATUTE OT MPOBEKIAHUTE B
C’bI03a HN3IIUTBAHUS HA ﬂeﬁCTBHeTO KaTto I[OKyMeHTaI_[I/I}I HN3BBH C’bI03a " a ce y.]IeCHI/I
IprUeMaHeTo B paMkuTe Ha Chlo3a Ha pe3yJTaTUTE OT U3NMUTBAHUSTA HA IEHCTBUETO,
3BBpIIeHN U3BHH ChI03a B ChOTBETCTBHUE C MEKIyHApOJHUTE HAcOKU. OCBEH TOBa
MpaBUjIaTa CJIe/IBa J1a ChOTBETCTBAT HA Hal-HOBaTa peakius Ha JlexmapamusTa ot
Xen3uHku Ha CBeTOBHATa MEAMIIMHCKA aCOLMALMS 3a €TUYHUTE IPUHLUITN TPU

MPOBCIKAAHC HA KIIMHUYHU U3IMUTBAHUA IIPHU XOpa.

Ha ppprkaBara wieHka, B KOSTO IIIE CE MPOBEXK/Ia H3MUTBAHETO Ha IEHCTBUETO, CIIeIBA A
Ce MPEeJ0CTaBU BH3MOKHOCTTA JIa ONPEICITU TOXOISIINS OpTraH, KOWTO Jja y4acTBa B
OLICHSBAHETO Ha 3asBJICHHUETO 3a MPOBEXKIaHE HAa U3MUTBAHE Ha JCHCTBUETO, U J1a
OpraHM3Upa y4acTUETO HA KOMHCHHTE MO €THKA B CPOKOBETE 3a pa3pellaBaHe Ha TOBa
W3MHUTBAaHE HA JICWCTBUETO, IPEIBUICHU B HACTOSIIMS peraaMeHT. Te3u pemeHus ca
BBIIPOC Ha BHTPEIIHA OpraHU3aIus 3a BCAKA IbpKaBa WieHKa. BbB Bpb3Kka ¢ TOBa
IBPKABUTE YICHKH CIIEIBA J1a OCUTYPST YYACTHETO HA HECTIEIIUAIHMCTH, TIO-CIISIIHAIHO Ha
MAIMEHTH WU OPTaHU3alMK Ha TIAIMEeHTH. Te ChINo Taka Clie/[Ba J1a TapaHTUpAaT, 9e ca

HaJIUu1e H606XOI[I/IMI/ITG CKCIICPTHU 3HAHHA U OITUT.
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(68) Crnensa na ce cb3ajie eNeKTpOHHA CUCTEMa Ha HUBOTO Ha Cbhi03a, 3a J1a ce TapaHTHupa, 4e
BCSKO MHTEPBEHIIMOHAIHO U3MUTBAHE HA KIIMHUYHOTO JEHCTBUE U JPYT BU] U3MUTBAHE Ha
JEHCTBUETO ChC CHITBTCTBAIIM PUCKOBE 332 YUACTHUIIUTE B U3MUTBAHETO CE PETUCTPUPAT U
JOKJIaBaT B MyOIMYHO JOCThITHA 0a3a qaHHH. 3a chOII0/IaBaHe HA MPABOTO HA 3allUTa Ha
JMYHUTE IaHHU, 3aJI0)KEHO B WieH 8 oT XapTaTra Ha OCHOBHUTE IpaBa Ha EBponelickus
ch103 (,,Xaprara‘), B €JICKTPOHHATA CUCTEMa HE CIie/[Ba Ja CE 3alMCBaT JUYHUTE JTaHHHU HA
Y4aCTHUIUTE B U3NUTBAHETO Ha JeiicTBUeTO. C orjien Ha MOJIE3HUTE B3aUMOIEHCTBUS C
KJIIMHUYHUTE U3MUTBAHUS HA JIGKAPCTBEHU MPOAYKTH, €IEKTPOHHATA CUCTEMA 3a
W3MHUTBAHUATA HA ICWCTBUETO CJIE/IBa [la € ONEPaTUBHO ChbBMECTUMA ¢ 06a3aTa JaHHH Ha
EC, xosTo 1€ ce ch3aane 3a KIMHUYHUTE U3NIUTBAHUS Ha JIEKAPCTBEHU MPOAYKTH 3a

XyMaHHa ynoTpeoa.
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Koraro maieHo HHTEpBEHIIMOHAITHO KJIMHIHYHO M3MUTBAHE HA JCHCTBUETO WU JAPYT BUJT
W3MHUTBAHE HA JIEWCTBUETO ChC CHITBTCTBAIIN PUCKOBE 32 YYACTHULIUTE CE MPOBEKIA B
MOBEYE OT €JHA IbPrKaBa WICHKA, CIIOHCOPHT CJIeJIBa 1a MOXKE Ja Moaie eANHHO
3asiBJICHUE, 32 /1a C€ HaMalld aIMHHHUCTPATUBHATA TEXECT. 3a Jla ce Jajie Bh3MOKHOCT 32
pasmpeneneHe Ha PECYpPCHUTE U J1a Ce TapaHTHpa MOCISIOBATEIHOCT MPU OLICHSBAHETO Ha
aCIEKTHUTE BB BPH3Ka ChC 3/IPABETO U OE30MaCHOCTTA HA U3/ICNIUATA 3a U3IUTBAHE HA
JEHCTBUETO U C HAYYHUS TIJIaH Ha TOBA M3MUTBAHE, MPOIIeIypaTa 3a OlICHsIBaHE Ha TOBA
€MHHO 3asBJICHUE clie/iBa J1a ObJie ChIVIaCyBaHa MEKIY IbPKABUTE UJICHKHU IO
PBHKOBOJICTBOTO Ha €/1HAa KOOPAMHUPAIIA JbpxkKaBa uiaeHKa. [1o100H0 KOOpIuHUPAHO
OIICHSIBAaHE HE CJIe/[BA Ja BKJIFOYBA OICHSIBAHE HA aCTIEKTH HA M3MUTBAHETO HA ICHCTBUETO,
KOUTO IO CBOS XapaKTep ca HallMOHAHU, MECTHU U €TUYHU, BKITFOUUTEITHO
nH(popMUpaHOTO chriacue. [Ibp)KaBUTe YICHKU CIEABA Ja MOTaT Ja y4acTBaT Ha
TO0OPOBOJIHA OCHOBA B KOOPJUHUPAHOTO OLICHABAHE 3a MbPBOHAYAIIEH CPOK OT CEJEM
TOJMHU OT HauajHaTa JaTa Ha IpujlaraHe Ha HacTosmus peraameHT. Ciiely U3THYaHeTo Ha
TO3U CPOK BCUYKH JbPKaBH WICHKH clieBa 1a ObJaT 3abJDKCHHU Ja y4acTBaT B
KOOPJIMHUPAHOTO olleHsBaHe. KaTto ce ocHOBaBa Ha HATPyMaHUS OMUT OT JOOPOBOJIHATA
KOOpIUHAIIVS MKy JbpKaBUTE WieHKH, KoMucusTa cieasa aa U3roTBH JTOKIA 32
MPUJIaraHeTo Ha ChOTBETHUTE Pa3Mope 10, OTHACAIIM Ce A0 MpolieaypaTa Ha
KOOpJIMHHUPAHO OlieHsIBaHe. B citydaii ye 3aKiroueHusaTa oT JOKJIaaa ca OTPULIATENIHH,
Komucusita cnenBa aa mpenctaBy npeiiokKeHHe 3a yAbKaBaHe Ha CPOKa HA y4acTHe Ha

,Z[O6pOBOJ'IHa OCHOBaA B IIponecaypara 3a KOOpANHUPAHO OLICHSABAHC.
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CnoHcopuTe cieqBa Ja JOKJIaBaT 3a MosBaTa Ha ONPECIICHH HeKENIaH!U ChOUTHS 1
HEJIOCTAThIIM HA U3/CIIUATA, TIPOSIBSBAIIN CE TPU MHTEPBEHIIMOHAITHA U3MTUTBAHUS HA
KIIMHUYHOTO JEHCTBUE U JPYT BHUJ UMUTBAHUS Ha IEWCTBUETO ChC CHIIBTCTBAIIN PHCKOBE
3a YYaCTHUIIUTE, HA AbPKABUTE WICHKH, B KOUTO C€ MIPOBEKAAT TE3U UNUTBAHUS.
JIbpKaBUTE YWICHKH CIIeABA J1a UMAT Bb3MOXKHOCTTA JIa IPEKPATAT WM CIIPAT TE3H
W3MUTBAHUS WK U3/1aJICHOTO 32 MPOBEKIAHETO UM pa3pelleHre, ako CYeTaT TOBa 3a
HEO0OXO0UMO, 32 /1a C€ OCUTYPH BUCOKO HMBO Ha 3all[UTa HA YUYACTHUIIUTE, BKIIFOYCHH B
Te3u m3nuTBaHus. TakaBa nH(oOpMaIus ciaeaBa Aa ce choOIIaBa Ha OCTAaHAIUTE TbpPKaBU

YIICHKH.

[Ipu uznuTBaHe Ha AEUCTBUETO CIIOHCOPHT CJIEABA Ja MPEACTABU PE3IOME Ha Pe3yJITaTUTE
OT U3MHUTBAHETO HA JICHCTBUETO, HAMMUCAHO I10 JIECHO pa30upaeM 3a LeIeBHUs MOTPeOUTEN
Ha4yuWH, 3a€JTHO C JIOKJIaJa 3a U3MHUTBAaHE Ha JCHUCTBUETO, KOTATO € MPUIOKHUMO, B PAMKUTE
Ha [IPEABUICHUTE B HACTOSIIMS PETIAMEHT CpoKoBe. KoraTo He € Bb3MOXKHO Jja IPEICTaBH
PE3IOMETO Ha pe3yNTaTUTE B MPEABUACHUTE CPOKOBE OPAAH ChOOPaXKEHUS OT HAy4YHO
€CTEeCTBO, CIIOHCOPBT clieBa J1a c€ 0OOCHOBE M JIa IOCOYH KOra Ie ObJaT MpeicTaBeHn

pe3yaTaTure.

C u3KIIIOYEHNE Ha HSIKOW OOIIY M3MCKBAHUS HACTOSIIUAT PETJIAMEHT CJIe/[Ba a 00XBaia
€IMHCTBEHO M3MUTBAHUATA HA JACHCTBUETO, MPEHA3HAUCHHU 32 ChbOMpaHe HAa HAYYHU JaHHU

C IICJI JOKa3BaHC HAa CbOTBETCTBHCTO HA U3ACIIHATA.

HCO6XOI[I/IMO € 1a CC MOACHHU, Y€ HC € HYKHO a CC pa3pellaBaT U3IINTBAHUA HA
,HeﬁCTBHeTO C HU3I0JI3BAaHC Ha OCTAaThbIIUTC OT HpO6I/I. B’bl'[peKI/I TOBA, O6I_I_II/ITC HU3HCKBAHUA U
APYru JOIMbJIHUTCIIHNU U3UCKBAHHWA C OIJIC Ha 3alllUuTaTa Ha JaHHUTC, U U3UCKBAHHUATA,
MIPHUIIOKUMHU 3a TPOLUCAYPUTEC, OCBIICCTBABAHU B CbOTBCTCTBHUEC C HAIMOHAIIHOTO IIpaBo,
KaTo HannpuMmep nperiicAbT Ha CbOTBETCTBUETO C CTUYHH CTaHAAPTH, CJICABA Ja
IpOoABJIKAT Aa CC IIpuiaraT 3a BCUYKHU U3IIMTBAHUA HA HeﬁCTBHCTO, BKIIOYHUTCIIHO C

H3II0JI3BAHC HAa OCTAaTBhLIUTC OT HpO6I/I.
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CrnenBa i1a 6pAaT cria3BaHM MPUHIUIIATE HA 3aMECTBaHE, HAMAJIsIBaHE U OOJIEKYaBaHE B
o0JlacTTa Ha OMMMUTHTE C KUBOTHH, onpenencHu B Jlupexktuna 2010/63/EC na EBponerickus
napiaamentT u Ceeera'. ITo-crienuanHo ciIeBa 1a ce H36srBa HeHyKHOTO AyOIupaHe Ha

HU3INTBAaHUA U U3CIICABAHUA.

[IpouzBoguTenuTe cieasa qa UrpasT aKTUBHA POJIs CJIel yCKAaHETO Ha Ma3apa, KaTto
CHUCTEMAaTUYHO W aKTUBHO ChOMpaT HH(MOpPMAIUsS OT ONUTA ChC CBOUTE U3EIHS CIIe]
ITyCKaHETO Ha Ma3apa, ¢ 1IeJl 1a aKTyalIu3upaT TEXHUYeCcKaTa CH JOKYMEHTAILUS U J1a CU
CHTPYIHUYAT C HAI[MOHATHUTE KOMIIETEHTHH OpTraHu, OTTOBAPSIILHY 32 IPOCIIEIIBAHETO HA
0€30MacHOCTTa U ICMHOCTHUTE MO HA30p Ha Ma3apa. 3a Ta3u Lej MPOU3BOIUTEINTE CIIe/IBa
Jla ch3/1aJaT BCEOOXBAaTHA CUCTEMA 3a HAJ30p CJell MMycKaHe Ha ma3apa, B paMKUTE Ha
CBOsITAa CUCTEMA 3a YIIpaBJIEHUE HA KaYeCTBOTO U Bb3 OCHOBA HA ILJIaH 3a HAJI30p CJie]
myckaHe Ha nazapa. CbOTBETHHUTE JJaHHU U MH(OpMaIus, ChOpaHu B paMKUTE Ha HA/I30pa
cliell MyCKaHe Ha ma3apa, U U3BOAMTE, U3BJICUCHU OT U3BBPIICHUTE IPEBAHTUBHU W/UITU
KOpUTHpally AeHCTBUS, CIIE/IBa J]a C€ U3IMOI3BAT 3a aKTyalu3upaHe Ha OTHOCUMUTE YacTH
Ha TeXHUYecKaTa JOKyMEHTallus, KaTO CBbP3aHUTE C OI[CHSIBAHETO HA PUCKA U OIIEHKaTa

Ha IIGﬁCTBPIGTO, U CJICABA Oa CIYXKAT U 3a HCIIUTC HA MPO3PAYHOCTTA.

3a na ce ocurypu mo-ao0pa 3aKpuiia Ha 3ApaBeTo U 0E€30MaCHOCTTA 10 OTHOIICHUE Ha
W3/IeNMATA Ha T1a3apa, eJICKTPOHHATa CHCTeMa 3a MPOoCiesiBaHe Ha 0€301acHOCTTa Ha
W3JeusTa ce/iBa ja cTaHe mo-e(heKTHBHA, KaTo ce Ch3/ajie LIEHTpaJieH IopTall Ha
paBHuieto Ha Chro3a 3a JOKIIAJBAHE 3a CEPUO3HUTE UHLIUICHTH U KOPUTHUPALLIUTE

JICUCTBUS BHB BpPbB3Ka C 0€e30macHOCTTA.

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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JIbprkaBUTE YJICHKU CIeBa Ja MpearnprueMaT MoAXO0ASIIA MEPKH 3a TIOBUIIIABaHE Ha
OCBEJIOMEHOCTTA CPEJl MEIUIIMHCKUTE CIICIIUATIUCTH, TOTPEOUTEIINTE U MAIIUCHTUTE
OTHOCHO 3HAQUECHHUETO Ha JOKJIaABAHETO 32 MHIUACHTH. MEIUIIMHCKATE CICITHAJIMCTH,
MOTPEOUTENUTE U MAIMEHTUTE cJe/iBa Ja ObJaT HaChpyaBaHU U J1a UMAT Bb3MOXKHOCTTA Ja
JOKJIaABAT MPHU MOJ03PEHHUE 33 CEPUO3HU MHIIUACHTH Ha HAIIMOHAJIHO HUBO, KaTO CE€
M3I0I3BAT yeqHaKBeHN (hopMaTy. HanmoHatHUTE KOMIIETCHTHH OPTaHH CJIe/IBa Ja
“H(pOpPMHUpPAT MPOU3BOIUTEIUTE 32 MOAO3UPAH CEPUO3ECH UHIIMICHT U KOTaTo
MPOU3BOAUTENSAT MOTBBP/IU, YE € BH3MOXKHO Ja € Bb3HUKHAJ TaKbB UHIU/ICHT,
CHOTBETHUTE OpPraHM CJIEJIBA ]a OCUTYPST NPEAIPUEMAHETO HA MOIXOISALIM OCIEABAIIN
JEHCTBHS , 32 J]a C€ OTPAaHUYX B MAaKCHMalHa CTEIIeH TOBTOPEHHUETO Ha MOI00HH

HWHIUJACHTH.

OneHsIBaHETO HA JOKIIAABAHUTE CEPUO3HH WHITUACHTH U KOPUTHPAIIH ICHCTBUS BHB
BpB3Ka ¢ OE30MMACHOCTTA CJIC/IBA Jla CE M3BBPIIBA HA HAITMOHAHO HUBO, HO TPSOBA JI1a ©
HaJIMIIC KOOPIUHAITHS, KOTaTO ca Bh3HUKHAIM CXOJIHU MHIIMJICHTH MJIM KOTaTo Ce Hajara
MPEINPUEMAHETO HA KOPUTUPALIH JICHCTBUS BbB BPbh3Ka ¢ 0€30MMaCHOCTTA B ITOBEYE OT
€IHa TbprKaBa YJICHKA, C [IeJI CIIOCIITHE Ha PECypCUTE U OCUTypsSIBaHE Ha

IIOCJIEIOBATEIIHOCT BbB BPb3Ka C KOPUTUPALLUTE JEHCTBHUS.

HpI/I Pa3CICABAHCTO HA MHOUACHTUTC KOMIICTCHTHUTC OpraHy CJICABaA Ja B3€MaT NpCABU,
aKo e 1eN1ecbo0pa3Ho, MpeocTaBeHaTa HHGOPMAIHS OT ChOTBETHUTE 3aHHTEPECOBAHU
CTpaHH U MHCHUSATA UM, BKIFOUUTEITHO OPTaHU3aIIUUTE HA MAIUCHTUTE U MEIUIIUHCKUTE

CIICHUAINCTH U CAPYIKCHUATA HA TPOU3BOAUTCIINTC.

I[OK.HaIIBaHeTO 3a CCPUO3HUTC HCIKCITaHU CHOUTHA WIIH HEOOCTAaThM HA U3CIHUATA I10
BpEMC Ha MHTCPBCHIMOHAIHN U3IIMTBAHUA HA KIIMHUYHOTO Z[GflCTBI/IC H OApYyr BUJ
MU3NMUTBAaHUA Ha I[Gf/iCTBHGTO CbC CBIIBTCTBAIIIM PUCKOBC 3a YHaCTHUIIUTC B UBIIUTBAHUATA U
JOKJIAaABAHETO 3a CCPUO3HU MHIIUACHTH, Bb3HUKHAJIN CJICA ITYCKAaHETO Ha Ia3apa Ha

U3JcInsATa, CJICABA SICHO [Ia CC pa3rpaHnvar, 3a Ia e n30erue ABYKPATHO JOKJIaJIBaAHC.
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HpaBI/IJ'IaTa 3a HaJA30pa Ha Ima3apa CJICABa a C€ BKIII0YAT B HACTOAIIHA PETJIaMCHT, 3a J1a CC
3aCUJIAT MpaBaTa U 3aAbJDKCHUATA HA HAIMOHAJIHUTEC KOMIICTCHTHH OpraHu, Aa C€ OCUT'YPHU
eq)eKTI/IBHa KOOpAuHaus Ha JIEUHOCTUTE UM I10 HaA30p Ha mmazapa 1 a €€ KOHKPETU3nupar

MPUIIOKUMHUTE POLIEAYPH.

Bcesiko craTucTHuecKky 3HAYMMO YBEIHUEHUE Ha OpOsi WIIH TEXKECTTa Ha HHIIUCHTHUTE,
KOUTO HE Ca CEPUO3HM, UJIM HA OYaKBAHUTE MOTPEITHU Pe3yJITaTH, KOUTO OUXa MOTIIHU Aa
MMAaT 3HAYUTEITHO BB3/ICHCTBUE BbPXY aHAIM3a Ha ChOTHOIICHUETO MEXIY PUCKA U
TOJI3UTE U KOUTO OMXa MOTJIH JIa TOBEJAT J0 HEMPUEMIIMBU PUCKOBE, Clie/iBa 1a Obae
JOKJIaJIBAHO HAa KOMIIETEHTHUTE OPTaHH, Taka 4e J]a Ce MO3BOJIH U3BBPIIBAHETO HA

OICHABAHCTO UM U MPUCMAHCTO HA MOAXOJAIIN MCPKH.

IIpu cnasBaHe Ha peda U ycloBusTa, onpenenenu B Pernament (EC) 2017/...%, cnensa na
ce cp3nane exkcnepreH komuteT — KI'MY— cbeTaBeH oT nuiia, NOCOYEHH OT IbP/KaBUTE
YJICHKH Bb3 OCHOBA Ha POJISATA U OTHMTA UM B 00J1aCTTa HA METUIIUHCKUATE U3ICIHUS,
BKJTIOYUTEITHO MEUIIMHCKUTE U3JIEHS 32 MHBUTPO JUATHOCTUKA, KOWTO Ja U3ITBIHIBA
3a/1aunTe, BH3JIOKEHU MY ¢ HacTosmus periaamenT u ¢ Permament (EC) 2017/ .7, na naBa
cta”oBuia Ha Komucusra u na noanomara Komucusita u JppKaBuTe YWICHKH 32
OCHUTYpsIBaHE HAa XapMOHU3HPAHOTO Mpujlarane Ha Hacrosmusa pernament. KI'MU cneasa
Jla MOXeE J1a Ch3/aBa MOATPYIIH, 3a Ja C& OCUTYPH JOCTHII JO HEOOXOIUMUS 3abJI00UEH
TEXHUYECKU EKCTIEPTEeH OMUT B 00J1aCTTa HA MEAUIIUHCKUTE U3/CIIUS, BKIIOUYUTEITHO
MEIUIIMHCKUTE U3/IENs 32 UHBUTPO AUarHoctuka. [Ipu ch3maBaHeTo Ha MOATPYIH CIIeBa
Jla C€ OTJIeTN HEOOX0IMMOTO BHUMAHNUE Ha Bb3MOYKHOCTTA 32 MPUBINYaHE Ha

ChIICCTBYBAIIU I'PYIIN HA PABHUIICTO HA Crpro3a B obacTra Ha MCAULMHCKUTC U3OCIIHA.

+

OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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[o-TsicHaTa KOOpaAUHALINS MEXK/y HAIIMOHATHUTE KOMIIETEHTHH OpPTaHu uype3 0OMeH Ha
nH(popMalyg U KOOPAUHUPAHO OIEHSIBaHE MO PHKOBOJICTBOTO HA KOOPAWHUPAILl OPTaH €
OT OCHOBHO 3HAY€HHE 33 TapaHTUPaHE HA TOCTOSIHHO BUCOKO HUBO Ha 3aKpHiia Ha
3/IpaBeTO U OE30MaCHOCTTA B PAMKHUTE Ha BHTPEIIHUS Ma3ap, MO-KOHKPETHO B 00J1acTTa Ha
M3MUTBaHMUATA HA JICMCTBUETO U MPOCIEIBaHEeTO Ha Oe3onacHocTTa. [IpHHIMIBT 32
KOOpAWHUPaH OOMEH U OICHSIBAHE CJIEBA J]a CE pUJIara U 3a IPYTH ONHCaHH B
HACTOSIINS PETJIAMEHT ACWHOCTH Ha OPTaHUTE, KaTo ONPEICISTHETO HAa HOTH(PHIIMPAHU
OpraHi, U MpujaraHeTo My clieiBa Jia ce€ HachpuaBa B 00J1aCTTa Ha Ha/A30pa Ha raszapa Ha
uznenusi. CbBMecTHaTa padoTa, KOOpAUHALUATA U MPEJOCTaBIHETO HAa HH(pOpMaLIUs 3a
JeMHOCTHUTE cJie/iBa 1a JOBEE CHIIO Taka 10 Mo-e(hUKaCHO U3IO3BAaHE HA PECYPCUTE U

CKCIICPTHUA OIIMT HA HALITMOHAJIHO PaBHUIIIC.

Komucusita cienBa a mpeaocTaBsi HayyHa, TEXHUYECKa M ChbOTBETCTBAIIA JIOTUCTUYHA
MOJIKpera Ha KOOPAWHUPAILKUTE HAIIMOHAIHYA OpTaHy U Jja rapaHTupa, Y€ HopMaTUBHATa
ypenba 3a uznenusaTa ce nmpuiara eeKTUBHO U MO0 €JHAKBHB HAUWH Ha PAaBHUIIETO Ha

Cpro3a Ha 6a3aTa Ha COJIMAHU HAYYHH JOKa3aTCJICTBA.

CBI03BT U — KOTATO € 1eIecho0pa3Ho, IbPKABUTE YICHKH CIIEJBA /1a yYaCTBAT aKTUBHO B
MEXIYHAPOAHOTO CHTPYIHHUUECTBO 0 HOPMATUBHUTE BHIIPOCH B 00JIACTTa HA M3/CIIUATA,
3a 7a yiecHsBaT oOMeHa Ha HH(OpMaIus BbB Bpb3Ka ¢ 0€30MMacHOCTTa Ha M3/ICIHATA U 32
Jla moArioMarart pa3paboTBaHETO Ha MEXKIyHAPOIHU HOPMATUBHU HACOKU, HAChpUaBaIlly
MPUEMAHETO B IPYTH IOPUCIUKIINY Ha MPaBUjia, KOUTO JIa OCUTYPSIBAT HUBO Ha 3aKpuia Ha

3ApPaBCTO U 6630HaCHOCTTa, CKBUBAJICHTHO Ha YCTAHOBCHOTO C HACTOAIIUS PCTIIAMCHT.

JIbpKaBUTE YICHKH CIIABA J1a IPEANpHeMaT BCHIKH HEOOXOAUMH MEPKH, 32 Ja
rapaHTHpaT MPUIAraHEeTO Ha pa3nopeIONTEe Ha HACTOAIIUS PETJIAMEHT, BKIFOYUTEIIHO Ype3
YCTaHOBSIBAHETO Ha €()EKTUBHU, IPOIIOPIIMOHAIIHUA 1 BB3MHUPAIIN CAHKIIUH 32 TIXHOTO

HapyIlIaBaHe.
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Brbrpeku ye HacTOSIIUAT PErJIaMeHT HE cliefiBa J1a 3acAra MpaBoTO Ha IbP)KaBUTE WIEHKU
Jla HAYMUCIISIBAT TAKCH 3a JEMHOCTH Ha HAIMOHAJIHO PaBHMILE, 32 Ja C€ rapaHTHpa
MIPO3PayHOCT, IbPKABUTE UJICHKH ciieqBa 1a nHGopmupatr Komucusita u ocraHanuTe
I'bp>KaBU YJICHKH, IPEH J1a B3eMaT pPeLIeHHE 3a pa3Mepa U CTPYKTypaTa Ha Te3H TakCH. 3a
Jla c€ OCUTYpH OlL€ TIO-TojsIMa MPO3PavyHOCT, CTPYKTypaTa U pa3MepbT Ha TAKCUTE CIIeABa

Ja ca HY6J'II/ILIH0 JOCTBITHU ITPU IMONUCKBAHC

HaCTOHHII/IHT pGFJ'IaMeHT 3a4uTa OCHOBHUTEC npaBa 158 C’I)6J'IIOZ[aBa HpI/IHIII/IHI/ITG, HpI/ISHaTI/I
MO-CIENHUaTIHO 0T XapTara, U MO-CHeIUaaIHO YOBEUIKOTO JOCTOMHCTBO,
HEMPUKOCHOBEHOCTTA Ha IMYHOCTTA, 3alllMTaTa Ha TMYHUTE IaHHU, CBOOOIaTa HA
I/IBKyCTBaTa n HayKI/ITC, CBO60,Z[aTa Ha CTOIIaHCKAaTa HHUIIAaTuBaA U HpaBOTO Ha
CO6CTB€HOCT. HaCTOSIIJ_II/ISIT pernaMeHT cJeaBa aa ce HpHnara oT II'bp)KaBI/ITe YJICHKU B

CHOTBCTCTBUC C TC3U IIpaBa U IMPUHIUIIN.

C nen ga OpaT M3MEHEHH HIKOW HECHIIECTBEHU PAa3MoOpe/I0N Ha HACTOSIINS PErJIaMeHT Ha
Komucusita cienBa na 6b/1e aeinerupaHo mMpaBOMOIIUETO J1a TpUeMa JeJIeTHPAHU aKTOBE B
cpoTBeTcTBUE ¢ wieH 290 JIOEC. Ot ocobeHa Ba)HOCT € 10 BpeMe Ha MOATOTBUTETHATA
cu pabora KomucusTa fa mpoBee MoaxX0 Iy KOHCYITAIUY, BKIIOYUTEITHO Ha EKCIIEPTHO
paBHUIIIE, U TE3U KOHCYJITAUU a2 OBAAT MPOBEICHU B CHOTBETCTBHE C MIPUHIIUIIUTE,
3aJI0KEHU B MeXIyMHCTUTYIIMOHAITHOTO criopasyMmenue ot 13 ampwui 2016 r. 3a mo-100po
SaKOHOTBop‘IeCTBOI. [To-cneruanHo, ¢ 1IeNT OCUTYpsIBaHE Ha PaBHO y4acTHE MPHU
W3TOTBSIHETO Ha JIeJIeTUpaHuTe akToBe, EBpomeiickusaT napnamMenT u ChbBETHT MOTydaBatT
BCHUYKH JJOKYMEHTH €THOBPEMEHHO C €KCIIEPTUTE OT IbPKABUTE YJICHKH, KATO TEXHUTE
eKCIEePTH MOJIy4aBaT CUCTEMATUYHO JIOCTHII JI0 3aCE/IAHUATA Ha EKCIIEPTHUTE IPYIH Ha

KOMI/ICI/IS[Ta, 3aHUMAaBalu CC C MOATOTOBKATa Ha ACJICTUPAHUTC aKTOBC.

1

OB L 123,12.5.2016 ., cTp. 1
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3a 1a ce rapaHTHpaT €JHAKBHU YCIIOBUS 32 U3IIBJIHCHUETO HA HACTOSIIHNS PETIaMEeHT, Ha
Komucusita cienBa na 6b1aT MpeAOCTaBeHN U3ITBIHUTEIHH MpaBoMoius. Te3un
MIPaBOMOIIMS CTIE/IBA Jla Ce yIpaxkHsABaT B choTBeTcTBUE ¢ Permament (EC) Ne 182/2011 na

o 1
EBpOHeI/ICKI/IH MNapJIaMCHT U Ha CuBera .

3a MPUCMAHCTO HAa AKTOBCTC 3a U3IIBJIHCHUEC, B KOUTO CC ONPCACIIAT Q)opMaTa U HAYUHBT
Ha NpeaACTaBiAHC HA JAHHUTC OT PE3IOMETAaTa Ha MPOU3BOAUTCINTC BbB BPBh3Ka C
0€30MMacHOCTTa U IEUCTBUETO U C€ YCTAHOBSIBAT MOJIEIINTE HA CEpTU(UKATUTE 32 CBOOOIHA
npojax0a, ciesBa J1a ce M3I0JI3Ba MpolielypaTa o KOHCYJITHPAaHE JOKOJIKOTO TE3H aKTOBE
3a M3ITBJIHEHUE MMAT MPOIEYyPEH XapaKTep U HAMAT MPSKO Bb3/IEHCTBUE BBPXY 3APABETO

u O6e3omacHocTTa Ha paBHHUIIETO HA Chro3a.

Komucusra cieia fa mpreMa akToBe 3a M3ITBJIHCHUE ¢ He3a0aBHO MPHIIOKEHHE, KOTAaTO B
HAJUIC)KHO 000CHOBAHU CITy4au, CBbP3aHH C Pa3IIUPsBAHETO 3a Teputopusita Ha Chro3a Ha
MPHUIIOKHOTO TI0JIe HAI[MOHAITHA IEPOTaIis OT ChOTBETHUTE MIPOIICIypH 32 OIICHSIBaHE Ha

CHOTBETCTBUCTO, HAJIOKUTCIIHUA IIPUIHNHHU 3a CIICHIHOCT U3HMCKBAT TOBA.

Ha Komucusra CJI€IBa Aa GL,Z[aT npeaoCTaBCHU UBITBJIIHUTCIIHU IIPABOMOIIHA, 3a 1da MOKC

Jla oTIpesiesis U3/1aBalluTe cyoeKkTH U pedepenTHuTe tadboparopun Ha EC.

Pernament (EC) Ne 182/2011 na EBporneiickus napiameHT v Ha ChBeTa ot 16 GeBpyapu
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
npasomouius ot ctpaHa Ha Komucusita (OB L 55, 28.2.2011 r., ctp. 13).
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3a na ce 1aze Bb3MOKHOCT HA HKOHOMUYECKHTE onepaTopH, U ocooero Ha 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, € mejaecho0pas3Ho Jia ce MPEIBUIN JOCTaThUYCH MPEXOJICH MIEPUO]] 32 Ta3h
azarTanus 1 3a IpCAIpueMaHe Ha HeO6XO,Z[I/IMI/ITe OpraHnu3alluOHHU MCPKH. B’preKI/I
TOBA, ONPEJICIICHA YaCTH OT HACTOSIIUS PETIIAMEHT, KOUTO TPSKO 3acsAraT IbP:KaBUTE
wieHkn 1 Komucusita, cieiBa a 3arioyHaT J1a ce mpuiiaraT Bb3MOKHO Hali-Obp30.
Oco0eHO BayKHO € CHIIIO TaKa JI0 HaualHaTa JlaTa Ha MPHUJIaraHe Ha HACTOSIINS PETJIAMEHT
na ObJIaT ONpEACICHH JO0CTaTh4eH OpOl HOTU(HUIIMPAHU OPTaHU ChITIACHO HOBUTE
W3HUCKBaHUS, TaKa 4ye J1a ce n30erHe HeIOCTUT Ha u37enus Ha ma3apa. [Ipu Bce ToBa €
HCOGXOIII/IMO OIPCACIIIHCTO Ha HOTI/Iq)I/II_II/IpaH OopraH B CbOTBCTCTBUC C UBUCKBAHUATA HA
HACTOSIIMS PETJIAMEHT NIPEIU HadaaHaTa My JlaTa Ha MMpUIaraHe Jia He 3acsra BaJuJIHOCTTa
Ha OTpENIETTHETO Ha Te3: HOTH(UIIMpaHu opraHu cbriacHo Jupextusa 98/79/EO u
KOMIIETEHTHOCTTa UM JIa TIPOIBJDKABAT J1a U3aBaT BAIUIHH CEPTUPHUKATH IO TOCOUYCHATA

AUPCKTHUBA N0 HAYaJIHATA JaTa HA MpUJIaraHe Ha HaCTOAIIUS PCTIIaMCHT.
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3a J1a ce OCUTYpH IJIaBEH MPEX0]] KbM HOBUTE TPaBHJIa 32 PETUCTPAIUsI Ha H3/ICTUATA U Ha
cepTudHUKATHTE, 33IbHKEHUETO 3a TI0/IaBaHe Ha HeoOXoauMaTa nHGopMaIus KbM
€JICKTPOHHHUTE CUCTEMH, BbBEJICHU CHIVIACHO HACTOSIIMUS PErJIAMEHT Ha PABHHIICTO HA
Cwlo03a, cienBa — B ciIy4ail ue pa3paboTBaHETO Ha ChOTBETHUTE HHPOPMAIIMOHHU
CUCTCMHU BBPBHU 110 IUIAH — Aa MMOPOAX II'bJIHO HeﬁCTBHC cBa 18 MECC1la CJIEA HadaJiIHaTa
JaTa Ha MpHUJIaraHe Ha HACTOSIIUS periaamMenT. [Ipe3 To3u npexoaeH nepuo| onpeaesieH
pasmopenou Ha JlupextuBa 98/79/EO cnenBa na ocranar B cuina. ChIICBPEMEHHO, 3a J1a Ce
n30eTHAT MOBTAPSIIIN CE PETUCTPAIIHH, CIICABA J]a CE TIPUEMe, Y€ MKOHOMHUYECKUTE
OIepaToOpu ¥ HOTU(UITUPAHUTE OPTAHU, KOUTO CE PETUCTPUPAT B ChOTBETHHUTE
CJICKTPOHHU CUCTCMHU, BbBCACHU HA PABHUILICTO HA Cp103a B CHbOTBETCTBHUE C HaCTOALINA
PErIIaMCHT, OTTOBApAT HA U3UCKBAHUATA 3a pCrucTpanus, NpucT OT AbPKABUTC YJICHKA

CBIJIACHO TE€3U pasnopenou.

97) 3a 51a ce ocurypu 0e3mpensITCTBEHOTO BbBeXIaHe Ha cuctemara 3a UDI, 3agpimkenneTo 3a
nocrassine Ha HocuTenst Ha UDI BbpXy eTHKeTa Ha U3JETMETO CIIeABa J1a 3all04HE J1a Ce
Mpuiiara MeXAy eHa U NeT TOJIMHU ClIe]] HaualHaTa JaTa Ha IMpujlaraHe Ha HacTOSIINS
perIaMeHT B 3aBUCUMOCT OT KJIaca Ha ChOTBETHOTO U3JIEIHE.
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(98)

99)

HupextuBa 98/79/EO cnenBa 1a ce OTMEHH, 3a JIa CE TapaHTUPA, Y€ CaMO €JTHA ChBKYITHOCT
OT MpaBUJIa ce Mpuiara KbM IIyCKaHETO Ha Ma3apa Ha MEIUIIMHCKU U3/EeNINs 32 UHBUTPO
JMArHOCTHKA M KbM CBBP3aHUTE ACTIEKTH OT 00XBaTa Ha HACTOSIIMS peraaMeHT. Borpeku
TOBa clie/Ba J1a MPOABIKAT J]a C€ MpHIIaraT 3aIbDKEHUSATA Ha IPOU3BOIUTEINTE BHB
BpPB3Ka C MPEIOCTABSIHETO HA IOKYMEHTAIIMSI OTHOCHO M3JIEHSITa, KOUTO Ca IyCHAIH Ha
nasapa, KakTo W 33JTbJDKCHUSITA Ha TPOU3BOIUTEIINTE M HA TbPKABUTE YICHKU BHB BPB3Ka
C IEWHOCTHTE TIO MPOCTIeAsIBaHe Ha OE30IMaCHOCTTA Ha U3JICIIHs, ITyCHATH Ha mma3apa
CBIJIACHO NIOCOYEHATa AUPEKTHBA. BhIIPEeKkH ue AbprKaBUTE WICHKH CJIe/IBa Ja 3ama3srT
MPaBOTO CH J]a pellaT Kak Ja OpraHu3upar ASHHOCTUTE M0 MpOoCiesIBaHe Ha
0€30MMacHOCTTA, € JKeJIaTeITHO Te JIa pa3noiiarat ¢ Bb3MOXKHOCTTA Jia IOKJIaIBaT 3a
HeXeJlaHu ChbOUTHS, CBBP3aHU C U3JIEINUs, ITyCHATH Ha Ma3apa ChIIIacHO OCOYCHATa
JTUPEKTHBA, KaTO M3IOJI3BAT CHIIUTE MEXaHU3MH KaTO TE3U 3a JOKJIaIBaHE BHB BPB3Ka C
W3JIeNusl, yCHATH Ha Ma3apa ChIJIacHO HacTosmus perinament. OcBeH ToBa Pemenue
2010/227/EC, npueTo B U3IIbIHEHUE HA TIOCOYCHATA TUPEKTHBA U TUPEKTHUBH
90/385/EUO! u 93/42/EN0O? na CoBera, CBIIO cIeaBa Ja 0bIe OTMEHEHO, CYUTAHO OT

narata, Ha koaTo Eudamed 3anoune na ¢pyHKIMOHMPA IBJIHOLIEHHO.

N3uckBanusTa Ha HACTOAIIUA PpCTIIaMCHT CJICBA [1a CC IMMpUujiaraTt 3a BCUYKHU U3ACIINUA,
KOUWTO Ca ITyCHATH Ha I1a3apa Wi IyCHAaTHu B I[ef/'ICTBI/Ie, CUUTAHO OT Ha4YaJiHaTa My JaTa Ha
npuiarade. 3a Jia ce OCUTypH TUIaBEH Mpexo]1 obaue, cae/Ba 1a € Bb3MOXKHO 32 OTpaHHUYCH
CPOK, CYUTAHO OT Ta3M JiaTa, U3JeNusATa 1a ObIaT MyCKaHH Ha 1a3apa WM IyCKaHH B

NeiicTBHE Bb3 OCHOBA HA BalUCH cepTudukaT, usnanaeH coriacHo Jupextuna 98/79/EO.

Hupextusa 90/385/EMO na CoBeta ot 20 toHu 1990 1. oTHOCHO cOnmxaBaHe Ha
3aKOHOJATEJICTBOTO Ha IbPKABUTE YJICHKH, CBBP3aHO C aKTUBHUTE UMILJIAHTUPYEMHU
meunuacku m3aenus (OB L 189, 20.7.1990 r., ctp. 17).

HupextuBa 93/42/ENO na CoBeta ot 14 rorn 1993 r. OTHOCHO MEIUITUHCKUTE U3ACITHS
(OBL 169, 12.7.1993 ., c1p. 1).
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o 1
(100)  EBpomelckusT HaJ30pEH OpraH I0 3allUTa Ha JaHHUTE J1aJIe CTAHOBUILE CBIJIACHO

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

(101)  JlokoakoTO LienMTe HAa HACTOSIIHUS PErjlaMeHT, a UMEHHO Jla Ce rapaHThpa
6e3npensTCTBEHOTO (PYHKIIMOHUPAHE HAa BHTPEIIHUS Ma3ap 110 OTHOIICHUE Ha
MEIULUHCKUTE U3JEIHUS U 14 C€ OCUTYPSAT BUCOKM CTaHIAPTH 3a KA4€CTBOTO U
0€30MMacHOCTTa HAa MEAULIMHCKUTE U3IENHSI 38 UHBUTPO JUArHOCTHKA, KaTO ChIIEBPEMEHHO
ce rapaHTHpa BUCOKO HUBO Ha 3aKpHJjIa Ha 3[paBeTo U 0€30M1aCHOCTTA Ha MALIUEHTHTE,
NOTpeOUTENUTE U IPYTH JIMLA, HE MoraT Jja ObJIaT MOCTUTHATH B JOCTAThYHA CTETEH OT
I'bP>KaBUTE YWICHKH, a MOpaau o0XBaTa U MOCIeAULUTE My MOXe 1a ObaaT no-goope
MIOCTUTHATH Ha paBHUILETO HAa Chro3a, ChIO3bT MOXKE J1a IPUEMA MEPKHU B CHOTBETCTBHE C
MIPUHIUIA HA CyOCHIMAapHOCT, ypeaeH B uieH 5 oT JloroBopa 3a EBporneiickus cpio3. B
CBOTBETCTBUE C IPUHIIUIA HA IPONOPLIMOHATIHOCT, YPEAEH B ChIIUS WICH, HACTOSLIUAT

PErIIaMCHT HE HAAXBBPJIA HCO6XOI[I/IMOTO 3a IIOCTUT'aHCTO Ha TE3U LCIIN,

IMPUEXA HACTOAIIWA PETJTAMEHT:

! OB C 358, 7.12.2013 r., c1p. 10.
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I'nmaBal

YBoaHu pasnopeaou

PA3JET 1

OBXBAT M OIIPEJEJIEHUS

Ynen 1

Ilpeomem u ooxeam

1. C HacToAIIuUS PETJIaMEHT Ce YCTaHOBSIBAT MPaBUJIa 10 OTHOILIEHUE HA ITyCKAaHETO Ha
nasapa, Mpe0CTaBsSIHETO Ha Ma3apa WK MycKaHeTo B JAeicTBue B Chi03a HA MEAUIIMHCKH
W3JIeJHsl 32 HHBUTPO JTUATHOCTHKA, MPEAHA3HAUYCHU 32 XyMaHHa yrnoTpeda, U Ha
MPUHAUICIKHOCTH 32 TAX. HacTOSIIIMAT periaMeHT ce npujara v rno OTHOUIEHUE Ha
npoBexaanuTe B Chio3a U3NMUTBAHUS HA ACHCTBUETO HA TAKMBA MEIUIIMHCKHU U3/IETHS 32

HWHBUTPO NJUArHOCTHUKA U HA IPUHAAJIC)KHOCTH 3a TAX.

2. 3a menuTe Ha HACTOSIIHS PETIaMEHT MEIUITMHCKUTE U3/CIINS 32 MHBUTPO TUAarHOCTHKA U
MIPUHAIJICKHOCTUTE 32 MEIUIIMHCKUTE U3/IeTHUS 32 MHBUTPO IUArHOCTUKA MO-HATATHK Ce

Hapuyar ,,u37enusra‘.
3. HacrosimusitT pernaMeHT He ce mpuiiara 3a:

a)  TPOIYKTH 3a 001a jaboparopHa yrmoTpeda WiId 3a MPOAYKTH, TPEIHASHAYCHU
€IMHCTBEHO 32 HAyYHOM3CIIEOBATEIICKH [IEJIH, OCBEH KOTaTO TE€3H MPOIAYKTH,
NOpaJii CBOUTE XapaKTEPUCTHKH, Ca CIICIIUATHO MPEIHAZHAUCHH OT MTPOU3BOIUTEIIS

Ja 6’]5,[[8.T H3M0JI3BAHU 3a UHBUTPO AUATHOCTUYIHO HU3CJICABAHC,

10729/4/16 REV 4 38

BG



0) WHBAa3WBHH IPOAYKTH 32 B3EMaHE Ha MPOOH WIIM MIPOJYKTH, KOUTO IUPEKTHO CE

npuiaraT BbpXy YOBEUIKOTO TSUJIO 3a B3€MaHE Ha NpooH;
B)  MEXIyHapoJIHO cepTUUIMpPaHH peepeHTHN MaTepUaH;
I)  MaTepHualy, U3IO0J3BAHU 3a CXEMH 3a BHHILIHO OLIEHsBaHE Ha Ka4eCTBOTO.

W3nenusita, KOUTO MpH MyCKaHEe Ha Ma3apa WK MTyCKaHe B IHCTBUE BKIIOYBAT KATO
HepasJIeJIHa YaCT MEJUIIMHCKO U3JIeNIHe TI0 CMHCHJIA Ha WwieH 2, Touka | oT Permament
(EC) 2017/...%, ce ypexnaar oT cblus peraaMeHT. V3MCKBaHMATA HA HACTOSLIUS
perJiaMeHT ce MpHIIarat KbM 9acTTa, MPeCTaBRIsSIBAINa MEAUIIMHCKO U3/ICIIHE 32 UHBUTPO

JHUAarHOoCTHKa.

Hacrosmust pernmaMeHT e crienuaieH 3akoHoaTeneH akT Ha Chro3a o CMHUCHJIa Ha

yiieH 2, naparpa¢ 3 ot Hupextusa 2014/30/EC.

Wznenusita, KOUTO ca M MALIMHU IO CMHUCHJIA HA YWIEH 2, BTOpa aluHes, OyKBa a) OT
Jlupextusa 2006/42/EO na EBporneiickus napiament u Ha ChBeta', Ipy HAIMYHETO HA
CBHOTBETEH PUCK CBHIJIACHO [TOCOYEHATA JUPEKTHUBA, ChIIO OTIOBAPSAT Ha CHIIIECTBEHUTE
W3MCKBAHUSA 110 OTHOUIEHHE Ha O€30M1aCHOCTTA U 3APABETO, ONPEEICHH B IpuiiokeHue |
KBM BBIIPOCHATA JUPEKTUBA, JOKOJIKOTO TE3U U3UCKBAHUS Ca MO-KOHKPETHU OT OOIUTE
M3MCKBaHUS 3a 0€30MacHOCT U JieiicTBUe, U3N10keHH B raBa I ot npuoxkenue [ kbm

HaCcTOAIUA pCriIaMCHT.

+

OB: mo:s BbBezieTe cepuiiHus HoMep Ha perjamenTa ot oK. ST 10728/16.
Hupextusa 2006/42/EO na EBpomnetickus napiameHT u Ha CbBeta ot 17 mait 2006 T.
otHocHo MammauTe (OB L 157, 9.6.2006 1., cTp. 24).
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7. HacrosimusT pernamenT He 3acsara npuiaradeto Ha Jupextusa 2013/59/Espatom.

8. HacrosimusT periaMeHT He 3acsira MpaBoTo Ha IbprKaBa 4ieHKa Ja OrpaHUYU
M3MOJI3BaHETO HA KOHKPETEH TU U3JeNie BbB BPb3Ka C ACTIEKTH, HEOOXBaHATH OT

HaCTOAIUA pCTIIaMCHT.

9. Hacrosmusar PEriIaMCHT HE 3acCiara HAaMUOHAJIHOTO MMpaBO OTHOCHO OpraHuU3aluAaATa,
JoCTaBKaTa nin q)HHaHCI/IpaHeTO Ha 3IpaBHU YCJIYT'U U MCOAUIIUHCKO O6CJ'IY)KB3HC, KaTto
HanmpuMEp M3NCKBAHCTO OMPECACIICHU U3ACIINA Aa MOTaT Ia C€ JOCTABAT CAUHCTBCHO I10
JICKAPCKO MpeANCaHrue, N3UCKBAHCTO CaMO OMMPCACIICHN MCIUITUHCKHU CIICTIUAINCTH UIIN
JeueOHU 3aBCJACHUA J1a MOraT Ja IMPEAOCTABAT WJIN U3IIOJI3BAT ONIPCACICHN U3ACIIUA NN

HU3UCKBAHCTO Ja CC IMOJI3BAT KOHKPCTHU CIICHIUAJIM3UPAHU CHbBCTU IIPU yHOTpCGaTa HM.

10. Huio B HacTOsIIMA peryiaMeHT He orpaHryaBa cBOOOAaTa Ha revarta Uik cBobo1aTa Ha
n3pa3sBaHe B MEUUTE, JOKOJIKOTO T€3U CBOOOAM ca rapaHTHpaHu B Cbio3a U B IbpKaBUTE

YJIEHKH, O-CHEUaIHO chIIacHO wiieH 11 ot Xaprara.
Ynen 2
Onpeoenenus
3a 1enuTe Ha HACTOSIINS PETJIaMEHT Ce IpUiaraT CJIETHUTE ONPEIeTICHUS:

1) »MEIUIIMHCKO H3/ieNne’ 03HauaBa MEIULIIMHCKO U3/EJINE ChIVIACHO OMPEIETICHUETO B

yyen 2, Touka 1 ot Pernmament (EC) Ne 2017....7;

* OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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2)

,»MEIMIIMHCKO U3/IEJINE 32 MHBUTPO AMATHOCTUKA 03HAaYaBa MEIULIMHCKO U3/ENINE, KOETO €
peareHrt, NpoAyKT OT peareHT, KaIuopaTop, KOHTPOJIEH MaTepuai, Habop, MHCTPYMEHT,
amapar, 4acT oT o0opyABaHe, COPTyep WU CHCTEMa, U3IMOJI3BAaHO CAMOCTOSTEIIHO UITU B
KOMOHMHAIIHS U TIpeIHa3HaYeHO OT JaJICH MPOU3BOIUTEI 33 U3MOI3BaHE HHBUTPO MPHU
M3clieiBaHe Ha TPOOH OT YOBEIIKOTO TSUIO, BKIIFOUUTEITHO JApEHU KPbB U ThKaHHU,
€MHCTBEHO WJIU TJIaBHO C L€ Moly4aBaHe Ha HH(OpMalKs 3a €JHO WM [TOBEYE OT

CJICTHUTE:
a)  OTHOCHO (PM3MOJIOTMYEH WJIM MAaTOJIOTUYEH MPOIIEC UIH ChCTOSIHUE;

0) OTHOCHO BpojeHa (hM3MUYECKa WM YMCTBEHA HEOCTAThYHOCT;

B)  OTHOCHO MPEAPa3MOI0KEHHE KbM KIMHUIHO ChCTOSHUE WU 3a00JIsBaHE;

r)  3aompenessHe Ha 0€30MaCHOCTTa U ChbBMECTUMOCTTA C MOTCHIIMAHU PEIUTTUCHTH,
)  3a MPOTHO3HMPAHE Ha OTTOBOpPA HA JICYEHUETO WIIM PEaKIIUUTE;

€)  3a ompeeNsiHe WM HaOIIo/IeHHe Ha TepaneBTUYHU AeHCTBHSL.

CpaoBeTe 3a ChbXpaHEHHUE Ha MPOOH OT YOBEIIKOTO TSJIO CHIO C€ CUYMTAT 32 MEIUIIMHCKH

HU34CJIMA 3a UHBUTPO AUATHOCTHUKA,

3) ,»,ChJl 32 ChXpaHEHHE Ha TPOOH OT YOBEIIKOTO TSUIO* O3HAYaBa M3JeNne, KOETO,
HE3aBUCHUMO JAJId € OT BAKyyMEH THI WJIH HE, € CIIEUATHO NMPEJHA3HAUEHO OT
MIPOU3BOUTEISI CH 32 IBPBOHAYATTHO CHOMPaHE M ChbXpaHEHUE HA MPOOU OT YOBEIIKOTO
TSJIO 32 MHBUTPO TMarHOCTHYHO U3CIIC/IBAHE;
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4)

5)

6)

7)

,[IPUHAJICIKHOCT 32 MEIUIIMHCKO M3/IeJIMEe 32 MHBUTPO AUArHOCTUKA O3HA4YaBa apTUKYJI,
KOWTO BBIIPEKH Y€ caM MO0 cede cH He € METUIIMHCKO U3/IeTINe 32 MHBUTPO TUArHOCTHKA, €
CHEIMAIIHO MPEeAHAa3HAuYeH OT MPOU3BOJUTEINS MY 32 H3IMOJI3BAHE 3a€/THO C €AHO WU
HSIKOJIKO KOHKPETHU MEIULIMHCKH U3IEJHs 32 HHBUTPO TUATHOCTHKA, 32 J1a TO3BOJISBA
ynorpebara Ha U3IeTUeTO(sTa) MO MPeAHA3HAYCHNE WK KOHKPETHO U TPSKO Ja
roAroMara MeIuIMHCKaTa (PyHKIUS Ha BBIIPOCHOTO(UTE) MEAUIIMHCKO(H) n3aenue(s) 3a

MHBUTPO AMArHOCTHKA C OTJIE/l Ha PeJHA3HAYEHUETO(SITa) UM;

,,A3]ICJIHE 32 CAaMOTECTBaHEe  03HAYaBa M3JICIHE, TPEIHA3HAYCHO OT MPOU3BOIUTEIS JIa CE
M3II0JI3Ba OT HECTICIUAIMCTH, BKIFOYUTEITHO U3JICIHS, U3II0I3BaHH 32 YCIYTH 3a TECTBaHE,

Npe/UlaraHy Ha HECTIEIUAIUCTH ITOCPEACTBOM yCIyTrUTe Ha MH()OPMAIIMOHHOTO OOIIECTBO;

,,MI3JICTIHE 32 TECTBaHE HAa MSCTO O3HAYABA U3/ICIIUE, KOSTO HE € MPEIHA3HAYCHO 3a
CaMOTECTBAaHE, a 32 TECTBAHE B M3BBHIA00PATOPHA Cpesia, OOMKHOBEHO B OJIM30CT J10

MaIMEeHTa WK TIPU HETO, OT MEIUITMHCKO JIUIIE;

,CBIIBTCTBAIIO nu3aenne’ o3HayaBa HU3JCJINE, KOCTO € OT IbPBOCTCIICHHO 3HAYCHUEC 3a

0€30I1aCHOTO U Cq)eKTI/IBHO H310JI3BAHC HAa CHbOTBCTCH JICKAPCTBCH ITPOAYKT:

a) 3a OMPCACIIIHC, IPCAn W/VIIH TIO BpPEMC Ha JICUCHUCTO, HAa MAIUCHTHUTC, KOUTO € HaM-

BCPOATHO Ja UMAT 11OJI3a OT CbOTBCTHHA JICKAPCTBCH MIPOAYKT, NN

0)  3aompenernsHe, MPEeIU W/WIH 10 BpeMe Ha JICYEHUETO, Ha TTAIIUEHTHTE, KOUTO €
BEPOATHO J1a ObJaT U3JI0KEHH Ha TIOBUILIEH PUCK OT CEPUO3HU HEKEIaHH PEaKuu B

pe3yJTaT Ha JICUCHUEC CbC CbOTBCTHUSA JICKAPCTBCH MPOAYKT;
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8)

9)

10)

11)

12)

13)

14)

,,TEHEpUYHA TPyTIa U3AEHs 03HaUYaBa ChbBKYITHOCT OT U3JIENUS C €THAKBO WIJIH TOJOOHO
IpeJHa3HauYeHHE WIK CXOJIHA TEXHOJIOTHs, KOETO MO3BOJISABA KIACU(UIIMPAHETO UM B

06111a rpyna, oe3 Aa €€ OTYHUTAT KOHKPETHUTC UM XAPAKTCPUCTHUKHU,

,,A3JICJIINEC 3a CAHOKpATHA yHOTpe6a“ O3HavaBa U3ACIIUC, ITPEAHA3ZHAYCHO 3a U3II0JI3BAHC B

PaMKHUTE Ha €IMHUYHA [IPOLIEYPa;

»hanuuduurpaHo u3aenre’ o3HauaBa U3JIeane ¢ HeBIPHO MPEICTaBIHE HAa HEroBaTa
NACHTUYHOCT I/I/I/IJ'II/I Ha HETOBUS U3TOYHUK I/I/I/IJ'II/I Ha HCTOBUTC CCpTI/I(bHKaTI/I 3a
MapkupoBka ,,CE* w1 Ha JOKyMEHTHTE, CBbP3aHU C IPOLIEAYpUTE 3a MapKupoBka ,,CE®.
HacrosiioTo onpenenenue He BKIIOUBA HEMIPEIHAMEPEHOTO HECHOTBETCTBUE U HE 3acsra

HapyIIEHUATA Ha MpaBaTa BbpXY MHTEIEKTyaIHaTa COOCTBEHOCT;

,,Ha00p“‘ 03HaYaBa CHBKYIMHOCT OT KOMITOHEHTH, OTIAKOBaHH 3a€/IHO U MPEIHA3HAUCHH J1a
C€ U3IOJI3BAaT MPHU U3BHPIIBAHE HA KOHKPETHO MHBUTPO AUATHOCTUYHO U3CJICIBAHE WIIU Ha

4acT OT HEro;

,»TIpeIHa3HaYCHNE  03HAa4YaBa yrmoTpedara, 3a KOsATO € MPEeTHA3HAYCHO U3JIEIUETO CHIIIACHO
MPEOCTAaBEHUTE OT MPOU3BOIUTENS TAaHHH BbPXY €THKETa, B MHCTPYKIIUHUTE 3a yroTpeba
HJIN B PCKIIAMHHUTC UJIU THbPIrOBCKUTC MATCPpUAJIU UJIU TBBPACHUSA, UJIU CHIITIACHO

MMOCOYCHOTO OT MPOU3BOAUTECIIA B OLICHKATA HAa ,Z[GI\/JICTBI/IGTO;

,»€THKET  03HauaBa MMCMEHaTa, oTIeyaTaHara win rpadguyHata uHpopmanus BbpXy
CaMOTO U3JIeJIUe WM Ha OIIaKOBKAaTa Ha BCsSIKAa €JUHUYHA Opoiika WM Ha OIIaKOBKaTa Ha

HAKOJIKO U30CTINA,

,,AHCTPYKIINY 32 yrnoTpeda“ o3HauaBa MH(POPMALUATA, TPEJOCTABEHA OT POU3BOAUTEII,
3a 1a nHpOpMHpa MOTpeOUTENS 3a MpeJHa3HAUYCHUETO U TOYHATA yrnoTpeda Ha U3JEITHETO,

KaKTO M 32 HEOOXOIMMHUTE TIPEATa3HA MEPKH;
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15)

16)

17)

18)

,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;

,,pI/ICK“ O3Ha4YaBa CbUYCTAHUCTO OT BEPOATHOCTTA 3a Bb3HUKBAHC HAa BpEaa U CCPUO3HOCTTA

Ha Ta3u BpeJa;

,, OIIPCACIAHC HAa CbOTHOMICHUCTO MCKAY PHUCKA U oJI3UTE" 03HaUaBa aHAIIM3bT Bb3
OCHOBA Ha BCUYKH OLUCHABAHUA HA IMOJIBUTE U PUCKA, KOUTO Ouxa MorJIx Ja 6T)I[aT
OTHOCHUMM 3a U3MOJI3BAHCTO HA U3JACIUCTO IO NIPEAHAZHAYCHUC, KOT'aTO CC U3II0JI3BA B

CBbOTBCTCTBUC C MPCAHA3HAYCHUC, OIPCACIICHO OT IMMPOU3BOAUTCIIA,

,,CbBMECTUMOCT"* 03HauaBa CIIOCOOHOCTTA Ha U3IEJINETO, BKIIOUUTEHO copTyep, Koraro
Ce MU3I0JI3BA 3a€JHO C €JHO WJIU MOBEYE APYTH U3JEIHS B CbOTBETCTBUE ChC CBOETO

npeaHa3HAUCHUC!:

a)  Ja ;elcTBa, 0e3 1a u3ryou Wiv HapyIId CITIOCOOHOCTTA J1a IEHCTBA ChIVIACHO

MPEIBUICHOTO, U/UITN

06) nace uHTerpupa u/wim aa padboru 6e3 HeoOXOAUMOCT OT MPOMSIHA WM a/IaliTHpaHe

Ha KOSITO U J1a € 9aCT OT KOMOMHHUPAHUTE U3ACTUS, 1/IITN

B)  Ja ce M3Mo3Ba ¢ Apyro(u) uzaenue(st) 6e3 KOHGIUKT/CMYIIEHHS WA HeXKETaH!

peaKkIuu;
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19)

20)

21)

22)

23)

,,OllEpaTBHA CbBMECTUMOCT * 03Ha4YaBa CIIOCOOHOCTTA Ha JIBE WJIM [TOBEYE M3/1ETHs,
BKJIFOUUTEIHO CO(PTyep, OT €UH U CHIIU TPOU3BOIUTEIN WIH OT Pa3TUYHU

IIPOU3BOAUTCIIN:

a)  1a oOMeHAT uH(OpMaIHs U U3MOI3BAT OOMeHeHaTa HH(OpMaIIKs 33 TPABUIHOTO
U3IIBJIHEHNE Ha onpezeneHa QyHKIH, 6e3 1a ce IPOMEHs ChIbPKAHUETO Ha

JAHHUTE, /AN
0) J7aca B KOHTAKT ITOMEXIY CH, W/HITN
B) 71a GyHKIHOHUPAT 3a€HO IO MPEeIHA3HAYCHUE;

,»IIPEIOCTAaBsSIHE Ha Na3apa‘“ 03HayaBa BCSIKA JOCTaBKA HA U3JEJINE, PA3JINYHO OT U3JEIHE 3a
M3IUTBaHE Ha JIEHCTBHUETO, 32 AUCTPUOYLUS, MOTpeOIeHNE WM U3MOI3BaHe Ha Ma3apa Ha

Cn1o3a B mpolieca Ha ThpProBCcKaTa JeHHOCT, Cpellly 3ariallaHe Uik 0e3IuiaTHo;

,,IIYCKAaHC Ha nasapa“ O3Ha4daBa MpCaAoCTaBsAHCTO 3a IbPBU IIbT HA U3ACIIUC, PA3JIUIHO OT

W37EIMe 32 U3MUTBAHE HA JIEMCTBUETO, Ha Ma3apa Ha Cbhio3a;

,IIyCKaHe B JICUCTBUE  O3HAYABA €Tal'bT, IPU KOMTO U3MEIIHE, PA3TMYHO OT U3ACIHE 32
M3NUTBAHE Ha JACHCTBUETO, CE€ MPENOCTaBs Ha na3zapa Ha Cblo3a 3a MbpPBU BT HA KpallHU

noTpeOUTENHN KaTo rOTOBO 32 YNOTpeda 1o NpeHa3HAYCHHE;

,,[IPOU3BOIUTEN 03HaUaBa (PU3MUECKO WU IOPUINYECKO JTUIIE, KOSTO MPOU3BEXK/IA UITH
HaITBJIHO MpepadboTBa U3/CIINE UK KOETO Bh3JIara MpoeKTUPAHETO, MPOU3BOJICTBOTO WU
ITbJIHATA MpepadoTKa Ha M3/EIHNE U MpeJyiara ToBa U3/Ieue Ha ma3apa CbC CBOETO UME WU

ThProBCKa MapkKa,
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24)

25)

26)

27)

28)

29)

30)

,,ITbJIHA TTpepaboTKa™, 3a MEeIUTE Ha ONPEACICHHETO 3a MPOMU3BOIUTEI, O3HAUYABA
ISJIOCTHOTO TIPEYCTPOMBaHE HA U3JIENIHEe, KOSTO BeUe € IMyCHATO Ha Ma3apa WA B

HeﬁCTBHe, HWIIK Ch34aBaHCTO HAa HOBO HU3ACJIIMEC OT M3IIOJI3BAHU U3CIHNA C LICII

MPUBCKIAAHCTO MY B CbOTBCTCTBUEC C HACTOAIUSA PCTIIAMCHT, ChUCTAHO C OIPCACIISIHCTO Ha

HOB CKCILJIOATAalITMOHCH CPOK Ha HpepaGOTGHOTO HU3ACINC,

,»YITBIIHOMOIIIEH TIPE/ICTABUTEN * 03HAYaBa BCAKO (PU3MUECKO MIIH IOPUIUUECKO JIUIIE,
ycTaHOBeHO B Cbr03a, KOETO € MOIYUYHIO U MPUENIO MMCMEHO TbIHOMOIIUE OT
IIPOU3BOJIUTEI C MECTOHAX0XKICHHE N3BBH Chlo3a J1a IeHCTBAa OT UMETO Ha
MIPOU3BOIUTENISI BBB BPbh3Ka C ONPEENICHH 3a/1a4l, CBbP3aHH ChC 3aIbJKCHUATA HA

MOCJICAHUS IO HACTOAIIHA PCTIIAMCHT,

,,BHOCUTEN* 03HA4YaBa BCAKO (PU3MUECKO WIIM IOPUIUYECKO JIUIe, ycTaHOBeHO B Chlo3a,

KOCTO IIyCKa Ha rasapa Ha Cnblo3a uU3enue oT TpETa AbpiKaBa,

,»JUCTPUOYTOP* 03HaUaBa BCAKO (PU3MUECKO WM IOPUAUYECKO JIUIE BHB BEpUraTa Ha
J0CTaBKa, pa3jNyHO OT MPOU3BOAUTENS HIIM BHOCUTES, KOETO MPEAOCTaBs ONpeesICHO

HU3JCJIMC Ha ITa3apa, 10 MOMCHTA Ha ITYCKaHCTO B HeﬁCTBHe;

,»AKOHOMHWYECKH OIIepaTop‘‘ 03HauaBa MPOU3BOAUTEN, YII'BIIHOMOLIEH NIPEACTABUTEN,

BHOCHTEJI W AUCTPUOYTOP;

,,JIC4eOHO 3aBe/IeHHE  03HaUaBa OpraHU3aIys, YUSITO OCHOBHA 1€ € TpIKaTa 3a

NanUuEHTUTE WUJIHN JICYCHUCTO UM HJIU HOI[O6p5[BaHeTO Ha 06I_HGCTB6HOTO 3ApaBc;

,,HOTpC6I/ITCJ'I“ O3Ha4yaBa MCOAMIMHCKH CIICHUAJINCT U1K HECIICTIHUAIIUCT, KOMTO M3I0JI3Ba

IaJeHo U3Aenue;
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31)

32)

33)

34)

35)

36)

37)

,,HECTICIIHAITUCT" 03HAaYaBa JIUIIE, KOCTO HAMa HEOOX0IMMOTO 00pa3oBaHue B 00acTTa Ha

CHOTBETHUTC 3PpaBHU I'PUXKHW WJIH IO MECIUIIMHCKA JUCHUIIIIMHA,

,,OLICHABAHC Ha CHOTBETCTBHETO * O3HAUaBa mponec, KOMTO JTOKa3Ba Jaju ca U3ITbJIHECHU

HU3UCKBAHUATA 110 HACTOAIIHA PETIIAMCHT, CBbP3aHU C JAACHO U3CIINC,

,»OpTaH 32 OIIEHsIBAHE Ha ChOTBETCTBUETO * 03HaYaBa OPraH, OCHIIECTBIIBAL ICHHOCTHU 10
OIICHSIBAaHE Ha ChOTBETCTBUETO KAaTO TPETa CTpaHa, BKIIOUUTEITHO KaTuOpupaHe,

U3NUTBaHE, CepTU(UKALNS U IPOBEPKA;

,,HOTH(HIIMPAH OpraH" 03Ha4aBa OPTaH 3a OLICHSIBaHE HA ChOTBETCTBHETO, OTPEICICH

CbhIJIACHO HACTOAIIUS PCTIIAMCHT,

,MapkupoBka ,,CE* 3a cboTBETCTBHE" MIIH ,,MapKUpOBKa ,,CE* 03HauaBa MapKHUpOBKa,
4ype3 KOATO NPOU3BOAUTENAT YKa3Ba, ue AaJIEHO U3/IEIHUE € B CbOTBETCTBUE C
MPUWIOKUMUTE U3UCKBAHMSI, yCTAHOBEHU B HACTOSIIMS pErylaMeHT U JPYyroTo

3aKOHOAATENCTBO Ha ChI03a 3a XapMOHU3AIINS, TTPEIBIKAAII0 HEHHOTO HAaHACSIHE,

,»KIIMHUYHHU J0Ka3aTeNICTBA* 0O3HauaBa KIIMHUYHU JaHHU U PE3YJTaTH OT OL[EHKaTa Ha
NEHCTBUETO, B IOCTATHYHO KOJIMYECTBO U KAUYECTBO, OTHACAIIM CE 32 NaJIeHO U3JIeNHe,
KOUTO TMO3BOJISIBAT JIa CE HAMPaBU KBATU(PUIIMPAHO OIEHSIBAHE 32 TOBA AU U3JIEIHETO €
0e30IMacHO | MMOCTHTA JKeNlaHaTa(uTe) KIMHUIHA(K) T013a(1), KOTaTo Ce U3IMO0I3Ba CIIOpPE

OpeABUACHOTO OT MPOU3BOAUTCIIA,

,»KIIMHUYHA TT0J13a°° 03HAYaBa MOJOKUTEITHOTO BH3/ICHCTBUE HA U3/IEIUETO, CBHP3aHO C
GbyHKIMATA MY, KaTO CKPUHUHT, HAOII0/IEHUE, TUAaTHOCTUIIMPAHE WK yIIECHSIBaHE Ha
JTUArHOCTHIIMPAHETO Ha MAIIMEHTUTE, U TIOJIOKUTEIIHO Bb3ACHCTBHE BHPXY IpIKaTa 3a

HNaUECHTUTC NN 06H.[CCTB€HOTO 3ApaBE;
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38)

39)

40)

41)

42)

43)

44)

,,Hay4Ha BaJIMTHOCT HA AaHAJIUTHUYEH pe3yJTaT* 03HayaBa CBbP3BAHETO HA JaJICH

AHAJIUTUYCH PE3YJITAaT C KIMHUYHO UJIN (1)I/ISI/IOJ'IOFI/ILIHO CBbCTOSHUCEC,

,,HeﬁCTBHC Ha I/IS,Z[GJ'II/IGTO“ O3HayaBa CIIOCOOHOCTTA Ha HU3JACIIMCTO Oa U3IIbJIHU TBBPAAHOTO
OT IIPOU3BOAUTECIIA ITPEAHAZHAYCHHC. To ce chcTOM OT AaHATUTUYHOTO JCHUCTBUE U aKO €

MOPpUITOKUMO — OT KIIMHUYHOTO IIGI\/'ICTBI/IG, noanomMaramo ToBa NpeaHa3HAuYCHUC,

,»AHATTUTUYHO JICHCTBUE  03HaYaBa CIIOCOOHOCTTA HA U3/IEJTUETO TOYHO J]a OTKPHUBA WIIH

M3MepBa Ja/ieH aHAIUTUYEH [1apaMeThbp;

,»KIIMHAYHO JIEUCTBHE 0O3HAYaBa CIOCOOHOCTTA Ha M3/CIIMETO J1a 1aBa pe3yJITaTH,
CBBpP3aHH C JaICHO KIMHUYHO ChCTOSIHUE WK (DU3UOJIOTUYEH WIIH MAaTOIIOTUYEH MPOIIeC

WU CBCTOAHUC CIIOPEA LICJICBATA I'PyIla HACCIICHUEC U LICJTICBUA HOTpGGI/ITeJI;

, ABIIUTBAHEC Ha ,Z[GI\/JICTBI/IGTO“ O3Ha4dYaBa U3MHUTBAHC, KOCTO CC MMPOBCK/A 3a YCTAHOBSBAHC

WJIN TIOTBBPKAABAHC HA aHAJIMTUYHOTO HUJINU KIIMHUYIHOTO I[Gf/iCTBHG Ha U3J1CIJIUEC,

,, J1JJaH 3a U3IIUTBAHC Ha HCI}’ICTBHGTO“ O3Ha4daBa JOKYMCHT, OIIKMCBAIll OCHOBAaHHATA, LICJIINTE,
MCTOAMKATa Ha IIPOCKTHUPAHETO, Ha6J'IIO,Z[CHI/IeTO, C"I)O6pa)KCHI/I$ITa OT CTaTUCTUYCCKO

€CTCCTBO, OpraHnu3anusiaTa U MPOBCKIAHCTO Ha U3IIUTBAHCTO HA HeﬁCTBHeTO;

,,OIICHKA Ha JICHCTBUETO  03HAUaBa OICHSABAHE U aHAJIM3 Ha JAHHUTE C OrJIe]
YCTaHOBSIBAHE WJIM IPOBEPKA HA HAyYHATa BaJIMIHOCT, HA aHAIUTUYHOTO U aKO €

IIPHUITOKUMO — Ha KIIMHUYHOTO HeﬁCTBHe Ha U3JCIINEC,
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45)

46)

47)

48)

49)

50)

,»A3JEJINE 32 U3MUTBAHE HA ICCTBUETO  O3HAYaBA U3EIUE, TPEAHA3HAYEHO OT

IIPOU3BOAUTEIIA 3a U3IIOJI3BAHC ITPHU U3IIUTBAHE HA ,HGfICTBPIeTO.

Nz nenue oe3 MCIUIUHCKO NPCAHA3HAUYCHUC, KOCTO € MPECAHA3HAYCHO 3a

HAayYHOU3CJICAOBATCIICKU LCJIN, HC CC CUNTA 34 U3ACITIUC 3a U3IIUTBAHC HA HCﬁCTBHCTO;

, AHTCPBCHIIMOHAJIHO U3NIUTBAHC HA KIIMHUYIHOTO I[GflCTBHG“ O3Ha4daBa U3IIMTBAHC Ha
KIMHUYHOTO Z[GflCTBI/IC, PE3YITATUTE OT KOCTO MOTraT Aa MOBJIUAAT HAa PpCHICHUCTO BHB
BPb3Ka C JICUCHUCTO HA MALIUCHTUTC W/WJIA MOTaT Ja C€ U3I0JI3BAT KaTO PbKOBOACTBO 3a

JICUCHHC;

,»YUACTHHUK" 03HauaBa JIHIIe, KOETO y4acTBa B U3MUTBAaHE Ha IEHCTBUETO U OT KOETO e(ca)
B3eTa(n) mpoda(un) 3a U3cieIBaHe UHBUTPO OT U3JENINE 33 U3MUTBAHE HA ICWCTBUETO U/UITN

OT U3ACIINC, U3TTOJI3BAHO C IICJI KOHTPOJI;

,,I/IBCJ'IGI[OBaTeJ'I“ O3Ha4daBa JIMIEC, OTTOBApANIO 3a MPOBCKAAHCTO HA U3IIMTBAHC HA

JEHCTBHUETO B IIEHTHP 3a MPOBEXKIaHE HA N3MUTBAHUS,

,»,JUaTHOCTUYHA CIEIU(DUIHOCT 0O3HAYaBa KAMMAIMTEThT HA U3/ICTUETO J1a OTYETE JIUIIcaTa

Ha IMPUNECJIICH MapKep, CBbpP3aH C KOHKPETHO 3a001s1BaHe WIIH CBbCTOSAHUC,

, JUArHOCTHUYHAa I-IyBCTBI/ITe.]'IHOCT“ O3Ha4daBa KallallUTCTHT HAa U3ACIIHUCTO Aa OTUYCTC

HAJIMYMETO Ha MPUIIETICH MapKep, CBbp3aH ¢ KOHKPETHO 3a00JIsIBaHE WIN ChCTOSHUE;
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51)

52)

53)

54)

55)

56)

57)

,»[IPOTHO3HA CTOMHOCT"* 03Ha4aBa BEPOATHOCTTA IIPH JINLE, KOETO € C MOJOKUTEIEH
pe3yJTar oT TeCTa C U3JIJIUETO, /1a € HATMYHO ChbCTOSIHUETO, 3@ KOETO Ce NMPOBEXk/Ia
U3MUTBAHETO, WK IPU JIMLE, KOETO € C OTPHULIATENIEH pe3yJITaT OT TeCTa C U3/EIHUETO, 1a

HC € HAJIMYHO CBhCTOSHUCTO, 3a KOCTO CC IMMPOBECIKIAA USITUTBAHECTO,

,,II0JIOKUTCIIHA ITPOTrHO3HA CTOMHOCT® 03HayaBa KaranmuTeThT HA U3ACJIUECTO Aa OTACIN
I[CﬁCTBI/ITCJ'[HPITG IMOJIOKHUTCIIHHA PE3YJITAaTU OT HGI[GﬁCTBHTGJ'IHI/ITG TTOJIOXKHUTCIIHH

pe3yiTaTH 3a JIaJieH 1MoKa3aTell Py JajicHa Ipyna OT HaCeICHHETO;

,»OTPHUIATENIHA MPOrHO3HA CTOMHOCT  03HAYaBa KarmauTeThT HAa U3JEIUETO A OTIEIU
NEHCTBUTETHUTE OTPULIATEITHH PE3YJITATH OT HEACHCTBUTEITHUTE OTPUIIATEIIHU PE3YATaTH

3a JaJICH MOKAa3aTCJI IpHU JaJACHA I'pyla OT HACCIICHUCTO,

,»ChOTHOILIIEHUE HA BEPOSITHOCTUTE ® 03HAUaBa BEPOATHOCTTA, C KOSITO JIAJIEH pPe3yJITar
MOJKE J1a C€ MOSIBU TPU WHAWBHJI C TIPULICTHO KIIMHUYHO WIIN (PU3HOJIOTHYHO ChCTOSTHHE,
CHPSIMO BEPOSATHOCTTA, C KOSITO CHLIUAT PE3yiTaT MOKeE Ja ce MOSIBU NPU MHAUBU] O€3

TaKOBa KJIMHUYHO HJIN (1)I/ISI/IOJ'IOFI/I‘IHO CbCTOAHUCE,

,»KanuopaTop‘ 03HauaBa U3MEPBATEIHUAT peepeHTEH MaTepHal, U3MO0JI3BaH IpU

KaJauOpHpaHeTo Ha IaJICHO U3/IEIHE;

,,KOHTPOJIEH MaTeprai‘ 03HayaBa BEIIECTBO, MaT€pHall WM apTUKYJI, IPEAHA3HAUYEHU OT
IIPOU3BOUTENIS 32 U3IOI3BAHE 3a IPOBEPKA HA XapAKTEPUCTUKUTE HA AECHCTBUETO HA

aeHO U3JEIHE;

,,CHOHCOp“ O3Ha4dyaBa (1)I/I3I/ILICCKO JIMLIE, APYKECTBO, MHCTUTYH U WX OpraHu3alusi, KOUTO
OTTOBApPAT 34 3alI0OUYBAHCTO, YIIPABJICHHUCTO U OCUTYPABAHCTO HA q)HHaHCI/IpaHCTO Ha

HU3IIUTBAHCTO HaA IIGﬁCTBPIGTO;
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58)

59)

60)

61)

,,AHPOPMHPAHO ChIIache’ 03HaYaBa CBOOOIHO M JOOPOBOIIHO M3pa3siBaHE OT CTpaHa Ha
JIMIIE HA JKEJIAHUETO MY Jla y9acTBa B KOHKPETHO M3MMUTBAHE HA ACHCTBUETO, CIIE KaTo €
On10 MH(POPMHUPAHO 32 BCHYKH ACTIEKTH HA M3MUTBAHETO HA AEHCTBHUETO, KOUTO Ca OT
3HAYEHHE 32 PEIICHUETO Ha JIUIETO J]a y4acTBa, a 32 MAJIOJICTHHU, HEITBJIHOJICTHY WIIH
HeJleecrocoOH  JIHIa — Pa3peUICHUE WK ChITIACUe OT TEXHHS 3aKOHHO OIPE/ICIICH

IpeaACTAaBUTECI 3a BKIIIOUBAHCTO UM B U3IIMTBAHCTO Ha HeﬁCTBHeTO;

,,KOMHCHS I10 eTHKa* 03HaYaBa HE3aBHCHM opraH, Cb3JaZCH B AbpiKaBa YJICHKA B
CHOTBETCTBUC C IMTPABOTO HA Ta3W AbpiKaBa YJICHKA U OIIPAaBOMOIICH Aa JaBa CTAHOBHIIA 3a
LEJINTC Ha HACTOAIHNA PETIIAMCHT, KaTO B3€Ma IIPECABHU MHCHHUATA HA HECIICHHUAJINCTH, 110~

CIICIUAIHO MAallUCHTU UJIW OpTaHU3allii Ha IMAllUCHTHU,

,,HEXKeTIaHO ChOUTHE  03HaUaBa BCAKO HEOIATONPHUATHO MEAUIIMHCKO SIBIICHUE,

HETIOAXO SO0 PEIICHUE BBB BPh3Ka C JICUEHUETO Ha MaIeHTa, HEOYaKBaHO 3200 sBaHe
WJIY YBPEKJIAHE WIN HEKENTAaH! KIIMHWUYHU CUMIITOMU, BKJIIFOUUTEIIHO OTKJIIOHEHHUS B
n1abopaToOpHUTE pe3yATaTH, IPU UHAUBUAM, TOTPEOUTETN WU IPYTH JIULA, B pAMKHUTE Ha
M3MUTBaHE Ha JEHCTBUETO, HE3aBUCUMO OT TOBA J1ajli Ca CBbP3aHU C U3JIETUETO 3a

M3MUTBaHE HA IEUCTBUETO;

,»,CEPHO3HO HEeXKEIAHO ChOMTHE 03HaYaBa BCSAKO HEKETAHO ChOUTHE, KOETO BOIH JI0 HIKOE

OT CJIETHUTE CHOUTHS:

a) PEICHHUE BB BPBb3Ka C JICUCHUECTO HA MalkeHTa, BOACIIO A0 HACTHIIBAHC HA CMBPT
HJIN HCIIOCPCACTBCHA KMBOTO3aCTpalllaBalla CUTyanus 3a JIMICTO, MOAJIOKCHO Ha

H3MUTBAHEC, UJIN 1O CMBPTTA HA ITIOTOMCTBOTO Ha JIMILICTO,

06) cMBpT,
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B)  CEpPHO3HO BJOIIABaHE Ha 3/]paBETO Ha JIMIIETO, TOAJI0KEHO HAa M3MIUTBAHE, WIN Ha
peLUNMeHTa Ha U3MMTBAHU OPTaHU WIIM MaTepHalid OT JOHOPCTBO, B pE3yJITaT Ha

KOETO HACTBIIBA HAKOE OT CJIEIHUTE CHOUTHS:

1) YKUBOTO3aCTpalaBaiio 3a00JBaHe WIH YBPEKIAHE,

i1)  TOCTOSHHO yBpeXJaHe Ha TeJIeCHA CTPYKTypa WU TeJeCHa (QyHKIIHS,
111)  XOCMUTAIU3ALMS WIN yAbKaBaHE HA XOCTIUTAIN3AIUATA Ha TTAI[UEHT,

V)  MEIUIMHCKA WK XUPYpruuecka HHTEPBEHIINS 3a IPEAOTBpaTsIBaHe Ha
KHMBOTO3aCTpalIaBallo 3a00J1BaHE WM YBPEXKIAHE MU TOCTOSTHHO

yBpEXIaHEe Ha TEJICCHA CTPYKTYpa WX TelieCHa (QyHKIIHS,
V)  XpOHUYHO 3a00JIsBaHE,

r)  ¢eranen guctpec, peTaaHa CMBPT WU BpoJieHa (pru3nyecka Uin yMCTBEHA

HEJ0CTaThbYHOCT WJIM BPOJIEH AE(EKT;

62) ,,HEIOCTAaThK Ha U3JIEINETO  03HaUaBa BCAKO HECHOTBETCTBHE IO OTHOIIIEHHE HA
HUJIEHTUYHOCTTA, Ka4eCTBOTO, TPAWHOCTTA, HA/ICKTHOCTTA, 0€30MMaCHOCTTA WU ICHCTBUETO
Ha JaJIeHO U3JIeJIie 3a U3MUTBaHe Ha JCHCTBHETO, BKIIOUUTEIHO HEMPABUIIHO
(yHKIMOHHMpaHe, TPEIIKU IpHU yroTpedaTa Wik HEJOCTATHK B MIPEIOCTaBEHATa OT

MIPOU3BOIUTENST MHPOPMALIHS;

63) ,,HAJ[30p Clie]] ITyCKaHe Ha ma3zapa’ 03HayaBa BCHUKH JICMHOCTH, U3BBPIIBAHU OT
MIPOU3BOJIUTEIIUTE B CHTPYTHUUECTBO C IPYT'H HKOHOMHYECKHU OTNIEPATOPH 32
YCTaHOBSIBAHETO U aKTYaJIM3MPAHETO HA CHCTEMHA MPOIleIypa 3a aKTUBHO ChOMpaHe U
MperJie]] Ha HaTpyNaHusl OIUT OT W3EJHsI, KOUTO T€ MyCKaT Ha ma3apa, MpeJI0CTaBIT Ha
na3apa WM IMyCcKarT B JIeHiCTBHE, C LeJ Ja C€ YCTAaHOBH JIAJIM € HY>KHO He3a0aBHOTO

MpUJIaraHe Ha €BEHTYaJHU HEOOXOAUMHU KOPUTHPALLY WM IPEBAHTUBHU JEHCTBUS;
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64)

65)

66)

67)

68)

,»HaJ30p Ha Maszapa‘“ 03Ha4aBa U3BbPLICHUTE NCUHOCTU U IPEANPUETUTE MEPKH OT
OpraHuTe Ha IyOJUYHATA BIACT C LIeJ J1a Ce IPOBEPU U J1a C€ TapaHTUpa, 4ye U3AeIusITa
CBhOTBETCTBAT HA U3MCKBAHUATA, ONIPENIEIICHH OT CbOTBETHOTO 3aKOHOAATENCTBO Ha Chro3a
3a XapMOHU3AIMs, U Y€ He IPEJCTAaBIABAT OMACHOCT 3a 3/JpaBeTo, 0€30MacHOCTTa UIIH 3a

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

,,I/I33€MBaHe“ O3Ha4daBa BCiIKa MspPKa, HCJdlIa BPbIIaAHCTO Ha U3ACJTINEC, KOCTO BEYC € ouito

MPEA0CTaBEHO HA KpaHMsI TOTPEOUTEIT;

,,HSTCFHHHG“ O3Ha4daBa BCiIKa MsApPKa, Hejdina mMpeaoTBpaTABaHETO HAa IIO-HATATBITHOTO

IpeaOCTABAHC Ha Ia3apa Ha U3ACIIUC, KOCTO € BbB BEpUT'aTa HA JOCTABKA,

,,AHITUJICHT 03HauaBa BCAKO HEMPABIIHO (PYHKIIMOHUPAHE WM BIIOIIABaHE HA
XapaKTEPUCTUKUTE WUJIU ACHCTBUETO HA U3/ENINEe, KOETO € MPeIOCTaBEHO Ha ma3apa,
BKJTIOYMTEITHO TPEIIHA yHoTpeda, IbKallla ce Ha EPrOHOMUYHHUTE XapaKTEPUCTUKH, KAKTO
1 BCSIKO HECHOTBETCTBHUE B IIPEIOCTABEHATA OT MPOU3BOAUTENS HH(POPMAIIUS U BCSIKa
Bpe€ia, KOSITO € CIEACTBUE OT MEIMIIMHCKO PEIICHUE, TPEANPUETO WIIH HEMPEATPUETO
NeiicTBIE Bb3 OCHOBA HAa MH(OPMALINA WK pe3ynTaT(H), HOTyUeHHU C IOMOIITa Ha

HU3JIEINETO;

,,CCPHUO3CH I/IHI_II/IIIGHT“ O3HadaBa BCCKM MHIIUACHT, KOMTO MPAKO HUJIN HCIIPSAKO € JOBCII,

MOJKE J1a € TOBEJ MM OM MOT'BJI J]a TOBEJIE /IO HAKOE OT CIECTHUTE CHOUTHS:
a)  CMBPT Ha MALUCHT, TOTPEOUTEN I IPYTO JIUILIE,

6) BPEMCHHO WJIN TpaﬁHO CCPUO3HO YBPCIKAAHC HA 3APABOCIIOBHOTO CbCTOSAHUC HA

NannucHT, HOTpC6I/ITeJI WJIN APYTO JIUIE,

B)  CepHO3Ha 3ariaxa 3a 00IIeCTBEHOTO 3/]PaBe;
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69)

70)

71)

72)

73)

74)

,,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 3a00JISIBaHE, 32 KOETO MOXKE JIa ce
HAJIOXKU He3a0aBHO 03PaBUTEITHO JACHCTBUE, U KOSTO MOJXKE J1a IPUYMHU 3HAYUTEITHA
32160JICB3.CMOCT NN CM’prHOCT cpen HaCCJICHUCTO, NJIN KOCTO UMa HGOGI/I‘-IaCH Nniin

HCOYAaKBaH XapaKTCP 3a CbOTBETHOTO MACTO U BPEMC,;

,,KOPUTHPAIIO IEHCTBHE  O3HA4YaBa JICUCTBUE 32 OTCTPAHsABAHE HA IPUYMHATA 3a
MOTEHIIMATIHO WM JEHCTBUTEIHO HECHOTBETCTBHE C U3UCKBAHMATA WM Ipyra HE)KElaHa

CUTyalus;

,,KOPUTHPAIIO JACHCTBUE BB BPb3Ka ¢ 0€30MacHOCTTA™ 03HaYaBa KOPUTUPAIIO ICHCTBHE,
MPEIIPUETO OT IMPOU3BOJUTES 110 TEXHUYECKH WIM MEAULMHCKH ChOOPaXeHUS 32
MIPEIOTBPATABAHE WM HaMaJIsiBaHE Ha pUCKA OT CEPHO3EH MHIUACHT, CBBbpP3aH C

IpeaoCTaBCHO Ha ma3apa U3ACIUC,

,»TIPEAyNpexIeHIE BB Bpb3Ka ¢ 0€30MaCHOCTTA™ 03HaYaBa ChOOIIEHUETO, U3IIPATEHO OT
MIPOU3BOJIUTEIIS IO MIOTPEOUTEIUTE MK KIIMEHTUTE OTHOCHO KOPUTHPAIIO JCHCTBUE BHB

BpPb3Ka C 6630H3CHOCTT3;

,»XapMOHM3HUPaH CTaHAApT"* 03Ha4YaBa €BPONEICKU CTaHIAPT, KAKTO € OIPENEIIEH B UIEH 2,

Touka 1, Oyksa B) ot Permament (EC) Ne 1025/2012;

,00mu crienudukanuu’ (OC) o3HauaBa HAOOP OT TEXHUYECKHU W/WITH KIUHUIHU
W3UCKBaHUS, Pa3JIMYHK OT CTAHJAPT, KOUTO JaBaT Bb3MOXKHOCT 32 U3IIBJIHECHUE Ha

MPaBHUTC 3aIbJIZKCHHUS BbB Bpb3Ka C U3JCIINEC, IIPOLEC U CUCTEMA.
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PA3IEJ 2

HOPMATHUBEH CTATYC HA IPOAYKTUTE U KOHCYJITALITUU

Ynen 3

Hopmamusen cmamyc na npooykmume

1. [To Hagne:xxHO 0OOCHOBAHO MCKaHE Ha AbpikaBa wieHka KoMucusra, cies KOHCyTanus
chC ch3aaaeHara cbriiacHo wieH 103 ot Permament (EC) 2017/.. J Koopaunanmonna
rpyna no meaununckute uznaenus (KI'MU), onpenens upes akToBe 3a U3NBIHEHHUE AU
KOHKPETEH MPOIYKT, KATETOPUs WM IrpyIia IPOAyKTH MOMajia B 00XBaTa Ha
oTpeIeNICHUsTA 3a ,,MEIUIIMHCKO U3JIEJINE 32 UHBUTPO TUArHOCTHKA™ UITH
,»[IPUHAJIE)KHOCT 32 MEULIMHCKO U3EIUE 3a HHBUTPO AUArHoctuka“. Te3un akrose 3a
M3MIBJIHCHHE C€ TTPUEMaT B ChOTBETCTBUE C MIPOIIeIypaTa 1Mo pa3riekaaHe, IocoueHa B

uien 107, maparpad 3 oT HACTOALIUS PETrIaMeHT.

2. Komucusita Mmoxe cbIio Taka, o coOCTBeHa MHUIMATHUBA U ciell KoHcyaTamus ¢ KI'MU,
7la B3€Ma 4pe3 aKTOBE 3a U3IIBIHCHUE PEIISHUS 110 BBIIPOCUTE, TOCOYeHH B maparpad 1 ot
HACTOSIIUS WiICeH. Te3n akTOBE 3a U3ITBJIHEHUE Ce TTPUEMAT B ChOTBETCTBUE C IIPOLIeIypaTa

0 pasriiexaane, nocodeHa B wien 107, maparpad 3.

* OB: mo:s BbBezieTe cepuiiHus HoMep Ha periamenTa ot oK. ST 10728/16.
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3. Komucusita ocurypsiBa oOMeHa Ha €KCIIEPTHH 3HAHUS MEXKIY IbPKaBUTE YJICHKH B
obJyacTTa Ha MEIUITMHCKHUTE U3/CIIHS 32 MHBUTPO TUArHOCTHKA, MEIUITUHCKUTE U3CIIHS,
JIEKapCTBEHUTE MPOAYKTH, YOBEIIKUTE ThKAHU U KJIETKH, KO3METUYHUTE MPOIYKTH,
OMOLUANTE, XPAHUTE U aKO € HEOOXOAUMO — APYTH MPOAYKTH, 32 Aa OMPEIeIs

LeJIeChOOpa3HUs HOPMAaTHUBEH CTaTyC Ha MPOAYKT UM KaTeropys WK TPpyIia MPOTyKTH.

4. [Ipu pasuckBaHusATa OTHOCHO BB3MOKHHSI HOPMATUBEH CTATyC KAaTO U3/JEIUE Ha
MPOAYKTHUTE, BKJIIOUBALIH JIEKAPCTBEHH MPOTYKTH, YOBEIIKH ThKAHU U KJIETKH, OMOLM N
WJIM XPAHUTEIHU MPOLYKTH, KoMucusaTa rapanTipa noaxoAs1o HUBO Ha KOHCYJITALAU C
EBporneiickara arennus no nexkapctBata (EMA), EBponeiickata areHius mo XuMHKaIl

(ECHA) u EBpornetickus opras 3a 6e3onacHoct Ha xpanute (EOBX), ciopen ciydas.

Ynen 4

l'enemuuna ungopmayus, Koncyrmupaue u UHGOPMUPAHO Cveracue

1. JIbpkaBUTE WIEHKU TapaHTUPAT, Y€ KOraTo FTeHETUYEH TeCT Ce U3I0JI3Ba 3a JIMLA B
KOHTEKCTa Ha 37IpaBHO 0OCITy>KBaHE, KAaKTO € OIMPE/ICJICHO B WieH 3, OyKkBa a) OT
HupextuBa 2011/24/EC na EBponeiickus napJaMeHT U Ha CwBera', ¥ 32 MEIUIHHCKHITE
LIeJIM Ha TUarHOCTHKATa, OJ00pSBaHETO Ha JICUSHUETO, IPOTHO3HO U NMPEHATAIHO
U3MUTBaHE, Ha JUIIETO, TIOJJI0KEHO Ha U3MUTBAHETO, UM KOTaTo € MPUIIOKUMO — Ha
HETrOBHs 3aKOHHO OIPEIEIICH MPEACTaBUTEN, CE IPEIOCTABS MOAXO0AsIa HHPOpMaALUs

OTHOCHO CBHOTBETHO XapaKTEpa, 3HAUCHUCTO U MOCIICAUIIUTE OT TCHCTUYHUA TCCT.

Hupextusa 2011/24/EC na EBponeiickus napiaamenT u Ha CbBeta oT 9 mapt 2011 1. 32
yIpaxHsIBaHE Ha MpaBaTa Ha MalMEeHTUTE MIPU TPAaHCTPAaHUYHO 37paBHO oOciyxBaHe (OB L
88,4.4.2011 r., cTp. 45).
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B xonTeKCcTa Ha 3aIBIHKEHUATA, MOCOYEHH B aparpad 1, 1bp)kaBUTE WICHKH rapaHTUparT,
MO-CIENHUATHO, Y€ € HAJIUIIE MOAXOISII JOCTHI A0 KOHCYJITAIIMU B CIIy4al Ha U3IOJI3BaHE
Ha TEHETUYHH TECTOBE, KOUTO OCUTYpsABAT MH(OpMAIIKA 32 TeHETUYHATA
MPeIPa3MnoIoKeHOCT KbM KIMHUYHHU ChCTOSTHUS /WU 3200 IsIBAaHUS, KOUTO OOMKHOBEHO

CC CUUTAT 3a HCJICUHUMU MMPEABU]] CbCTOSAHNUCTO HA HAYKATa U TCXHOJIOTHUTC.

[Taparpad 2 He ce mpuiiara B ciiydauTe, B KOUTO IMAarHO3aTa Ha KIMHUYHOTO ChCTOSTHUE
W/uny Ha 3a00JIIBAaHETO, OT KOUTO € BeYe M3BECTHO, Y€ CTPaJa MOUI0KEHOTO Ha
W3IUTBAHETO JIUIIE, € TOTBHP/ICHA OT TEHETUYCH TECT, KAKTO U B CIIyYauTe, B KOUTO CE

H3I10JI13Ba ChIIBTCTBAIIIO U3ACIIHUC.

Huiio B HacTosmMs YI€H HE MPEMSITCTBA IbPKABUTE WICHKH J1a IPUEMAaT Wi Ja
MOJABPKAT MEPKH HA HALIMOHAIIHO PaBHHUILIE, KOUTO OCUTYpPSIBAT MO-TOJIsIMA 3alMTa HA

MaIMCHTUTEC, KOUTO Ca MMO-KOHKPECTHU UJIKU CEC OTHACAT O0 I/IH(l)OpMI/IpaHOTO ChbIJ1aCuc.
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I'nmasa Il
IIpenocraBsine HA Ma3apa U MyCKaHe B JelCTBHE
Ha U31eJMs, 3abJKEHUS] HA MKOHOMHUYECKUTE ONepaTopH,

MapkupoBka ,,CE*“, cB0001HO 1BUKeHUE

Ynen 5

Ilyckane na nazapa u nyckame 8 oeticmeue

1. W3nenusita Morar fa ce myckaT Ha Ia3apa WM J1a ce IycKar B JIeHCTBHE caMo aKo
OTrOBapAT HAa U3UCKBAHUATA IO HACTOSIIUS PETJIAMEHT, KOTaTo ca JOCTaBEHH IO
HAJUIeKHUS pell U ca MPABHJIHO MOHTHPAHU, MOJAbPKaHU U U3MOJI3BaHU ChITIACHO

NpeaAHA3HAUYCHUCTO CH.

2. Wznenusta 0TroBapsAT Ha NPUIOKUMUTE KbM TSIX OOIIM U3UCKBAHU 3a 0€30MacCHOCT U

I[CI\/JICTBI/IG, YCTaHOBCHH B IIPUIIOKCHHUEC I, KaTO C€ OTYMTA NPCAHAZHAYCHHUECTO UM.

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

BKJIIOYBA OILICHKA Ha JIEUCTBUETO B CHOTBETCTBHE C WICH S56.

4, I/ISI[GJ'II/I}ITEI, KOHUTO CC ITPOU3BEIKAAT U U3IIOJI3BAT B JIeueOHU 3aBCACHNA, C U3KJIIOYCHUC Ha

n3aCIusATa 3a U3IIMTBAHC Ha HeﬁCTBHeTO, CC CUUTAT 34 BCUC IIYCHATH B JeHUCTBUE.
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5. C u3KIIIOYCHNE Ha ChOTBETHHUTE OOITH M3UCKBAHUS 32 OE30TIACHOCT | JICHCTBHUE 110
NMpUJIOXKEeHHE [, N3NCKBAaHUATA IO HACTOSIINS PETJIAMEHT HE Ce TIpUIIarar 3a U3zeius,
MIPOM3BEICHU U M3MOJI3BaHH caMO B JiedeOHU 3aBe/leHus], ycTaHoBeHH B Cbhl03a, B cllydaid
4e ca U3MBJIHCHU BCUUKH YCIIOBHUS TIO-/I0JTY:

a)  U3IeNHATa HE ca MPEXBBPJICHH Ha APYT MPABEH CYOCKT;

0) TPOM3BOJACTBOTO M YNOTpeOaTa Ha U3IENUATA CE€ U3BBPIIBAT B PAMKHUTE HA
MIOJIXOJISATIA CHUCTEMHU 32 YIIPaBJICHUE HA KAYeCTBOTO;

B) nabopatopusra Ha JedeOHOTO 3aBeaeHue otroBaps Ha ctanaapt EN ISO 15189 nnm,
aKo € IMPUJIOKUMO, Ha HAITMOHATHUTE Pa3nope0on, BKIFOYUTEITHO Ha HAIIMOHATHUTE
pasnopeadou OTHOCHO aKpeIUTAIIHITA;

r)  Je4eOHOTO 3aBeJicHNEe 0OOCHOBABA B JOKYMEHTAIIHSITA CH, Y€ OCOOCHHTE
OTPEOHOCTH HA IeJIeBaTa rpyna ManueHTH He MoraT Ja ObaaT 3aJI0BOJICHU WITH HE
Morar Ja ObJIaT 3aI0BOJICHU TIPH TTOAXOISIIA CTETICH Ha ICHCTBUE OT EKBHBAJICHTHO
U3JIeNNe, KOETO € MPEJOCTaBeHO Ha Ma3apa;

o)  Je4eOHOTO 3aBelICHHUE MPEOCTaBs P MOMCKBAHE HA CBOSI KOMIIETEHTEH OpraH
uH(pOpMAaIIMs OTHOCHO M3IOJI3BAHETO HA TE3U M3/CIHS, KOSITO BKIIFOUYBA 000CHOBKA
3a MPOU3BOJICTBOTO, MMPOMSHATA U yNoTpedaTa um;
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€)  J1IedeOHOTO 3aBEJCHUE U3rOTBs JIeKIapalysl, 4e e HalpaBy IyOJUYHO JOCTOSHUE

nH(dOopMaIys, BKIFOYBAIIA:
1) HAMMEHOBAHUETO U aJpeca Ha JIeYeOHOTO 3aBe/ICHUE MTPOU3BOIUTEIT;
i1)  HeoOXOIWMUTE IaHHU 32 UACHTU(DUIIUPAHETO HA U3/ICTUSATA;

1il)  JeKjIapamnus, 9e U3eusTa OTTOBapAT Ha OOIIMTE U3UCKBAHU 32 6€30MacHOCT
U JICWCTBUE, TIOCOYCHHU B IPHUIIOKEHUE | KbM HACTOSIIUS PETJIAMEHT, ¥ KOTaTO
€ TIPUIIOKUMO — WH(OPMAIIUS 32 U3UCKBAHUATA, KOUTO HE Ca CIIa3eHU H3ISUIO,

C MOTHBHpaHa 000CHOBKa 3a TOBA,

)  TI0 OTHOIIIGHUE Ha U3JETHATa OT Kiac D, B CbOTBETCTBUE C MpaBUiIaTa, ChIbpPKAIIN
ce B npuioxenue VIII, neueOGHOTO 3aBeieHNE U3TOTBSI IOKYMEHTAIINS, TT03BOJISIBAIIA
3aII03HABAHETO C IMPOU3BOACTBEHUTE CHOPBKEHUS, TPOU3BOICTBEHHUS IPOLIEC,
MPOEKTUPAHETO U TAHHUTE 3a ACHUCTBUETO HA U3MIECIUSTA, BKIFOUYUTEITHO
MpeHA3HAYEHUETO UM, U KOSITO € JOCTaThYHO MOAPOOHA, TaKa 4e /1a ce aaje
BB3MOKHOCT Ha KOMIIETEHTHHUS OPTaH Jia CE YBEPH, Y€ ca M3IIBIHCHHU OOIIUTE
U3HUCKBaHU 3a 6€30MacCHOCT U ACHCTBUE O MPHIOKEeHHE | KbM HACTOSIIHS
pernamenT. [IbpkaBUTe YICHKH MOTaT Ja TIpujlaraT Ta3u pasrnopenda u 3a u3aeausTa
oT kiac A, kiac B wnu kinac C, B CbOTBETCTBHE C MPaBUIIaTa, yCTAHOBEHU B

npwioxenue VIII;

3)  J1e4eOHOTO 3aBeJICHUE B3eMa BCUUKH HEOOXOIUMHU MEPKH, 3a Jla TapaHTHUPa, Y€
BCUYKH U3JICNIUS CE MTPOU3BEXKIAT B ChOTBETCTBHE C JIOKYMEHTAIIUATA, [IOCOYCHA B

OyKBa X); U
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1)  1e4eOHOTO 3aBeJCHUE MPaBU IPETJIE] Ha ONUTa, IPUA0OUT OT KIIMHUYHATA yroTpeda

Ha U3JIeTUATA, ¥ B3eMa BCHIKHA HEOOXOAMMHU KOPUTHUPAIITH TCHCTBUSI.

I[”bp)KaBI/ITe YJICHKHW MOraT Ja U3MCKBAT OT TC3U JIeueOHU 3aBCACHUS a MIPCACTABAT HA
KOMIICTCHTHU OpraH BCAKAKBa JOIIBJIHUTCIIHA BaKHA I/IH(I)OpMaI_II/IH 3a U34CJIHUA,
MPOU3BCACHU U U3IIOJI3BAHU HA TAXHA TCPUTOPHA. I[’bp)l(aBI/ITe YICHKU 3aI1a3BaTt MMpaBOTO
CH J1a orpaHruvaBaTt Mpou3BOACTBOTO U y1'IOTp66aTa Ha BCCKH KOHKPCTCH TUII TAKHWBa

u3aCIda U UMaT JOCTHII € LECJI MHCIICKTUPAHE Ha HeﬁHOCTTa Ha JIeueOHUTE 3aBCICHHA.

HacrosimusaT naparpad He ce npusara 3a U37ens, KOUTO Ce MPOU3BEXKAAT B IPOMUIILICHU

maradou.

C uen fa ce rapaHTupa €IHAKBOTO ITpuiiaraie Ha npuioskenue I Komucusita moxe na
IpreMa aKTOBE 3a M3IBIHEHUE, TOKOJIKOTO TOBAa € HEOOXOUMO 3a pa3peliaBaHe Ha
poOJIEMH, CBBP3aHU C PA3IMYHOTO THIKYBaHE M MPHUJIAraHeTo Ha MpaKkTuKa. Te3n akToBe
3a U3II'BJIHEHHE CE NIPHUEMAT B CbOTBETCTBHE € MPOLEypaTa o pas3riiekaaHe, I0COYeHa B

ynen 107, maparpad 3.

Ynen 6

IIpodascou om pazcmosnue

Wznenusta, mpeqocTaBsHU HA GU3UUECKO WIIH IOPUINYECKO JIUIE, ycTaHOBEHO B Chi03a,
9pe3 yCIIyTH Ha HHPOPMAITMOHHOTO OOIIECTBO 10 CMHCHIA Ha WieH |, maparpad 1,
oyksa 0) ot lupextusa (EC) 2015/1535, TpsiOBa 1a OTroBapsAT Ha M3UCKBAaHUATA Ha

HaCTOAUA pCTIIaMCHT.
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be3 na ce 3acsira HaIMOHATHOTO NPABO, CBBP3aHO C YIIPAKHABAHETO HA JIEKapcKara
npodecus, n3aennuaTa, KOUTO He ce IMycKaT Ha 1a3apa, HO Ce M3II0JI3BaT CPEelly 3alaniane
win Oe3IUIaTHO B PAMKUTE Ha THPTrOBCKA JACHHOCT 3a MPEIOCTaBsIHE Ha AUATHOCTHYHA WU
TepareBTHYHA yCIyra IOCPEICTBOM YCIYyTH Ha HH(POPMAIIHOHHOTO OOIIECTBO 110 CMUCHIIA
Ha wieH 1, maparpad 1, 6yksa 6) ot HAupextuna (EC) 2015/1535 umu upe3 apyro
KOMYHHUKAITHOHHO CPEJICTBO, MPSIKO WIIM Ype3 TIOCPETHHIIN, Ha (PU3NIECKO HITH
IOPUINYECKO JIUIe, ycTaHOBEHO B ChI03a, TPSOBA J]a OTTOBAPSAT Ha M3UCKBAHUATA HA

HACTOAIIMA PECTrIIaMCHT.

[Ipu nonckBaHe OT KOMIIETEHTEH OpraH BCSAKO (PM3NYECKO WU FOPUANYECKO JIULE, KOETO
npejyIara u3JeNus B CbOTBETCTBHE ¢ Maparpad 1 uiu npenocraBs yCIyrd B CbOTBETCTBUE
c maparpad 2, npeacrass konue oT EC nexiapanusra 3a CbOTBETCTBHE HA BBIIPOCHOTO

n3aciunc.

OT chroOpaxkeHHs 3a Olla3BaHe Ha OOIIECCTBEHOTO 3/IpaBe JbprkaBa WICHKA MOXKE JIa U3UCKA
OT JJOCTABYUK Ha YCIYTH Ha HMH(OOPMAIIMOHHOTO OOIIECTBO 10 CMUCHIIA Ha YICH 1,

naparpag 1, Oyksa 0) ot JJupextusa (EC) 2015/1535 na npeycraHoBH CBOSITa AEHHOCT.
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Ynen 7

Tevpoenus

HpI/I CTUKCTUPAHCTO, U3rOTBAHCTO HAa HHCTPYKIIUHUTEC 34 yHOTpeGa, IpeaAOCTABAHCTO, ITYCKAHECTO B

JIEUCTBUE U PCKIIaMUPAHCTO Ha U3JCIINA € 3a6paHeH0 H3I10JI3BAHETO HAa TCKCTOBC, HAMMCHOBAHMU,

THPrOBCKU MapKu, M300pakeHus1, pUrypaTUBHU WM IPYTH 3HAIM, KOUTO MOTaT Ja BbBEAAT B

3216J'Iy>KI[eHI/Ie HOTp€6I/ITeJ'I$I WJIK MalyeHTa 110 OTHOICHUC HAa IMPEAHA3HAYCHUCTO, 0e30IacHOCTTa U

JIEMCTBUETO HA M3JECINETO, KaTo:

a) MPUMKCBAT HA U3JENUETO (PYHKIIMU U CBOMCTBA, KAKBUTO TO HAMA;

0) Ch3/1aBAT HEBSIPHO BIIEUATIICHUE BbB BPBh3Ka C JICUEHUETO WM JUArHOCTHIIMPAHETO U 32
(YHKIIMY WA CBOMCTBA, KAKBUTO U3JICTTUETO HAMA;

B) He JaBat nH(OpMAaNKs Ha TOTPEOUTENS WK TAIIMEHTa 32 Bh3MOXKHHUS PUCK, CBBP3aH C
M3I0JI3BAaHETO HA U3/EIIMETO B CHOTBETCTBUE C HEMOBOTO IPEIHA3HAYCHUE;

r) npeuiaraT IpUIoKEHUs Ha U3JIEJIUETO, KOUTO CE pa3indaBaT OT IOCOYEHUTE KAaTo 4acT OT
MpeAHA3HAYEHUETO MY, 3a KOETO € U3BBPIICHO OLICHSIBAHE HA ChOTBETCTBUETO.
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Ynen 8

H3nonzeane na XAPMORU3UPAHU cmaHdapmu

3a HU3JC/INATA, KOUTO CbOTBCTCTBAT HA NPHUIIOKUMHUTE XaPMOHU3HUPAHU CTAHAAPTHU UIIN
CbOTBCTHUTC 4YaCTU OT TC3U CTAHAAPTH, JaHHUTEC 3a KOUTO Ca HY6JII/IKYB3HI/I B O¢M1/;MCZJZ€H
6€CNHUK HA E@poneﬁcmm Cbr03, C€ CUUTA, Y€ CbOTBCTCTBAT HA U3MCKBAHUATA 110

HaCcTOAIUA pCrilaMCHT, 00XBaHATHU OT TE3H CTaHJApTHU UJIK 4YaCTHU OT TAX.

H"pra AJIMHEA CC IpuJiara 1 KbM U3UCKBAHUATA 3@ CUCTCMHUTC UJIU ITPOLICCUTE, KOUTO
HUKOHOMUYECKHUTE OINCPaTOPH HUIIN CIIOHCOPUTE TpH6Ba Ja U3IIbJIHABAT B CbOTBETCTBUEC C
HAaCTOAIIUA PCTIIAMCHT, BKIIFOYHUTCIIHO CBbP3aHUTC CbC CUCTEMATA 34 YIIPABJICHUC HA
Ka4uCeCTBOTO, YIIPABJICHUCTO HA PUCKA, CUCTEMATA 3a HAA30p CJIC MYCKAHC Ha Ma3apa,
U3IIHNTBAHUATA Ha I[GflCTBHGTO, KIIMHUYHHUTC JO0Ka3aTCJICTBA WX NPOCIICAABAHCTO HA

JICUCTBHUETO CIIe]T ITyCKaHe Ha Ta3apa.

Ilo3oBaBanusaTa B HACTOSIIIHS PEriIaMCHT Ha XapMOHHU3WPaHU CTAaHAAPTHU CC THJIIKYBAT KaTO
II030BaBaHUA Ha XapMOHHU3UPAHUTC CTAHAAPTHU, JAHHUTC 3a KOUTO Ca H}’6J'II/IKYB3HI/I B

Oguyuanen eecmnuk na Eeponetickus cvios.

Ilo30oBaBanusaTa B HACTOAIIUA PCTIIaMCHT HAa XapMOHU3HWPAHU CTAHAAPTHU BKJIKOYBAT U
MoHorpaduute Ha EBponeiickaTta gapmakornes, mpueTH B ChoTBeTCTBHE ¢ KOHBeHIMATA 32
paspaboTBaneTo Ha EBpomneiicka ¢apmakones, IpH yCIOBUE Y€ TAHHUTE 32 T€3U

MoHorpaduu ca nyonukyBauu B Oguyuanen éecmuuk na Egponetickus cvio3.
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Ynen 9
Obwu cneyugurayuu

KoraTo He chlecTByBaT XapMOHU3UPAHU CTAHIAPTH WM CbOTBETHUTE XapMOHHU3UPaHU
CTaHJIapTH HE ca JOCTAaThYHH MU KOTAaTO € He0OXOIUMO JIa Ce pellaBaT BhIIPOCH Ha
oOmecTBeHOTO 3apaBe, Komucusta, cien koncyaranus ¢ KI'MU, moxe nocpeactBom
aKTOBE 3a M3IIBJIHEHHUE Ja preMa oomu cnenudukanuu (OC) BbB Bph3Ka ¢ 00ITUTE
M3UCKBaHUS 32 0€30MACHOCT M IEUCTBHE MO MpUiIokeHue I, ¢ Texunyeckara
noxkymeHTanus no npuioxenus I u 11, ¢ onienkara Ha AEHCTBUETO U MPOCIIECISIBAHETO HA
JIEUCTBUETO CJIe] IIyCKaHe Ha nas3apa no npuioxenue XIII nim ¢ n3ucksanusrTa 3a
M3IUTBAaHUATA HA AercTBreTo 1o npuinokenue XIII. Te3u akrose 3a usnbiaHeHue ce
MpueMar B ChbOTBETCTBHUE C MPOLIeIypaTa 1o pasriexjaane, nocoueHa B wieH 107,

naparpad 3.

Cuwura ce, ye uzaenusara, kouto orrosapsaTt Ha OC mo maparpad 1, choTBETCTBAT Ha
M3HMCKBaHUSATA 110 HACTOSIINS perjiaMeHT, 0oxBaHaTu oT Te3u OC uiu OT ChOTBETHUTE

qaCTH OT TAX.

[IpouzBonurenute cnazpat OC no maparpad 1, ocBeH KOraTo HaJJIeKHO MOTaT Ja
JIOKaXKaT, 4e ca BB3IPHETHN PEIICHHs, OCUTYPSIBAILld HUBO HAa O€30MAaCHOCT U JICHCTBHE,

KOETO € Hall-MaJlko paBHOCTONHHO Ha ToBa oT OC.
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Ynen 10

Obwu 3a0va01ceHUs HA NPOU3BOOUmMeENUme

1. Koraro ITyCKaT Ha I1a3apa WUJin IMyCKarT B JEUCTBUE U3ACIUITa CH, MPOU3BOAUTCIINTC
rapaHTUpaT, 4€ TC Ca IMPOCKTUPAHU U NTPOU3BCIACHU B CbOTBCTCTBHUEC C UBNCKBAHUATA 110

HaCcTOAIUA pCriIaMCHT.

2. HpOI/I3BOI[I/IT€J'II/ITC Cb3aaBaT, JOKYMCHTHPAT, BbBCKIAT U NIOAAbPKAT CUCTEMA 3a

yIIpaBJICHHE Ha PHCKA, KAKTO € OIHMCAHO B pa3/iell 3 OT npriioxeHue 1.

3. [IponsBoguTENUTE U3BBPIIBAT OLICHKA HA JICHCTBUETO B CHOTBETCTBUE C U3UCKBAHMSATA 10
yieH 56 u npunoxenue XIII, BkimrounTenHo npociensBaHe Ha IEUCTBUETO Clel MMyCKaHe

Ha Tazapa.

4, HpOI/IBBOILI/ITGJII/ITe HU3TOTBAT U aKTYAJIU3UPAT TCXHUUCCKATa JOKYMCHTAIIUA 3a TC3U
n3acians. Texnndeckara JOKYMCHTal A Tp$[6Ba Ja I1I03BOJIsIBA OILICHABAHCTO Ha
CHOTBETCTBUCTO HA U3ACIMECTO C UBMCKBAHHUATA 110 HACTOAIIHA PETIIaMCHT. Taznu

TEXHUYECKa JOKYMEHTAIMs BKIIIOYBA €IEMEHTUTE, TpeABuieHu B ipuioxxkeHus 1 u I11.

Ha Komucusita ce mpenoctassi mpaBOMOIIUETO Ja MpUeMa JIeJeTUpaHu aKTOBE B
choTBeTcTBUE ¢ WieH 108 3a usmenenue na npuioxenus Il u III ¢ ornen Ha TexHUUeCKus

nporpec.
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5. Korato cr0TBETCTBHETO C MPUITOKUMHUTC U3NUCKBAHHUA € JOKA3aHO YPE3 MPUIIOKHNMATa
mnmpoucaypa 3a OCHsABAHC HAa CbOTBETCTBUECTO, ITPOU3BOAUTCIIMTE HA U3ACIINA, PA3JIMYHU OT
n3aCausiaTa 3a U3IIMTBAHC Ha HeﬁCTBHeTO, m3rotaT EC ACKJIapalnuysa 3a CbOTBETCTBUC

CBIJIACHO WieH 17 ¥ HaHacAT MapKUpOBKara 3a cboTBeTcTBUE ,,CE® Mo unen 18.

6. [IpouzBoauTenuTe cna3Bar 3aAbIKEHUATA, CBbP3aHu cbe cucteMara 3a UDI no unen 24, u

3aIBJKEHUSTA 32 PETUCTPALINs, TOCOYCHH B ujieHOBe 26 u 28.

7. HpOI/I3BOI[I/IT€J'II/ITe ChbXpaHABAT Ha Pa3MOJIOKCHNUE HAa KOMIICTCHTHUTC OpraHn
TEXHUYCCKaTa JOKYMCHTAIW, EC ACKIapanuaTa 3a CbOTBETCTBUEC U, KO € IIPHUIIOKHUMO,
KOITMEC€ OT CbOTBCTHUA CepTI/I(i)I/IKaT, n3gaacH CbIJIaCHO YJICH 51, BKIIFOUHNTCIIHO BCUYKHU
HU3MCHCHUA U JOIIBJIIHCHUSA, 3a CPOK Hali-MaJIKO OT JIECeT TOJAMHM Cclie]] KaTO IMOCIEIHOTO

uznenue B ooxsata Ha EC nexnapanusra 3a CbOTBETCTBHE € OMJIO MyCHATO Ha Ta3apa.

HpI/I IMMOUCKBAHC OT KOMIICTCHTCH OPraH MPOU3BOAUTCIIAT MMPCACTAaBA, CbIJIAaCHO

IIOCOYCHOTO B HCKAHETO, ITbJIHATA TCXHUYCCKA JOKYMCHTAUA WA PE3IOME OT HEA.

3a 1a 1aje Bb3MOKHOCT Ha YITBJTHOMOILCHHUS CU IIPEACTABUTEN A U3IBIHABA 3aJa4NTe,
nocoudeHu B wieH 11, naparpad 3, mpou3BoAMUTEN C PErUCTPUPAHO MSICTO HA CTOMAHCKA
neiHocT u3BbH Chlo3a B3eMa HEOOXOAUMUTE MEPKH YITBIHOMOIICHUAT IPEACTaBUTEN /1a

HMa Ha MOCTOSIHHO PA3MOJIOKCHUC HGOGXOIII/IMaTa AOKYMCHTAal M.
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[IpouzBoguTenNTE rapaHTUPAT, Y€ Ca BbBEJCHHU MPOLIEAYPH, Upe3 KOUTO CEPUMHOTO
MIPOU3BOJICTBO /14 OCTAHE B ChOTBETCTBUE C U3MCKBAHMATA 110 HACTOSIUS PETJIAMEHT.
[IpomeHnuTe B mpoeKTa WIIM XapaKTEPUCTUKUTE HA MTPOIyKTa U U3MEHEHUSTA B
xapMoHu3upanuTe cranaapty win OC, upe3 no30BaBaHE HA KOUTO € JIEKJIApUPaHO
CHOTBETCTBUETO HA MPOAYKTA, CE B3€MAT MPEABU CBOEBPEMEHHO U 110 MOAXO/SIII HAYHH.
[TpouzBoauTennTe HA U3ACIUS, PA3IMYHU OT U3/CIIUATA 32 U3IUTBAHE HA JIEWCTBHUETO,
Ch3/1aBaT, JOKYMEHTUPAT, BbBEXK/IAT, OJIBPKAT, aKTYaJIM3UPAT U HEMTPEKHCHATO
Mo100psIBaT CUCTEMA 3a YIPABJIEHHE Ha KaU€CTBOTO, KOSITO OCUTYpsIBa ChOTBETCTBUE C
HACTOSIIUS PETJIAMEHT N0 Half-e()eKTUBEH HauMH, ChOTBETCTBAIIl HA THIA HA U3JIEITHETO U

KJ1aCa Ha U3CJIUCTO B 3aBUCUMOCT OT pUCKaA.

Cucremara 3a yrpaBjieHHE Ha Ka4eCTBOTO 00XBaIllja BCHUYKH YaCTH U €JICMEHTH Ha
OpraHM3allMOHHAaTa CTPYKTypa Ha JaJieH IPOU3BOUTEI, OTrOBapslia 3a Ka4eCTBOTO Ha
MPOLIECUTE, MPOLIEAYPUTE U U3IeTuATa. T5 ypexaa CTpyKTypaTa, OTTOBOPHOCTHUTE,
MIPOLIEypUTE, MIPOLIECUTE U YIIPABIECHCKUTE PECypcH, HEOOXOANMH 3a MpHIaraHe Ha
MIPUHIIMITATE U ICUCTBUATA 32 IOCTUTAHE HAa CHOTBETCTBUE C PA3NOPEIONTE HA HACTOSIIHIS

perJIaMeHT.
Cucremara 3a yrpaBJIeHHE Ha KA4YeCTBOTO 00XBalla Haii-MaJIKO CJICIHUTE acTIeKTH:

a)  CTparerus 3a CbOTBETCTBHE C HOPMATUBHUTE W3UCKBAHMUS, BKIIFOUUTEITHO CITIa3BaHE
Ha MPOIIeIypUTE 3a OLICHSIBaHE Ha ChOTBETCTBUETO U MPOLEAYPHUTE 3a YIPaBICHUE

Ha IPOMCHUTC HAa U3ACIIUsATA, 00XBaHATH OT CHUCTEMATa,
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0) ompeneisHE HA MPUIOKUMUTE OOIIN U3UCKBAHUS 3a 0€30MIACHOCT U ICUCTBUE U
IpOYyYBaHE Ha Bb3MOKHOCTUTE 3a BbBEXK/1aHE HA TE3U U3UCKBAHMUS;

B)  OTIOBOPHOCT Ha PBKOBOJICTBOTO;

I)  yIpaBlIeHUE Ha PeCypCHTe, BKIIIOUUTETHO 000pa U KOHTPOJIa Ha JOCTABUUIIUTE U
NOU3IIBIHUTEIIHNTE;

J)  yIpaBJIEHHE Ha pUCKa CBHIIIACHO MOCOYEHOTO B pa3zel 3 oT npuioxeHue I;

€)  OICHKa Ha JEHCTBUETO B CHOTBETCTBUE C WwieH 56 u npuinoxenue XIII,
BKJIIOYHUTEIIHO NIPOCIIEIBAHETO HA AEUCTBUETO CIIel IIyCKaHe Ha ma3apa;

K)  peanM3anus Ha MPOAYKTUTE, BKIOUUTEIHO MJIaHUPaHe, IPOEKTUPAHE,
pa3paboTBaHe, MPOU3BOICTBO U OOCITYKBaHE;

3)  nposepka Ha UDI, onpenenenu B cboTBeTCTBHE ¢ WiieH 24, maparpad 3, 3a
CBHOTBETHUTE U3/EINs, TaKa Y€ Ja C€ TapaHTHpa ChIIaCYBaHOCT U BaJUIHOCT Ha
nH(popMaIusATa, Ipe0CTaBsiHa B ChOTBETCTBUE C WiieH 26;

1)  Cb3/laBaHe, BbBEXKJAHE U NOJAbPKAaHE HA CHCTEMa 3a HaA30p ciell IyCKaHe Ha
na3apa B CbOTBETCTBUE C WJieH 78;

)  KOMYHHUKAIHs C KOMIIETEHTHUTE OpraHy, HOTU(GHUIMPAHUTE OpPTraHH, APYTH
MKOHOMHYECKH ONEPATOPH, KIMEHTH W/ UIIH JPYTH 3aUHTEPECOBAHH CTPaHHU;
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K) MPOLECH 3a JOKJIAJBAHE 32 CEPUO3HU MHLIHUICHTH U KOPUTUPALIU JEHCTBUS BbB

BpPB3Ka C 0e30IMacHOCTTa B KOHTEKCTA Ha IMpOCICAABAHCTO HA 6630HaCHOCTTa;

J'I) YHOPABJICHUC HA KOPUTHUPAIITUTC U IIPCBAHTUBHUTC JEUCTBUS U IMPOBEPKaA HA TAXHATA

e(heKTUBHOCT;

M)  TpoIlecH 3a HaONIOJICHHE U U3MEpPBaHe Ha PE3yJITaTUTE, 32 aHAJIM3 HA TaHHHUTE U 3a

YCBBBPUICHCTBAHC HA MMPOAYKTHUTE.

9. HpOI/I3BOI[I/IT€J'II/ITe Ha U3ACJIUA BbBCKIAT U aKTyaJIU3UpPAT CUCTEMATA 3a HAA30P CIICA

MyCKaHe Ha Ma3apa B CbOTBETCTBHE WJIeH /8.

10. [Ipou3BoaUTENAT rapaHTUPA, Y€ U3JIETHETO € MPUAPYKEHO OT HHPOpMAIUATa, TOCOYCHA B
paznen 20 ot nmpunoxkenue I, Ha opunmaneH(an) e3uk (1u) Ha Chro3a, onpenenceH(u) ot
IbpKaBaTa WICHKA, B KOSATO M3ACIMUETO C€ MPE0CTaBs Ha TOTPEOUTENS WK Ha MAlUeHTA.
EnemenTtute Ha eTukera TpsOBa Aa ObJAT HEUZTUIMUMHU, JICCHU 32 YETCHE U SICHU 3a

pazOupane 3a 1eneBust MOTPEOUTEI WU TTAI[UCHT.

Nudopmanusra, npeacTaBsHa cwriiacHo pasaen 20 ot npuwioxenue I ¢ u3genusra 3a
caMOTeCTBaHe WM TECTBaHE Ha MACTO, € JIECHO pa30upaema U ce MpeocTaBs Ha
odunmaneH(an) e3uk (un) Ha Chro3a, onpeneiacH(1) OT Abp)KaBaTa YWICHKA, B KOSTO

n3aCIncTO JOCTHUTIa 10 HOTpGGI/ITCJISI Wiy nmannyucHTa.
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11.

12.

13.

[Tpon3BouTEH, KOUTO CYMTAT WIM UMAT OCHOBAHUE JIa CUUTAT, Y€ JAJICHO U3JIeIIHE,
KOETO ca ITyCHAJIM Ha Ia3apa WK ca IyCHAJIH B JCHCTBUE, HE ChOTBETCTBA HA HACTOSIIUS
periaMeHT, He3a0aBHO MPEANPHEMaT HEOOXOJUMHUTE KOPUTUPALIH JCHCTBUS, 3a J1a
MPHUBEIAT U3ICIIUETO B ChOTBETCTBUE, J]a IO U3TETJISIT WK J1a TO U33eMarT, ako €
HeoOxomumo. Te nHPOpMUpAT AUCTPUOYTOPUTE HA BBIIPOCHOTO U3JCIUE U, aKO €

MPUITOKUMO, YITBJIHOMOIICHHUA IMPEACTABUTEI U BHOCUTCIIMTC 110 CbOTBCTHUA HAYWH.

Korato u3genuero mpeacTaBisiBa CEpHO3EH PUCK, TPOU3BOAUTETUTE HHOPMUPAT
He3a0aBHO KOMIIETEHTHUTE OPraHu Ha IbPKABUTE YJICHKHU, B KOUTO ca MPEI0CTaBUIN
W3JIEJNETO U, aKO € MPUII0KUMO, HOTU(DUIIMPAHUS OpraH, u3Aal cepTuduKar 3a U3AeITUETO
B ChOTBETCTBHE C WieH 51, Mmo-crenuanHo 3a HEChOTBETCTBUETO C U3UCKBAHUSATA U 32

BCUYKH IPEINPUETH KOPUTHPALIHU IEUCTBUS.

HpOI/I3BOI[I/IT€J'II/IT€ H310JI3BAT CUCTEMA 3a pCruCTpaird U JOKJIaABAHC 3a MHIOUACHTHU U

KOPUTHPAIIU JEHCTBUS BbB BPb3Ka ¢ 0€30MIaCHOCTTa B CHOTBETCTBHUE C WieHOBE 82 u §3.

[IpousBoauTenure, Npy NOUCKBaHE OT KOMIIETEHTEH OpPraH, My MPEeI0CTaBsT Lisy1aTa
nH(popManus U JOKyMEHTaIHsI, HeoO0XouMa 3a JOKa3BaHE Ha ChOTBETCTBUETO HA
W3JIeNeTo, Ha oduImaieH e3uk Ha Chro3a, ONpe/IeieH OT ChOTBETHATA Abp)KaBa YJICHKA.
KoMrmieTeHTHHST opraH Ha IbpKaBaTa YICHKA, KbIAECTO MPOU3BOAUTEIST UMa
PEruCTpUPAHO MSICTO Ha CTOMAHCKA IEMHOCT, MOXKE J1a TOMCKA MTPOU3BOAUTEIIST J1a
ocurypu 6e3miaTHo 00pasly OT U3JIEIUETO WK, aKO TOBA HE € OCHILIECTBUMO, Aa
MIPeIOCTaBH JIOCTHII A0 u3aenuero. [IpousBoaurennure oka3Bar ChACHCTBUE Ha
KOMITETEHTHHSI OpraH, 10 HETOBO MCKaHEe, MIPH BCSIKO KOPUTHUPAILO ACHCTBUE, MPEAIPUETO
3a OTCTpaHsIBaHE UJIM aKO TOBA HE € Bb3MOXKHO — 32 OTpaHWYaBaHE HAa PUCKOBETE,

CBBpP3aHHu C U3ACIMATA, KOUTO TC Ca ITyCHAJIM Ha IMa3apa UJIn B JIeficTBHE.
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AKO IpOM3BOJUTENAT HE OKa3Ba ChACHCTBUE UM MPEJOCTaBeHaTa HHPOpMALHS U
JOKYMEHTAlUs € HEITbIHA WM HETOYHA, KOMIIETEHTHHUAT OpraH MOXKeE, ¢ L€l OCUTypsABaHE
Ha OIa3BaHETO Ha OOIIECTBEHOTO 3/paBe U 0€30MacCHOCTTa Ha NAllUEHTHTE, J1a
npeanpuemMe HeoOX0AUMUTE MEPKH, 32 Ja 3a0paHu I OIPaHUYH NPEIOCTaBIHETO Ha
W3/1eJINETO Ha CBOSI HALIMOHAJICH Ia3ap, Ja U3TEIVIM U3ACIIMEeTO OT TO3HU Ia3ap Wi 1a ro
n33eMe, JOKATO MPOU3BOIUTENAT HE OKaXKe ChICHCTBUE WM HE IIPEAOCTABH ITbJIHA U

TOYHA WH(POPMAIIHS.

AKO KOMIIETCHTEH OpraH CYUTa MY UMa OCHOBAHHE Jja CUUTA, Y€ OIIPEIEICHO U3JEIINE €
MIPUYMHWIO BPEIH, TOU yJIECHSBA IIPEIOCTAaBIHETO HA ITIOCOYEHATA B IIbPBA alUHES
uHpopMaIKs U TOKYMEHTALUs TIPY TIOMCKBAHE OT MAIMEeHTa WU MOTPEOUTENIs, Ha KOTOTO
€BEHTYyaJIHO € Oniia MpUYMHEHA Bpea, U aKo € MPHJIOKUMO, Ha HETOBHSI IPaBOIIPUEMHUK,
Ha 3/IpaBHOOCUTYPHUTEIHOTO MY JIPY’KECTBO WM IPYTH TPETH JINLA, 34CETHATH OT BPEIUTE,
IIPUYMHEHU HA NallMeHTa UK oTpeduTens, 0e3 Aa ce 3acsraT IpaBuiaTa 3a 3alluTa Ha
JAHHUTE U, OCBEH aKO ITbPBOCTEIIEHEH OOIECTBEH HHTEPEC HE Hajlara OloBeCTsBaHe, 0e3

TOBA J1a 3acsra 3aluTaTra Ha I[paBaTa BbpXYy MHTCICKTyallHATa COOCTBEHOCT.

KomneTreHTHHUAT OpraH He € ITbXKEH 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.

14. Koraro npousBoauTenuTe ca Bb3JI0KWIM TPOSKTUPAHETO WIIN MPOU3BOACTBOTO Ha
W3JIeHsITa Ha APYTO IOPUINYECKO WM PU3UYECKO JHIle, MH(pOpMaluaTa 3a
CaMOJIMYHOCTTA Ha TOBA JIUIIE € YacT OT MH(OpMaNHsITa, KOSTO TpsiOBa Ja ce MpeaCcTaBu
ChIIIacHO wieH 27, maparpad 1.
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15.

OuU3NUECKUTE U IOPUANUECKUTE JIUIIA MOTaT J1a IPEAsSBABAT HCKOBE 3a 00E3IEeTEHNE 3a
Bpe/a, HaHECeHa OT J1e(heKTHO U3/elne, B CbOTBETCTBHE C MPHIIOKUMOTO IpaBo Ha Chio3a

U HAIMOHAJIHOTO IIPaBo.

ITo HaumH, chOOpPA3eH C Ki1aca B 3aBUCHMOCT OT PHCKA, THIIA HAa U3ICJIMETO M MaIaba Ha
OpCANpPUATUCTO, TPOU3SBOJUTCIIUTC MPCABHUKIAT MCPKHU 3a OCUTYPABAHC HA JOCTATHYHO
(bHHaHCOBO IMMOKPUTHUC ITO OTHOLMICHUC HAa MMOTCHIMAIHA OTTOBOPHOCT CHIJIACHO Z[I/IpeKTI/IBa
85/374/EVO, 6e3 na ce 3acsaraT Mo-CTPOTUTE MEPKH 3a 3aIlUTa CHIIIACHO HAIIHOHAITHOTO

paBo.

Ynen 11

Ynvanomowen npeocmasumen

Koraro MPOU3BOAUTCIIAT HA JaACHO U3ICJIUC HC € YCTAHOBCH B AbpPiKaBa YJICHKA,
N3ACIINETO MOXKE 1a 6’[)[[6 ITyCHATO Ha I1a3apa Ha Cnb103a caMo aKo IMPOU3BOAUTCIIAT

Onpeaciii €CAIUH-CAMHCTBCH YIIBJIHOMOIICH IIPEACTaBUTCII.

OHpeI[CJ'ISIHCTO npeacTaBIsiBa IBJTHOMOIIUMETO HA YITBJIHOMOLICHUA IMTPEACTABUTEII; TO €
BAJIMAHO CaMO IIPpU ITUCMEHO CBhITIACUC OT CTPAHA HA YII'BJIHOMOIICHUA NMIPEACTABUTCII U € B

cuja Hall-MaJIko 32 BCUYKHU H3ACIIHA OT €HAa U Chllla TCHCPpHUYHA I'pyIia U3ACIIUA.

yH’bHHOMOH_[eHI/ISIT NpCACTABUTCII U3IIbJIHABA 3aJaYUTC, OIIPCACIICHU B MIBJIHOMOIIIUCTO
MCKIAY HCTO U MPOU3BOAUTCIIA. HpI/I IMONUCKBAHEC YIIBJIHOMOIICHUAT MMPEACTABUTECIL

IpeaocTaBs KOMMKUE OT MBJIHOMOIMHUETO HA KOMIICTCHTHUSA OPraH.
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H"I)J'IHOMOHII/ICTO H3UCKBA OT YII'bJIHOMOIIICHUA MMPCACTABUTECI, 4 IPOU3BOJUTCIIAT MYy J1aBa

BB3MOXKXHOCT Ja U3BBPIIBaA Hali-MaJIko CJICAHUTE 3a/la4X BB BPb3Ka C U3ACIIUATA,

Imonagaliiyv B obxBara Ha OBJIHOMOIIHUCTO:

a)

6)

1)

Aa Cc€ yBEpH, 4c EC ACKJIapanusiaTa 3a CbOTBETCTBHUEC U TCXHUYCCKATA JOKYMCHTAUA
Ca U3roTBCHU U aKO € IMPUIOKUMO, Y€ CbOTBCTHATA IMPOLCAYpPa 3a OLICHABAHC Ha

CBOTBCTCTBUCTO € NPOBCACHA OT IIPOU3BOANUTECIIA,

Jla ChXpaHsBa Ha Pa3MNoJI0KEHHE Ha KOMIIETEHTHUTE OPraHy 3a cpoka 1o wieH 10,
naparpad 7 komue ot TexHudeckara qokymenTanus, EC nekmapanusra 3a
CHOTBETCTBHUE U, aKO € MPUII0KUMO — KOIHUE OT ChOTBETHUS cepTU(DUKAT, U3TATACH

CBhIJIaACHO YJICH 51, BKIIFOUUTCIIHO BCUYKH U3MCHCHUA U JOIIBJIHCHUA,

Jla cIa3Ba 3abJDKEHMSTA 32 pETUCTpaLysl 110 YJieH 28 U Ja IpoBepsABa Jalu

MPOU3BOAUTCIIAT € CIIA3UJI 3aABJDKCHHATA 3a pETUCTPALUs 110 YJICH 26,

B OTTOBOP Ha MCKAaHE OT KOMIIETEHTEH OpraH Ja My MpeAocTaBs Isiiata nHpopManus
U IOKyMEHTalusl, Heo0X0uMa 3a JI0Ka3BaHe Ha ChOTBETCTBUETO HA U3JIEIHETO, HA

Oq)I/II_II/IaJ'IeH C3HK Ha C’LIOSEI, OIIPEACIICH OT CbOTBCTHATA AbPiKABa HYJICHKA,

Jla TIpe/iaBa Ha MPOU3BOJIUTENS BCAKO UCKAHE OT KOMIIETEHTEH OpraH Ha JIbp)KaBaTa
YJICHKA, B KOATO YITbJIHOMOILCHUST MPEICTABUTEN UMA PETUCTPUPAHO MSICTO Ha
CTOIAHCKa JEMHOCT, 32 00pa3Iy WU IOCTHII 0 U3IEIHE U Ja IPOBEpsBa Jalln
KOMIIETEHTHUAT OpPTaH € MOJy4rsI 00pa3luTe WK My € MPEAOCTaBEeH TOCTHII 0

HU3CIUCTO,
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e) JAa CbTPYAHUYHU HA KOMIICTCHTHUTC OpraHy Mpu BCAKO MPEBAHTHBHO UJIU
KOPUTHPAIIO JEHCTBUE, MPEIIPUETO 32 OTCTPAHSIBAHE WIIM — aKO TOBA HE €

BB3MOKHO — 3a OI'paHNYaBaHC HA PUCKOBETEC, CBbP3aHU C U3ACIIUATA,

)I() He3a0aBHO Ja I/IHq)OpMI/Ipa MPOU3BOAUTCIIA 3a CUTHAJIM U NOKJIAAW OT MCAUINHCKN
CIICUaJInuCTH, IaiuCHTHU U HOTpGGI/ITeHH OTHOCHO IIpeamnojaracMu MHOUACHTU BbB

BPB3Ka € U3ACIIUC, 3a KOCTO TOM € YIO'BJIHOMOUICH MPEACTABUTCII,

3) Ja NpeKpaT IbJHOMOIIUECTO, AKO IMMPONU3BOAUTCIIAT I[eflCTBa B IIPOTUBOPECUUC CBC

3aBJDKCHUATA CH 110 HACTOAIIHNA PETIIaMCHT.

4, IIsnHOMOIIMETO TT0 naparpa(b 3or HACTOAINA YICH HEC BKIIKOYBA ACJICTUPAHCTO HA

3aIbIDKEHUsITA Ha TIpou3BoauTens 1o uieH 10, maparpadu 1,2, 3,4,5,6, 8,9, 10u 11.

5. be3 na ce 3acsra maparpad 4 OT HACTOSLIMS WIEH, B CIy4auTe, KOraTo MPOU3BOJAUTEINAT He
€ YCTaHOBEH B IbprKaBa YJICHKA U HE € U3ITBIHWI 33 /bJKEHUTA, IPpeIBUCHH B uieH 10,
YI'BJIHOMOUICHUSAT NPEACTaBUTEN HOCH IIPABHA OTTOBOPHOCT 3a 1e()eKTHUTE U3JEIUs Ha

CBIIOTO OCHOBAHUEC KATO IIPOU3BOJUTEIIA U COJIUAAPHO C HETO.

6. Y I'bIHOMOIIEH MTPEICTaBUTEN, KOMTO NMPEeKpaTsABa MbIHOMOIIMETO CH HA OCHOBaHHE
naparpag 3, Oyksa 3), He3a0aBHO MH()OPMHUPA KOMIIETEHTHHUSI OPTaH Ha JbpKaBaTa
YJICHKA, B KOSITO € YCTAHOBEH, U aKO € MPUJIOKUMO, HOTU(PHUIUPAHUS OPTaH, KOUTO €
y4acTBaJl B OICHSIBAHETO HA ChOTBETCTBHETO HA M3ACIHUETO, 3 MPEKPATSIBAHETO HA

II'BJIHOMOIIMETO U 3a IPUYUHUTE 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 MTPEICTAaBUTEIN C€ ONPEAECIIAT SICHO B
CIopazyMeHHe MEXKIY MPOU3BOJUTENS, KOTaTO € Bh3MOXKHO— JeHCTBAINS YITHITHOMOIICH
MpeACTaBUTEN, U CIAEABAIIMUS YITBIHOMOIILIECH MpeACcTaBUTEN. ToBa CriopazyMeHue ChabpkKa Kiay3u

Hal-MaJIKoO 3a:

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

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

0) JaTaTa, 10 KOSATO ICUCTBAIIMAT YIThTHOMOIIEH MPEACTaBUTEN MOXe Ja ObJe TOCOYBAH B

I/IH(i)OpMaLII/IHTa, MpeaocCTaBsaHa OT MPOU3BOJAUTCIIA, BKIIFOUUTCIIHO PCKIIAMHUTE MATCpUATIN;

B) MNPEXBBPIIAHCTO HA JOKYMCHTUTC, BKIIFOUUTCIIHO ACIICKTUTC BbB BPpb3Ka C

MOBCPUTCIHOCTTA U IIpaBaTa Ha COGCTBGHOCT;
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T) 3aIbJKEHUETO HA IEUCTBAIINS YITBTHOMOIIEH MPEICTABUTEN CIIE Kpasi Ha
ITETHOMOIITMETO J1a TIPEAaie Ha MPOU3BOAUTEIS I CIICABAIINS YITHTHOMOIIECH
MIPEICTaBUTEN BCUUKU CUTHAIU WM JOKIAAN OT MEIUIUHCKU CIIEIUAINCTH, TallUeHTH
WM MOTPeOUTENN OTHOCHO MPENoIaraéMH HHIIUACHTH BbB BPb3Ka C U3JENne, 3a 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 azapa u3zejine, BHOCUTEINTE IPOBEPSBAT aju:

a)  Ha U3JEJIMETO € HaHeceHa MapkupoBkaTta ,,CE® u e usrorsena EC nexnapanusara My

3a CbOTBCTCTBHUC,

0) TPOM3BOAMUTEIAT € UACHTU(HUIIUPAH U CHhIIAcHO wieH 11 mpousBoauTENAT €

onpeaAcINI YIIbJIHOMOIICH MMPEACTABUTCII;

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

0T HEOOXOIMMHUTE UHCTPYKIIMU 32 yIoTpeoda;

I)  aKo € IPUJI0KUMO, TponsBoauTesAar € onpeaenwt UDI cbriacHo unen 24.
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Koraro BHOCHTEN CUMTa WM MMa OCHOBAHME J]a CUUTA, Y€ NaJCHO U3JIEINE HE CbOTBETCTBA
Ha U3UCKBAHMATA HA HACTOSLIMS PErJIAMEHT, TOM HE ITyCKa U3ZCIINETO Ha Ia3apa, JOKaTo
TO HEe OBbJIe NPUBEACHO B ChOTBETCTBUE, U HH(POPMHUPA POU3BOAUTENS U YITBIHOMOIIEHUS
IIPEICTaBUTEN HAa IPOM3BOAUTENA. KOraro BHOCUTENAT CUMTA WIM NMa OCHOBAHUE J1a
CUNTa, Y€ U3JCJINETO MPEACTaBIsIBA CEPUO3EH PUCK WITH € (anmupuIupano, Tol
nH(popMHpa U KOMIIETEHTHHS OpPraH Ha JIbpKaBaTa 4JeHKa, B KOSITO € YCTaHOBEH

BHOCHUTCIIAT.

3. BHocurenure nocoyBaT BbpXy U3JEIUETO WU BbPXY HErOBaTa OMAKOBKA, WIN B
JOKYMEHT, IpUApY>KaBalll U3eIUETO, CBOETO UME, PETHUCTPUPAHO ThPIrOBCKO
HAaMMEHOBaHME WM PErHCTPUPaHa ThPrOBCKa MapKa, aapeca Ha PEeruCTPUPaHOTO UM
MSCTO Ha CTOIAHCKa IEMHOCT U aJipeca, Ha KOMTO MOKE Ja C€ OCBLIECTBH Bpb3Ka C THX,
TakKa 4e J1a € Bb3MOXKHO J1a C€ YCTAaHOBU MECTOHAaXOXKIEHUETO UM. Te rapaHTupar, ue
JOI'BJIHUTEITHUTE €TUKETU HE 3aKpUBaAT HH(POpMALMATA HA €THKETa, IPEAOCTaBEHA OT

IIPOU3BOAUTCIIA.

4. Brocurenure nposepsBaT AajId U3AEIUETO € PETUCTPUPAHO B CJIEKTPOHHATA CUCTEMA B
CBHOTBETCTBUE C WieH 26. BHocuTenuTe 100aBsAT CBOMTE JAHHU KbM PETUCTpAIUATA B

CBOTBETCTBHE C WieH 28.

5. BHocuTenure rapaHTHpPAT, Y€ JOKATO OTTOBAPSAT 3a IaJICHO M3JICNINE, YCIOBUITA Ha
ChXpaHEHHE WIH TPAHCTIOPTUPAHE HE 3aCTpaliaBaT HETOBOTO ChOTBETCTBUE C OOIIHUTE
W3UCKBaHUs 3a 0€30TMaCHOCT M JISHCTBHE TI0 IPUIIOKEHUE |, ¥ cria3BaT yCIIOBUATA,

OIIPCACIICHU OT IMPOU3BOAUTCIISA, AKO UMa TaKUBA.

10729/4/16 REV 4 78

BG



6. Brocurenute noaaAbpIKAT pEruCThbp HAa CUTHAJIINTC, HA HCCHOTBCTCTBALLIMTC 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, IMMOUCKAHAa OT THX, 3a a UM JaJlaT Bb3MOXHOCT Jad pa3CJICABAT CUT'HAJIUTC.

7. Koraro BHOCHTEN cunTa UM MMa OCHOBAHME J]a CUNTA, Y€ JAaJ€HO U3JIEIHE, KOETO €
ITyCHAaJ Ha M1a3apa, He CbOTBETCTBA HA U3MCKBAHMATA HA HACTOSAILNS PErVIAMEHT, TON
He3a0aBHO HH()OPMUPA IPOU3BOIUTENS M HETOBUS YITBITHOMOIIEH MTPEICTABUTEN.
BrocuTenure cu chTpyJHUYAT C IPOU3BOAUTEINS, YIIBIHOMOLICHHS IPEACTABUTEN HA
IIPOU3BOJUTEINS U KOMIIETCHTHUTE OPTaHH, 3a Jja FapaHTUupar, 4e € IpearpueTo
HE00XO0AMMOTO KOPUTUPAIIO JASHCTBHE 32 PUBEKIaHE HA U3JCITUETO B ChOTBETCTBHE, 32
HEroBOTO M3TEIVISIHE WM U33eMBaHe. Korato n3ienneTo npeacTaBiisBa CEpUO3EH PUCK, TE
nHpOpMHpAT He3a0aBHO KOMIIETEHTHUTE OPTaHU Ha IbP)KABUTE YWICHKH, B KOUTO Ca
MIPEJOCTaBIWIN U3AEIHETO, U AKO € MPHIIOKUMO — HOTH(GULIMPAHUS OpPTraH, U31all
cepTU(UKAT B CbOTBETCTBUE C WiIeH 51 32 BBIPOCHOTO U3/EIHE, KATO IPEAOCTABSIT
MOJPOOHHU aHHU, O-CHEIMATHO 32 HECHOTBETCTBUETO C U3MCKBAHUATA U 32 BCUUKH

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 a3apa, He3a0aBHO IMperpamar Ta3u HHGpopMaIus Ha IPOU3BOTUTEIS

" HCTOBHS YIIBJIHOMOIICH IIPEACTABUTCII.

9. 3a cpoka no wieH 10, maparpa¢ 7 BHocutenute cbxpanssar konue ot EC neknapanusra 3a
CBHOTBETCTBHUE H, aKO € TMPUIIOKUMO — KOTIHE OT ChbOTBETHHUS CEPTU(HKAT, U3aIeH

CbI'IaCHO YJICH 51, BKIIIOUHUTCIIHO BCUYKHU U3MECHCHUS U JOIIBJIHCHU .
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10. BHocurenure cu ChTpyJHHYAT C KOMIIETEHTHUTE OPTaHH, 110 HCKaHEe Ha Te€3W OpPTraHH, BbB
BpB3Ka C BCAKO JICHCTBHE, IPEANPHETO 32 OTCTPAHSABAHE WM, aKO HE € Bb3MOXKHO — 32
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

M37ETMETO MU aKO TOBA € HEOCHIIECTBUMO — IPEIOCTaBsI JOCTHII JI0 U3AETHETO.
Ynen 14
Obwu 3a0va0cenus Ha Oucmpudymopume

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

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

2. [Ipenu ga mpegocTaBsAT AaieHO U3JETHE Ha TTa3apa, TUCTPUOYTOpUTE IPOBEPSIBAT 1AM ca

HU3I'bJIHCHU BCUYKHU U3HUCKBAHUA ITO-A0TY:

a)  Ha M3JENHMeTO € HaHeceHa MapkupoBkaTta ,,CE*“ u e msrorsena EC geknaparusita my

34 CbOTBCTCTBUC |

0)  u3AenIHMeTo ce MpuApykaBa OT HH(POpPMALMATA, KOATO IPOU3BOAUTEIAT TPsIOBA 1a

MpeIoCTaBy B ChOoTBeTCTBHE ¢ wieH 10, maparpad 10;
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B) 3a BHCCCHHUTC U3CJTINA —BHOCUTCIIAT € CIIa3nWJI UBUCKBAHHUATA 110 YJICH 13,

naparpad 3;
I)  aKo e MPUJI0KUMO, Tpou3BoauTeNAT € onpeaenun UDI.

C uen na ce U3MBIHAT U3UCKBAHUATA, TIOCOUCHHU B IIbpBa alnHes, OYKBH a), 0) U T)
JUCTPUOYTOPHT MOXKE J1a IpHUiiara MeTo/1 Ha B3eMaHe Ha MpoOu, KOMTO € mpeACcTaBUTEIeH

3a U3JENHTA, TOCTABIHUA OT TO3U AUCTPUOYTOP.

Koraro nuctpuOyTopbT cunTa UM MMa OCHOBAHUE Ja CMATA, Y€ Ja/IeHO U3/IETIue He
CBHOTBETCTBA HA M3MCKBAHUATA HA HACTOSIIUS PErJIaMEHT, TOM He MPeI0CcTaBs U3eINETO
Ha Iasapa, J0KaTo To He Ob/ie IPUBEACHO B ChOTBETCTBUE, U HHPOPMHPA IPOU3BOAUTEIS
", aKO € IMPUJIIOKUMO, YIIBJIHOMOIICHUS NPCACTABUTCIT HA IIPOU3BOAUTCIIA, KAKTO U
BHocuTenst. Koraro III/ICTpI/IGyTOp'bT CUMTa UJIK UMa OCHOBAHHUC Ja CMsATaA, 4€ U3ACTIUCTO
MIPE/ICTaBIIsIBA CEPUO3€EH PUCK U € panmuuipano, Toi nHGOpMHUpPA U KOMIIETEHTHUS

OpraH Ha AbpiKaBaTa YJICHKA, B KOATO € YCTAHOBCH.

JuctpubyTopuTe rapaHTHpAT, Y€ TOKATO OTTOBApST 3a U3AEIUETO, YCIOBUATA Ha
ChXpaHEeHHE WM TPAHCTIOPTHPAHE OTrOBAPST HA YCIOBUATA, OMIPEICTICHH OT

TIPOU3BOAUTCIIA.
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4. JuctpubyTopute, KOUTO CUMTAT UM UMAT OCHOBAHHE J1a CUUTAT, U€ JaJCHO U3JeIue,
KOETO ca IMPe0CTaBUIIN Ha Ma3apa, He ChOTBETCTBA HA M3MCKBAHMSTA HA HACTOSIIIHS
pernameHT, He3a0aBHO HHPOPMHUPAT MPOUZBOAUTENS U, aKO € MPUI0KUMO,
YIO'BITHOMOIICHHUS TIPECTABUTEN HA TPOU3BOIUTENS, KAKTO ¥ BHOCUTENS. JlucTpubyTopute
CHU CHTPYAHHUYAT C MPOU3BOJUTEINS U, aKO € MPUIOKUMO, C YITbITHOMOILEHHUS MPEACTaBUTEN
Ha MTPOU3BOIUTEISI, C BHOCUTENISI M C KOMIIETEHTHUTE OPraHu, 3a J1a TapaHTUpaT, ue €
MPEANPUETO HEOOXOAMMOTO KOPUTHUPAIIO IEHCTBHE 3a MPUBEKTAHE 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 KOMITETEHTHUTE OpTaHH Ha JbPKABUTE
YJICHKH, B KOUTO € TIPEOCTABIII U3JIEJINETO, KaTO MPEAOCTaBs MOAPOOHU JaHHU, TI0-
CIIEIIMAJTHO 32 HECHOTBETCTBUETO C U3UCKBAHUATA U 32 BCUUKHU MIPEANPUETH KOPUTHUPALITH

IEUCTBUSL.

5. JuctpubyTopuTe, KOUTO Cca MOJYUHIIU CUTHAIM WM TOKIaAd OT MEIUIIMHCKU
CHEIMANIMCTH, MAlMEHTH WK TOTPEOUTENH OTHOCHO MOAO3UPAHU UHIIMICHTH BB BpB3Ka C
u3JeNne, KOeTo ca MpeJoCcTaBIIi, He3a0aBHO Ipernpaniat nHpopManusaTa Ha
IIPOU3BOJUTEINS U, aKO € MIPUIIOKUMO, Ha YITBIHOMOIIIEHHUS IIPEICTABUTEN HA
MIPOU3BOUTES, KAKTO U Ha BHOCUTENA. Te MoaIbpKaT perucTbp Ha CUTHAIIUTE, Ha
HECHOTBETCTBAINTE HA U3UCKBAHUSTA U3/IEIHS U HA N33€MBAHUTA U U3TETIIIHUATA HA
u3nenvsi, “HGopMHUpaT MPOU3BOAUTENS U, AKO MMa TaKUBa, yITbITHOMOIICHUS
MIpeICTaBUTEN U BHOCHUTETS, 32 TOBA HAOIIO/IEHUE, KATO IIPU MOMCKBAHE UM MPEAOCTaBAT

BCSIKaKBa WH(pOpPMAIHSL.

6. Juctpubyropute, 0 UCKaHE OT KOMIIETEHTEH OpraH, My MPEeA0CTaBsAT 1is1aTa
nHpOpMANKA U TOKYMEHTAIHs, C KOSITO Pa3IoiaraT U KOATO € HeoOXoIuMa 3a JOKa3BaHe

Ha CHOTBETCTBHUETO HA JaJE€HO U3IEIIHUE.
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JlucTpubyTopuTe CE CUMTAT 3a U3MBIHWIN 33 IBJKEHUETO, IOCOUEHO B ITbPBa ajluHes,
KOTaTo MPOU3BOJUTEIAT WU — KOTaToO € MPUIIOKUMO —YITbIHOMOUICHHUSAT PEICTaBUTEN
3a CbOTBETHOTO M3J€JIHE, aKO € MPUIIOKHUMO, IPE0CTaBH Heo0XoauMaTa HH(pOopMaIHs.
JuctpubyTopuTe CU ChTPYAHUYAT C KOMIIETEHTHUTE OPIaHy, 110 TAXHO HUCKaHe, PU BCSIKO
NeCTBHE, IPEANIPUETO 32 OTCTPAHSIBAHE HA PUCKOBETE, CBBP3aHU C U3JIEIHATA, KOUTO T
ca npeAocTaBWiIM Ha nazapa. [Ipu mouckBaHe OT KOMIIETEHTEH OpraH AUCTPUOYyTOpUTE
ocUrypsiBaT 06€31IaTHH 00pa3lyl OT U3AETUETO HIIH, aKO TOBA € HEOCHIIECTBUMO,

MPEAOCTABAT HOCTHII 10 HETO.

Ynen 15

./Yuue, omeoeapAaulo 3a ceomeemcmeuemo ¢ HopmamueHume U3UCK6AaHUs

1. B pamkuTe Ha OpraHu3alMOHHATA CH CTPYKTYpa MPOU3BOAUTEIUTE pa3IioyiaraT Halk-MajKo
C €HO JIUIIE, OTTOBAPSIIIIO 32 ChOTBETCTBUETO C HOPMATUBHUTE M3UCKBAHUS, KOETO
MpUTEKaBa HEOOXOAMMHUTE €KCIIEPTHU 3HAHUS B 001aCTTa HA MEIUIIMHCKUTE U3JICTTUS 32
WHBHUTPO AuarHoctuka. HeoOxoauMuTe ekciepTHHA 3HaHUS C€ JOKa3BaT uype3 €Ha OT

CJIICOIHUTC KBaJ'II/I(l)I/IKaI_II/II/II

a)  JWIUIOMa, CBUJETEJICTBO WIH APYT YJOCTOBEPSBAIL JOKYMEHT 3a O(puUIaTHa
00pa3oBaTeIHO-KBATU(PHUKAIIMOHHA CTETICH, MPUI00UTa cie]l 3aBbpIIBaHE Ha BHUCIIE
o0pa3oBaHUe WIH Kypc Ha 00y4eHue, MPU3HAT KaTO EKBUBAJICHTEH OT ChOTBETHHUTE
IbpKaBH WICHKH, 110 TIPaBO, METUIMHA, (hapMalys, HH)XEHEPCTBO WM APYTa
CHOTBETHA Hay4YHa JUCLUILINHA ¥ TOHE €JHOTOIUIICH NPo(eCcHOHANICH OMUT IO
HOPMAaTHBHUTE BBIIPOCH WJIM 110 CUCTEMUTE 32 YIPaBJICHHE Ha KA4EeCTBOTO I10

OTHOIICHHUEC HA MCAUITUHCKUTEC U3ACIINA 3a MHBUTPO JUAIrHOCTHUKA,
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0)  YeTHpUTOJUIlIEH NPOo(eCHOHANEH OMUT 0 HOPMATUBHUTE BBHIIPOCH WUJIH 110
CHCTEMUTE 3a yNpaBJIEHUE Ha KAYECTBOTO, CBBP3aHU C MEJUIIMHCKUTE U3JEIHA 32

HWHBUTPO JUATHOCTHKA.

2. OT MankuTe NpeAnpUsATHI U OT MUKPOTIPEANIPUATHUSATA 10 cMUCHIa Ha [Ipenopbka
2003/361/EO ua Komucusita' He ce M3MCKBa ]a MMAT B OPraHU3AlMOHHATA CU CTPYKTYpPa
JIMIIE, OTTOBAPSIIO 3 IEHHOCTHTE IO CHOTBETCTBUETO C HOPMATHBHUTE M3UCKBAHMSA, HO TE

Tp$[6Ba MOCTOAHHO Y HCIIPCKBCHATO d UMAT Ha CBOC PA3II0JIOKCHHUE TaKOBaA JIMIIC.

3. JIuuero, oTroBapsIo 3a ChOTBETCTBUETO C HOPMATUBHUTE U3UCKBAHUS, OTTOBaps Hal-

MaJIKO 3a CJICAHOTO:

a) Aa € IPpOBCPCHO CHOTBCTCTBUCTO HA U3ACTIUATA 110 MOAXOAAIINA HAYUH CIIOPEA
HN3UCKBAHUATA HAa CUCTCMATAa 3a YIIPABJIICHHUC HA KaUCCTBOTO, I10 KOATO U3ACIIHATA Ca

MMPOU3BCACHHU, TPCAU 0CBO60)KZ[aBaHeT0 Ha CbOTBCTHOTO HU3CIIUC,

0) TexHmueckata nokyMeHTtanus u EC nexnapanmsTa 3a ChbOTBETCTBHUE J1a Ca U3TOTBCHH

" IOAABPIKAHU aKTyaJIHH,

B) Ja Ca U3IIBJIHCHU 3aBJIKCHUATA 110 HAaZI30pa CJICA ITYCKAHC Ha I1a3apa B

croTBeTcTBUE ¢ wieH 10, maparpad 9;

T) Jla ca M3N'BIHEHH 3a0bDKEHUITA 32 JOKJIaJBaHe, IIOCOYEHH B WieHOBE 82—86;

[Ipenopbka Ha Komucusita ot 6 Maii 2003 1. OTHOCHO ONPEEIIEHUETO 3a MUKPO-, MAJIKU U
cpeanu npeanpustus (OB L 124, 20.5.2003 r., cTp. 36).
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1) TP U3ICIUS 332 U3IUTBAHUS Ha JICHCTBUETO, TPEIBHUJICHH 32 YIIOTpeOa B
MHTEPBEHLIMOHAIHYU U3IUTBAHNS HAa KIMHUYHOTO JEMCTBUE WIH IPYTU U3NUTBAHUS
Ha JICUCTBUETO CHC CHITBTCTBALIM PUCKOBE 3a YUaCTHULMTE — J1a € U3J1aJIcHa

Jekyapanusirta o paszaein 4.1 ot npunoxenune XIV.

Koraro HsKO0JIKO J1I1a CH TOJENST OTTOBOPHOCTTA 32 ChOTBETCTBUETO C HOPMAaTUBHUTE
W3WCKBaHUS B ChOTBETCTBHE ¢ Maparpadu 1, 2 u 3, CbOTBETHUTE UM O0JIACTH Ha

OTTOBOPHOCT CC€ ONPECACIIAT MUCMEHO.

HI/IHGTO, OTTOBApPAIIO 3a CbOTBETCTBUETO C HOPMATUBHUTE U3HUCKBAHUA, HE TpH6Ba Ja
cpciia 3aTpyAHCHHUA B pAMKUTC HAa OpraHU3allMOHHATA CTPYKTYpa Ha IIPOU3BOAUTCIIA BbB
BpPb3Ka C ,Z[O6pOT0 HU3I'BJIHCHUC HA 3aABJKCHUATA CHU, HC3aBUCUMO JaJIk € CIIYKUTCII Ha

Ta3u OpraHu3anus.

YI'bTHOMOIIEHUTE TTPEACTABUTENH pa3NojaraT MoCTOSHHO U HEMPEKbCHATO Ha-MaJIKo C
€THO JIUIIE, OTTOBAPSIIO 32 ChOTBETCTBHETO C HOPMATHBHUTE M3UCKBAHUS, KOETO
MpUTEKaBa HEOOXOAMMHUTE SKCIIEPTHU 3HaHM B 00JacTTa Ha neicTBammre B Chio3a
HOPMAaTHBHU U3MCKBAHMS 32 MEIUIIUHCKUTE U3ENUs 32 MHBUTPO AUATHOCTHKA.

HGO6XO,Z[I/IMI/ITG CKCIICPTHU 3HAHUA CC NOKA3BAT UYPEC3 €AHA OT CICAHUTC KBaJII/I(I)I/IKaL[I/II/II

a)  JIUIUIOMA, CBHJIETEJICTBO WU APYT yIAOCTOBEPSBAII TOKYMEHT 3a OQHUIIHATHA
o0pa3oBaTeTHO-KBATH(PHUKAITMOHHA CTETICH, TPUIO0UTA CJIe]] 3aBhPIIBaHE HAa BUCIIIC
o0Opa3oBaHHe WU KypcC Ha 00y4YeHHe, MPU3HAT KaTO EKBUBAJIEHTEH OT ChbOTBETHUTE
IbpKaBU YJICHKH, 0 IPAaBO, MEAULIMHA, (hapMalivs, HHXEHEPCTBO WIH pyra
CHOTBETHA Hay4YHa IMCIUIUIMHA U TIOHE €AHOTOUIICH TPpodhecHoHalIeH OMUT IO
HOPMATHUBHUTE BBIIPOCH UJIU TIO CUCTEMUTE 32 YIPABJICHUE HA KAYECTBOTO IO

OTHOIICHHUEC HA MCANIMHCKUTE U3ACITINA 3a MHBUTPO AUArHOCTHKA,
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0)  YeTHpUTOJUIlIEH NPOo(eCHOHANEH OMUT 0 HOPMATUBHUTE BBHIIPOCH WUJIH 110
CHCTEMUTE 3a yNpaBJIEHUE HAa KAYECTBOTO, CBBP3aHU C MEJUIIMHCKUTE U3/EIHA 32

HWHBUTPO JUATHOCTHKA.

Ynen 16
Cnyuau, 8 Koumo 3a0baAAHCEHUAMA HA NPOU3BOOUMeENUMe Ce NPULA2aAM

U KbM 8HOCUmMenume, Oucmpudymopume uiu opyau 1uyd

1. JuctpubyTop, BHOCUTEN WU IPYTO (PU3NUECKO WIIH IOPUANYECKO JIULE TTOEMa

3aABJDKCHUATA Ha IIPOU3BOAUTEINTEC BbB BPb3Ka C HAKOA OT CIICAHUTC ,HCP'IHOCTPII

a)  TPeAOCTaBsHE Ha Maszapa Ha U3JIeJHe ChbC CBOETO UME, PETUCTPUPAHO THPIOBCKO
HAaUMEHOBAHME WM PETUCTPUpPaHaA ThPrOBCKA MapKa, OCBEH B CIIy4auTe, KOraTo
TUCTPUOYTOPHT WIM BHOCUTEINAT CKIIIOYBAT CIIOPA3yMEHHUE C TPOU3BOAUTENS, TIPU
KOETO MIPOU3BOJUTEIAT € 0003HAUEH KaTO TaKbB BbPXY €THKETA U € OTTOBOPEH 3a
U3I'BJIHEHUETO HA U3MCKBaHMATA, HaJaraH! Ha MPOU3BOAUTEINTE 10 HACTOSIIIUS

pETJIaMeHT;

6) N3MCHCHHUC B MIPECAHA3HAYCHUECTO Ha U3ACIINUEC, KOCTO BCUC € IIYCHATO Ha I1a3apa Uiin

IIyCHATO B JICHCTBUE;

B) IMpoMsiHAa Ha U3ACIIUC, KOCTO BCUC € MTyCHATO Ha IMa3apa UJiu ITyCHATO B IIGfICTBHG 10
TaKbB HAYMWH, Y€ TOBA MOXKC 1a C€ OTpa3u HAa CbOTBECTCTBUCTO C MPUITOKUMHUTEC

HN3HUCKBAaHU.

H"pra AJIMHEA HE CC IIpUJiara 3a junara, KOuTo, oe3 Aa ¢ CYUTAT 34 IMPOU3BOAUTECIL
ChIJIACHO OIIPEACIICHUCTO B YJICH 2, TOYKa 23, CrI10051BaT UiIn aZiariTupar 3a OTACJIICH

ManuCHT U3CJINEC, KOCTO BEYC € Ha I1a3apa, 0e3 JAa IPpOMCHAT MPECAHA3HAYCHUCTO 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)  NPEeAOCTaBSHETO, BKIIOUUTEIHO MPEBOA, Ha HH(OpMALUITA OT IPOU3BOJUTENSL
cbriacHo paszaen 20 oT npusoxkeHue I BbB Bpb3Ka ¢ U3ENINE, KOETO BEYE € IIyCHATO
Ha 1a3apa, ¥ Ha JOIbJIHUTEIHAaTa HH(OpMAIHs, KOSTO € Heo0X0oauMa 3a

npeajiaraHeTo Ha U3ACJIMCTO Ha Ma3apa B CbOTBCTHATA AbPiKaBa YJICHKA,

0) IpOMEHHTE BbB BBbHILIHATA ONAKOBKA HA M3JIEJ]HE, KOETO BEUE € IyCHATO Ha Mas3apa,
BKJIIOYMTEJIHO NTPOMSIHA Ha pa3Mepa Ha OIIaKOBKaTa, ako € HE0OX0IUMMO
IPEOIaKoBaHe, 3a Ja ce Mpejasara U3/1eI1eTo Ha 1as3apa B CbOTBETHATa AbpKaBa
YIEHKA, U aKO CE U3BbpIIBA IPU TAKMBA YCIIOBHS, Y€ TOBA HE MOJXKE J1a C€ OTpa3u Ha
IIbPBOHAYAJIHOTO ChCTOAHNUEC HA U3JACIIUCTO. 3a H3ICIIHA, KOUTO Ca MyCHATU Ha
nasapa CTepHJIHH, € IPUEMA, Y€ ITBPBOHAYAITHOTO ChCTOSIHUE HA U3JIEJIUETO CE
MOBJIMSIBA HEOJIArONPUATHO, aKO OMAKOBKaTa, KOSITO € He00X0AMMa 3a MOAIbpKAHE
Ha CTEPUIIHOCTTA, € OTBOPEHA, YBPEACHA WIM HEOIaronpHsITHO 3acE€rHara 1o Apyr

Ha4Y1H BCJICACTBHUC HA ITPCOITAaKOBAHCTO.

3. JuctpuOyTop MM BHOCUTEN, KOUTO U3IBIHIBA HAKOS OT IeHHOCTUTE 1O naparpad 2,
OykBH a) U 0), MOCOYBA BBPXY M3/ICIUETO WU, aKO TOBA € HEOCHILIECTBUMO, BEPXY
OIaKOBKaTa My, WU B JOKYMEHT, IPUAPYKABALL U3/I€IUETO, U3BbPIIBaHATa IEUHOCT,
CBOETO UME, PETUCTPUPAHO ThPrOBCKO HANMEHOBAaHUE WM PETUCTPUPAHA THPrOBCKa
MapKa, periCTPUPaHO MCTO Ha CTONAHCKA JAEWHOCT U aJpeca, Ha KOWTO MOXKeE J1a Ce

OCBIICCTBU BPb3Ka C HCTO, TdKa Y€ da € Bb3MOKHO J1da C€ YCTAHOBU MCCTOHAXOKACHUCTO

My.
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JuctpuOyTOpUTE M BHOCUTEIUTE OCUTYPSIBAT HAIMYHETO HA CHCTEMa 32 yIpaBJICHUE Ha
Ka4eCTBOTO, KOSTO BKJIIOYBA MPOLEAYPH, FApaHTUPAILH, Y€ TPEBOABT HA HHHOPMALIUATA €
TOYEH U aKTyaJieH, 4e IedHocTUTe 1o naparpad 2, OykBu a) u 0) ce U3BBPIIBAT 10 HAUWUH
U TIPH YCJIOBUSI, KOUTO 3aIa3BaT IIbPBOHAYAITHOTO ChCTOSIHUE HA M3ICJIUETO U Ue
OTIaKOBKaTa Ha MPEONaKOBAaHOTO M3JENINe HE € e(eKTHA, HUCKOKaUYeCTBeHA WIIN
3ambpcena. Cucremara 3a ynpaBlieHHE Ha Ka4eCTBOTO 0OXBalla, Hapes ¢ ApyroTo,
MPOIIETypH, C KOUTO CE TapaHTUPA, Y€ TUCTPUOYTOPHT MM BHOCUTEIAT € MHPOPMHPAH 32
BCSIKO KOPUTHPAIIIO JEHCTBHE, IPEIIPUETO OT IPOU3BOAUTENS BBB BPB3Ka ChC
CHOTBETHOTO HM3JIEJIUE B OTTOBOP Ha MPOOJIEeMH, CBbP3aHH ¢ 0€30MacHOCTTa WK 32 J1a Ce

OpUBCAC U3ACIIUCTO B CbOTBCTCTBUC C HACTOAIIUA PCTIIAMCHT.

Haii-manko 28 nHu npean npeaocTaBsiHe Ha MPEETUKETUPAHOTO WIH MIPEOTaKOBAHOTO
W3JIeNe Ha Ta3apa AUCTPUOYTOPHUTE WIIM BHOCUTEIUTE, N3BBPIIBAIIN HAKOS OT
nerHocTuTe o naparpad 2, 6yksu a) u 0), HHGOPMHUPAT TPOU3BOAUTENSI I KOMIICTCHTHUS
OpraH Ha Jbp)KaBaTa WIEHKa, B KOATO Bb3HAMEPABAT J1a PEAOCTABST U3JECIIUETO, 3a
HaMEpPEeHHETO CU J1a IPEAOCTABT NPEETUKETUPAHOTO WIIM IPEONaKOBAHOTO U3/IENINE Ha
nasapa, KaTo Ipu MOMCKBAaHE UM IPEACTaBAT 00pa3ell MM MAaKeT Ha MPEETUKETUPAHOTO
WA TIPEOTIAaKOBAHOTO M3/IENINE, BKIIIOUYUTEIHO MPEBOIM HAa €THKETa U Ha MHCTPYKLIUUTE 32
ynotpe0a. B cbiius cpok ot 28 qHU 1UCTpUOYTOPHT WIM BHOCUTENAT PEACTaBs Ha
KOMIIETEHTHMSI Opr'aH CepTU(HKAT, U31aJIeH OT HOTU()ULIUPAH OpraH, ONpeAesIeH 3a THIA
W3JIeNHsl, KOUTO ca 00eKT Ha ACMHOCTHUTE, TOCOUYEeHHU B maparpad 2, OykBu a) u 0), KOUTO
yZIOCTOBEPsIBa, Ue CHUCTEMaTa 3a YIpaBJIeHHE Ha KaueCTBOTO Ha TUCTPUOYTOpa WIIH

BHOCHTEIISI OTTOBAps HAa M3UCKBAHMITA 10 maparpad 3.
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Ynen 17

EC oexnapayus 3a coomeemcmeue

1. B EC neknapanusita 3a CbOTBETCTBUE CE IOCOUBA, Y€ U3UCKBAHUATA 10 HACTOSIIIUS
periaMeHT ca u3nbiaHeHu. [IpousBoautensaT nocrostHHo akryanusupa EC neknapanusTa 3a
cpoTtBercTBUE. EC nexmapanusiTa 3a ChbOTBETCTBUE ChbpKa Hail-Manko HHGOpManusTa,
rmocoveHa B npwioxkenue 1V, u ce mpeBexaa Ha opurmaneH(an) e3uk(mn) Ha Chro3a,
M3HUCKBaH(M) OT JbprKaBaTa YWiCHKa (IbPKABUTE YJICHKHU) , B KOUTO C€ MPEJOCTaBs

HU3JIETUETO.

2. Koraro no oTHo1IeHHe Ha aCTeKTH, KOUTO HE ca B 00XBaTa Ha HACTOSIIIHS PEraMeHT, KbM
W3/IeNMATA ce MpUIarat Apyru 3aKOHOoAaTeIHA akToBe Ha Chi03a, KOUTO ChIIO U3UCKBAT
EC nexnapanus 3a CbOTBETCTBHE OT IPOU3BOAUTENIS 32 JIOKa3BAHE HA U3IIBJIHEHUETO Ha
M3UCKBAHUATA TI0 JIAJICHUS 3aKOHOIATEJIEH aKT, ce M3roTssi camo enna EC nexmapanus 3a
CHOTBETCTBHE BBB Bpb3Ka C BCHUKH akTOBE Ha ChI03a, MPHIOKUMHU KbM HU3/IEIIUETO.
Jlexnapamusita cChabpxKa IsaTa HHGOopMaIys, Heo0X0IMMa 3a YCTaHOBSIBaHE Ha

3aKOHOJAaTC/IHHUA aKT Ha C’bIOSa, C KOHUTO € CBbp3aHa CbOTBCTHATA JACKJIApaIUsl.

3. Karo usrotssa EC nexnapanusita 3a CbOTBETCTBHUE , IPOU3BOJUTEIAT IIOEMA
OTTOBOPHOCTTA 33 CHbOTBETCTBUETO C U3UCKBAHMATA 10 HACTOSIILNS PETTIAMEHT U BCUUKHU

OCTaHaJId 3aKOHOAATCIIHN aKTOBC Ha C’I)IO3a, IMMPUITOKUMHU KbM U3JCITUCTO.

4. Ha Komucusita ce npenoctaBsi IpaBOMOIIKETO Jia TIpUeMa JIeJIETUPaHU aKTOBE B
chOTBETCTBUE ¢ WieH 108 3a n3MeHeHne Ha MUHUMAITHOTO ChabpkaHue Ha EC

ACKJIapanusiaTa 3a CbOTBETCTBUC 11O ITPUITOKCHUC IV ¢ ornen Ha TeXHUYECKUS mmporpec.
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Ynen 18

Mapxuposeka 3a cvomeemcmeue ,, CE“

Cunra CC, UC u3aciusiTa, pa3jiniyHu OT U3ACIIUATA 34 UBIIUTBAHUA HA HeﬁCTBHeTO, CcaB
CbOTBCTCTBUC C U3BUCKBAHUATA HA HACTOAIIUA PCTIIAMCHT, KOI'aTO BbPXY TAX € HAHCCCHA

MapKupOBKaTa 3a cbOTBETCTBHE ,,CE®, onucana B npusnoxenue V.

KoM MapkupoBkara ,,CE* ce npuiarat o0muTe NpUHLIKIIY, ONpeaeacHH B wieH 30 oT

Permament (EO) Ne 765/2008.

MapkupoBkara ,,CE* ce HaHacs BbPXY caMOTO M3/I€JIME UM HErOBaTa CTEPHIIHA OMMaKOBKa
0 TaKbB HAYMH, 4Ye Ja ObJe BUANMA, YeTIUBa U He3annyuma. Korato TakoBa HaHacsHE HE
€ Bb3MOXKHO MJIM HE MOXe J]a ObJie TapaHTHPAHO MOPaIn €CTECTBOTO Ha U3/IEIHETO,
MapkupoBkara ,,CE* ce HaHacsi BbpXy onakoBkaTta. MapkupoBkara ,,CE* e Hanu4Ha 1 B

WHCTPYKIIMUTE 32 yHIOTpeda U BbPXY ThProBcKaTa OMaKkoBKa.

Mapxkuposkara ,,CE* ce HaHacst mpenn u3aenueTo aa Obje MycHATo Ha ma3apa. Ts Moxe
na ObJe cienBaHa OT MUKTOrpaMa WK HAKAKbB IPYT 3HAK, yKa3Balll CIeMaJIeH PUCK WU

ynotpe0a.

Koraro e npunoxxumo, mapkupoBkara ,,CE* e cneiBana ot naeHTH()UKALMOHHUS HOMED
Ha HOTH(ULIMPAHUS OpPraH, OTTOBAPSII 32 MPOIIETyPUTE 32 OLIEHSBAaHE HAa CbOTBETCTBUETO
o wieH 48. neHTHPUKAIIMOHHUAT HOMED CBHIO CE€ IIOCOYBA BHPXY BCEKH PEKIIaMEH
MaTepuall, KOWTO yKa3Ba, 4ye U3/IeJIMETO OTIOBapsl HA U3UCKBAHMTA 32 MapKUPOBKaTa

,»CE®.
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Koraro xbM u3genusra ce npuiaraT Ipyrd 3aKOHOJATEIHN akToBe Ha Chro3a, KOMTO CHIIO
NpEeBKAAT HaHACSIHE HA MapkupoBkara ,,CE*, mapkupoBkara ,,CE* yka3Ba, ue

HU3JCIMATA OTTOBAPAT U HA USUCKBAHUATA HA APYTUTC 3aKOHOAATCIIHN aKTOBC.

Ynen 19

H3zo0enus cve cneyuaniiHo npeOHas‘Haquue

I["bp)KaBI/ITG YJICHKHU HC Ch31aBaT IPCUKU 3a U3JACIMATA 3a U3IIMTBAHUA HA I[GIZCTBHGTO,
JIOCTABSIHU 3a Ta3M 11eJ1 Ha JaOOpaTOPUU WU APYTH OPTaHU3aIMH, aKO T€ OTTOBApST HA
YCJIOBHUATA, YCTAHOBEHHU B YJIEHOBE 5S7—76 1 B aKTOBETE 3a U3II'BIHEHUE, IPUETH CHITIACHO

uieH 77.

Bwpxy nznenusita, nocoueHu B naparpag 1, He ce HaHacsi MapkupoBkaTta ,,CE®, ocBen

BBPXY u3AenusaTa no wiel 70.

Ha TBPTOBCKH ITIaHAUPH, I/ISJ’IO)K6I/I, ACMOHCTpalH UJIN CXOOHU MCPOIPUATUA IbPKABUTC
YJICHKHU HE Ch3JaBaT MMPCUYKHU 3a ACMOHCTpaluiATa Ha U3ACINA, KOUTO HC OTTOBApPAT Ha
HACTOAIIUA PEIrIIaMCHT, IIPHU YCJIOBHUE Y€ BUAMUM 3HAK JCHO YKa3Ba, U€ TE3U U3ACIINA Ca
npeaAHa3HAUYCHU CaMO 3a NPEACTABAHEC UJIU C LIS AEMOHCTPALUA U HE MOTaT Jia €€

npeaocCTaBsAT, JOKATO HE 6’bILaT NPUBCACHU B CbOTBCTCTBUC C HACTOAIINA PCTIIAMCHT.
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Ynen 20

Yacmu u xomnonenmu

1. Bcesiko pusndecko min I0puanuecKo JIuiie, KOeTo MpeaocTaBs Ha a3apa apTHKYIL,
CHEIMAIIHO MPEeAHA3HAuCH Ja 3aMEHH WICHTHYHA WM CXOJHA Hepa3JelHa 4acT WK
KOMITOHEHT Ha M3JIeNiie, KOUTO ca Ne()eKTHU WIH N3Xa0eHH, C IIeJT Ja 3ara3u Win
BB3CTAHOBHU (YHKITUATA HA U3ICITHETO, O3 J]a MPOMEHS HETOBUTE XapaKTEPUCTHKH BHB
BpB3Ka C ACHCTBUETO UM O€30M1aCHOCTTA WIIM HETOBOTO MIpEeIHa3HAYEHUE, FApaHTUPA, e
apTUKYJIBT HE OKa3Ba OTPUIATENIHO Bb3/CHCTBHUE BHPXY 0€30MacHOCTTa U IEHCTBUETO Ha
uznenrero. Ha pa3nonoskeHrne Ha KOMIIETEHTHUTE OPTraHu Ha IbPKAaBUTE YJICHKU Ce

ChbXpaHiABAT JOKA3aTCJICTBA B IIOAKPCIIA HA TOPCIIOCOYCHOTO.

2. ApTHKYJI, KOWTO € ClIeHUaIHO IpeJHa3HAYEH J1a 3aMEHH YacT WM KOMIIOHEHT Ha U3/1eIue
1 KOWTO IPOMEHSI 3HAYUTEIIHO XaPAKTEPUCTUKUTE BbB BPBb3Ka C IEUCTBUETO UIIU
0€30I1aCHOCTTa Ha U3/IEJINETO WINM HETOBOTO NPEHA3HAYCHHE, CE CUMTA 3a U3/IEIHE U

Tp516Ba Jia OTroBapsAa Ha U3MCKBAHUATA, OMPEACIICHU B HACTOAIIUA PETTIAMCHT.

Ynen 21

C80600H0 O8udceHue

OcBeH Korarto ¢ nNpeaABUACHO APYTO B HACTOAMIUA PCTIIAMCHT, IbPKaBUTC YICHKW HC OTKAa3BaT, HC
3a6paHs[BaT M HC OorpaHn4aBat MMpCaAoCTaBAHCTO Ha IMa3apa W IIyCKaHCTO B I[eflCTBI/Ie Ha

TEPUTOPHATA C HA U3ACITIUA, KOUTO OTTrOBAPAT HAa U3MCKBAHHATA 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(DeKTUBHOCT,

EBpOHEﬁCKa 0a3a JAaHHHU 34 MEAUIINHCKHUTEC U31CJIUA

Ynen 22

Hoenmugpuxayus no eepueama Ha docmaexa

1. JucTpubyTopuTe 1 BHOCUTEINUTE CH CHTPYIHUYAT C MPOU3BOAUTEIUTE UITU
YI'BIIHOMOUIIEHUTE MPEICTABUTEIN C 1€ OCUTYPsABAHE Ha MOAXOIAII0 HUBO HA

IpOoCICANMOCT Ha U3ACIIUATA.

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

cpoka o wieH 10, maparpa¢ 7 ciegHoTo:
a)  BCEKM MKOHOMHYECKH OIIEPATOp, HAa KOTOTO MPSKO Ca JOCTaBWIN U3JIEIHE;
0)  BCEKM UKOHOMHUYECKH ONEPATOP, KONTO MPSIKO UM € JOCTaBUII U3/IETIHE;

B)  BCSKO JICYeOHO 3aBEJICHUE WJIM MEAUIIMHCKU CIICIIMAIIUCT, Ha KOTOTO MPSKO ca

JIOCTaBUIIU U3JIEIIHE.
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Ynen 23

Homenknamypa na meouyunckume uzoenusi

C orznen na ce ynecHu ¢pyHKIIMOHUpaHeTo Ha EBpomneiickaTta 60a3za JaHHM 32 METUITMTHCKUTE U3ACTHUS
(Eudamed), nocodena B unen 33 ot Pernament (EC) 2017/...", KomucusTa rapanTupa, ue
MEXIyHapOIHO MPU3HATa HOMEHKJIATypa Ha MEAMIMHCKUTE U3JICNUS CE TIPE0CTaBs Oe3MIaTHO Ha
MMPOU3BOAUTCIINTC U APYTU (1)I/ISI/I‘IGCKI/I WU IOPUINUYCCKU JIMla, OT KOUTO CHITIACHO HACTOAIINA
peraMeHT ce M3MCKBA J1a U3IOJI3BAT Ta3u HOMEHKIaTypa. KoMucusra ce ctpemMu ChIIo aa
rapaHTHpa, Y€ Ta3u HOMEHKIIATypa € Ha Pa3lojoKeHNE U Ha IPYTH 3aMHTEPECOBAHU CTPAHU

663HJ’IaTHO, KOoraTo ToBa € pa3yMHO OCBINECTBUMO.

Ynen 24

Cucmema 3a yHuKanHa uoeHmugurayus Ha uzoeauama

1. Cuctemara 3a yHUKaJIHA HAeHTU(UKaIU Ha uzaenusTa (,,cucremara UDI), onucana B
yacT B ot npunoxenue VI, 1aBa Bb3MOXKHOCT 32 WACHTU(DHUKALMS U YIICCHABA
MIPOCJIEINMOCTTA Ha U3/IENINATA, PA3INYHU OT U3AEIUATA 32 U3MUTBAHUS Ha IEHCTBUETO, U

ce CBbCTOM OT CJIETHOTO:
a) chb3gaBane Ha UDI, koeTo BKIIIOUBa:

1) KOHKPETEH 32 ChOTBETHUS MTPOU3BOIUTEIN U U3JIENNe UACHTU(DUKATOD HA
uznenuero no cucremara 3a UDI (UDI-DI) , koiiTo nmpeaocTaBst AOCTHIT 10

uHpopmanusaTa 1o 4act b ot npunoxenue VI;

* OB: Mo, BbBeI€TE CEpHUIfHUS HOMEP Ha periaMenTa oT Jok. ST 10728/16.
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il)  mmeHTH(UKAaTOp Ha MPOM3BOACTBOTO 1Mo cuctemara 3a UDI (UDI-PI), koiiTo
UICHTU(QHIIMpPA TPOU3BECHATa €IMHHIIA OT AAJCHO U3/EIHE U, aKOo €
OPUI0KHUMO, OTTAKOBAHUTE U3EJINS, ChITIACHO MIOCOYEHOTO B 4acT B ot

npuioxenue VI;
6) mnoctassHe Ha UDI BbpXy eTukeTa Ha U3/AETMETO WIM BhPXY HEroBaTa ONaKkoBKa;

B)  cbxpanenue Ha UDI oT nKOHOMHYECKH OniepaTopH, JiedeOHH 3aBeICHUS U
MEJULNHCKH CIEIUAINCTH B CbOTBETCTBUE C YCIOBUATA, IIPEIBUICHH CHOTBETHO B

naparpadu 8 u 9;

r) Cb3J1aBAHC HA CIICKTPOHHA CUCTCMA 3a YHUKAJIHA I/I,I[CHTI/Iq)I/IKaLII/IH Ha u3CIuATa

(,,6a3a nanuu 3a UDI“) B choTBeTcTBHE ¢ uieH 28 ot Pernament (EC) 2017/...7.

2. [TocpencTBom akToBe 3a M3NbIHEHHE KoMucusiTa onpenens eIuH WM HAKOJIKO CyOeKTa,
KOWTO J1a YIIPaBJISIBAT cucTema 3a onpeneiisie Ha UDI cbriacHO HacTOALIMS perjlaMeHT
(,,m3maBam cyoekt™). To3u (Te3um) cyOekT (1) TpsOBa 1a OTroBapsi(T)Ha BCHUKH MOCOYCHH

IO-JT0JTy KPUTEPHH:
a)  CcyOeKTBT € OpraHu3aus ¢ IpUINIecKa MPaBOCyOeKTHOCT;

06) cucremata My 3a onpeaensine Ha UDI e moaxoasia c ornen Ha uaeHTHPUKAIIUATA
Ha U3ENUATa Py AUCTPUOYLIUATA U yIOoTpedaTa UM B CbOTBETCTBHE C

HN3UCKBaHUATA IO HACTOAIUA PCTIIAMCHT,

B)  cucremara My 3a onpezensne Ha UDI otroBaps Ha CbOTBETHUTE MEKIYHAPOIHU

CTaHJAPTH;

* OB: mo:s BbBezieTe cepuiiHus HoMep Ha periamenTa ot oK. ST 10728/16.
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r)  CyOEKTBT MPENOCTaBs JOCTHII O CUCTeMara cu 3a onpezaensae Ha UDI Ha Bcuaku
3alHTEPECOBAaHU NOTPEOUTENH B ChOTBETCTBHE C IIPEIBAPUTEIHO YCTAHOBEHU

PO3payHH yCIIOBHS;
1)  CcyOeKThT ce 3a]bJKaBa Jja U3BbPILBA CIECAHOTO:

1) Jla yIpaBJisiBa cucTemara cu 3a onpeneinsHe Ha UDI 3a nepuon ot Hat-manko

JCCCT 'OAWHU CJICT KaToO € om OIIPCACIICH,

11)  IpH MOUCKBaHE Ja npeaocTtass Ha Komucusra u Ha Ibp’KaBUTE YIICHKU

nH(dOopMaIrs OTHOCHO cucTeMara cu 3a omnpeaensae Ha UDI;
i) Ja mMpoaBJKaBa Jja OTrOBaps Ha KPUTEPHUUTE U YCIOBUSTA 32 OTPEICIISIHE.

[Ipu onpenensiHe Ha n3naBamuTe cyoektn KoMmucusra ce ctpemMu aa rapaHTupa, ue
Hocurenute Ha UDI no cmucsna Ha yact B ot npwiioxenue VI ca yHEBEpcalHO Y€TUMHU
HE3aBUCHMO OT CHCTEMaTa, U3M0I3BaHa OT U3JaBallius CyOeKT, Taka 4e Jla ce CBeAE A0
MUHHMYM (pMHaHCOBaTa U aAMUHUCTPATUBHATA TEXKECT 32 MKOHOMHUYECKUTE ONEPATOPH U

j1eyeOHNUTE 3aBEICHNU.

3. [Ipeau na mycHe Ha nmasapa uU3aenue, pa3iudHo OT U3/ENINE 3a U3IUTBAHE HA IEHCTBUETO,
MPOU3BOAUTENAT ONPEAENS 32 U3AEITUETO, U AKO € MPUIIOKUMO — 33 BCUUKHU CJICIBAILN
HHBa Ha onakoBaHe, UDI, kosATO € ch3aneHa npu Cria3BaHe Ha IpaBUJIaTa Ha U31aBallus

cyOexT, onpenesneH or Komucusta B chbOTBETCTBHE C maparpad 2.
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[Ipenu Ha na3apa na ObAe MycHATO U3JENINE, Pa3IMYHO OT U3JIEIHE 3a U3NUTBAHE Ha
JIEUCTBUETO, TPOU3BOIUTEIISIT TAPAHTUPA, Y€ MOCOYEHATa B 4acT b oT mpuioxenue V
nH(popMaIus 32 ChOTBETHOTO U3/IENNE € TIPABUITHO MO/Ia/IeHa U MPEXBbpIieHa B Oa3aTa

nmanuau 3a UDI, mocodena B ujeH 25.

4. Hocurenure na UDI ce HaHAcAT BbpXy €TUKETa HA U3EIMETO U HA BCUUKHU CIIEIBAIIN
HHUBa Ha orakoBaHe. CUHTa ce, ye clieBallliTe HUBa Ha OITAKOBAaHE HE BKJIIOYBAT

TOBAPHUTE KOHTECHHEPH.

5. UDI ce n3nosnsBa npu J0KJIaJBaHE 3a CEPUO3HU UHIIUACHTHA U KOPUTHUPAILU ICUCTBUS BB

BPB3Ka C 0€30I1aCHOCTTA B CHOTBETCTBHUE C WIEH 82.

6. bazosusar UDI-DI nHa uznenuero 1o cMuchbia OnpeAesieHueTo B 4acT B ot npumnoxenue VI,

ce nocouBa B EC nexmapanusra 3a CbOTBETCTBHE , IOCOYEHA B ujieH 17.

7. Kato gacT oT TexHu4eckara JOKyMEHTAlMs, I0OCOYeHa B IpwiIokenue 11, mpoussoauTessat

MOJIbpPoKa aKTyalieH cniuchk Ha Bcuuku UDI, kouto e onpenenun.

8. HNkoHomHueckuTe onepaTopu ChbXpaHABaT U MOIbPXKAT, 32 MIPEANOUYUTAHE Ype3
enekTpoHHH cpeactra, UDI Ha uznenusita, KOUTO ca JOCTaBUIM WM KOUTO ca UM OUITU
JIOCTaBEHU, aKO T€3U U3JENUs CIaJaT KbM U3/IENUATA, KATETOPUHUTE UK TPYIIUTE U3JIEIHs,

oTpeJiesieHu ¢ Msipka 1o naparpad 11, Oyksa a).
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JIbpkaBUTE YWICHKU HACHPYABAT U MOTAT JIa U3UCKBAT OT JIeYCOHUTE 3aBECHUS J1a
ChXpaHsBaT U MOAAbPIKAT, 3a MPEANOUYUTAHE Upe3 eNEeKTpOHHU cpeacTBa, UDI Ha

n3aciausiara, ¢ KoiaTo T€ Ca UM oun JOCTaBCHHU..

JIbpKaBUTE YICHKU HACHKPYABAT U MOTaT J1a U3UCKBAT OT MEIULIMHCKNTE CIICLIMAIUCTH A
ChXpaHABAT U MOAAbPIKAT, 3a IIPEANIOYUTAHE Ype3 eIEKTPOHHU cpeacta, UDI Ha

n3aciaudara, ¢ KOITO T€ ca UM OwIn JOCTaBCHHU.

10. Ha KomucwusTa ce mperocTapsi MpaBOMOIIUETO Ja MpUeMa JIeJIeTUPaHu aKTOBE B
chOTBeTcTBHE C wiieH 108:

a)  3a U3MEHEHHE Ha crlHchKa ¢ nHpopManusaTa o yact b ot npunoxenne VI ¢ ornen
HA TEXHUYECKUS MPOTPEC; U

0) 3a M3MeHeHHue Ha mpuwiIoKeHue VI B 3aBUCHUMOCT OT Pa3BUTHETO B MEXIYHAPOACH
IIJIAH U TCXHUYCCKUA nporpec B O6J'IaCTTa Ha YHI/IKaJ'IHaTa I/II[GHTI/I(l)I/IKaHI/Iﬂ Ha
WA3JIETUATA.

11. [TocpencTBom akToBe 3a M3MbJIHeHHEe KomucusaTa Moske 1a onpeens moIpoOHUTe
MpaBmJIa U TpOIeAypHHUTE aclieKTH Ha cuctemata 3a UDI, 3a ga ce rapanTupa
XapMOHU3UPAHOTO M MpUJIaraHe, KakTo M BbB BPB3Ka ChC CIIEHOTO:

a) OHpeI[eHSIHeTO Ha u3aciausiara, KaTeFOPI/II/ITe NJIn prHI/ITC n3aCiuA, 3a KOUTO Aa CC
npuiiara 3aIbJDKEHUETO 1o raparpad 8;
0) TOCOYBaHETO Ha JaHHWTE, KoUTo Aa ObaaT BkiItoueHn B UDI-PI Ha koHKpeTHH
U3JIEIHSI UITU TPYTIN U3IENNS,
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AxToBeTe 3a HU3I'BJIHCHUEC, ITIOCOYCHU B ITbpBa aJIMHES, CC IPUEMAT B CbOTBCTCTBUC C

mporieayparTa 1o pasriexaane, mocoueHa B wied 107, maparpad 3.

12. [Ipu npuemaneTo Ha MepkuTe, mocoueHu B maparpad 11, Komucusita B3ema npeasus
CJIEHOTO:
a)  IOBEPUTEIHOCTTA U 3alllUTaTa Ha JaHHWUTE, KAKTO € IIOCOYEHO ChOTBETHO B

wirenose 102 u 103;

0) Toxaxo/a, OCHOBAH Ha PUCKa;

B) HWKOHOMHYECKaTa e(DEeKTUBHOCT HA MEPKHUTE;

r)  cOmmkaBanero Ha cuctemute 3a UDI, paspaborenu Ha MeXIyHApOTHO HUBO;

1)  HEeoOXOAMMOCTTa OT U30ATBaHe Ha JTyOnupanero B cucremara 3a UDI;

€)  HyXIUTE Ha CUCTEMUTE 3a 37]paBeola3BaHe Ha IbPKABUTE WICHKU U KBACTO €
BB3MOXHO — CHBMECTHMOCTTA C JAPYTH CUCTEMH 3a HICHTU(PUKALNS Ha
MEIUIUHCKH U3JIENNs, KOUTO CE€ M3IOJI3BAT OT 3aMHTEPECOBAHU CTPAHHU.
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Ynen 25
baza oannu 3a UDI

Komucwusita, cnen koncynraius ¢ KIMU, cb3naBa u ynpasnsisa 6a3a nannu 3a UDI B choTBeTCTBHE

C YCIIOBHSATA U HOPOOHKTE ITPaBUIIa, TpeIBUAeHH B uieH 28 or Pernament (EC) 2017/...7.

Ynen 26

Pecucmpayus na usoenus

1. IIpenu myckaHeTo Ha 1aJeHO U3ENINE Ha N1a3apa IPOU3BOJUTENAT, B CbOTBETCTBUE C
MpaBUjIaTa Ha U3JABAIIUAT CyOeKT 1o ujieH 24, maparpad 2, onpenens 6azo UDI-DI na
W3/IENINETO, KaKTO € ompe/ieeHo B yacT B ot npunoxkenue VI, u ro npenocrass Ha 6a3arta
nanau 3a UDI 3ae1HO ¢ ocTaHaUTe CBBP3aHM C TOBA U3/I€JINE OCHOBHU JaHHU, IOCOYEHU

B yact b ot npunoxenue VI.

2. [To oTHOIIEHNE HA U3/1EHS, KOUTO MOAJIEKAT Ha OLIEHSIBAaHE HAa CbOTBETCTBUETO, KAKTO €
nocoueHo B uiieH 48, maparpadu 3 u 4, unen 48, naparpa¢ 7, BTopa anunesi, wieH 48,
naparpad 8 u uieH 48, maparpad 9, Bropa anuHes, onpenensiaero Ha 6azoB UDI-DI,
nmocodeH B maparpad 1 oT HaCTOSIINS YJIeH, Ce MPaBH, TIPS MPOU3BOIUTEIAT /1A TIOAA e

3as41BJICHUC 34 OLCHABAHC 10 HOTI/I(I)I/II_II/IpaHI/IH oprax.

* OB: moJ1s1 BbBeZIETE CEepUitHUS HOMEp Ha perjiaMeHTa ot J10K. st10728/16.
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3a uzzenus 1o mbpBa ajguHes HOTU(GUIMPAHUT opraH nocouysa 6azosus UDI-DI B
cepTuduKaT, U31aJICH B CbOTBETCTBHE C pasnen 4, Oyksa a) ot npuioxkenne XII, u
notbepkaaBa B Eudamed, ue nundopmanusra, nocouena B yact A, paszzuen 2.2 ot
npunoxenue VI, e Touna. Cnes n3jaBaHeTo Ha ChOTBETHUS cepTU(DUKAT U ITpeIu
MyCKaHETO Ha U3JIeJIMETO Ha Ma3apa MPOU3BOAUTEINAT MpeaocTaBs Ha O0azara nanuu 3a UDI
6a3oBus UDI-DI 3aenHo ¢ octananure CBbp3aHU ¢ TOBA U3/I€TTME OCHOBHU JIaHHH,

IIOCOYEHH B yacT b oT npuitoxxenue VI.

3. [Ipenun nmyckaneTo Ha ma3apa Ha JaJIeHO U3ZeUe IPOU3BOAUTEINAT BbBEkKAA MIIM — KOraTo
Beye € BbBeJeHa — NOoTBbpkaaBa B Eudamed undopmanusra, mocoyena B 4acT A,
pazzen 2 ot npuioxenue VI, ¢ U3kIodeHue Ha pas3zien 2.2 OT HETo, a ClIe] TOBA PEOBHO 4

aKTyaJu3upa.

Ynen 27

E]leKI’I’ZPOHHCl cucmema 3a pecucmpdayusi Ha UKOHOMUYecKume onepamopu

1. Komucusra, cnen koncynranusa ¢ KI'MU, cp3aaBa u yripaBiisiBa €JI€KTpOHHA CUCTEMA 32
Ch37aBaHe Ha SAMHHMS PETUCTPAIIMOHEH HOMED, TOCOYeH B wieH 28, maparpad 2, u 3a
crOupane u 06paboTka Ha HHPOPMAIHATA, KOATO € He0OX0IMMa U TOCTaThYHA 32
UICHTH(UKAIUS HA IPOU3BOIUTENS U aKO € MPUIIOKUMO — HA YITBTHOMOIIEHUS
npeacraBuTen u BHocutens. [logpoOoHOCcTUTE 32 HHPOpMAIHSITA, KOSATO NKOHOMHYECKHTE
orepaTopu TpsiOBa J1a MPEIOCTaBT Ha Ta3u €JIEKTPOHHA CUCTEMA, ca TIOCOYEHH B 4acT A,

paszzen 1 ot npunoxenue VI.
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2. JIbprKkaBUTE YJIEHKA MOTAT J1a MPOABIDKAT J1a pUIaraT WiM J1a BbBEXIaT COOCTBEHU
HAIlMOHAJIHU Pa3Nope 0N OTHOCHO perucTpaiusaTa Ha JUCTPUOYTOPUTE HA U3JIEHSI, KOUTO

Cca MpE€AOCTABCHU HA TAXHA TCPUTOPUA.

3. B CpPOK OT ABC CCAMUIM OT ITYCKAHCTO Ha MMa3apa Ha JaJICHO U3CJINC BHOCUTCIINTC
IpOBEPABAT AaJIU IMTPOUZBOAUTCIIAT WK YIIBJIHOMOIICHUAT MPCACTABUTCII € IMMPECAOCTABUII

Ha eJIEKTPOHHATA cHcTeMa nHpopManusTa 1o maparpad 1.

Koraro e npunoxumo, BHOCUTEIUTE HHOOPMHUPAT CHOTBETHHS! YII'BIIHOMOILEH
IIPEICTABUTEI WIIN IPOU3BOJUTENS, aKO MH(OopMaIusTa 1o naparpad 1 He e BKiIroueHa

WM € HeTouHa. BHocuTenute 100aBAT cBOUTE JaHHU B ChOTBETHATa Tpada(rpadu).

Ynen 28

Peeucmpab;uﬂ Ha np0u3600umeﬂume, YHNBIIHOMOUeHUme npedcmaeumeﬂu u 6Hocumeaume

1. [Ipenu myckaHeTo Ha U3/eNUe Ha Na3apa NPOU3BOAUTEIUTE, YITBIHOMOIICHUTE
MIPeICTaBUTENH U BHOCUTEIIUTE, 3a J]a CE PETUCTPUPAT, IOAABAT B €JIEKTPOHHATAa CUCTEMA,
nocodeHa B wieH 30, uHpopmarnusiTa, MocoueHa B 4act A, pasaen 1 ot npunoxenue VI,
aKo Bede He ca ce PeruCTpUpalid B ChOTBETCTBUE C HacTosmus wieH. Korato npouenypara
3a OLICHSIBaHE HAa ChOTBETCTBUETO HAJlara y4acTUETO Ha HOTU(UIMPAH OpraH ChIIacHO
el 48, nHpopmanusaTa, mocoueHa B 4act A, pazzaen 1 ot npunoxxkenue VI, ce mpenasa Ha

CJICKTPOHHATA CUCTEMaA IIPEAN ITOAABAHCTO HaA 3asBJICHUC 10 HOTH(bHHHpaHHH opras.
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Cren mpoBepka Ha BbBEACHUTE TaHHM 1O naparpad 1 KOMIIETEHTHUAT OpraH MmojrydaBa
enuHeH peructparmoned Homep (EPH) ot enexkrponHaTa cuctema 1o 4ieH 27 ¥ ro u3aBa

Ha IMPOU3BOAUTECIIA, HAa YITBJIHOMOIICHUSA ITPEACTABUTEI UJIM HA BHOCUTCIIA.

[TpouzBonutensat usnonssa EPH npu nogasane Ha 3asBieHue 10 HOTU(GHUIMPAH OpraH 3a
OLIEHSIBaHE HA CbOTBETCTBUETO M IpH A0CThII 10 Eudamed, 3a 1a n3nmbiHu 3aabKEHUSTA

CH 110 WiieH 26.

B cpok oT enHa ceamuIa cien BesKka €BEeHTyalHa IPOMsIHA BbB Bpb3Ka ¢ HHPOpMausITa
o naparpad 1 oT HacTOSIIKS YIeH UKOHOMUYECKHUSAT ONepaTop akTyalu3upa JaHHUTE B

CJICKTPOHHATa CUCTEMA, ITI0OCOYCHA B YJICH 27.

He mo-xbcHO OT e71Ha TOAMHA ClIe/ [T0JJaBaHeTo Ha MHpOopManusaTa chriacHo naparpag 1,
a clie]] TOBA Ha BCEKU JIBE FOJIMHU, MKOHOMUYECKHAT ONIEPATOP MOTBBPK/1aBa TOUHOCTTA
Ha JaHHUTE. AKO TOBa He Ob/I€ HAIIPABEHO B PAMKHUTE Ha IIECT Mecela clie] U3THYAHETO
Ha T€3M CPOKOBE, BCSAKA AbPKaBa UICHKA MOJKE J1a B3eME MOAXOAIIN KOPUTUPALN MEPKU

Ha CBOsA TCPUTOPHA, JOKATO HKOHOMUYCCKHUAT OIICPATOP HE U3IIBJIHU TOBA 3abJIXKCHHUC.

bes na ce 3acsra oTTOBOPHOCTTAa HA UKOHOMHUYECKUS OIIEPATOP 3a JaHHUTE,
KOMIIETEHTHMST OpraH MpoBEpsBa MOTBbPACHUTE JaHHU, IOCOYEHH B UacT A, pa3zaen | oT

npunoxenue VI

JlanauTe, BHBEACHH B ITOCOYCHATA B WICH 27 eJIEKTPOHHA CHCTEMa ChIIacHO maparpad 1

OT HACTOSIIHS YWIEH, ca TOCTHIIHH 3a 00IECTBEHOCTTA.

KommeTeHTHHAT OpTraH MOXKE a U3IM0JI3BA JAHHUTC, 3a 1da HAJIOXKHU TaKCa HA

IPOU3BOAUTCIIA, YIIBIIHOMOIICHUA IIPEACTABUTEII UJIW BHOCUTCIIA CBITIACHO YJICH 104.
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Ynen 29

Pe3ziome 6v6 6Pb3KA C bezonacrocmma u 0elcmeuemo

1. 3a U34CIuATa OT Ki1ac C u kymac D, Pa3jIniHU OT U3JCJINUA 3a U3IUTBAHUSA HA HeﬁCTBHCTO,

MMPOU3BOAUTCIIAT U3r0TBA PE3IOME BbB BPBb3Ka € 0e30I1acHOCTTa U JICUCTBUETO.

Pe3roMeTo BBB BpPbB3Ka C 0e30IacHOCTTa U JIECTBUETO CE ChCTaBs TakKa, 4€ aa € sCHO 3a
OCJICBUA HOTpe6I/IT€J'I " aKo € HGJ’IGC’BO6p33HO — 3a nanueHTa, U € JO0CTHITHO 3a

obmecTBeHocTTa upe3 Eudamed.

[TpoeKkThT Ha pe3IOMETO BHB BpBh3Ka C OE30MaCHOCTTA U IEUCTBUETO € YacT OT
JIOKYMEHTAIUsTa, KOATO TPsIOBa /1a ce MpeCTaBU Ha HOTU(UIIMPAHUS OPTaH, yJacTBAaIll B
OIICHSIBAHETO HA ChOTBETCTBUETO ChIVIACHO WieH 48, U ce Bajiuaupa ot chius oprad. Cien
BaTUIMPAHETO MY, HOTH(DHUIIMPAHUAT OpraH BbBexk1a pestomero B Eudamed.
[Tpon3BoUTENAT TOCOYBA BHPXY €TUKETA WIIM B MHCTPYKITUUTE 32 YIIOTPeOa KbJIe MOKE

na ObJie HAMEPEHO PE3IOMETO.

2. Pe3tomeTo BBB Bpb3Ka ¢ 0€30IaCHOCTTA U JISHCTBUETO BKIIFOYBA HAH-MAJIKO CIICTHUTE

CIICMCHTH:

a) uacHTU(DUKAIMATA HAa U3ISTUETO U Ha IPOU3BOAUTENS, BKIIOUNTENHO 6azoBust UDI-

DI u, ako Beue e uzganeH, EPH;

6) MNpEeaAHa3sHAYCHUECTO HA U3ACTIUCTO, ITIOKa3aHus, IIPOTUBOIIOKA3aHUA U LCIICBU

MOTpeOUTENH;
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ONMCAaHNE Ha U3/ENINETO, BKIIOUYUTEIIHO IOCOUBAHE HA MPEIXOAHOTO(UTE)
MOKOJICHUE(sI) WJIM BapUAHTH, aKO MMa TaKUBa, U ONMHMCAHNE Ha Pa3IN4MsITa, KaKTo U,
KOTaTo € OTHOCHMO , OTIMCAaHUE Ha MPUHAAIICKHOCTUTE 32 U3ACTUETO, APYTH U3ICIUS

U MPOAYKTHU, KOUTO Ca NPCAHA3HAYUCHHU 3a U3IIOJI3BAHC B KOM6I/IHaI_II/I$[ C U3ACIUCTO,

I)  IOCOYBaHE Ha BCUYKH NPWIOKEHH XapMOHU3upaHu cranaapty u OC;

)  PE3IOMETO Ha JOKJIaJja 3a OlIEHKa Ha JAercTBueTo no npuwioxenue XIII u
CHOTBETHATa HH(OPMAIIHS 3a MPOCIIEASIBAHETO HA IEHCTBHETO CIIE] ITyCKaHe Ha
nasapa;

€)  MEeTPOJOTHYHATa MPOCIETUMOCT Ha ONPEAETICHUTE CTOMHOCTH;

K)  TOpeIoKeHHs MpoduiI u 00ydeHHe 3a MOTPEOUTENINTE;

3)  uH(pOpMAaLUS 32 OCTATHYHUTE PUCKOBE U BCSIKAKBU HEXKEJIAHU MOCIIEACTBUS,
peIynpexaeHNs U IpeaIa3Hu MEPKH.

3. Upes akToBe 3a m3nbiHeHHEe KomucusaTa Moxe 1a onpenens popmaTa U MpeICTaBIHETO Ha

JaHHHUTEC, KOUTO Aa C€ BKIIHOYAT B PE3IOMETO BB BPBH3Ka C 0e30macHOCTTa U JIEHICTBHETO.

Te3u akToBe 32 U3NBIHEHUE CE nmpueMar B CbOTBECTCTBUC C IIpoLcAyparTa 110

KOHCYJITHpaHe, npeasueHa B wieH 107, maparpad 2.
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Ynen 30

Esponeticka 6aza oannu 3a meouyurckume usoenus

1. Komucusra, cnen koncynrauus ¢ KI'MU, cp3naBa, nogabpxka u ynpasisBa EBponelickaTta

0a3a mannu 3a meaunuHckute usnenus (Eudamed) B cboTBETCTBHE € yCIOBUSATA U

nmopoOHUTE MpaBuia, peaBuaeHu B uieHose 33 u 34 ot Pernament (EC) 2017/.. >

2. Eudamed Bkit04Ba cieTHUTE €IEKTPOHHU CUCTEMH:
a)  EeJEKTpPOHHAaTa CUCTEMA 3a PETUCTpalus Ha U3AENuATa 10 WieH 26;
0) ©6azarta gannu 3a UDI no unen 25;
B)  €JNEKTPOHHATAa CHCTEMa 3a PErUCTpalys Ha UKOHOMUYECKUTE ONEpaToOpH Mo ujieH 27;
I)  eJeKTPOHHATA CHCTEMa 3a HOTH(PHUIIMPAHUTE OPTaHH | 32 CEPTUPUKATUTE 10
JIeH 52;
)  eJEeKTPOHHATa CHUCTEMa 3a U3NUTBAHUATA HAa ACHCTBUETO MO WieH 69;
€)  eJEeKTpOHHATa CHCTeMa 3a MPOCIeIsBaHe U HA/[30p CIie/ IyCKaHe Ha ma3apa 1o
wied 87;
’K)  eJCKTPOHHATa CHCTEMa 3a HaJ30p Ha Ia3apa o WieH 95.

+

OB: mo:s BbBezieTe cepuiiHus HoMep Ha periamenTa ot oK. ST 10728/16.
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I'naBa IV

Horupuuupanu opranu

Ynen 31

Opeanu, omeosapawu 3a Homugpuyupanume op2aHu

Beska npprkaBa diieHKa, KOSTO Bb3HaAMeEpsIBa J1a ONPEIeNId OpPraH 3a OLCHABAHE Ha
CBHOTBETCTBUETO KAaTO HOTU(HUIMPAH OPTaH WK KOSITO € ONpeeinia HOTU(hUIMpaH OopraH,
3a J1a U3BBPIIBA IEHHOCTUTE MO OLIEHBAaHE HA CbOTBETCTBUETO CHITIACHO HACTOSIIUS
periaMeHT, oco4Ba Oprax (,,0praH, OTrOBapsIl 32 HOTU(GUIIUPAHUTE OPraHu), KOHTO
MO3JK€ J1a CE CbCTOM OT OTJIEJIHU CYOEKTH CBIVIACHO HAI[IOHAJIIHOTO IIPABO U OTrOBaps 3a
YCTaHOBSIBAHE U U3BBPILIBAHE HA HEOOXOAUMHUTE MIPOLIEAYPH 32 OLIEHSIBaHE, ONPEEISTHE U
HOTU(UIMPAaHE HAa OPTaHUTE 3a OLIEHSBAaHE HA CbOTBETCTBUETO U 32 HAOIIOAEHUE Ha
HOTU(UIMPAHUTE OPTaHU, BKIIFOYUTEIHO MOAU3IBIHUTEINTE U OJCIICHUATA Ha Te3U

OpraHu.

OpransT, OTTOBapsI 32 HOTU(PHUIIMPAHUTE OPTraHH, Ce Ch3JaBa, OpraHu3upa u
(GyHKIIMOHHpA 110 TaKbB HAYWH, Y€ J1a 3arma3Ba 00EKTUBHOCTTA U OE3MPUCTPACTHOCTTA MPH
NEMHOCTUTE CU U J1a U304rBa KaKbBTO U J]a € KOH(DIUKT Ha HHTEPECH C OpPraHUTe 3a

OLICHABAHC Ha CbOTBETCTBHUETO.

Opl"aH’bT, OTTOBapsI 3a HOTI/I(I)I/II_II/IpaHI/ITe OpraHu, € OpraHu3nupaH 1O TaKbB HAYHUH, 4Y€
BCAKO PCIICHUC BB BPB3Ka C OIIPCACIIAHCTO UIIN HOTI/Iq)I/II_II/IpaHeTO Ja C€ B3€Ma OT Jiila,

Pa3JInIHU OT TC3U, KOUTO Ca U3BBPIIUIIN OLICHABAHCTO.
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4. OprassbT, OTTOBapSII 32 HOTU(PHUIIMPAHUTE OPTaHH, HE U3BBPIIBA ACHHOCTH,
OCBUIECTBSIBAHU OT HOTU(ULIUPAHUTE OPTaHH C ThPrOBCKa I1eJ1 WJIM Ha KOHKYpPEHTHA

OCHOBa.

5. OprassbT, OTTOBapAIL 32 HOTUGHUIMPAHUTE OPraHH, ChOII01aBa TOBEPUTEITHUTE ACTIEKTH
Ha uH(pOpMaIHATa, KOATO MoyryyaBa. Toil o0aue oOMeHs nHpopMmanus 3a
HOTU(UIPAHUTE OPTAHU C JPYTUTE IbpKaBU WieHKH, Komucusara u koraro e

HE00X0IMMO — € APYTHU PETYJIaTOPHU OPTraHU.

6. OpransbT, OTTOBapAI 32 HOTU(PHUIIMPAHUTE OpraHu, pa3mojiara ¢ I0CTaThUeH Ha Opoi
KOMITIETEHTEH MepPCOHal, KOWTO € BUHATH Ha Pa3MoJI0KEHUE 32 U3ITBIHCHNE Ha 33aUnTe

CH.

Koraro opransT, 0TroBapsii 3a HOTU(PHUIUPAHUTE OPTaHU, € Pa3IndeH OT HAIIMOHATHHS
KOMIIETEHTEH OPIaH 3a MEAULMHCKUTE U3/EIINs 32 MHBUTPO JTNAarHOCTHKA, TOW rapaHTHpa,
4ye ¢ HAl[MOHAJIHUA OPraH, OTrOBapsAll 3a MEIULIMHCKUTE U3EIUA 32 UHBUTPO

AWAarHoCTuKa, C€ U3BbPUIBAT KOHCYJITAIHUU 110 CbOTBETHUTC BBHIIPOCH.

7. JIbprkaBUTE WIEHKU OMOBECTSABAT 0011a MH(OpMAIHs 32 CBOMTE MEPKU, KOUTO ypexkIaT
OLICHSIBAHETO, ONPECISTHETO U HOTU(HUIIMPAHETO HA OPTaHUTE 32 OLICHSIBaHE HA
CBHOTBETCTBUETO U 3a HAOIIOACHNE Ha HOTU(UIIMPAHUTE OPTaHU, KAKTO U 32 IPOMEHHUTE,

KOHTO OKa3BaT ChbIICCTBCHO BLBHGﬁCTBHG BBPXY U3I'BJIHCHHUECTO HA TC3U 3ada4YU.

8. OprassbT, OTTOBapSI 32 HOTU(DUIIUPAHUTE OPTaHH, YUacTBa B ICHHOCTUTE TIO

NapTHOPCKUTE MPOBEPKH, IPEABUICHU B WieH 44.
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Ynen 32

H3uckeanus, cevp3anu ¢ homuguyupanume opeanu

HOTI/I(i)I/II_[I/IpaHI/ITC OpTraHd U3IBJIHABAT 3aa4YUTE, 3a KOUTO Ca OIPEACIICHU B CbOTBETCTBUC
C HACTOAIIHA PCTIIAMCHT. Te OTTOBapAT HA OPTraHU3AIUOHHUTC U O6H_II/IT6 HM3HMCKBAHHA U HA
HU3UCKBAHUATA 3a YIIPABJICHHUC HA KAYCCTBOTO, 3a PECYPCUTC U MTPOLCCUTC, HGOGXOIII/IMI/I 3a

MU3IBJIHCHUCTO HA TC3U 3aJa4H. HO-CHGIII/IEL]'IHO, HOTHq)HHHpaHHTG OopraHu Cria3Bat

M3UCKBAaHMATA Ha npuiiokenue VII.

3a 1a ObaT U3NBJIIHCHN U3UCKBAHUATA, TIOCOYEHH B IIbPBA aIMHES, HOTU(DHUITUPAHHUTE
OpraHH pa3moiaraT ¢ MOCTOSTHHA HATMYHOCT Ha JOCTaThU€H aJMUHUCTPATHBEH,
TEXHUUYECKU U Hay4€H IEPCOHAJ B CbOTBETCTBHE ¢ pa3zei 3.1.1 ot npunoxxenue VII n
MepCOHAJ ChC ChOTBETHUS KIIMHUYEH OMUT B CbOTBETCTBHE C pasnaei 3.2.4 ot

npunoxenue VII, korato € Bb3MOXHO, HA€T OT caMusi HOTU(UIIUPAH OpraH.

[Tepconanbt, nocoven B pazaenu 3.2.3 u 3.2.7 ot npunoxenue VII, e chctaBeH oT
CIyKUTENU Ha HOTU(QUIIMPAHUS OPraH U HE MOXE J1a BKJII0OYBA BHHIIIHU €KCIIEPTH WU

IIOAU3IIBJIHUTCIIN.

Hotudunupanure opranu cbxpaHsBaT Ha pa3lojoKeHHEe Ha OpraHa, OTroBapsIl 3a
HOTU(UIMPAHUTE OPTaHU, U TIPU TIOUCKBAHE MY MPEIOCTABAT IsIaTa HE00X0AuMa
JOKYMEHTAIMs, BKJIOUUTETHO JOKYMEHTAIUATA Ha IPOU3BOIUTENS, 32 J]a OCUTYPST Ha
TO3H OpTraH Bb3MOKHOCTTA J]a U3BBPILBA AEHHOCTUTE CHU 110 OLIEHSBAaHE, ONPEIEIISHE,
HoTU(UIMpaHe, HAOII0ACHNE U HA/130D U 1A YIIECHAT OLIEHSBAHETO, OMMCAHO B

HacCTosd1IaTa rjiaBa.

10729/4/16 REV 4 109

BG



3. C uen ga ce rapaHTHpa €IHAKBOTO MPUJIaraHe Ha U3UCKBAHMATA, YCTAHOBEHU B
npunoxenue VII, Komucusara moxxe 1a mpremMa akToBE 3a U3MbJIHEHUE, JOKOJIKOTO TOBA €
He0o0X0IMMO 3a pa3pellaBaHe Ha BBIIPOCH, CBEP3aHU C Pa3IMYHOTO THIKyBaHE U
MPUJIATaHEeTO Ha MpakTuKa. Te3u aKToBe 3a U3MBIHEHHUE Ce MTPUEMAT B ChOTBETCTBHUE C

npolietypaTa o pasriexiaane, mocodena B uiaeH 107, maparpad 3.

Ynen 33

Tooenenus u noousnvanumenu

1. Koraro HoTu(unupan oprad Bb3jaara KOHKpEeTHH 3aJja4, CBbP3aHU C OLCHSIBAHETO Ha
CBhOTBETCTBUETO, HA MOAU3IIBIHATEIN UIIU U3I0J13BA MTOAEIEHUE 32 KOHKPETHU 3aJa4H,
CBBP3aHHU C OLICHSABAHETO HA CbOTBETCTBUETO, TOM IIPOBEPSBA AAJIN MOAU3IIBIHUTEIAT WU
MIOZCJICHUETO OTIOBAps Ha MIPWIOKUMUTE U3UCKBAHMS, IOCOYECHU B IpuitokeHue VI, u

nH(popMHpa CHOTBETHO OpraHa, OTTOBapsIl 32 HOTU(GULUPAHUTE OPTaHH.

2. Hotudunupanurte opranu noeMar nbjiHaTa OTTOBOPHOCT 32 33JaUnTe, U3IMBIHABAHU OT

TAXHO UM€ OT NOAUIIIBJIHUTECIIN WJIHN ITIOACIICHUA.
3. HOTI/I(i)I/II_[I/IpaHI/ITe OpraHHu OIIOBCCTABAT HY6JII/I‘IHO CIIMCBK HAa CBOUTC MMOACICHUA.

4, I[eﬁHOCTHTe 10 OLCHABAHC HA CbOTBETCTBHUCTO MOIraT aa 6’b,£[aT Bb3J1araHu Ha
NOAU3IIBJIHUTCIIN UJIN U3ITBJIHABAHU OT NOACIICHUC, IIPU YCIIOBUC YC (1)I/I3I/ILIGCKOT0 nim
IOPUANYCCKOTO JTUIEC, KOCTO € MOJAJIO 3asABJICHUC 3a OLICHABAHC HA CbOTBETCTBUCTO, €

OWJI0 CHOTBETHO HH(POPMHUPAHO.
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Hotuduuupanure opranu cbxpaHsiBaT Ha pa3noJI0KEHUE Ha OpraHa, OTrOBapsiIl 3a
HOTHU(UIMPAHUTE OPTraHU, BCHUKH ChOTBETHU JOKYMEHTH OTHOCHO IPOBEpKaTa Ha
KBaJIM(UKAIMATA HA TTOJU3ITBIHUTENS WM TIOJIEJICHUETO U OTHOCHO paboTaTa, U3BbpIICHA

OT TAX CBIUIACHO HACTOAIIUA PCTIIAMCHT.

Ynen 34

3asenenue om opearume 3d OYyeHABaAHe Ha Cbomeemcmeuenio 3a onpe()eﬂ}me

OpFaHI/ITe 34 OLCHABAHC HAa CbOTBCTCTBUCTO IMOJaBAT 3aABJICHUC 3a OIIPCACIIAHEC 1O OpraHa,

OTroBapsI 32 HOTU(QULIUPAHUTE OPTaHH.

B 3asBienneTo ce mocouBar ﬂeﬁHOCTHTe 10 OLICHABAHC Ha CbOTBCTCTBHUCTO, KAKTO Ca
OMPCACIICHU B HACTOAIIUSA PCTIIAMCHT, U TUIIOBCTC U3ACIIHUSA, 3a KOUTO OPraHbT UCKA a

ObJe ompesesieH, 3ae/IHO ¢ JOKyMEHTAIHsI, JOKa3Balla cra3BaHeTo Ha npuioxenue VIIL

Ilo oTHOMmIEHNE Ha OpraHnu3alluOHHUTC U 06IIII/ITG U3HUCKBAHUS U HA U3UCKBAHUATA 3a
YIIPaBJICHUETO HA Ka4€CTBOTO, ONpeeTieHH B pa3aenu 1 u 2 ot npunoxenue VII, moxe na
ce MPECTaBAT BAIMACH CEPTU(PHUKAT 3a aKpeIUTaIUs U CbOTBETHUST JOKJIA] 32 OLICHKa,
MIPHET OT HallMOHAJIEH OPTaH Mo akpeauTanusTa B chorBeTcTBUE ¢ Permament (EO) Neo
765/2008, xaTo Te ce B3eMaT MPEABH ITPH OIICHSIBAHETO, TOcoueHa B wieH 35. [Ipu
IIOUCKBAaHE 0621‘-16 3aABUTCIIAT MPCAOCTABS IAJIaTa IOCOYCHA B ITbPBa AJIMHCA

AOKYMCHTAalM:A, 3a 1a JOKaXE CIIa3BAHCTO HA TC3W U3HUCKBAHUA.
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Hotuduuupanust opran akryajinsupa nocoueHara B naparpad 2 1oKyMeHTauus npu

HACTBIIBAHEC HAa CBOTBETHUTEC IIPOMEHH, 3a a C€ JaA€ Bb3MOXKHOCT Ha OpraHa, OTTrOBapsiIl

3a HOTI/I(I)I/ILII/IpaHI/ITC Oopranu, na Ha6JHOI[aBa " J1a IPpOBEPsABa AaJin CC U3IIbJIHABAT

HCTIPEKBbCHATO BCUYKU U3UCKBAHUS IO MPUTTOKCHUC VII.

Ynen 35

OM@HESCZHé Ha 3a:ejieHueno

OprassbT, OTTOBApSII 32 HOTU(PHUIIMPAHUTE OPTraHH, IPOBEPsiBa B CPpok OT 30 qHH Hamu
3asBJICHUETO IO WieH 34 € IbJIHO M U3UCKBA OT 3asBUTEIIA Ja IPEICTABU €BEHTYAJIHO
nurcBaiia nHpopmanus. Korato 3asBlIeHUETO € IbJIHO, TO3U HAIlMOHAJIEH OpraH ro

m3npama Ha Komucusra.

OprassbT, OTTOBapSI 32 HOTU(PHUIMPAHUTE OPTraHH, IPETIIK 1A 3asIBICHUETO U
Mpuapy’KaBaniaTa JOKyMEHTalUsl B CbOTBETCTBUE ChC COOCTBEHUTE CH NMPOLETYPU U

W3TOTBS MPEBAPUTENICH JIOKJIA]] OT OIICHSBAHETO.

OpranbT, OTrOBap4Il 32 HOTU(DULIIMPAHUTE OpraHH, IPEACTaBs MPEeABAPUTEIHUS JOKIA] OT

otieHsBaneto 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, onpexens rpymna 3a CbBMECTHO OLICHSIBAHE, ChCTaBEHA OT
TpUMa €KCIIePTH, OCBEH aKO KOHKPETHUTE OOCTOSATEICTBA HE U3UCKBAT pa3IndeH Opoit
eKCIIepTH, n30paHu OT CIIKMCHKa 1o wieH 36. ENuH oT Te3u eKcrepTH € mpeICcTaBUTeN Ha
KomMucusita u koopiuHupa JefHOCTUTE Ha rpynaTa 3a CbBMECTHO OLieHsiBaHe. [pyrure
JIBaMa €KCIIEPTHU ca OT AbP>KAaBH YWICHKH, Pa3JIMYHU OT JbpKaBaTa UJI€HKA, B KOSTO €

YCTAaHOBCH OPraHbT 3a OLCHABAHC HAa CbOTBCTCTBUCTO, KOMTO € I101a/ 3asBICHUECTO.

I'pynata 3a CbBMECTHO OLICHSBAHE CE€ CbCTOM OT KOMIIETEHTHH €KCIIEPTH, KOMIETEHTHH Ja
OLIEHSBAT JICHHOCTUTE 1O OLIEHSBaHE HAa ChOTBETCTBUETO U THIIOBETE U3/, KOUTO ca
MPEeIMET Ha 3asiBICHUETO, WK — 0COOEHO KOTaTo MpoIielypaTa Mo OIEHsBaHE €
IpeanpueTa B CbOTBETCTBUE C WieH 43, maparpad 3 — ocurypsiBa Bb3MOXXHOCT Jla ce

HaIpaBy MPaBUIIHA TPEIICHKA HAa KOHKPETHUS TPOOIIeM.

B cpok ot 90 nHu cnen onpeaessiHETO Ha TpyIara 3a CbBMECTHO OIICHSBAHE TSI pa3rIexkaa
JTIOKyMEHTAIUsTa, MpeJICTaBeHa ChC 3asiBJICHUETO chriiacHO wieH 34. ['pymnara 3a
CHBMECTHO OILICHSBaHE MOXKE J1a MpeocTaBu oOpaTHa WH(OPMALINS WK J1a TIOUCKa
pHSHCHeHI/Ie oT opraHa, OTFOBap}IH_I 3a HOTI/I(i)I/ILII/IpaHI/ITe OpFaHI/I, OTHOCHO 3as4BJICHHUCTO U

ITaHUPAHOTO OLICHABAHC HA MSACTO.

OprassbT, OTTOBApSI 32 HOTUPHUIIMPAHUTE OPTaHH, 3a€HO C TpyTaTa 3a CbBMECTHO
OLIEHSIBaHe, IUIaHUPAa U U3BBPILBA OLIEHSIBAHE HA MCTO HA OpraHa 3a OLICHsABaHE Ha
CBHOTBETCTBUETO, KOWTO € MOAAJ 3asBIIEHUETO, U aKo € I1eJIechoOpa3Ho, Ha MOJIeNICHHE WIH
MOJIU3IIBJIHUTEN, pa3noioxkeH B Chio3a WK U3BBH HEro, KOMTO I1le yyacTBa B Ipolieca Ha

OLICHABAHC Ha CbOTBCTCTBUCTO.
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OIIGH?[BaHeTO Ha MACTO Ha rmoaaivs 3adBJICHHUE OpraH C€ PbKOBOAW OT OpraHa, OTTrOBapsIIl

32 HOTU(DUITUPAHUTE OPTAHH.

5. KoHcTaTtauu 0THOCHO Hecnia3BaHe OT CTpaHa Ha OpraHa 3a OICHSIBaHE Ha
CHOTBETCTBUETO, KOWTO € TIOaJl 3asBJICHUETO, Ha M3UCKBaHMsTa 10 ipuiioxenue VII ce
u3JaraT 1o BpeMe Ha Mpolieca Ha OLICHSABAaHE U ce 00CHKIAT MEXKy OpraHa, OTroBapsIl 3a
HOTU(UIPAHUTE OPTaHU, U TPyIaTa 3a ChbBMECTHO OIICHSBAHE, 3a J[a C€ TIOCTUTHE
KOHCEHCYC U Jla C€ HaMepH pelICHUE B CIyYaidl Ha pa3inyaBaly ce CTAHOBHIIA 110

OTHOIICHHUEC Ha OLICHABAHETO HA 3asiABJICHUCTO.

B Kpasd Ha OOCHABAHCTO HA MSACTO OPraHbT, OTTOBAPAIIL 34 HOTI/I(I)I/ILII/IpaHI/ITC OpraHu,
H3TO0TBs 3a OpraHa 3a OLUCHABAHC Ha CbOTBCTCTBHUCTO, KOITO € noga 3asABJICHHUCTO, CIIMCHK
Ha HCCHOTBCTCTBUATA, YCTAHOBCHHU B PE3YJITAT HA OLICHABAHCTO, U PC3TOMHPA PE3yJITaTa OT

OIICHABAHCTO Ha rpyrara 3a CbBMCCTHO OLCHABAHC.

OpranbT 3a OlleHsIBaHE Ha ChOTBETCTBUETO, KOWTO € M0/1aj 3asiBJICHHE, ITPE/ICTaBs B
oTpesiesieH CPOK Ha HAIIMOHAIHUSA OpTaH IJIaH 33 KOPUTHPAIIN U TPEBAaHTUBHU JIEHCTBUS C

EJI OTCTpaHABAHC HA HCCHOTBCTCTBUATA.

6. B cpok ot 30 nHuU ciell IpUKIIIOUBAaHE Ha OLEHSABAHETO HA MACTO IpylaTa 3a CbBMECTHO
OLICHSIBaHE JJOKYMEHTHpPAa BCUUKU OCTaHAJIM pa3/InyaBallly C€ CTAHOBUIIA I10 OTHOLLIEHUE

Ha OLCHABAHCTO U I'M U3IIpallla Ha opraHa, OTTOBapsIl 3a HOTI/I(l)I/IHI/IpaHI/ITe OpraHu.
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Crnen KaTo MOJTy4H IUIAH 32 KOPUTUPAIIN U IPEBAHTUBHU JIEUCTBUS OT MOJANIHS 3asBIICHHUE
Opras, OpraHbT, OTTOBAPSAI 32 HOTUGUIIUPAHUTE OPTaHHU, TIPELIEHsBA Al € HAMEPEHO
MOAXOIAIIO PEllIeHUe 32 HEChOTBETCTBHUATA, YCTAHOBEHH T10 BpEME Ha OIeHsIBaHETO. B
IJIaHa ce T0COYBa OCHOBHATA MPUUMHA 32 YCTAHOBEHUTE HECHOTBETCTBHUSA U CE J1aBa

rpaduK 3a U3MBIHEHUETO Ha BKIIFOYCHUTE B HETO JICHCTBHSL.

Crnen kato npreMe IUIaHa 3a KOPUTHMpally U PEeBaHTUBHU JIEUCTBUS, OPraHbT, OTIOBAPSIIL]
32 HOTU(UIMPAHUTE OPTaHH, U3IIpaIlla TO3M IJIAH U CBOETO CTAHOBHILIE TT0 HETO Ha
rpynara 3a CbBMECTHO OLiCHsIBaHe. ['pynaTa 3a CbBMECTHO OLICHSIBAHE MOXKE J1a U3ACKA OT

OopraHa, OTroBapsIll 3a HOTI/I(i)I/II_[I/IpaHI/ITe OpraHu, JOII'bJIHUTCIIHA NNOACHCHUS U U3MCHCHH.

OprassbT, OTTOBapsI 32 HOTU(PHUIIMPAHUTE OPTaHH, U3TOTBS OKOHYATEIHUS CH JIOKJIA] OT

OIICHSIBAHETO, KOMTO ChIBpPIKA:
— pe3yNTaTuTe OT OLIEHSBAHETO,

— MOTBBPKJICHUE, Y€ KOPUTUPALIUTE U IPEBAaHTUBHUTE JCHCTBUS ca pa3riieJaHH 110

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

— BCHYKU OCTAHAJIN pa3jindaBallin C€ CTaHOBHUIIA C I'pyIaTa 3a CbBMECTHO OLICHABAHC U

KOraro ¢ npujioxummo,

— npenopbyaHust 00XBaT Ha IEHHOCTHTE.
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8. OpraubT, OTTOBapSIN 32 HOTU(DUIIUPAHUTE OPTaHH, ITPEIaBa OKOHYATSITHHS CH JOKIIA] OT
OIIEHABAHETO U aKO € MPHIIOKUMO, IPOEKTa Ha akTa 3a onpeaensine Ha Komucusta, KI'MAU

U rpymnara 3a CbBMECTHO OLICHSIBAHC.

9. I'pynara 3a chBMecTHO olleHsIBaHe mpeAcTaBs Ha KoMucusita OKOHYaTeTHO CTAaHOBHIIE
OTHOCHO JIOKJIaJ]a OT OLIEHSIBAHETO, U3TOTBEH OT OpPraHa, OTrOBaPSII 32 HOTU(PUITUPAHUTE
OpraHu, ¥ aKo € MPUII0KUMO — OTHOCHO MPOEKTA Ha aKTa 3a onpejaesHe, 10 21 a1 ot
[I0JIy4aBaHETO Ha Te3U JOKYMEHTH, a KoMucusita He3abaBHO IpeiaBa OKOHYATEIIHOTO
cranoBuiie Ha KI'MU. B cpok oT 42 n1HM OT ojydyaBaHe Ha CTAHOBHUILIETO HA rpynara 3a
cbpBMecTHO oneHaBane KI'MU u3nu3a ¢ npenopbka Mo MpoeKTa Ha aKTa 3a OIpeessHe,
KOSITO OPTaHbT, OTrOBapAI 32 HOTU(DUIIUPAHUTE OPTaHu, HAJIC)KHO B3eMa MPEIBUJ C

OTJIE]] Ha PELICHUETO CH 3a ONpeIeisiHe Ha HOTU(DULIMPAHUS OpraH.

10. Upes akToBe 3a m3nbiHeHne Komucusta Moxe 1a mpueMa MepKu ¢ oAPOOHH MpaBuiia 3a
oTpeiesIsTHe Ha IPOLICIYPUTE U JOKJIAJNTE 3a 3asBJIICHUETO 3a ONPEICIIIHE 110 WieH 34 u
OILICHSBAHETO Ha 3asBJIEHUETO IO HACTOAIMA WIieH. Te3u aKTOBE 3a U3NBJIHECHUE CE
MpHeMar B ChOTBETCTBUE C MPOIleyparta Mo pas3riexaane, mocoueHa B wieH 107,

naparpag 3.
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Ynen 36

Ilocousane na eKcnepmu 3a Cb8MeCnmHoO OY€eHABAHe HA 3a561E€HUM 3a HomugbuuupaHe

1. I["bp)KaBI/ITe yiienky 1 KomucusTa nocouBar CKCIICPTHU, KBaJ'II/I(I)I/II_II/IpaHI/I 3a OLCHABAHC Ha
OpTraHHUTC 3a OUCHABAHC HAa CbOTBETCTBUCTO B obOnacTra Ha MCAUIIMHCKHNUTC U3ACIIHUA 3a

MHBUTPO AMArHOCTHUKA, KOUTO J1a y4acTBaT B JEHHOCTUTE, [IOCOUEHU B UJI€HOBE 35 u 44.

2. Komucusita momabpika ClUChK Ha €KCIIEPTUTE, MOCOUYCHH ChIIacHO maparpad 1 ot
HACTOSIIUS WISH, 3a¢/IHO ¢ HH(OpMAIHS 32 TAXHATa KOHKPETHA 00JIaCT Ha KOMITETEHTHOCT
U EKCIIepPTHU Mo3HaHUs. T031 CIUCHK Cce MPeI0oCTaBs Ha Pa3MoyIoKeHNE Ha KOMIIETEHTHUTE

OpTraHd Ha AbPKABUTC YICHKU YPEC3 CIICKTPOHHATA CUCTCMA, IIOCOYUCHA B YJICH 52.

Ynen 37

E3uxoeu usuckeanus

Bceuuku 1oKyMeHTH, M3UCKBAaHU ChIIacHO uiieHOBE 34 u 35, ce ChCTaBAT Ha e3UK(11), KOUTO

(KouTO) Ce ompenensT OT ChOTBETHATA AbpPKABa YICHKA.

[Ipu npunaraneTo Ha MbpBa aJIMHEs AbPKABUTE WICHKH pa3riIekAaT Bb3IPUEMAHETO U
M3MOJI3BaHETO Ha 00IIopa30onpaeM e3uK B 00J1acTTa Ha MEIUIMHATA 32 LsJ1aTa ChOTBETHA

AOKYMCHTAI M UJIKU 34 4aCT OT HEA.
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KomMucusita npegocrass npeBoiu Ha JOKyMEHTALUATA ChIJIACHO WieHOBe 34 1 35 wiM Ha 4acTu OT
Hest Ha ouumaneH e3uk Ha Cbro3a, KOUTO ca HEOOXOUMH, 32 J1a MOXKe JOKYMEHTaluATa Jia €

JCCHO pa36HpaeMa 34 rpylara 3a CbBMECTHO OLCHABAHC, OIMPEACIICHA B CbOTBETCTBUC C YJICH 35,

naparpad 3.
Ynen 38
IIpoyedypa 3a onpeoenane u Homugpuxayus
1. JIbpkaBUTE WICHKHA MOTaT Ja ONPEASIIT SAMHCTBEHO OPTaHH 3a OIICHsSBaHE Ha

CHOTBETCTBUCTO, 3a KOUTO € IIPHUKITIOYUIO OLCHABAHCTO I10 YJICH 35 u KouTo OTTOBApPAT HA

M3UCKBaHUATA 110 nIpuioxenue VIIL

2. JIbpxaBuTe wieHKH yBegoMsiBaT Komucusara u ocraHanuTe Abp>KaBu YWICHKH 3a OPTaHUTE
3a OLIEHABAHE Ha CbOTBETCTBUETO, KOUTO Ca ONPENEIIWIIN, KaTO U3II0I3BAT €JIEKTPOHHATA
cucreMa 3a HoTu(uIupane B paMKuTe Ha 0azata TaHHM HA HOTH()UIIMPAHUTE OpTaHHy,

paspaboTteHa u ynpasisBana oT Komucusta (NANDO).

3. B HoTH(UKanusATAa ICHO CEe MOCOYBA, KATO CE€ U3MO0JI3BAT KOJOBETE, IOCOUYCHU B
naparpa¢ 13 oT HacTOsAIIMSA YiieH, 00XBAaThT HA IEHHOCTUTE, KaTO Ce yKa3BaT IeHHOCTHTE
I10 OLICHSIBAaHE Ha ChOTBETCTBHUETO, ONIPEIEIICHN B HACTOSIILIUS PETIAMEHT, U TUIIOBETE
u3Jenus, KOUTO HOTU(UIMPAHUAT OPTaH MMa IpaBo Ja OLeHsIBa, KaKTo U, 0e3 Ja ce 3acsra

yieH 40, BCHYKHU yCIIOBUS, CBBP3aHH C OMPEACIISTHETO.
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4. Hotuduxanusra ce npuapyxaBa OT OKOHUATEIHUS JOKIJIA] OT OLIEHSABAHETO, U3TOTBEH OT
oprasa, OTTOBAapsIll 32 HOTU(GHUIMPAHUTE OPraHU, OKOHYATETHOTO CTAHOBHILE HA TpyIaTa
3a CbBMECTHO OLIEHsIBaHe, [TocoueHa B wieH 35, naparpad 9, u npenopbkara Ha KI'MU.
Koraro HoTu¢unmpamara 1ppxaba 4ieHKa He ce cbo0pasu ¢ npenopbkara Ha KI'MU, 14

npeaocTaBs HaJJIC)KHA 000CHOBKA.

5. bes na ce 3acsra unen 40, HoTuunupaarta 1ppkaBa wieHka nHpopmupa Komucusra u
OCTAHAJIUTC AbPKABU YJICHKH 3a BCUYKU YCJIOBUA, CBbpP3aHH C OIIPCACIAHETO, U
MPEAOCTaBs TOKYMEHTHH JJ0KA3aTeJICTBA OTHOCHO BHBEICHHUTE MPABHIIA, KOUTO
rapaHTHpar, 4¢ HOTU(GUIHUPAHUIT OPraH MOJUICKH Ha PEIOBHO HAOIIOACHHE U Ye TOH IIe

MPOABILKH 14 U3ITBJIHABA U3UCKBAaHUATA IO npwiioxkenue VI

6. B cpoxk 10 28 qau oT HOTHU(UKAIUATA, TOCOUEHA B nTaparpad 2, IbpKaBUTE YWICHKH UIIH
KomMucusita Morat 1a oTIpaBsiT IMCMEHU Bb3paXKEHUsI, KATO U3THKHAT apIYMEHTHUTE CH IO
OTHOILICHHE Ha HOTU(UIIUPAHUS OpraH WiIK HaOJIIOAEHUETO My OT CTpaHa Ha OpraHa,
OTroBapsill 3a HOTU(GULUPAHUTE OpraHd. AKO He ObJaT OTIPABEHH Bb3pa)kEeHUs,
Komucusara my6aukysa B NANDO HoTu¢ukanusaTa B paMkute Ha 42 1HU OT JlaTaTa Ha

YBEIOMSIBAHETO ¥ ChITIaCHO maparpad 2.
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10.

Koraro nppxaBa unenka unu Komucusita moBaurse Bb3pakeHusi B CbOTBETCTBUE C
naparpad 6, Komucusra otnacst Beripoca 10 KI'MU B cpok ot 10 neHa cien u3tuyaHe Ha
cpoka no naparpad 6. Cinen koHcynTanus cbe 3auntepecoBanute crpanu KI'MU nasa
CTaHOBHUIIETO CH HAa-KbCHO B CpoK oT 40 AHM cJiel OTHACSIHETO Ha BBIIPOCa 0 Hesl.
Koraro KI'MMU cwmsTa, ue HoTuUKausITa Moxe J1a Obae npueta, Komucusra s

myonukyBa B NANDO B cpok ot 14 auu.

Koraro KI'MMU, cnex kato e 6uiia KOHCYJATHpPaHa B CbOTBETCTBUE ¢ aparpad 7, mOTBbpAN
CBIIECTBYBAILIO Bb3paKEHUE UJIM MTOBJAUTHE APYTo Bh3pakeHHe, HOTU(pHULIMpaIaTa
JbpoKaBa YJIeHKa MpeJICTaBs MUCMEH 0TroBop Ha craHoBuueTo Ha KI'MU B cpok ot 40
JTHY OT MOJIy4yaBaHETO My. B oTroBopa ce pasriexaaT NOBIUTHATUTE B CTAHOBUILIETO
BB3pPAKEHHS U CEe U3JIaraT MOTHBHTE 32 PELICHUETO Ha HOTU(UIMpAIaTa IbpyKaBa YWiICHKa

Aa onpeaciiv Uik Ja HE OIIPCAC/IN OpraHa 3a OIICHABAHC Ha CbOTBCTCTBUECTO.

Koraro HoTu¢unupamara 1bpxapa WiEHKA PEIIX Aa NOTBbPIU PEIIEHUETO CH A
OIIpeJIeNIM OpraHa 3a OLIEHSIBAHE Ha ChOTBETCTBUETO, KATO U3JI0KH CBOMTE OCHOBAHUS B
cboTBeTcTBUE ¢ naparpad 8, Komucusra my6nukyBa Hotudukanuiara B NANDO B cpok oT

14 nHU OT yBEIOMSIBAHETO CH.

[Tpu nyGnukyBaneto Ha HoTuuKausaTa B NANDO Komucusita 100aBsi B eeKTpoHHATA
cucreMa 1o wieH 52 uHpopMarusaTa 3a HOTUPHUKAIHITA HA HOTU(DUITUPAHUS OpraH 3aeTHO
C IOKYMEHTHTE, I0OCOYEHHU B maparpad 4 oT HaCTOAIIMA WIEH, U CTAHOBUILETO M OTTOBOPA,

NocouYeHH B naparpapu 7 1 8§ OT HACTOSALIMS YIEH.
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11. OmnpenensHETO cTaBa BAJIUIHO B JICHS CJIe] ITyOJUKYyBaHETO HA HOTH(HUKALUATA B
NANDO. B ny6nukyBanata HOTH(HUKAIKS Ce TOCOYBAa 00XBAaTHT HA 3aKOHHATA JICWHOCT 32

OLICHABAHC Ha CbOTBCTCTBHUCTO Ha HOTI/I(I)I/II_II/IpaHI/IH Ooprax.

12. CBHOTBETHHAT OpTraH 3a OOCHABAHC Ha CbOTBECTCTBUCTO MOKCE J1a U3ITBIIHABA q)YHKI_II/II/ITe Ha
HOTI/Iq)I/II_II/IpaH opraH CaMo CJiIca KaTO OMpPECACIIIHCTO € CTaHAJIO BAJIMAHO B CbOTBETCTBUC C

naparpag 11.

13. Jo ... [mect Mecena OT 1aTrara Ha BIM3aHE B CHJIa HAa HacTosus peraament| Komucusra,
Ype3 aKTOBE 3a M3ITBIHEHUE, ChCTABS CTUCHK HA KOJIOBETE M ChOTBETCTBAIIUTE THUIIOBETE
W3JIeNHs ¢ LIeN JIa ce Ompeean 00XBaThT Ha JEMHOCTUTE Ha HOTU(DUIIMPAHUTE OPTaHHU.
Te3u akTOBE 32 H3MBIHEHUE CE IPUEMAT B ChOTBETCTBUE C TPOIIeAypaTa Mo pas3riiexkaane,
nocoueHa B wieH 107, maparpad 3. Komucusira, cien koncynranus ¢ KI'MU, moxe na
aKTyaJIn3upa TO3M CITUCHK B3 OCHOBA, inter alia, Ha WHPOPMAIUATA, IOTYICHA OT

KOOPJMHAILIMOHHUTE JEUHOCTH MO 4jieH 44.

10729/4/16 REV 4 121

BG



Ynen 39

Hoenmugurayuonen nomep u CRUCHK HaA HOMUDUYUPAHUME OP2aAHU

1. Komucwusita onpeens uaeHTU(GUKAIIMOHEH HOMEP Ha BCEKH HOTU(HIIMPAH OpraH, 3a
KOMTO HOTH(HKAIKATA CTaBa BaJMIHA ChriiacHO wieH 38, maparpad 11. Ts onpenens camo
€/IMH UJICHTH()PUKALIMOHEH HOMED, 0pU KOTraTo OPraHbT € HOTU(ULIUMPAH CHIIIACHO
HsIKOJIKO akTa Ha Chro3a. KoraTo ca ycreniHo onpenesieHu B ChOTBETCTBUE C HACTOSIIUS
pernmamenT, opranute, Hotudunupanu ceriracHo Jupextusa 98/79/EO, 3ama3sar
UAeHTH(OUKAIIMOHHUTE HOMEpa, KOMTO Ca UM OIPEICIICHH B ChOTBETCTBUE C TIOCOYEHATA

AUPCKTHBA.

2. Komucusara npasu ny6aununo goctsiieH B NANDO crincbka Ha opraHute, HOTUHUIUPAHU
CHIIIACHO HACTOSIIIHS PErJIaMEHT, BKIIOUUTEITHO OMPECIICHUTE UM UICHTU(PUKAITMOHHH
HOMEpa, IEUHOCTUTE TI0 OIIEHABAHE Ha CbOTBETCTBUETO, KAKTO € OMPEICIICHO B HACTOSIIIHS
perJIaMeHT, U TUTIOBETE M3JIeIus, 32 KOUTO ca HoTuduiupanu. OCBEH TOBa TSI OMOBECTSBA
TO3M CIIUCHK U B €JIEKTPOHHATAa CUCTEMa, TocoueHa B wieH 52. Komucusara noaabpxa To3u

CIIMCBK aKTYyaJICH.

Ynen 40

Habnwoenue u nocneosawjo oyenssamne na HomuguyupaHume opeauu

1. Hotudunmpanure opranu yBegomsBat 6e3 3a0aBsiHe U HAl-KbCHO B CPOK OT 15 qHM
oprasa, oTroBapsIl 3a HOTU(GULMPAHUTE OPTaHH, 3a ChOTBETHUTE IPOMEHHU, KOUTO MOTatT
Jla OKa)KaT OTpakeHHE BbPXY CHOTBETCTBUETO C M3MCKBaHUsATA 10 npusoxkenue VII wiu
BBPXY CIIOCOOHOCTTA MM J1a U3BHPIIBAT JCHHOCTHUTE MO OLIEHSBaHE HA CHbOTBETCTBUETO BBHB

BPb3Ka C U3ACIINATA, 3 KOUTO Ca onnu OIIPCACIICHU.
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Opranunte, OTTOBApSIIN 32 HOTUPHUIIMPAHUTE OPTaHK, U3BHPIIBAT HAOIIOICHNE HA
HOTHU(UIMPAHUTE OPTraHu, YCTAHOBEHU Ha TSIXHA TEPUTOPUS, U HA TEXHUTE MOJICTCHUS U
MOAN3ITBIHUTEINH, 3a /1a C€ TApaHTHUPA, Y€ T€ MPOIbIHKABAT /1A CI1a3BaT U3UCKBAHMATA U J1a
M3MIBJIHABAT 33IbJKEHUSTA CH 110 HACTOSIIIMS periameHT. [Ipu mouckBaHe ot cBOsI OpraH,
OTroBapsiil 32 HOTH(PHULIHUPAHUTE OPraH, HOTUPHUIUPAHUTE OPTraHH MPEIOCTABAT LAIaTa
ChOTBETHA MHPOpMALUA U JTOKYMEHTH, KOUTO ca HE0OX0AUMHU Ha opraHa, Komucusra u

OCTAHAJIUTC ABPKaBU YJICHKHA C LEJI ITPOBEPKA HA CbOTBCTCTBUCTO.

Koraro Komucusita unu opranbT Ha JbpaKaBa 4jieHKa NoAaAaT 10 HOTU(GUIIMPAH OpTaH,
YCTaHOBEH Ha TEPUTOPHATA Ha ApyTa AbpiKaBa UiIeHKa, HCKaHe, CBhP3aHO C OLICHSIBAaHE Ha
CHOTBETCTBUETO, U3BHPIICHO OT TO3H HOTHU(UIIMPAH OPTaH, TE H3MPAIIAT KOMHE OT
WCKaHETO JI0 OpraHa, OTrOBapslll 32 HOTH(PUIIMPAHUTE OPTraHu, HAa Ta3H JApyTa IbprKaBa
yieHka. ChOTBETHUAT HOTU(UIIMPAH OpTraH OTTOBaps HAa UCKAHETO Oe3 3a0aBsiHE U Hail-
KBCHO B CPOK OT 15 mau. Opra"sT, OTroBapsil 3a HOTU(GUIIMPAHUTE OpTraHu, Ha JTbpXKaBa
YJIEHKA, B KOSATO € YCTAaHOBEH HOTU(UILIMPAHUST OpraH, OCUTypsiBa pa3riIekKIaHETO OT
CTpaHa Ha HOTU(UIIUPAHUS OpraH Ha UCKAHUATA, TIPECTABEHN OT OPTaHUTE Ha JIpyra
I'bprKaBa ujeHKa uin oT Komucusita, 0CBEH KOraTo ChIIECTBYBa 3aKOHHO OCHOBaHUE TOBA

7la HE C€ HaIpaBH, B KOMTO cilydail BBIIPOCHT MOXke n1a ce otHece 10 KIMU.

[ToHe BeIHBX TOAMIITHO OPTAHUTE, OTTOBAPSIIH 32 HOTU(DUITUPAHUTE OPTaHH, OIICHSIBAT
OTHOBO J1aJIM HOTU(UIMPAHUTE OPTaHH, YCTAHOBEHU HAa ChOTBETHATA UM TEPUTOPHSL, U
KOT'aTo TOBA € 11eJeChOOPa3HO — IMOEICHUATA U OJU3IIBIHUTEINTE, 38 KOUTO TE€3H
HOTU(UIMPAHU OpTaHU OTrOBAPSIT, MPOIBIKABAT Ja U3IIBJIHABAT U3UCKBAHUATA U
3aabipKeHuATa cu 1o npunoxxenue VII. To3u npernen BKI0oYBa OAUT Ha MACTO HA BCEKU
HOTU(UIMPAH OPraH U IPU HEOOXOTUMOCT — Ha HETOBUTE MOJICICHUS U

OAU3IIBJIHUTCIIN.
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OpraubT, OTTOBapSIL 32 HOTU(DUIIUPAHUTE OPTaHH, U3BBPIIIBA CBOUTE JCHHOCTH 10
HaOJII0/ICHUE U OIICHSIBAaHE CHITIACHO TOIUIIICH TUIaH 3a OLICHSBAHE, 3a Jla TapaHTUpa, ue
MOKe e(DeKTHBHO Ja U3BbPIIBA HAOIIOACHIE Ha HEMPEKbCHATOTO Ca3BaHe OT CTPaHa Ha
HOTHU(HUIMPAHUS OPTaH HA U3MCKBAHMSTA M0 HACTOSINNSA perjaMeHT. To3H MmiaH chabpxka
MOTHBHPAH TpavK 3a 4eCTOTaTa Ha OICHABAHETO HA HOTU(UIIMPAHHS OPTaH, U I0-
CIIEIMATHO HAa CBBbP3aHUTE C HETO MOJICTICHUS U OAU3IBIHUTENN. OpranbT MpeACTaBs Ha
KI'MMU u na Komucusita TOOUIIHUS CU IUIaH 32 HAOJIIOAeHNE WM OLIEHIBaHE 34 BCEKU

HOTU(HIMPAH OpPTaH, 3a KOMNTO 0TroBaps.

5. HabmroneHneTo Ha HOTU(UIIMPAHUTE OPTaHu OT CTpaHa Ha OpraHa, OTroBapsll 3a
HOTU(UIIMPAHUTE OPTaHU, BKIIIOYBA OJAUTHU Upe3 MPEKU HAOII0CHHUS Ha TIepCcoHalla Ha
HOTU(UIPAHUS OpraH, BKIOUYUTEIHO IIPH HEOOXO0AUMOCT Ha MepcoHasia Ha MOJIeNICHHUTa
U NOAU3ITBIHUTENINTE, [T0 BPEME Ha IpoLieca Ha OLEHSIBaHe OT CTPaHa Ha TO3U IEPCOHAI

Ha CUCTEMATa 3a YIIPaBJICHUC HAa KaUCCTBOTO B 00€eKT Ha IMPOU3BOAUTCIIA.

6. [Ipu HaGnroieHNeTo Ha HOTU(PUIIMPAHUTE OPraHu, OCHIIECTBIBAHO OT OPraHa, OTTOBAPSII]
3a HOTH(UIMPAHUTE OPTraHu, ce B3eMaT MPEABHU JaHHH, TOTyUYeHHU OT HaJA30pa Ha masapa,
MPOCJIEeISIBAHETO Ha 0€30MaCHOCTTA U HAJ30pa Clie]] ITyCKaHe Ha Ta3apa, 3a Jia ce CIIOMOTHE

3a JaBaHCTO Ha HACOKH I10 ,Z[GI\/JIHOCTTa.

OprasasT, OTTOBApSII 32 HOTUPHUIIMPAHUTE OPTaHHU, OCUTYPSIBA CHCTEMAaTUIHO
MpociensBaHe Ha KallOu U Apyra nHGopMalys, BKIIOYUTEIIHO OT APYTH AbPKaBH YWICHKH,
B KOUTO MOE J1a € IOCOYEHO HECTa3BaHEe Ha 3aIbJDKEHUATA OT CTpaHa Ha Ja/IeH

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

10729/4/16 REV 4 124

BG



10.

1.

OprassbT, OTTOBApPSII 32 HOTUPHUIIMPAHUTE OPTaHH, MOXKE B TOIIBIIHEHHE KbM PEIOBHOTO
HaOJII0ICHNE U OLIEHSBAHETO Ha MACTO Ja IPAaBU IPErJIen ¢ KPaTKO MPEIU3BECTHE, KAKTO
Y BHE3aIHU WINM HAPOYHHM IPETJIEN, aKO TOBAa € HEOOXOIMMO 32 pa3pelliaBaHe Ha

KOHKPETCH np06neM HJIN 34 IPOBCPKA HA CbOTBETCTBUCTO.

OpransbT, OTTOBapsI 32 HOTU(PHUIMPAHUTE OPTraHH, IPAaBU MPEriie/l Ha HalPaBEHOTO OT
HOTU(QHULMPAHUTE OPTraHU OLICHSBAHE HA TEXHUYECKAaTa JOKYMEHTALUs, U 10-CIEeLUaTHO
Ha JJOKyMEHTAlUATa BbB BPb3Ka C OLICHKA HAa JEHCTBUETO HA POU3BOIUTEINTE, KAKTO €

MTOCOYEHO TO-TTOAPOOHO B ujieH 41.

OprassbT, OTTOBApAIL 32 HOTU(PHUIUPAHUTE OpPraHH, JOKYMEHTUPA U PETUCTPUPA BCUUKH
KOHCTAaTUpaHU CIy4yad Ha HeCIa3BaHe OT CTpaHa Ha HOTU(UIMPAHHUS OPTaH Ha
M3UCKBaHUATA 110 NpuioxxeHue VII u ciienn 3a HABpeMEHHOTO U3IIBIHEHUE Ha

KOopurupamu 1 NpCBaHTUBHU I[CI\/JICTBI/ISI.

Tpu ronunm ciaen HOTUPUKALMATA HA HOTU(UIMPAH OPraH U Cliel TOBA HA BCEKH YETUPH
TOJVHU OpPTraHbT, OTrOBapsIl 3a HOTU()ULIUPAHUTE OPraHH, Ha AbpKaBaTa WICHKA, B KOSATO
€ YCTaHOBEH HOTU(UIIMPAHUAT OpraH, U rpynara 3a CbBMECTHO OLICHSBAaHE, OIIpe/iesieHa 3a
LIEJIUTE Ha IpolLeayparTa no wWieHoBe 34 u 35, u3BbpIIBAT LSJIOCTHO MOCJIEBALIO0
OLICHSIBAHE, 32 J1a YCTAHOBAT JaJH HOTU(UIIUPAHUAT OpraH MPOAbIDKaBa J1a H3IIbIHIBA

M3UCKBaHMATA 10 npuioxkenue VIIL

Ha KoMucusrta ce npenocrass NpaBOMOIIMETO Ja IpUeMa JIeJIeTUPaHu aKTOBE B
cpoTBeTcTBUE ¢ wieH 108 3a u3menenue Ha naparpad 10 oT HACTOSIIHS YICH C LE
MIPOMsHA Ha YeCTOTaTa Ha U3BbPILBAHE HA ISUIOCTHOTO MOCIIEABAIO OLIEHsABaHE, TI0COYEHA

B ChIIUs naparpad.
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12. [ToHe BeIHBXK rOAUIIHO AbpPKABUTE WICHKH JoKi1aaBaT Ha Komucusara n Ha KI'MU 3a
JNEMHOCTUTE CU IO HAOJIIOIEHUE U OLIEHSBAHE HA MCTO Ha HOTU(DHUIIMPAHUTE OPTaHHU U aKO
€ IPUJI0KUMO, HA TEXHUTE MOACIECHUS U MOAU3NBJIHATENN. JOKIaabT ChABPKA
uHpopMalus 3a pe3yJITaTUTE OT Te3H JCHHOCTH, BKIIOUUTENIHO OT ACHHOCTUTE I10
naparpa¢ 7, u ce tperupa or KI'MU u Komucusita karo noseputenta nHpopManus; Tou

o0aue BKITIOYBA PE3IOME, 70 KOSTO e MPEeI0CTaBsl MyOInYeH TOCTHII.

PesromMe Ha gokitaza ce BbBEXKIA B CJICKTPOHHATa CUCTEMA, ITIOCOYCHA B YICH 52.

Ynen 41
Ilpeened na uzevpuieHomo om HOMUDUYUPAH OP2aH OYeHsB8AHe HA MEXHUYeCKama 0OKYMeHmayusl

u Ha ()OKymeHmaL;uﬂma 6b6 BPB3KA C OYEHKA HA oelicmeuemo

1. OprassbT, OTTOBapsI 32 HOTUGHUIMPAHUTE OPTaHH, IPABU MPErJie, KaTo 4acT OT
TEKYyIIOTO HAOJOCHNE Ha HOTU(UITUPAHUTE OPTaHu, Ha TIOJAXOIAI OpOoil OIlCHABaHUS,
U3BBPIICHU OT HOTU(UIMPAHKsI OpTaH [0 OTHOLLIEHHE HAa TEXHUYEeCKaTa JOKyMEHTAIMsl Ha
IIPOU3BOJUTENNTE, U MO-CIEIUAIHO HA JOKYMEHTAlUATa BbB BPb3Ka C OLICHKA Ha
JeMCTBUETO, € 1IeJ]1 IPOBEpKa Ha 3aKJIIOUYEHHSTA, HAIIPABEHU OT HOTU(GHULIMPAHUS OPTaH Bb3
OCHOBa Ha MH(popMarusATa 0T Ipou3BoauTeNss. OpranbT, OTrOBAPAI 32 HOTU(DULIUPAHUTE

OpraHH, U3BbpPUIBA TC3U NPCTIICAN KAKTO OT Pa3CTOAHUC, TaKa U Ha MCTO.
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2. W3BagkaTta oT JocueTa, KOMTO MOAJIEKAT Ha IIPEriiesl B CbOTBETCTBUE ¢ nmaparpad 1, ce
IUTAaHUPA U € MIPEICTaBUTENHA 3d BCHYKH TUIIOBE U3JEJIHS, U MO-CIIEUATHO
BHUCOKOPHUCKOBUTE U3JEJINs, U PUCKOBETE, CBBP3aHU C TAX, CEPTUPHULIMPAHU OT
HOTU(UIMPAHUS OpTaH, ¥ € Ha/lJIe)KHO 000CHOBaHA U IOKYMEHTHpaHa B IUIaH 3a
ChCTaBsSIHE HA U3BAJIKH, KOMTO IIPU ITIOMCKBAHE CE MpeAocTaBs Ha pasnoioxeHue Ha KI'MIU

OT OpraHa, OTTOBAPSII 32 HOTU(DUIIMPAHUTE OPTaHH.

3. OprasasbT, OTTOBApSI 32 HOTU(PHUIMPAHUTE OPTaHH, IPAaBU IPETJIe/ Ha TOBA JaJIn
OLICHSBAHETO € OMJIO U3BBPILEHO NMPABUIHO OT HOTU(DHUIIMPAHUS OPTaH U IMPOBEpsiBa
MIPUJIOKEHUTE MPOLIETyPH, CBbp3aHaTa ¢ TOBAa JOKYMEHTAIMS U 3aKII0YEHUATA, HAIPABEHU
ot HoTu(umpanus oprad. [IpoBepkarta oOxBaiia TeXHUYeCKaTa JOKyMEHTALIUS Ha
IIPOU3BOAUTEINS U TOKYMEHTALUATA My BbB BPb3Ka C OLICHKA Ha JEHCTBUETO, BBPXY KOUTO

ce OCHOBaBa OLIEHSBAaHETO Ha HoTU(UIMpaHus oprad. [Ipu npernenure ce nsnonzsar OC.

4. [Ipernenure ca v 4yacT OT MOCJEBALIOTO OLEHSIBaHE HA HOTU(DUIIUPAHUTE OPTaHU
cwriacHo wieH 40, maparpad 10 u meiiHOCTUTE 32 ChBMECTHO OIICHSIBAaHE, TOCOYCHHU B
uiieH 43, maparpad 3. [Iperneaure ce nmpaBsT, KaTo € U3MOI3BAT MOAXOAAIIN €KCIIEPTHU

3HaHUA.

5. Bb3 ocHOBa Ha TOKJIAUTE OTHOCHO MPETJIEIUTE U OLICHSIBAHETO HA OpraHa, OTroBapsiill 3a
HOTHU(UIIMPAHUTE OPTaHU, WM HAa TPYIIUTE 32 CbBMECTHO OLICHSBAHE, HA TAHHUTE OT
oncanute B riaBa VII aeitHocTH 1Mo HaA30p HA Maszapa, MpociiesiBaHe Ha 0€30MMacHOCTTa
Y HaJ30p clie]] MyCKaHe Ha Na3apa WM B KOHTEKCTA Ha MOCTOSIHHOTO CJE/ICHE Ha
TEXHUYECKHUSA MIPOTrpec, UM Ha HaOesI3BaHeTO Ha OMACeHUs U HOBOBB3HUKBAIIIM BHIIPOCH,
CBBp3aHU ¢ Oe30MacHOCTTa U ieiicTBUeTo Ha u3aenuara, KI'MU moxxe n1a npenopbua
W3BAJKUTE, U3BBPIIBAHK CHIIIACHO HACTOSIIUS WICH, Ja 00XBaIaT MO-TOJISIM UJTH TIO0-
MaJTBK IS OT TEXHUYECKaTa JOKYMEHTAIIUS U JOKYMEHTAIIUATa BbB Bpbh3Ka C OLICHKA Ha

JIEHCTBUETO, OLICHSIBAHU OT HOTU(DHUIIMPAHUSI OPTaH.
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6. ITocpencTBoM akToBe 3a M3NbIHEHUE KoMucusaTa MOXKe 1a IpUeMe MEPKU 3a OIpeAeisHe
Ha 1oApoOHM ITpaBUJIa 3a MIperJie/ia Ha OLEHIBaHUATA HA TEXHUYECKaTa JOKyMEHTalus U
Ha JIOKyMEHTAallUsATa BbB BPb3Ka C OLICHKA Ha JIEHCTBUETO, IOCOYEHH B HACTOSILUS YJIEH,
KaKTO U CBBP3aHUTE C TOBA JOKYMEHTHU M KOOpAMHAIM. Te3u akToBe 3a U3IIbIHEHUE ce

IIpyeMar B CbOTBETCTBUE C MPOIIEAypaTa Mo pasriexaaHe, nocodyeHa B wieH 107,

naparpad 3.
Ynen 42
IIpomenu 6 onpedensanemo u Homugpuxkayusma
1. OprassT, OTTOBApSIII 32 HOTUDHUIIMPAHUTE OpraHu, nHpopmupa Komucusira u npyrure

Ibp>KaBU YJICHKH 32 BCAKA MIPOMSHA [0 OTHOILIEHUE HA OIPEENITHETO Ha HOTU(UITUPAH

Opras.

[Ipouenypute no uneHose 35 u 38 ce npuiaraT 1Mo OTHOILIEHUE Ha Pa3LIMPSIBAHETO HA

0o0xBaTa Ha JEHHOCTUTE HA HOTU(DHUIIMPAHHS OPTaH.

3a MpoMeHH, pa3InyHU OT pa3lIUpPsSIBAHETO Ha 00XBaTa Ha IEHHOCTUTE, CE MpHIaraT

IpolelypuTe, IOCOUEHH B ClIeBaILUTe naparpadu.

2. Komucusara nezabaBHo my0iMKyBa H3MeHEHaTa HOTU(UKaLUs B MH(QOpMaIlMOHHATa
cucrema NANDO. Komucusta He3a0aBHO BbBeX/1a HH(OpMAIUATA 32 IPOMEHHUTE,
CBBP3aHU C ONPEICISTHETO HA HOTH(HUIIMPAHUS OPTaH, B €JIEKTPOHHATA CUCTEMA, TIOCOYCHA

B WieH 52.
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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 Hali-ObP30, a B CiIy4ail Ha MIAHUPAHO
IpeKpaTsBaHe — €JJHa TOAMHA Npean IpeKpaTsIBaHeTo Ha JeiiHocTTa. CepTudukature
MOrar Ja OCTaHaT BaJUJIHU BPEMEHHO 3a CPOK OT JIEBET MECEIa cie/ IPpeEKpaTsIBaHe Ha
JeHHOCTTa Ha HOTU(UIMPAHHS OPTaH, IPH YCIOBUE Ye IpyT HOTU(HUIPAH OpraH
MUCMEHO € IOTBBPIIII, Ue IIIe II0eMe OTTOBOPHOCTTA 32 M3/IEJIHATA, 0OXBAaHATH OT TE3H
ceprudukati. HoBusAT HoTH(ULKpPaH opraH TpsOBa Ja U3BBPILU IIBIHO OLEHSIBAaHE Ha
U3JIEIMATA, 3aCETHATH OT U3TUYAHETO HA TO3H CPOK, NIPEIN U3/IaBAHETO HA HOBU
cepTUdHKATH 32 Te3u ycTpoiicTBa. Koraro HOTU(UIIMPaHUAT OpraH € MpeKpaTu
JeMHOCTTa CH, OPTaHbT, OTrOBAPAL] 32 HOTU(DUIIUPAHUTE OPTaHU, OTMEHS aKTa 3a

OIpeICIIsTHE.

Koraro opranst, oTroBapsii 3a HOTUQHUIIMPAHUTE OPTaHU, € KOHCTATUpaJ, ye AaaeH
HOTU(UIMPAH OPTaH Beue HEe OTroBaps Ha U3UCKBAHUATA, yCTAaHOBEHU B npuiioxkenue VII,
WM HE U3MBJIHSBA 3abJDKCHUSATA CH, UK HE € U3IIBIHII HEOOXOAMMHUTE KOPUTHPAILN
MEpKH, OPraHbT CIUpa JIEUCTBUETO HA aKTa 3a ONpEeisiHe, OTPaHUYaBa ro WIH W3IS0
WJIM YaCTHUYHO TO OTMEHS, B 3aBUCUMOCT OT CEPHO3HOCTTA HAa HAPYIICHUETO Ha
M3UCKBAHUATA WIM Ha HEU3IIBJIHECHUETO Ha 3aIbDKeHUsATa. CPOKBT HA CIIMPAHETO HA
NeCTBUETO He HaIXBbPJIsl €1HA TOAMHA, KaTO TOM MOXe J1a ce YABIIKH €THOKPATHO C OIlle

€/lHa F'OJIMHA.

OprassbT, OTTOBapsIL 32 HOTUGHUIMPAHUTE OpraHu, He3abaBHO HH(popmupa Komucusita u
JIPYTUTE AbprKaBH YIEHKH 3a BCAKO CIHMpPAHE Ha JEHCTBUETO, OTPAHUYABAaHE WM OTMSHA

Ha aKTa 3a OIMPCACIISAHC.
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5. Koraro nelicTBreTo Ha akTa 3a ONpEENITHETO € OMIIO CIIPSHO UM OIPAaHUYEHO WM aKTHT
€ OMJI OTMEHEH M3LAJI0 WIN YaCTUYHO, HOTU(PULIMPAHUAT OPTaH YBEIOMsIBA 3aCETHATUTE

MIPOU3BOAUTCIIN Hal-KbCHO B pPaMKHUTC Ha 10 JHU.

6. B cnyuait Ha orpaHnMYaBaHe, CIMpPaHe Ha IEHCTBUETO WM OTMSHA HA aKTa 32 ONPEIEIISIHE
OpraHbT, OTTOBApAI 32 HOTU(DULIUPAHUTE OPTaHu, IPEeANIpUeMa MOAXO AN MEPKH, 3a J1a
OCUTYpPH CHXPaHEHHETO Ha JIOCHeTaTa Ha ChOTBETHUS HOTH(DUIIMPAH OpTaH ,u TH
MIPEIOCTaBs HA OPraHUTE Ha APYTUTE AbP>KaBU WICHKH, OTTOBApPSILU 32 HOTU(PULIUPAHUTE
OpraHy, KaKTO U Ha OpraHUTe, OTTOBAapAILY 3a HaA30pa Ha Ma3apa, IpU MOUCKBAHE OT

TsAXHaA CTpaHa.

7. B city4aii Ha orpaHu4YaBaHe, CIMpaHe Ha ACHCTBUETO WIKM OTMSAHA HA aKTa 3a ONpEIEIIsIHE

OpraHbT, OTTOBAPSIL 32 HOTU()ULIUPAHUTE OPTaHU:
a)  OLEHsBA IMOCIEANIUTE 3a CEPTUPUKATUTE, U3/IaJJCHH OT HOTU(DUIIMPAHHS OPTaH;

0) mnpencraBs Ha KomucusTa u ApyruTe IbprKaBy WICHKH JOKIIA] C KOHCTATAIMUTE CH B

CPOK JIO TP Mecella OT HOTU(HUIIPAHETO 32 MPOMEHHUTE, CBBP3aHH C ONPEIEISTHETO;

B)  H3HMCKBAa HOTU(UIMPAHUIT OpraH Ja CIupe JSHCTBUETO WX Ja OTHEME B pAMKHUTE Ha
pazyMeH CpOK, OpeIe]IeH OT OpraHa, BCHUKH CepTH(HUKATH, KOUTO ca U3aICHH

HCOCHOBATCIIHO, C LICJI Ja CC OCUTYpH 0e30IacHOCTTa Ha HU3JC/IMATA Ha MTa3apa,

I)  BBBEXKIA B CICKTPOHHATA CHCTEMA, TIOCOYCHA B WiIeH 52, mH(pOpMaIus BbB Bph3Ka
ChC CepTUPHUKATUTE, 32 KOUTO € OMIJIO U3UCKAHO CIIUpaHe HA JEHCTBUETO WIN

OTHCMAHCE,
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o)  uHPOpPMHpa KOMIETSHTHHS OpTaH 32 MEAUIUHCKUTE U3CTHUS 32 HHBUTPO
JUarHOCTHKA Ha AbpyKaBaTa YWICHKA, B KOATO MPOU3BOIUTEIAT UMA PETUCTPUPAHO
MSICTO Ha CTOINAHCKA JEMHOCT, Ype3 €JIEKTPOHHATA CUCTEMA, IOCOYEHA B WIEH 52, 3a
cepTUUKATUTE, 32 KOUTO € OMIJIO U3UCKAHO CIIMPaHe Ha JeMCTBUETO MM OTHEMAHE.
KomnereHTHHAT opraH B3eMa ChOTBETHUTE MEPKH, KOTaTO € He0OXOAMMO Ja ce
n30€rHe MOTEHINAJICH PUCK 3a 3paBEeTO WK 0€3011acHOCTTa Ha MAIUEHTH,

NOTPEOUTETH U Jp.

8. C usKItoueHre Ha HEOCHOBATETHO U3JIaJIeHUTE cepTU(UKATH U B CIIlydauTe, KOraTto € Omio
CIPSIHO WJIM OTPAHUUYEHO JEHCTBUETO HA aKTa 3a OIpe/essHe, CepTUPUKATUTE OCTaBaT

BaJIMAHU IPU CIICOAHUTC 00CTOSITEIICTBA:

a)  KOraTo OpraHbT, OTTOBapsll 3a HOTU(UIIUPAHUTE OPTaHu, IOTBBP/U, B PAMKUTE HA
€IMH MeCeIl OT CITUPAHETO Ha JCHCTBUETO WIIM OTPAHHYABAHETO, Y€ HE CHIESCTBYBA
npo0JseM ¢ 6€30MacHOCTTa 10 OTHOIIEHUE HA CEPTU(PUKATUTE, 3aCETHATH OT
CIIMPAHETO Ha JICHCTBUETO MM OTPAHWYABAHETO, U KOTaTO OPraHbT, OTTOBAPSII 32
HOTU(UIMPAHUTE OPraHy, HaOeJIe)KU rpaduk U ASHCTBHS, OT KOMTO CE OYaKBa Jia

AOBCOAT 10 OTMAHA HAa CIIMPAHCTO Ha IIGﬁCTBPIGTO HJIU OTpAaHN4YaBaHCTO, NI
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0)  KoraTto OpraHbT, OTTOBapslll 3a HOTU(PUIMPAHUTE OPTraHu, IOTBBP/IU, Y€ HAMA /1A ce
U3/aBatT, U3MEHST WIN Ipeu3aBaT cepTUPUKATH, KOUTO UMAT OTHOIIEHUE KbM
CIHMPAHETO UM OTPaHUYaBAHETO Ha JIEHCTBUETO , IOKATO Tpae TOBA CIIUPAHE UIIH
OrpaHHYaBaHe Ha JEWCTBUETO, U O0SBU Jall HOTU(DUIMPAHUIT OPTraH € CIIOCOOEH Aa
IPOJBIDKY J1a HAOJII01aBa U J]a OTTOBAPS 3a CHIIECTBYBALUTE CEPTUPHUKATH,
W3/1aJICHHU 34 CPOKA Ha CIIMPAHETO WM OTPaHMYaBaHETO. 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
KOMIIETEHTHHUS OPTaH 32 MEIUIIMHCKUTE M3/1ETHs 32 UHBUTPO JUArHOCTHKA HA
Jbp)KaBaTa WICHKa, B KOATO € PErHCTPUPAHO MICTOTO HA CTOMAHCKa JSHHOCT Ha
IPOM3BOIUTENS HA 00XBAHATOTO OT cepTU(UKATa H3/IeHe, TMCMEHO MOTBBPKIACHHUE,
ye ApyT KBanuduupaH HOTUGUIIUPAH OpraH BPEMEHHO MoeMa (PYHKITUUTE TI0
HaOJII0IeHNe Ha HOTU(HULIMPAHUS OPTraH U MPOJbJDKaBa Ja OTroBapsi 3a
cepTU(UKATUTE TI0 BpeMe Ha CPOKa HA CIIUpPAHE Ha JAEHCTBUETO UIIH

OrpaHU4aBaHCTO.

9. C u3KIII04YeHNE Ha HEOCHOBATEIIHO U3a/ICHUTE CEPTU(DUKATH U B CIIyYyauTe, KOTaTo aKThT
3a ompezaessiHe € OM OTMEHEH, CepTU(HUKATUTE OCTaBAT BAJIMIHH 33 CPOK OT JIEBET Mecela

IIpH CIICOAHUTEC 00CTOATENICTBA:

a) KOraTo KOMIECTCHTHUAT OPraH 3a MCAULUHCKUTC U3JCIIHA 3a UHBUTPO AUAIHOCTUKA
Ha ObprKaBaTa 4JICHKA, B KOSATO € pErUCTPHUPAHO MACTOTO HAa CTOIIAHCKaA JEUHOCT Ha
IMPOU3BOAUTCIIA HA U3CITUCTO, 00XBaHATO OT cepTquKaTa, MNOTBBPAU, UC HAMA

np06neM ¢ 0e30IMacHOCTTa 110 OTHOIIIEHHE Ha BBIIPOCHOTO HU3ACIHNC, U

10729/4/16 REV 4 132

BG



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

ABAHAZIECECT MECCLIA, CUUTAHO OT OTMsIHATA HAa AKTa 3a OIIPCACIISIHEC.

[Ipu ycnoBusTa, MIOCOUYEHHU B IbpBa AJTHHES], HAITMOHATHUAT KOMIIETEHTEH OpTaH 3a
MEIUIIMHCKUTE U3/ICTHUS 32 MHBUTPO IUArHOCTUKA HA Jbp)KaBaTa 4eHKa, B KOSTO €
PErucCTpUPaHO MSCTOTO HA CTOMIAHCKA IEWHOCT Ha MPOU3BOIUTENS HA U3IETTUETO,
oOxBaHaTO OT cepTu(duKaTa, MOKE Ja YIABIKH CPOKA HA BpeMEHHATa BAJTUIHOCT HA
cepTuduKaTUTe 32 JOMBIHUTEIHN CPOKOBE OT TPU Mecella, KOUTO 0010 He MOoraT J1a

HaAXBBPJET ABAHAACCET MECCLIA.

OprasbT UM HOTUYUIUPAHUAT OpraH, KOUTO € moeln GyHKIMUTE Ha HOTU(DUIMPAHHS
Opras, 3acerHar oT IPOMsIHaTa, CBbP3aHa C ONPEENTHETO, He3a0aBHO YBEJOMSBA

Komucusita, ipyrute 1bpaBu 4I€HKU U IPYTrUTe HOTUUIUPAHU OpTaHU 3a IPOMSIHATA.

Ynen 43

Ocnop@aHe HA KomnemernHocnma HAa HomugbuuupaHume opeanu

1. Komucusita, ceBMectHo ¢ KI'MU, npoy4Ba BCHUKH Ccly4yau, B KOUTO MPEJ Hes ca U3pa3eHu
OTIaCeHHs OTHOCHO HEMPEKbCHATOTO U3IIBJIHEHHE, OT CTpaHa Ha HOTU(UIIUPAH OpraH UK
Ha €/IHO WJIN IIOBEYE OT HETOBUTE MOJEJICHUS WIH NTOAU3IBIHUTENN, HA U3UCKBAHUATA 110
npusnoxenne VII wim Ha BB3I0KEHUTE UM 3aAbJDKEHHS. Ts1 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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2. [Tpu nonckBane HOTHUHUIMpAIIATa Ibp)KaBa WIeHKa rpenoctaBs Ha Komucusra msuiata

nH(pOpMaIKs M0 OTHOLIEHHE Ha ONPEAEITIHETO Ha ChOTBETHUS HOTU(ULIMPAH OpTraH.

3. Komucusra, ceBmectHo ¢ KI'MU, Moxe aa 3anouHe criopes ciydas npoieaypara Ha
OLICHSBaHE, OMKCcaHa B 4iieH 35, maparpadu 3 u 5, KOraro iMa OCHOBATEITHHU OMACEHUS 32
MIPOIBIKABAIIIOTO CHOTBETCTBHE HA JIaJIeH HOTU(DUIIMPAH OpraH WU TOJSICHNE WIH
MTOM3ITBITHUTEI Ha HOTU(DHUITUPAHUS OpTaH ¢ U3UCKBaHUATA 110 npuiioxkenue VII u korato
CYHTAa, Y€ B IPOYYBAHETO HA OpraHa, OTTOBAPSII 32 HOTU(DUIIMPAHUTE OPTaHH, Te3H
ONACEHMs HE ca pasriie/laHt LSJIOCTHO, WIIA MPU MOUCKBAHE OT HAIIMOHAJIHUS OpTraH,
OTroBapsIl 3a HoTU(ULIMpaHUTe opraHu. JloKIIagBaHETO U pe3yATaTUTE OT TOBA
OLICHSIBAHE CIIEABAT MPUHIIMIIUTE, U3J10KeHU B wieH 35. Karo npyra Bb3MOXKHOCT, B
3aBUCHUMOCT OT CEpUO3HOCTTa Ha BbIpoca, Komucusra, ceBmectHo ¢ KI'MU, moxe na
MOUCKA OT OpraHa, OTroBapsiIll 38 HOTU(DHUITUPAHUTE OPTAaHHU, JIa JOMYCHE y4acTHUE B
OIIEHABAHETO Ha MSCTO HA HA-MHOTO JBaMa €KCIEPTH OT CIHCHhKA, ChbCTABEH ChITIACHO
yjieH 36, KaTo 4acT OT IUIaHWPAHUTE JACHHOCTH 10 HAOJIIOICHHUE U OIICHSBaHE B
CBOTBETCTBHE C WIEH 34 M KaKTO € IMTOCOYCHO B T'OJMIITHMS IJIaH 3a OIlCHSIBAHE, OIMCAH B

uieH 40, maparpad 4.

4. Koraro Komucusara koHcTatupa, 4e gajieH HOTU(pULMpPaH OpraH moBeye He OTroBaps Ha
M3HMCKBaHUSATA 32 OlpesiessiHe, T nHOpMUpa HOTUQUIMpalIaTa IbpyKaBa 4ieHKa 3a TOBa
U OTHpaBs UCKaHE Jbp>KaBaTa WICHKA Ja peanprueMe HeoOXOAUMUTE KOPUTUPAIY MEPKH,
BKJIIOUHUTEIIHO, KO € He00X0IMMO, CIIMpaHe Ha JIeHCTBUETO, OTpaHUYaBaHEe UM OTMSIHA Ha

aKTa 3a OMpPCACIIAAHC.
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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 OrpaHv4y WIX Ja r'o OTMEHH. Te31 aKTOBE 3a U3I'BJIIHEHUE CE IPUEMAT B CbOTBETCTBHE
C mpoleaypara 1o pasriexjaase, nocoueHa B wieH 107, maparpa¢ 3. Komucusta
nHpOpMHpa ChOTBETHATA AbPrKaBa YeHKa 3a peleHneTo cu 1 akryanusupa NANDO u

CIICKTPOHHATA CHCTEMA, TOCOYCHA B WieH 52.

Komucusita cienu 3a ToBa 1syiata moBEpUTEIIHA HHPOPMAIIHS, TTOTyUYeHa 0 BpeMe Ha

MMPOYYBAHETO, 1a OBbJC TPETUPaHa MO MOIXO I HAYHH.

Ynen 44
TIlapmuvopcku npogepku u 0OMAHA HA ONUM MeNHCOY OpeaHume,

omeosapAwu 3a Homuguyupanume opeanu

Komucusita ocurypsia HeoOxoaumaTa OpraHu3aius 3a OOMsHa Ha OITUT ¥ KOOPIUHAIIUS
Ha aJIMMHUCTPATUBHUTE MPAKTUKU MEX]Ly OPraHUTE, OTTOBAPSILIU 32 HOTU(PUIIMPAHUTE

opranu. Ta3u oOMsiHa 0OXBaIa CICTHUTE EJIEMEHTH:

a)  pa3paboTBaHe Ha JOKYMEHTH 3a Hail-10OpUTE MPAKTUKU, CBBP3aHU C JEHHOCTTA Ha

OpraHuTe, OTTOBAPSIIH 32 HOTU()ULIUPAHUTE OPTaHU;

06) pa3paboTBaHe Ha JOKYMEHTH C HACOKH 32 HOTU(UIIUPAHUTE OPTaHU BbB BPH3Ka C

MMPpUIaAraHeTo Ha HACTOAIHA PCTIaAMCHT,

B) oOydeHue u KBamu(uUKays Ha EKCIIEPTUTE, TOCOUCHHU B 4JjieH 36;
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r)  HaOJIOZCHUE HAa TCHCHIIMHUTE, CBbP3aHU C MPOMEHHU B ONPEACIISIHETO U
HOTHU(UKAIIMKUTE HA HOTU(DULIMPAHUTE OPTaHH, U TeH/IEHIIUUTE B OTHEMAHETO U

NPEXBBPIIHETO Ha CePTUDUKATH MEXKIY TAX;

,Z[) Ha6J'IIOI[eHI/IC Ha NIPpUJIAraHeTo U IMpUIOKUMOCTTA Ha KOJOBECTC Ha oOxBara Ha

JIeHOCTUTE, MOCOYEHH B WwieH 38, maparpad 13;

€) pa3paboTBaHE Ha MEXaHU3bM 3a MAPTHHOPCKU MIPOBEPKU MEXKITY OPTaHUTE U

Komucnsra;

)  MeToau 3a HHGOPMHUpPAHE Ha OOIIECTBEHOCTTa OTHOCHO JEHHOCTHUTE 10 HAOIIOCHUE

" HAA30p Ha HOTI/I(I)I/ILII/IpaHI/ITC OpraHu OT CTpaHa HAa OPraHUTC U Ha Komucusra.

2. Opranure, OTTOBapsIIY 32 HOTUPHUIMPAHUTE OPTraHH, y4acTBaT B MAPTHHOPCKU MPOBEPKH
Ha BCEKU TPU FOJUHU Upe3 MEXaHu3Ma, pa3paboTeH B ChOoTBEeTCTBUE ¢ maparpad 1 ot
HACTOSIIUS WICeH. Te3u MpoBEepKU OOMKHOBEHO CE U3BBPIIBAT YCTIOPETHO ChC
ChBMECTHHUTE OLICHSIBAaHUS HA MSICTO, OMMCaHU B wieH 35. Karo apyra Bb3MOKHOCT,
HaIMOHAJIEH OpraH MOXKe Ja u30epe Te Ja ce MPOBEKIAT KaTo YacT OT ACHHOCTUTE MY 3a

HaOroIeHue, mocoueHu B wieH 40.

3. KomMucusita yuacTBa B OpraHu3MpaHETO U OKa3Ba MOJKpeENa 3a NpujlaraHeTo Ha MEXaHu3Ma

3a NapTHHOPCKHU IPOBEPKHU.

4. Komucusita u3rorss roguiieH o0o01aBani Joki1a1 3a JeHHOCTUTE 110 TapTHROPCKUTE

MIPOBEPKH, 10 KOMTO ce mpeAaocTaBs MmyOaudeH JOCTbII.
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5. Upes akToBe 3a u3nbiaHeHne Komucusita Moxe 1a npueMe MepKu ¢ oApoOHU ITpaBuiia U
MPUIOKUMHU JOKYMEHTHU 32 MEXaHU3MUTE 3 MAPTHbOPCKU IPOBEPKU, OOYUEHUETO U
KBaJM(UKAIMATA, TOCOYEHHU B naparpad 1 oT HacTosmMs wieH. Te3u akToBe 3a
U3IIBJIHEHHE CE MPUEMAT B ChOTBETCTBHE € MPOLIeypaTa o pas3riiexkaaHe, IocoYeHa B

uien 107, maparpad 3.
Ynen 45
Koopounayus na nomuguyupanume opeanu

Komucusara ocurypsiBa cb3/1aBaHETO M OCBLIECTBABAHETO HA HEOOXOAMMAaTa KOOPAMHALIUS U
CBhTPYIHUYECTBO MEXAY HOTU(PULIMPAHUTE OpraHy noJ popMara Ha KOOPAWHAIIMOHHA I'pyTa Ha

HOTH(UIMPAHNTE OPraHu, mocoveHa B wieH 49 or Pernmament (EC) 2017/...%.
Hotudunupanure opranu chriiacCHO HaCTOSIIIUS perjJaMeHT yyacTBaT B paboTara Ha Ta3u rpyna.
Ynen 46
Chucvk Ha cmanoapmuume maxkcu

HOTI/I(l)I/IIII/IpaHI/ITG OpraHu U3roTBAT CIIMCBHbIH HAa CTAHAAPTHUTC TaKCHU 3a U3BBPIIBAHUTEC OT TAX

JIEHHOCTH TIO OIIEHSIBaHE Ha ChOTBETCTBHETO W MPEAOCTABST IMyOJIMYEH JTOCTHIT 10 TE3U CIUCHIIH.

* OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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I'maBa 'V

Knacupukauus u oueHsBaHe HA CbOTBETCTBUHETO

PA3JET 1

KIIACH®UKALIASA

Ynen 47

Knacugurayus na uzoerusma

1. N3nenusra ce pa3gensat Ha kinacoBe A, b, B u I, kato ce B3emat npeasBu
MpeIHa3HAuYEeHUETO Ha U3ENUATA U MPUCHIIUTE UM puckoBe. Kimacuduxkamusra ce

U3BBPIIBA B CbOTBETCTBUE C npuioxenue VIIIL

10729/4/16 REV 4

138
BG



Bcexu CIIOp MEKAY MPOU3BOANUTET 1 CbOTBCTHUA HOTI/I(l)I/IIII/IpaH opras, nmpou3Tuydamni OoT
npujiaraseto Ha npuiioxkenue VIII, ce oTHacs 3a pemaBaHe npej KOMIIETEHTHUS OpraH Ha
IbpKaBaTa YWICHKA, B KOSATO MPOU3BOAUTENSAT 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 KOMIICTCHTHUA OpraH Ha AbpiKaBaTa 4JICHKA, B KOATO YII'BJIHOMOIICHUAT
MpeACTaBUTEN MO pa3fen 2.2, BTopa anHesi, OykBa 0) , MOCIeaHO TUpE OT npuioxkenue [X
YMa PETUCTPUPAHO MSCTO Ha CTOMaHcKa AeitHocT. Korato HoTuduumpaHusT oprax e
YCTaHOBEH B Abp)KaBa WICHKA, pa3jNyHa OT Ta3W Ha MPOU3BOAUTENS, KOMIIETEHTHHUST
OpraH Mpuema perieHueTo CH, CJIe]] KaTo C€ KOHCYITHPA C KOMIIETEHTHHUS OPTaH Ha

AbpiKaBaTa YJICHKA, KOATO € OIPCACInIa CbOTBCTHUA HOTI/I(i)I/IL[I/IpaH OopraH.

KOMHGTGHTHI/ISIT OPFaH Ha zn,pn(aBa YJICHKA, B KOATO € peFI/ICTpI/IpaHOTO MSCTO Ha
CTOTAHCKa JEHHOCT Ha mpou3BoauTens, chobiaBa Ha KI'MU u na KoMmucusita B3eToTO OT

HETo penieHue. Penennero ce mpeaocTass Mpy MOUCKBAHE.

ITo uckane Ha ABbpiKaBa YJICHKA KOMI/ICI/IHTa, CJICO KOHCYJITalus C KFMI/I, B3€Ma YpE3 aKT

3a UBIMIBJIHCHUC PCIICHUS IO CJICAHUTE BBIIPOCH:

a)  mnpwiara”ero Ha npuwioxenue VIII kbM ganeHo usnenue Wim KaTeropus, Wi rpymna

H3ACIINA C LICIT ONIPCACIIAHE HA KJ'IaCI/I(i)I/IKaHI/IﬂTa UM,
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0)  de ;majaeHo W3/eNHe WIH TPpyIia U3ACTHs ce MpeKiIacuGuIupaT ype3 Jeporamus OT
npwioxenue VIII mo npuunHm, CBBp3aHM ¢ 00IIECTBEHOTO 3/IpaBe Bb3 OCHOBA Ha
HOBH Hay4YHM JJOKQ3aTEJICTBA WM Bb3 OCHOBA HAa MH(OpMAIIK, TOTyueHa Ipu
MPOBEXKAAHETO HA JEHHOCTHU MO MpOcieisBaHe Ha O€30MacHOCTTa U HaI30p Ha

nasapa.

4. KomMmucusita Mmoxe cbl1o Taka, 10 coOOCTBEHa MHUIMATHUBA U ciell KoHcyaTauus ¢ KI'MU,
Jla B3€Ma 4pe3 aKTOBE 32 U3II'BJIHEHNE PELIEHUS 110 BIPOCUTE, TOCOYEHHU B naparpad 3,

OykBu a) u 0).

5. C uen ga ce rapaHTUpa eIHAKBOTO Mpuiarane Ha mpunoxkenue VIII u kato B3ema mpenBus
ChOTBETHUTE HAYYHH CTAHOBHWIIA HA CHOTBETHUTE HAyUYHU KOMUTETH, KoMucusaTa Moxe 1a
MpreMa aKTOBE 32 U3IIBIHEHHE, JOKOJIKOTO TOBA € HEOOXOAMMO 3a pa3peliaBaHe Ha

BBIIPOCH, CBBP3aHU C PA3JIMYHO THJIIKYBAHC U C IIPUJIAraHCTO Ha IIpaKTHUKa.

6. AKTOBETE 3a U3ITbJIHEHNE, TOCOUEHH B naparpadu 3, 4 ¥ 5 OT HACTOSIIIMS YIEH, Ce
npuemaT B CbOTBETCTBHUE C MpOLeIypaTa Mo pasriexaane, mocoueHa B uieH 107,

naparpad 3.
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PA3IEJ 2

ONIEHSABAHE HA ChbOTBETCTBHUETO

Ynen 48

Hpouedypu 34 OyeHsAearHe Ha cvomeenicnmeueno

1. Hpezu/l Ja IIyCHAT Ha I1a3apa U3JACJIMEC, IPOU3BOAUTCIIMTE OLICHABAT CbOTBETCTBUCTO HA
TOBA U3JACTINC CHITIACHO NPUIIOKUMUTEC NPOUCAYPH 3a OUCHABAHC HA CbOTBCTCTBUCTO,

n3soxkeHu B npuwioxenus [X —XI.

2. OcBeH B clly4anTe, CBbp3aHU C HU3/CNIHs B CAMUTE JICUeOHU 3aBeACHUS, IPOU3BEACHU
CBIJIACHO WIEH 5, maparpad 5, mpeau Ja mycHaT B ICUCTBUE U3/IEINE, KOSTO HE € IMyCHATO
Ha 1a3apa, MPOU3BOJUTENIUTE OLEHABAT CHOTBETCTBUETO HA TOBA U3JIEIHE CHITIACHO
MPUIIOKUMHUTE TIPOIEAYPH 32 OLICHSIBAaHE HA ChOTBETCTBUETO, U3JI0KEHU B MpriioskeHus [X

—XIL

3. HpOI/I3BOI[I/IT€J'II/IT€ Ha U3J1CJIUs OT Kj1acC D, Pa3siindHu OT U3JCIUATA 3a U3CJIICABAHC HA
I[CﬁCTBI/IGTO, IOoAJICXKAaT Ha OLICHABAHC HAa CbOTBETCTBHUCTO CHIJIACHO ITIOCOYCHOTO B I'JIaBa I,

rnasa II, ¢ uzkmouenue Ha pasnen 5, u rnasa I ot npunoxenue [X.

B nombnHenne KbM nmpoucaypure, IoOCOYCHHU B ITbPBaA AJIMHES, IO OTHOIICHUE HA
HU3CIMATA 3a CAMOTCCTBAHE U TCCTBAHC HA MACTO IIPOU3BOJUTCIIAT CJICABA ITpOoLEAypaTa

3a OLICHSBAHE HA TEXHUUYECKATa JOKYMEHTAIlHs, yCTAHOBEHA B pa3zaei 5.1 oT npuioxeHue

IX.
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B nonbiaHeHMe KbM MPOLIEYpPUTE, TIOCOYEHH B ITbPBA U BTOPA aJIUHEs, 10 OTHOLLIEHUE HA
CBITBTCTBALIUTE U3AETUS HOTU()UIUPAHUAT OpraH c€ KOHCYJITHPa ¢ KOMIIETEHTEH OpIaH,
OIIpeJIeNIeH OT IbpKaBUTe WieHKHU chriacHo JupektuBa 2001/83/EO na EBponeiickus
napnament 1 Ha ChBera', mmn ¢ EMA, JOKOJIKOTO € MPHIIOKHMO, B ChOTBETCTBHE C

npoueayparta 1o paszaein 5.2 ot npuioxenue [X.

4. HpOI/I3BOI[I/IT€J'II/ITe Ha U3CJInuA OT KJ1ac D, Pa3In4HU OT U3ACTIUATA 3a UBIIUTBAHC HA
JCHCTBUETO,MOTaT, BMECTO MPOIIEaypaTa 3a OIICHIBaHE Ha ChOTBETCTBUETO, IPUIIOKAMA
chriiacHo maparpad 3, ma u30epar npuiIaraHeTo Ha OLEHSIBAHETO Ha ChbOTBETCTBUETO 110

IIPUIIOKCHUC X B cChU€TaHHUE C OICHSABAHE HAa ChOTBETCTBHUETO I10 IMPUIIOKCHUC XI.

I1o oTHOMmIEHHE HaA CBhII'BTCTBAILLIUTEC U3ACINUA HOTI/I(l)I/II_[I/IpaHI/IHT OopraH Mmo-CrcuruaiHo CC
KOHCYJITHUPA C KOMIICTCHTCH OPraH, OMPCACIICH OT AbPiKaBUTC YJICHKH B CbOTBCTCTBUC C
Hupextusa 2001/83/EO, nmu ¢ EMA, B 3aBUCUMOCT OT CiTydasi, ChIJIACHO MpOLieaypaTa,

YCTaHOBEHA B pa3jien 3 OT NPWIOKEHHUE X.

Hupextusa 2001/83/EO na EBponelickus napinameHT 1 Ha CbBeta oT 6 HoemBpu 2001 . 3a
YTBBpKIaBaHe Ha Kojiekc Ha OOUIHOCTTa OTHOCHO JICKApCTBEHH MPOAYKTH 32 XyMaHHA
ynotpeba (OB L 311, 28.11.2001 r., ctp. 67.)
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[To-cnienmanno u 0e3 f1a ce 3acsrar 3ab/KEHHTA [0 IPYTUTE MPOLEypH, IOCOUYEHU B
naparpadu 3 u 4, KoraTo 3a U3/€us, 3a KOUTO €/IHa WIH [ToBeue peepeHTHU
naboparopuu Ha EC ca 6unu onpenenenu cbriacHo uieH 100, HOTuguUIMpaHusaT opras,
W3BBPIIIBAIL OIICHSIBAHE Ha ChOTBETCTBUETO, M3UCKBA €/IHA OT peepeHTHUTE 1ad0paTOpUu
Ha EC na nmpoBepu upe3 1abopaTopHu U3MUTBAHUS TBBPISHOTO OT MIPOU3BOAUTEIIS
JeICTBUE U CHOTBETCTBUETO HA M3JIENHETO ¢ npmiioxkumutre OC Wim ¢ Jpyrure pereHus,
n30paHu OT MPOU3BOUTENS, 3a J1a OCUTYPH HUBO Ha 0€3011aCHOCT U AEUCTBUE, KOETO €
Hail-MaJIKO €KBUBAJIEHTHO Ha MTOCOYEHOTO B pazaen 4.9 ot npunoxenue X u B pazgen 3,
OykBa i) ot mpunoxkenue X. JlabopatopHuTe U3NMUTBAHUSA, U3BBPIIBAHU OT pedepeHTHA
nabopatopus Ha EC, ce chcpenoTodyaBar no-creiuaiHo BbpXy aHAIUTHYHATA U
JIMarHOCTHYHATA YyBCTBUTEIHOCT, KaTO C€ M3MOI3BAT Hall-100pHUTe HATMYHU peepeHTHH

MaTepuay.

B nonmbiHEeHME KBM IpoLieypaTa, MPUIOKMMa ChIilacHo naparpadu 3 u 4, koraTo He ca
Hamuie OC 3a uznenusata ot kiac D 1 koraTo ToBa € ChIIO MBPBOTO cepTU(DUIIMPAHE 32
TO3U THII U3JIeHe, HOTU(PHUIIMPAHUSIT OpPTraH ce KOHCYJITHUPA ChC ChOTBETHATA EKCIIepTHA
rpyna, nocouena B wiel 106 ot Permament (EC) 2017/ ..." BbB Bpb3Ka ¢ J0K/Iaa Ha
MIPOU3BOIUTENS 32 OIICHKA Ha IEHCTBUETO. 32 11e1Ta HOTU(PUIIMPAHUSIT OpraH IpeCcTaBs
JIOKJIa/1a Ha MMPOU3BOUTENS 32 OIICHKA Ha JEHCTBUETO Ha EKCIIepTHATA Ipyna B CPOK OT
IIET IHU OT IOJIy4aBaHETO My oT npousBoautens. [lox Habmonenuero Ha Komucusita
CHOTBETHHUTE CKCIIEPTH AaBaT MHEHHUE, B ChOTBETCTBUE ¢ pa3aen 4.9 ot npuioxenue [X
uu paszzaen 3, OykBa i) oT mpuiiokeHue X, B 3aBUCHMOCT OT CJIydasi, TIpe/T
HOTU(UIMPAHUS OPTaH B PAMKUTE Ha CPOKOBETE 32 JaBaHe Ha HAYYHO CTAHOBHIIE OT

pedepenTHata nadopatopust Ha EC, KakTo € TOCOU€HO B CbOTBETHUTE pa3eiy.

+

OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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7. [IpouzBoguTenute Ha u3Aenus ot kiac C, pa3TuyHu OT U3/ICTIUATA 32 U3IUTBAHE HA
JIEHCTBHETO, MOJIC)KAT Ha OICHABAaHE HA ChOTBETCTBHETO CHITIACHO ITOCOYCHOTO B IJ1aBH |
u III ot npunoxenune [X, BKIIFOUUTETHO OLICHABAHE HA TEXHUYECKATa JOKYMEHTALIUS
CBIJIACHO TOCOYEHOTO B paznenu 4.4—4.8, OT ChIIOTO NPUIOKEHUE, HA HA-MaJIKO €11H

NpCACTAaBUTCIICH 06pa3eu OT KaTCropusd U3aciivsd

B nonmbiHeHME KbM MPOLIETyPUTE, IOCOUYCHH B ITbPBA aWHEs, IO OTHOIICHUE HA
U3JIEMSTA 32 CAMOTECTBAHE U TECTBAHE Ha MSICTO MTPOU3BOIUTEINAT CII€/IBa IpOLEAypaTa
3a OICHSBaHE HAa TEXHUUYECKaTa JOKYMEHTAIlMs, YCTAaHOBEHA B pa3zen 5.1 oT npuioxeHue

IX.

B nonbiaHeHMe KbM MIPOLIEYyPUTE, TIOCOYEHH B ITbPBA U BTOPA aJIUHES, 10 OTHOLLIEHUE HA
CBITBTCTBALIUTE U3AEIHS, HOTU(DUIIMPAHHUIT OPTaH CIIEABA 3a BCAKO M3/EIHE IpoIeypaTa
3a OIICHSIBAaHE HAa TEXHUUYECKaTa JOKYMEHTAIMs, IPEABUICHA B pa3aei 5.2 OT NPUIIOKEHHE
IX, 1 npunara nporeaypara 3a OLIEHsIBaHE HAa TEXHUUYECKATa JOKyMEHTaIUs, IPEIBUICHA B
pazaenu 4.1 — 4.8 ot npuiioxenue X, KaTo ce KOHCYJITUpPA C KOMIIETEHTEH OpraH,
OTIpeJIeNIeH OT AbpKaBUTE WIEHKHU B choTBeTCTBHE ¢ JlupexruBa 2001/83/EO, unu ¢ EMA,

B 3aBHCHMOCT OT CJIy4asi, ChbIJIaCHO IIpoLeaypaTa 1o paszein 5.2 ot npuioxenue [X.

8. HpOI/IBBOI[I/ITeJII/ITe Ha n3acjIuAa OT Kiiac C, Ppa3jiniHu OT U3JCIUATA 3a USIIUTBAHC Ha
JICHCTBUETO, MOTAT, BMECTO IPOIIeIypaTa 3a OlEHABAaHE HAa CbOTBETCTBUETO 110
naparpad 7, na u3depar npuiaraHeTo Ha OLEHSIBAHETO HAa CbOTBETCTBUETO 110
npuioxeHne X B ChUCTaHHE C OICHSIBAHE HA ChOTBETCTBHETO IO MpHiIokKeHne X1,

C U3KIIFOYCHHUC HA pa3JaciI 5 OT CBIIOTO MMPUIIOKCHUC.
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10.

[To oTHOIIEHNE HA CHITBTCTBAIIUTE U3CIHS HOTUDUITUPAHUAT OPTaH MO-CIEIUATHO BbB
BpPB3Ka C BCAKO HU3/CIIHE C€ KOHCYJITHPA C KOMIIETEHTECH OpraH, ONpe/eieH OT IbP)KaBUTE
wyieHkH B choTBeTcTBHE ¢ J{upektuBa 2001/83/EO, unu ¢ EMA, B 3aBUCHUMOCT OT cllydas,

CBIJIACHO MpOIlelypaTa, ycTaHOBEHA B pa3zen 3, OykBa K) OT mpuioxeHue X.

[IpouzBoauTenute Ha U3AeNUs OT Kiac B, pa3nuyHu oT U3enusara 3a U3MUTBAHE HA
JIIEHCTBHETO, MOAJIC)KAT Ha OICHSABAHE HA ChOTBETCTBUETO CHINIACHO IIOCOUYEHOTO B
npusnioxkenue X, rnasu [ u III, BKIFOYMTETHO OLICHSABaHE HA TEXHUYECKATA TOKYMEHTALIHS
chIrytacHo paznenu 4.4— 4.8 oT ChIIOTO NPUIIOKEHNE, HA TIOHE €IMH NTPEACTABUTEIICH

O6p8.3€].[ OT KaTeropus u3acius.

B AOI'BJIHCHUEC KBbM MMPOUCAYPHUTC, TIOCOYCHHU B II'bPBa aJIMHCA, 10 OTHOICHUC Ha
U3aCIMATa 3a CAMOTCCTBAHC U TCCTBAHC HAa MACTO MPOU3BOJUTCIIAT CJICABA MTpoLCAypaTa
34 OLICHABAHC HAa TCXHUYCCKATA JOKYMCHTALMA, YCTAHOBCHA B PAa31CjI 5.1or MMPUITOKCHUC

IX.

HpOI/IBBOI[I/ITeJ'II/ITe Ha U3CJIUs OT KjiacC A, Pa3jindHu OT U3ACTIUATA 3a UBIIMTBAHC HA
,HeﬁCTBHeTO, ACKIIapHUpaT CbOTBECTCTBHUETO HA IPOAYKTHUTC CHU UPE3 U3JaBaHC HA EC
ACKJIapanusa 3a CbOTBETCTBUC 110 YJICH 17, CJICA KaTO Ca N3roTBUJIM TCXHHUYCCKATa

JNOKyMeHTanus 1o npuinoxxenus 11 u I11.

Axo o6aue Te3n U3IeNus ce MyCKaT Ha Ma3apa B CTEPHIIHO ChCTOSIHUE, TIPOU3BOIUTEIST
npuiara npoueaypute mo npuwioxenue IX wm XI. YyactueTo Ha HOTUGUIIUPAHUS OpraH
Ce OrpaHHYaBa JI0 aCTEKTUTE, CBbP3aHH C YCTAHOBSBAHETO, TAPAHTUPAHETO U

NOAABPIKAHCTO Ha CTCPUIIHHU YCJIOBUA.
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11. Ilo oTHOmEHME Ha U3aCIuATa 3a U3IIMTBAHUS Ha [[GflCTBI/ICTO CC IMpuJjiaraT U3MCKBAHHUATA,

YCTaHOBEHU B ujieHOBE 57—77.

12. JIbprkaBaTa 4iICHKa, B KOSATO € YCTAHOBEH HOTH(DHIIMPAHUAT OpraH, MOXKE Jla H3HUCKBa
BCUYKH WJIH OTIPENICIICHU JIOKYMEHTH, BKIIFOUMTEITHO TEXHUYECKATa JOKYMCHTAIHS,
JIOKJIA/INTE OT OJAUTH, OLICHABAHE M IIPOBEPKH BHB BPb3Ka € MPOIEIypUTe MO naparpapu
1—10, ma 6paaT HanM9HU Ha odunmancH(Hn) e3uk(i) Ha Chro3a, OTPEICIICHN OT Ta3!
ABbpiKaBa YJICHKA. AKoO HsIMa TakoBa HN3UCKBAHEC, TIOCOYCHUTC JOKYMCHTHU Tp$I6Ba aa 6"I)ZIaT

HaJIM4YHU Ha opunmaneH e3uk Ha Cpio3a, MPUEMIIUB 32 HOTU(DUIIUPAHUS OpTaH.

13. Upes akToBe 3a u3nbiaHeHne KoMucusata Mosxe 1a onpeesis NogpoOHUTe MpaBuia u
MIPOLIEAYPHUTE ACIIEKTH C L€ 1a C€ TapaHTUPa XapMOHU3UPAHOTO MPUIIAraHe OT
HOTU(UIIMPAHUTE OPTaHU HA MPOIIETYPUTE 32 OLIEHSIBAHE HA CHOTBETCTBUETO 110

OTHOIICHHUEC Ha CICIHUTC aCIICKTH:

a)  YecToTaTa M B3€MaHETO Ha M3BAJKH IPH OIICHsSBaHE HAa TEXHUYECKATa TOKYMEHTAIIUS
BB3 OCHOBA Ha MPEICTAaBUTEITHH 00pa3Iy ChIIIACHO pa3aen 2.3, TpeTa auHes OT

npunoxkenue IX u pasnen 3.5 ot npunoxenue X 3a uznenudra ot kiac C;

0) MHHHMMAaJHaTa YeCTOTa HA BHE3AIHUTE OJUTH HAa MSICTO M M3NMUTBAHUITA Ha 00pa3Iy,
KOHMTO C€ U3BBPIUIBAT OT HOTU(UIIUPAHUTE OPTaHU B ChOTBETCTBHE C pasjeln 3.4 oT

IMPUITOKCHUC IX, KaTO CC€ OTYUTAT KJIaChT B 3aBUCUMOCT OT pHUCKa U TUIIBT U3ACIINC,
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B)  YecTOTaTa Ha B3€MaHE HA W3BaJKHU OT MPOU3BEICHUTE U31ETUS WK NapTUIU
u3nenus ot kinac D, kouto aa ce m3npataT Ha pedepentHa nadopatopus Ha EC,
onpeneneHa cbriaacHo uieH 100 B cboTBeTCTBUE C paszaei 4.12 ot npunoxenue [X u

paznen 5.1 ot npunoxenue XI; niamn

r)  ¢usndeckure, 1a00PATOPHUTE WU IPYTUTE U3MUTBAHUS, KOUTO HOTU(DHUIIMPAHUTE
opranu TpsiOBa Ja U3BHPIIBAT MPH U3MUTBAHKUITA HA 00pa3IH, OIICHABAHETO HA
TEXHMYECKaTa JOKyMEHTAlMsI U U3CeABAaHETO Ha TUIIA ChIVIAaCHO pa3aenu 3.4 u 4.3

oT npunoxenne [X u nmpunoxenue X, pazzaen 3, OyKBH €) U XK).

AxToBeTE 3a HU3II'BJIHCHUEC, IIOCOYCHU B II'bpBA aJIMHES, C€ IPUEMAT B CbOTBCTCTBUC C

npolietypaTa o pasriexiaane, nocodena B uiaeH 107, maparpad 3.

Ynen 49

Yuacmue na Homu(j)uuupaHume opearnu 6 npoue()ypume 3d OYeHABAHe Ha Cvomeenicmeuemo

1. Koraro nponenypara 3a onieHsiBaHe Ha ChOTBETCTBUETO Hajlara yuacTHETO Ha
HOTU(UIMPAH OPTaH, IPOU3BOAUTEISAT MOXKE J1a MO1aJie 3asBJICHHUE 1O HOTU(PHUIPaH
OpraH 1o cBo u300p, MpHU yCIOBHE Y€ N30paHUAT HOTU(DUIIMPAH OpraH € ONpe/esieH Aa
M3BBPIIBA IEHHOCTUTE IO OLIEHSABAaHE HAa CbOTBETCTBUETO BbB BPB3Ka ChC CHOTBETHUTE
TUNOBE u3aeus. [Ipou3BoIUTENAT HE MOXKE J1a T0/1aBa €THOBPEMEHHO 3asiBJICHUE H JI0

JpyT HOTU(HUIMPAH OPTaH 3a e/IHa U ChILA MPOLEAYypa 32 OLIEHIBAaHE HA CHbOTBETCTBUETO.
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CpoTBeTHHAT HOTU(DUIMPAH OpraH HHPOPMHpPA Upe3 eJICKTPOHHATA CUCTEMA TI0 B WJIeH 52
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 nonasat 3asBieHue 10 HOTUGHUIMPAH OpraH 1o naparpad 1, mpou3BoAUTENINTE
3asBSIBAT JAAJH Ca OTTETIIMIIN 3asiBICHUETO CHU JIO IpYyT HOTU(UIIPAH OpraH Mpeau
B3€MaHETO Ha PEIICHHE OT BBIIPOCHUS HOTH(HUIMPAH OPTaH U MPEIOCTaBAT HH(DOpMAITIs
3a BCSIKO MPEIXOHO 3asBJICHUE 3a CBILOTO OLEHSIBAHE HA ChOTBETCTBHETO, IO KOETO € OMI

MIOCTAHOBEH OTKa3 OT APYT HOTU(QHIKPAH OpPraH.

Hotudunupanust opran Moxe Ja M3MCKBa BCAKaKBa MH(OpMAIIHs WIH JaHHU OT
MIPOU3BOIUTENIS, HEOOXOMMHU 32 IPAaBUIIHOTO M3BBPIIBaHE Ha M30paHaTa Mpoueaypa 3a

OLICHABAHC HA CbOTBECTCTBHUETO.

HoTtudunupanure opraHu ¥ TEXHUAT IIEPCOHAT OCHIIECTBIBAT JEHHOCTUTE 110 OIICHSIBAHE
Ha ChOTBETCTBUETO C HAM-BHCOKA CTEIICH HA MPOo(eCHoHaIHA TIOYTCHOCT | C
Heo0XoIMMaTa TEXHUYECKa U HayYHA KOMIIETCHTHOCT B ChOTBETHATA 00J1aCT M HE TPpsOBa
Ja ca 00EKT Ha HUKAaKbB HATUCK, HUTO JIa MOJTy4aBaT KaKBUTO U Ja Ouio obmaru, oco6eHo
(MHAHCOBH, KOUTO OMXa MOTJIM J1a TIOBIUSAT HA TSIXHATA MPEIEHKA WK HA PEe3YIATATHTE OT
TEXHHUTE JCHHOCTH I10 OLICHSBAHE HA CHOTBETCTBUETO, MIO-KOHKPETHO TI0 OTHOIICHHUE Ha

JIMIA WU TPYIIU C HHTEPEC OT Pe3ydTaTUTE OT Te3U JACHHOCTH.
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Ynen 50

Mexanuzvm 3a KOHMpPOJl HA OYEHABAHEMO HA CbOmMEemcmeuenio Ha uzoenus om kaiac D

Hotudunupanust opran yBeaoMsiBa KOMIETSHTHHUS OpraH 3a U3aJICHUTE OT HETO
ceptudukatu 3a u3nenus ot kiac D, ¢ u3kIoYeHe Ha 3asBlIEHUATA 32 JOMBJIIHEHUE WIIN
MIOJTHOBSIBAHE HA CHILECTBYBAIIH CEPTUDUKATH. Y BEIOMIBAHETO CE U3BBPIIIBA UpPE3
€JIEKTPOHHATa CUCTEMA T10 YJIeH 52 U BKJIIOUBA MHCTPYKLUUTE 32 YIIOTpeda, TOCOYECHH B
pasnen 20.4 ot nmpuiioxeHue I, pe3roMmeTo BbB Bpb3Ka ¢ 0€30MaCHOCTTA U ICUCTBUETO
CBIJIACHO WiieH 29, ToKIajia OT OLICHSIBAHETO Ha HOTU(UIIMPAHHUS OpraH U KOrarto e
MIPUIIOKUMO — OT JIAOOPATOPHUTE U3MHUTBAHUS U HAYYHOTO CTAHOBUIIE HA peepeHTHATa
nabopatopus Ha EC cbriacno wien 48, naparpad 3, BTopa ajquHesl, KaKTO U KOTaTo €
MIPUIIOKUMO — OT MHEHHSITA, U3pa3eHU B ChOTBETCTBUE ¢ WwieH 48, maparpad 4 ot
excrieprute 1o wieH 106 ot Permament (EC) 2017/ ..." . B ciyuaii Ha pa3siM4Hu MHEHHS

Ha HOTH(HMLMPAHUS OPTaH U Ha EKCIIEPTUTE CE BKIIOYBA U ISUIOCTHA OOOCHOBKA.

2. KomnierenTHHTE OpraHu, U KOTraTo € NpuiokuMo — Komucusita, MoraT npu OCHOBATEIIHU
ONAaCeHMs Ja Mpuiiarat IOMbIHUTEIIHN NPOLEaypH B CbOTBETCTBHE C WwieH 40, 41, 42, 43
i 89 1 ako ce CMEeTHE 3a HEOOXO0JMMO — J1a B3eMaT NOJXOISALIN MEPKH B ChbOTBETCTBUE
¢ wieHoBe 90 u 92.

3. KI'MU, u koraro e npunoxumo — Komucusta, Morat npu OCHOBaTEIHH OIIACEHMSI 1a
MOMCKAT HAy4YHO CTAHOBHUIIE OT €KCIIEPTHUTE IPYIH BbB Bpb3Ka ¢ 0€30MacHOCTTa U
JEHUCTBHETO Ha JAAJICHO U3JIEIIHE.

* OB: Mo 1a monbJIHUTE HOMEpa Ha periaMeHT B st10728/16.
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Ynen 51

Cepmugpuxamu 3a coomeemcmeue

l. Ceprudukarure, 3AaeHU OT HOTU(UIMPAHHU OpraHu cbriacHo npuioxenus IX, X u XI,
ca Ha ounmaneH e3uk Ha Cbro3a, ONpe/iesieH OT IbpKaBaTa YJeHKa, B KOSITO € yCTaHOBEH
HOTU(UIIMPAHUAT OPTaH, WU Ha ouimaneH e3uk Ha Cbio3a, MPUEMITUB 32
HOTU(QULIMPAHUS OpraH. MUHHUMAaIIHOTO ChJIbpKaHUE Ha CEPTUPHUKATUTE € YCTAHOBEHO B

npuinoxenne XII.

2. CepTtudukatuTe ca BaJUIHU 33 YKAa3aHUA B TAX CPOK, KATO TOW HE HAAXBBPIIS NET FOJIMHU.
[To uckane Ha MPOU3BOIUTENS BaTUAHOCTTA HA cepTU(DUKATA MOXKE J1a C€ YABIDKH 3a
JOMBbJIHUTEITHU CPOKOBE, BCEKU OT KOUTO HE HAIXBBPJIS MET T'OJIMHU, B3 OCHOBA Ha
MOCJIe/IBAIIO OLIEHSBAHE CHIVIACHO MPUJIOKUMUTE MPOLIEAYPH 32 OLICHSIBaHE Ha
CHOTBETCTBUETO. BCAKO MOMbIHEHHE KbM CepTH(HUKAT OCTaBa BAMIHO JI0 U3THYAHE HA

BaJIUJHOCTTA Ha ChOTBETHUS CcepTU(DUKAT.

3. Hotuduuupanute opranu morat J1a HajlaraT OrpaHUY€HUs BbB BPb3Ka C
MpeIHa3HAYEHUETO Ha aJICHO U3JIeIHE IO ONPEICIICHN TPYNH MallueHTH WU
MOTPEOUTENU WK 1a U3UCKBAT OT MPOU3BOAUTEIUTE J1a M3BHPIIAT KOHKPETHU MPOYUBAHUS
3a MpoceAsiBaHe Ha JACHCTBUETO clie]] MyCKaHe Ha Ma3apa B ChOTBETCTBUE € yacT b ot

npunoxenue XIII.
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4. Koraro HoTn(uIMpan oprad yCTaHOBH, Y€ IPOU3BOIUTEIAT € IPECTaHal J1a OTroBaps Ha
M3UCKBAHMATA 10 HACTOSLIMUS PETJIAMEHT, Bb3 OCHOBA HA IIPUHIIMIA HA MPONOPLIMOHATIHOCT
TOM criipa IEeHCTBUETO WM OTHEMA U3/1aJieHus cepTU(UKAT WK Hajara OorpaHuYeHUs
BBPXY HEro, OCBEH KOraTO ChOTBETCTBUETO C U3UCKBAHUATA CE€ OCUTYPH UPE3 MOAXOIALIO0
KOPUTHPALLO AEUCTBUE, KOETO MPOU3BOIUTEIIAT IPEAIIPUEMA B PAMKUTE HA TOAXOISALL
CpPOK, onpezielieH OT HoTu(uIMpanus oprad. Hotuumupanusar opran o000cHOBaBa

PEILIEHUETO CH.

5. HoTtudunmpanusar opran BbBeX/1a B €JIEKTPOHHATA CUCTEMA 110 YJIeH 52 BCsAKa
nH(popMalus, CBbp3aHa ¢ U3JaJACHUTE CePTU(DUKATH, BKIIFOUUTEITHO TEXHUTE U3MEHEHHSI U
JOIIBJIHCHUA, KAKTO U 3a CCpTI/Iq)I/IKaTI/ITe, HYUETO HeﬁCTBHe € CIIPSIHO UJIM KOUTO Ca
BB3CTAHOBCHU WJIX OTHCTH, UJIK YUCTO U3JJaBAHC € OTKA3aHO, KAKTO U 3a OTPAaHNYCHHUATA

Ha ceptudukarute. Tazu nHOpMAIHS € JOCTHITHA 32 OOIIECTBEHOCTTA.

6. Ha Komucusita ce npenoctaBsi IpaBOMOIIKETO Jia TIpUeMa JIeJIETUPaHU aKTOBE B
choTBeTCTBHUE ¢ WieH 108 3a n3MeHeHne Ha MUHUMAJTHOTO ChIbpPyKaHUE Ha CePTUDUKATHUTE

10 IPUJIOKCHHUC XH, KaTO OTUUTA TCXHUYCCKUA MPOrpec.
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Ynen 52

E]ZeKmpOHHCl cucmema 3a Homuqbuuupaﬂume opearnu u 3a cepmuqbukamume 3d cvomeenicmeue

3a LEJINUTC HAa HACTOSAIIHNA PETIIAMCHT CJICAHATa I/IH(I)OpMaI_II/IH cC c1,61/1pa n 06pa60TBa CBhIJIaCHO

ujen 57 ot Pernament (EC) 2017/..." B enexTpoHHaTa cucTeMa, Ch3/1aIeHa ChIJIACHO OCOYEHHUS

YJIeH:

a) CIHMCBHKBT Ha MOJENEHHATa 0 uieH 33, maparpad 2;

0) CIHMCBHKBT Ha EKCIepTHUTE MO uiieH 36, maparpad 2;

B) nHpopManuATa OTHOCHO HOTUUKaIHsITa 10 wieH 38, maparpad 10, u namMeHeHHnTE
HOTU(UKAIMH, TIOCOYCHH B WiIeH 42, maparpad 2;

T) CIIUCHKBT HA HOTU(UIIUPAHUTE OpraHu 1o wieH 39, maparpad 2;

1) pe3tomeTo Ha foknana no wie 40, maparpad 12;

e) HOTU(UKAIIUUTE 32 OLIEHIBAHETO Ha CHOTBETCTBUETO U cepTUuKaTuTe mo wieH 50,
naparpad 1;

x) Clly4auTe Ha OTHEMaHE WM OTKa3 MO0 3asBJICHUATA 32 cepTU(UKATU 0 uiieH 49,
naparpad 2 u pazaen 4.3 ot npunoxerue VII;

* OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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3) nHpOpMaNMATa OTHOCHO cepTU(HKATHTE 110 WwieH 51, maparpad 5;

n) pe3roMeTO BB Bph3Ka ¢ 0€30MacHOCTTa U JSHCTBUETO 10 4WieH 29.

Ynen 53

Cusana na Homugbuuupanuﬂ Op2an no scelanue Ha np0u3eodumeﬂﬂ

1. B ciydaunTe, Korato mpou3BOAUTEIN IPEKPaTH JOrOBOpa CHU ¢ HOTU(PULIMPAH OpTaH U
CKJIFOUH JIOTOBOP C APYT HOTH(HIIMPAH OPTaH BbB BPH3Ka C OIICHIBAHETO HA
CHOTBETCTBUETO Ha CHIIOTO U3JENINe, TOJPOOHUTE IPaBUIIa 3a CMsHATa Ha
HOTU(UIMPAHHS OpraH SICHO C€ ONPEAEIAT B CIOPa3yMEHUE MEX/1y IPOU3BOAUTENS,

BCTBIIBAIlIHA HOTI/I(I)I/II_II/IpaH OpraH U KOrato € Bb3MOXKHO, HOTI/I(I)I/II_II/IpaHI/IH oprad ¢

M3TUYAlIM paBoMonius. ToBa ciopasymeHune o0XBaia Haii-MaJIKo CIETHUTE acTeKTH:

a)  Jarara, Ha KOSITO CepTU(PHUKATUTE, U3/IaICHN OT HOTH(PHUIIUPAHUS OPTaH C U3TUYALIH

mpaBoMOIMs, CTaBaT HCBAJIUIHU,

0) marara, 10 KOSITO MACHTU(DUKAITMOHHUSAT HOMEDP Ha HOTU(UIIMPAHUS OPTaH C

M3THYAIIY TTPABOMOIINS MOXe Ja ObJe TOCOYBaH B MH(OpMaIuaTa, mpeaocTaBsHa

OT IIPOU3BOAUTECIIA, BKIIFOYUTCIIHO B PCKIIAMHUTE MAaTCPUATIU,

B) MPEXBBPJIAHCTO HA JOKYMCHTUTC, BKIIFOUUTCIIHO ACIICKTUTC BbB BPpb3Ka C

IMMOBCPUTCIHOCTTA U IpaBaTa Ha COGCTBGHOCT;
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r)  JartaTa, CJeJ KOSTO 33JIa4uTe IO OICHSBAaHE HA ChOTBETCTBUETO HA HOTU(DHUITUPAHUS
OpraH ¢ U3TUYAIlld IPABOMOIIHNS C€ MPEJOCTABAT HA BCTHIBAILNS HOTU(DHUIIMPAH

OpraH;

,Z[) MMOCJICAHUA CCPHUCH HOMCD HUJIM HOMEP Ha MapTHUJaTa, 3a KOUTO HOCH OTTOBOPHOCT

HOTU(UIMPAHUAT OPTaH C U3TUYALIH TPABOMOIIHSL.

2. Hotuduuupanusat opran ¢ U3TH4aIy IpaBOMOIUs OTHEMA cepTU(UKATUTE, KOUTO €

n3aai 3a CbOTBETHOTO U3ACIIHNEC, HA JaTaTa, Ha KOATO TC CTaBaT HEBAJIUIHU.

Ynen 54

ﬂepozauuﬂ om npoqedypume 3a OYeHABAHe Ha Cvomeemcmeuemo

1. Upes neporanus OT WwieH 48 1 ipu HaAJIeKHO 000CHOBAHO MCKAaHE BCEKH KOMIIETCHTEH
OpraH MOe€ Jla pa3pelin MyCKaHEeTO Ha TMa3apa Wiu IyCKaHETO B JICHCTBUE HA
TEPUTOPUATA HA CHOTBETHATA JbpKaBa YICHKA Ha 1aJICHO U3JENIHE, 32 KOETO MPOLEAYPHUTE
IO TIOCOYEHUS YJIEH HE Ca MPOBEICHH, HO YUATO yHoTpeda € B MHTepeC Ha 0OIIECTBEHOTO

3paBC€ U1 0€30IaCHOCTTAa HIIU 30paBCTO HA MAIMUCHTUTE.

2. JlbprkaBaTa uieHka uHpopmupa Komucusra u ocTaHanuTe IbpKaBU YWIEHKH 32 BCSIKO
pelIeHre 3a pa3pellaBaHe Ha IyCKaHETO Ha Ila3apa Wi IyCKAHETO B ICHCTBUE HA U3/IETIUE
B CHOTBETCTBUE C maparpad 1, korato pa3pemeHneTo ce MpeaocTaBs 3a ynoTpeoa,

pasnuyHa OT yrnoTpedarta mpH €IUH MalUeHT.
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Cren yBenomsiBaHe 110 maparpad 2 oT HaCTOSIINS WICH, B U3BBHPEAHHU CITydau, CBbP3aHU
¢ 00IIeCTBEHOTO 3/IpaBe WK 0€30MacHOCTTa WM 3/IpaBeTo Ha namueHTure, Komucusra
MOXE 4pe3 aKTOBE 32 U3MBJIHEHUE J1a PA3LIMPHU 3a OTPAHUYEH CPOK BaJTUIHOCTTA HA
pa3pelieHrneTo, MPeI0CTaBeHo OT AbprKaBa UIeHKa B CbOTBETCTBHE ¢ maparpad 1 ot
HACTOSIIUS YIEH, Taka ue 1a o0xBaHe TepuTopusaTa Ha Chlo3a, U Ja ONpe/Iensl YCIOBUsATa,
IIpU KOUTO U3/AEIUETO MOKE Jia ce IycKa Ha Maszapa Wiu B AelicTBue. Te3u akTose 3a
U3ITBJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLIEypaTa 10 pas3riexIaHe, I0CoYeHa B

yned 107, maparpad 3.

B cnemnu cioyyan u npu HaJUIeKHO OOOCHOBAHU HAJIOKHUTEIHU IPUYMHU BB BPb3Ka ChC
31IpaBeTo U Oe30macHOCTTa Ha Xopara, KomucusTa npuema akToBe 3a U3IIbJIHEHHUE C
He3a0aBHO MPHUIIOKEHHE B CHOTBETCTBUE C MPOIeAypaTa, mocoueHa B wieH 107,

naparpad 4.
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Ynen 55

Cepmucgpuxam 3a c60600Ha npooadxcoa

1. 3a HenuTe Ha U3HOCA U MO0 UCKAaHE Ha TPOU3BOAUTEIN WU YITBIHOMOILIEH MPEACTaBUTEN
J'bprKaBaTa 4JIeHKA, B KOSITO IPOU3BOAUTENST WM YIIBJIHOMOIICHUAT NPEICTABUTEN UMa
pPETHCTPUPAHO MSICTO Ha CTOTIAHCKA ICWHOCT, U3/laBa cepTudukar 3a cBoOOIHA Mpoaaxkoa,
C KOMTO C€ yJ0CTOBEPsIBA, Y€ MIPOU3BOAUTEIIAT WU YITHIIHOMOIICHUST MPEICTABUTE,
CIIOpe]T CiTy4asi, UMa PErTUCTPUPAHO MSICTO HA CTOTIAHCKA JEHHOCT Ha HEMHA TEPUTOPUS U
4ye ChOTBETHOTO M3JENNe ¢ MapkupoBka ,,CE®, HaHeceHa ChriIacHO HACTOAIIMS PETJIaMEHT,
MOJKe Jla ce mpeasara Ha ma3apa B Cpro3a. B ceptudukara 3a cBoboana rnpogaxoa ce
nocoysa 6azoBust UDI-DI Ha u3nenuero, KakTo € mpeaocTaBeH Ha 6a3arta qanau 3a UDI
chriacHo wieH 26. Korato HOTH(HIMpPaH OpraH € u3iai cepTuuKaT ChriacHo 4ieH 51, B
ceprudukara 3a cBOOOHA MPOIaXk0Oa ce TOCOUBA YHUKATHHIT HOMED 33 UIACHTH(UIIpPAHE
Ha cepTudUKaTa, U3AaJCH OT HOTUPUITUPAHUS OpraH, cbriacHo riasa I, pazmen 3 ot

npunioxenue XII.

2. Upes akToBe 3a m3bJIHeHNE KomucusaTa Moxe a ycTaHOBH 00pasel] Ha cepTU(HUKATUTE 3a
cBOOOIHA MpoaXkOa, KaTo B3eMe MPEABH] MEKIyHapOHATa IPAKTHUKA [0 OTHOILIEHHE HA
M3II0JI3BAHETO Ha cepTU(UKATUTE 3a CBOOOIHA MpoAakOa. Te3u akToBe 3a U3IIbJIHEHHE Ce
npHueMaT B ChOTBETCTBHE C MPOLIEAYpaTa 110 KOHCYJITHpaHe, peaBuaeHa B wieH 107,

naparpad 2.

10729/4/16 REV 4 156

BG



I'nmasa VI
KiauHu4HM 10Ka3aTeICTBa, OllEHKA HA 1eliCTBHETO

M U3NIMTBAHMUS HA JeCTBUETO

Ynen 56

OM@HKCI Ha oeticmeuemo U KIUHUYHU O0KA3amencmed

1. [ToTBBpk1aBaHETO HA CHOTBETCTBUETO C MPUIIOKUMUTE OOITY M3UCKBAHUS 3a O€30MacHOCT
U JeiicTBUE, yCTAaHOBEHU B MpUIIOKEHHE |, MO-criennansHo OTHOCHO XapaKTepUCTUKUTE HA
NeCTBUETO, MOCOUEHU B TaBa [ u pazaen 9 ot mpunoxkenue I, , mpyu HOpMaTHU yCIOBUS
Ha yrnoTpe0a Ha U3JIeJUETO 10 MpeIHA3HaYeHNEe, KAKTO U OLIEHKATa Ha
B3aMMOJICHCTBUETO(5ITA) U KPhCTOCAaHATA(UTE) peakiusi(1) U Ha IPUEMITMBOCTTA Ha
CBHOTHOILIEHUETO MEX/1y PUCKA U MOJ3UTE, KAKTO € MOCOYEHO B pa3aenu 1 u 8 ot
npuiiokeHue I, ce ocHoBaBaT Ha Hay4Ha BaJUJAHOCT, aHAJTUTUYHU TaHHU U JJaHHU 32
KJIIMHUYHOTO JEHCTBUE, OCUTYPSIBAIIM JOCTAThUHU KJIMHUYHU J0Ka3aTeICTBa,

BKJIFOUUTCIIHO, KOT'aTO € IPUITIOKUMO, CbOTBCTHUTEC JAHHHU, TIOCOUCHU B ITPUTTOKCHUC II1.

HpOI/IBBOILI/ITGJIHT YTO4YHsABA U 000CHOBaBa HUBOTO HAa KIIMHUYHUTE JA0Ka3aTrciICTBa,
HGOGXOIII/IMI/I 34 TOKa3BAHC HAa CbOTBCTCTBUC C IPHUIIOKUMUTC 06H_[I/I HU3HUCKBaHHUA 3a
0e30IacHOCT U HeﬁCTBHe. HuBoTO Ha KIMHUYHHUTE J0Ka3aTcjCTBa TpH6Ba Ja € Ioaxoasa1io

OpeaABUA XapaKTCPUCTUKUTEC HA U3ACTIUCTO U HCITOBOTO NIPEAHA3SHAYCHUC.
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3a Ta3u Le NPOU3BOAUTEINTE IIAaHUPAT, U3BBPLIBAT U JOKYMEHTHPAT OLICHKA Ha

JICUCTBUETO B ChOTBETCTBHUE C HACTOSIIMA YJI€H U YacT A ot npuioxenue XIII.

Kinnanunure AO0Ka3aTeJICTBA MOAKPCIAT MPCAHA3HAUCHUCTO Ha U3JACIINETO, KOCTO €
ACKIIapUpaHO OT MMPOU3BOAUTEIIA, U C€ OCHOBABAT HAa HCIIPCKBCHAT IMMPOLICC HA OLICHKA Ha

JEUCTBUETO, TPOTUYALL CHIJIACHO IJIAHA 34 OLIEHKA Ha JEHUCTBUETO.

B croTBeTcTBHE ¢ HacToAmMA WwieH U 4acT A ot npunoxxenue XIII, mpu onienkara Ha
JEHCTBHUETO CE CIIa3Ba ONpPeaeIcHa METONOJIOIMYHO H3AbPKaHa IPoLEeaAypa 3a JTOKa3BaHe

Ha:

a)  Hay4YHaTa BaJIHJHOCT;

0) aHaJIUTHUYHOTO JICUCTBUE;
B)  KIMHUYHOTO JCHCTBUE.

JlaHHWTE W 3aKITIOYSHUATA OT OIICHSABAHETO HA TE3U CJICMEHTH ChCTaBIISBAT KIMHHYHUTE
JI0Ka3aTescTBa 3a TOBa u3jeire. KIIMHNYHNTE ToKa3aTencTBa TPIOBa /1a TIOTBBhPIKIABAT
HAY4HO, TPEJIBU]] ChBPEMEHHUTE JOCTIKEHHS B MEMIIMHATA, Y€ ThpPCeHATa(UTE)
KIMHIYHA(K) Toi3a(u) e Obae(aT) mocTurHaTa(m) U 9e U3JSIHEeTO € Oe30macHo.
KnunnuanTe q0Ka3aTENICTBA, M3BEJCHH OT OLIEHKATa Ha JIEHCTBUETO, IPEIOCTABSIT HAYIHO
BaJIUIHU TapaHIIMK, Y€ ca CIIa3eHH MPIIOKUMHTE 001N H3UCKBAHUS 32 0€30MaCHOCT U

NEeNUCTBUE, TIOCOUCHHU B MPUJIOKEHUE |, Mpu HOpMaTHH YCIIOBUS Ha yrnoTpeoa.
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4. [TpoBexaat ce U3MUTBAHUS HA KIIMHUYHOTO JIEUCTBUE B CHOTBETCTBHUE C YaCT A, pa3ien 2
ot npuioxkenune XIII, ocBeH ako € HaJIe)KHO OMPaBIaHO Jla CE€ pa3uuTa Ha APYTU

M3TOYHUIM HA JAHHM 3a KIMHUYHOTO JICHCTBUE.

5. JlaHHUTE 32 HAy4YHATa BAIMIHOCT, JAHHUTE 32 aHATUTHYHOTO JICHCTBUE U JTAHHUTE 32
KIIMHUYHOTO HeﬁCTBHC, TAXHaTa OCHKAa U U3BCACHUTEC OT OLICHKATA KIMHUYHNU
JI0Ka3aTeICcTBa Ce JOKYMEHTHPAT B JIOKJIa/1a 3a OI[EHKA Ha JICHCTBHETO, TOCOYEH B YaCT A,
pasnen 1.3.2 ot npunokenue XIII. JlokimaabT 3a olleHKa Ha JEHCTBUETO € YacT OT
TEXHUYECKaTa IOKYMEHTAIINs, TIOCOYeHA B puiiokeHue 11, BbB Bpb3Ka ChC CHOTBETHOTO

n3aCIuc.

6. Onenkara Ha JEHCTBUETO U TOKYMEHTALMATA BbB BPb3Ka C HES CE aKTyalIu3upar Ipe3
e CKCIUI0OATaAaIUOHCH CPOK Ha CbOTBETHOTO U3ACINC C JaHHUTC, MMOJTYUCHHU OT
U3IBJIHEHUETO Ha IJIaHa Ha MIPOU3BOJUTENS 32 IPOCIIEIIBaHE Ha AEUCTBUETO CIIE]
MyCKaHe Ha ma3apa B CbOTBETCTBHE C 4acT b oT mpunoxxkenue XIII u nnana 3a Hagzop ciex

MyCKaHe Ha Ma3apa 1o wieH 79.

JloknanbT 3a olleHKa Ha JIeHCTBUETO 3a u3nenusaTa ot kinac C u knac D, ce aktyanusupa
pY HEOOXOIUMOCT, HO Hali-MaJIKO BEHBK B TOJMHATA C JAHHHUTE, TOCOYCHU B IIbPBa
anunes. Pesromupanarta nHpopMaIus BbB Bpb3Ka ¢ 0€30MaCHOCTTA U JIEHCTBUETO
chriacHo wieH 29, maparpad 1 ce aktyanusupa BbB Bb3MOXKHO Hall-KpaThbK CPOK, KOTATO €

He00XO0aUMO.
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7. Koraro e Heo6x0oauMo /1a ce rapaHTHpa €IHaKBOTO Mpuiaraie Ha npuioxenue XIII,
Komucusra, kKaTo 0T4NTa HAAJIC)KHO TEXHUYECKHS U HAYYHUS IIPOrpec, MOXKe Ja puema
aKTOBE 3a U3I'bJIHEHHE, IOKOJIKOTO TOBa € HE0OX0AMMO 32 pa3pellaBaHe Ha IPoOIeMH,
CBBP3aHU C PA3JINYHOTO THJIKYBAaHE U IPUJIAraHETO HA MPaKTUKa. Te3u akToBe 3a
U3IIBJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLIEypaTa 10 pas3riekIaHe, I0COUEHa B

yined 107, maparpad 3.

Ynen 57

061/[414 UBUCKEAHUS N0 OMHOWEHUEe HA USNUMBAHUAMA HA OelCmEUuemo

l. IIpon3BoauTENAT rapaHTUpPa, Y€ U3EIUETO 3a U3IIUTBAHE HA IEUCTBUETO OTIOBAps Ha
o0IIKTEe U3UCKBaHUA 32 O€30MACHOCT U ICHCTBHE, YCTAHOBEHH B MpHIIOXKEHHE I, ¢
W3KIIIOYCHHE Ha aCIIeKTHTE, 00XBAaHATH OT U3MUTBAHETO HA JICHCTBHETO, U Ue 110
OTHOLIEHHWE Ha TE3M aCIIEKTH Ca B3€TH BCUUKH IPEANAa3HU MEPKH 3a 3aKpuiia Ha 3APaBETO U

0e30macHOCTTa Ha MAIMEeHTA, TOTPEOUTENS U APYTUTE JIUIIA.

2. Korato e nenecr00pa3Ho, M3NMUTBAHUATA HA JCHCTBUETO CE MPOBEKIAT B YCIOBUS, CXOIHU

C HOPMAJIHUTC YCJIOBHS HaA yHOTpe6a Ha U31CIHUCTO.

3. N3nuTBaHuATa Ha JEHCTBUETO CE IUIAHUPAT U IIPOBEXKIAT 110 TAKBB HAYUH, Y€ [IpaBara,
0€30MaCHOCTTAa, IOCTOMHCTBOTO U 0JIATOCHCTOSIHUETO HA YYACTHHULIUTE B T€3U U3MUTBAHUS
Ha JEHCTBUETO Ca 3alIUTEHU U UMAT IPUOPUTET IPE] BCIKAKBU APYT'M UHTEPECH, a

MOJIYUCHUTEC NaHHU Ca HAYYHO U3AbprKaH!, HAACKIHNU U CTaOWIHU.
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W3nurBanusiTa Ha I[eﬁCTBI/IeTO, BKJIIOUUTCIIHO TE3U, IIPHU KOUTO CC U3IOJI3BAT OCTaHAIN

HpO6I/I, CC MPOBEKAAT B CbOTBETCTBUC C ITPUITOKUMOTO ITPaBO 3a 3alliTa Ha JaHHUTC.

Ynen 58

Jlonvanumentu usUCK8AHUS 34 HAKOU U3NUMBAHUSL HA OeLlCMBUEemo
1. Bcsko n3znuTBaHe Ha IENCTBUETO:

a)  IpH KOETO C€ M3BBpIIBA MHBA3UBHO B3€MaHE Ha MPOOU €IMHCTBEHO 3a LIEJTUTE Ha

HU3IIMTBAHUATA Ha I[GflCTBPIGTO;

6) KOE€TO C€ ABsABa MHTCPBCHIIMOHATIHO U3IIMTBAHE HA KIIMHUYHOTO HCP'ICTBPIC CBbI'JIaCHO

ONPENIETICHUETO B UJIeH 2, Touka 46; unu

B)  IpH NPOBEXKIAHETO HA KOETO CE U3BBPIIBAT JON'BJIHUTEIIHY HHBA3UBHU NPOLIETypU

HJIM KOCTO HOCHU JPYTH PUCKOBC 3a YHAaCTHUIIUTC B U3IIMTBAHUATA,

OCBEH Y€ OTroBaps Ha U3MCKBAHUATA 1O wieH 57 u npuioxenue XIII, ce mmanupa,
pasperasa, IPOBEX/1a, PETUCTPUPA U JI0KJIAJBa B CbOTBETCTBUE C HACTOSIIMUS YJICH,

yieHoBe 59—77 u npunoxenue XIV.

2. N3nuTBaHuATa Ha JEHCTBUETO, BKIIIOUBAIIY CHIIBTCTBALLN U3JEIIUsA, CE IOAYMUHABAT HA
CBIIUTE U3MCKBAHUS KaTO U3MHUTBAHUATA HA ICHCTBHETO, N30poeHu B maparpad 1. Tosa He
ce Ipuwiara 3a U3IUTBAaHUATA HA JEHCTBUETO, BKJIIOUBAILY CHIIBTCTBALLU U3EIUs, IIPU
KOHUTO C€ U3I0JI3BAaT CaMO OCTAHAIM IPOOH, HO KOMIIETEHTHUSAT OpraH ce yBeJOMsBa 3a

TaKHMBa U3IIUTBAHMUA.
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W3nurBanusiTa Ha I[eflCTBI/IeTO moAJICKAT Ha MPeTyIC] Ha CbOTBETCTBUCTO C HAYYHUTC U
CTUYHHUTC CTaHAApTH. Hpernem,T Ha CbOTBETCTBUECTO C CTUYHUTEC CTAaHAAPTHU CC U3BBPIIIBa
OT KOMHUCHA 10 €TUKA B CbOTBCTCTBHUC C HAIMOHAJIHOTO IIPABO. ZL’Lp)KaBI/ITe YICHKHU
rapaHTHUpPAT, Y€ NpOUCAYPUTE 3a IPETIICT OT KOMUCHUUTEC I10 €THKA Ca CbBMCCTUMMU C
OpoucaAypuUTe, yCTAHOBCHU B HACTOAIINA PCTJIAMCHT 3a OLICHABAHC Ha 3as4BJICHUCTO 34
PaspCICHUEC HA U3IIUTBAHC Ha I[CI\/JICTBI/ICTO. B nperjicaa Ha CbOTBETCTBUETO C CTUYHHUTC

CTaHdapTHu y4aCTBa Hal-MaJIko CIWH HCCTICIINAJINCT.

Koraro cnmoHCOpbT Ha M3NUTBAHE HA JEUCTBUETO HE € yCTaHOBEH B Cbhl03a, TOM rapaHnTupa
HaJIM4YMEeTO Ha GU3UYECKO WU IOPUINYECKO JHUIE, yCTaHOBEHO B ChI03a, KOETO € HETOB
npeacTaBuTen. To3u NMpeacTaBUTEN € OTTOBOPEH 3a CIIa3BAHETO Ha 33 IbJDKEHUSITA HA
CIIOHCOpA CHIIIACHO HACTOSIIUS PETJIAMEHT U € aapecar Ha BCUYKH ChOOIIECHUS 32
CIIOHCOPA, IPEBUICHHU B HACTOSIIIUSA periamMeHT. Besko choOlieHne 1o MpeIcTaBuTeNs ce

CYHUTa 32 ChOOIICHUE A0 CIIOHCOpa.

JIbp:kaBUTe YWICHKH MOraT Ja u30epaT J1a He mpuiaraT IbpBa aluHes M0 OTHOLICHHE Ha
W3MHUTBAHUA Ha AEMCTBUETO, KOUTO IIIE CE MPOBEXKIAT CaMO HA TAXHA TEPUTOPHS UK Ha
TSIXHA TEPUTOPUS U HAa TEPUTOPUATA HA TPETa IbpKaBa, ako rapaHTUPAT, Y€ CIIOHCOPBHT
1Ma — 10 OTHOIIIEHHE Ha 1aJIeHO U3IIUTBAaHE Ha IeHCTBUETO — Hal-MaJIKO €IHO JIULE 3a
KOHTaKT, YCTAHOBEHO Ha TSAXHA TEPUTOPHS, 10 KOTOTO J1a C€ aipecupar NpeIBUICHUTE B

HACTOSIIHUS PETJIAMEHT ChOOIIICHHUS 32 CITIOHCOPA.
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5. W3nutBane Ha AeCTBUETO, KAKTO € IOCOYEHO B naparpad 1, Moxxe 1a Obe MpoBeIEeHO
caMo aKo ca U3MbJIHEHU BCUUKH YCIOBUSA MO-J0JTY:
a)  UW3MHUTBAHETO HA JCHCTBUETO 3aBUCHU OT pa3pelleHue OT AbprkaBaTa(uTe) YWieHKa(n),
B KOSITO(KOUTO) 11Ie Ob/ie U3BBPIICHO U3MUTBAHETO HA IEWCTBUETO, B CHOTBETCTBHUE C
HACTOSIIHUS PErilaMeHT, OCBEH aKO HE € IIOCOYECHO JIPYTo;
0)  KOMMCHS 1O €THKa, Ch3/1aJIcHa B ChOTBETCTBHUE C HAIIMOHAIHOTO MPaBo, HE € Jaa
OTPHIIATEIIHO CTAHOBUIIIE BHB BPBh3Ka C M3MHUTBAHETO HA JCHCTBUETO, KOETO €
BaJIMJIHO 3 IIs1aTa AbprKaBa YWieHKa ChIVIACHO HEWHOTO HAI[MOHATHO IIPABO;
B)  CIIOHCOPBHT WJIM HETOBUAT MPEICTABUTEN WM JIUIIE 32 KOHTAKT ChIIIacHO naparpad 4
e ycraHoBeH B Cbio3a;
I)  ySA3BUMHTE IPYIH OT HACEIEHUETO U MHINBUYATHUTE YIACTHUIIU Ca TTOIXO/ISIIIO
3alIMTEHN B CHOTBETCTBUE C WIEHOBE 59—64;
)  OYaKBaHUTE MOJ3U 32 YUYACTHHUIIUTE WM MOJI3UTE 33 OOILECTBEHOTO 3/paBe
oIfpaBJaBaT NPEABUANMHUTE PUCKOBE U HEY100CTBA, KaTO CE€ U3BBPIIIBA IIOCTOSTHHO
HaOII0/IEHUE Ha ChOTBETCTBUETO C TOBA YCIOBHUE;
€)  YYacTHUKBT WU, aKO TOM HE MOXKE Ja 1ajie HHPOPMHUPAHO ChIIIACHE, HETOBUST
3aKOHHO OIpE/IeTICH MPEACTaBUTE, € Jall MH)OPMHUPAHO ChIIIACHE B ChOTBETCTBUE C
ujied 59;
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) Ha yJ9aCcTHHKA WJIH, aKO YYaCTHHKBT HE MOJKE J1a 1ajJic UHPOPMHUPAHO ChITIacue, Ha
HETOBHsI 3aKOHHO OIpEIeIeH MPECTaBUTENl ca OMIIN MPEAOCTABEHU TaHHUTE 32
KOHTaKT Ha 00pa3yBaHUe, KbJIETO MOXe Jja ObJie MOoIy4eHa JObIHUTEIHA

uHpopManus B ciiyyail Ha HEOOXOIUMOCT;

3) IMPpaBOTO HAa YHYaCTHHUKA HaA (1)I/I3I/I‘IGCKa U ICUXNYCCKA HCIPUKOCHOBCHOCT, HA JINYCH
JKHMBOT M Ha 3alllMTa HAa JaHHUTC, OTHACAIIU C€ 1O HETrO, B CbOTBCTCTBHUC C

Hupextusa 95/46/EQ, e rapaHTHpaHO;

M)  U3INUTBAHETO Ha JIEHCTBMETO MMa 3a LieJ Jja CBeJe 1O MUHUMYM OoJIKaTa,
nuckoM(popTa, CTpaxa U BCSIKaKbB APYT MPeIBUAMM PUCK 33 YUYACTHHKA, a
NpPEJeTHUAT PUCK U CTETIEHTA HA MPUYMHEHHS (PU3NIECKH JTUCKOM(POPT ca U3PUUHO
OTIpeJIeJICHH B IJIaHA Ha U3MUTBAHETO HA JCHCTBUETO U c€ HaOII01aBaT

HENPEKbCHATO;

W)  METUIIMHCKHUTE TPUKH, ITOJaraHy 3a Y4aCTHHKA, Ca OTTOBOPHOCT HA MOIXO SO0
KB (UITMPaH JICKap WK, KOraTo TOBA € IeIeCho0pa3Ho, Ha BCIKO APYTO JIHIIE,
OTPABOMOIIEHO CHITIACHO HAIMOHATHOTO MPAaBO J1a Tojiara MmoJI00HU TPUKH 32

MAalUCHTUTC B YCJIOBHA HAa U3IIUTBAHC HaA HGﬁCTBHCTO;

K) Ha Y4aCTHHUKA HUJIU, KOraTo € MPUIIOKUMO, Ha HCT'OBUA 3aKOHHO OIIPCACIICH
MpeaACTaBUTECII, HC € OKa3BaHO HCIIPABOMCPHO BJIMAHHUEC, BKIIIOYUTCIHO OT (bHHaHCOBO

€CTECTBO, 3a Jia y4aCTBa B U3IIUTBAHCTO Ha ,Z[CI\/'ICTBI/ICTO;

J)  TpU HEOOXOAMMOCT ca OWJIM MPOBEIEHHU TECTOBE 3a OHONIOrnyHa 6€30MacHOCT,
OTpa3siBallli Hali-HOBUTE HAYyYHU JIOCTUKCHUS, H BCAKAKBH JIPYTU TECTOBE, KOUTO CE€

CMsATAT 3a HGOGXOIII/IMI/I npeaBug NpCaAHa3HAYCHUCTO Ha U3ICIIUCTO,
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M) 3a U3IIMTBAHUA HAa KIMHHUYHOTO I[GflCTBPIG e ouio JOKa3aHO aHAJIUTHYHOTO HeﬁCTBHe,

KaToO Ca B3C€TU NPEABU CbBPEMCHHHUTC JOCTUKCHUS,

H) 3d UHTCPBCHIUOHAJIIHUTE U3IMUTBAHWA HA KIIMHUYIHOTO ,HeﬁCTBHC e OmIIo JOKa3aHO
AHAJIMTHYHOTO HeﬁCTBHe " HaydHaTa BAaJIMJHOCT, KaTO Ca B3CTHU IIPECABU/
CbBPCMCHHUTC NOCTHUIKCHUS. Axo Hay4dHaTa BaAJIUJHOCT HA CBHII'BTCTBAIIUTC U3ACIIUA

HC € YCTAHOBCHA, CC MMPCACTABA HAyYHATa 000CHOBKA 3a U3M0JI3BaHE Ha 6H0MapKepa;

0) JIOKa3aHa e OwiIa TeXHUYEeCcKaTa 0€30MacHOCT Ha U3/IEITUETO 10 OTHOIICHUE Ha
ynorpedara My, KaTo ca B3eTH NPEABHU ChBPEMEHHHUTE JTOCTH)KCHHUS, KAKTO U
pasnopenoure B 00JacTTa Ha OE30MACHUTE YCIOBUS HA TPY/I U MPEAOTBPATIBAHETO

Ha 3JI0TOJIYKH;
1)  M3IBJIHEHU Ca U3MCKBaHUATA 10 npuioxenue XIV.

6. Bceku ygacTHHK WiTH, aKO YIaCTHUKBT HE MOXKE J1a 1ajie HHPOPMUPAHO ChIIIACHE,
HETOBHAT 3aKOHHO OIPEJICICH MPEACTaBUTEN, MOXKe, O€3 TOBA JlJa My HaBPEIU M0 KAKHBTO
1 1a 6msio HauMH 1 0e3 J1a My Ce HaJlara Jia JiaBa KakBOTO U J1a € O0sICHEHHUE, a C€ OTTETIIN
OT U3MUTBAHETO Ha JICHCTBUETO IO BCAKO BpEME, KATO OTTETIIM CBOSTO HHPOPMHUPAHO
ceriacue. bes na ce 3acsara Jlupexrusa 95/46/EQ, orrerisiHeTo Ha HHPOPMUPAHOTO
ChIJIACHE HE 3acsra Beue U3BBPIICHUTE JCHHOCTH, HUTO U3IOI3BAHETO HA TAHHUTE,

MOJTyYeHH B3 OCHOBA HA HH()OPMHUPAHOTO CHITIACHE MIPEIN HErOBOTO OTTETIISHE.
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7. N3cnenoBarenaT e uie, yrnpaxHsIBamo npodecusi, KOSTo € MPU3HaTa OT ChOTBETHATA
I'bprKaBa YJeHKa KaTo JaBalla My IpaBo J1a U3MbIHIBA GYHKIIMUTE HA U3CJIeI0BaTelN , Thid
KaTo MpUTEeKaBa HEOOXOAUMUTE HAYYHU 3HAHUS U OTUT B 00JIACTTa Ha TPUKHUTE 32
MaUEHTUTE WK JTaboparopHata MeaunuHa. OCTaHAIUAT MepCOHAll, y4acTBalll B
MPOBEKIaHE Ha U3NUTBAHETO HA ACHCTBHETO, UMa MOIXOAIIA KBATH(PHUKAIUS 32
M3MBJIHEHUE HA BB3JIOKEHUTE MY 3aJ]a4H, PEBUJI HETOBOTO 00Opa30BaHue, 00yUeHUE UITH
OIUT B CHOTBETHATA 00JIACT HA MEIUITMHATA U TI0 OTHOIIICHUE Ha METOJIOJIOTHATA 32

KIIMHUYHUTC U3CJICIBaHHUA.

8. Koraro e LIGJ'ICC’[>O6p213HO, MECTaTa 3a MPOBECIKAAHC Ha U3IIUTBAHCTO Ha HeﬁCTBHCTO, B
KOCTO y4dacCTBart Juua, TpSIGBa Ja Ca IoAXOoJAIIu 3a U3IIMTBAHCTO Ha HCﬁCTBHeTO n aa ca

CXOIHH C MECTaTa, B KOUTO U3JIEINETO € MPEAHA3HAUYCHO 3a yIoTpeoa.
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Ynen 59

Hugpopmupano cvenacue

1. HNudopmupaHoTo chritacue € B MUCMEHa (popMa, ¢ 1aTa U TOIKC Ha JUIIETO, TPOBEKIAIIO0
pasroBopa, moco4eHo B naparpad 2, OykBa B), U Ha Y4aCTHUKA, HJTH, KOTaTO YYACTHUKBT
He e crioco0eH 1a naje nHGOpMHUPAHO ChIIache, Ha HETOB 3aKOHHO ONPE/EIICH
MPECTaBUTEN, CIIE KaTO TOW € OWiI HaIe)kHO HH(OPMHUPAH B CHOTBETCTBHE C
naparpad 2. AKo yJaCTHUKBT HE € B ChCTOSIHHE Jia ITHIIIE, ChIIIACHE MOXKE J1a ObJIe TaJICHO
Y 3aIMCaHO MTOCPEICTBOM MOIXO/SIIH aJITEePHATUBHU CPEJICTBA B MPUCHCTBUETO HaAM-
MAaJIKO Ha €JJMH HE3aBUCHM CBUCTEN. B TO3M citydaii CBHIETEIAT MOANKCBA U Cllara JaTa
Ha JIOKyMEeHTa 3a nHpopMHpaHo cbriiacue. Ha ydacTHHKA WM, KOTaTO yYaCTHUKBT HE €
crocobOeH na najae nHPOPMHUPAHO ChIIIACKe, HA HETOB 3aKOHHO OIPEICIICH MPEACTaBUTEI
ce MPeoCTaBs, B 3aBUCUMOCT OT CJIydasi, KOIKE OT JOKYMEHTA WJIM 3aIuca, ¢ KOUTO €
owo gaaeHo nadopmupanoro cwriaacue. Mudopmupanoro cwriacue ce JokymeHTupa. Ha
YYaCTHHKA WJIM HETOBHSI 3aKOHHO OTIPEICIICH MPEJCTABUTEI CE MPEIOCTaBs JOCTATHYHO

BpEMC, 3a I1a OOMMCIIH CBOETO peUICHUC 3a YUYaCTHUEC B U3IIMTBAHCTO HA JICCTBUETO.
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2. WNudopmanusra, mperoctaBeHa Ha y4aCTHUKA HITH, KOTaTO YYaCTHUKBT HE € CIIOCOOEH Ja
nazne nHGOpMUPaAHO 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, LCJIUTEC, IMMOJIBUTEC, MOCIICAUIINUTE, pPUCKOBCTC U HEAOCTATHLIUTC HA

M3MHATBAHETO HA JCHCTBUETO;

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
HU3IMUTBAHETO HA ,Z[eI\/JICTBI/ICTO 10 BCAKO BPEMC U 663 TOBa 1a My HaBpCu I10

HSKaKbB HaUWH, 1 0€3 Ja My ce Hajara Ja JaBa OOsiCHEHUE;

111)  yCIIOBUSATA, IPU KOUTO TPsAOBA Ja ce MPOBEE U3MUTBAHETO Ha IEHCTBUETO,
BKJIIOYUTEJIHO O4YaKBaHATa MPOJBILDKUTEIIHOCT HA yYaCTHETO HA YYaCTHUKA B

TOBa U3IIUTBAHC, KAKTO H

1V)  BB3MOXHMTE aJITEpHATUBU Ha JICUEHUETO, BKIIIOUUTEIHO IOCIIEBAILUTE
MEpPKH, B CIIy4al 4ye y4aCTUETO Ha YYaCTHUKA B U3IIUTBAHETO HA JACHCTBUETO CE

IIPEyCTaHOBH;

0) e u3uepnarenHa, KpaTka, sicHa, OTHOCMMA M pa30upaemMa 3a y4acTHUKA WIH 3a

HETrOBUsA 3aKOHHO OIPEACITICH MPEACTAaBUTECII;
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B)  C€ IIPeNOCTaBs B MPEABAPUTEIICH PAa3rOBOP C WIEH Ha U3CJIEI0BATENICKHSI €KHII,

KOWTO € MOJIXOISAII0 KBATU(UIIMPAH CHIIIACHO HAITMOHAITHOTO MPaBO; KAaKTO U

r) BKJIFOYBa I/IH(i)OpMaLII/IH 34 MpUJIOKNMaTa CUCTEMaA 3a 0663H_[6T6HI/IC Ha BpCH,

ITOCOYCHA B WJIeH 65;

1)  BKJIIOYBA €AMHHUS, YHUKAJICH HICHTU(UKAaMOHEH HoMep 3a 1enus Chio3 3a
W3MUTBAHETO HA JIEHCTBHUETO IO WieH 66, maparpad 1, kakTo 1 nHOpMAIHS
OTHOCHO HaJIMYHOCTTA Ha PE3yJITaTUTE OT U3MUTBAHETO Ha JAEHCTBUETO B

CBHOTBETCTBUE C maparpad 6 OT HACTOSIINS YIEH.

3. WNudopmanusra, mocoueHa B naparpad 2, ce u3rorss B nucMeHa Gpopma u € Ha
pa3IoyIoKEHNE HA YYAaCTHUKA WJIM, KOTaTO yYaCTHUKBT HE € B ChCTOSIHUE 1A Jafle

MH(POPMHUPAHO ChIJIACHE, HA HETOBUS 3aKOHHO ONpEIeIICH MPEICTaBUTEN.

4. B pasroBopa, mocodeH B maparpad 2, Oyksa B), ce 00pbIIa ClienaTHo BHUMaHUE Ha

MOTpeOHOCTUTE OT HHPOPMAIMS HA KOHKPETHUTE IPYIH OT NAllUEHTH U Ha OTAEITHUTE

YYaCTHHUIIM, KaAKTO 1 HA MCTOAUTEC, U3IIOJI3BAHHU 34 JaBaHC Ha I/IH(l)OpMaHI/ISI.

5. ITo Bpeme Ha pa3roBopa, MOcoYeH B naparpad 2, Oyksa B), ce MpoOBepsiBa JTaIH yYaCTHUKBT
e pa3bpan uHpopmanusTa.
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6. y[IaCTHI/IK’I)T 6I/IBa YBGI[OMGH, 4yc B eJ'IeKTpOHHaTa CHUCTEMaA 3a U3IIUTBAHC HA I[GIZCTBHGTO,
MOCOYCHA B WieH 69, 11e ca JOCTHITHM ChIVIACHO WieH 73, maparpad 5 qokmnan 3a
W3MHUTBAaHE HA JICWCTBUETO U Pe3loMe, MPECTaBeHO MO pa3dupaeM 3a eIeBHsl MOTpeOuTeN
HA4YMH, HE3aBUCUMO OT PE3YyJTaTHTE OT U3MHUTBAHE HA ACHCTBUETO, U, JOKOJIKOTO €

BB3MOXHO, TOi1 ce YBCAOMsBA, KOraTO TC CTaHAT JOCTHITHU.

7. HacrosimusT periiaMeHT He 3acsira pa3nopeduTe Ha HAllMOHAJIIHOTO IIPaBoO, KOUTO
M3HUCKBAT, B IOIBJIHEHHE KbM HH()OPMHUPAHOTO CHITIACUE, NAJIEHO OT 3aKOHHO
oTpeziesieHus MPeCTaBUTEN, MAJIOJIETHO UM HEMBIHOJIETHO JIULE, KOETO € CIIOCOOHO Ja
CHU ChCTaBU MHEHUE U J]a OLIEHU MpeocTaBeHaTa My WH(GOpMaIlrs, ChIIO Ja AaBa

0JI0OpEHUETO CH, 3a JIa yJacTBa B 1aJICHO U3MUTBAHE Ha JICHCTBUETO.

Ynen 60

H3znumeanus na oelicmsuemo 8vpxy HedeecnocoOHU yuacmHuyu

1. Koraro HeeecriocoOHM y4acTHHIIM HE Ca JIajli WK He ca OTKa3ajH Ja aaat
WHPOPMHPAHO CHIVIACUE MTPEIN HAYAIOTO Ha HEJIEECIIOCOOHOCTTA CH, U3ITUTBAHE HA
JCHCTBUETO MOXeE J1a ObJIe MPOBEICHO CAMO aKO B JIOITBJIHCHUE KbM yCIIOBHSATA,

orpeJiesieHu B wieH 58, maparpad 5, ca U3IIbJIHEHH BCUYKH YCIIOBHS ITO-0Y:

a)  TOJYy4eHO € HHPOPMHUPAHOTO ChIJIACHE HA TEXHHS 3aKOHHO OIpeIeNIeH

MpEaACTaBUTCII,

0) HemeecmoCOOHUTE YUACTHHUIIM Ca MOy HHPOpPMaIHTA, TOCOYEHA B UjieH 59,
naparpad 2, 1Mo moaxoJsIil 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 TIpericHH nHPOopMaIuaTa, mocodeHa B wieH 59, nmaparpad 2, ma
OTKa)ke y4acTHe WM Ja C€ OTTErNIM OT U3MUTBAHETO Ha JCHCTBUETO MO BCAKO BpEMeE,

€ YBAKCHO OT U3IIUTATECIIA;

I)  Ha yYaCTHUIUTE WM HAa 3aKOHHO OIIPEEICHUTE UM NIPEJCTABUTENIN HE €
IPeI0CTaBeH HUKAKbB CTUMYJ, HUTO ()MHAHCOBA M3r0Jja, OCBEH 00E3IIETeHUE 3a
Pa3HOCKHUTE U MPOITyCHATUTE IOJI3H, IPSIKO CBbP3aHU C YYAaCTHETO B U3IMUTBAHETO HA

JIEHICTBHETO;

,Z[) HU3IIMTBAHCTO Ha HeﬁCTBHeTO € OT CBIICCTBCHO 3HAYCHHC 10 OTHOIIICHUE HAa
HeI[eeCHOC06HI/ITe Y4aCTHULIUM U TaHHHU CHC ChIIOCTaBMMa BAJIMTHOCT HEC MOTrarT J1a
6’bIIaT MOJIYYCHHU OT U3MUTBAHUA HA ﬂCﬁCTBHeTO BBpPXY JIMlld, KOUTO €Ca B CbCTOAHUC

J1a 1agaT UH(QOPMHUPAHO ChIJIacue, UM Ype3 APy METOIU Ha U3CJIEIBAHE;
€)  U3MHUTBAHETO HAa JICHCTBHETO € CBBbP3aHO MPSAKO ChC 3a00IsIBaHE HAa yUYaCTHUKA;

)K) HaJIMIC Ca HAYYHU OCHOBAHUA J1a C€ O4YaKBa, Y€ y4aCTUCTO B USIIUTBAHCTO HA

NEHCTBHUETO IIIE JOHECE:

1) npsiKa MoJ13a 3a HeJIeeCIIOCOOHUS YYaCTHUK, KOSITO HaJXBBPJISl pUCKOBETE MU

Hey1o0cTBaTa; WiH
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11)  HSKOU IOJI3U 3a rpynaTa OT HaCEJIECHUETO, MPECTABIIABAHA OT ChOTBETHHUS
HE/1eecroco0eH y4acTHHK, a M3MUTBAHETO Ha JEHCTBUETO 111€ IOPOJH CaMo
MUHHMMAaJIeH PUCK 32 TO3M YYACTHHK U I1le My IPUYMHU MHUHHUMAJIHO
HEyJJ00CTBO B CpaBHEHHE ChC CTaHAAPTHOTO JIEYeHHE Ha 3a00JIIBaHETO Ha

HE/1eeCIOCOOHMSI YUaCTHHK.

2. VY4acTHUKBT, TOKOJIKOTO € Bb3MOXKHO, B3€Ma y4acTue B MPOLeAypaTa 3a JaBaHe Ha

MH(OPMUPAHO ChIJIACHE.

3. [Taparpad 1, 6ykBa k), moATOYKA 11) ce Mmpuiara, 6e3 Ja ce 3acsraT Mo-CTPOTUTE
HAI[MOHAITHY MPaBHJIa, 3a0paHsBaIK IPOBEXKIAHETO HA TE3W U3NUTBAHMS HA ICHCTBUETO
BBPXY HGHCGCHOCOGHH Y4aCTHHUIIU, KOTAaTO HAMA HAYYHU OCHOBAHHUA [1a CC OYaKBa, 4C
Y4aCTUCTO B UBIIUTBAHCTO HA I[eﬁCTBHeTO e AOHECC MpsKa IoJji3a 3a y4aCTHHUKaA,

HaAXBBPJIAIIA CBBP3aHUTE C HCTO PUCKOBE U HGYI[O6CTB3.

Ynen 61

Hsnumeanus na oeticmeuemo 6bpPXY MAl0JIEMHU U HENBJIHOJIeMHU Tuya

l. N3nuTBaHe Ha NENCTBUETO BbPXY MaJOJIETHU WIM HEIBJIHOJIETHH JIMLA MOXKE J1a Ce
MIPOBEXJIA CAMO aKO B JIOIBIIHEHUE KbM YCIIOBUSATA, OTIPE/ICTICHN B uiieH 58, maparpad 5,

Ca U3II'bJIHCHU BCUYKHU YCJIIOBHA IMO-O0JTY:

a)  TIOJYyYeHO € MHPOPMHUPAHOTO CHIIIACHE HA TEXHHS 3aKOHHO OIIPEIeIICH

MMPEACTAaBUTECIL,

0)  MaJOJETHUTE UM HEI'bJIHOJETHUTE JIMIIA ca MMOJyYMId HHPOpMaLUATa, IOCOUEHA B
yiieH 59, naparpad 2, no agjantTupaH KbM TAXHATa Bb3PACT U NCUXUYECKA 3PSUIOCT
HA4MH U OT U3CJIEA0BATEINTE NI WICHOBE Ha U3CIIE0BATEICKUS €KUII, KOUTO ca

o0OydeHu 3a paboTa ¢ Jera Wik UMaT OIHT B Ta3u 00JacT;
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B)  U3PHUYHOTO XeJaHHE Ha MaJIOJIETHOTO UM HEI'bJIHOJIETHOTO JIUIIE, KOETO € B
CBCTOSIHME J1a CH ChCTaBU MHEHME U J1a PELeHN NH(POpMaLUATa, IOCOUEHA B WIEH
4806, naparpad 2, 1a OTKa)xe y4yacTHe WIN a C€ OTTEIIU OT U3MUTBAHETO Ha

JEUCTBUETO IO BCAKO BpPEMC, € YBAXKCHO OT U3CJIICAOBATCIIA,

I)  Ha yYaCTHUIUTE WM HAa 3aKOHHO OIIPENEICHUTE UM IPEICTABUTENIN HE €
IPEeI0CTaBeH HUKAKbB CTUMYJ, HUTO ()MHAHCOBA M3r0Jia, OCBEH 00E3IIETEHUE 3a
PA3HOCKHUTE U MPOITyCHATUTE IOJI3H, IIPSIKO CBbP3aHU C YYACTHETO B U3IMUTBAHETO HA

JIEHCTBHETO;

1)  UW3MHTBAHETO HA JICHCTBHETO MMa 3a IIeJI Ja U3CJIeABa METOIN 3a JICUSHUE Ha
3a00JIsIBaHe, KOETO Ce Cpella caMo MPU MAJIOJICTHU WA HEM'bJIHOJICTHY JIUIIA, WITH
W3MUTBAHETO Ha JICHCTBHETO € OT CHIIECTBEHO 3HAUYEHHE 110 OTHOIIIEHHUE Ha
MaJIOJIETHUTE WJIM HEM'BJIHOJICTHUTE JIUIIA 38 BATMAUPAHETO HA TAHHUTE, MTOTYyYEHU
OT M3MUTBAHMS HA ICUCTBUETO BHPXY JIUIA, KOUTO Ca B ChCTOSTHUE Ja 1a/1aT

uHGOPMHUPAHO ChIJIaCHe, WM Ype3 IPYTH METOAM Ha U3CJIe/IBAHE;

e) HU3IIMTBAHCTO HaA ﬂeﬁCTBHeTO HJIN € MPAKO CBBbP3aHO ChC 3360H${B3H6T0, OT KOCTO
cTpaaa MaJloJICTHOTO WJIM HCII'BJIHOJICTHOTO JIMIC, UKW € OT TaKOBAa €CTCCTBO, 4C

MOZKC a €€ NpPOBCAC CaMO BBPXY MAJIOJICTHU WJIM HCII'BJIHOJICTHU JIMIIA,

)K) HaJIMIC Ca HAYYHU OCHOBAHUA J1a CC OYaKBa, Y€ y4aCTUCTO B USINUTBAHCTO HA

JNIEUCTBHUETO IIIE TOHECE:

1) IIpsKa 10Ji3a 3a MAJIOJICTHUA UJIN HCITBJIIHOJICTHUS YUACTHHUK, KOATO HAAXBBPIIA

PUCKOBCTEC NN Hey,Z[O6CTBaTa; 50044
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11)  HSKOU IOJI3U 3a rpynaTa OT HaCEJIECHUETO, MPECTABIIABAHA OT ChOTBETHHUS
MaJIOJIETEH WJIM HEMbIHOJIETEH YyYaCTHHK, & M3MUTBAHETO Ha JEHCTBUETO I11e
HOPOJM CaMO MUHHMMAJIEH PUCK 3a TO3M YYAaCTHMK U I11€ My IPUYMHU
MUHHMMAJIHO HEYy100CTBO B CPABHEHUE ChC CTAHAAPTHOTO JICUEHUE Ha

3a00I1BaHETO HA MAJIOJIETHUS WIH HEIBIHOIETHHS Y4aCTHHUK.

3)  MaJIOJIETHOTO WM HEMBJIHOJETHO JIMIIE B3€Ma yyacTHe B IpOLeAypaTa 3a JaBaHe Ha
WH(POPMHUPAHO CHIIIACHE 1T0 HAYWH, ChOOpa3eH C HeroBaTa Bh3pacT M MICUXUYECKa

3pSUIOCT;

M)  aKo I10 BpeMe Ha M3MHUTBaHE HA JEHCTBUETO MAJIOJIETHOTO WU HEMI'BJIHOJIETHOTO
JIMI1IEe HAaBBPILIU BB3PACT, HA KOATO CIIOPE HAIIMOHATHOTO MPABO CTaBa JIeeCIOCOOHO
Ja najae “HPOPMHUPAHO ChIIacHe, HETOBOTO U3PUYHO HHPOPMHUPAHO ChITIACHE Ce
M0JTy4aBa, IPEIU TO3U YYaCTHUK Jla MOXKeE J1a IPOABDKU J]a ydacTBa B U3IUTBAHETO

Ha JECUCTBUETO.

2. [Taparpad 1, 6ykBa x), moATOYKA 11) ce Mmpuiara, 6e3 Ja ce 3acsAraT Mo-CTPOTUTE
HaI[MOHAITHY MPaBHJIa, 3a0paHsBaIlK IPOBEKIAHETO HA TE3M U3NUTBAHMS HA JICHCTBUETO
BBPXY MAJIOJICTHU WK HCII'BJIHOJICTHU YYaCTHUIIH, KOT'aTO HJAMA HAYYHU OCHOBAHUA 1a CC
OYaKBa, Y€ YJaCTHETO B M3MUTBAHETO HA IEHCTBUETO IIIe JOHECEe MpsKa Mo3a 3a

y4acTHUKA, HAJIXBBPJIAIIA CBbP3aHUTE C HEIO PUCKOBE U HEY100CTBA.
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Ynen 62

H3numeanus na oeticmeuemo 6bpxy OpemMeHHU HCeHU UTU KbPMAUKU

M3nuTBane Ha AeiicTBUETO BBpPXY 6pCMeHHI/I JKCHU HUJIM KbPpMAYKH MOXKC 1a CC IIPOBCKJa CaMO aKO
B IOII'BJIHCHUEC KbM YCJIOBUATA, OIIPCACIICHA B YJICH 58, Haparpaq) 5, Ca U3II'bJIHCHU BCUYKU YCJIOBUA

0-710J1y:

a) U3IUTBAHETO HA JACHCTBUETO MMa MOTEHLMAN Jja JOHECE MPEKH M0JI3H 32 CbOTBETHATA
OpeMeHHa >KeHa WIHM KbpMauKa WU 32 HEHHUS eMOPHOH, 3apOIUIL WIH JETE CIe

pakJlaHeTO, HAAXBBHPJIALIN CBbP3aHUTE C U3MUTBAHETO PUCKOBE U HEY100CTBa;

0) aKo TaKOBa M3MUTBAHE Ha JIEHCTBHETO HAMA MPEKH MOJI3H 32 ChOTBETHATa OpeMeHHa JKeHa
WIM KbpPMadKa WM 3a HelHUS eMOPHOH, 3apOIUIII WK JAETE CIIe PaKIaHeTO, TO MOXKE Ja

CC U3BBHpPIIBA CAMO aKO:

1) BBPXY JKE€HHU, KOUTO HE ca OpEMEHHU WM KbPMAaUyKH, HE MOXKE J1a ObJIe U3BBPILIEHO

HU3INTBAHC HA ,HCfICTBPICTO CbC ChIIOCTaBHMa e(beKTI/IBHOCT;

11)  W3MHUTBAHETO HA JEHCTBHUETO JOMPHUHACA 32 TIOCTUTAHETO HA PE3yJTaTH, KOUTO MOTaT
Jla TOHEcaT MOJI3U 32 OPEMEHHUTE KEHU WM KbPMAYKHUTE WU IPYTH KCHU BHB

BpB3Ka € PEIPOAYKLHUATA UIH JPYyTH eMOPUOHH, 3apPOAMIIH WIH Jela; KaKTO U

i) M3MHUTBAHETO HA JECHCTBUETO MPEICTABISIBA MUHUMAJICH PUCK U BOJIU JO MUHUMAITHO
HEyJI00CTBO 32 ChOTBETHATa OpEMEHHA )KEeHA MM KbpMauKa U HEWHUS eMOpPHOH,

3apOJIUII WJTH JIETE CJIC]] paXKIaHEeToO;,
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B) KOraTO HAYyYHUTE U3CIEABAHNS CE€ U3BBPIIBAT BbPXY KbPMAUKH, CE B3€MAT CIICLIHAIIHU
IpeanasHu MEpKH, 3a a ce U30erHe CTpaHUYHOTO Bb3/EMCTBUE BBPXY 3/IPABETO HA

ACTCTO,

r) Ha YYaCTHHUILIUTE HE € NMPEeI0CTaBEH HUKAKbB CTUMYJ, HUTO (PMHAHCOBA U3r0fa, OCBEH
o0e311eTeHne 3a pa3HOCKUTE U MPOITyCHATUTE MOJI3H, IPSKO CBBP3aHH C YYacTUETO B

U3OUTBAHETO Ha NEHMCTBUETO.

Ynen 63

ﬂOl’l’bﬂHumeﬂHu HAYUOHAIIHU MEPKU

JIbpkaBUTE YWICHKHA MOTAT Ja MOIbPKAT IOIBIHUTEIIHA MEPKU OTHOCHO JIMIIATa, OTOMBAIIA
3aIJDKUTEIIHA BOCHHA CITy>k0a, TUIaTa, JIUIIEHU OT CBO0O0/Ia, INIaTa, KOUTO TOPaau ChAeOHO
pelIeHrne He MOoraT J1a y4acTBaT B M3MUTBAHM HA JEHCTBUETO, WU JINIIATa, HACTAHEHU B

CIICUAJIM3NPaH NHCTUTYIUH.
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Ynen 64

Hsznumeanus na oeticmeuemo 6 cneunu cumyayuu

1. Upes neporanus oT wieH 58, maparpad 5, Oyksa e), wien 60, maparpa¢ 1, Oyksu a) u 6) u
uiieH 61, maparpad 1, 6ykBu a) u 6), ”HPOPMUPAHO ChIVIACKE 32 yUaCTHE B U3MUTBAHE HA
JeMCTBUETO MOXKe J1a ObJIe MOIy4eHo, a UH(OpMAIIH 32 U3IIUTBAHETO HA JICUCTBUETO
MOXe 1a Ob/ie IPeIoCTaBeHa Clie]] PEIICHUETO 3a BKIIOYBAHE HA YYAaCTHUKA B
M3IIUTBAHETO, TIPU YCIIOBUE Y€ TOBA PEIICHUE € B3E€TO IO BPEME Ha ITbpPBAaTa MHTEPBEHIINS
BBPXY YYaCTHUKA B CHOTBETCTBHE C IUIaHA 32 U3MUTBAHETO HA KIIMHUYHOTO JICHCTBHE,
CBBP3aH C BRIPOCHOTO U3MHUTBAaHE HA JICHCTBHETO, M Ca U3ITBIIHEHU BCUYKH YCIIOBHS MO~

J0JTy:

a)  IOpajy CIELIHOCTTA Ha CUTYyalUsITa B pE3yJITaT Ha BHE3AITHO HACTBIIUIIO
YKUBOTO3aCTPAaIllaBall0 ChbCTOSHUE WK JPYTrO BHE3AIMHO HACTBIIUIO CEPUO3HO
3a00JIIBaHE YUYACTHUKBT HE € B ChCTOSHUE J1a IPEIOCTABH MIPEIBAPUTEITHO
uHGOPMHUPAHO ChIJIacHe U Aa MOJIy4H MpeABapuTeIHa HHGOpMaIus OTHOCHO

HU3IIMTBAHCTO HaA HeﬁCTBHeTO;

6) HaJIUIIC Ca Hay‘-IHI/I OCHOBAaHMHA da CC O4aKBa, 4c y‘-IaCTI/ICTO Ha y‘IaCTHI/IKa B
N3IIUTBAHCTO Ha ,Z[eI\/JICTBI/ICTO 1€ UMa IMOTCHIINaJIa 1a JOHECEC HpeKI/I 3HA4YUMHU OT
KIIMHUYHA TJIeJHA TOYKA ITOJI3H 32 YYaCTHHKA, BOJCIIN IO U3MEPUMO, CBBP3aHO ChC
3/IpaBeTO MOI00pEeHNE, HaMAaJISBAIIIA CTPAAAHUETO /WK TTOA00PSIBAIIN 3IPaBETO HA

Y4aCTHHKA, WJIIN 10 JUATHOCTUIIUPAHEC HA HETOBOTO CHCTOSHUC,

B)  HEBB3MOXXHO € B PAMKUTE Ha TepaleBTUYHMSI TPO30PELL J1a Ce JOCTaBH Lisjara
npeaBapuTenHa HHGOPMAIHS U /1a Ce MOJIyYH MPEIBAPUTEIHO HHYOPMUPAHO

CBhIJIACUC OT 3aKOHHO OIIPCACIICH MPCACTABUTCII;
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F) H3CIICO0BATCIIAT YAOCTOBEPABA, Y€ HEC Ca MY U3BCCTHU HUKAKBU BB3PAKCHHA 3a

Y4acTUC B U3IIMUTBAHCTO HA ,Z[efICTBPIeTO, H3pa3€HU NPEAN TOBA OT YUACTHHKA,

1)  U3INUTBAHETO Ha JIEHCTBHUETO € MPSAKO CBbP3aHO ChC 3a00ISIBAHETO HA YYaCTHHKA,
BCJIEICTBHE HA KOETO B PAMKHUTE Ha TEPANIEBTUYHMSI IPO30PEL] € HEBB3MOXKHO Jia Cce
HOJTYYH MPEIBAPUTEIHO HH(POPMHUPAHO CHITIACKE OT YUACTHUKA UM 3aKOHHO
OIIpeJIeNIEH IPEACTAaBUTEN U J]a C€ IIPEAOCTABU IIPeBapUTeIHa HH(OPMALYsL, U
U3IUTBAHETO HA JIEHCTBHETO € OT TAKOBA €CTECTBO, Y€ MOXeE J1a ObJIe H3BBPIICHO

HU3KIIIOYUTCIHO B CIICHIHA CUTYalluH;

e) W3NUTBAHETO HA AECHCTBUETO npeacraBjisiBa MUHUMAJICH PUCK U BOAU 1O MUHUMAJIHO

HGYIIOGCTBO 3a Y4aCTHHUKA B CPAaBHCHUC CBbC CTAHAAPTHOTO JICHCHHUC HA 3a00JIIBAaHETO

My.

2. Crnen MHTEpBEHIIMSI CHITIACHO maparpad 1 oT HACTOSIIUS WieH, € He0OX0IUMO Ja ce
MoKcKa HHPOPMUPAHO ChIIacHe B CHOTBETCTBHUE C WieH 59 ¢ 1en npoabiikaBaHe Ha
y4acTUEeTO HA YYaCTHHKA B U3MUTBAHETO Ha IEUCTBUETO, a HHPOpMAIUATA 38 U3TUTBAHETO

Ha JEUCTBUETO CE npeaocTaBs B CbOTBETCTBUC CHC CIICAHUTC U3UCKBAHUA:

a)  TI0 OTHOUICHHE Ha HEJEeCOCOOHHU YYaCTHHUIIM U MAJIOJIETHU U HEMbIHOJIETHH JIUIIA,
U3CIIEI0BATENAT ThpPCH 0€3 HeHYKHO 3a0aBsiHe HH(OPMUPAHOTO ChIIACHE OT
3aKOHHO OTIpEJIeNICHHs UM IPEACTaBHUTEN, a HH(pOpManusaTa, IOCO4YEHa B WieH 59,
naparpag 2, ce mpeocTaBst Bb3MOXKHO Hail-Obp30 Ha y4aCTHHKA M HA 3aKOHHO

OMIPCACIICHUA MY IIPEACTABUTCII;
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0) 10 OTHOUICHWE HA JAPYTH YYaCTHUIIM, U3CIEIOBATEIAT ThPCU 0€3 HEHY)KHO 3a0aBsiHE
MHGOPMHUPAHO ChIJIacHe OT YYaCTHHUKA UM HETOBHS 3aKOHHO ONpeesieH
MPEJICTaBUTEN, B 3aBUCUMOCT OT TOBa KOE € OCHIIIECTBUMO MO-0Bp30, a
uHopMaIuATa, MocoueHa B ujeH 59, maparpad 2, ce mpeaocTaBsi Bb3MOKHO Haii-
OBp30 HA YYaCTHHKA UM HA HETOBUS 3aKOHHO OIPEEINICH MPEICTaBUTE, B

3aBUCHUMOCT OT CJIydas.

3a menuTe Ha OykBa 0), ako € OWJIO MOTYIeHO HHPOPMHUPAHO CHIIIACHE OT 3aKOHHO
OTIpEICIICHUS TIPEICTAaBUTEN, MHPOPMHUPAHOTO ChIIIACHE 32 MPOIBIKABAHE HA YUYACTHETO B
M3MUTBAHETO Ha JICHCTBUETO CE TOJTy4YaBa OT yUYaCTHUKA HETIOCPEICTBEHO CJIE] KaTO TOH

ObJie B CHCTOSTHHE A2 Ja/ie HH(POPMUPAHO ChITIacHe.

Axo YHYaCTHUKBT HUIIH, KOTraTO € IMPUIIOKUMO, HCTOBUAT 3aKOHHO OIIPCACIICH IMPCACTABUTCII
HE JaJie chIyiacue, Toi TpsOBa 1a Obae MHGOpPMHUpaH 3a MPABOTO J1a OTKAKE U3MOI3BAHETO

Ha JaHHUTE, MMOJTYYCHHU OT U3IIUTBAHCTO HA HeﬁCTBHeTO.

Ynen 65

Obe3zwemenue 3a 8peou

JIbpkaBUTE YWICHKU TapaHTUPAT, Y€ CUCTEMHTE 3a 00e3IIeTEeHHE 3a BCSKa Bpe/a, MOHeCceHa
OT y4aCTHUKA, IPOM3TUYAILA OT YyYAaCTUETO B U3IIUTBAHETO HA AEHCTBUETO, IPOBEJIEHO HA
TSAXHA TEPUTOPHUSL, C€ IpUiarar noj ¢popmMara Ha 3aCTpaxOBKa, FrapaHIus WIA CXOJHA
JIOTOBOPEHOCT, KOSITO € €KBUBAJIEHTHA [0 OTHOLLIEHHE Ha LIE€ITa U KOATO ChOTBETCTBA HA

€CTCCTBOTO U CTCIICHTA HA pUCKaA.
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2. CroHCOPBT W M3CIIEAOBATEIAT H3MOI3BAT CUCTEMATa, ITocoueHa B naparpad 1, mo HauuH,

TTOAXO/ISAI 3a AbpKaBaTa WICHKA, B KOSATO CE MPOBEXK/a U3MUTBAHETO HA JEHCTBUETO.

Ynen 66

3asenenue 3a uzNUMBAHUA HA OelUCmEUemo

1. CrioHCOpBT Ha U3MHUTBAHE HA ACWCTBUETO, TIOCOUYEHO B WieH 58, maparpadu 1 u 2,
BBBEX/Ia U MIPEACTABS, 3asgBJICHHUE 10 AbpKaBaTa(uTe) dieHKa(u), B KOATO(KOUTO) IIIe Ce
MIPOBEKa U3MUTBAHETO Ha JIEHCTBUETO (HapUyaHa 3a LIeJIUTEe Ha HACTOSALIUS YJIeH
,»CBOTBETHATA JbprKaBa WICHKA "), KaTO Mpujlara U JOKyMEHTaIUATA 110 pa3aein 2 u 3 oT

npunoxenue XIII, u no npunoxenue XIV.

3asBICHUETO CE€ MOJaBa Ype3 CJICKTPOHHATA CUCTEMA, ITIOCOUEHA B WieH 69, KOsTO
reHepupa 3a TOBA U3MUTBAHE HA JEHCTBUETO SAMHEH, YHUKAIICH UICHTU(UKAIIMOHEH
HoMmep 3a 1enus Chro3, KOUTO Ce U3MO0JI3Ba 32 BCHUKHU ChOOIIECHUS, CBBP3aHU C TOBA
M3MUTBaHE Ha JACHCTBUETO. B CpOK OT A€CEeT MHM OT MOTydYaBaHETO HA 3asBJICHUETO
ChOTBETHATA JbprKaBa WICHKA YBEJAOMsIBA CIIOHCOPA 3a TOBA JaJIM U3MTUTBAHETO Ha
JeICTBUETO ToMaja B 00XBaTa Ha HACTOSIIIHS pErfiaMeHT U JJaJId JJOCUETO Ha 3asBICHUETO

€ I'BJIHO B CbOTBETCTBUE C IU1aBa | oT npunoxenue XIV.
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B cpoxk oT eqHa cenMuIia cies BCsKa €BEHTyalIHa MPOMSTHA BBB Bpb3Ka C JJOKYMEHTAIUATA
no rasa I ot npunoxenne XIV, COHCOPBT akTyalu3upa CbOTBETHUTE TAHHU B
€JIEKTPOHHATA CUCTEMA, TOCOYEeHA B WwieH 69, u sicHo 0003HavYaBa Ta3u MPOMSIHA B
nokyMeHTanusaTa. CbOTBETHATA IbprKaBa YJIEHKA CE€ YBEIOMSIBA OTHOCHO aKTyallu3alusTa

Ype3 CICKTPOHHATA CUCTEMA.

KoraTto choTBeTHaTa IBhprKaBa UIeHKA 3aKIIOUU, Y€ U3MUTBAHETO HA JACHCTBUETO, 32 KOETO
€ TI0/1aJICHO 3asBJICHHE, HE TTOTaJa B 00XBaTa Ha HACTOSIIIMS PETJIAaMEHT HIIA Y€ JTOCUETO
Ha 3asBJICHUETO HE € ITBJIHO, TS yBEIOMSBA CIIOHCOPA 3a TOBA U OMPEIEIIs MaKCUMaJICH
CPOK OT JIECET JIHU, B KOMTO TOM J1a MpeICcTaBU KOMEHTAp WK Ja TOMbIHU 3asBICHUETO
Yype3 eJIeKTPOHHATA CUCTEMA, ITOcOoUeHa B wieH 69. ChoTBETHATA AbpKaBa WICHKA MOXE J1a

YIIBJDKU TO3HU CPOK € He moBeue oT 20 JHH, KOTaTo € 1eaecho0pas3Ho.

Axo CIIOHCOPBT HC MPEACTAaBH KOMCHTAPH WJIM HE JOITbJIHHA 3asABJICHUCTO B PAMKHUTC Ha
IIOCOYCHHUA B IIbPBaA AJIMHEA CPOK, PA3ITICKIAHCTO Ha 3asBJICHUECTO CE CUHUTA 3a
IIPEKpPaTCHO. Koraro CIIOHCOPBT CMATA, Y€ 3a4BJIICHHUCTO I10IIaJga B oOxBara Ha HaCTOAIINA
PEerilaMeHT H/UIH € IIBJIHO, HO CBOTBCTHATA AbPiKaBa YJIICHKA HE € ChbIJIaCHA C TOBA,
3as4BJICHUCTO CC CUUTA 34 OTXBBPJICHO. CpoTBeTHATA ABbprKaBa YICHKA MPCABUIKIA

mporneaypa 3a o0kalBaHe o0 OTHOIICHHUE Ha TaKbB OTKa3.

CnoTBeTHATA ABbpiKaBa YICHKA YBCIAOMsABA CIIOHCOpPA B CPOK OT IICT JHU OT IMOJTy4YaBaHC Ha
KOMCHTApPHUTC UK Ha ITIOMCKaHaTa JOIIbJIHUTCIIHA I/IH(bOpMaHI/IH JaJin U3IMUTBAHCTO Ha

JIEUCTBUETO MOMajaa B obxBara Ha HACTOAIIUA PCTIIAMCHT U AaJIU 3asBJICHUCTO € ITbJIHO.
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4. OcBeH TOBa CHOTBETHATA JbpKaBa WIEHKA MOXKE J1a YABIKU CPOKa, IOCOUEH B naparpapu

1 1 3, c o o1e mMeT JHH.

5. 3a enuTe Ha HACTOSIIATA IJ1aBa JlaTaTa, Ha KOSITO CIIOHCOPBT € YBEIOMEH B ChbOTBETCTBUE
c maparpad 1 nim naparpad 3, e garata Ha BaJIMAMPaAHE HA 3asBJICHUETO. AKO CIIOHCOPBT
HE € YBEJIOMEH, JaTaTa Ha BAJIMJUPAHE € MIOCIEAHUAT AEH OT CPOKOBETE, IOCOUECHU

CBHOTBETHO B maparpadu 1, 3 u 4.

6. B nepronia Ha orieHsIBaHe Ha 3asBJICHUETO AbPKaBaTa WIEHKA MOXeE Jla M3HCKA OT
crioHcopa fombiaHuTeHa nHpopmarusa. CpoksT no naparpad 7, 6yksa 0) crimpa ga Teue
OT JIaTaTa Ha ITbPBOHAYAIHOTO UCKaHE O MOMEHTA Ha MOJIy4YaBaHe Ha JOMbJIHUTEIHATA

uHpOpMaIHAL.
7. CroHCOpPBT MOJKE J1a 3a1I0YHE U3MUTBAHETO HA JICUCTBHETO MPH CIETHUTE OOCTOSATEIICTBA:

a)  TIpW M3MHUTBAaHUS HA JACHWCTBUETO, MPOBEXKIAHU ChIIacHO WwieH 58, maparpad 1, Oyksa
a) ¥ KOraTo B3¢MaHETO Ha IPOOU OT YOBEUIKOTO TSUIO HE TPECTaBIISIBA CEPHO3CH
KIMHUYCH PHCK 32 YYACTHUIMTE B M3IIUTBAHETO, OCBEH aKO B HAI[MOHATHOTO IIPABO
HE € [MOCOYEHO JIPYT0, HEMIOCPEACTBEHO CIIe] 1aTaTa Ha BaJHIMPaHE Ha 3asBICHUCTO
CBhIIaCHO maparpad 5 oT HACTOSIIMS YWICH U IPH YCIOBUE Y€ KOMHCHS IO €THKA B
CHOTBETHATA JIbPIKaBa YICHKA HE € Jiajia BbB BPb3Ka C M3IUTBAHETO Ha JICHCTBUETO
OTPHIIATEITHO CTAaHOBHIIE, KOETO € BAJIMIHO 3a IsUTaTa IbpKaBa WICHKA ChITIACHO

HallMOHAJIHOTO ITPaBO;
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0) Tpu M3NHUTBAaHUS HA JACWCTBUETO, MPOBEXKIAHHU ChITIACHO WwieH 58, maparpad 1,
OykBu 0) 1 B) 1 wieH 58, maparpad 2, uiv U3MUTBaHUS Ha ICUCTBUETO, PA3TUIHU OT
MOCOYCHHUTE B OYKBa a) OT HACTOAIIUS Naparpad, HEMOCPEACTBEHO ClIe]] KaTo
CHOTBETHATA IbPrKaBa WICHKA € YBEJIOMUIIA CIIOHCOPA 32 Pa3pEIICHUETO CU U IpU
YCJIIOBUC Y€ KOMUCHUA 110 €THUKA B CbOTBCTHATA AbpiKaBa YWICHKA HC € Jajla BbB BPb3Ka
U3IUTBAHETO HA JIEHCTBUETO OTPHUIIATEITHO CTAHOBHUIIE, KOETO € BaJHMIHO 32 I[slaTa
IbprKaBa WICHKA ChITIACHO HAIMOHAIHOTO MpaBo. J[bpkaBaTa 4ieHKa yBEAOMSBA
CIIOHCOPA 3a pa3pelleHnueTo B CPOK OT 45 THU OT Jarara Ha BaIUJUpPAHE HA
3asIBJICHUETO chriacHo maparpad 5. J[ppikaBara dieHKa MOXKE J]a YIABIKH TO3U CPOK

C ome 20 JAHU 3a OCIIUTC HAa MPOBCKAAHCTO HA KOHCYJITAllUU C CKCIICPTH.

8. Ha Komucusita ce npenoctasst mpaBOMOIIKMETO Ja MpUeMa JIeJerupaHd akTOBE B
choTBeTCTBHE ¢ WieH 108 3a u3MeHeHrne Ha U3UCKBAHMATA, ONIPEICIICHH B r1aBa I o
npunoxxenue XIV, ¢ orien Ha TEXHUYECKUS POTPEC U 00IIOTO Pa3BUTHE HA

HOpMaTHBHATa ypesoa.

9. C nen fa ce ocurypu €JHaKBOTO IIPUJIaraHe Ha U3UCKBAHMATA, ONIPEACIICHY B Ii1aBa | oT
npuinoxkenne XIV, Komucusita Mmoxe 1a mpreMa akToBe 3a U3IIbJIHEHUE, TOKOJIKOTO TOBA €
HE00X0IMMO 32 pa3pelIaBaHe Ha MpoOJIeMH, CBbP3aHH C PA3IUYHOTO THIKYBaHE U
MIPUJIATaHETO Ha NPAKTUKA. Te3U akTOBE 3a U3MBIIHEHHUE CE IPUEMAT B ChOTBETCTBHUE C

rporieayparTa 1o pasriexaane, mocoueHa B wied 107, maparpad 3.
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Ynen 67

Ol/;eH}ISClHe om cmpaHa Ha dbpofcaeume YJeHKU

1. I["bp)KaBI/ITC YWICHKHU I'apaHTHpPAT, 1€ JinaTd, KOUTO BAJIMAUPAT U OLCHABAT 3asABJICHUCTO
HJIN B3€MAT pCHICHUC OTHOCHO HETO, HAMAT KOH(i)J'II/IKT Ha UHTCPECH, Y€ Ca HEC3aBUCHUMHU OT
CIIOHCOpa, OT Y4aCTBAIIHUTC B HCT'O U3CJICA0BATCIIN U OT (1)I/IHaHCI/IpaH_II/IT€ HU3IIUTBAHCTO HaA
I[efICTBHGTO (1)I/ISI/I‘~I€CKI/I WM IOPUIUYCCKHU JIMa, KAaKTO U Y€ HC Ca M3JIOKCHU Ha KaKBOTO U

Jla € Ipyro HEMO3BOJIEHO BIUSHUE.

2. ,Z['Bp}KaBI/ITe YJICHKHU rapaHTHupar, 4€ OUCHABAHETO CC U3BBPIIBA CHBMCCTHO OT JOCTATHhUCH

6p01>i JIMa, KOUTO KaTO CKUII TPUTE)KaBaT HCO6XOI[I/IMI/IT6 KBaJ'II/I(l)I/IKaI_II/II/I U OIIHUT.

3. JIbpkaBuTE YWICHKU OLEHSIBAT JaJId M3MUTBAHETO Ha JEHCTBUETO € pa3paboTeHo 1O HauuH,
IIPU KOWTO MOTEHIMAIHO OCTaBaIUTE PUCKOBE 3a YYACTHULIUTE UJIU TPETH JIULA CIIE]
CBEX/IaHETO Ha PUCKOBETE JJO MUHUMYM, Ca ONpaBIaHU [10 OTHOLLIEHUE HA OYaKBAaHUTE
KJIMHWYHHU nton3u. Karo B3emat npeasun npuioxumute OC v XapMOHU3UPAHU

CTaHIAPTH, TE PA3IICKIAT MO-CIICIIHAITHO:

a)  J0Ka3aTelcTBaTa, 4e U3JIEINeTO(sITa) 3a M3NUTBAaHE Ha IEWCTBUETO OTTOBapsI(T) Ha
MPUIOKUMUTE OOIIM M3UCKBAHUS 32 O€30MACHOCT U ACHCTBHE, C U3KIIOYCHUE Ha
ACTIEKTUTE, 00XBAaHATHU OT U3MUTBAHETO HA JCHCTBUETO, U AAJIM IO OTHOIICHHUE Ha
TE3H aCTeKTH Ca B3ETH BCUUKHU TMPEANa3HU MEPKHU 3a 3aKpujia Ha 3/[paBeTo U
0e30MacHOCTTa Ha yyacTHUIMTE. ToBa BKIIIOUBA: 32 U3MUTBAHMS HA JEHCTBUETO —
OIICHKaTa Ha aHAIUTUYHOTO JNEHCTBHE, a 32 MHTEPBEHIIMOHAIHY U3MUTBAHUS Ha
KIIMHUYHOTO JIeHCTBHE — OIICHKaTa Ha aHATUTUYHOTO JIeUCTBUE, KITMHUYHOTO
JIEMCTBUE U Hay4YHaTa BAJIMIHOCT, KaTO CE B3eMAT MPEBUJl ChbBPEMEHHUTE

JOCTIDKCHHUS,
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0)  Janu U3MOJI3BAaHUTE OT CIIOHCOPA PEUICHMUS 3a CBEXKIAHETO HA PUCKA O MUHUMYM ca
OIMMCAaHU B XapMOHHU3UPAHU CTaHIAPTH, a aKO CIIOHCOPBT HE U3I0JI3BA
XapMOHU3UPAHU CTAaHAAPTH — NI U3MOJI3BAHUTE PELICHHS 32 CBEXKIAHETO HA
pHCKa 10 MUHIMYM OCHUTYpSIBaT HUBO Ha 3aIllMTa, KOETO € PaBHOCTOIHO Ha

OCUTYPCHOTO C XapMOHU3ZUPAHUTC CTAHAAPTH,

B)  JlaJM ca NOJIXOJSIIM IJIJaHUPAHUTE MEPKU 3a 6€30MacCHO MHCTAJIUPAHE, IIyCKaHE B

I[Gf/iCTBHG " IOAJAPBIKKA HAa U3JCITUCTO 3a UBIIMTBAHC HA I[CI\/JICTBI/ICTO;

T) HaJEKIHOCTTAa U CTAOMIHOCTTA HA JAHHUTE OT U3IUTBAHETO HAa JECHCTBHETO, KaTO CE
OTYUTAT CTATUCTHUUECKUTE MOJIXOIU, pa3pabOTBAHETO HA U3MUTBAHETO HA
IENCTBUETO U METOIOIOTMYHNTE ACIIEKTH, BKIIOUUTEIHO 00EMBT Ha U3BaAKaTa,

KOMITapaTopa U KpaHUTE TOUKH;
1)  JlaJM ca U3IIBJIHEHU M3UCKBaHUATA 10 npuioxenue XIV.
4. JbprkaBUTE YJICHKW OTKA3BaT Ja Aa1aT pa3pelieHne Ha U3MUTBAHETO Ha JIEUCTBUETO, aKO:

a)  JIOCHETO Ha 3asBJICHHETO, TI0JIaJICHO ChIIacHO wieH 66, maparpad 3, octaHe

HCIIBJIHO,

6) HU3ACIIMCTO UJIU MMPEACTABCHUTC JOKYMCHTH, MTO-CIICIIUAIHO TNIAHBT 34 U3IMMUTBAHC HA
I[eflCTBHeTO u 6p0mypaTa Ha U3CJICA0BATCIIA, HC ChbOTBCTCTBAT HA HAYYHUTC
JOCTHIXXCHHA, a CAMOTO M3IIUTBAHC Ha I[Gf/iCTBHGTO € HCIIPpUTOAHO Ja MPEaAoCTaBr
JOKa3aTeJICTBA 3a 6630HaCHOCTTa, OINCPAaTUBHUTEC XAPAKTCPUCTUKHU WUJIN ITOJI3HUTE OT

H3JACIIUCTO 3a YHAaCTHUIIUTC WA MAHUCHTHUTC,
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B)  HE ca Cla3eHH U3UCKBAHUATA IO WIEH 58, Win
T)  HJAKOS OT OIICHKUTE 1o maparpad 3 € oTpuIlaTenHa.

I["bp)KaBI/ITe WICHKHU NPCABUKAAT IpoUeaypa 3a 00’KaJIBaHE BBHB BPBb3Ka € OTKa3 ChIJIaCHO

II'bpBa aJIMHEA.

Ynen 68

IIposesicoane na usnumeane Ha deticmeuemo

1. CHOHCOPBT U U3CIIEIOBATENIAT TApaHTHUPAT, Y€ U3MUTBAHETO HA IEUCTBUETO CE MTPOBEXK/IA B

CbOTBETCTBHE C O,HO6pCHI/I$I IJIaH 3a U3IIUMTBAHEC Ha ,HGfICTBHCTO.

2. C uen na mpoBepH 3alIuTaTa Ha IpaBaTa, 0e30MacHOCTTa U OJIarOCHCTOSHUETO Ha
YYaCTHUITUTE, HAJCKTHOCTTA ¥ CTAOMIIHOCTTA HA OTYETCHHUTE PE3YJITaTH, KAKTO U Ue
MPOBEXKIAHETO HA U3MUTBAHETO HA JIEUCTBUETO € B ChOTBETCTBUE C U3MCKBAHUSITA HA
HACTOSIIUS PETIIAMEHT, CHIOHCOPBT OCUTYPSIBA MOIXOIAII0 HAOIIOIEHUE Ha TTPOBEKIAHETO
Ha M3MUTBAHETO Ha JielicTBHEeTO. CTETNeHTa M €CTECTBOTO Ha HAOIIOCHUETO Ce OTPEIETISAT
OT CIIOHCOPA B3 OCHOBA HA OLICHSBAHE, IIPHU KOETO C€ B3eMaT MPEIBHU]T BCHUKHU
XapaKTePUCTHKHU HAa U3MHUTBAHETO HA IEHCTBUETO, BKIIOUYUTEIIHO CICIHHUTE

XapaKTEPUCTUKH:
a) 1eJTa U METOJIOJIOTHATA Ha U3MUTBAHETO HA ACHCTBUETO; U

6) CTCIICHTA HAa OTKJIOHCHUC HAa UHTCPBCHIMATA OT HOpMaJiIHATa KIIMHWUYHA IIPpaKTHUKa.
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3. [snata nadopmalys 3a U3MUTBAHETO Ha JACHCTBUETO CE 3amucBa, 00paboTBa, U3MOJI3BA U
ChXpaHsBa OT CIIOHCOPA WIIM U3CIIEA0BATENS CIIOPE]T CITydasi, Taka e Jla MoXe J1a ObJie
TOYHO JIOKJIaJIBaHa, U3ThIIKyBaHA U MIPOBEPEHA, KaTO B CHIIOTO BPEME MTOBEPUTEITHOCTTA
Ha 3aIKMCUTE U JIMYHWUTE JJaHHU Ha YYACTHUIMTE OCTaBaT 3alIUTCHU B ChOTBETCTBHE C

MNPUITOKUMOTO PAaBO OTHOCHO 3alllUTaTa Ha JINYHUTC JaHHU.

4. HpnnaraT CC MOAXOAAIIN TEXHUYCCKU U OpraHM3allMOHHN MEPKH, 3a Jia CC 3alllUTAT
nH(popManuaTa U 00pabOTBAHKUTE JIMYHU JAHHH CPEIy Hepa3peIlleH WIH He3aKOHEH
JOCTBII, ONIOBECTSIBaHE, Pa3MpOCTPaHEHUE, MPOMSHA WM YHUIIOYKABaHE WIN CIIy4aiiHO

H3Fy6BaHe, IO-CIICIaJIHO aKO O6pa6OTBaHeTO BKJIFOYBa IPpCIaBaHC MMOCPCACTBOM MPECIKaA.

3. JIbpkaBUTE YWICHKU HHCIIEKTUPAT HA MOAXOISIIO0 PAaBHUILE MICTOTO(MECTaTa) Ha
W3IUTBAHE HA JEWCTBUETO, 3a J1a IPOBEPAT NAJIA U3IUTBAHUATA HA JEHCTBUETO CE
M3BBPILIBAT B CbOTBETCTBUE C M3UCKBAHUATA 10 HACTOSIIINS PETJIAMEHT U OJ00pEHUs TIIaH

3a U3IIUTBAHETO.

6. CrioHCOpBT yCTaHOBSABA MPOLIEYpa 32 U3BbHPEIHU CUTYaAIlUH, KOSTO MO3BOJISBA
He3a0aBHOTO UACHTU(DULIMPAHE U, TPU HEOOXOIUMOCT, He3a0aBHO U3TETIIIHE Ha

HU3CIMATa, U3NIOJI3BAHU ITPU U3ITUTBAHCTO.
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Ynen 69

EJZeKmpOHHa cucmema 3a U3NUMEAHUs Ha Oelcmeuemo

B ChbTPYAHHUYCCTBO C ABPIKABUTE YIICHKU Komucusra Cb3J1aBa, yIIpaBJIsiBa U IOAAbpiKa

CJICKTPOHHA CUCTEMA:

a)

6)

1)

3a FTCHCPpHUPAHC HA CITMHHU I/IILCHTI/I(i)I/IKaI_[I/IOHHI/I HOMCpA 3a U3NIUTBAHUA HA

JIeCTBUETO, IIOCOYCHHU B WiieH 66, maparpad 1;

C q)YHKHI/ISI Ha an/IeMam HOpTaJ'I HpI/I IIOJaBAHCTO HA BCUYKHU 3asBJICHUSA NJIU
YBEIOMJICHUS 32 U3MUTBAHMS Ha JEHCTBUETO, IOCOUECHH B WieHoBe 66, 70, 71 u 74,
KaKTO U MPU TI0JJaBaHETO HA BCUYKHU OCTAaHAIU JaHHU WJIU MPU 00pabOTBAHETO HA

JaHHUTE B TO3HU KOHTCKCT,

3a 0OMeH Ha I/IHq)OpMaI_[I/ISI, OTHacsd1Ia C€ 3a U3IINTBAHUATA Ha HGI)JICTBI/ICTO CBIJIACHO
HACTOAIIUWA PCTIIAMCHT, MCXKIY AbPKABUTC YICHKU U MCIKAY TAX U KOMI/ICI/IHTa,

BKJIFOYMTEIIHO 0OMEHa Ha MH(OpMaIns, TOCOYCH B UiieH 72 U wieH 74;

3a MHPOpPMAIHUs, KOSATO CE MPEIOCTaBs OT CIIOHCOPA B ChOTBETCTBHUE C WiIeH 73,
BKJTIOYHMTEITHO JTOKJIAJa 32 U3MUTBAHETO HA JICHCTBUETO U PE3FOMETO ChIITACHO

M3UCKBAaHUATA Ha naparpad 5 oT ChIIUS YICH;

3a JOKJIaIBAHC HAa CCPHUO3HU HCIKCIIAHU CHOUTHA U HEOOCTAaThM HA U3CINUATA 1

CBOTBETHOTO aKTyaJIM3UpaHe Ha Ta3u MHPOPMALUs ChIVIACHO 4iIeH 76.
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2. [Ipu cp3maBaHe HA eNEKTPOHHATA CUcTeMa 110 maparpad 1 oT HacTOSAIIHA YJieH,
Komucusita o6e3nedaBa HeifHaTa orepaTiBHA CbBMECTUMOCT ¢ 0a3zara nannu Ha EC 3a
KJIMHUYHHUTE U3MUTBAHUS Ha JIEKapCTBEHU MPOAYKTH 3a XyMaHHa ynorpeda, ch3/1aJeHa
cbriacHo wieH 81 ot Pernament (EC) Ne 536/2014 na EBponeiickus napjiaMeHT U Ha

1 o
CnBera , I1O C€ OTHACA OO0 U3NUTBAHHUATA HA JCUCTBUCTO HAa ChIIbTCTBAIIIU U3ACINA.

3. [Tocouenara B maparpad 1, 6ykBa B) nuH(pOpMaILUs € JOCTHITHA CAMO 32 IbPXKABUTE WICHKH
n Komucusta. Madopmanusra, mocoueHa B OCTaHAIUTE OYKBU OT ChINUA maparpad, e
myOJIUYHO TOCTBITHA, OCBEH KOraTo Isuiata nHGopMalus WK 4acT OT Hes € TIOBEpUTEIIHA

MOpaJid HAKOSI OT CIICTHUTE PUYHHU:
a)  3amuTa HAa JTUYHUTE JaHHU B choTBeTCTBUE ¢ Permament (EO) Ne 45/2001;

06) 3amuTa Ha ThProBCKaTa MH(OPMAIKs C TOBEPUTENICH XapaKTep, 0COOEHO B
Opolypara Ha U3CJIE€10BaTENs, O-CIEIUAIHO KaTO CE OTYUTA CTAaTyChT HA
OLIEHSIBAHETO Ha ChbOTBETCTBUETO HA U3/JEIINETO, OCBEH B CIIy4auTe, KOraTo

CBHILIECTBYBA MO-BUCII O0IIECTBEH MHTEPEC 3a ONOBECTSABaHE HA MH(POpMAIIHITA;

B) e(i)eKTI/IBeH HaA30p HAa NPOBCKAAHCTO HA USIIUTBAHCTO HA JIECTBUETO OT CTpaHa Ha

ChOTBETHATA(HUTE) AbpKkaBa(n) WieHKA(H).

Pernament (EC) Ne 536/2014 na EBponeiickust napaament 1 Ha CbBerta ot 16 anpun 2014 r.
OTHOCHO KJIMHUYHUTE U3MUTBAHUS Ha JICKAPCTBEHH MPOAYKTH 32 XyMaHHa ynorpeoba, u 3a
otMmsiHa Ha {upextusa 2001/20/EO (OB L 158, 27.5.2014 r., cTp. 1).
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4. JInaanTe JaHHHW Ha YYaCTHUIHUTC HC Ca HY6J'II/I‘~IHO JOCTBITHHU.

5. [TorpeburenckusT nHTEpdEiic Ha eIeKTPOHHATA CUCTEMA, TTocoueHa B maparpad 1, e Ha

BCUYKH opunranuu e3ury Ha Cpro3a.

Ynen 70

Hsznumeanus na oeticmeuemo no omuouieHue Ha uzoenus ¢ Hanecena mapkuposka ,,CE

1. Koraro Tpsi6Ba n1a ce npoBejie U3NUTBaHE HA JEHCTBUETO C LIEJ IOIBJIHUTEIIHO OLIEHSBAHE,
B PaMKUTE Ha MPEJIHAa3HAUYEHUETO MY, Ha U3/IENINE, BbPXY KOETO BeUe € HaHeCeHa
MapkupoBkata ,,CE*“ B choTBeTCTBHE ¢ WieH 18, maparpad 1 (,,mpoyuBaHe 3a
MpocieasBaHe Ha ACHCTBUETO CIe/ MMyCKaHe Ha ma3apa‘’), 1 KOraro M3MUTBAaHEeTO Ha
neiicTBUEeTO OU OUII0 CBBP3aHO C MOAJIAraHeTO Ha YyYACTHULIUTE HA MPOLEAYPH B
JOMTBTHEHUE KbM MTPOBEKIAHUTE TIPH HOPMATTHU YCIOBHS Ha YIOTpeOa Ha U3/ICTTUETO, ’
TE€3U JOIBJIHUTEIHH MPOLIETYPU Ca UHBA3UBHU WK OOPEMEHUTEIHH, CIIOHCOPHT
YBEIOMsIBAa ChOTBETHATA JbPrKaBa YjieHKa Hal-Mayiko 30 JHU Mpeay HavYalloTo Ha
M3MUTBAHETO Ype3 €JIEKTPOHHATAa cucTeMa 1o uieH 69. CioHCOpBT BKIKOUBA
JOKyMEHTAlUATa, TOCOYEHa B yacT A, paszaen 2 ot npuwioxenue XIII, u B mpunoxenue
XIV. Ilo oTHOLIEHHE HA IPOYYBAHUATA 34 IIPOCIICAAIBAHE HA NEUCTBUETO CIE IIyCKaHe Ha
nasapa ce npuiarat wieH 58, naparpad 5, 6yksu 6)—i) u OykBa 1), wieHose 71, 72 u 73,

el 76, maparpad 5 u choTBeTHUTE paznopenou Ha npuioxeHus XII u XIV.

2. Korato TpsiOBa na ce mpoBeie M3NMUTBAHE Ha JACHCTBUETO C IIEJT OIICHSBAHE HA U3/CIIHE C
BeYe HaHeceHa MapkupoBkaTta ,,CE* B choTBeTCTBHE € uiieH 18, maparpad 1, u3BbH

paMKUTEe Ha MpeJHa3HaueHUEeTo My, ce Ipuiarar 4ieHose 58 — 77.
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Ynen 71

Cbu;ecmeeHu NPpOMERU 6 Usnumeanuima Ha oeticmeuemo

l. AKO CIIOHCOp Bb3HaMepsBa Ja BHECE IPOMEHH B U3IIUTBAHE HA JIEHCTBUETO, 3 KOETO CE
npejroiara, 4e e OKakaT 3HauuTeNIHO Bb3/iecTBUE BbpXY 0€30MacHOCTTA, 3/IPABETO WM
[paBaTa Ha yYaCTHUIIUTE WIHM BbPXY CTAOMIIHOCTTA UM HAAEKIAHOCTTA HA JAHHUTE OT
M3MUTBAHETO, TOM yBEJOMSIBA B CPOK OT €1HA CEAMMUIIA Ype3 €IEKTPOHHATA CUCTEMA I10
yieH 69 nppkaBaTa(uTe) yieHKa(1), B KOATO(KOUTO) C€ MIPOBEXK/Ia UITH III€ CE MPOBEK A
M3MHATBAHETO HA JCHCTBUETO, 32 OCHOBAHUATA U €CTECTBOTO HA Te3H IPOMeHU. CIIOHCOPBT
IpuJjlara akTyaJlu3upaHa pelakliis Ha CbOTBETHATa JOKyMEHTALMs, IOCOUYEHA B
npunoxenue XIV, karo gact ot ysegomiieHuero. [Ipomenure B cboTBETHATA

JOKYMEHTAIUs TpsIOBa Ja ca SICHO 0003HAYEHHU.

2. I["I)p)KaBaTa YJICHKA OCHABA BCUYKH CHIICCTBCHU ITPOMCHU HA U3IIMTBAHCTO HA

JICUCTBUETO B ChOTBETCTBUE C MPOILIeAypaTa, NpeaBHACHA B YieH 67.

3. CroHCOPBT MOXKeE J1a MPUJIOKU ITpoMeHHUTE 1o naparpad 1 Haii-pano 38 quu cien

YBCAOMIICHHUETO, ITIOCOYCHO B r[aparpa(p 1, OCBCH aKo:

a)  IbpKaBaTa WICHKA, B KOSTO CE MPOBEXK/A WU IIIe Ce TMPOBEXK/Ia U3MUTBAHETO HA
NEHCTBUETO, € YBEJOMHUIIA CIIOHCOpPA 32 OTKa3a CH Bb3 OCHOBA HA ChOOPAKEHUSATA,
MOCOYEHU B wieH 67, maparpad 4, uiu Bb3 OCHOBA Ha CbOOPAKEHMUSI, CBBP3aHU C
00IIEeCTBEHOTO 37[paBe, 0€30IaCHOCTTA HITH 3/IPABETO HA YYACTHUITUTE WU

HOTpe6I/ITCJ'II/ITe, Hniu C O6H_IGCTBCHI/I$I pea; nin
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0) KOMHCHS 10 €TUKA B Ta3H JAbprKaBa WICHKA € J1ajla OTPULIATEITHO CTAHOBHIIIE 110
OTHOIIICHHE Ha ChILIECTBEHATa MPOMSHA B U3NIUTBAHETO HA AEMCTBUETO, KOETO

ChINIACHO HAIMOHAJIHOTO IIPaBO, € BAJIMAHO 34 LsJIaTa AbPiKaBa YJICHKA.

CrotBeTHaTa(uTe) AbpKaBa(¥) WieHKa(M) MOKe(MOrar) Aa yabKu(aT) CpoKa, MOCOYEH B

naparpag 3, ¢ ole ceeM THH ¢ 1ielT TPOBEXKAaHe Ha KOHCYJITAIUH ¢ EKCIIePTH.

Ynen 72
Kopueupawu mepxu, koumo mpsabea oa ce npeonpuemam om 0vbpircasume YjieHKU,

u obmen Ha MquOpMal/ﬂl}l MleC‘ay MAX OMHOCHO UBNUMEAHUA HA OelCmEUemo

Axo ABbPiKaBa YJICHKA, B KOATO CC IMPOBCIKAa UK IIC CC MTPOBCIKAA U3IINTBAHC HA
HCﬁCTBHeTO, nMa OCHOBAaHHUA Ja CMsATa, Y€ U3MCKBAHUATA, IIOCOYCHU B HACTOAIIMA
PEriIaMCHT, HC CC UBIIBJIHABAT, TS MOKC a TPCANIPUCME Ha CBOSA TCPUTOPUAL Hal-MaJIKOTO

HAKOSA OT CIICAHUTC MCPKHU:
a)  Jla OTHEME pPa3pelICHUETO 3a M3MUTBAaHE HA JCHCTBUETO;
0) [a chpe WM J1a MPeKpaTH U3MHUTBAHETO HA IEHCTBUETO;

B) JAa U3UCKa CIIOHCOPHT Aa MPOMCHHU ONPCACIICH aCIICKT Ha U3IIMTBAHCTO Ha

JICUCTBHUETO.

[Ipenun na npeanpueMe HAKOS OT MEPKHTE MO maparpad 1, cbOTBETHATa AbpKaBa YICHKA
U3HCKBA CTAHOBHUILE OT CIIOHCOPA WX U3CJIE0BATENs, MU U OT ABaMara, OCBEH aKko HE €

HeoOXxoauMo He3abaBHO jaeiicTBue. CTAHOBHUIIETO CE MPECTaBs B CPOK OT CEIEM JTHHU.
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3. Koraro npprkaBa 4iieHKa € mpernpuena HsKos OT MEPKHTE, TOCOYeHH B maparpad 1 ot
HACTOSIIHMS YJICH, WIN € 0TKa3ajla U3MUTBaHEe Ha JHCTBUETO, WU € OMila yBeZJOMEHa OT
CIIOHCOpA 32 MPEXAEBPEMEHHO MTPEKpaTsIBaHe Ha U3MUTBAHE HA AEHCTBUETO MOPAIH
CbOOpa)keHUs BbB BPb3Ka ¢ O€30MaCHOCTTA, Ta3H JbprKaBa WiICHKa ChOOIaBa CbOTBETHOTO
pelIeHre U MOTUBUTE 32 HETO Ha BCUUKU JbpKaBy 4ieHKU U Ha KoMucusira upes

€JICKTPOHHATA CUCTEMA T10 WIEH 69.

4, Koraro CIIOHCOPBT OTTCTJIM 3ai4BJICHUCTO, PN J1a UMa PCIICHUC HAa IbpiKaBa YJICHKA,
Tasu I/IH(I)OpMaHI/IH CTaBa JOCTOAHUEC HAa BCUYKHU ABPIKABU YJICHKHU U Komucusra qpe3

€JIEKTPOHHATA CUCTEMA 10 WIEH 69.

Ynen 73
Hnghopmayus om cnoncopa 6 kpasi Ha u3NUMEAHe Ha Oelucmeuemo

UNU NPU CRUPAHe UTU NPEeHCOe8PEeMEeHHO NPeKpamseaHe

1. AKO CIIOHCOPBT CIPE WIHM NPEXKACBPEMEHHO MPEKPATH U3MUTBAHE HA JEUCTBUETO, TOU
nH(popMHpa B paMKHUTE Ha 15 THU AbprKaBUTE YWICHKH, B KOUTO TOBA U3MUTBAHE HA
JEHCTBUETO € OWJIO CIIPSIHO WIIH MIPEKIECBPEMEHHO MPEKPATEHO, Ype3 eIeKTPOHHATA
cucTtema 1o wieH 69. B ciyyail ue cnoHCOpBT CIIpe WM NPEXAEBPEMEHHO NIPEKPATH
M3MUTBAHETO Ha JICUCTBUETO MOPAIH ChOOPAKEHUS BbB Bph3Ka C 0€301MacCHOCTTA, B
pamkute Ha 24 yaca Toi HHPOpPMUPA 32 TOBA BCUUKH IbP’KAaBU WIEHKH, B KOUTO C€

MPOBEXK/1a TOBA U3MUTBAHE HA JCHCTBUETO.
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2. IIpuema ce, ye KpadT Ha U3NUTBAHE HA IEHCTBHETO CHBIAJIA C IOCIEAHOTO IIOCEIEHUE Ha
MOCJIEIHUS YYaCTHHUK, OCBEH aKO B IIJIaHA 332 U3MUTBAHE Ha JCHCTBUETO HE € ONpeleNIeH

JpyT MOMEHT 3a TO3H Kpail.

3. CnoHcoOpbT yBEIOMSIBA BCSIKA IbPKaBa YJIEHKA, B KOSITO C€ € IPOBEX/1aJI0 TOBA U3IUTBAHE
Ha JIEHCTBUETO, 32 Kpasi Ha BHIIPOCHOTO U3MHUTBAHE Ha JICMCTBUETO B Ta3u AbpiKaBa
yieHka. ToBa yBeTOMJIEHHE CE€ U3BBPILBA B CPOK OT 15 THM clies Kpasi Ha U3NUTBAHETO Ha

JIIEHCTBHETO 3a Ta3Hu AbpiKaBa 4JICHKA.

4. AKO 1aieHO U3MHUTBAHE CE€ MPOBEXK A B IIOBEUE OT €/IHA IbprKaBa YJIE€HKA, CHOHCOPHT
YBEIOMSIBA BCUUKH JbPKABU WICHKHU, B KOUTO CE € MPOBEKAAJI0 TOBA U3IIUTBAHE HA
JICUCTBUETO, 32 Kpasi Ha U3MUTBAHETO HA JEHCTBUETO BbB BCUUKU JAbPKABU WIEHKHU. ToBa

YBEAOMJIEHHE C€ U3BBPILBA B CPOK OT 15 HU ciien Kpasi Ha U3NUTBAHETO HA JEHCTBUETO.

5. HezaBucumo oT pe3ynTaTuTe OT U3MUTBAHETO Ha IEUCTBUETO, B CPOK OT €/IHA TOJIUHA OT
Kpasi Ha U3MUTBAHETO Ha JIEWCTBUETO WJIH JI0 TPU MECELa OT MPEXIEBPEMEHHOTO
MIpeKpaTsIBaHe WM CIIUPAHETO, CIIOHCOPBT MPEACTABS Ha AbPKABUTE WICHKH, B KOUTO CE €
MPOBEKIANI0 U3MUTBAHETO Ha IEHCTBUETO, AOKIA] 32 H3MUTBAHETO Ha IEHCTBUETO

chIJIacHo vacT A, paznen 2.3.3 ot npunoxenue XIII.

JloknaabT 3a U3MUTBAHETO HA JACHCTBUETO CE MPUIPYKABA OT pEe3IOME, U3TOTBEHO IO
JIECHO pa3dupaeM 3a IeNIeBUs TOTPeOuTeN HaurH. JJOKIIaabT U PE3IOMETO CE MPEICTABST

OT CTIIOHCOPA Ype3 eIeKTPOHHATa CHCTEMa, TOCOYEHA B WiIeH 69.
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KoraTto mopaau cbo0paskeHusi OT HAYyYHO €CTECTBO HE € BH3MOXKHO JIOKJIAIBT 32
M3IUTBAHE Ha JICUCTBUETO Ja C€ MPEJCTABU B CPOK OT €JHA TOIMHA OT Kpasi Ha
M3MHUTBAHETO, TOM ce Mpe/ICTaBs BeJHara oM ObJe U3roTBeH. B To3u ciyyaii B miaHa 3a
M3NUTBaHE Ha AEHCTBUETO MO YyacT A, paszzaen 2.3.2 ot npunoxenue XIII ce nocouBa kora
e ObAaT HATMYHU PE3yITaTUTE OT UMUTBAHETO HA ACHCTBHETO, KATO CE M3JIaraT

OCHOBAaHUs 3a TOBA.

6. KomucusTa n3rorsst HaCOKHM 10 OTHOLIEHUE HA ChIBPKAHUETO U CTPYKTypara Ha

PE3IOMETO Ha JIOKJIaJ1a 32 U3IMUTBAHETO Ha JCHCTBHETO.

OcBeH TOBa 3a cilydauTe, B KOUTO CIIOHCOPBT pelliaBa Jia CIoAeIl HeoOpaboTeH! JaHHU
Ha 100poBosIHA OCHOBA, KoMucusiTa Moe J1a M3roTBH HACOKHM 3a hopmaTa U 0OMeHa Ha
TE3W aHHH. Te3M HaCOKHM MOraT Jla C€ OCHOBABAT Ha ChIIECTBYBAIIM HACOKH 32
CIIOZIENTHETO HAa He0OpaObOTEeH! JaHHU B 00J1aCTTa HAa M3MUTBAHUATA HAa JEHCTBHETO, KaTo

T'M aJanTupar, J0KOJIKOTO € Bb3MOXHO.

7. Pe3tomeTo u AOKITaIbT 32 M3MUTBAHETO HA ICUCTBUETO, TOCOUCHHU B maparpad 5 ot
HACTOSIIUS YJIEH, CTaBaT MyOJIMYHO TOCTHIIHU Ype3 eJIeKTPOHHATa cUcTeMa 1o 4iieH 69
Hal-KBCHO KOTaTo M3ACIUETO Oh/Ie PETUCTPUPAHO CHIIACHO WIeH 26 U MPEaH IMTyCKAaHETO
My Ha nasapa. B ciyuail Ha npexIeBpeMEeHHO MPEKPaTABAHE WK CIIUPAHE PE3IOMETO U

JOKJIaAbT CTaBart HY6J'II/I‘-IHO AOCTBITHU B€aHAra CJjica nmpcacTaBsiHCToO UM.

AKo u3aenueTo He Ob/Ie PETUCTPUPAHO B ChOTBETCTBHE C WiIeH 26 B paMKUTE Ha €Ha
TOJMHa OT BHBEXKIAHETO HA PE3IOMETO U Ha JIOKJIa/a 32 U3MHUTBAHETO HA JEHCTBUETO B
€JIEKTPOHHATA CUCTEMA ChIIACHO maparpad 5 OT HACTOSIIHUS YJIEH, T€ CTaBaT MMyOJIUYHO

JOCTBHIIHU B TO3U MOMCHT.
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Ynen 74

IIpoyedypa 3a KOOPOUHUPAHO OYeHABAHe HA USNUMBAHUAMA HA 0elCMEUeno

l. Upe3 enexkTpoHHATa CUCTEMA IO WIEH 69 CIIOHCOPBT HAa U3IIUTBAHE HA IEHCTBUETO, KOETO
1€ CE MPOBEXK/Ja B ITOBEYE OT €{HA AbprKaBa WICHKA, MOXKE J1a II01aJle €JUHHO 3asBIICHUE
3a LEJIUTE Ha WieH 66, KOeTo NpH MOoIy4YaBaHE Cce MIPelaBa Mo €JIEKTPOHEH BT HA BCUUKHU

ABPIKABU YICHKH, B KOUTO IIC CC IMTPOBCIKIAA USIMUTBAHCTO HA HeﬁCTBHGTO.

2. B eaunHOTO 3asBiIeHUe 10 naparpad | CHOHCOPHT Mpeasiara e1Ha OT IbPXKABUTE WICHKH,
B KOUTO WII€ C€ MPOBEKa U3MUTBAHETO Ha JIEHCTBUETO, Aa JeCTBAa KaTO KOOpAMHHUpaIia
IbpKaBa YJeHKa. B Cpok OT IecT THU OT MOoJaBaHe Ha 3asBICHUETO IbP>KABUTE YJICHKH, B
KOUTO LIE C€ MPOBEXkKAa U3MUTBAHETO HA IEHCTBUETO, IIOCTUTAT CBHITIACUE KOS OT TAX 1L
noeMe (yHKIMUTE HAa KOOPIUHHPAILA IbpKaBa WieHKa. AKO T€ HE Ce CIIopa3yMesiT
OTHOCHO KOOpJMHHpallaTa JbpiaBa 4IeHKa, T3 PYHKIMH C€ TOEMAT OT MpeIIoKeHaTa

OT CTIOHCOPa KOOPAMHUPAIIA TbPKaBa WICHKA.

3. [Tox ppKOBOICTBOTO HA KOOPAMHUPAIIIATA IbpPrKaBa YieHKa Mo maparpad 2 3acerHATHTE
IbPKABU YJICHKH KOOPAMHUPAT OLEHSBAHETO Ha 3asBIEHUETO, TO-KOHKPETHO Ha

JOKyMEHTalusTa, mocoueHa B riasa [ or npuinoxenne XIV.

Brpeku ToBa mbIHOTaTa Ha JOKyMEHTalusTa 1o raasa I, pasgenu 1.13, 4.2, 4.3 nu 4.4 ot
npuinoxxkenne XIV u gact A, paznen 2.3.2, Oyksa B) ot npuinoxxenue XIII ce onensisa

OTJICITHO OT BCSKA ChOTBETHA IbP)KaBa WICHKA B CHOTBETCTBHUE C WieH 66, maparpadhu 1—

5.
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4. [To oTHOIIEHNE HA JOKYMEHTAIIMATA, pa3JIMuHa OT MMOco4YeHaTa B maparpad 3, BTopa

AJIMHEA, KOOpAWMHUpaliaTa AbpiKaBa YJICHKA:

a) B CPOK OT HICCT AHU CJIC ITOJTyHYaBaHC Ha CAUHHOTO 3asBJICHUC YBECAOMABA

CIIOHCOpa, 9€ T4 € KOOpAUHHpAIlaTa AbpiKaBa YJICHKA (,,z[aTa Ha YBCI[OMHBaHC“);

0)  3amenuTe Ha BaJUIMpPAHE HA 3asBICHUETO B3eMa MPEIBUI BCHUKH ChOOpaKEeHNU,
IIPEACTABEHU B CPOK OT CEJIEM JHU OT JaTaTa Ha YBEJIOMSBAHE OT 3aCETHATUTE

ABPIKaBH YJICHKU,

B) B cpok oT 10 1HM OT 1aTara Ha yBEJOMSIBaHE OICHSABA JIaTl U3IUTBAHETO HA
NEeHCTBUETO ToMaga B 00XBaTa Ha HACTOSIIIHS PEriiaMeHT U JJaH 3asiBICHUETO €
II'BJIHO U YBEJOMsIBA CIIOHCOpA 3a TOBA. BBB Bpb3Ka ¢ TOBa OLICHSBAHE 3a

KOOpAMHHpAIaTa IbpXKaBa WieHKa ce Ipujara wieH 66, naparpagu 1 u 3 —5;

r)  TPEACTaBs Pe3yJITATUTE OT HAMPABEHOTO OIICHSIBAHE B MPOEKT 3a JIOKJIA]] OT
OIICHSIBAHETO, KOMTO TPsIOBa J1a O'bJIe M3MPATEH JI0 3aCETHATUTE IbP)KaBU WICHKH B
CpPOK OT 26 THM OT JaTarta Ha Banuaupanero. Jlo 38-us aeH cien garata Ha
BaJIMAUpaHe IPYTUTE 3aCETHATH IbP>KAaBU WICHKH U3MPAIIaT CBOMTE KOMEHTapH U
MPEAJIOKEHHS TI0 MMPOEKTa Ha JOKJIa/la OT OLIEHSIBAHETO U ChbOTBETHOTO 3asIBJICHUE Ha
KOOpJIMHUpalIaTa AbprKaBa YWICHKa, KOSITO B3€Ma HaJIJICKHO MPEABU TE3U
KOMeHTapI/I u HpeZ[J'IO)KGHI/IH HpI/I HN3TOTBAHCTO HA OKOHYATCIIHUA AOKJIAad OT
OIICHSIBAHETO, KOMTO ce€ MpejaBa Ha CIIOHCOpa M Ha IPYTUTE 3aCETHATH IbP>KaBU

YJICHKH B CPOK OT 45 AHHU OT AaTaTa Ha BAJIMAUPAHC.
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OKOHYATCTHUST AOKJIaa OT OLCHABAHCTO CC B3E€Ma MPCABUA OT BCUYKU 3aCCrHATU
ABPIKABU YICHKHU IIPHU B3EMAaHCTO Ha PCHICHUC 110 3a4ABJICHUECTO Ha CIIOHCOPA ChIIaCHO

uiieH 66, maparpad 7.

[To oTHOIIIEHUE HA OIICHSIBAHETO HA IOKyMEHTAlUATa, TOCOUeHa B maparpad 3, BTopa
aJMHes!, BCsKa 3aCerHaTa JbpKaBa WICHKA MOXKE €IHOKPATHO /1a MOUCKA JIOIbJIHUTENHA
nH(popmanus ot crioHcopa. ClIOHCOpPBT NMPEACTaBs MOMCKaHATa TOMbIHUTEIHA
nH(popMalusg B paMKUTE Ha CpOKa, ONPEICTICH OT 3acCerHarara JbpkaBa ujJeHKa, KOUTO HE
HaJBUIIaBa 12 AHUW OT JaTaTa Ha MojydaBaHe Ha UckaHeTo. [locmeHusAT Cpok 1o
naparpad 4, Oyksa r) criupa Jia Teue oT AaTrarta Ha HCKaHeTo 10 MOMEHTA Ha MoTy4aBaHe

Ha JIOIBJIHUATENIHATA HHPOpMAIIHSL.

3a m3nenusaTa ot kiac C u knac D koopauHupaniaTta 1bpkaBa wieHKa MOXKe ChIIO Taka /1a
yIBIDKA CPOKOBETE, IMOCOUEHU B maparpad 4, ¢ ome 50 THU ¢ el IpOoBeXkIaHe Ha

KOHCYJITAI[UH C €KCTIEPTH.

Komucusita Moxe upe3 akToBe 3a U3II'BJIHEHUE 1a KOHKPETU3UPA JTOMbIHUTEITHO
MPOLIEyPUTE U CPOKOBETE 32 KOOPAUHUPAHUTE OLICHSIBAHUS, KOUTO /1a C€ B3eMaT MO
BHHUMaHUE OT ChOTBETHUTE IBPKAaBU WICHKH MPU B3EMAHETO HA PEUICHHE 0 3asBICHUETO
Ha crioHcopa. Te3u akToBe 3a U3MBIHEHUE MOTAT Ja ONPEISNISIT U IPOIEAYPHUTE U
CPOKOBETE 3a KOOPJIMHUPAHO OLICHSIBAHE B CTy4Yail Ha CHIIECTBEHU TPOMEHH T10

naparpad 12 ot HacTOSIIMS YieH, B CIy4yail Ha JOKJIaJIBAaHE HA HEXKEJIaHU CHOUTHS 110
uiieH 76, maparpa¢ 4 u B city4ail Ha U3NUTBAHUS HA IEWCTBUETO, BKIIIOUBAIIN
CBITBTCTBAIIH U3/I€THUS, KOTATO JIEKapCTBEHUTE MPOAYKTH ca OOEKT Ha MapaierHo
KOOPJAMHHUPAHO OLICHSIBaHE HA KIIMHUYHO u3nuTBaHe cbriacHo Permament (EC) Ne
536/2014. Te3u akTOBE 32 M3MBIHEHUE CE TPUEMAT B CHOTBETCTBHE C MPOLIEAYpaTa 1Mo

pasriexjaane, nmocouena B wieH 107, maparpad 3.
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Koraro 3akimoueHneTo Ha KOoOpAuHHpallaTa JbpKaBa 4JICHKa OTHOCHO oOJracTra Ha
KOOpAUWHHUPAHO OLCHABAHE €, Y€ IPOBCKAAHCTO HA USIIUTBAHCTO HA HeﬁCTBHeTO €
MMPpUEMIIMBO WJIN € IPUEMIIMBO IIPU CIIa3BAHCTO HaA OIMMPCACIICHU YCJIOBUA, TOBA 3aK/IFOUCHUC

CC CUUTA 3a 3aKIIFOYCHUCTO Ha BCUYKHU CbOTBCTHU AbPKABU HYJIICHKU.

HezaBucumo ot II'bpBa aJIMHECA, BCAKA OT 3aCCTHATUTC AbpPKAaBU YJIICHKH MOXKC [1a U3Ppa3u
HECBHITIACUC CHC 3aKIIIOUCHUCTO HA KOOpAUWHHPAIIaTa IbpKaBa 4YICHKa OTHOCHO obnactra

Ha KOOPpAWHUPAHO OLCHABAHC CaMO Ha CJICAHHUTC OCHOBAaHUS:

a)  KOraro CYuTa, Y€ y4acTHETO B M3MHUTBAHETO HA JICWCTBUETO OU JOBEIIO /10
MOJIO’KEHHUE, MPU KOETO JaJIeH YYaCTHHK MOJIy4yaBa JIedeHHe, KOETO € To-
HEKa4eCTBEHO OT TOBA B YCJIOBHSATA HA HOPMAJIHATA KIMHUYHA TIPAKTUKA B

3acerHaTara JbpKaBa 4JIeHKa;
0) HapyuleHHE Ha HAITMOHAIHOTO MPABO; WU

B) CchOOpakeHHUs BbB BpBh3Ka ¢ O€30MaCHOCTTA Ha YYaCTHUKA U HAJCKTHOCTTA U

CTAaOMITHOCTTA Ha Pe3yJITaTUTe, MPEeACTaBeHH 10 maparpad 4, Oyksa r).

Koraro HsKOs OT 3acerHaTuTe IbpKAaBH WIEHKU HE € ChIVIACHA ChC 3aKJIIOUCHUETO Bb3
OCHOBA Ha BTOPA aJIMHEs OT HACTOALIMS naparpad, T yBeIOMsBa 32 CBOETO HECHIJIACHe,
KaTo CHILEBPEMEHHO MPeoCcTaBs noapooHa 000cHOBKa, KoMucusita, BCHUKH ApyTH

3aCerHATH IbP’KaBH YJICHKH U CIIOHCOPA Ype3 €JICKTPOHHATA CUCTEeMa 110 WieH 69.
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10.

11.

Koraro 3akimoueHneTo Ha KOoOpAuHHpallaTa JbpKaBa 4JICHKa OTHOCHO oOJracTra Ha
KOOpAUWHHPAHO OLCHABAHE €, Y€ U3IIMTBAHCTO HaA ,Z[GﬁCTBPICTO € HCIIPUEMIIMBO, TOBA

3aKJIIFOYCHHUEC CC CUUTA 3a 3aKJIFOUCHUCTO HAa BCUYKH 3aCCTHATH ABPIKABU YJICHKU.

JlaneHa 3acernara qpp:kaBa 4JeHKa OTKa3Ba J1a pa3pely U3MUTBAHE Ha JEHCTBUETO, aKO
HE € ChIJIaCHA ChC 3aKIIOYEHUETO Ha KOOPAMHHUPAIATa AbpKaBa WICHKA, HA KOETO U Ja €
OT OCHOBAHUSATA, IIOCOYCHH B maparpad 8§, BTopa ajauHes], UM aKo yCTAHOBU B3 OCHOBA Ha
HaJJIS)KHO 000CHOBAHU CHOOpaKEHHs, Y€ HE ca U3IIBIIHCHH aCTIEKTUTE, pa3riie/laHu B
rnasa I, paznenu 1.13, 4.2, 4.3 u 4.4 ot npuioxenne XIV, unm korato KOMUCHA MO €THKA
€ Jlajia OTPUILIATETHO CTAHOBHUIIE OTHOCHO M3MUTBAHETO HA JIEUCTBUETO, KOETO CHIIACHO
HaIllMOHAJHOTO MPAaBO € BAJIMJIHO 32 LsJ1aTa AbpKaBa WICHKA. 3acerHarara JbpKaBa

YJIeHKa MPEIBIK/IA IPOIIeypa 3a 00XkKallBaHe 110 OTHOIICHUE Ha TAKbB OTKa3.

Bcesika 3acernara app:kaBa 4ieHKa yBEJOMsIBA CIIOHCOpA Ype3 EIEKTPOHHATA CUCTEMA 110
yjeH 69 3a ToBa Jajau M3MUTBAHETO HA ACHCTBUETO € pa3pelieHo, AU € pa3perieHo Ipu
CIIa3BaHETO Ha OMpEeNIEHU YCIOBHS WU € OMJIO OTKAa3aHO pa3pelleHue 3a Hero.
VYBenoMsABaHETO c€ U3BBPILBA YPE3 €AHOKPATHO PELIEHUE B CPOK OT MET AHU OT
npeJaBaHeTo, ChIiIacHo naparpag 4, OykBa r) OT HACTOSAIIMS WIEH, HA OKOHYATEITHUS
JIOKJIa/] OT OLICHSIBAHETO OT KOOpAMHMpAIaTa AbpxkaBa wieHka. Koraro pa3pemniaBanero Ha
M3MHUTBAHE Ha IEWCTBUETO € 0OBBP3aHO C ONPEIENIEHU YCIOBHs, TOBA MOraT Ja ObJaT caMo
yCIJIOBUSI, KOUTO MOPaAN €CTECTBOTO CH HE MOTaT Jia ObJIaT U3IbJIHEHU KbM MOMEHTA Ha

pa3peiraBaHeToO.
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12. Benuku chiiectBeHr npoMeHu 1o wieH 71 ce cho0liaBaT Ha 3aCETHATUTE JbpKaBU
YJIEHKH 4pe3 €JIEKTPOHHATa cUcTeMa no 4ieH 69. Beska oneHsiBaHe 3Ha HATMYHUETO HA
OCHOBaHUS 3a HEChIJIacHe Mo maparpad 8, BTopa ajliHes OT HACTOSIIUS YJIEH Ce U3BbPIIBA
MO/ PHKOBOJICTBOTO HAa KOOPAMHUpAIaTa IbpKaBa 4ieHKa, OCBEH B CIIy4ail Ha
CBIIIECTBEHU TPOMEHH T10 OTHOLIEHUE Ha TaBa I, pazgenu 1.13, 4.2, 43 u 4.4 ot
npunoxenue X1V u wact A, paznen 2.3.2, 6yksa B) oT npuinoxenne XIII, kouto ce

OICHABAT OTACIHO OT BCAKA 3aCCrHaTa AbpiKaBa YJICHKA.

13. Komucusita npegoctaBs aiMUHUACTpAaTUBHA MOJKpPENa HA KOOPAMHUpAIaTa JbprKaBa

YICHKA IPpH U3IIBJIHCHUECTO Ha 3aJa4YUTC H 110 HacCTosd1IaTa rijiaBa.

14. o .... [cenem roauHu ciel HadyajgHaTa JaTa Ha IPUJIAaraHe Ha HACTOSIIMS PETJIAMEHT |
YCTaHOBEHATa B HACTOSIIMS WIEH MIPOLEypa ce Ipuilara caMo OT AbP>KaBUTE WICHKH, B
KOUTO LIE C€ MPOBEXKAAT U3NMUTBAHUATA HA IEWCTBUETO U KOUTO JAJI ChIJIacHE 3a
npunarasero . Cien ... [ceaeM roIMHU Cle] HayaHaTa JaTa Ha MpujlaraHe Ha

HACTOSIIHUS PETJIAMEHT| IOCOUeHaTa Mpollelypa ce mpuiara OT BCHYKU AbP>KaBU YICHKH.

Ynen 75

IIpezned na npoyedypama 3a KOOpOUHUPAHO OYeHABaAHe

I[O [H_ICCT rOAVHU CJIC HaYaJIHATA AaTa Ha NpujiaraiHce Ha HACTOAIIH A pernaMeHT] Komucusra
npeacTass Ha EBpomneiickus nmapiamenT 1 Ha ChBeTa JOKJIAA 3a ONMUTA, IPUAOOUT OT MPUIIATAHETO
Ha wieH 74, 1, ako € HeoOXoaAuMo, TIpesiara nperiea Ha uieH 74, maparpad 14 u unen 113,

naparpad 3, OykBa x).
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Ynen 76

Pecucmpupane u doxnaosane na cnyuau na Hexcenano cvboumue npu USNUMEAHUs Ha OeUCmeUemo
1. CrnoHCOpBT perucTpupa 1siata nHpopmanus 3a:

a) BCSIKO HEXKEJIaHO CHOUTHE OT BUJ, OIMPCACIICH B IVIaHA 3a U3IIUTBAHC HA JIEUCTBUETO

KaTO KPUTHUYEH 3a OLIEHKaTa Ha Pe3yJITaTUTE OT TOBA U3MUTBAHE HA JICHCTBUETO;
0)  BCSKO CEpHO3HO HEXENAHO ChOUTHE;

B)  BCEKH HEJIOCTATHK Ha U3JEJIMETO, KOWTO € MOXKEJ J1a JOBE/IE IO CEPUO3HO HEXKEIIAHO
CBOUTHE, aKO HE € OMJIO TIPEANPUETO TTOAXOSIIO ACHCTBIE, HE € OMila OCHIECTBEHA

WHTEPBCHIINS WIN aKo 00CTOSATENICTBATA Ca OMJIH MO-MAJIKO OJIaroNpHUsITHU;
T)  BCSKO HOBO 3aKJIOYCHHE BHB BPH3Ka ChC CHOUTHE 1O OyKBH a) — B).

2. CrnioHcopbT 0e3 3a0aBsHE TOKIaBa Ype3 eJIEKTPOHHATA CUCTEMa TI0 WieH 69 Ha BCUYKHU
Ibp>KaBU WICHKH, B KOMTO CE IPOBEXK/Ia M3IUTBAHE Ha JICUCTBUETO, IsU1aTa HHPOpMAIus

3a:

a)  BCSKO CEPHO3HO HEXEJaHO ChOUTHE, KOETO MMa MPUYUHHO-CIIEACTBEHA BPh3Ka C
U3JIEINETO, KOMIIapaTopa Uilu MpoIlelypaTa Ha U3MUTBAHE UM aKO TaKaBa

IPUUYMHHO-CJIEICTBEHA BPB3Ka € pPa3yMHO Bb3MOXKHA;
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0) BCEKH HEJOCTATHK HA U3JEIUETO, KOWTO € MOXKEN Aa JOBEAE A0 CEPHO3HO HEXKETAHO
CBOUTHE, aKO HE € OMJIO TIPEANPUETO TTOAXOISIO ACHCTBIE, HE € OMila OCHIIECTBEHA

WHTEPBCHIINS WIN aKo 00CTOSATENICTBATA Ca OMJIH MO-MAJIKO OJIarONpHsITHU;
B)  BCSKO HOBO 3aKJIIOUYEHHE BHB BPB3Ka C BCAKO CHOUTHE 1O OYKBH a) U 0).

[Ipu onpenensiHe Ha CpOKa 3a JIOKJIaABAaHE C€ B3eMa MPe/IBU] TeKECTTa HAa ChOUTHETO. AKO
€ Heo0X0IMMO, 32 J1a Ce TapaHTHPa CBOEBPEMEHHOTO JIOKJIBaHE, CIIOHCOPBT MOXKE Ja

npeacTaBy IbpBOHAYAJIICH JOKIA, KOMWTO € HCITBJICH, ITIOCJICABAH OT ITBJICH JOKJIAaI.

HpI/I HNCKaHC OT AbpiKaBa YJICHKA, B KOATO CC IIPOBECKAA USIIMTBAHECTO HA ,Z[GﬁCTBHCTO,

CIIOHCOPBT MPEAOCTaBs Lsi1aTta HH(popMalus, nocoueHa B naparpag 1.

OcBeH TOBa 4Ype3 eNEKTPOHHATA CUCTEMA 10 WIEH 69 CIIOHCOPBT N0KJIa/iBa Ha AbpPKABUTE
YJICHKH, B KOUTO CE MPOBEX/Ia U3MUTBAHETO HA JIEHCTBUETO, BCIKO €HO CHOUTHE T10
naparpad 2 OT HACTOSIIIUS WICH, HACTHIIWIO B TPETH AbPIKABH, B KOUTO CE MPOBEXKIA
M3IHUTBAHE HA IECHCTBUETO CHC CHINUSA IUIAH 3a U3IIUTBAHE Ha IEHCTBUETO KATO TO3H, KOUTO

CC IMpuJjiara 3a U3IMUTBAHC Ha ,HCfICTBPICTO, 00XBaHATO OT HaCTOAIIWA PCTIIaMCHT.

IIpu u3nuTBaHe Ha AEICTBHE, 32 KOETO CIIOHCOPHT € U3M0JI3BaJl EAMHHOTO 3asIBJICHHE T10
yiieH 74, TOM TOKJIaBa BCSIKO ChbOUTHE MO naparpad 2 OT HACTOSIIMS YIEH Ype3
€JIEKTpOHHATa cucTema 1o uieH 69. [Ipu nonydyaBaHe TOKIaIbT ce IIperaBa Mo
€JIEKTPOHEH ITbT Ha BCUYKU JbpPKaBU YJICHKU, B KOUTO CE MPOBEXKA U3MUTBAHETO HA

JIIEUCTBUETO.
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[Tox ppKOBOCTBOTO HA KOOPAMHUpAIIATA JbpPrKaBa YiICHKA 10 ujieH 74, maparpad 2
IbP)KaBUTE WICHKH KOOPAWHUPAT OICHIBAHETO HA CEPHO3HUTE HEXEIIaHH ChOUTHS U
HEJIOCTATBIIMTE HA U3JICIIUETO, 32 JIa YCTAHOBST JAJIM € HEOOXOAMMO M3IIUTBAHETO HA
JICHCTBUETO J1a CE MPOMEHH, CIIPE WITH MPEKPATH WM JAJIU JIa CE OTHEME Pa3pelIeHHETO 3a

MPOBCKAAHCTO HA TOBA U3IIUTBAHC Ha I[eﬁCTBHeTO.

Hacrosimusat naparpad He 3acsira nmpaBaTa Ha OCTAHAIUTE IbP)KABU WICHKH J]a H3BBPIIBAT
coOCTBEHa OIIEHKA U Jia TPUeMaT MEPKH ChITIACHO HACTOSIIIHS PETJIAMEHT, 32 JIa OCUTYPSIT
3amuTaTa Ha oOLIECTBEHOTO 3/ipaBe U Oe30macHoCTTa Ha nmanuentute. Ha
KOOpJIUHUpaIaTa IbpkaBa uieHka u Ha KoMucusrta ce cho01aBaT pe3yiaTaTuTe OT TakaBa

OIICHKA U MIPUCMAHCTO HA TaAKMBA MCPKHU.

5. B ciy4aii Ha mpoy4dBaHus 3a IPOCIIEAsBaHE HA JEHCTBUETO CIIE] IyCKAaHEe Ha I1a3apa,
nocoueHu B wieH 70, maparpad 1, BMECTO HACTOSIIMSA WIEH C€ TpUIaraT pa3rnopeaonTe 3a
npoclie/iiBaHe Ha 0€30MMacHOCTTa, IPEIBUICHH B YeHOBE 82—85 U B aKTOBETE 3a

M3I'BJIHEHUE, IPUETH CHIIACHO 4JIeH 86.

6. HezaBucumo ot Haparpa(i) 5 , HACTOAIIHUAT YJICH CC IpHJiara, Korato € yCTaHOBCHa
NPUYNHHO-CIICACTBCHA BPb3Ka MCIKAY CCPUO3ZHOTO HCIKECIIAHO CHOUTHE U npeamecTBamoTo

U3OUTBAaHE Ha NEHCTBUETO.
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Ynen 77

Axmoee 3a usnvianenue

IlpeS aKTOBe 3a u3nbiIHeHHe KoMmucusara Moxke Ja onpeacid HO,I[pO6HI/ITe IMpaBujia U MMPpOUCAYPHHUTEC

ACIICKTH, HCO6XO,Z[I/IMI/I 34 MPUJIAraHeTo Ha HACTOAIIATa IjiaBa 1o OTHOIICHUC Ha:

a) XapMOHU3UPAHUTE EICKTPOHHH 00pasly Ha 3asBICHUE 32 H3MUTBAHUS HA JEHCTBUETO U
TAXHATA OIICHSIBAHE T10 WICHOBE 66 1 74, KaTo ce B3eMaT NMPEIBHUI KOHKPETHUTE KaTErOpUn
WJTU TPYTIU U3JEIHS;

0) (HhyHKIIMOHMPAHETO Ha €JICKTPOHHATA CHCTEMA IO WieH 69;

B) XapMOHU3UPAHUTE EIEKTPOHHHU 00pa3iiy 3a yBEJOMIICHHE OTHOCHO MPOYYBaHUS 32
MpociesBaHe Ha ACHCTBUETO CIe/ IMyCKaHe Ha rma3apa no 4wieH 70, maparpad | u oTHOCHO
CHIIECTBEHU IPOMEHH T10 WiieH 71;

T) oOMeHa Ha HH(pOpMAIHS MEXKIY JIbPKABUTE YICHKH 110 WIeH 72;

) XapMOHHM3UPAHUTE €IEKTPOHHU 00pa3iy MpHu JOKIaABaHE HA CEPUO3HH HEXKETIaH!
CHOMTHA M HEJOCTATHIM Ha U3ACIUATA 110 YWiIeH 76;

e) CPOKOBETE 3a JOKJIaJBaHe Ha CEPUO3HU HEXENaHU ChbOUTHS M HEJOCTATHIIN Ha U3JICIHSTA,
KaTo ce B3eMa MPEIBU TeKECTTa Ha CbOUTUETO, KOETO TPsIOBa Ja ce ChOOIIH CHIIACHO
yjied 76;
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)K) CIHAKBOTO HpI/IJ'IaFaHC Ha N3UCKBAHUATA 110 OTHOINICHNEC HA KIMHUYHUTC
JIOKA3aTeJICTBA/ JaHHH, HEOOXOUMM 3a TOKa3BaHe Ha ChOTBETCTBUETO C OOIIMUTE

HM3KUCKBAHM 3a 0E€30IaCHOCT U ,HeﬁCTBHe, YCTaHOBCHHU B ITPUITTOKCHUC I.

AxToBeTE 3a HU3II'BJIHCHHUEC, ITIOCOYCHU B ITbpBA aJIMHESA, CC IPUEMAT B CbOTBCTCTBUC C IIpoHCAypaTa

o pasriiexaane, mocodena B wieH 107, maparpad 3.

I'nmaBa VII
Han3op cien myckaHne Ha masapa,

npocjicasaBaHe HaA 0€e30IaCHOCTTA U Ha/I30pP HA 1ma3apa

PA3JET 1

HAI30P CJEJ ITYCKAHE HA ITA3ZAPA

Ynen 78

Cucmema Ha npouszsooumeris 3a HA030p cled NycKaue Ha nasapda

1. 3a BCSIKO M3/IeTTUE MPOU3BOIUTEIINTE IUIAHUPAT, Ch3/1aBaT, JIOKyMEHTHPAT, PUIarar,
MOJUTHPIKAT M aKTyaJH3UpaT CUCTEMa 3a Ha/[30p CJIe]] IyCKaHe Ha 1a3apa 1o Ha4yuH,
ChOOpa3eH ¢ Kjlaca Ha M3JICIMETO B 3aBUCUMOCT OT PUCKA M TIOJXO/IAII 32 TUIIA U3JIEIIHE.
Ta3u cuctema e HepaseiaHa 4acT OT CHCTeMaTa 3a YIpaBlicHHE Ha KAa4eCTBOTO Ha

MIPOU3BOIUTENS, TocodeHa B wieH 10, maparpad 8.
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2. Cucremara 3a HaJ30p cliej] MycKaHe Ha ma3apa TpsiOBa a Ob/ie MPUTo/IHA 32 AKTUBHO U
CUCTEeMAaTUYHO ChOMpaHe, pErucTpUpaHe U aHAJTU3MpaHe Ha ChOTBETHUTE JIAHHU 32
KauecTBOTO, IEUCTBUETO U OE30MACHOCTTA Ha U3JIEIUETO M0 BPEME Ha IIeNns My
€KCIJIOATAIMOHEH CPOK, U 32 U3BIIMYAHE HA HY>KHUTE U3BOJIU U 32 ONpEAeNsHE, pUIaraHe
)41 Ha6JHOILCHI/Ie Ha CbOTBCTHUTC NPCBAHTUBHU U KOpUTHUPAIIH I[eflCTBHSI.

3. JlanHuTe, CHOMpPaHU Upe3 CUCTeMaTa Ha IPOM3BOIUTENS 32 HA30p CIIE/ ITyCKaHe Ha
rasapa, ce M3IOoJI3BaT MO-CHEeHATHO 3a:

a)  aKTyaJM3upaHe Ha ONpeNesTHETO Ha ChOTHOIIEHUETO MEXKIY PUCKA U MOI3UTE U
noio0psiBaHe Ha YIIPABJICHUETO HA PHUCKa chrilacHo riasa | ot mpunoxenue [;

0) akryanu3upaHe Ha HHQOpMAIHITA 32 [EJTUTE Ha TPOSKTUPAHETO U MPOU3BOJICTBOTO,
Ha MHCTPYKIUUTE 32 ynoTpeda U Ha €TUKETHPAHETO;

B)  aKTyaJM3UpPaHE Ha OLIEHKATa Ha JIeWCTBUETO;

r)  akKTyaJu3upaHe Ha PEe3IOMETO 3a 0€30MMaCHOCTTA U JICHCTBUETO 10 WieH 29,

J)  yCTaHOBSIBaHE Ha HY’KJaTa OT MPEBAHTUBHU WX KOPUTUPALLYU ACUCTBUS WIH Ha
KOPUTHPAILH ACUCTBUS BB BPh3Ka ¢ OE30MACHOCTTA;

€)  YCTaHOBSIBaHE Ha B3MOXKHOCTHUTE 3a IOJ00psBaHE HA U3IOJI3BAEMOCTTA,
JIeCTBUETO M OE30MacCHOCTTa Ha U3/1EIHETO;
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) TOAINOMAaraHe Ha Ha/J30pa clie]] yCKaHe Ha Ma3apa Ha JApYyry U3Jelns, Korato e

IMPUITOKUMO, U
3) YCTaHOBABAHC HAa TCHACHIUU U TAXHOTO JOKJIaIBAHC CHITIACHO YJICH 83.
TexHuueckara AOKYMCHTAaIUs CC aKTyaJIn3upa CbOTBETHO.

4. AKo B X0/1a Ha HaJ[30pa clie]l IycKaHe Ha ra3apa ce yCTaHOBU HEOOXOAMMOCT OT
MIPEBAaHTUBHU WU KOPUTHPAIIH IEHCTBUS, UM U JIBETE, IPOU3BOAUTENAT Mpuiara
MOJIXO/SIIN MEPKU ¥ HH(POPMHpPA CHOTBETHUTE KOMIIETEHTHH OPTaHH, U aKO € TIPUIIOKHAMO
— HoTuuuupanus oprad. Korato e ycraHOBeH cepruo3eH HHIUIEHT WU CE MPUIIOKH

Kopurupamo JIEUCTBUE BHB BPB3Ka C 6C3OHaCHOCTT8., TOBa CC€ JOKJIaaBa CbIJIACHO YJICH 82.

Ynen 79

IInan 3a naosop cneo nyckane na nazapa

Cucremara 3a Ha/130p ciiefl yCKaHe Ha Ma3apa, I0coueHa B ujieH 78, ce OCHOBaBa Ha IlJIaH 3a
HAJ30p clie]l yCKaHe Ha Ma3apa, YUUTO M3UCKBAHUA ca onpenesieHu B pazaen 1 ot npunoxenue I11.
[InanbT 3a HAA30p Cilel MyCKaHe Ha Ma3apa MpeICTaBisiBa 4acT OT TEXHUYECKaTa JOKyMEHTAIHs,

IocoYyeHa B npuiioxenue II.
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Ynen 80

Jloknao 3a nao3opa cned nyckame Ha nasapa

[IpounzBoguTenuTe Ha U3AENUs OT Kiac A U kjac B U3roTBAT 10oKIaz 3a Haa30pa clie]l MyCKaHe Ha
nasapa, B KOWTO ce 0000111aBaT pe3yaTaTuTe U 3aKII0YCHHUSITa OT aHATU3UTE Ha JTaHHUTE OT HaJ30pa
clie]] IMyCKaHe Ha rasapa, CbOpaHu Bb3 OCHOBA Ha IUIaHa 32 HAaJ30p CJIe] ITyCKaHe Ha rasapa,
MOCOYEH B WIEH 79, 3aeJHO C 000CHOBKA M ONMCAHUE HA PEIANPUETUTE PEBAHTUBHU H
KOpUTHpAIIX AeHCTBH. JIOKIaIbT ce aKkTyalIn3upa mpu HeoOXO0AUMOCT | IPH MTOUCKBAHE Ce

MpeIoCTaBs Ha HOTU(UIIMPAHUS OPTaH U HA KOMIIETEHTHUS OpPTaH.

Ynen 81

Ilepuoouuen axmyanuzupan 00K1ao 3a 6e30nacHocm

1. [IponsBogurenure Ha usaenus ot kiaac C u kinac D U3roTBAT nepuoguueH akTyaln3upaH
noxian 3a 6ezonacHoct (ITA/IB) 3a Bcsiko u3menue u, KOraTto € mpuIokKUMO, 3a BCAKa
KaTeropus WM TPpyIia H3/ICHs, B KOWTO ce 0000IIaBaT pe3yITaTUTe U 3aKIIOYCHUATA OT
aHAJTM3UTE Ha IaHHHUTE OT HAJ[30pa Clie] yCKaHe Ha ra3apa, ChOpaHu Bb3 OCHOBA Ha
TUTaHa 3a HAJ30p CIIe/ ITyCKaHe Ha Ma3apa, OCOYeH B 4iieH 79, 3aeIHO ¢ 000CHOBKA H
ONMCAaHUE Ha MPEANPUETUTE IIPEBAHTUBHU U KOpUrupau aeiucteus. 1o Bpeme Ha nenus

eKCIUI0AaTAallMOHEH CPOK Ha ChOTBETHOTO m3zaenue B To3u [TAJ[b ce BkitouBar:

a) 3aKIIIOYCHUATA, KOUTO Ja CC U3IOJ3BAT IMPU ONPCACIIIHC HAa CbOTHOMICHUCTO MCKIAY

PUCKA U IMOJIBUTE;

6) OCHOBHHUTC KOHCTATAlUU OT MPOCICAABAHECTO HA JEUCTBUETO CIIeH IIyCKaHC Ha

nasapa; u
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B)  00eMbT Ha NPOAAXKOUTE HA U3/EIIUETO U MPUOIU3UTENIHA OLIEHKA Ha OpOs U IpyruTe
XapaKTEPUCTUKH HA HACEIEHUETO, KOETO MU3I0JI3BA U3JEIINETO U, KOTaTo €

BB3MOXXHO, UCCTOTAaTa Ha yHOTpC6a Ha U3aCIUcTO.

IIponsBogurenure Ha usaenus ot kinac C u knac D akryanusupat [TAB/I Hali-manko
BeHbXK roauiiHo. To3u [TA/Ib e yacT oT TexHUYecKara JOKyMEHTAIusl, TOCOYEHa B

npunoxenus II u 11

2. [TponsBomuTenuTe Ha W3AEIUS OT Kiac D mpeaocTaBsAT Ha HOTUPUITUPAHUS OpTaH,
y4acTBalll CbIJIaCHO 4WieH 48 B OLICHSIBAHETO HA ChOTBETCTBUETO Ha Te3u muaaenus, [T1A /b
Yype3 eNeKTPOHHATa cUCTeMa, ocoueHa B uiieH 87. HoTudumupanust opran pasriexia
nokiana v 100aBs CBOsITA OLIEHKA B Ta3U €IEKTPOHHA CHCTEMA, 3a€/IHO C MOApOoOHa
nH(popmanus 3a Besiko npeanpueto aevicteue. Tesu [TAJIb u onenkara Ha
HOTU(ULIMPAHUS OPTaH Ce MPEAOCTABIT Ype3 Ta3H €JIEKTPOHHA CUCTEMa Ha

KOMIICTCHTHUTC OpraHu.

3. ITo oTHOmIEHKE Ha u3aenuaTa ot kinac C npousBogutTenute npeaoctapsaT [TAJIb Ha
HOTU(UIMPAHUS OPTaH, yYacTBAIl B OI[CHSIBAHETO HA CHOTBETCTBUETO, KAKTO U Ha

KOMIICTCHTHUTC OpraHy IpyU INOUCKBAHEC.
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PA3IEJ 2

ITPOCIEASABAHE HA BE3OIIACHOCTTA

Ynen 82

ﬂomadeaﬂe HA Cepuo3Hu uHuudeHmu u Kopucupawu oelicmeus 6v6 6PBb3KA C bezonacrocmma

1. HpOI/ISBO,Z[I/ITeJ'II/ITC Ha U3aciivs, NpeaoCTaBCHU Ha Ia3apa Ha CT:IOSa, pa3IndHu OT U3ACIINA
3a U3IIMTBAHC Ha HCﬁCTBHeTO, AOKJIaABAaT HAa CbOTBCTHUTC KOMIICTCHTHU OpTraHU B

CHOTBETCTBUE C WwicH 87, maparpadu 5 u 7 3a:

a)  BCEKH CEpHO3E€H MHLMJECHT, BKJIIOUBAII U3EUs, IPEJOCTaBEHU Ha Ma3apa Ha
Cpl03a, ¢ U3KIIIOUEHNE Ha OYaKBAHUTE HETOUHU PE3yJITaTH, KOUTO ca SICHO
JOKYMEHTUPAaHU U OTIpeieNIeHU KOJIMYECTBEHO B MHpOpMaIusITa 3a MPOAYyKTa U B
TEXHMYECKATa JOKYMEHTAIIHS U KOUTO MOAJIEKAT Ha JOKIaABaHe 32 HAOII0JaBaHH

TEHJICHIIMU ChIJIACHO YieH 83;

0)  BCSKO KOpUTHPAILO JACHCTBUE BHB BpBh3Ka ¢ O€30MaCHOCTTA HA U3/CIINS,
IpeloCTaBeHH Ha na3zapa Ha Cblo3a, BKIIOUUTEIHO BCIKO KOPUTHPAILO IEHCTBUE
BBB Bpb3Ka ¢ 6€30MacCHOCTTa, MPENPUETO B TPETA IbpKaBa o0 OTHOUICHHE Ha
U3JIeNIne, KOETO 3aKOHHO € MPEJOCTaBeHO U Ha na3apa Ha Chro3a, aKko OCHOBAHUETO
3a KOPUTHUPAIIOTO JCCTBHE BB Bph3Ka ¢ O€30MaCHOCTTa HE € OTPaHUYEHO 10

HU3OCIIUCTO, NPCAOCTABCHO B TPCTATA AbpPrKaBa.
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I[OKJ'IaI[I/ITe, IMOCOYCHHU B ITbpBaA AJIMHEA, CC MMOAaBaT YpPE3 CICKTPOHHATA CUCTEMA 10

el 87.

Karo 00110 npaBuiio npu onpezaessHe Ha Cpoka 3a JOKJIa/BaHEeTo, TOCOYEHO B naparpad 1,

CC B3C€Ma IIPEABU/ TCIKECTTA HA CCPUO3HUA NMHIUACHT.

HpOI/ISBOI[I/ITGJII/ITe AOKJIaABAT 3a BCCKU CCPHUO3CH MHIIUJCHT, KaKTO € MPCABUACHO B 6yKBa
a), B€HAara moM yCTAaHOBAT IMPUIUHHO-CJIICACTBCHA BPB3Ka MCKIY TO3UW MHIIUACHT U
MPOU3BCACHOTO OT TAX U3ACIMEC UJIK Y€ TaKaBa Bpb3Ka € pa3yMHO Bb3MOXHA, U HE I10-

KbCHO OT 15 AHU clej KaTo ca y3HaIu 32 MHIIUJEHTA.

be3 na ce 3acsra naparpad 3, B cirydail Ha cepro3Ha 3arJiaxa 3a OOIECTBEHOTO 3/pase,
MOoCcOYeHUAT B naparpad 1 mokian ce mpeacTaBst He3a0aBHO M HE MO-KbCHO OT JBA JIHHU,

CJICH KAaTO IMPOU3BOAUTCIIAT € pa36pan 3a 3aIniaxara.

bes na ce 3acsra maparpad 3, B ciiydaii Ha CMBPT WIH HEMPEIBUICHO CEPUO3HO
BJIOIIIABAHE HA 3[IpaBHUS CTATyC HA JaJICHO JIUIIE, JOKIAAbT Ce MPEACTaBs He3a0aBHO, Cle/
KaTo MPOM3BOIUTEIST € YCTAHOBUJI HJIM BETHATa IIIOM € MPEATIONOKIIT HATUIHETO Ha
MIPUYKUHHO-CJIEICTBEHA BPH3Ka MEXKIY U3CIUETO U CEPUO3HUS MHIIUACHT, HO HE TIO-KbCHO

ot 10 AHU CJICA AaTaTa, Ha KOATO IMMPOU3BOAUTCIIAT € y3HAJ 3a CCPUO3HUA MHIIUACHT.

AKO € HeOOXOMMO J1a C€ OCUTYPHU CBOEBPEMEHHO JJOKJIAIBAHE, IIPOU3BOAUTEISAT MOXKE 1A

npeacTaBy IbPBOHAYAJIICH JOKIA, KOMWTO € HCITBJICH, ITIOCJICABAH OT ITBJICH JOKJIAaI.
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7. AKO ciies1 KaTo y3Hae 3a UHIMACHT, KOWTO € Bb3MOXHO Ja MOJICKH Ha
JIOKJIaJIBaHe,[IPOM3BOAUTENAT BCE OIIE HE € CUTYPEH Jalii MHIIUJEHTHT TpsiOBa 1a ce
JIOKJIaJBa, TOM BBIPEKH TOBA MPECTaBs JIOKJIAA B OMPECIICHUsI CPOK B ChOTBETCTBUE C

naparpagu 2—S5.

8. OcCBeH B CHENIHH CIy4au, KOraTo MPOU3BOAUTENAT TPAOBa J1a MpeArnpreMe He3abaBHO
KOpUTHpaIlo JIeHCTBUE BbB BPb3Ka C 0€3011aCHOCTTA, IPOU3BOAUTENAT O€3 U3IUIIHO
3a0aBsHE JJOKJIaJBa 32 KOPUTUPALIOTO JIEHCTBUE BbB BPb3Ka C 0€30M1aCHOCTTA, [IOCOUYEHO B

naparpad 1, 6yksa 0), peau NpearprueMaHeTo My.

9. 3a CXOJHU CEpUO3HU MHIIUJEHTH C €JHO U CHIO U3/IETNe WU THUIl U3JIEIHsI U 32 KOUTO
OCHOBHATa MPUYHMHA € OWJIa YCTAHOBEHA UJTU € MPEANPUETO KOPUTUPAIIO JEHCTBUE BHB
BpB3Ka ¢ OE30MACHOCTTA, WK KOTaTo ca HaJHIle O0IIH U 100pe TOKyMEHTHPAHU
VHIUICHTH, TIPOU3BOJUTEIISAT MOKE J1a TIPEAOCTaBH MEPUOTUIHN 0000IIaBaIIN JOKIa 11
BMECTO JIOKJI U 32 OT/ICITHA CEPUO3HU UHIIMJCHTH, TIPH YCIIOBHE Y€ KOOPAMHUPALHST
KOMIIETEHTEH OpTaH 1o wieH 84, maparpad 9, B KOHCyTaus ¢ KOMIETEHTHUTE OpTaHH,
noco4yeHu B wieH 87, maparpad 8, OykBu a) u 0), ce € JOrOBOPHUII C IPOU3BOIUTENS 32
(dbopmara, ChIBPKAHUETO M YECTOTATA HA MIEPUOUIHOTO 00001IaBaIIO0 JOKIIABAHE.
Koraro B unen 87, maparpad 8, Oyksu a) u 0) € MOCOYEH camMo €IMH KOMIIETEHTECH OpraH,
MIPOU3BOIUTEISAT MOXKE Ja MIPECTABS IEPUOAUIHATE 0000IaBAIIH JTOKIA U Bb3 OCHOBA

Ha JOTOBOPCHOCT C TO3W KOMIICTCHTCH OpraH.
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10. JIbprKaBHUTE YJICHKH MpEAnpreMaT He0OX0IMMUTE MEPKH, HAIpUMEp OpraHu3MpaHe Ha
LeJeHacoYeH! NH(GOPMALIMOHHY KaMIIaHUH, 32 HaChpyaBaHE U MPEJIOCTaBsHE Ha
BBH3MOXHOCT Ha METUIIUHCKUTE CIICIUATUCTH, TOTPEOUTETUTE U AITUECHTHUTE Ja
CUTHAJIM3UpaT Ha KOMIETEHTHUTE OPTaHU B ChOTBETHUTE IbPKaBU WICHKH 32

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 koMIneTeHTeH OpraH Ha IbpyKaBa WICHKA IMOJIyYH CUTHAIM 3a MPEAIoiaracMu
CepUO3HM MHIMJECHTH 1o naparpad 1, OykBa a) OT MEIUIIMHCKU CIEIUATNCTH,
NOTpeOUTENN UM MAUeHTH, TOH MpeanprueMa HeoOXOAMMUTE MEPKH, 3a Jia rapaHTHUpa, e
MIPOU3BOUTEIIAT HAa CHOTBETHOTO HM3/eiue ¢ nHpopmupaH Oe3 3a0aBsiHE 3a

TpeArnoaracMusi CEpuo3eH UHITUCHT.

Koraro IMPOU3BOAUTEIIAT HA CbOTBETHOTO U3ACIINE CMATA, Y€ NHIUACHTHT € CCPHUO3CH, TOH
nIpeaoCTaBst Ha KOMIICTCHTHHUA OpraH Ha AbprKaBaTa YJICHKA, B KOATO € Bb3HUKHAJI
CCPUOBHUAT HHIUACHT, NOKJIAA 3a TO3U CCPUO3CH MHIUACHT B CbOTBECTCTBUC C Haparpa(bn
1—5 ot HACTOAIIMA WICH U IPCAINIPUCMaA NOAXOAAIIHU ITOCICABAIIN IIGI\/'ICTBI/ISI B

CBOTBETCTBHE C WicH 84.
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KoraTto mpou3BouTesT HA CHOTBETHOTO U3/EIHE CMSTA, Y€ MHIUJICHTHT HE € CEpUO3EH
WM TpsOBa J1a ce pasriiek/a KaTo yBeJIMYeHNEe Ha OYaKBaHUTE HETOYHU pe3yiTaTH ,
MO/JIeXKAIl Ha TOKJTa/IBaHe 3a HAOMI0JaBaH! TEHICHIIMU CHIVIACHO YJieH 83, Toil peacTaBs
00SICHUTEIHU OeNIeKU. AKO KOMIIETEHTHUST OPTaH HE € ChITIACEH ChC 3aKIIIOUEHUETO B
00SICHUTETHUTE OENIeKKH, TOH MOXKE J1a U3UCKA OT MPOU3BOAUTES J1a IPEICTABU JOKIA B
CBOTBETCTBUE ¢ aparpadu 1—>5 OT HACTOSIIUS WICH U J]a U3UCKA OT HETO J1a OCUTYPH

OpCANPUCMAHCTO HAa MOAXOAAIIN IMOCICABAN I[GI?ICTBH?[ B ChOTBETCTBHE C WICH 84.

Ynen 83

Jloxnaosane 3a Habar0Oa8aHU MEHOSHYUU

[IpouzBoauTenNTE NOKIAABAT YPE3 CICKTPOHHATA CUCTEMA T10 WIeH 87 BCSIKO
CTATUCTUYECKO 3HAYMMO YBEJIIMUEHHE HA YECTOTATa WU TEXKECTTA Ha UHLIUJIEHTUTE, KOUTO
HE ca CepHO3HU, HO OMXa MOTJIM J1a UMAaT CHIIECTBEHO BB3/ICHCTBHE BHPXY aHAIIM3a HA
pHUCKa Y MOJI3UTE, MOCOUYEH B pa3aenu 1 u S oT npunoxeHue I, u kouto ca qoBenu uiu
MoOTar Jia JoBeaT A0 HEMPUEMIIMBYU PUCKOBE 3a 3/IpaBeTO WM 0€30IacHOCTTa Ha
MAlUEHTUTE, TOTPEOUTETUTE U IPYTUTE JTUIA, WU BCSIKO 3HAUUTETHO yBEIUYCHHE Ha
OYaKBAaHUTE HETOUYHH PE3YJITaTH, YCTAHOBEHO CIIPSIMO 3asBEHOTO JICHCTBUE HA U3/IEIUETO,
KaKTO € TIOCOYeHO B pasnen 9.1, Oyksu a) u 0) OT mpuokeHue | 1 yrouHeHo B

TEXHUYECKaTa JOKyMEHTAIUs U HH(GOpMAIUATa 32 IPOIYKTA.
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HpOI/I3BOI[I/IT€JI$IT KOHKPCTU3HpPA HAYWHA 3a YIIPABJICHUC HAa HHIIUACHTUTEC, IOCOYCHU B
II'bpBa AJIMHEA, U MCTOAMKATA, U3II0JI3BaHa 3a OMPEACIIAHC HA CTATUCTUYCCKHU 3HAYUMOTO
YBCIIMUCHUC HA UECTOTATa UJIN TCIKECTTA HA TC3U CHOUTHSA WIIH npomMsHaTa B I[CIZCTBPIGTO,

KaKTO U I€puoJia Ha Ha6J'IIO,I[CHI/Ie, B IJIaHA 34 HAA30p CJICA ITYCKAHC Ha I1a3apa IO YICH 79.

2. KomnereHTHHTE OpraHy MOTaT J1a M3BBPIIBAT CBOU COOCTBEHH OLICHSIBAHMS HA TOKJIAJUTE
3a HaOJII0/1aBaHU TEH/ACHIINHU, TIOCOUYEHHU B naparpad 1, ¥ 1a U3UCKBAT OT MPOU3BOIUTEINS
J1a IpeArprueMe MOAXOAAIIM MEPKU B CbOTBETCTBUE C HACTOSIIIMS PETVIAMEHT C LIEJT
OCUTYpsIBAHE Ha OMAa3BaHETO Ha OOILECTBEHOTO 37paBe U 0€30MaCHOCTTA Ha MALIUEHTHUTE.
Bceku komnerenTen opran nHdopmupa Komucusra, octananure KOMIETEHTHU OpraHy U
HOTU(UIMPAHUS OpraH, U3Aal cepTu(duKara, 3a pe3yaTaTuTe OT TOBA OLICHSABAHE H 32

MIPUEMAHETO Ha TAKHBA MEPKH.

Ynen 84

Ananuz na CePUO3HU MHL]MO@HWZM u Kopucupawu oelicmeus 6ve 6Pb3KA C bezonacrhocmma

1. Crnen nOKJIaIBAHETO HA CEPUO3EH MHITUACHT 1O WieH 82, maparpad 1 mpou3BOIUTENST
He3a0aBHO MPOBEXIa HEOOXOANUMHUTE Pa3CieIBaHUs BB BPb3Ka ChC CEPUO3HUS HHIIUCHT
" CbOTBCTHUTC U3ACIUSL. TOBa BKJIFOYBA OIICHABAHC HaA pI/ICKa . c131;p3aH C HHIOIUACHTA,
KAaKTO U KOPUTUPAIIH ICHCTBUS BHB BPh3Ka ¢ 0€30MaCHOCTTa, KaTO C€ B3eMaT MPEIBU/T

MIOCOYEHUTE B naparpad 3 oT HACTOALIUS YJI€H KPUTEPHH, KOTaTo € MPUIIOKHUMO.
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[Ipon3BoaUTENAT CU CHTPYIHUYM C KOMIETEHTHUTE OPTaHU U, KOTaTo € 1eJ1eCho0pa3Ho,
ChC CHOTBETHHUS HOTU(HUIMPAH OpraH [0 BpeMe Ha pa3Clie[IBAHUATA, IOCOYEHU B ITbpPBa
aJlMHEs, U He NTPOBEKa pa3cieABaHtsl, BKIIOUBAIM IPOMSIHA HA U3/I€IUETO WIH Ha
oOpasel oT ChOTBETHATA MapTHA [0 HAYMH, KOWTO MOJKE J1a 3aCerHe MocieABalara
OLIEHKAa Ha MPUYMHUTE 32 MHIUACHTA, IPEIH 1a MHOOPMUpPa KOMIIETEHTHUTE OPTaHu 3a

TOBA JIEVCTBUE.

2. JIbpkaBuTE WICHKU NpEANpHeMaT HEOOXOJUMHUTE MEPKH 32 OCUTYpsIBaHE Ha OILICHKA,
M3BBPIIBaHA EHTPATM3UPAHO HA HAIIMOHAIHO PABHUILE OT CHOTBETHHUS UM KOMIIETCHTCH
OpraH, Py BE3MOXKHOCT 3a€/THO C MTPOM3BOJUTEIS M KOTATO € [EeNeCho0pa3HO, ChC
CHOTBETHHUSI HOTU(HUIMPAH OPTaH, Ha BCAKA ChOOIIECHA UM ChITIACHO WieH 82 uHpopMarus
3a CepUO3CH MHIMJICHT Ha TAXHA TEPUTOPHS WM 32 KOPUTHPAILO JeHCTBHE BB BPB3Ka C

0€30MMacHOCTTa, KOUTO € MPEAIPUETO UITH I1I€ CE MPEANpUEMe Ha TAXHA TEPUTOPHSL.

3. B pamkuTe Ha oneHkaTa 1o maparpad 2 KOMIIETCHTHHAT OPTaH OLICHSBA PUCKOBETE,
MPOU3TUYAIIN OT JOKJIAJIBaHUs CEPUO3EH UHIUICHT, U OLICHSIBA BCUUKU KOPUTHPAIIH
JeCTBHS BBB Bpb3Ka ¢ 0€30IaCHOCTTa, KaTO B3eMa MPE/IBU]I OTa3BaHETO Ha
00IIECTBEHOTO 3/IpaBe U KPUTEPUH KaTO MPUUYNHHO-CIIEICTBEHA BPB3Ka, BH3MOXKHOCT 32
OTKpHBAaHE U BEPOSTHOCT 3a MOBTOPHO BH3HUKBAHE Ha MpolieMa, 4ecToTa Ha ynorpeda Ha
HU3ACIMETO, BEPOATHOCT OT HACTBIIBAHC HA MpPsAKa UKW KOCBCHA BPCAd, 3SHAYMMOCTTA Ha
Ta3u Bpeaa, KIMHUYHA N0J13a OT U3/IEJINETO, LIeJIEBU U MOTEHIMATIHU OTPeOUTeNH U
3acerHaTH nuna. KoMIeTeHTHUAT OpraH OLEHsABA U JOKOJKO € MOAXOSAII0 KOPUTHPALLIOTO
NeiicTBHE BbB Bph3Ka ¢ 0€30MaCHOCTTA, KOETO € TUIAHUPAHO WIIH MPEANPUETO OT
MIPOU3BOJIUTENIS, © HEOOXOAUMOCTTA U €CTECTBOTO Ha BCSAKO IPYTro KOPUTUPALIO ACHCTBHE,
MO-CTEIUATHO KaTo B3eMa MPEABU/ MPUHIIMITA HA UHTETPUPAHETO HA OE30MacCHOCTTA,

YCTaHOBEH B IIpuiioxkeHue 1.
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HpI/I IMMOUCKBAHEC OT KOMIICTCHTCH OPraH MPOU3BOAUTCIIMTC NPEACTABAT BCUYKH

JIOKyMEHTH, HEOOXOIMMH 3a OIICHSIBAHETO Ha pUCKa.

4, KommierenTHHTE OopraHu Ha6J'IIO,Z[aBaT MPOBEIKAAHOTO OT MPOU3BOAUTEIIA pA3CIICABAHC HA
CCPUO3HUA MHITUIACHT. Koraro e H606XOI[I/IMO, B pa3CJICABAHCTO OT CTpaHa Ha
MMPOU3BOAUTCIIAA MOKE 1a C€ HAMCCHU KOMIICTCHTCH OPraH WJIM KOMIICTCHTCH OpraH aa

npeanpueMe HE3aBUCHUMO pa3CICIBaHC.

5. HpOI/I3BOI[I/IT€JI$IT npeaocCTaBsd Ha KOMIICTCHTHHA OpIraH OKOHYAaTCJICH JOKJIal, B KOMTO
n3jiara KOHCTaTallMruTE CHU OT pa3CICABAHCTO, UPE3 CICKTPOHHATA CUCTEMA, ITIOCOYCHA B
yiien 87. B JOKJIaZia €€ MPaBAT 3aKIIFOUYCHUS U, KOIaTO € NPUIIOKUMO, CE€ ITIOCOYBAT

KOpUTHpAIX ASHCTBH, KOUTO J1a ObAaT NPEANpPHETH.

6. B cnyqaﬁ Ha ChIIBTCTBAIIIN U3ACJTIHNA U B 3aBUCUMOCT OT TOBa JaJIn HOTH(bHHHpaHH}IT
oprad €€ € KOHCYJITUPaJl CbC CHbOTBETHUA KOMIICTCHTCH OPraH Ha AbpiKaBaTa YJICHKaA,
paszpenia JIEKapCTBEHUTE NPOAYKTH, i ¢ EMA B chOTBETCTBHE € MPOLIETYPUTE IO
pazaen 5.2 ot npuinoxenne [X u paznen 3.11 ot npuiioxkenne X, OLEHABAIIUAT
KOMITETEHTEH OpraH WK KOOPAMHUPAIIUAT KOMIIETEHTEH OpraH, oco4yeH B maparpad 9 ot
HACTOAIIUA YICH, YBECAOMSBA TO3W HAIITMOHAJICH KOMIICTCHTCH OpTraH WA EMA, B

3aBUCHUMOCT OT CJIy4as.
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Crnen u3BBbpIIBAHE HA OI[CHKATA B CHOTBETCTBHE ¢ Maparpad 3 OT HACTOSIIUS YJICH,
OIICHSBAIIIMAT KOMIIETCHTECH OpraH 0e3 3a0aBsiHe nH(OpMUpa upe3 eIeKTpoOHHAaTa CUCTeEMa
o WieH 87 OCTaHAIMTE KOMIETCHTHH OPTaHU 32 KOPUTHUPAIIOTO JEHCTBUE, KOETO €
MPEIIPUETO WU TUIAHUPAHO OT MPOU3BOIUTES MM KOETO € OMIIO M3MCKAHO Ja Ce
MIPHUJIOKH OT HETOBa CTPaHA 3a MAKCHMAITHO OTpaHUYaBaHE HA PUCKA OT MOBTapsiHE Ha
CEPUO3HUS WHIUICHT, BKIIIOYUTEITHO HH(DOPMAIIHS 32 CH3IATMTE MIPEIITOCTABKHU 33 HETO

CCPUO3HU MHIUACHTH U 3a PCIYJITATUTC OT OLCHABAHCTO MY.

[IpousBoauTeNnaT mpaBu HEOOXOAUMOTO 32 TOBa MHPOPMAIIUATA 32 KOPUTUPAIIOTO
JeiicTBHE BbB Bph3Ka ¢ 0€30MacHOCTTa J1a ObJie T0BEACHA He3a0aBHO /10 3HAHUETO Ha
NOTPeOUTENUTE Ha BHIIPOCHOTO U3JIENINE Upe3 MpeaynpexIeHIE BbB BPbh3Ka C
6e3omacHocTTa. [IpenynpexieHneTo BbB Bpb3Ka ¢ O€30M1acCHOCTTA Ce ChCTaBs Ha
ounmanen e3uk wiu opuramHu e3uitd Ha Chio3a, ONpeeNieH! OT Jbp)KaBaTa WICHKA, B
KOSITO € MPEeANpPHETO KOPUTHPALIOTO IEHCTBUE BB Bpb3Ka ¢ Oe3onacHocTTa. OCBEH B
CHEIIHHU CIIy4au, ChAbPKaHUETO Ha MIPOEKTa Ha MpeAyIPEKICHUETO BbB BPb3Ka C
0€30MMacHOCTTa ce MPEeCTaBsl Ha KOMIIETEHTHHS OpraH, U3BHPILBAII OLIEHKATa, NN B
ciydanTe 1o naparpad 9 — Ha KOOpAWHUPAIIUS KOMIETCHTEH OpraH, 3a J1a Ce MOJIy4H
MHeHueTo M. C U3KIII0UEHUE Ha CIy4YauTe, HaJIeKHO 0O0OCHOBAHU MTOPAIN CUTYyAIlUsITA B
OTJIEJIHA JbpKaBa YJICHKA, ChbPKAHUETO Ha MPEAYIPEKICHUETO BbB BPb3Ka C

0e30macHOCTTa TPsIOBa J1a € €JHAKBO BB BCUYKH JbPKABU YJICHKHU.
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[IpenynpexxaeHneTo BbB Bpb3Ka ¢ 0€30aCHOCTTA J1aBa Bb3MOXKHOCT 32 IIPABUIIHO
UACHTUQUIMpPAHE HAa U3/IETUETO WIH U3JENHSITA, TIO-CIISIUATHO Ype3 BKIIOYBAHETO Ha
cpoTBeTHUTE UDI M paBuiiHOTO 0003HaUYaBaHe, MO-CMEIUAIHO Ype3 BKIIOYBAHETO HA
EPH axo Beue e u3naseH, Ha MPOU3BOAUTENS, IPEANPUEN KOPUTHUPAILIOTO JACHCTBHE BHB
Bpb3Ka ¢ Oe30macHOCTTa. B mpeaynpexieHneTo BbB Bpb3Ka ¢ 0€301MacHOCTTa — SICHO H
0e3 /1a ce MOIEHIBA CTENEHTA Ha PUCK, C€ O0SCHABAT NPUYMHHUTE 32 KOPUTHUPAILIOTO
JIeicTBUE BBB BPB3Ka C O€30MMacHOCTTA, KaTO CE MOCOYBA €CTECTBOTO HA HEMPABUITHOTO
(GyHKIMOHMpaHE HA U3JIEIHETO U CBbP3aHUTE C TOBA PUCKOBE 32 MAIlUCHTHUTE,
MOTPEOUTENUTE UK IPYTH JIULIA, U SICHO CE MIOCOYBAT BCUYKH JIEHCTBUS, KOUTO Ja ObIaT

MPEIIpPUETH OT OTPEOUTETUTE.

[Tpou3BoauTENAT BEBEXKAA IPEAYIPEKICHIETO BHB BPb3Ka C 0€30MacHOCTTa B

€JIEKTPOHHATA CHCTEMa M0 WIEH 87, 4pe3 KOSTO TO CTaBa IMyOJINYHO JOCTBITHO.

9. KommerenTHHTE OpraHu y4acTBaT akTUBHO B MPOIIeypa C 11eJ1 KOOPAUHUPAHE HA

OLICHSBAHMSTA CU 10 naparpad 3 B ClIeTHUTE Cydyau:

a) KOraTto Bb3HUKHEC OIIACCHHUC 10 OTHOIICHNUEC HA KOHKPETCH CCPHUO3CH MHIIUIACHT UJIU
T'pyna CCPUO3HU MHIIUACHTH, CBbP3aHH C CJTHO U CHIIO U3ACIINUC U TUIT U3ACTIUC HA

CIWH NPOU3BOJUTCII B IMTOBCYC OT C/IHA AbprKaBa YJICHKA,

0)  KOraro e moJ BbIPOC MOAXOIAIIUAT XapaKTep Ha MPEI0KEHO OT MPOU3BOIUTEIS
KOPUTHUPAIIO JEHCTBUE BB Bpb3Ka ¢ 0€30I1aCHOCTTA B IOBEYE OT €/1Ha AbprKaBa

YJICHKA.
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Tazu nmpouemypa 3a KOOpJHHUPaHE 00XBaIA CIEAHOTO:

— orpezensHe Ipu HeoOX0IUMOCT Ha KOOPAMHUPAILl KOMIIETEHTEH OpraH CIope.

KOHKPETHHSI CITydaii;

— OMPCACIIAIHC Ha IIPpOoHeCa Ha KOOPAUHUPAHO OLCHABAHEC, BKIIFOYUTCIIHO 3aJa4YUTEC U
OTTOBOPHOCTUTC HA KOOPAUHHPAIIWA KOMIICTCHTCH OpraH U y4aCTUCTO Ha ApYyTU

KOMIICTCHTHH OPraHu.

OcBeH Korato Meay KOMIETEHTHUTE OPraHU € JOTOBOPEHO JAPYro, KOOPAUHUPALTUSAT
KOMIIETEHTEH OpPIr'aH € KOMIIETEHTHHUAT OpraH Ha IbpyKaBaTa 4JIEHKa, B KOSATO

NPOU3BOAUTCIIAT UMa PETUCTPUPAHO MACTO HA CTOIIAaHCKA JICHHOCT.

Koopaunupamuar KoMrneTeHTeH oprad HHQopMupa 4pe3 eeKTpOHHATa CUCTEMA T10
wieH 87 Npou3BOAUTENS, OCTAHAIINTE KOMIIETEHTHU opranu 1 Komucusra 3a ToBa, ue €

noes (yHKIUSATa Ha TAKbB OpraH.

10. OnpenensHeTo Ha KOOPAMHUPAI] KOMIIETEHTEH OpraH He 3acsra npaBaTa Ha OCTAHAIUTE
KOMITETEHTHH OpTaHy J1a U3BbPIIBAT COOCTBEHO OLIEHSBAHE U J1a MPEIIpUeMaT MEPKU
CBIJIACHO HACTOSIIIHS PEriIaMeHT, 3a JIa OCUTYPST 3alIUTaTa Ha 00IIEeCTBEHOTO 37]paBe U
Oe30macHOCTTa Ha naruenTuTe. Ha koopauHupaiys koMneTenTeH oprad u Komucusira ce

C’bOGH_IaBaT PE3YJITATUTEC OT BCAKA TAKOBA OLUCHABAHC U IPUCMAHCTO HA TAKHMBA MCPKH.
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11. Komucusra nperocraBs aiMIHACTPATUBHA MTOAKPENA HA KOOPAUHUPAIINS KOMIIETEHTEH

Ooprad npu U3MNbJIHCHUC HA 3aJa4YUTC MY 110 HACTOALIATa rjiaBa.

Ynen 85

Ananuz na oannume om npOCJzec);zeaHemo Ha bezonacnocmma

Komucusita, B CbTpyJHUUECTBO C IbPKABUTE UJICHKH, BbBEX/1a CUCTEMH U MPOLIECH 332 AKTUBHO
HaOJII0/IeHNE HA HAJMYHUTE JJAHHU B €JIEKTPOHHATa CUCTEMa, MOCOYeHa B WieH 87, ¢ 1e J1a ce
YCTAHOBST B T€3W JIAaHHU TEHJCHIIUUTE, MOJICIIUTE WU CUTHAJIUTE, KOUTO MOTAT Ja Pa3KpHUsIT HOBU

PUCKOBE HUJIK OITACCHUSA OTHOCHO 0e30IMacHOCTTAa.

Koraro HensBecren A0 MOMCHTA PUCK 6’]&»,[[6 I/I,Z[GHTI/I(l)I/ILII/IpaH HJIN 4CCTOTAaTa HAa NPEABUJCH PUCK
3HAYUTCIIHO 1 HGGHaFOHpI/IﬂTHO MPOMCHH ONPCACIAHCTO Ha CbOTHOIICHUECTO MCKIY PUCKA U
MOJIBUTC, KOMIICTCHTHUAT OpraH UJIv, B 3aBUCUMOCT OT ClIy4asd, KOOPAUHUPAIIUAT KOMIICTCHTCH
oprad yB€aAOMsBa NPOU3BOAUTEIIA, UJIN KOIraTO € MPUITOKUMO — YIIBJIHOMOIIICHUA MMPEACTABUTCII,

KOWTO cJie/l TOBa MpeAnpueMa HyKHUTE KOPUTHpaIly AeHCTBUS.
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Ynen 86

Axmoee 3a usnvianenue

IlpeS AKTOBC 34 U3MBJIHCHUC U CJIC KOHCYJITAalus C KI'MU Komucusara Moxe Ja nprueMa

MOJIPOOHUTE MpaBHUiIa U MPOLEyPHUTE aCIIEKTH, HEOOXOIMMH 3a MpUjIaraHeTo Ha ujieHoBe 80—85

U wieH 87 110 OTHOILIEHUE HA:

a)

6)

THUIIOJIOTUATA HA CEPUO3HUTE MHIUACHTH U KOPUTUPAILNUTE IEHCTBHS BbB BPb3Ka C
0€30MacCHOCTTa [0 OTHOILIEHNE Ha KOHKPETHHU U3/AETUs WK KaTerOpUH, Wi TPyIu

H3ICIIHS;

JOKJIaJIBAHETO 33 CEPHO3HU MHIIUACHTU U KOPUTHPAIIH IEHCTBUS BHB BPb3Ka C
0€30MMacHOCTTa U NPEaYNPEKICHUS BbB Bpb3Ka ¢ 0€30MacHOCTTA, U MPEACTABIHETO OT
CTpaHa Ha MPOU3BOAUTCINUTC HA NICPUOANIHU 0606ma13a1u1/1 JOKJIaan, IOKJIaau 3a HaA30pa
cien myckane Ha mazapa, [TAJIb u noknanu 3a HaOII0JaBaHUTE TEHEHIIUUA CHOTBETHO 10

girenose 80, 81, 82, 83 u 84;

CTaHJApPTHUTE CTPYKTypUpPaHHU 00pa3liy 3a eJIEKTPOHHO U HEEJIEKTPOHHO JOKJIaBaHe,
BKJIFOUMTEIIHO MUHUMYM JaHHHU 32 JOKJIaJBaHE Ha MPEANOIaracMu Cepuo3HU HHIIUICHTH

OT MCAUIIUHCKHU CIICHUAINCTH, HOTpGGI/ITCJII/I U IIannuCHTH,

CPOKOBETE 3a JIOKJIaJIBaHEe HAa KOPUTUPAIIY ICUCTBUS BHB BPh3Ka ¢ O€30MacCHOCTTA U 32
MpEeACTaBsHE OT CTPaHa Ha MPOU3BOIUTEIINTE HA MEPUOANMYHNA 0000IIaBaIy JOKIAIU U
JOKJIa Iy 3a HaOJIojaBaHUTe TeHIACHIIMH, KaTo ce B3eMa MpeABH/I TeXKeCTTa Ha

MoJiJIeKaIMs Ha JOKJIaABaHe MHIIMAEHT ChIVIACHO YjIeH 82;
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1) XapMOHHU3UPAaHUTE 00pa3Iy 3a 0OMeHa Ha MHPOPMALIUS MEKIY KOMIIETEHTHUTE OPTaHU 0

uiieH 84;

C) IpoHcaAypUTe 3a ONIPCACIIIHCTO Ha KOOPAUHHPAIl KOMIICTCHTCH OpTaH; IIpoLecca 3a
KOOPAUWHHPAHO OLCHABAHE, BKIIFOUYUTCIHO 3aJa9YUTC U OTTOBOPHOCTUTC HA
KOOpAUHHPAIIWA KOMIICTCHTCH OpraH U y4aCTUCTO Ha APYTUTC KOMIICTCHTHU OPraHU B

TO3U MPOIIEC.
AKTOBETE 32 U3IBJIHEHUE, TOCOYCHHU B ITbPBA aJTMHES, CE IIPUEMAT B CbOTBETCTBHE C
mporieyparta 1o pasriexaane, mocoueHa B wied 107, maparpad 3.

Ynen 87

E]leKmpOHHa cucmema 3a npocxzec)ﬂeane Ha bezonacHocmma u Hads’op cneo nyCcKane Ha nasapa

1. B cpTpyaHuuecTBo ¢ qppxaBuTe wieHKH Komucusra cbh3aBa v yIpasiisBa €JI€KTPOHHA

cucTema 3a crOupane U 00paboTka Ha cienHaTa HHPOpMaIus:

a)  JIOKJIaJIUTE HA MTPOU3BOAMUTEIIUTE 32 CEPUO3HHM MHIIMICHTH U KOPUTHPAIIN JCHCTBUS

BBB Bpb3Ka ¢ 0€30macHOCTTa 1Mo WieH §2, maparpad 1 u mo unen 84, maparpad 5;

0) mepuogMYHKTE 00O0O0IIaBAIIM JOKIAIU HAa IPOU3BOIUTEINTE TIO WIEH 82,

naparpad 9;

B) JOKJIAIUTE HA MTPOU3BOJUTEIINTE 32 HAOII0JaBaHUTE TSHICHITUH I10 4JieH 83;
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r) 1o ujueH 81;

)  TpeaylpekIeHUsTa BbB Bpb3Ka ¢ 0€30MacHOCTTa OT CTpaHa Ha MPOU3BOJUTEINUTE IO

uneH 84, maparpad 8;

e) uHpOpMaIIUATA, KOSITO TPsAOBa JAa ce 0OMEHs MEeXTy KOMIIETEHTHUTE OpraHu Ha
J'bP’KaBUTE YJICHKH U MKy TsX U KoMucusita B CbOTBETCTBUE C UJieH 84,

naparpadu 7 u 9.
Ta3u enekTpoHHA cUCTEMa BKJIOYBA CHbOTBETHH BPB3KH KbM 0azara ganHu 3a UDI.

JocTsn 1o uHdopManusaTa o naparpad 1 ot HacTOSIIUS YWIEH Ce MPEIOCTaBs Ype3
€JIEKTPOHHATA CUCTEMA Ha KOMIIETEHTHUTE OPraHH Ha AbP>KABUTE WICHKH U Ha
Komucusara. Hotudunupanute opranu cbiio ©Mat A0CTHII 10 HHYOPMAIUATA, TOKOIKOTO

T4 C€ OTHACA 1O U3ACIIMATA, 3a KOUTO Ca U3aaJI1 CepTI/I(bHKaTH B CHOTBETCTBHE C WiIcH 49.

Komucwusita mpeanpreMa HE0OX0IMMOTO, 32 JIa C& OCUTYPST ChOTBETHUTE HUBA HA JJOCTHIT
JI0 €JIEKTpOHHATA CUCTEMa 110 maparpad 1 Ha METUITMHCKUTE CTICITHATICTH U

00IIIECTBEHOCTTA.

B®3 ocHOBa Ha 10TOBOpeHOCTH MeX 1y KOMUCHSTA 1 KOMIIETCHTHUTE OPTaHU Ha TPETH
ABPIKaBU U MCXKAYHAPOAHU OpraHU3allnuu, Komucusra moxe Ja OpcaoCTaBd Ha TC3U
KOMIICTCHTHU OpraHu UJIM MCXKIAYHAPOAHU OpraHrU3allui CbOTBCTHO HUBO HAa JOCTBII A0
eNIeKTpOHHAaTa cucTeMa 1o naparpad 1. Te3u moroBopeHOCTH ce OCHOBaBaT Ha
PEIMIIPOYHOCT U ChIBPIKAT KIIay3H 3a MOBEPUTEITHOCTTA U 3alllATaTa HA JaHHUTE, KOUTO

Ca CKBHUBAJICHTHU HaA IIPUIIOKUMUTEC B Cnlo3a.
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5. JlokyaguTe 3a cepuO3HU MHLUJEHTH, TOCOYEHU B wieH 82, maparpad 1, Oyksa a), mpu
[oJIyyaBaHe ce M3MpallaT aBTOMATUYHO Upe3 eJeKTPOHHATa cucTeMa no naparpag 1 or
HACTOSIIHMS YJICH, HA KOMIIETEHTHHS OpraH Ha JbpKaBaTa 4JeHKa, B KOSITO € Bb3HUKHAI

WHIOUIEHTET.

6. JloknanuTe 3a HaOMIOJaBaHUTE TEHACHIIUH, TOCOYEHH B wieH 83, maparpad 1, mpu
MOJTy4aBaHe ce W3IPaIlaT aBTOMaTUYHO Ype3 eNeKTPOHHATa cucTeMa 1o naparpad 1 or
HACTOSIMS YJIEH Ha KOMIIETEHTHUTE OpPraHu Ha IbpXKaBUTE YJICHKHU, B KOUTO ca

BB3HHUKHAJIN WHIUJICHTUTE.

7. JlokmaauTe 3a KOpUTUpAIINTe ACHCTBHS BbB BPb3Ka ¢ 0€30MMacCHOCTTa, IOCOYCHH B WICH
82, maparpad 1, Oyksa 0), mpu nojyyaBaHe ce M3MpalaT aBTOMATUYHO Ype3 eJIeKTPOHHATA
cucrema 1o naparpad 1 oT HaCTOSIIKS YJICH HA KOMIIETEHTHUTE OPTaHU Ha CICTHUTE

ABPIKaBU YJICHKU:

a)  bpKaBaTa WICHKA, B KOSTO € MPEANPUETO WIH LIE CE MpeArprueMe KOPUTupamioTo

JIEHCTBUE BBB Bpb3Ka ¢ 0€30I1aCHOCTTA;

6) AbpiKaBaTa YJICHKA, B KOATO IMIPOU3BOAUTCIIAT UMa PETUCTPUPAHO MACTO HA

CTOITIAHCKA JEUHOCT.

8. [epronnunuTe 06001aBAIIN TOKIAI1, TOCOUEHH B WwieH 82, maparpad 9, npu
MOJTy4aBaHe ce W3IPaIlaT aBTOMaTUYHO Ype3 eNIeKTPOHHATa cucTeMa 1o naparpad 1 or

HACTOAIIMA YJICH HAa KOMIICTCHTHHA OpPraH Ha:

a)  IbpxkaBaTa(urTe) uiaeHKa(H), KOATO(KOUTO) yUyacTBaT B MPOIleayparTa 3a
KOOPJAMHUPAHE ChITIACHO WwieH 84, maparpad 9, u omo0puia(u) epruoIHIHUSL

000011IeH TOKIaI;
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6) AbpiKaBaTa 4JICHKA, B KOATO IMMPOU3BOAUTCIIAT MMa PETUCTPUPAHO MACTO HA

CTONIAHCKAa JEHHOCT.

[Ipu nonyyaBane uHpOpMaLUATa, TOCOUEHA B naparpadu 5—~8 OT HACTOSIIUS YJIeH, Ce
U3IIpala aBTOMATHYHO Ype3 eJIEKTPOHHATa cucTeMa 1o naparpad 1 oT HacTosAIMS WieH
Ha HOTH(ULIMPAHUS OpraH, U3JaJl CepTU(PHUKATA 32 BBIIPOCHOTO M3/IE€HE B CbOTBETCTBUE C

qieH 51.

PA3JIEN 3

HAI30P HA ITABAPA

Ynen 88

Hetinocmu no naozop na nasapa

KomnereHTHHTE OpraHu U3BBPIIBAT L1€JIeChOOPa3HU MPOBEPKH HA ChOTBETCTBUETO U
JeMCTBUETO Ha U3JENNATA, BKIIOYUTEIHO, aKO € He00X0AUMO, TIPErJie] Ha
JOKYMEHTAIUATA U PU3UIECKU MK JJAOOPATOPHH MTPOBEPKH Bb3 OCHOBA Ha TIOIXO TSN
oOpa3iu. [10-KOHKPETHO KOMIIETEHTHUTE OpPraHu B3eMaT IPEIBU]] YCTAaHOBEHHUTE
IIPUHLUIIA OTHOCHO OLICHABAHETO U YIPABIECHUETO HA PUCKA, JaHHUTE OT IIPOCIEAABAHETO

Ha 0€30MIaCHOCTTAa U CUTHAJINTE.

KommeTrenTHHTE OpraHy U3rOTBAT FOAUIIHY IJIAHOBE 32 IEHHOCTTA MO HAA30pa U
pasnpenensaT J0CTaThbYHO MAaTEPUATTHU M KOMIIETEHTHU YOBEIIKU PECYPCH C 11
OCBUIECTBSIBAHETO HA TE€3U JIEMHOCTH, KaTO C€ OTUUTAT €BpOIeiickaTa mporpama 3a HaJ[30p

Ha na3zapa, usrorsera or KI'MU cbriacuHo unen 99, u ycnoBusiTa Ha MACTO.
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3. C uen U3nbJIHEHUE HA 33IbJDKEHUSATA, IPEIBUICHH B Haparpad 1, KOMIIETEHTHUTE OpraHu:

a)  Morar jJa U3HCKBaT OT UKOHOMHUYECKUTE ONepaTopH, inter alia, na mpenocTaBsT
JTOKYMEHTaIusATa 1 uHpopmanusTa, HeOOXOIUMH 32 U3BBPIIBAHE Ha IEHHOCTUTE HA
OpraHHTe, M KOTaTO MMa OCHOBATEIIHU MIPUYMHU 32 TOBA — Ja MPEAOCTaBAT

0e3IIaTHO HCOGXOI[I/IMI/ITG 06pa3u1/1 Ha u3aCaud Ui AO0CTHII A0 U3ACINATAa, KAKTO U

0) TPOBEXKIAT KAKTO MPEIABAPUTEITHO O0SBEHH, TaKa U, aKO € HEOOXO0IMMO, BHE3AITHH
MPOBEPKHU HA MOMEIICHHUATAa HA UKOHOMUYECKUTE ONIEPATOPH, KAKTO U Ha
JOCTaBYUIIUTE U/ WU MOJU3IIBIHUTEINTE, KAKTO U MPU HEOOXOJMMOCT Ha MeCTara,

KOHUTO CC II0JI3BAT OT CIICHHNAJIMCTH.

4. KoMmneTeHTHUTE OpraHy U3rOTBAT €KET0JHO PE3IOME HA PE3YITATUTE OT
OCBILECTBIBAHNUTE OT TAX JEHHOCTH 110 HAaJ30pa U I'o MPEIOCTaBAT HA PA3IIOJIOKEHUE Ha

JIpyTr¥ KOMIIETEHTHH OpraHu MOCPEICTBOM €JIEKTPOHHATA CUCTEMA, IOCOYEHa B WiieH 95.

5. Komnerentute opranu Morar fa KOH(QHUCKYBat, Aa YHUIIOXKAT WIH [0 IPYT HAYUH J1a
HaIpaBsIT HEU3NOI3BaEMHU U3JENNUATA, KOUTO IMPEICTABISIBAT HEIIPUEMIIUB PUCK, KAKTO U
¢danmudunrpaHuTe U3IEHs, KOraTo cueTaT TOBa 32 He0OXOIMMO B MHTEpEC Ha

OIIa3BaHCTO Ha O6H.I€CTB€HOTO 3ApaBc.

6. Cren Besika MpoBepKa, U3BBPILEHA 3a LEIUTE 10 naparpad 1, KOMIETEHTHUAT OpraH
W3rOTBS IOKJIa/ 32 KOHCTaTallMMTE OT MTPOBEPKATa, KOUTO CE OTHACST 10 ChOTBETCTBHUETO C
IIPAaBHUTE U TEXHUYECKNUTE U3UCKBAHHUS, IPUIOKUMU ChITIACHO HACTOSIIMS periaMeHT. B

JOKIaaa C€ Moco4YBaT BCUYKHU HeO6XO,Z[I/IMI/I Kopurupamu JCUCTBUS.
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KoMmneTreHTHUST opraH, KOWTO € N3BBPIINII IPOBEPKaTa, IpeAaBa ChAbpPKAHUETO HA
JIOKJIaJa, MocoyeH B naparpad 6 oT HaCTOSIIMS WICH, Ha POBEPABAHUSI HKOHOMUYECKH
oneparop. [Ipeau na npueMe OKOHYATENHMS TOKJIA]l, KOMIETEHTHUAT OpraH JaBa
BBH3MOKHOCT Ha MPOBEPSBAHUS HKOHOMHUYECKH OTIEpaTOp Ja MpeacTaBu Oenexku. To3u
OKOHYATEJIEH J0KJIaJ 3a POBEPKATa Ce BbBEXK/1A B €JIEKTPOHHATA CUCTEMA, ITPEIBUJIEHA B

uiieH 95.

JIbprKkaBUTE YJICHKU MPABAT MPETJIE]] U OLICHSIBAT U3ITBJIHEHUETO Ha IEMHOCTUTE CH TIO
HaJ30p Ha ma3apa. Te3u mperjeau v OleHsIBaHUs C€ U3BBPIIBAT HAl-MaJIKO BETHBXK HA
YeTHPHU TOAMHU U PE3YIATATUTE OT TAX C€ CHOOIIABAT HAa OCTAHAIHUTE JbPKABU UJICHKU U
Komucusita. Besika nbpkaBa 4ieHKa U3TOTBSI pe3IOME Ha pe3yJTaTUTE, 10 KOETO

ocUrypsiBa IyOJIMYeH JOCTHII OCPEICTBOM €JIEKTPOHHATA CHCTEMa, TOCOYeHa B WwieH 95.

KomMmrieTeHTHHTE OpraHy Ha bPKABUTE WICHKH KOOPIUHUPAT JSHHOCTUTE CH IO HAZ[30P
Ha ma3apa, CbTpyAHUYAT CU U CHOJENAT MoMexay cu u ¢ KoMmucusra pesyararure ot Te3u
JIEIHOCTH C 11eJ71 OCUTYPsIBaHE Ha XapMOHU3HUPAHO U BUCOKO PaBHUILE HA HA/I30p Ha Masapa

BBbB BCUYKH OABPrKaBH YJICHKH.

Axo e He00X0IMMO, KOMIIETEHTHUTE OpPraHy Ha IbpPKABUTE YJICHKH CE€ IOTOBApST 3a
pasnpezeneHue Ha paboTaTa, CbBMECTHHU JAEHHOCTH 3a HAJ30p Ha Ma3apa u

cricnyajn3anus.
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10. Koraro B npprkaBa uieHKa oBede OT €IMH OpraH OTrOBapsIT 3a HaJ30pa Ha Ma3apa u
KOHTpOJIA 110 BHHITHUTE TPAHUIIN, TE€3U OPTaHU CU ChTPYIHUYAT, KATO OOMEHST

uHpopMalys BbB Bpb3Ka C poiisiTa U GYHKIHUUTE CH.

11. Koraro e nenecb00pa3Ho, KOMIETEHTHUTE OPraHU Ha JbP>KaBUTE YIEHKU CH ChTPYIHUYAT
C KOMIIETEHTHUTE OPT'aHU Ha TPETH IbpXkKaBH 32 00MEH Ha MHPOPMALUSI U TEXHUIECKO

ChJICHCTBUE U 33 HAChpPYaBaHE Ha JEWHOCTUTE MO HAJ30p Ha ma3apa.

Ynen 89
Oyenxa na uzoenus, 3a KOumo ce nooo3upa,

ye npedCmasisA8am HenpUeMIU8 PUCK Uil Opye 8U0 HeCbOMEemcmaue

Korarto B3 0OCHOBa Ha JaHHUTE, MTOJIY4YE€HHU OT IEHHOCTHUTE 1O MpOoCcie/sBaHe Ha Oe30MacHOCTTa WIN
10 HA/130p Ha Ma3apa, Uik Bb3 OCHOBA HA JIpyra nHpopManus KOMIIETEHTHUTE OpraHy Ha IbpyKaBa

YJICHKa UMaT OCHOBAHHUA Ja CMATAT, Y€ JaACHO U3CIINUC:

a) MOJKE J1a TIPE/ICTaBIIsIBA HEMPUEMIIUB PHUCK 32 3[[paBETO WM OE30MaCHOCTTA Ha
MAIMEHTUTE, TOTPEOUTEINTE WM IPYTH JIMIIA, FITU 32 JPYTH acleKTH Ha OIa3BaHETO Ha

O6IJ_ICCTB6HOTO 3ApaBc; U
6) 10 ApYyT HAYWH HC OTTrOBapsd Ha U3UCKBAHUATA 11O HACTOAIIUA PCTIIAMCHT,

TC U3BBPIIBAT OLICHKA HA CBbOTBECTHOTO U3CIINC, OGXB&H.IaHla BCHUYKHM M3HUCKBAHUA 110 HACTOAIIHUA
PEriIaMCHT, CBbpP3aHU C pHUCKa OT U3ACIIMETO UIIU C BCAKAKBB APYT BUA HCCHOTBCTCTBUC HA

HU3JIETUETO.

CBHOTBETHUTE HKOHOMHYECKH OMepaTopu CU CbTPyAHHUYIAT C KOMIICTCHTHUTC OpraHu.
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Ynen 90
IIpoyedypa npu uzdenus, Koumo npedcmasna8am Henpuemius pucKk

3a 30pasemo u 6e30nacHocmma

Koraro cien u3BbpiIBane Ha OLEHKATA [0 WICH 89 KOMIIETCHTHUTE OPraHd YCTaHOBST, e
U3JIENIMETO TPEACTaBIsIBA HEPUEMIIMB PUCK 32 3[JpaBETO MM OE30MaCHOCTTA Ha
IIAaITMCHTUTC, HOTpe6I/IT€J'II/ITe WJIK ApYTHU Jinla, WK 3a APYTrd aCIICKTHU Ha OIIa3BaAHCETO HaA
00LIECTBEHOTO 3/1paBe, Te 03 3a0aBsHE U3NCKBAT IPOU3BOIUTENST HA BHIPOCHUTE
W37ETHs, HETOBUTE YIIBIIHOMOIIEHH MIPEACTAaBUTENIN ¥ BCUUKN OCTaHAIIM 3aMHTEPECOBAHU
MKOHOMUYECKHU OIepaTopH Ja MpeArnpreMaT BCHUKH HeOOXO0IMMH U HAIJIEKHO
000CHOBaHHU KOopurupamm HeﬁCTBHH 34 MPUBCKAAHC HA U3ACIIUCTO B CbOTBETCTBUC C
HU3UCKBAHUATA HA HACTOAIINA PCTJIAMCHT, CBBbP3aHU C PUCKA OT U3ACIIUCTO, 110 HAYUH,
IIPOTIOPIIOHAJIEH Ha €CTECTBOTO HA PUCKA, 32 OTPaHNYaBaHE Ha MIPEIOCTAaBIHETO HA
nasapa Ha M3JIeJINeTO, 3a MPUIaraHe Ha CrenupIHA N3UCKBAHUS 3a MPEAOCTABIHETO HA
M37ETINETO, 32 N3TETIITHE Ha M3/ICJIMETO OT Na3apa WK 3a H33€MBAaHETO My B PaMKHUTE Ha
pa3yMeH U SICHO OIPEAEIICH CPOK, KOWTO ce ChoOIIaBa Ha 3aCerHAaTHsI NKOHOMUYECKU

orepaTop.

Upes eneKkTpoHHATa cHUCTEMa 0 WiIeH 95 KOMIETEeHTHUTE Opranu 0e3 3a0aBsHe
yBeaoMsBat Komucusita, OCTaHAIUTE TbPKABU WICHKH U, KOTATO € U3JIAJICH CePTH(HUKAT B
CBOTBETCTBHUE C WICH 51 3a ChOTBETHOTO M3/ENKe, HOTU(DUIIMPAHUS OPTaH, W31l TO3U
ceptudukar, 3a pe3ynTaTUTe OT OllEHKaTa U IeHCTBUATA, YNETO MpeArprueMaHe ca

HU3UCKAJIM OT HKOHOMHUYCCKUTEC 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.

Koraro nkoHomuueckusT onepatop no naparpad 1 He npeanpueMe NoAX0IAII0
KOpUTHpAILO JeiicTBHE B MOCOYeHHs 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 TO3M Ma3ap WM Ja ro

n33cmar.

KomnerenTHure opranu 6e3 3a6aBsiHe yBeqoMsaBaT KoMucusita, ocraHamuTe Jbp)KaBU
YJICHKU ¥ HOTU(UIIMPAHUS OpraH, IOCOUYeH B naparpad 2 oT HaCTOSILIUS YJICH, 32 Te3H

MEpPKH 4pe3 eIEKTPOHHATa CUCTEMA T10 YJieH 95.

YBenoMIIEHUETO, TIOCOYCHO B maparpad 4, BKIIF0OUBAa BCUYKW HAIWMYHU JTaHHU, 110~
CHEIMAIHO TaHHUTE, He0OX0IUMU 32 UACHTU(ULIMPAHE U TPOCIIE/IIBaHEe Ha
HECHOTBETCTBAIOTO U3/IETINE, IPOU3X0/1a HA U3JENINETO, ECTECTBOTO U MPUUMHUTE 32
MIPEINoIaraéMoTO HECHOTBETCTBHE U CHITBTCTBAIIHS PUCK, ECTECTBOTO U
MPOABIKUTEIIHOCTTA HA IPEANPUETUTE HA HAITMOHAIIHO PABHUIIE MEPKH, KAaKTO U

APTYMCHTUTC, U3TBKHATH OT CbOTBCTHUA HKOHOMUYCCKHU OIICPATOP.

JIbprKkaBUTE YJICHKH, PA3TUYHH OT JbprKaBaTa WieHKa, 3al0yHaia npoleaypara,
He3zabaBHO nHpopMHUpaT KomucusTa v ocTaHaauTe IbpKaBU YICHKU Ype3 eIeKTpOHHATa
cucTeMa 1o wieH 95 3a Besika JOMBJIHUTENHA MPUIOKUMa HHPOPMAIIUs, C KOSATO
pasmosiaraT 3a HEChbOTBETCTBHETO Ha JaJICHOTO M3JIEIHE U 32 MEPKUTE, KOUTO ca IPUETTH

BBB Bpb3Ka CbC ChbIIOTO U3ACIIUC.

10729/4/16 REV 4 232

BG



[Ipu HEechIIIacue ¢ HAIMOHATTHATA MSIPKa, 32 KOATO UMa YBEJOMIICHHUE, Te 0e3 3a0aBsHe
yBeaoMsaBat Komucusita 1 ocTaHamuTe IbP>KaBU WICHKH 3a Bb3paXXEHHUATa CH Upe3

CJICKTPOHHATAa CUCTEMA 110 YICH 95.

Korato B cpok /10 1Ba Mecena clie/1 mojydyaBaHe Ha YBEJIOMIICHUETO 110 maparpad 4 He e
NMOBAWUTIHATO BB3PAXKCHUC HUTO OT AbpiKaBa YJICHKA, HUTO OT Komucusara BsB BPB3Ka C
MEpPKH, MPEANPUETH OT JbPKaBa WICHKA, TE3W MEPKHU CE CUYUTAT 32 000CHOBaHH. B TakbB
cnyqal‘/’l BCHUYKH OABPIKABU YICHKHU rapaHTHpPAT, Y€ MO0 OTHOIICHMWEC HAa BBIIPOCHOTO U3ACTIUC
ca mpeanpueTy 6e3 3a0aBsiHe TOIXOSIINA OTPAHUYUTETH MEPKHU WIIH MEPKH 3a 3a0paHa,
BKJTFOUHTEITHO C TIeJT U3TETIISIHE, M33EMBaHE WM OTPAaHNYaBaHE HA HAJIMYHOCTTA HA

HU3CIMCTO HAa HAIMOHAJIHUSA UM I1a3ap.

Ynen 91

IIpoyeodypa 3a oyenka na nayuonanrHume mepku Ha paguuwemo na Cvioza

Korato B cpok OT Ba Meceria cie/ rmoxyyaBaHe Ha yBeJOMIICHHETO 1o uieH 90, maparpad
4 npprkaBa WiEHKa € MOBIUTHANIA Bh3paKeHUS Cpellly MsIpKa, IpeIpreTa oT Jpyra
IbpKaBa YJIeHKa, uiu korato Komucusara cunra, ye MspKaTa MpOTUBOPEYH Ha MPABOTO HA
C’bI03a, cJIea KOHCyJITaluus CbC CbOTBETHUTC KOMIICTCHTHU OPTaHH U aKO € HGOGXOI[I/IMO
— CbC CbOTBCTHUTC HKOHOMHUYCCKH OIICPATOPH, Komucusra H3BHPIIBA OLICHKA HAa Ta3U
HalMoHaJ Ha Msipka. Bb3 OCHOBa Ha pe3ynTaTuTe OT Ta3u olieHka Komucusita Mmoxxke upes
aKTOBE 3a M3II'BJIHEHHUE J1a B3eMe pelIeHre 3a 000CHOBAHOCTTa Ha MsipKaTa. Te3u akToBe 3a
W3MBIHEHHE Ce IPUeMaT B ChOTBETCTBUE C MPOILIeaypaTa 1Mo pa3riexkIaHe, IocoueHa B

unen 107, maparpad 3.
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2. Koraro Komucusra cuuta, ye HaimoHaJlHaTa Msipka € 000CHOBaHA ChITIACHO TOCOYEHOTO B
naparpad 1 ot HacTosmus wieH, ce npuiara wied 90, maparpad 7, BTopa anuHes. AKO
Komucusita cunta HalmoHanHaTa MsipKa 3a HEOOOCHOBaHa, ChOTBETHATA AbpiKaBa UJICHKA

OTTCIJIA MApPKaTa.

Koraro B cpok 0T ocem Mecela oT [oJly4aBaHe Ha YBEIOMJIEHUETO 110 uieH 90,
naparpa¢ 4 Komucusita He mpueme pemieHne o naparpad 1 oT HaCTOSIIHS YJIeH,

HalqMoOHaJIHATa MspPKa CC CUUTa 3a 000CHOBAaHA.

3. Korato nwpxaBa uienka wim Komucusita cunta, ye puCKbT 3a 3[paBETO U 6€30MacHOCTTa
OT U3JIeNHe HE MOe Ja Ob/ie OTpaHHuYEeH B 33JJ0BOJIMUTEIHA CTEIIEH Ype3 MEPKUTE,
MPEANpPUETH OT ChOTBETHATA(UTE) AbprKaBa(H) WieHKa(1) , IO UCKaHE Ha IbPiKaBa YWICHKA
WJIM 110 COOCTBEHA MHUIIMATUBA U Upe3 aKTOBE 3a M3MbJIHeHUE, KoMucusaTa Moxe 1a
IpearnpruemMe HeoOX0IMMUTE U HAJJIEKHO 0OOCHOBaHM MEPKHU 32 FapaHTUPAHE Ha 3aKpUiia
Ha 37paBeTo M 0€30MacHOCTTa, BKIIOUUTETHO MEPKH 3a OrpaHUYaBaHe WK 3a0paHa Ha
ITyCKaHETO Ha Ma3apa 1 MyCKaHeTo B IeCTBUE HA ChOTBETHOTO U3/enue. Te3u akToBe 3a
W3MBIHEHHE Ce IPUeMaT B ChOTBETCTBUE C MPOILIeaypaTa 1Mo pa3riexkIaHe, IocoueHa B

uyien 107, maparpad 3.
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Ynen 92

Lpyeu necvomeemcmeus

1. Korato ciien u3BbpIiieHa OIEHKA 110 WIeH 89 KOMIIETCHTHUTE OPTaHU Ha JIbpKaBa WICHKA
KOHCTaTHUPAT, Y€ AJICHO U3/ICIIUE HE OTrOBapsi HA M3UCKBAHUSTA TI0 HACTOSIIUS
pEeriIaMeHT, HO He MPEICTaBIIsABAa HEMPUEMIIUB PUCK 32 37paBeToO WK 0€30IacHOCTTa Ha
MAIMEHTUTE, TOTPEOUTEINTE WM IPYTH JIMIIA WK 32 IPYTH aCTIEKTH Ha ONa3BaHETO Ha
00IIECTBEHOTO 37[paBe, T€ U3UCKBAT OT ChOTBETHUSI HKOHOMUYECKH OTIEpaTop Aa MPEeKpaTH
BBIIPOCHOTO HECHOTBETCTBHE B PAMKHTE Ha Pa3yMEH H SICHO OTIPEIEIICH CPOK, KOHTO ce

c1,06u1aBa Ha UKOHOMHYECCKUA OIICPATOp U € MPONMOPHUOHATICH HAa HCCHOTBCTCTBUCTO.

2. Koraro nkoHOMHYECKHUAT ONEepaTop HE MPEeKpaTh HEChOTBETCTBUETO B CPOKA MO maparpad
1 oT HacTOSMIMSA YJIeH, ChOTBETHATA IbpKaBa WieHKa 0e3 3a0aBsiHe MpeanprueMa BCUIKH
MOAXOJIALIN MEPKH, 32 Jla OTPAaHUYM WM 3a0paHy MPEAOCTaBIHETO HA ITa3apa Ha MPOJAyKTa
WX 32 1a OCUTYPH HErOBOTO M33€MBAaHE WM M3TEIIIAHE OT Ma3apa. Ta3u AbprkaBa YIEHKa
0e3 3a0aBsiHe yBenoMsaBa KoMucusaTa n octaHaiauTe Abp>KaBU YWIEHKH 32 TE3U MEPKH Upe3

CJICKTPOHHATAa CUCTEMA 110 YICH 95.

3. C uen aa ce ocurypu €JHaKBOTO IpuJiaraHe Ha HacTosus uieH KoMmucusara moxe, upes
aKTOBE 3a U3ITbIHEHUE, J1a KOHKPETU3UPa MOIXO0IAIIUTE MEPKU, KOUTO J1a Ce MpeAnpueMar
OT KOMIIETEHTHUTE OPTaHM 3a CIPaBsiHE C OMPEICTICHU BUI0OBE HECHOTBETCTBUE. Te3u
AKTOBE 3a M3ITBJIHEHHUE CE TPUEMAT B ChOTBETCTBHUE C MPOLEaypaTa Mo pa3riieKaaHe,

nocoyena B wieH 107, maparpad 3.
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Ynen 93

IIpesanmuenu mepKu 3a 3aKpuna Ha 30pagemo

1. Koraro nbprkaBa ujieHka, cie/] KaTo U3BbPIIN OLIEHKA, 0Ka3aia MOTEHIHAJICH PHCK,
CBBP3aH C U3JIeJINe WM KOHKPETHA KaTeropus UM rpyma U3JIeNns, CUUTa, 4e 3a J1a ce
3aLIUTAT 37PaBETO M 0€30MMaCHOCTTa HA MAllUEHTHUTE, TOTPEOUTENINTE UITH JPYTUTE JIUIIA,
WIH 32 1 C€ 3ALUTAT APYTHU ACIEKTU Ha OOIIECTBEHOTO 3paBe, IPEIOCTaBIHETO Ha
rasapa Win IyCKaHeTo B IEWCTBUE Ha U3/EJIUE WM KOHKPETHA KaTeropus WK rpyna
U3JeNus cliefiBa Jja ce 3a0paHy, OrpaHUYM WU 110 OTHOLIEHUE Ha TAX Ja Ce MPUIIOKAT
crieun(pUIHNA U3UCKBAHUS, WIN Y€ U3JENIMETO MIIM KOHKPETHATa KaTeropysl WiK rpymna
W3JIeIMs cleiBa J1a CE U3TETJIAT OT Ma3apa WiM J1a Ce U33eMarT, T MOXKe Jja IpeArnprueMe

BCUYKU HEOOXOUMHU 1 0OOCHOBAHH MEPKH.

2. JIpprkaBara ujeHKa, mocoueHa B naparpad 1, nezadbaBHo yBenomsia Komucusita u
OCTaHAJINTE IbpPXKAaBU YJICHKHU, KATO MOCOYBA OCHOBAHUATA 32 PEIICHUETO CH, Upe3

€JIEKTPOHHATa CUCTEMA MO 4JjieH 95.

3. Karo ce xoncyntupa ¢ KI'MMU u, korato e He06X0IMMO, CbC CbOTBETHUTE HKOHOMUYECKU
onepaTtopu, Komucusrta oneHsaBa NpeANpUETUTE HALIMOHAIHU MEPKU. Upe3 akToBe 3a
usnbyiHeHne Komucusara Moxe Jja B3eMe peleHne 3a 000CHOBAaHOCTTa Ha HAIIMOHATHUTE
Mepku. [Ipu nunca Ha penenue ot crpaHa Ha Komucusita B paMKkuTe Ha IIECT MECela OT
MOMEHTa, B KOITO € O1i1a yBeZJOMEHa 32 HAllMOHAJITHUTE MEPKH, TE3H MEPKH C€ CUUTAT 3a
ob6ocHoBaHHU. Te3u akTOBE 32 U3IIBJIIHEHHUE CE MMPUEMAT B ChOTBETCTBHE C MPOLIEypaTa 1o

pasriexaane, mocodyena B wieH 107, maparpad 3.
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Korato npu onenkara no naparpad 3 oT HaCTOSIIUS WIECH C€ yCTAaHOBH, Ue
MPEeIOCTaBSHETO Ha Ma3apa WK IMyCKaHEeTo B JCHCTBUE HA U3JIeNHe, KOHKPETHA KaTeropus
WJIM TpyIia U3eNus ciie/lBa a ce 3a0paHu, OTpaHUYH WIIA KbM TSAX J1a C€ MPHIIOKAT
crenu(pUIHA U3UCKBaHUS WK Y€ BBIIPOCHOTO M3JENIMe WM KaTeropusaTa Uiy rpyrnara
W3/1eNus CheBa Aa ce U3TETIIAT OT Mma3apa WK J1a C€ U33eMaT BbB BCUUKH IbP)KaBU
YIEHKH, 32 J]a CE 3alUTAT 3APaBETO U O€30IaCHOCTTa Ha MAUEHTUTE, IOTPEOUTENUTE WU
JpYTUTE JIMLA WIK 3a J1a CE 3aIUUTAT APYTH aCleKTH Ha 001ecTBEHOTO 3ApaBe, Komucusra
MOJK€ J]a pueMa aKTOBE 3a U3IBbJIHEHHUE C LeJ NMpeANnprueMaHe Ha HeOOXOIUMUTE U
HaJJIe)KHO 000CHOBaHM MepKu. Te3u akToBe 3a M3MBIHEHHE CE IPUEeMaT B CbOTBETCTBUE C

npolietypaTa o pasriexaane, mocodena B uiaeH 107, maparpad 3.

Ynen 94

Jlobpa aomunucmpamusra npakmuxa

3a Bcsika MsIpKa, MpUeTa OT KOMIIETEHTHUTE OpraHu Ha IbPKABUTE UICHKU ChITIACHO
yineHoBe 90—93, ce yka3BaT TOYHHUTE MOTHBH, Ha KOUTO TS c€ ocHOBaBa. Korato msipkara
€ HacO4YeHa KbM KOHKPETEH MKOHOMHUYECKH ONEepaTop, KOMIETEHTHUST OpraH 0e3
3a0aBsiHE yBEIOMSIBA CHOTBETHUS MKOHOMHYECKHU OTIepaTop 3a Ta3u MspKa, KaTo
CBILEBPEMEHHO TO HHPOPMHUpA 3a CPEACTBATA 32 MTPaBHA 3aIHUTa, C KOUTO pasmoJara
CBIJIACHO MPAaBOTO WM aAMUHUCTPATUBHATA IMPAKTHKA HA CbOTBCTHATA AbPiKaBa YJICHKA, U
3a CPOKOBETE, CBBbP3aHM C Te3U CPECTBA 3a MpaBHa 3amuTa. Korato mspkata e ¢ o01io

MIPUIIOKCHUEC, TA CC Hy6JII/IKy'Ba 10 HaJJICKHUS PEA.
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OcBeH B ciTydauTe, KOrato € Heo0X0 MO He3a0aBHO AEHCTBHE NOPaAN HEPUEMIIUB PHCK
3a 3paBeTO WM OE30MIaCHOCTTA Ha XOpaTa, Ha CbOTBETHUS HKOHOMHUYECKHU OIIEpaTop ce
MIPEJOCTaBs Bb3MOXKHOCT Ja MPEJICTaBU OeNeKKH Mpe]l KOMIIETEHTHUS OpraH B paMKHTE Ha

SICHO OIIPCACIICH NMOAXOIAIL CPOK MMPEAN ITPUCMAHETO HA MsIpKaTta.

Koraro e npearnpuero neiictBue, 6€3 MKOHOMUYECKHST OIEpaTop Aa € UMajl
BB3MOXHOCTTA J1a IPEJICTaBU IIOCOUYEHUTE B ITbpBa alMHEs OCJIekKKHU, HAa HETO MY C€
MIPEIOCTaBs Bb3MOXKHOCT J1a IIPEJCTaBU O€JIEKKUTE BbB Bb3MOXKHO Hall-KpaThK CPOK, a

MIPEANPUETOTO JSHCTBUE CE Mpepasriiek/ia BeIHara ciiej] TOBa.

Bcesika npuera mspka He3a0aBHO ce OTTETJIs UIIM U3MEHS, Clie]] KATO UKOHOMHYECKHUSIT
orepaTop JOKaxe, 4e € nmpeAnpuen eeKTHBHO KOPUTUPAIIO JEHCTBUE U Y€ U3ACITUETO

OTTOBaps HAa U3UCKBAHUATA HA HACTOAIINA PCTIIAMCHT.

Koraro mspka, npuera cpriacHo wieHoBe 90—93, 3acsra usnenue, B YMETO OLIEHSBAHE Ha
CHOTBETCTBUETO € y4acTBaJl HOTH(UIMPAH OpraH, KOMIETEHTHUTE OpTaHu HHPOPMHUpPAT,
Ype3 eJIeKTPOHHATAa CUCTEMA I10 WieH 95, ChOTBEeTHHS HOTH(UIPAH OPraH 1 OpraHa,

OTroBapsil 3a HOTU(GULMPAHUS OPraH, 3a MpeanpueTaTa MsIpKa.
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Ynen 95

Enexmpouna cucmema 3a Hao3op Ha nasapa

1. B ChbTPYAHHUYCCTBO C ABPIKABUTE YIICHKU Komucusra Cbhb3J1aBa U yIIpaBJIsIBa CJICKTPOHHA

cucTeMa 3a crOupaHe U 00paboTka Ha cieHaTa HHPOpMAaIHs:

a)  pe3loMe Ha pe3ydTaTUTe OT AEHHOCTHUTE 110 HAJ30D, IOCOYEHH B UiIEH 88,
naparpad 4;

0) OKOHUATENHHs JOKJIaJ 3a MpoBepKara 1o wieH 88, nmaparpad 7;

B)  uH(pOpMauus 3a U3AEIHITA, KOUTO MIPEICTABIABAT HEIPUEMIIUB PUCK 32 3[IPABETO U
6e3omacHocTTa 1o wieH 90, maparpadu 2, 4 u 6;

r)  uHpOpMauus 32 HEChOTBETCTBUETO HA MPOIYKTUTE 10 WieH 92, maparpad 2;

o)  uHpOpMauus 3a MPEBAaHTUBHUTE MEPKH 3a 3aKpuja Ha 37PaBeTO MO0 4ieH 93,
naparpad 2;

€)  Ppe3loMe Ha pe3yJTaTUTE OT MPErIeUTe U OLCHIBAHUATA HA JEHHOCTUTE 110 HAJ30p
Ha Ta3apa Ha JbP)KABUTE YICHKH, TOCOUEHHU B wieH 88, maparpad 8.

10729/4/16 REV 4 239

BG



2. WNudopmanusra mo maparpad 1 oT HacTosAIMA WieH He3a0aBHO ce MpeiaBa upes3
€JIEKTPOHHATa CUCTeMa Ha BCUYKH ChOTBETHU KOMIIETEHTHH OPIaHU U, KOTaTo €
MPUIIOKHUMO, Ha HOTU(QHUIUPAHUS OpTaH, KOWTO € u3/1ai cepTu(uKaT B CbOTBETCTBHE C

yjieH 51 3a CbOTBETHOTO H3JCIINEC, U € NOCThIIHA 34 AbPKAaBUTC YJICHKH U Komucusra.

3. OOMeHeHaTa MEXIY Abp>KaBUTE WICHKH HH(POPMAIUA HE Ce OMIOBECTsIBA Iy OJIMYHO,
KOraTo TOBa OM MOIJIO J1a IOTIPEYH Ha AEHHOCTHUTE M0 HAa30p Ha Ia3apa U Ha

CHTPYAHUYCCTBOTO MCKAY ABPIKABUTEC YIICHKU.

I'masa VIII
CbTpyAHUYECTBO MEKIY IbPKABUTE YICHKH,
KoopauHanuoHnHa rpyna mo MeAMIUHCKHUTE U3/1eJIHs,

pedepenTHu jJadoparopun Ha EC u perucTpu Ha u3ieIUATA

Ynen 96

Komnemenmmnu opearu

,Z['Bp}KaBI/ITe YJICHKHU ONPEACTIAT KOMIICTCHTHHA OPraH WK OPraHu, OTroBap Il 3a IpUJIaraneTo Ha
HaCTOAIUA pCTrIIaMCHT. Te MMPpEaAOCTaBAT HAa OPraHUTC CU IIpaBOMOIIUATA, PECYPCUTC,
O60py,Z[BaHCTO " CKCIICPTHUTC 3HAHU, H606XOI[I/IMI/I 34 IPABUJIIHOTO U3IMIBJIHCHHUEC HA 3a1a4YUTC UM
CbhIJIACHO HACTOAIUSA PCTIIAMCHT. CJIC,Z[ KaTO ABPIKABUTC YJIICHKH C’IJOGIJ_ISIT Ha Komucusra

HanMCHOBAHUATA U JAHHUTC 34 BPb3Ka C KOMIICTCHTHUTC OpPraHu, T HY6J'II/IKYB3 CIIMCBHKA UM.
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Ynen 97

Cvmpyonuuecmeo

1. KommierenTHHTE OpTraHd Ha AbPKABUTEC YICHKU CHTPYAHNYIAT KAKTO IOMCKIAY CHU, TaKa U C
Komucusara. Komucusra ocurypsBa OpraHusanusTa Ha obMeHa Ha I/IHq)OpMaI_II/IHTa,

HGOGXOIII/IMa 3a CAHAKBOTO MpUJIaraHe Ha HACTOAIUSA PCTIIAMCHT.

2. JIppkaBuTE YJIEHKH, ¢ TToAKpenaTa Ha Komucusita, yuacTBar, KoraTo € 1eiecho0pasHo, B
WHUILIMATUBH, pa3pabOTEeHU Ha MEXTYHAPOIHO HUBO C IIEJI J]a CE€ OCUTYPH

CHTPYIHUYECTBOTO MEXKIY PETyJIaTOPHUTE OPraHu B 001acTTa Ha MEIUIUHCKUTE U3EIHS.

Ynen 98

Koopounayuonna epyna no meouyuncxume uzoenus

Koopaunanuonnara rpyna no Meaunuackute uznenus (KI'MU), cp3naneHa B CbOTBETCTBUE C
YCJIOBHSATA M MOJPOOHMTE MpaBuia, ocodeHu B unenose 103 u 107 or Permament (EC) 2017/...%, ¢
nozxpenara Ha KoMucusaTa chrilacHO NpeaBHAeHOTO B unel 104 ot Permament (EC) 2017/...7,

M3II'BJIHABA 3aJa4YUTC, KOUTO Ca M BB3JIOKCHH CHIIACHO HaCcTOAIIMWA PCTIIaMCHT, KaKTO U IO CUJiaTa

Ha Pernament (EC) 2017/...7.

* OB: moJ1s1 BbBeZIeTE CEepUilHUS HOMEp Ha perjiaMeHTa ot J1ok. st 10728/16.
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Ynen 99
3aoauu na KITMHU

CwriacHo Hacrosimus perinamenT KI'MU uma cnennure 3amaun:

a)

6)

AOIPHUHACH 3a OLICHABAHCTO Ha OPIraHUTEC 34 OLUCHABAHC HA CbOTBETCTBUCTO, KOUTO Ca
noaan 3asABJICHUA, U 3a OICHABAHCTO Ha HOTI/I(i)I/ILII/IpaHI/ITG OpraHu CbIJIaCHO

pasnopenourte Ha rinasa [V;

KOHCYJITUPA KOMI/ICI/IHTa, 10 HEWHO HCKaHC, 110 BBIIPOCUTEC, CBBP3aHU C

KOOpJIMHAIIMOHHATA rpyIa Ha HOTU(GUIIUPAHUTE OPTaHU, Ch3a/leHa ChIIaCHO uJieH 45;

JONpUHACS 3a pa3paboTBaHe Ha HACOKH 3a e()EKTHBHO U XapMOHU3UPAHO MpHJIaraHe Ha
HACTOSIIUS PETJIAMEHT, TIO0-KOHKPETHO 110 OTHOIICHUE Ha ONPENENITHETO U Ha0II0ICHUETO
Ha HOTH(ULIMPAHUTE OpraHy, MPUJIATAHETO Ha OOILIUTE U3MCKBAHU 3a 0€30MaCHOCT U
JIeCTBUE W N3BHPIIBAHETO HA OLIEHKU Ha JIEMCTBUETO OT MPOU3BOJUTEINTE, OLCHIBAHETO

OT HOTU(PHUIIMPAHUTE OPTraHU U JIEHHOCTUTE MO MPOCIIeIsiBaHe Ha 0e30MacHOCTTa;

JONPHUHACS 32 HEMPEKBCHATOTO CIIEJICHE Ha TEXHUYECKHUS MIPOTPEC U MPEICHSBA Al ca
MOJIXO/ISIIY OOIIMTE N3UCKBAHMS 32 0€30MAaCHOCT M JICUCTBHE, IPEABUICHH B HACTOSIIUS
pernament u B Pernament (EC) 2017/...7, Taka 4e ia ce ocurypu 6€30MacHOCTTa U
JEWCTBHETO Ha M3/ICIHATA, ¥ [0 TO3M HAYHH JIa Ce CIIOMOTHE 3a NpEIeHKaTa Ha

HGOGXOIII/IMOCTTa OT UBMCHCHHC Ha MMPHUITIOKCHUC I kBpM HACTOAIIUA PCTIIAMCHT,

+

OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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n)

norpuHacs 3a paspadorBane Ha crangaptu u OC 3a uznenusira;

OKa3Ba ChACHCTBUE Ha KOMIIETCHTHUTE OPTaHH Ha IbPKABUTE YICHKH B JICHHOCTUTE UM TIO
KOOpAMHAIIHSI, TTO-CIICIIMAITHO B 00J1acTTa Ha KJIacu(UKALUATA U ONIPEIIEIISTHETO Ha
HOPMATHBHUS CTAaTyC Ha M3JICIIHUATA, U3UTBAHKUITA HA ICHCTBUETO, MPOCIICISIBAHETO HA
0e30MacHOCTTa M HaJ30pa Ha Ta3apa, BKIIOYUTETHO pa3pab0TBAHETO U MOAIPHKKATA Ha
paMKa 3a eBpoIeiicka mporpama 3a HaJ30p Ha ma3apa ¢ el [IOCTUTraHe Ha e()eKTHBHOCT U

XapMOHHM3UpaHEe Ha Ha/A30pa Ha naszapa B Cbio3a, B CbOTBETCTBUE C UJIeH §8;

npeaocransd, 1o coOcTBeHa HHUIOHWaTUBa UJIK 110 HCKAHEC Ha KOMI/ICI/IHTa, KOHCYJITaluu 1pu

NNpeucHKaTa Ha BBIIPOCHU BbB BPBb3Ka C MPUJIIATAHETO HA HACTOAIIUA PCTIIAMCHT,

AOMNPHUHACH 3a XapMOHU3UPAHC HA AIMUHUCTPATUBHATA ITPAKTUKA BbB BPpb3Ka C U3ACIIUATA

B IBPKAaBUTC YJICHKHU.

Ynen 100

Peghepenmnu nabopamopuu na Eeponeiickus cvio3

3a KOHKPETHH W3/CIHS WIN KaTerOpysl WM Tpya U3AEHs WIN 32 KOHKPETHU OIACHOCTH
BBB BPB3Ka C KATErOpUs WIX Tpyla U3AeHs, Ype3 aKToBe 3a n3nbiHenue Komucusra
MOJKE J1a OIIpe/Ielis €/1Ha MU ToBeue pedepeHTHH JabopaTopun Ha EBponeiickust cbio3

13
(,,pedpepentaute madboparopun Ha EC*), KOUTO OTroBapsT Ha KpUTEpUUTE 1Mo naparpagd 4.
Komucusita onpenens camo pedepentaute gadoparopun Ha EC, 3a xonto nbpxasa
yieHKa win CbBMECTHUST U3CIIEI0BATEIICKU IEHTHP Ha KomucusTa e mogan 3asBieHue 3a

OIIPCACIISIHEC.
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2. B cdepara cu Ha komnieTeHTHOCT pedepeHTHuTe TabopaTopuu Ha EC umar criegaure

3aaa4M, KOraTo € rnmpujiIoXumMo:

a)  NpoBepsABaT TBHPIASHOTO OT MIPOU3BOAUTENS AEUCTBHE U CbOTBETCTBUETO HA
u3zienusaTa ot kiaac D ¢ npunoxkumure o0y cnennuKanim, KoraTo CbIeCTBYBaT
TaKWBa, WM C IPYTUTE PELICHUs, U30paHu OT IPOU3BOIUTES, 3a J]a OCUTYPH HUBO
Ha 0€301TacHOCT M JIHCTBHE, KOETO € Hali-MaJIkO €KBHBAJICHTHO Ha TPEABHUICHOTO B
wieH 48, maparpad 3, Tpera anuHes;

0)  W3BBPIIBAT NOJXOAALINTE U3MUTBAHUSA HA 00pa3IH OT IPOU3BEICHNUTE U3/1EIHS OT
kiac D wnu maptuam uznenus ot kiac D, npenBunenu B pasznen 4.12 ot npuinoxeHue
IX u B pazgen 5.1 ot npunoxenue XI;

B) MPEeIO0CTaBIT HAYYHO M TeXHUYECKO chiaeiicTBue Ha Komucusara, KI'MU, nbpxaBute
YJICHKH ¥ HOTU(UIIMPAHUTE OPTaHU BBB BPH3Ka C MPHUIIATaHETO HAa HACTOSIINS
pErIaMeHT;

I)  HOPeAOoCTaBAT HAyYHH CTAHOBUINA IO aKTYaJIHOTO ChbCTOSHUE HAa TEXHOJOIMUTE BbB
Bpb3Ka ¢ KOHKPETHH U3JIEJINs WIN KaTeropysl UK IpyTa U3/Jenus;

1)  cle KOHCYJTalus C HallMOHAIIHUTE OpTaHU Ch3/1aBaT U yNpPaBIIABAT MPEXa OT
HAIIMOHAJTHHU peepeHTHH JIabopaTOpuH U MyOIMKYBaT CIIUCHK HA yYaCTBALIUTE
HAIMOHAJTHHU peepEeHTHH JIA0OPATOPUH U CHOTBETHUTE MM 33JIaUH;
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€)  JONpHUHACHT 3a pa3paboTBaHE Ha MOAXOASIN METOIU 32 U3MUTBAHE U aHAJIN3, KOUTO
Jla ce U3IMO3BaT MpHU MPOLEAYPHUTE 3a OL[EHSIBaHE Ha ChOTBETCTBUETO U HAJ30pa Ha

rnasapa,

K)  CBTPYIHHMYAT C HOTU(QHULIHUPAHUTE OpraHu MpU pa3paboTBaHe Ha Half-100pH

IMMPAKTHUKU 34 U3BIIBJIHCHUC HA IMMPOLCAYPUTC 3a OLICHABAHC HA CbOTBCTCTBHUCTO,

3)  TPEACTaBAT MPENOPHKH 33 MOIXOAAIIN peepeHTHN MaTepHain U peepeHTHI

IpOLEAYPH 3a U3MEPBAHE OT I10-BUCOK METPOJIOTUYEH PES;
W)  JompuHacsAT 3a pa3pabdorBane Ha OC, KaKTO U Ha MEXAyHapOAHHU CTaHAAPTH;

I71) MMPpEaAOCTaBAT HAYYHU CTAHOBUIIA, KOT'aTO Ca KOHCYJTUPAHU OT HOTPI(I)HLIPIPB.HPI
OpraHv B CbOTBCTCTBUEC C HACTOAIIHNA PCTIIAMCHT, U TH Hy6JII/IKYBaT IO CJICKTPOHCH

IIBT, KaTO Ca B3CJIU MPCABUI HATUOHAJTHUTEC pa3nope;161/1 OTHOCHO IMOBCPUTCIIHOCTTA.

3. ITo nckane Ha gpprkaBa wieHka Komucusara Moxe ChIO J1a ONpeaen peepeHTHUTE
nabopatopun Ha EC, korato BbIIpOCHaTa AbprkaBa YjeHKa XKeJlae J1a U3M0/13Ba TaKUBa
1a00paTOpUH C LieJ rapaHTHpaHe Ha MPOBEPKaTa Ha TBBPASHOTO OT POU3BOAUTEINS
JEICTBUE U CHOTBETCTBUETO Ha m3aenuara ot kiac C ¢ npunoxumute OC, korato
CBIIECTBYBAT TaKWBa, MJIU C APYTUTE PELICHU, U30paHH OT MIPOU3BOAUTENS, 32 J1a CE

OCHUTYpH HUBO Ha O€30MMAaCHOCT U JCHCTBHE, KOETO € Hall-MaJKO €KBUBAJICHTHO.
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4. Pedepentaure madboparopun Ha EC 0TroBapsT Ha CICIHUTE KPUTCPHUU:

a)  pasmoiyaraT ¢ JI0CTaTh4€H IEPCOHAI C MOIXO/AAIIa KBUTN(HUKAINS U aIeKBaTHH
3HAHMA U OTHT B 00J1aCTTa HA METUIIMHCKUTE M3/IENINs 32 UHBUTPO TUArHOCTHKA, 32
KOWTO Ca OTIPECIICHH;

06) mnpuTexkaBaT HEOOXOAMMOTO 00OpyABaHE U peepeHTEH MaTepHall, 3a Ja U3IIbIHABAT
BB3JI0)KCHUTE UM 3a71a4H;

B)  NpUTEKaBaT HEOOXOJMMHTE 3HAHMSA 32 MEKYHAPOJIHUTE CTAaHAAPTH U Hall-100pH
NPaKTHKH;

r)  HMMaT NOJXOJSINA aJMUHUCTPATUBHA OPTaHU3ALS U CTPYKTYPa;

1)  TapaHTUpAT, Y€ TEXHUAT NepCOHaN CHOII01aBa MOBEPUTEIHOCTTA HA HH(pOpMAIHUATA
U JJaHHWTE, TTOJIy4YEHH NP U3ITBIHEHUE Ha 33a4UTe UM;

€)  OCBILIECTBSBAT JCHHOCTTA CH B MHTEPEC Ha OOIIECTBOTO M 110 HE3aBUCUM HAYWH;

)  TrapaHTUpaT, 4e IePCOHATHT UM HsIMa (PMHAHCOBH WJIM IPYTH HHTEPECH B CEKTOpa Ha
MEIUIIMHCKUTE M3/IENIUS 32 HHBUTPO TUArHOCTHKA, KOUTO OMXa IOBIUSIIN HA
HeroBaTa OE3MPHCTPACTHOCT, U Y€ TOH AEKIapupa BCEKU IPYT NPSK U KOCBEH
UHTEpeC, KOMTO MOXKE /1a UMa B IIOCOUEHUS CEKTOP, M aKTyallu3upa Ta3u JeKIaparus
IpY HACTBIIBaHE Ha ChOTBETHHUTE IIPOMEHHU.
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5. Pedepentaure madoparopun Ha EC cb3maBat Mpexa ¢ 1el1 a XapMOHU3UPAT U

KOOPJIUHHUPAT OMEXKIY CU pabOTHUTE CH METO/U BbB BPB3Ka C U3MUTBAHUATA U

oleHsaBaHeTo. ToBa KOOPpAWHHUPAHEC U XapMOHU3UPAHE BKIIIOYBA:

a)  TpWIaraHe Ha KOOPAMHUPAHU METOJH, MPOLEAYPHU U MPOIIECH,

0) TocTHraHe Ha ChIJIaCHE 32 U3IOJ3BAHETO HA €HU U CHIIU pehepeHTHU MaTepUatu U
001w 00pa3ny 3a U3MUTBAHUS M MTAHEIN 32 CEPOKOHBEPCHS;

B)  yCTaHOBSBaHE Ha OOIIM KPUTEPHH 32 OLICHSBAHE U THIKYBaHE;

r)  W3M0J3BaHe Ha OOIIM MPOTOKOJIM 32 H3MUTBAHUS M OIICHSBAaHE HA PE3YJITATUTE OT
U3MUTBAHUATA TIOCPEIACTBOM CTAHAAPTU3HPAHH U KOOPIUHUPAHH METOIH 33 OIICHKA;

) M3II0JI3BAHE HA CTAHIAPTU3UPAHU U KOOPAUHUPAHU NOKJIAIN OT U3IIUTBAHUS;

€) pa3paboTBaHe, MIpUJIaraHe U MOAIbpPKAHE HA CUCTEMA 32 MAPTHLOPCKU MTPOBEPKU;

)K) OpraHu3upaHeC Ha PCAOBHU U3IIMTBAHUSA 3a OLICHABAHC HA KAYCCTBOTO (BKJ'IIO‘-II/ITCJ'IHO
B3aWMHU MPOBEPKHU Ha KAYECTBOTO M CPABHUMOCTTA Ha PE3yJITATHTE OT
W3MUTBAHUATA);

3)  chIVIACyBaHE Ha OOIIM HACOKH, MHCTPYKIIUH, IPOIETYPHU HHCTPYKITUH WITH
CTaHIAPTHU OIEPATUBHHU IIPOLIENYPU;
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I/I) KOOPAWHHPAHE HAa BbBCKAAHCTO HA MCTOAU 3a USNUTBAHC HA HOBU TCXHOJIOTHMHU B

CBHOTBETCTBHE C HOBH miu u3MeHeHu OC;

I71) IMMPEOLCHKA HA CbBPEMCHHUTC ITOCTUXKCHUA HA 0asaTta Ha CPaBHUTCIIHU PE3YJITATU OT
H3NIUTBAHUA WA TOCPEACTBOM NOIIBJIHUTCIIHU U3IIUTBAHUS, 110 UCKAHC HA AbprKaBa

yieHka win Ha Komucusra;
6. Pedepentaure maboparopun vHa EC morar ga nony4asar ¢puHancupane ot Cpro3a.

Upes akToBe 3a m3nbaHeHne Komucusta Moxe 1a mpruema rmoapoOHHUTE IpaBuiia 3a
ycloBHsATa U pa3Mmepa Ha puHaHcupane ot Crro3a 3a pedepentHute nabopatopuu Ha EC,
KaTo B3eMa MPEIBUI IIEIIUTE 3a 3aKpUJIa Ha 3/IpaBeTO U OE30MACHOCTTA, MOAKpena Ha
HNHOBAIIMUTEC U UKOHOMHNYECCKA e(l)eKTI/IBHOCT. Te3u akTOBE 3a U3NBIIHEHUE CE npucMmar B

CBHOTBETCTBUE C MpOIielypaTa Mo pasriexaane, nmocodena B uien 107, maparpad 3.

7. Korato HOTI/I(l)I/IHI/IpaHI/I OpraHv WX AbprKaBHU YJICHKU IMOUCKAT HAYYHO WM TCXHUYCCKO
CBACHCTBUE WM HAYYHO CTaHOBHIIE OT pepepentHa nadoparopust Ha EC, € Bb3MOKHO Te
Ja TpsiOBaA J1a 3aryIaTsIT TaKCH ChITIACHO MPEIBAPUTENIHO OIpeieJIeHH MPO3payHH YCIOBHUS,
3a J1a ce MOKPHAT U3ISUI0 WM YaCTUYHO Pa3XoAHTe, U3BBPILICHU OT JabopaTtopusara mpu

U3IIBIIHEHNE Ha BB3JIOJKEHATA 3a1a4a.
8 Upes aktoBe 3a u3nbiHenne Komucusita onpenens:

a)  noapoOHH IpaBuJiia 3a YJECHSIBAHE HA MPUJIaraHeTo Ha rnaparpag 2 oT HacTOSILUs
YIEH U NOApOOHU MpaBuIia 3a OCUTYpsIBAHE Ha ChOTBETCTBUETO C KPUTEPUHUTE 11O

naparpad 4 OT HaCTOSIIIUS YIEH;
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0) cTpyKTypaTa M pa3Mepa Ha TaKCHTE 10 maparpad 7 OT HaCTOSIIHS WICH, KOUTO
Morar Jia ce croupar ot pedepentHa nabopatopus Ha EC 3a npenocTaBsHe Ha
HAYYHH CTAaHOBHIIA, KOTaTO ca KOHCYJITUPAHU OT HOTH(DUIIUPAHU OpPTraHu U
JbPYKaBUTE YWICHKH ChIIIACHO HACTOSIINS PETJIAMEHT, KaTO CE B3eMaT IPEABHI
[EJIUTE 32 3alUTa Ha YOBEIIKOTO 3/IpaBe M 0€30MacHOCT, MOJKPENa Ha MHOBAIIMHUTE

Y UKOHOMHUYECKa e(DEeKTUBHOCT.

Te3u akTOBE 32 U3N'BJIIHEHUE CE NTPUEMAT B ChOTBETCTBUE C MPOIIEypaTa Mo pa3riiexkaaHe,

nocoueHa B wieH 107, maparpad 3.

9. Pedepentaute nadoparopuun Ha EC noanexxat Ha mpoBEpKH, BKIIOUUTEIIHO MTOCELICHUs Ha
MSICTO ¥ OIUTH, U3BBPIIBAHU OT KoMucusTa ¢ ornes Ha chOII0aBaHETO HAa U3UCKBAHUATA
10 HACTOSIIUS PErJIaMeHT. AKO IIPU Te€3H NMPOBEPKH CE YCTAHOBH, Ye pedepeHTHA
naboparopus Ha EC He oTroBapsi Ha U3UCKBaHUATA, IPUIOKUMH KbM 3a/1a4UTE, 32 KOUTO €
OIIpeJIeNIeHa, Ype3 akTOBE 3a u3lbiiHeHHe KomucusTa npeanprueMa HeoOX0JUMHUTE MEPKH,

BKIIFOYUTCIIHO OIrpaHUYaBaHE, CIIMPAHC Ha HeﬁCTBHeTO WJIN OTTCIJIAHE Ha MaHJJaTa.

10. Unen 107, maparpa¢ 1 ot Pernament (EC) 2017/..." ce npunara 3a nepconana Ha

pedepentHuTe Maboparopun Ha EC.

* OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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Ynen 101

Pecucmpu na uzoenusma u 6asu danHu

Komucusra u 1pp>kaBUTe WICHKH MpeanpueMaT Heo0X0IMMUTE MEPKH 32 HacChpuaBaHe Ha
Ch3/1aBaHETO HA PETUCTPH U 0a3M JaHHU 32 KOHKPETHU THIIOBE M3/1€JHs, KaTO yCTaHOBABAT 00U
MIPUHIUIHN 32 ChbOMpaHe Ha chliocTaBuMa HH(popMarus. Te3u peructpu u 6a3u TaHHHU JOMPUHACT

3a HC3aBHUCHUMaATa OLICHKA Ha ABJroCpoyHaTa 0€30IaCHOCT U JICHCTBUE HA U3JICIUATA.

I'nasa IX

IHoBepurteJHOCT, 3alIUTA HA JAHHUTE, (PUHAHCUPAHE U CAHKIUU

Ynen 102

Ilosepumennocm

1. OcBeH KOraTo € MpeaBUJICHO JAPYTO B HACTOSIIHS perjaMeHT U 0e3 /1a ce 3acsrat
JeiicTBaIlMTE HAIIMOHAIHU pa3nopeady U MPaKTUKH B IbP>KABUTE YJICHKA OTHOCHO
MOBEPUTETHOCTTA, BCHUKH CyOEKTH, yUacTBAIIH B MIPUJIAraHETO HA HACTOSIINS PETJIaMeHT,
chOI0IaBaT MOBEPUTEITHOCTTA HA HH(OPMAIIHSITA U JAHHUTE, TIOTYYSHH MPU U3IMTBIIHEHUE

Ha TCXHUTEC 3aaa4H, C OIJIC/ 3alllMTaTra Ha:

a) JIMIHHATE TaHHHU B CHOTBETCTBHE ¢ wieH 103;
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0) mnoBepurenaHaTa MH(OPMALKS C TBPrOBCKH XapaKTep U ThbPrOBCKUTE TailHU Ha
(U3NYECKUTE UIIH FOPUANYECKUTE JINIA, BKIIFOYUTEIHO MpaBaTa Ha MHTEJIEKTyallHa

CO6CTBGHOCT, OCBCH aKO pa3sKpHBAHCTO HC € B O6IJ_ICCTB6H HHTCPEC,

B) e(i)eKTI/IBHOTO IpujiaraHe Ha HaCTOAMIUA PECIIIaMCHT, ITO-KOHKPETHO IIPU ITPOBEPKUTE,

pasCiIcABaHUuATa UJIN OOUTHUTC.

2. be3 na ce 3acsra maparpad 1, oOMeHeHaTa P YCIOBHS Ha TOBEPUTEITHOCT HH(POPMAITHS
MCKAY KOMIICTCHTHUTC OPraHu U MCKAY KOMIICTCHTHUTC OpraHy U KOMI/ICI/IHTa, HEC CC

paskpuBa 0e3 MpeABAPUTEITHOTO ChIVIACKE HA OpTaHa, KOHUTO S MPEIOCTaBs.

3. [Maparpadwu 1 u 2 He 3acsraT nMpaBaTa u 3abDKeHUsATa Ha KoMucusra, 1ppKkaBUTe YICHKH
Y HOTU(QHIMPAHUTE OPraHy M0 OTHOILIEHHE HAa OOMEHa Ha HHpopManus U
PasnpoCTpaHsIBaHETO HA NMPEIYNPEKICHHS, HUTO 3aIbJDKCHUATA HA CHOTBETHUTE JIUIIA 32

IpeAcTaBsHe Ha HH(OpMANKs ChITIACHO HAKAa3aTEIHOTO MPaBo.

4. Komucusita u 1bpkaBuTe 4I€HKHA MOTraT J1a 0OMEHST OBEepUTEIHa HHpOpMaLus C
peryiaTopHUTE OPraHU Ha TPETHU AbPKaBH, C KOUTO ca CKJIIOUMIH IBYCTPAaHHU WIIN

MHOTI'OCTPAHHHU CIIOPA3yMCHHA OTHOCHO ITIOBCPUTCIIHOCTTA.
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Ynen 103

3awuma na oannume

JbpxaBute wieHku npunarat Jupektusa 95/46/EO no oTHomeHne Ha 00pabOTBaHETO HA

JINYHU JAaHHU, U3BBPIIBAHO B IbPIKABUTEC YJICHKU CHITIACHO HACTOAIIHNA PCTIIAMCHT.

ITo oTHOmICHNE HA TMYHUTE JaHHH, KOUTO Komucusra O6p&60TBa CBhIJIACHO HACTOAIIMA

pernmamenT, ce npuiara Peritament (EO) Ne 45/2001.

Ynen 104

Hauucnseane na maxcu

HaCTOHH_II/IHT PEriIaMCHT HE 3acCiara Bb3MOKHOCTTA AbPIKABUTC YICHKHU Ja HAYUCIABAT
TaKCH 3a I[eleOCTPITe MO0 HAaCTOAIIUSA PCTIIAMCHT, IIPHU YCJIOBUEC Y€ pasMCPBHT HA TAKCUTC €
OIMPCACIICH IO IMMPO3pavYCH HAYUH U Bb3 OCHOBA HA NPUHIOUIIUTC 3a IOKPUBAHC HA

pasxomure.

JbpxaBute wieHku nHGopmupat KomucusTa u octaHaanTe IbpKaBu YICHKU Hail-MaIko
TpH Mecella peIu 1a mpueMar CTpyKTypaTa U pazMepa Ha Takcute. CTpykTypara u

PasMEPBT Ha TAKCUTE CC OIMOBCCTABAT IIPU ITOUCKBAHC.
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Ynen 105

QuHaHcupare Ha OeUHOCU NO OnpedeisiHemo U HabIIOOeHUemo Ha HOMUGUYUPaHU OpeaHU

Pa3xonure, cBbp3aHU ¢ AEMHOCTUTE 3a CbBMECTHA OLIEHSIBAaHE, ce MOKpuBaT oT Komucusra. Upes
aKTOBE 3a M3NbJIHeHNEe KomucusTa onpenens pazMepa U CTpyKTypara Ha IMOJIeKAIIUTE Ha
BBH3CTAaHOBSIBAHE PA3XOH U JAPYTUTE HEOOXOIMMH MpaBHia 3a Mpuiarane. Te3u akToBe 3a
U3ITBJIHEHHE C€ IPUEMAT B CbOTBETCTBUE C MPOLIeypaTa 1o pas3riexiaHe, nocoyeHa B uieH 107,

naparpad 3.

Ynen 106

Canxyuu

JIbp>KaBUTE YIIEHKM yCTAHOBSIBAT CUCTEMA OT CAHKLWH, PUIIOKUMH [IPHU HAPYILLICHUE HA
pa3nopen0u Ha HACTOSALIMS PETIaMEHT, U B3eMaT BCUUKH MEPKH, HEOOXOAUMU 32 OCUTYpsIBaHE Ha
npunaradero uM. CaHkuuTe TpsOBa 1a ObaaT ePeKTHBHU, ChPa3MEpHH U Bh3NHUpAIIn. JbpxaBuTe
wieHKH HoTuduiupat Ha KoMmucusra Ta3u cucremMa OT CaHKIIMU U MEPKH 10 ... [3 Mecena mpenu
HayaJlHaTa JlaTa Ha MpUJIaraHe Ha HACTOSIIUS PETJIAMEHT |, BKIIOUUTETHO U 1 HOTU(ULUpAT

He3a0aBHO 3a BCAKO nociaeaBanio NSMCHCHHEC, KOCTO I'd 3aciAra.
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I'maBa X

3akiIr0uUMTeIHM pa3nopeaoun

Ynen 107

IIpoyedypa na komumem

1. Komucusra ce noanomara ot KoMurera no MeIMIIMHCKUTE U3ACTINS, Ch3AaJCH ChITIACHO

uyen 114 ot Pernament (EC) 2017/...". T0o3u KOMHTET € KOMUTET 110 CMHUCHJIA HA

Pernament (EC) Ne 182/2011.

2. IIpu no3oBaBaHe Ha HacTosUs naparpad ce npunara wieH 4 ot Pernament (EC)

Ne 182/2011.

3. [Ipu no3oBaBane Ha HacTosuUs maparpad ce npunara wieH 5 ot Pernament (EC)

Ne 182/2011.

4. Koraro komuTeTsT He najie craHoBulle, KoMmucusara He mpremMa MpoeKkTa Ha akT 3a
M3MBJIHCHHE U Ce TIpuiara WwieH 5, maparpad 4, tpeta anmunes ot Permament (EC)

Ne 182/2011.

5. [Ipu no3oBaBane Ha HacTosus naparpad ce npunara wieH § ot Pernament (EC)

Ne 182/2011 BBB BpB3Ka ¢ 4jieH 4 UM 5 OT HETO, B 3aBUCUMOCT OT CITyyasi.

* OB: Mo BbBEZIETE CEepUilHUA HOMEp Ha perjamMenTa ot Jok. st 10728/16.
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Ynen 108

VYnpaoicnaeane na oenecuparemo

HpaBOMOH_II/ICTO Ja nnpuemMa ACJICTUPaHU aKTOBE CC IIPEAOCTAaBA Ha Komucusra npu

CIIa3BAHC HA MPCABUACHUTC B HACTOAIUA YJICH YCIIOBUS.

[IpaBomomireTo na npreMa JejaerupaH akToBe, mocoueHo B wieH 10, maparpad 4, wieHn
17, maparpad 4, wien 24, maparpad 10, unen 51, maparpad 6 u unen 66, maparpad 8, ce
npenoctass Ha KoMmucusra 3a Cpok OT NeT TOAUMHM, CYMTAHO OT ... [/laTaTa Ha BIM3aHE B
CHJIa Ha HacTosus periaament|. Komucusta u3roTss 10Kj1a] OTHOCHO AEJIETMPaHeTo Ha
MIPABOMOUIMSL HE TMO-KBbCHO OT JIEBET Mecella NPey N3THYAHETO Ha METTOAUIIHHUS CPOK.
JlenerupaHeTo Ha MPaBOMOIIHS ¢€ TMPOIbIKABA MBJIYAMBO 32 CPOKOBE C €IHAKBA
MIPOABIDKUTEITHOCT, OCBEH ako EBporneickusT napaamenT win ChbBETHT HE Bb3Pa3ST
cpely MoA00HO IpoAbKaBaHe HE MO-KbCHO OT TPU Mecela MPeAN U3TUYAHETO Ha BCEKU

CPOK.

JlenerupaneTo Ha MpaBOMOIIHS, TOco4YeHO B wieH 10, maparpad 4, unen 17, maparpad 4,
uneH 24, maparpad 10, unen 51, naparpad 6 u unen 66, naparpad 8, moxe na 6b1e
OTTEIJIEHO I10 BCSAKO BpeMe oT EBponeiickus napinameHnTt uin oT CbBeta. C peleHneTo 3a
OTTEIJIIHE CE MPEKPaTsIBa IOCOYEHOTO B HETO JIeJIETUpaHe Ha TpaBoMoIIusl. OTTETISHETO
nopakJa JIeHCTBHE B IEHS clie/1 MyONIMKyBaHEeTO Ha penieHneTo B Oguyuanien 6ecmuuk Ha
Eeponetickus cvr03 1y Ha O-KbCHA J1aTa, IOCOYEHA B pelieHneTo. To He 3acsara

JEUCTBUTEIIHOCTTA HA ACJICTUPAHUTEC aKTOBC, KOUTO BCYC Ca B CHUJIA.
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4. [Ipenu npuemanero Ha fenerupad akT Komucusra ce KOHCYJITHpa C €KCIEPTH,
OIIpEJICJIEHH OT BCSIKA IbpPKaBa WICHKA, B CbOTBETCTBUE C IPUHLIUIIUTE, 3aJIETHAIIH B
MexXIyuHCTUTYIUOHATTHOTO criopazyMmenue ot 13 ampun 2016 r. 3a mo-m100po

3aKOHOTBOPYCCTBO.

5. Bennara cnen kato nmpueme nenerupat akt, Komucusita Hotuuimpa akra eJHOBPEMEHHO

Ha EBponeiickus napiaameHT u Ha CbBeTa.

6. Jlenerupan akt, npuet cbriacHo wieH 10, naparpad 4, unen 17, naparpad 4, unen 24,
naparpad 10, unen 51, maparpad 6 u unen 66, maparpad 8, BIu3a B CHJIa €TUHCTBEHO aKO
HuTO EBponelickusaT napnameHt, HUTO CbBETHT ca MPEACTAaBUIIN Bb3PAXKEHUS B CPOK OT
TpU Mecela cliel HoTU(UIpaHeTo Ha akTa Ha EBponelickus mapnamenT u Ha ChBeTa, WK
aKo Mpeau U3THYAHETO HA TO3M CpoK U EBponelickusir napaameHT, 1 CbBETHT ca
YBCAOMUIIN KOMI/ICI/IHTa, 4c HAMA Ja NPEACTABAT Bb3PaKCHU. ITocouenusT CpOK CC

yIbJbKaBa ¢ TpU Mecella o MHUIMaTuBa Ha EBponeiickus nmapiaaMeHT win Ha CbBeTa.
Ynen 109
Omoennu denecupanu axmose 3a pasiudHume 0eiecupanu NPasoMOouUs.

Komucusra nmpueMa OTACIICH ACJICTUPAH aKT BbB BPb3Ka C BCAKO IMPAaBOMOIIUEC, KOCTO He

ACJICTUPAHO CHIIACHO HACTOAIIUA PCTIIaMCHT.
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Ynen 110
IIpexoonu paznopeoou

Or ... [HayanHaTa JaTa Ha MpUJIaraHe Ha HACTOSILIUS PErjlaMeHT]| Besika Iy OIuKaius Ha
HOTU(UKAIUA BbB Bpb3Ka ¢ HOTU(UIMpaH opraH cbriaacHo {upextusa 98/79/EO craBa

HEBaJIXJIHA.

Ceprudukarure, n3gaaeHu OT HOTUUIIPAHH opranu cbriiacHo upexTtuBa 98/79/EO
Mpeau ... [J1aTaTa Ha BIM3aHE B CHJIA Ha HACTOSIIUS PETIIAMEHT |, ca BAJIMIHU JIO U3TUYAHE
Ha CpPOKa, IOCOYEH B CHOTBETHHS CEPTH(UKAT, C U3KITIOYCHUE HA CEPTHPUKATUTE,
W3NaJieHu B chOoTBEeTCTBHE ¢ puiokenue VI koM upektusa 98/79/EO, kouTo craBat
HEBAJIUJIHU HAal-KbCHO HA ... [JIBE TOAUHU CJIe]l HaYaJHaTa J1aTa Ha MpUIaraie Ha

HACTOSIUS PETJIAMEHT|.

CepTudukatute, U31aeHN OT HOTUDUITUPAHH OpraHu chriacHo upekruBa 98/79/EO
cliel ... [1aTara Ha BJIM3aHE B CHJIA HA HACTOSIIIHS PETJIAMEHT|, CTaBaT HEBAJIHM/IHH Ha ...

[1Be romMHM cief naTtaTa Ha MpHIaraHe Ha HACTOSIIIHS PEeTIaMeHT].
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3. Upes peporanust OT YiCH 5 OT HACTOSIINS PETJIAMEHT, U3AEIHe, CEPTUPHUKATHT 32 KOETO €
n3naneH B cboTBeTcTBHE ¢ JupextuBa 98/79/EO u KOWTO € BanuaeH ChriiacHO naparpad 2
OT HACTOSIIIUS YWICH, MOXeE Jla ObJIe IyCHATO Ha Ta3apa WM IyCHATO B JCHCTBUE CaAMO
aKO — CYMTAHO OT Ha4yallHATa JaTa Ha MpHIaraHe Ha HACTOSIIUS PErJaMEeHT —
npoabIKaBa Ja CbOTBETCTBA HA U3BUCKBAHUATA HA IMTOCOUCHATA JUPCKTUBA U aKO HAMA
SHAYUTCIIHH MMPOMCHH B MMPOCKTA UJIU MMPECAHAZHAYCHUCTO MY. BT)HPGKI/I TOBA U3UCKBaHUATA
Ha HACTOAIIMS PETIIAMEHT, CBbP3aHHU C HaJ30pa cjell IyCcKaHe Ha Ia3apa, HaJ3opa Ha
nazapa, mpocjeIsIBaHeTO Ha O0€30MacHOCTTA, PErUCTPALNATA HA MKOHOMHUYECKUTE
OIIEPaTOPH M HA M3JICIHATA, CEe IPUIaraT BMECTO ChOTBETCTBAIIIMTE MM U3UCKBAaHUS HA

mocovuCHaTa IUPCKTHUBA.

be3 na ce 3acarar riasa [V u naparpad 1 ot HacTosmys wieH, HOTU()UIUPAHUSAT OpraH,
u3zai cepTUQuUKaTa o IbpBa aluHEs, IPOIbJKaBa 1a OTTOBaps 3a YIPaKHABAHETO Ha
MOAXOIAI] HA[30P 10 OTHOIIEHNE HA BCUYKH ITPWJIOKUMH U3UCKBAHUS, OTHACSIIHN €€ 10

cepTu(UIUPaHOTO OT HETO U3/IEIHE.

4. 3aKOHHO IyCHATUTE Ha Ma3apa u3zaenus ceriaacHo Jupexrusa 98/79/EO npenu ...
[HayanHaTa 1aTa Ha MPUJIATaHE HA HACTOSILUS PETVIAMEHT| ¥ U3/1€IUsl, KOUTO ca IyCHAaTH
Ha a3apa OT [HayaJlHaTa JlaTa Ha IIpujlaraHe Ha HaCTOAIIMS PErVIaMEHT| Bb3 OCHOBA Ha
cepTuduKaT 1o naparpad 2, BTOpa aluHes: OT HACTOSIIHS YWICH, MOTaT J1a TIPOIBJDKAT 1
ce MpeloCTaBAT Ha Ia3apa W J1a ce ITycKatT B AEHCTBHUE 3a CPOK JO ... [TpU T'OAUHU CIe

HavaJIHAaTa AaTa Ha INpruJiarane Ha HaACTOSAIINA pernaMeHT].
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5. Upes neporanus ot JupektuBa 98/79/EO, u3nenusata, KOUTO OTTOBAPST HA U3UCKBAHUATA
Ha HACTOSIIMS PETIIAMEHT, MOTaT Jia ce IyCKaT Ha Ma3apa npejn... [HaJaaHaTa J1aTa Ha

InpujlaraHe Ha HaCTOAIIUS pernaMeHT].

6. Upes neporauus ot Jupexrusa 98/79/EO opranute 3a olieHsIBaHE Ha ChOTBETCTBUETO,
KOHUTO ca ChOOpa3eHH C HACTOSILUS PeriiaMeHT, MOTaT J1a ObAaT ONpeeNIIHU |
HOTU(GULMPAHU NPEIH ... [HaYaJHaTa JjaTa Ha [IpUJlaraHe Ha HACTOSALIUS PErJIaMeHT).
Hotuduuupanure opranu, KOUTO ca ONPEAEICHN U HOTU(ULIUPAHU ChITIACHO HACTOSIIUS
pEriIaMeHT, MoraT Jia POBEX/1aT MPOLEAYPHUTE 3a OLIEHSIBaHE HAa CbOTBETCTBHETO 110
HACTOSIIMS PETJIAMEHT U J1a U3/1aBaT CepTHU(PUKATH ChIVIACHO HACTOSILUS PErjiaMeHT Ipeau

... [HayasHaTa nata Ha MpuUIaraHe Ha HACTOSIILUS PETJIAMEHT|.

7. 1o oTHOWIEHNE HA U3ENMATA, 32 KOUTO C€ IpUJIaraT NpoLeaypHUTe, IOCOUEHU B WIEH 48,
naparpadu 3 u 4, naparpad 5 oT HACTOSIIUS YWICH Ce MPHJIara, Mpu yCIOBHE Ye ca
HarnpaBeHH HeoOxoaumuTe HasHaueHusi B KI'MU u excriepTHUTE TpyIu U ca ONPeCIICHH

pedepentnu nabopatopuu Ha EC.

8. Upes neporanus ot wieHd 10 u unen 12, maparpad 1, 6yksu a) u 6) ot Jlupextua
98/79/EQ, 3a npou3BOAUTENUTE, YITBIHOMOIICHUTE MIPEICTABUTEH, BHOCUTEIUTE U
HOTU(UIIMPAHUTE OPTaHU, KOUTO Tpe3 Nepro/ia, 3aroyuBall Ha MO-KbCHATa OT JaTHTE,
nmocodeHu B wieH 113, maparpad 3, OykBa ¢), 1 npukirodBani 18 mMecena mo-KsCHO,
OTrOBapsT HAa U3UCKBAaHUATA 11O WieH 27, naparpad 3, wien 28, maparpad 1 u unen 51,
naparpad 5 oT HaCTOSIILUS PErJaMeHT, Ce CUNTa, Ye Crla3BaT 3aKOHOBUTE U MOA3aKOHOBUTE
aKTOBE, MPUETH OT IbP>KaBUTE WICHKU chriaacHo wieH 10 u unen 12, maparpad 1, OykBu a)

u 0) ot Jupexrusa 98/79/EO, xakto e nocodyeno B Pemenne 2010/227/EC.
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9. PaBPGHIeHI/IHTa, N3JaACHHU OT KOMIICTCHTHUTC OPraHd Ha AbPiKaBUTC YJICHKH ChITIACHO
e 9, maparpad 12 ot Jupekrura 98/79/EO, octaBat BaJIMIHU 32 CpOKa, ONIPEICTICH B

pa3peLIeHueTo.

10. JHokaro KomucusTa He onpezieny u3aaBanure cyOeKTH B ChOTBETCTBUE C UJicH 24,

naparpa¢ 2, GS1, HIBCC u ICCBBA ce cuuTar 3a ornpeeneHu u31aBamy cyOeKTH.

Ynen 111

Ouyenxa

o ... [meT roguHu cie HayajgHaTa JaTa Ha Mpujiarane Ha HacTosiuud periaMent] Komucusra
OLICHSBA MPUJIATAaHETO Ha HACTOSIIMS PETJIAMEHT U U3TOTBSI TOKJIA/l 32 OIICHKa Ha HalpeIbKa Mo
OTHOIICHUEC HA ITOCTUIaHCTO HA HCTOBUTC LICJINM, BKIIFOYBAII] OLICHABAHEC Ha peCprI/ITe, HGO6XO,Z[I/IMI/I
3a HpI/IHaI‘aHCTO Ha HACTOAIIUA pQFHaMeHT. CHGLII/IaJIHO BHHUMAHHUC CEC O6p’bH_Ia Ha HpOCHeI[I/IMOCTTa
Ha U3/IENNATa Ype3 ChXpaHEeHHe B chOTBETCTBHE ¢ wieH 24 Ha UDI ot nukoHOMHUecKUTE onepaTopu,
Je4eOHNUTE 3aBEJICHUS U 3IpaBHUATE criennanucTy. OneHKaTa BKII0UBA U MPeErJie] Ha ACHCTBUETO Ha

el 4.
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Ynen 112

Ommsna

bes na ce 3acsra unen 110, maparpadu 3 u 4 OT HACTOSIIUS PETIIAMEHT, 3abJKCHHUSTA Ha

ABPIKABUTE YIICHKH U IPOU3BOJUTCIINTC BbB BPb3Ka C IIPOCIICASIBAHCTO Ha 0e30macHOCTTa U

3aABJLKCHUATA Ha TPOU3BOAUTCIUTC BbB BPB3Ka C IPCAOCTABAHCTO HAa JOKYMCHTAUA CBhINIAaCHO

HupexTtuBa 98/79/EO , mocoueHara AUPEKTHBA C€ OTMEHS, CIMTAHO OT ... [HaJaJ HaTa J1aTa Ha

InpujiaraHe Ha HaCTOAIIUSA pernaMeHT], C U3KJIIOYCHUC HA:

a)

6)

ynned 11, unen 12, maparpad 1, OykBa B) u wieH 12, maparpadu 2 u 3 ot Jlupextuna
98/79/EO, kakTo U 3aAbKEHUATA, CBbP3aHH C PErHCTpaLUATa Ha U3CTUATA U Ha
MKOHOMHUYECKUTE ONepaTOpH, U YBEAOMIICHUATA 32 CEPTUPHUKATUTE, IPEIBUICHU B
CBHOTBETHUTE MPHIIOKEHHSI, KOUTO CE OTMEHST, CYUTAHO OT MO-KbCHATA OT JaTHTE,
nocoueHu B wieH 113, maparpad 2 u unen 113, maparpad 3, OykBa €) OT HACTOSAIIHS

periameHT, u

e 10 u unen 12, maparpad 1, OykBu a) u 6) ot Jupextusa 98/79/EO, xakTo u
3abJDKCHUATA, CBBP3aHU C PETHCTPAIUATA HA H3JENUATAa M HA HNKOHOMHYECKHTE
OTIEpaTOpH, U YBEOMJICHUATA 32 CEPTU(DUKATUTE, IPEABUICHH B CHOTBETHUTE
MIPUIIOKEHHUS, KOUTO C€ OTMEHST, CYUUTaHO OT 18 Mecema cief| mo-KbcHaTa OT AaTUTe,
nocoueHu B wieH 113, maparpad 2 u unen 113, maparpad 3, OykBa €) OT HACTOSAIIHS

periaMeHT.
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[1o oTHOWIEHNE HA U3ENMATa, TocodeHu B wieH 110, maparpagu 3 u 4, Jlupextuna
98/79/EC nponbmkaBa Aa ce mpujara Jio ... [Tpu TOJAWHHM CJie]] HadajiHaTa gaTa Ha
MpUJIaraHe Ha HACTOSIIMS PEryiaMeHT] 10 CTeNeHTa, HeoOXoIMMa 3a IpUIaraHeTo Ha

MocoveHuTe naparpagu.

Pemenune 2010/227/EC, npueto B usnbineHue Ha nupektusu 90/385/ENO, 93/42/EVO u
98/79/EQ, ce oTMeHS, CYUTAHO OT MO-KbCHATA OT JaTHTE, TOCOYCHHU B WwieH 113, maparpad

2 u unen 113, maparpad 3, OykBa €) OT HaCTOSLIUS PErJIaMEHT.

ITo30BaBaHuATa HA OTMEHEHATa TUPEKTUBA CE CYMTAT 3a 1030BABAHUS HA HACTOSIINSA

pErjaaMeHT U ce yeTaT cboOpa3Ho TabiuaTa Ha CbOTBETCTBUETO B MpHIIokeHHe XV.
Ynen 113

Bnuzane 6 cuna u oama na npunacane

1. HaCTOHHII/IHT PEriIaMCHT BJIM3a B CHJIa HA ABAJICCCTHA ACH CJIC/ HY6J'II/IKYBaHeTO MYy B

Oduyuanen secmuux na Eeponeiickus cvro3.

2. Toit ce mpuiara ot ... [IE€T TOAMHU CJIEJ AaTaTa Ha BJIW3aHE B CUJIa HA HACTOSALLIUS
peryiamMeHr|.
3. Upes neporanus ot nmaparpad 2:

a)  uneH 27, maparpa¢ 3 u unen 51, maparpad 5 ce mpunarar or ... [18 mecena cien
HavaJlHaTa JlaTa Ha MpUJIaraHe Ha HACTOSIINS PErJIaMeHT, TIOcoYeHa B maparpad 2 ot

HACTOSIIHS YICH];
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6)

1)

yieHoBe 31—46 u uieH 96 ce nmpumnarar oT ... [IIECT Mecella cJie JaTaTa Ha BIM3aHe
B CHJIa Ha HACTOSIIMUS perjiaMeHT]. Berpeku ToBa, OT mocovyeHara ata Jo ...
[HauanHaTa aTa HA MPWJIATaHE HAa HACTOSIINS PETJIAMEHT | 3aIbJDKCHHSITA Ha
HOTU(UIMPAHUTE OPTaHU ChITIACHO WieHOBe 31—46 ce mpuiaraT caMo 3a OpraHuTe,

KOHUTO ca MOJAaJIM 3asBJICHUE 3a ONpEAeIIsIHE ChIIacHO WieH 34;

jieH 97 ce nmpuiaara oT ... [I[BaHaILGCGT MEC€la CJIEA JaTaTa Ha BJIM3aHC B CHUJIa Ha

HACTOSIIINS PETIaMEHT];

yyeH 100 ce mpusara ot ... [ 18 Mecena npean HayaiHaTa AaTa Ha MpUjlaraHe Ha

HaCTOAIIUA pernaMeHT] )

3a u3genusTa ot kinac D unen 24, maparpad 4 ce npuiara ot ... [II€CT TOJUHHU CIIe]
JaTaTa Ha BIM3aHE B CHJIA HA HACTOSIIUS PETJIaMeHT|. 3a u3aenusra ot kiac B u
kiac C unen 24, naparpad 4 ce npuiara oT ... [0ceM TOJAWHH CJIe]] AaTaTa Ha BIIM3aHe
B CHJIa HA HACTOSIIUS peryiaMeHT]. 3a u3aenusaTa ot kiac A wieH 24, maparpad 4 ce
npujiara oT ... [JIeceT rOJMHU CJIe]] laTaTa Ha BIM3aHe B CHJIa HA HACTOSIIIHS

peryiamMeHr].
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e)  0e3 ma ce 3acsrat 3aabpipDKeHusaTa Ha Komucusita ceriacHo uineH 34 ot Pernmament
(EC) 2017/...%, xorato nopaau o6CTOATEICTBA, KOUTO HE € MOTJIO Pa3syMHO JIa CE
MpEeABUAAT MpU pa3pabOTBaHETO HA IJIaHa, TOcoYeH B wieH 34, maparpad 1 ot
nocoueHus pernament, Eudamed He ¢pyHKIIMOHUpPA MBIHOIIEHHO KBM... [[I€T TOJUHU
CJell AaTara Ha BIIM3aHE B CHJIa HAa HACTOAIIUS PETJIAMEHT |, 3aIbKEHUATA U
M3HUCKBaHUATA, KOUTO ce oTHAcAT 10 Eudamed , ce mpunarar ot marara,
CHOTBETCTBAIIA HA CPOK OT IIECT MEcela CIe/l Aarara Ha MmyOJIMKyBaHETO Ha
CHOOIIEHNETO, TOCOYEHO B WiieH 34, nmaparpad 3 oT MOCOYEHUS PEryiaMeHT.

Pasmopenoure 1mo npeaxoaHOTO U3PEUYCHHE Ca, KAaKTO CJIC/IBa:

4JieH 26

- jieH 28,

- qjieH 29,

- yieH 36, maparpad 2, BTOpo u3peueHue,
— wien 38, maparpad 10,

— yieH 39, maparpad 2,

— uneH 40, maparpad 12, BTopa anuHes,

— uneH 42, maparpad 7, OykBu T) U 1),

* OB: Mo BbBeZIeTE CEepUilHUS HOMEp Ha perjamMeHTa ot J1ok. st 10728/16.
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— uieH 49, maparpad 2,

— yieH 50, maparpad 1,

- yjieHoBe 66 — 73,

— uneH 74, maparpadu 1—13,

- yyeHose 75 — 77,

— ieH 81, maparpad 2,

- yjieHoBe 82 u 83,

— u wieH 84, naparpadu 5 u 7, wien 84, maparpad 8, Tpera anuHes,
- qjieH 85,

— wieH 88, maparpagu 4, 7 u 8,

— wieH 90, naparpadu 2 u 4,

— wieH 92, maparpad 2, mocieHo U3peueHue,
— e 94, maparpad 4,

- yned 110, maparpad 3, mbpBa anuHes, BTOPO U3pEUEHUE.
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Hokaro Eudamed He ctaHe HambJIHO (DYHKIIMOHAITHA, CHOTBETHUTE Pa3Nnopeon OT
HupextuBu 98/79/EO npoabmxaBart fa ce mpujarart ¢ orjie]] M3IbIHEHUETO Ha
3aIBJDKEHUSATA, IPEABUACHU B Pa3nopea0UTe OT CIUCHKA 110 TbpBa aMHEs OT
HacTosAaTa OykBa, B o0nacTra Ha oOMeHa Ha uHGopMaIus, BKIIOYUTETHO TMO-
CIICIIHAJIHO HH(bOpMaL[I/ISI OTHOCHO U3IINUTBAHUATA Ha I[GflCTBHGTO, JOKJIaABAHCTO BHB
BpB3Ka C MPOCICASIBAHETO Ha 0€30MaCHOCTTA, PETUCTpAIUATa HA U3/IETUITA U Ha

HKOHOMHUYCCKHUTEC OIICPAaTOPU U YBCIOMIICHHUATA 3a CepTHq)HKaTHTe.

k) Ilpouenypara mo wien 74 ce nmpuiara, CHUTaHO OT ... [JI€CET TOJAMHM CIIe]] AaTaTa Ha

BJIM3aHE B CHJIa Ha HACTOSILUS perjaMeHT], 6e3 fa ce 3acdara wieH 74, naparpag 14;

3)  uned 110, maparpa¢ 10 ce mpuiara, CYUTaHO OT ... [JABE TOAMHU CII/ JaTaTa Ha

BJIN3aHC B CHJIa HAa HACTOAIIUA peFHaMCHT].

HaCTOHHII/IHT PErIIaMCHT € 3aABJIKUTCIICH B CBOATA LAJIOCT U CC ITpUjiara nNpsaKO BbB BCUYKU

ABPIKABU YJICHKH.

CbCTaBeHO B ... Ha

3a Eseponetickus napiamenm 3a Cveema
Ilpeoceoamen Ilpeoceoamen
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I[MTPUJIOXXEHUA

I OO01mM N3UCKBaHUA 32 0€30IIaCHOCT U IEHCTBUE

II TexHuuecka JOKyMeHTalus

I1I TexHuuecka JOKyMEHTalMs 3a HaJ30pa cilel IyCKaHe Ha Ias3apa

v EC nexnapanus 3a CbOTBETCTBUE

A% MapxkupoBka 3a cpotBercTBue ,,CE*

VI Nudopmanus, KosATO ce IpeCTaBs MPU PETUCTPALINATA Ha H3/ICTUATAa 1 HKOHOMHUYECKHUTE
OTIEPaTOPH B CHOTBETCTBHE C ujieH 26, maparpad 3 u uieH 28, OCHOBHH JJaHHU, KOUTO CE€
npenocTaBsaT Ha 6a3ata nannu 3a UDI 3aenno ¢ UDI-DI B choTBeTCTBHE C UlieHOBE 25 U
26, u cuctema 3a UDI

VII W3uckBanus, Ha KOUTO TPsiOBa a OTrOBAPST HOTU(UIIUPAHUTE OPTaHU

VIII [IpaBuina 3a knacudukanus

IX OrueHsiBaHe Ha ChOTBETCTBUETO Bb3 OCHOBA HA CUCTEMA 3a YIIPABJICHHUE HAa KAY€CTBOTO U
OIICHSABAaHE HA TEXHUYECKATA TOKYMEHTAIIHS
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X OHGH?[BaHe Ha CbOTBECTCTBHUCTO B3 OCHOBA HA U3CJICABAHC HA THUIIA

XI OnensBaHe Ha CHOTBETCTBUETO Bb3 OCHOBA HA OCUTYPsSIBAHE HA KAYECTBOTO HA
IIPOU3BOJCTBOTO
XII Ceprtudukaty, n3gaBaHu oT HOTUGUIMPAH OpraH

XIII OueHka Ha IeMCTBUETO, U3MUTBAHUS HAa JEUCTBUETO U NPOCIEAsIBaHE HA JEHCTBUETO ClIE]

ITyCKaHC Ha Ima3apa

X1V HNHTEpBEHIIMOHAIHN U3MUTBAHUS HA KIMHUYHOTO JI€MCTBUE M HIKOU IPYTH U3MUTBAHUS Ha

JIIEUCTBUETO
XV Tabauia Ha CbOTBETCTBUETO
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HPUJIOKEHUE 1

OBILU U3UCKBAHNS 3A BE3OITACHOCT U JIEUCTBUE

I'nasa I.

OO0 N3NCKBaHNA

1. W3nenusata uMaT 1eHCTBUETO, IPEABUIEHO OT TEXHUS IPOU3BOAUTEIN, U C€ IPOEKTUPAT U
MIPOU3BEXK/IAT TaKa, ue MPU HOPMaJIHU YCIOBUS Ha ynoTpeda Jja ca MOAXO AN 32
npegHa3HaueHneTo cu. Te ca 6e30macHu U epeKTUBHU U HE 3aCTpalllaBaT KIMHUYHOTO
CBCTOSIHHE MIN 0€30I1aCHOCTTA Ha NanuCHTUTEC UIN 0€30I1aCHOCTTa U 3ApaBCTO Ha
HOTpe6I/IT€J'II/ITe HJIK, KOraTo € NpPUJIOKNMO, Ha APpYyTH JUla, IIpH YCIIOBUC Y€ BCCKU CAUH
PHUCK, KOITO MOKeE 1a ce CBBbPIKE C yrnoTpedara UM, NpecTaBiisiBa MPUEMIIUB PUCK,
MIPELIEHEH CIPAMO MOJI3UTE 3a MALMEHTa, U Y€ CAaMHUTE U3/EUs OTTOBapsAT Ha BUCOKO HUBO
Ha 3aKpuJjia Ha 37paBeTo M 0€30MacHOCTTa, KaTO C€ OTYUTA OOLIONPUETUTE Hall-HOBH

Hay4YHH JOCTHUIKCHUS.

2. I/I3I/ICKBaHCTO, NpEeABUACHO B HACTOAIIOTO NPUIIOKCHHUEC C LICIT HaMaJIIBaHC Ha PUCKOBCTC,
JOKOJIKOTO € Bb3MOXHO, O3Ha4aBa HaMaJIIBAHC Ha PUCKOBETC, JOKOJKOTO € Bb3MOKHO,

0e3 OTpPHUIIATETHO BB3/ICHCTBUE BHPXY CHOTHOIIEHUETO MEX/IY PUCKA U MOJIZUTE.

3. [IpousBoauTenuTe ycTaHOBSIBAT, MpUiaraT, JTOKyMEHTHpAT U MOAIbPKAT CUCTEMA 32

yIpaBJIeHUE HA PUCKA.
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VYrpaBieHHETO Ha pUCKa ce pa3dupa KaTo HEMPEKbCHAT MPOIIEC MPe3 LeNns
€KCIUTIOATAIMOHEH CPOK Ha M3/ETHETO, N3UCKBAI PEIOBHO M CUCTEMATUYHO

aktyanusupase. [Ipu ynpaBneHneTo Ha pucka IpoOU3BOJUTEIHTE:
a)  Cb3JaBaT U JOKyMEHTHUpAT IUIaH 3a yIpaBJIeHUE Ha PUCKA Ha BCAKO U3/EIHE;

06) HalensA3BaT M aHAJIM3UPAT U3BECTHUTE U MPEABUIUMHTE OMACHOCTH, CBBP3aHU C

BCSIKO U3JCINC;

B) MMpEUCHABAT U OUCHABAT PUCKOBCTC, CBbP3aHU U Bb3HUKBAIIIX 110 BPEMC Ha

npeBUeHAaTa ynoTpeda u Ipy pa3yMHO IpeaBUIMMa HETIpaBUIIHA yHIOTpeOa;

r) MpeMaxBaT WX KOHTPOJIMPAT PUCKOBETC, IIOCOYCHU 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€CTOTAaTa Ha MOSABABAHETO UM, BbPXY IIPELEHKATA Ha CBBP3AHUTE C TAX PUCKOBE,
KAKTO U BbPXY LISUIOCTHUSA PUCK, CbOTHOLIEHUETO MEXKIY PUCKA U IIOJI3UTE, U

MMPUEMJIMBOCTTA HA PUCKA; U

€)  Ipu HEOOXOJUMOCT U3MEHAT MEPKUTE 32 KOHTPOJ B ChOTBETCTBHE C M3UCKBAHUITA
Ha pa3zien 4 Bb3 OCHOBA Ha OICHKaTa Ha BB3JCHCTBUETO Ha MH(OpMAIHITA,

nmocouyeHa B OykBa 1).
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4. Mepxkurte 3a KOHTPOJI Ha pUCKa, BB3IPUETH OT MIPOU3BOJUTENINTE IIPU IPOCKTUPAHETO U
MIPOU3BOJICTBOTO HA M3/AEIHATA, OTTOBAPAT HA MPUHIUINTE 32 0€30I1aCHOCT, KaTo Ce
OTYMTA OOIIONPUETOTO aKTYATHO ChCTOSHUE HA TEXHOJIOTUUTE. 3a J]a HAMAJIAT PUCKOBETE,
IIPOU3BOJUTENINTE TH YIPABIABAT 110 TAKbB HAUYMH, Y€ J1a CE CTUTHE 10 3aKIF0YEHHUETO, Ye
BCEKHU OCTATBUYEH PUCK, CBBP3aH C OT/AEJIHA ONIACHOCT, KAKTO U LISUIOCTHUAT OCTaThbUCH
PUCK, ca IpUeMIIMBH. 3a J1a u30epat Hall-MoAXOAAIIUTE PELICHNs, TPOU3BOIUTEINTE

npujarat moco4ucHara 1mo-A0J1y nmopeadHoCT Ha IPUOPUTCTUTE:

a)  OTCTpaHsBaHE WIMHaAMaJsBaHE HA PUCKOBETE, JOKOJIKOTO € Bb3MOXKHO, UPe3

0e301acHo IMPOCKTHUPAHC U IIPOU3BOACTBO,

0)  Koraro e menechbo0pa3Ho, MpeanpreMane Ha MOAXOASIIU IPeIa3Hu MEPKH,
BKIIFOUUTEITHO MPU HEOOXOAMMOCT IPeIyPEANTEITHN CUTHAIN, BHB BPB3Ka C

PUCKOBETEC, KOUTO HC MOrart aa 6T)I[aT OTCTPAaHCHH, KaAKTO U

B)  mpeaocTaBsHe Ha HHpOpMaIHs 3a 6e30macHOCTTa (MPeaYPekKACHUS/TIPEANa3HA
MEPKH/TIPOTUBOIIOKA3aHM ) M, KOTATO € 11eJIeChO0pa3HO — OCUTYpPsIBaHE HA

oOydeHue 3a moTpeduTeIuTe.

[IpouzBonuTenute nHPOPMUPAT MOTPEOUTEIUTE 38 OCTATHUHUTE PHCKOBE.
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5. [Ipu oTcTpaHsABaHETO MM IPU HAMAJISIBAHETO HA PUCKOBETE, CBBP3aHU C IPEIIKA IIPU

ynotpebara, MpOU3BOIUTEIIST:

a) HaMaJllsiBa BB Bb3MOKHO Hal-ToJIsIMa CTEIICH PUCKOBETE, CBbP3aHU C
CPrOHOMHUYHUTE XAPAKTCPUCTUKHN Ha U3ACIIMECTO U CpeaaTa, B KOATO €
npeaHa3Ha4YCHO Ja 6’[:,[16 H3I10JI3BAHO (npoeKTHpaHe OT I'JICAHA TOYKa Ha

0€30MacHOCTTA 3a MalUEHTUTE), U

0) TpeleHsBa TEXHUYECKUTE 3HAHMSI, ONUT, 00pa3oBaHKe, 00yueHne U cpeia Ha
U3I0JI3BaHe, KOraTo TOBA € MPUIIOKUMO, KaKTO U 3[JPaBOCIOBHOTO M (PH3HUYECKOTO
ChCTOSIHHE Ha IEJICBUTE MOTPEOUTENN (MOICIH 32 HECTICHUAIUCTH, IPOPECHOHAITHH

NOTPEOUTENH, XOpa C YBPEKAAHUS WU IPYTH OTPEOUTEIH).

6. XapaKTepUCTUKUTE U ICUCTBUETO HA U3JCITUETO HE TPsAOBa J1a ce 3acAraT OTPHULIATEIIHO,
KOraTo M3/EJINETO € MOJJI0KEHO HAa HAaTOBapBaHUs, KOUTO HE Ca U3KIIIOUEHU TpU
HOpMaJIHU YCJIOBHS Ha YIIOTpeOa, U KOraTo ce MOoAIbpKa IPABUIHO ChIVIACHO
MHCTPYKIMUTE HA IPOU3BOJUTENS, 1O CTENEH, KOATO MOKE J1a 3aCTpallly 3paBeTo WIN
0€e30IacHOCTTa Ha MalMeHTa, OTPeOnTeNs WK, KOraTo € NpUiIoKUMO, Ha JIpyTH JIMLIA,

Ipe3 MOCOYCHHUA OT MPOU3BOAUTECIIA CKCIIJIIOATAIIMOHCH CPOK.

7. Wznenusta ce NpoeKTUpaT, IPOU3BEKIAT U OMAKOBAT TaKa, Y€ XapaKTEPUCTHUKUTE UM H
TSIXHOTO JICHCTBHE NPU TpeABHICHATA YIIOTpeOa He ce 3acsraT OTPUIATETHO 110 BpeMe Ha
TPaHCIOPTHUPAHE U ChXpPaHEHUE, HalIpUMeEp Ype3 MPOMsIHA Ha TeMIlepaTypara 1
BJI&KHOCTTA, KOTATO Ca B3€TU NPEABU HHCTPYKLUUTE U MH(POPMALIUATA, IPEAOCTABEHU OT

IIPpOU3BOAUTCIIA.

10729/4/16 REV 4 4
IMPUJIOXEHMUE I BG



9.1.

Bcwuku n3BecTHH 1 NpeaABUANMU PUCKOBEC, KAKTO U BCHUYKHN HCIKCIIAHU eq)eKTH ce
orpaHn4aBaT BbB BE3MOXKHO Hal-rojisiMa CTEIICH U ca IMPUEMIIMBU, KOT'aTO CC MPCLCHABAT
CIIPAAMO KOJIMYCCTBCHO OIPEACIICHUTE MOTCHIUAJIHH T10JI3U 34 ITAUCHTUTC W/UiIn
HOTpe6I/ITeHH, MIponu3TUYalIu OT MMPEABUIACHOTO JICCTBUE HA U3MICTIUETO IIpyU HOPMAJITHU

yCIIOBHA Ha ynorpeoa.

I'nmasa Il
HN3uckBaHus 10 OTHOLIEHUE HA 1eliCTBUETO,

IMPOCKTHPAHETO U ITPOU3BOACTBOTO

XapaKTepUCTUKH Ha IEUCTBUETO

W3penusra ce nmpoekTupaT v MPOU3BEXKIAT TaKa, Y€ Ja ca MOIXOSAIIH 32 LEJTUTE 10

YJIeH 2, TOYKa 2, TOCOYEHH OT MPOU3BOIUTEIS, U 110 OTHOIIICHUE Ha ICMUCTBUETO, KOETO ca
NpeaHa3HauYeH! Ja TIOCTUTHAT, KaToO Ce OTYMTA OOIIONMPUETUTE HAli-HOBU HAYyYHH
nocTwxeHus. M3znenusta umar AeiCTBUETO, 3aIBEHO OT MPOU3BOIUTENS, U TIO-KOHKPETHO,

KOTaTo € NpHJIOKHUMO:

a)  aHAJIMTHYHO JCHCTBUE, KATO aHAJIMTUYHA YyBCTBUTEIHOCT, aHATTUTUYHA
CHEIU(PUIHOCT, BIPHOCT (OTKIIOHEHWSI ), TPEIIU3HOCT (MIOBTAPSIEMOCT H
BB3MPOU3BOIUMOCT), TOYHOCT (IMMPOU3THYAIIA OT BEPHOCTTA U MPEIU3HOCTTA),
IPaHULU Ha OTKPUBAHE U KOJMYECTBEHO OIpeeisiHe, TUana3oH Ha U3MepBaHe,
JUHEWHOCT, TPAHUYHU CTOMHOCTH, BKIIOYUTEIHO ONPEISIISIHE Ha TIOIXOSIIH
KPUTEPUH 32 B3EMaHE Ha POOU OT YOBEIIKOTO TS0 U paboTa U KOHTPOJI Ha
W3BECTHUTE CHOTBETHH €H/IOT€HHU M €K30M€HHU B3aUMOIEUCTBUS, KPHCTOCAHU

PCaKIMK; KAaKTO U
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9.2.

9.3.

94.

0) KIMHWUYHO JIEHCTBHE, KATO TUATHOCTUYHA YYBCTBUTEIHOCT, TUATHOCTUYHA
CHEeU(pUIHOCT, MOJIOKUTETTHA MPOTHO3HA CTOMHOCT, OTPHUIIATETHA POTHO3HA
CTOWHOCT, ChOTHOIIIEHHE Ha BEPOSTHOCTUTE, OYaKBAHU CTOMHOCTU MIPU HOPMAJTHU U

34CCTrHATU TPy OT HACCIICHUCTO.

XapaKTepI/ICTI/IKI/ITe Ha I[efICTBHeTO Ha U3ACIIUCTO CC 3alla3BaT NpPEC3 CKCIJIOATAllTUOHHUA

CpPOK Ha U3ACITUCTO, KAKTO € YKA3aHO OT IMMPOHU3BOAUTCIIA.

Korato neiicTBueTo Ha n3JenusITa 3aBUCH OT yNoTpedaTa Ha KanuOpaTopu U/nim
KOHTPOJIHM MaTEePHAIH, METPOJIOTHYHATA ITPOCIEIUMOCT Ha CTOHHOCTUTE, OIIPEICICHH 3a
T3 KaJTHOPATOpH M/WIM KOHTPOJIHH MaTEepUalH, C€ TapaHTUpa Ype3 MOIXOISAIIN
pedepeHTHH TpoLeypH 3a U3MEPBaHEe W/WIN MOAXOIAIIN peepeHTHH MaTepuau ot To-
BUCOK MeTposiorndeH pef. [Ipu Hanu4gHOCT, 3a cepTuHUIUpaHuTe peepeHTHH MaTepHalu
Wi peepeHTHUTE IPOIIeIypH 32 U3MEPBAHE Ce rapaHTHpa METPOJIOTHYHATA
MPOCIETUMOCT Ha CTOMHOCTUTE, ONPE/ICIICHH 3a KaInOpaTopuTe M KOHTPOIHUTE

MaTepHay.

XapaKTepUCTUKUTE U IEUCTBUETO HA U3JEIIUETO CE IPOBEPABAT CIIELIMAIIHO, B CIIy4Yal ue
MoraT Ja Ob/IaT MOBIUSHYU IPU U3MOI3BaHE HA M3/IEIMETO 33 MPeBUICHATa yIoTpeda nmpu

HOPMAaJIHH YCJIOBHSI:
a)  IpH U3JETus 32 CAaMOTECTBAaHE — JIEHCTBUE MPU U3IOJI3BAHE OT HECTIELIUATIUCTH,

0)  mpu U3Aenus 3a TECTBaHE Ha MSCTO — JEMCTBHE B yCIIOBUATA HA ChOTBETHATA Cpeia

(HaHpI/IMep B JOMAa Ha nnannuMcHTa, CIICIIHUTC OTACIICHUA, HHHeﬁKHTe).
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10.

10.1.

10.2.

XuMUuHY, GU3MIHE 1 OMOJIOTUYHU CBOHCTBA

W3nenusita ce mpoeKkTUpaT U MPOU3BEXKIAT Taka, Ye Jla Ce rapaHTUpa U3IbJIHEHUE Ha

HU3UCKBAHUATA 3a XaPAKTCPUCTUKUTE U JEUCTBUETO 10 ri1ana .

Oco0eHo BHMMaHUE ce 00pbIIa Ha BE3MOKHOCTTA OT BJIOIIABaHE Ha aHATUTUYHOTO
NeicTBre mopaay GU3NYeCcKa U/ XUMHYECKa HECHhBMECTUMOCT MEXK]Ty H3MOJI3BAHNUTE
MaTepuaIu U MPOOUTE OT YOBEIIKOTO TSJI0, aHATUTHT WK MapKepPhT, KOUTO TpsiOBa 1a ce
OTKpHE (KaTo OMOJIOTUYHH ThKaHH, KJICTKH, TEJIECHH TEUHOCTH U MUKPOOPTaHU3MHU ), KaTo

ce B3eMa NPEeJIBH/I TPEIHA3HAYCHUETO Ha U3/ICITHETO.

W3nenusra ce mpoeKTHpar, MPOU3BEXKIAT M OTIAKOBAT TaKa, 4 MAaKCUMAJHO JIa Ce
OrpaHru4u puCKbT OT 3aMBPCUTCIIUM U OCTATHYHU BCIICCTBA 3a MALITUCHTUTC (KaTO CC€ B3€Ma
npeaBua MpCaAHa3HAYCHUETO Ha CbOTBCTHOTO I/IS,Z[GJII/IG) " 3a Jiufarta, y4acTBallu B
TPaHCIIOPTa, CbXPAHEHUETO U ynoTpedaTta Ha uznenusaTa. OcobeHo BHUMaHKE ce o0pblla
Ha THKaHUTE, U3JI0KCHN Ha BB3/ICHCTBUETO HA 3aMBbPCUTEIH U OCTATHYHHU BEIECTBA, KAKTO

" Ha MMPOABJDKUTCIIHOCTTA U YECTOTATa Ha B’BSI[CﬁCTBHG.

10729/4/16 REV 4 7
IMPUJIOXEHMUE I BG



10.3.  Uzpenudara ce MpoeKTUpAT U MPOU3BEXKIAT TaKa, Ye Ja CE HAMAJIAT 10 BH3MOXKHO Haii-
HUCKOTO pa3yMHO HUBO PUCKOBETE OT BEIIECTBA WJIM YACTHIIM, BKIIOUYUTEIHO OTHAAbLHU OT
W3HOCBaHe, MPOAYKTH OT pa3rpaxkJaHe U OCTaThIM OT MpepadoTKa, KOUTO MOTarT Ja ce
oTaensT oT u3aenueto. OcobeHo BHUMaHue TpsAOBa Aa ce oOpbllia Ha BEIIeCTBATa, KOUTO
ca KaHIIEPOTeHHU, MYTareHHH WM TOKCUYIHH 32 PENPOAYKIIHITA ChIIIACHO YacT 3 OT
npuioxkerne VI kpm Pernmament (EO) Ne 1272/2008 Ha EBporieiickusi mapiaMeHT U Ha
CobBera', ¥ Ha BeleCTBATa, KOMTO HAPYIIABAT (YHKIMHTE HA CHIOKPHHHATA CHCTEMa, 3a
KOUTO MMa Hay4YHU JI0Ka3aTeJICTBA 3a BEPOSTHU CEPUO3HU MOCIEINLHN 32 YOBEUIKOTO
3/IpaBe M KOUTO ca WACHTH(HUIIMPAHU CHIIIACHO MpoIleayparta mo wieH 59 ot Pernament

(EO) Ne 1907/2006 ma Esporteiickns napnament u Ha ChBera’.

10.4.  WM3penusTa ce MpOEKTUpAT U MIPOU3BEXKIAT TaKa, Ue J1a C€ HAMAJIAT, TOKOJIKOTO €
BB3MOXHO, PUCKOBETE, IPEIU3BUKaHU OT HEMPEABUACHO MOMajaHe Ha BELIECTBA B
U3JENINETO, B 3aBUCUMOCT OT U3/EIHETO U €CTECTBOTO HA CPEAATa, B KOSATO TO ILIE CE

M3110JI13Ba.

Pernament (EO) Ne 1272/2008 na EBponeiickust napaament u Ha CbBeta oT 16 nekeMBpH
2008 r. OTHOCHO KJIaCH(DHUIIMPAHETO, CTUKETUPAHETO W OMAKOBAHETO Ha BEIIECTBA U CMECH,
3a U3MEHEHHE U 32 OTMsIHA Ha aupekTuBu 67/548/EVO u 1999/45/EO u 3a u3mMeHeHue Ha
Pernament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., cTp. 1).

Pernament (EO) Ne 1907/2006 na EBponeiickust napaament u Ha CbBeta oT 18 nekeMBpH
2006 r. OTHOCHO perucTpanusTa, OlleHKaTa, pa3pelaBaHeTo U OTPAaHUYaBAHETO Ha
xumukam (REACH) (OB L 136, 29.5.2007 r., cTp. 3).
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11. 3apa3siBaHe U MUKPOOHO 3aMbpCsBaHE

11.1.  M3penusTta v NpoUECUTE 3a TPOU3BOACTBOTO UM C€ MPOEKTUPAT TakKa, 4ye Jia ce MpEeMaxHe
WJIH JIa Ce HaMaJi, TOKOJIKOTO € Bh3MOXKHO, PUCKBT OT 3apa3sBaHe HA MOTPEeOUTENNUTE U

KOTaTo € NpHJIOKUMO — Ha JpYTH JIKIA. HHS&ﬁH’bT Ha U3ACIUCTO:
a) IIO3BOJISIBA JIECHO U 0€30MIacHO H3I10JI3BAHC,

0) HamaisiBa, JOKOJKOTO € BH3MOXKHO, BCSIKO OTJICIISTHE HA MUKPOOH OT U3JIETTUETO

W/WTH MAKPOOHATA SKCIIO3UITHS TIPH YIIOTpeoa;
H, KOraTo € He00X0IMMO,

B)  HE JOIlycKa MUKPOOHO 3aMbpCsIBaHE Ha M3/I€JIMETO M0 BpeMe Ha ynorpeba, a mpu
CBHJIOBE 32 ChbXpaHEHHE HA MPOOH OT YOBELIKOTO TSJIO — PHUCK OT 3aMbpCSIBaHE Ha

npoOara.

11.2.  W3penusta, BBPXY YUHWTO €TUKET € 0003HAUYEHO, Y€ ca CTEPHIIHHU, UJIM UMAT CIIeLUaJIeH
MHUKpPOOEH CTaTyc, ce MPOEKTUPAT, IPOU3BEKAAT U OMAKOBAT M0 HAYMH, KONTO rapaHTupa,
4e KOraro ce IyCKaT Ha Ia3apa ce 3ala3Ba TSIXHaTa CTEPUIIHOCT U MUKPOOEH CTaTyC Npu
Cra3BaHe Ha yCJIOBUATA 32 TPAHCIIOPTUPAHE U ChXPaHEHUE, ONPEAEICHU OT
MIPOU3BOIUTEIIS 10 MOMEHTA Ha OTBAapsHE HA OMAKOBKAaTa Ha MICTOTO HA yIoTpeda OCBEH
aKo HE € HapyllIeHa LEeJI0CTTa Ha OIIAKOBKaTa, OAIbprKallla CTEPUIIHOCTTA UM WIIN

MUKPOOHHS UM CTaTyC.

11.3.  Uzpenusara, BpXYy YMHTO €TUKET € 0003HAYEHO, Y€ cCa CTEPUITHHU, C€ 00paboTBar,

MMPOU3BCIKAAT, OITIAKOBAT U CTCPUIIU3UPAT YPE3 NMOAXOAAIN BAITIUAUPAHU MCTOIH.
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11.4.

11.5.

11.6.

12.

I/I3Z[€J'II/IHT3, Mnpe€aHa3sHA4YCHHU 3a CTCPUIIN3alHd, CC MPOU3BECIKIAT U OITaAKOBAT B MOAXOAAIIHN

Y KOHTPOJIUPAHH YCIOBUS U ChbOPBKEHUS.

CuctemuTe 3a OAKOBaHE HA HECTEPHJIHY M3JIENINs 3ama3BaT LEJI0CTTa U YUCTOTaTa Ha
MIPOAYKTAa M KOTATO € MPEeABUACHO U3AEIHUATA a C€ CTePUIIM3UPAT Mpeau yrnorpeda —
OrpaHUYaBaT 10 MUHUMYM PUCKa OT MHUKPOOHO 3aMbpCSBaHE; CHCTEMaTa 3a OTIaKOBaHE €

nmoaxoJdia 3a MOCOYCHUA OT IMMPOU3BOAUTEIIA MCTO HAa CTCPpUIIN3allns.

OCBeH U3NO0JI3BAHETO HA CHMBOJIA, KOKTO YKa3Ba, 4€ Uu3aciiudaTa ca CTCpUIHU, IIPU
CTUKCTUPAHCTO Ha U3ACIMATA CC ITPABU pa3srpaHUICHHUC MEXKAY WACHTHYHU UKW CXOJHU

HU3Jciivs, IyCKaHU Ha 11a3apa B CTCPUJICH U HECTCPUJIICH BUM.
I/I3,Z[€JII/I}I C MaTCpUaJii OT OHOJIOTHYCH IIpOU3X0/J

Koraro nznenusita BKIIOYBAT ThKaHH, KJICTKH U BEIIECTBA OT )KUBOTUHCKH, YOBEIIKH UITH
MUKPOOCH MPOM3X0/1, N300PHT Ha U3TOYHHUIIUTE, 00pabOTBaHETO, ChXPaHIBAHETO,
M3IUTBAHETO U paboTaTa ¢ ThKaHU, KIIETKH M BEIIECTBA OT TAKBB MPOU3XO/, KaKTO U
MPOIIeTypUTE 32 KOHTPOJI, C€ U3BBPIIBAT TaKa, Y€ J]a Ce OCUTYpU OE30MacHOCT 32

NOTPeOUTENUTE WK APYTH JIULIA.
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13.

13.1.

13.2.

[To-koHKpeTHO 0e30nmacHOCTTa MO OTHOIIEHWE HA MUKPOOHU U JPYTH TPAaHCMHUCHUBHU
areHTH CE€ OCUTYpsABA Ype3 U3I0JI3BaHE HA BAJUAUPAHU METOIU 33 EIMMUHUPAHE UIH
MHAKTUBUpPAaHE B X0Jla Ha IIPOU3BOACTBEHUSA IIpoLiec. ToBa MOXKE J1a HE ce IIpuiiara KbM
HSIKOM M3JIeJINs, aKO AEUCTBUETO Ha MUKPOOHHUS M IPYTUsl TPAHCMHUCHUBEH areHT €
HEepasJeHa 4acT OT IPEJIHAa3HAYCHUETO Ha U3/IEJINETO WIK KOTraTo TOBA EIMMUHUPAHE WU

WHAKTHBHpaHe OM HAPYIINIO ICHCTBUETO HA M3/ICTHETO.
N3paboTBane Ha U3JenusATa U B3aUMOJICHICTBHE ChC CpeiaTa, B KOATO C€ HAMUPAT

Korato m3aenuero e mpenHazHadeHo 3a U3I0JI3BaHEe B KOMOWHAIIUS C APYTH U3ACIUS WITH
o0opyaBaHe, 1sA1aTa KOMOMHAIIVS, BKIIIOUUTETHO CBBhp3BalllaTa CUCTeMa, € Oe30macHa U He
HapylIaBa MOCOYEHOTO JACHCTBHE HA U3/eNusATa. Besko orpannueHue Ha ynorpedara Ha

TaKkaBa KOMOMHALIUS CE ITOCOYBA BBPXY €TUKETA M/UIIM B HHCTPYKIMUTE 32 yHoTpeoda.

I/I321€J'II/IHT3 CC MPOCKTUPAT U NMPOU3BEIKAAT TaKa, UC Ja CC IMPEMaxHaAT NI HaMaJIAT,

JOKOJIKOTO € Bb3MOKHO:

a)  PHUCKBT OT YBpeXJaHe BbB BPb3Ka C TEXHUTE (PU3NUECKH XapaKTEPUCTHKH,
BKJIFOUMTEIHO ChOTHOIIIEHHETO 00eM/HaIsSITaHe, pa3MEepPUTE U KOraTo €

1eNIeChoOpa3HO — eProHOMUYHUTE XapaKTEPUCTHKHY;
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6)

PUCKOBCTEC, CBBbP3aHU C pa3yMHO NPCABUINMHU BbHIITHU BB3ACUCTBUS UIIN YyCJIOBUA
Ha OKOJIHAaTa cp€aa, KaTO MAarHuTHO I10JI€, BbHIIHU CJICKTPUICCKU U
CJICKTPOMAIrHUTHU BJIUSAAHUA, CJIICKTPOCTATUYCH 3aps/], IbUCHUC BbB BPpb3Ka C
AUArHOCTUYHHA WM TCPANICBTUYHU MPOLUCAYPHU, HATIATAHE, BJIAXKHOCT, TCMIICPATYPa,

KOJICOAH!Us B HAJSITAHETO M YCKOPEHUETO WIIA PAJUOCMYIIICHHUS;

B)  PHUCKOBETE BbB Bpb3Ka C M3MOJI3BAHETO HA U3JEIHUETO NPU KOHTAKTA MY C
MaTepuaj, TECYHOCTH U BEIIECTBA, BKJIOYUTEIHO U I'a30B€, HA KOUTO € U3JI0KEHO
IIPY HOPMaJIHH YCJIOBUSA Ha YNOTpeoa;

I)  PHUCKOBETE BbB BpPb3Ka C BB3MOXKHO OTPHUIIATEIIHO B3aUMO/ICHCTBIE MEX Ty codTyepa
u UT cpenara, B KosATO ()yHKIIMOHHPA U C KOSITO CH B3aUMOJICHCTBA;

N)  PHUCKOBETE OT CIIy4ailHO IPOHMKBAHE Ha BEILIECTBA B U3/EIIUETO;

€)  PHUCKBT OT HENPABWIHO HACHTU(DUIIMPAHE HAa IPOOUTE OT YOBEIIKOTO TSJIO i PHCKBT
OT MOTPEIIHU PE3YITATH HAPUMEP TTOpaid 0ObPKBAII IBAT W/WIH MUGPOB U/ HIIH
OYKBEH KOJIl Ha ChJIOBETE 3a ChXpaHEHHE Ha MPOOUTE OT YOBEIIKOTO TAJIO,
pas3riodsieMuTe YacTU W/WIIH MIPUHATIC)KHOCTUTE, U3IOJI3BAHU C U3/IETHATa, 32 Ja Ce
U3BBPIIN U3NUTBAHE WK U3CTIEeIBaHE, KAKTO € MIPEIBUICHO;

)  PHUCKOBETE OT BCSAKO MPEABUIAMMO B3aUMOJECHCTBHUE C APYTH U3JENHSL.
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13.3.  Uzpenusara ce MpoeKTUpaT U MPOU3BEXKIAT TaKa, ye Ja CE HAMAJIAT B MAaKCUMaJIHA CTENEH
PHUCKOBETE OT MOXKap WM €KCIUIO3Us IIPU HOpPMaJIHA yIoTpeda U B cydail Ha eqUHIIHA
noBpena. CrenuanHo BHUMaHUE ce oOpblia Ha U3JIeJHs, YUATO MPeIBUIeHA YIIoTpeda
BKJTFOYBA €KCITO3UIIMS WIIM U3IOJ3BaHE B KOMOMHAIIUS ChC 3aNATAMK UM B3pUBHU

BCIICCTBA UJIK BCHICCTBA, KOUTO MOraT Aa MPHUYUHAT 3aI1aJIBaHC.

13.4. WM3penusTa ce MpOEKTUpAT U MIPOU3BEXKIAT TaKa, Y€ HACTPOUBAHETO, KATUOPUPAHETO U

MOJIIPHIKKATA 1A MOTAT Ja C€ U3BBPIIBAT OE30MaCHO U €PEKTUBHO.

13.5. Uzpenusara, npeaHa3zHaueHU 32 PYHKIIMOHUPAHE C IPYTH U3ETUS WIH MPOAYKTH, CE
MPOEKTHUPAT U MPOU3BEXKIAT TaKa, Y€ ONepaTUBHATa ChBMECTUMOCT U CbOTBETCTBHETO

IIOMCKAY UM Jia Ca HAACKIHU U Oe30ImacHu.

13.6.  M3penusta ce MpOEKTUPAT U MPOU3BEXKIAT TaKa, Ue J1a Ce yJIECHIBA TAXHOTO O€301acHO
YHUILO’KaBaHE U 00€3BPEkAAHETO Ha ChOTBETHUTE OTIAAHM BEILECTBA OT NOTPEOUTENS
WIK APYTH JULA. 32 Ta3H LeJ IPOU3BOAUTENINTE ONPEAEIAT U U3MUTBAT IPOLESYPH U
MEpKH, BCIEJCTBUE HA KOUTO TEXHUTE U3/IENIUS MOraT 1a ObaaT 6e3011aCHO YHUILI0KEHU

cien ynorpeba. Tesu npoueaypu ce onucBaT B MHCTPYKLMUTE 32 yIoTpeoda.

13.7 Ckarara, 1Mo KOsITO C€ OTYUTAT U3MEPBAHUATA, HAOTIOACHHUTA WK Maa0bT Ha
M300pakeHUATa (BKIIFOUUTEITHO TPOMSHATA Ha 1[BETA U IPYTUTE BU3YaTHU HHIUKATOPHU) CE
MPOSKTHPAT U MMPOU3BEKIAT B CHOTBETCTBUE C EPrOHOMUYHUTE IIPUHIIHMITH, KaTO CE B3eMaT
MIPEJIBHI IPETHA3HAYCHHUETO, IIEJICBUTE MOTPEOUTEIIH 1 YCIOBHATA HA CpeJiaTa, B KOSITO

nu3cvsiATa ca IpEAHA3HAYCHU 3a U3IIOJI3BAHC.
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14.

14.1.

14.2.

15.

15.1.

15.2.

W3nenus ¢ usmepBarenHa QyHKIUS

W3nenusita ¢ OCHOBHA aHAIUTUYHA U3MepBaTeIHa (PYHKINS c€ IPOEKTUPAT U
MPOM3BEXKIAT TaKa, Ye J1a C€ OCUTYPH MOAXOASAIIO0 aHATUTUYHO JEHCTBUE CHITIACHO pa3/e

9. 1, 6yKBa a) OT IIPUIIOKCHUC I, KaTO C€ B3EMC NIPCABUI IIPEAHAZHAYCHUECTO HA U3ACITUCTO.

W3mepBanusTa, HAPAaBEHU Upe3 U3JIENUs C U3MepBaTenHa (PyHKIUS ce U3pa3siBar B

CTaHIAPTHH eIMHUIM B choTBeTCTBHE ¢ JupektuBa 80/181/EVO na Cheta'.
3amuTa OT JIbYEHHE

I/ISILCHI/IHTa CC MMPOCKTUPpAT, IPOU3BCKIAAT U OIMMAKOBAT TaKa, Y€ Aa C€ HaMaJIk, JOKOJIKOTO €
BB3MOXXHO, CKCIIO3UIIMATA HA IBYCHHUC (Hpe,[[BI/II[CHO, HETIPCABUACHO, IPCMUHAJIO UJIN

pHSCGHHO) Ha HOTpGGI/ITCJII/ITG WJIN APYTHU JIMla 10 Ha4uH, CbBMCCTUM C IIPCAHAZHAYCHUCTO
Ha U31CJIHATa, 0e3 ToBa Ja OrpaHnvaBa NpuJIaraHnceTo Ha MOAXOAAIINUTC MOCOUCHU HUBA Ha

JBYCHHUC 3a JUAarHOCTUYHU LICIIN.

Koraro H3ACINATa Ca IPEAHA3HAYCHU da NU3J1bYBAT pPUCKOBO MJIU IMOTCHIMATHO PHUCKOBO

WOHU3HPAIIO W/ WA HEHOHU3HUPAIIO JTIHYCHHUE, TOKOIKOTO € Bb3MOXKHO T€:

a)  ce IIPOEKTHpaT U MPOM3BEXKIAT TaKa, ye J1a Ce rapaHTUpPa, Y€ XapaKTEePUCTUKUTE U
KOJINYECTBOTO HA U3TBYCHOTO JIbUEHUE MOXKE J1a C€ KOHTPOJIMPA U/UIIN Peryiupa;

KaKTO U

HupextuBa 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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15.3.

16.

16.1.

16.2.

0) cacHaOJeHH C BU3YaJIHO W/HIIM 3BYKOBO MPEIYTPEKICHNAE 32 TOBA H3IIbUBAHE.

B uHCTpyKIIMHKTE 32 ynoTpeda Ha U3AEIMTA, U3JIBYBALIN PUCKOBO MM MOTEHIIUAIHO
PHUCKOBO JI'bUEHHE, C€ ChABPIKA MOAPOOHa HH(pOPMAIIHS 32 €CTECTBOTO HA U3ITBYEHOTO
JTbYEHHE, CPE/ICTBATA 32 3alUTa Ha MOTPeOUTENs M HAUMHUTE 3a U30sArBaHe Ha
HeNpaBWJIHATa yHnoTpeda 1 3a HaMaJsIBaHEe Ha PUCKOBETE IMPU MHCTATMPAHETO, TOKOIKOTO
TOBa € BB3MOXHO 1 HeoOxoauMo. [TocouBa ce n mHPOpMaLUs 3a MPUEMAHETO U

M3MUTBAHETO Ha IEUCTBUETO, KPUTEPUUTE 3a MMPUEMaHE U MpolieypaTa 3a MoAIpPhKKa.

IIporpamupyemMu eneKTpOHHM CUCTEMHU — U3JIeNINs, BKIFOUBAIIY B ChbCTAaBA CH
IIPOrpaMHpyEMH eJIEKTPOHHU CUCTEMU U copTyep, KOWTO caM 1o cebe CU MpeICTaBIIsIBa

n3aciaunc

N3penudara, BKIOYBALY B CbCTaBa CU IIPOrPAMUPYEMHU €IIEKTPOHHU CUCTEMU,
BKJIFOUUTEHO codTyep, Wi coPpTyep, KOUTO caM 1o cede CH MpeCTaBisiBa U3/eine, Ce
MPOEKTHPAT TaKa, ue Jia TapaHTUPAT TIOBTOPSIEMOCT, HA/ICKTHOCT U JIEHCTBHE ChOOPa3HO
npeaBuaeHaTa UM yrorpeba. B ciydaii Ha eJMHMYHA TTOBpE/Ia ce MpHeMaT HeOOXOJMMHTE
MEpKH 332 OTCTPaHsBaHE MM HaMaJIIBaHE HA MOCJICIBAIIMTE PUCKOBE WIIM HAPYIIICHHS Ha

HCﬁCTBHeTO, JOKOJIKOTO TOBa € Bb3MOXHO.

3a u3zenuaTa, BKIOYBAIIHN B ChCTaBa CH COPTYEp, HITH 3a cOPTyep, KOUTO caM 1o cede cu
IpeACTaBIIsABA U3eNue, COPTYephT ce pa3paboTBa U MPOU3BEXK/IA B3 OCHOBA HA HAM-
HOBUTE HAYYHH JIOCTIDKCHHUS, KATO CE OTYMTAT MPHUHIMITUTE Ha IIUKbJIa Ha pa3paboTBaHe,
YIPaBICHUETO HA PUCKA, BKIIOYUTEIHO HHPOPMAIIMOHHATA CUTYPHOCT, IPOBEpKaTa U

BaJIMAUPAHECTO.
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16.3.

16.4.

17.

17.1.

17.2.

17.3.

CodTyepbT 10 HaCTOSIIMS pa3/ell, IpeIHa3HAaYEH 3a U30JI3BaHE B KOMOMHALIMS C
MOOMJIHU KOMIIIOTBPHU IIATQPOPMHU, CE€ MIPOEKTUPA U TPOU3BEXK/IA, KATO CE B3eMaT
NPEIBU KOHKPETHUTE XapaKTEepPUCTUKHM HAa MOOMIIHATA TIaTGopma (HarpuMep pasmep u
CHOTHOIIIEHUE HAa KOHTPACTa Ha €KpaHa) U BHHIIHUTE (DaKTOPH, CBbP3aHU C U3MOJI3BAHETO

My (IpOMEHsIIA ce cpe/ia O OTHOILICHHUE Ha CBETJIMHATA WM IIyMa).

[Ipon3BoauTenuTe ycTaHOBABAT MUHUMAJIHUTE U3UCKBAaHUS 3a XapAyepa,
xapakrepuctukute Ha UT MpexxnuTe 1 ”HPOPMAIMOHHO-TEXHOJIOTUIHUTE MEPKH 32
CUTYpPHOCT, BKJIFOUMTEIIHO 3aIUTaTa CPELLy HEMO3BOJIEH IOCTBII, KOSITO € He00X0AUMa, 3a

1a Moke copTyepbT a GYyHKIMOHMPA I10 NpeIHa3HauEHHE.
Wznenusi, cBbp3aHd KbM €HEPTUEH U3TOUYHUK HIIM 000PYABAHU C TAKbB U3TOYHHK

B ciy4ail Ha elMHUYHA [TOBPEAA, BEB BPB3Ka C U3/EIINs, CBBP3aHU KbM €HEPIUEH
W3TOYHHUK, UM 000PY/IBaHU C TAKbB U3TOYHHK, CE NMPEANpUEMAT HEOOXOIUMUTE MEPKH 3a

OTCTpaHsABaHC WJIM HaMaJIsIBAHC Ha ITOCJICABAIIUTE PUCKOBE, JOKOJKOTO TOBAa € BB3MOKHO.

I/ISHCHI/IHTa, IIPpU KOHUTO 0e30macHOCTTa Ha ManucHTa 3aBUCH OT BETPCIICH U3TOYHHUK Ha
CHEpIu:d, Ca CH8.6I[CHI/I C afapartypa 3a OolpeaACIdHC Ha CbCTOAHUCTO HA U3TOYHHKA Ha
CHCPIUA U C MOAXOAAIIO MPCAYIPCIKIACHNUC NN YKA3aHUC 3a TOBA KOI'da KAllallUTCTHT HA
HU3TOYHHUKA Ha CHCPTHUA JOCTUTI'a KPUTHUYHA TOYKA. Axo e HGOGXOIII/IMO, TOBa
npeaAYNPCIKACHNUE NJIN YKAa3aHUC CC JaBa NPCAN U3TOYHUKA Ha CHEPTHA Ja JOCTUTHE

KpUTH4YHaA TO4YKa.

I/ISI[GJ'II/IHTEI CC MPOCKTUPAT U MMPOU3BEIKAAT TaKa, Y€ JOKOJIKOTO € Bb3MOKHO B
npeaABuacHarTa 3a TaX pa60THa cpeaa pUCKOBETE OT Cb3AaBaHC HA CJICKTPOMAIrHUTHU
CMYUICHUA, KOUTO MOTraT [a IMOBJIUAAT HA ﬂeﬁCTBHeTO Ha BBIIPOCHOTO WX Ha APYT'U

U3aCJIMA UK ariapaTtv, aa 6"I)IIaT MHUHUMAJIHHU.
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17.4.

17.5.

18.

18.1.

18.2.

18.3.

Nznenusra ce mpoekTupaT v MPOU3BEXKIAT TaKa, Y€ Ja OCUTYPSBAT HUBO HA BHTPEIIHA
YCTOMYMBOCT HA €JICKTPOMArHUTHH CMYIIEHHU, KOETO J1a € MOAXO0IS1II0, 3a Ja UM MO3BOJIU

Ja pa6OT$[T 10 IpCAHA3HAYCHUC.

W3nenusTa ce NpoeKTUpaT U MPOU3BEKIAT TaKa, Y€ JOKOJIKOTO € Bb3MOXKHO J1a ce u30erse
PHUCKBT OT CIIy4yaifHH TOKOBHU yJapy Ha MOTPEOUTENS WU IPYTO JIMIE IPH HOpMaJlHa
ynotpe0a Ha U3AenusiTa U IpU €IMHUYHA TTOBPE/a Ha U3/ENNATa, KOraTo ca HHCTAJIMPAaHU

Y IOAABPKAHU CIOpE] MHCTPYKIMUTE HA IIPOU3BOUTENS.
3amuTa OT MEXaHUYHH U TOIJIMHHYU PUCKOBE

N3 nenusra ce MMPOCKTUPAT U NIPOU3BEIKAAT TaKa, UC Jad IIPCAIa3BaT HOTpe6I/ITeHI/ITe nin

APYyru Jimia OT MCXaHUYHH PUCKOBC.

Wznenusita ca 10CTaThuHO YCTOMYMBY NPH MPEIBUICHUTE YCIOBHS Ha (YHKIIMOHUPAHE.
[Ipu cna3BaHe Ha M3UCKBAaHUATA 3a IPOBEPKA U MOAAPBHKKA, OIPEAEICHU OT
MIPOU3BOAUTENS, U3ACIHUATA U3AbPXKAT HA HATOBAPBAHUATA B pAMKHUTE HA NPEBUICHATA

paboTHa cpefa U OCTaBaT yCTOWYMBH 110 BpEME Ha €KCIJIOATAllMOHHUS UM CPOK.

HpI/I H3JCIIHA, KOUTO Ch34aBaT PHUCKOBC IIOPAAN HAJIMYMUC HAa IBUKCIIN CC YaCTH, CUYIIBAHC
HJIM OTKBCBAHC HA KOMIIOHCHT WJIM U3TUYaHC HA BCHICCTBA, CC MpCaArprueMar

HGOGXOIII/IMI/ITG 3allIUTHU MCPKH.
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Bcesiko npeanasHo ycTpoicTBO, BKIIOYEHO B U3/ENINETO, O-CIIEUAIHO C LIeJ 3alIuTa
Cpely JBUKEIINUTE Ce YacTH, € O€30MacHO U He IPEeYr Ha HOPMAJTHOTO (YHKIIMOHUPAHE Ha
W3JIeJNETO, HUTO OrpaHnYaBa Bb3MOKHOCTHUTE 32 HEroBaTa HOpMaJHa MOAIPHKKA, KAKTO €

OpeABUACHO OT IMTPOU3BOAUTCIIA.

18.4.  WM3penusTa ce MpOEKTUpAT U IPOU3BEXKIAT TaKa, Y€ A C€ HAMAJIAT A0 MUHUMYM
PUCKOBETE OT F'€HEPUPAHU OT U3/EINUATAa BUOPALIMHU, KATO C€ OTYUTAT TEXHUYECKUAT
MIPOrpeC U CHILIECTBYBAILIUTE CPECTBA 3a OrpaHUYaBaHe Ha BUOpaluuTe, 0COOEHO MpHU
M3TOYHMKA, OCBEH KOTaTo BUOpAIMKUTE Ca YacT OT MOCOYEHOTO JEHCTBHE.

18.5.  HW3nmenmsTa ce mpoeKTUpAT U MPOU3BEKIAT TaKa, Ye Jla C€ HaMaJSAT 10 MUHUMYM
PHUCKOBETE OT U3TBbUYEHUS IIyM, KaTO CE OTYUTAT TEXHUUECKUAT IPOTPEC U
CBHIIECTBYBAIIUTE CPEJICTBA 32 OTPaHUYaBaHE Ha IIIyMa, 0COOCHO MPHU U3TOYHUKA, OCBEH
KOTaToO U3IbUYEHUSAT IIyM € YacT OT [IOCOYEHOTO JICHCTBHUE.

18.6.  TepMuUHaAINTE U CBHP3BALIUTE YACTU KbM M3TOUYHHIM HA €JIEKTPUYECTBO, Ta3,
XHUIpaBIMYHA WM THEBMAaTUYHA €HEPTHSl, C KOUTO MOTPEOUTENAT WIH JPYTo JInle TpsiOBa
na paboTH, ce MPOEKTUPAT U KOHCTPYHUPAT Taka, Y€ BCUYKU Bb3MOKHH PHUCKOBE J1a ca
MHUHUMAJIHH.

18.7.  I'pemkure, KOUTO MOraT Jja CE HAIIPaBsT IPU MOHTAX WJIM CMsIHA HA ONPE/EIIEHN YacTu U
KOUTO OMXa MOTJIM J1a Ch3aaT PUCKOBE, CE MPEAOTBPATIT Upe3 MPOEKTUPAHETO UITU
KOHCTPYKILMATA HA T€3W YAaCTH WM aKO TOBA € HEBb3MOXKHO — 4pe3 UH(pOopMaIHsl BbPXY
CaMUTEe YaCTH U/UITU KOKYCHUTE HM.
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18.8.

19.

19.1.

C”I)HIaTa I/IH(i)OpMaIII/ISI CC MpCACTaBs BbPXY ABHIKCUHIUTC CC HaCTHU W/WIIA TEXHUTE KOXKYyCH,

KOTaTo MOCOKaTa Ha JIBMKCHHE TPSAOBA Jla € M3BECTHA, 32 JIa Ce M30eTHEe PUCKBT.

JIOCTBITHUTE YacTH HA U3JeNuATa (C U3KIIOUEHHE Ha YaCTUTE WU 30HUTE, IPeIHA3HAYCHH
Jla U31bUBAT TOIUIMHA WM Ja C€ HArpsBaT /10 ONpeesieHa TeMIIepaTypa) U CbCEJHUTE UM
YacTH MPU HOPMAJIHU YCJIOBUS Ha yNoTpeda HEe TOCTUTAT MOTEHIIUAIHO OIaCHU

TEMIEPATYPH.

3aHII/ITa OT PHUCKOBEC, Cb3aACHU OT U3ACIINA, MPCAHA3HAUCHU 3a CAMOTCCTBAHC UJIN

TECTBAHC Ha MSACTO

W3nenusra 3a caMOTeCTBaHE MIIM TECTBAHE HAa MSICTO CE€ MPOSKTHPAT U MPOM3BEKAAT TAKa,
4e a (QyHKIIMOHUPAT MPaBUIIHO CHITIACHO MPEIHA3HAUYEHUETO CH, KaTO CE OTYUTAT
YMEHUSATA U CPECTBATA, C KOMTO pa3nojara IeJeBHIT NOTPeOUTeN, KaKTO M BIUSHUETO Ha
MIPOMEHHTE, KOUTO MOTaT 000CHOBAHO J1a Ce MPEIBUAAT B TEXHUKATA U CpejiaTa Ha
neneBus norpeduren. Mapopmanusra 1 HHCTPYKIHUUTE, IPETOCTABEHHU OT
MIPOM3BOANTEIS, Ca JICCHU 3a pa3OupaHe U MpHUiIarane OT LEeJIEBUs OTpeOuTelI, ¢ el
MPaBUIIHO THJIKYBaHE Ha MOCOYCHUTE OT M3/ICIUETO PE3YITAaTH U N30sTrBaHEe Ha
3abmy>xaaBaima nHdopmarus. [Ipu TecTBane Ha MACTO UHPOPMALIUATA U UHCTPYKLIUUTE,
MIPEIOCTAaBEHH OT MIPOU3BOIUTES, IOCOYBAT SICHO HUBOTO HA 00y4YeHUE, KBATM(UKAITUUTE

W/Wu poQeCUOHATHHS OTIUT, KOUTO C€ M3UCKBAT OT MOTPEOUTESI.
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19.2.  W3penusta, NpeHa3HAUYEHU 32 CAMOTECTBAHE WM TECTBAHE HA MSCTO, CE MPOEKTUPAT U

IIPOU3BEKIAAT TaKa, 4e:

a) Ja rapaHTHupar, 4€ u3gCIneTo MOXKE Ja 6’LI[C H3I10J13BaHO 0€30MacHO ¥ TOYHO OT
OeJacBUA HOTpC6I/ITCJ'I Ha BCUYKU €TAllk OT IIpoueaypara, ako € H606XOI[I/IMO — CJIC

OCUTYpsIBaHE Ha MOAXOAII0 00ydeHue U/ Wi HHPOpMAaLKs; KaKTo U

0) 71a HAaMaJAT BbB BH3MOXKHO Hal-rojisiMa CTENEH pUcKa OT TpelliKa Ha LEIeBHs
noTpeduTeN mpu padoTa ¢ U3IEITUETO U aKO € MPUII0KUMO — C TIpodarta oT

YOBEIIKOTO TSJI0, KAKTO U MPU MHTEPIPETUPAHE Ha Pe3yJTaTHUTE.

19.3. Koraro e BB3MOXKHO, U3ACIIUATA, IPECAHAZHAYCHU 3a CaMOTCCTBAHEC NJIKM TCCTBAHC HA

MSICTO, BKJIFOUBAT MPOLEAYPA, Ype3 KOATO LEIEBUAT OTPEOUTEN:

a)  MOXe Jja MPOBEpH MO BpeMe Ha ynorpedaTa Jaju U3eIueTo (PyHKIIMOHUPA, KAKTO €

MNpEaABHUACHO OT MPOU3BOAUTECIIA; KAKTO U

0) OwuBa mpemymnpexaaBaH, aKO H3CIUETO HE TIPEICTaBH BATHICH pE3yTarT.
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I'nasa III.
N3uckBanus 3a vHpopmanuaTa,

npeaocraBsina ¢ U3J1€¢JiM€To

20. ETuker u MHCTpyKLUH 3a ynotpeda
20.1.  OOmm m3ucKBaHUs 32 HHOOPMAIUATA, TIPEAOCTABSIHA OT POU3BOUTEIS

Bcesiko m3nenue ce mpuapyxasa oT nHGOpMAIHS 32 UACHTUPHUIMPAHE Ha U3JIEIUETO U
MIPOM3BOANTENS My U OT BCAKakBa MH(opManys 3a 6€30MacHOCTTa U JEHCTBHETO, OT
3HAYEHHE 32 MOTPEOUTEINS WK 32 JPYTO JIUIE, B 3aBUCUMOCT OT citydast. Taszu
uHpOpMaIH MOXKE JIa € Ha CaMOTO M3/IeJIMe, Ha OTIAKOBKATa MM B HUHCTPYKIMHTE 32
ynoTpeda u ako IpOU3BOIUTENAT UMa YeOCalT — ce MocoYBa U aKkTyaJIu3upa Ha yeOcaiira,

KaTo €€ B3eMa NpCcABU I CICOAHOTO:

a)  HOCHUTENSAT, OopMaThT, ChIBPKAHUETO, YETIMBOCTTA U PA3NOIOKEHHETO Ha €TUKETa
¥ Ha UHCTPYKIMUTE 32 ynoTpeda ca MOoAXOASIIH 32 KOHKPETHOTO U3JIENIHE,
npeIHa3HAYCHUETO MYy U TEXHUYECKUTE 3HAHUS, OITUT, 00pa3oBaHUE WK 00yUeHHe
Ha 1ieneBus(te) moTpeduten(u). [1o-KOHKpETHO MHCTPYKIMUTE 3a YyIoTpeda ca
peaKTUpaHU TI0 JIECHO pa3dupaeM HauWH 3a IeJIeBUS TOTPEOUTEN U, aKO €

nmoaxoadauIo, ca JOIMbJIHCHHN C UCPTCIKHU U JUArpaMu;
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6)

)

uHpOpManuATa, KOSTO TPSAOBA [1a € TOCOUEHA BHPXY €THKETA, Ce MPEICTaBs Ha
caMoTO m3aenue. AKO TOBa € HeBb3MOXKHO WIIHM HETTOXOIAIIO0, YacT OT
nHpopManuATa WK IsAIaTa HHPOPMALUS MOJKE J]a Ce MOCOYH Ha OIaKOBKaTa Ha
BCsSIKa €IMHUYHA Opoiika. AKO HE € Bh3MOXKHO J[a UMa MHIUBH/yaTHa IThJIHA
eTHKeTHa MH(OpMaIus Ha BCsAKa eIMHUYHA Opolika, HH(popMaIusTa ce moco4yna Ha

OIIaKOBKaTa Ha MHOXKCCTBO U3ACIIHAA,

ETHKETUTE Ce NPECTaBAT BB (popmMart, pazdupaem 3a Xxopara, 1 MOTar Ja ce
JTOIBIHAT ¢ HH(OpPMAIHs, KOSTO CE pa3duTa OT MallIMHA, KATO HAIPHMeEp

paanovYecTOTHA UACHTH(HUKAIUS WM OapKOO0BE;

MHCTPYKLHUTE 3a yIOTpeda ce OCUTYpsIBAT 3aeIHO C U3AeTHITa. B HaIexKHO
000CHOBAaHU U M3KJIIOUUTENTHH Cydan o0aue He ce M3UCKBAT UHCTPYKIMH 32
ynotpe0a WM T€ MOXKE /1a C€ ChbKPATAT, aKO U3/IEITUETO MOKE Jia CE U3IO0II3Ba
0€30I1aCHO M KAaKTO € MIPEIBUACHO OT IPOU3BOANTEINS O€3 TaKMBa HHCTPYKIINU 32

ynoTpeoa;

KOTraToO MHOXECTBO M3JIeNHsl (C U3KIIOUEHUE HA U3/IeTIHATA, TPeIHAa3HAUCHH 32
CaMOTECTBaHE WJIM TECTBAHE HA MSCTO) C€ JOCTABSAT HA €UH MOTPEOUTEN WU/UITN
MSICTO, MOKE J[a C€ MPEICTAaBU CaMo eNH eK3eMIUISIp Ha HHCTPYKIMHUTE 33 yHnoTpeda,
aKO KYITyBaybT € ChIVIACEH, KATO MPHU BCAKO MOJOKEHUE TOH MOXKE J1a U3UCKA Ja MY

ObIaT JOCTaBEHU OE3IIJIATHO TOMBJIHUTEIIHN €K3EMILISPH;

KOraro u3acjimeTo € MMpeaAHa3HauYCHO CaMO 3a Hpoq)CCHOHaHHa yHOTpe6a,
HHCTPYKIUUTC 3a yHOTpe6a MOZKEC a C€ IPpCAOCTABAT HA HOTpe6I/ITeJ'I$I Ha HCXApPTUCH
HOCHUTCII (HaHpI/IMep GHGKTpOHeH), OCBCH KOIraTO U3ACIIUCTO € NMPCAHA3HAYCHO 3a

TECCTBAHC HA MJICTO,
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k)  OCTaThYHHUTE PUCKOBE, 32 KOMTO MOTPEOUTEIIST U/WITH IPYTO JINIIE TPsiOBa 1a Obaar
YBEJIOMEHH, CE BKIIFOUBAT B MPEJOCTABIHATA OT MPOU3BOIUTENS HH(DOPMAITUS IO/
dbopMaTa Ha OrpaHUYCHUS, TPOTHUBOMOKA3AHHUSI, IPEANAa3HU MEPKHU WIIN

peaynpexIeHus;

3)  KOrato € 1eiaecho0pa3Ho, IpeJocTaBeHaTa OT MPOU3BOIUTENS HH(OPMAIIHS BEPXY
€THKETa, BbPXY ONaKOBKaTa, B MHCTPYKLUHUTE 3a YIIOTpeda U, KOrato € MpuiokuMo,
Ha yeOcaiiTa Ha IPOU3BOAUTENS WIN MIPEIOCTABEHA OT MPOU3BOIUTEINS 110 IPYT
HauuH, ce MpeacTaBs noj (popMaTta Ha MEKIYHAPOIHO IPUETH CUMBOJIH, KaTo ce
B3eMarT Mpe/IBU]] LIeJeBUTE NOTpeOuTen. Bcekn U3noa3BaH CHMBOIT TN
UICHTU(HUKAIIMOHEH [BAT OTroBapsl Ha XxapMoHMU3upanute cranaapta wim OC. B
o0acTuTe, B KOUTO HsAMA XapMOHM3UpaHu ctannapty wiu OC, B mpeocTaBeHara ¢

HU3ACIIMETO JOKYMCHTAUA C€ OIMUCBAT CUMBOJIMTC N IBETOBCTC,

W)  KBbM HM3JCIHATA, ChIBPIKAIIU BEIIECTBO WIM CMEC, KOSITO MOXKE JIa CE CUETE 3a
oracHa MpPEeJIBH]T €CTECTBOTO, KOJMYECTBOTO U (popMaTa Ha ChCTABKUTE M, CE
MpUIaraT ChbOTBETHUTE U3UCKBAHHUS 33 MUKTOTPAMUTE 32 OMACHOCT U €TUKETHPAHETO,
npensuaeHu B Pernament (EO) Ne 1272/2008. KoraTo HAMa JOCTaThUHO MSICTO 32
MOCTaBsSIHE Ha IsU1aTa HHGOPMAIUs BPXY CaAMOTO U3/IEIIHE WIH €TUKETa MY,
CHOTBETHUTE MUKTOTPAMH 32 OMACHOCT CE€ TIOCTABST BHPXY €THKETA, a OCTaHAJIaTa
nHdopmanus, nzrckana ¢ Permament (EO) Ne 1272/2008, ce mpeacTass B

UHCTPYKLMUTE 3a yHOoTpebda;

W) 1O OoTHOIICHHE Ha MH(OPMAIIMOHHHUTE JIMCTOBE 3a OE30MACHOCT CE MpHJIaraT
pasnopenoure Ha Permament (EO) Ne 1907/2006, ocBeH koraTo 1is1ata ChOTBETHA

uH(pOpMAaIUs BeUC HE € TIPEJOCTaBeHA B MHCTPYKIIMUTE 3a YIIOTpeoa.
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20.2.  Hudopmamnus BbpXy eTUKETa

ETukerhT ChabpKa BCUUKH TaHHH MO-I0JTY:

a)

6)

n)

HMETO UJIN ThPIrOBCKOTO HAMMCHOBAHNEC HA U3ICIIUCTO,

noipoOHa uHQOpMaIHs, CTPOro HeoOXoauMa Ha MOTpeOUTeNs, 3a Aa UACHTUHUIIIpA
U3/ICTTUETO, U KOTaTO HE € SICHO 32 MOTPeOUTENsI — U MpeIHA3HAYeHUETO Ha

U3JIETTNETO;

HAaWMEHOBAHHMETO, PETUCTPUPAHOTO THPIrOBCKO HAMMEHOBAHUE WUJTU PETUCTPUPAHATA
THProBCcKa MapKa Ha MIPOU3BOIUTENIS U a/ipeca Ha PETUCTPUPAHOTO MY MSCTO Ha

CTOIIaHCKa HeﬁHOCT;

aKO PETUCTPUPAHOTO MSACTO Ha CTOIAHCKA JEHHOCT HA IPOU3BOIUTEIS € U3BBH
Cpl03a — MMETO Ha yI'BJIHOMOUIEHMSI IPEACTABUTEN U aJJpeca Ha pErUCTPUPAHOTO

MSACTO Ha CTOITaHCKa I[CleOCT Ha YII'BJIHOMOIICHUSA NPCACTABUTCII;

Ja ce 0003HaYN JaIi U3ACIIUETO € MEAUIIMHCKO U3JIeTUE 32 MHBUTPO THMArHOCTUKA
WJIM aKO M3JIETUETO € ,,u3/IeTIue 32 U3MUTBAaHEe Ha JACHCTBUETO, TO3H (aKT Ja ce

IIOCOYH,

HOMED Ha MapTUaaTa WIK CEPUEH HOMEDP HA U3ACIIUETO, MPEIIECTBAHO OT TyMUTE
,,HOMEP HA TTAPTUJIA* nmm ,,CEPUEH HOMEP* unu exBuBajicHTEH CUMBOII, B

3aBUCHMOCT OT TOBa KO€ € IOAXOAAIIO0,

Hocutenat Ha UDI no wien 24 u yact B ot npunoxenune VI;
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3) SICHO TIOCOYEH KPacH CPOK 3a 0€30I1acHO M3MOJI3BaHe Ha M3CINETO, Oe3 J1a ce
BJIOIIIaBA ICUCTBUETO MY, C YKa3aHH Hail-MaJIKO TOJIMHA U MECell, a KoraTo €

I_ICJ'IGC’LO6p33HO — N ACH, B IIOCOYCHAaTa IIOoCJICA0BATCIIHOCT,

M)  KOraTo He € MOCOYeHa J1aTaTa, 0 KOATO U3AEIUETO MOXKeE J]a ce U3IO0I3Ba OE€301MacHo,
Ce yKa3Ba Jarara Ha Mpou3BOJCTBO. Ta3u AaTa Ha MPOU3BOJCTBO MOXE J1a Ce
BKJIFOYM KaTO YacT OT HOMEpa Ha MapTHIaTa Wil CEpUMHHUS HOMED, TP YCIOBHE /1A €

SACHO oIpcacinmMma,

i)  Korato e meiaech00pa3Ho, MOCOYBAHE HA HETHOTO KOJIMYECTBO HA ChIBPKAHUETO
(Terso, o0em miH peOposiBaHe WK Ype3 KOMOWHUpPAHE Ha Te3W HAYMHU, WITH T10

JpyT HauYWH, KOMTO TOYHO J1a OTPa3sBa ChIbPKAHUETO HA ONIAKOBKATa);

K) MMOCOYBAHC HAa BCUYKU MPUIOKUMU CIICHHUATIHU YCIIOBUA HAa CbXPAaHCHUC H/Uau

paboTa ¢ U3IeIneTo;

J'I) KOraTto € nmpuja0oXuMoO — IMOCOYBAHC Ha CTCPUIHOTO ChCTOSHHUE HA U3JACIIMNCTO U HA
METOJa 3a CTCpUIM3aluAa, UJIU ITOCOYBAHC HA CIICIIUATTHUA MI/IKpO6CH CTaTyC UJIn

CBbCTOAHHUC HAa YHUCTOTA,

M)  OpeAyNpeKISHUS WU Mpeana3Hd MEpPKH, KOUTO € HeoOX0IuMO Jla ce CBelaT Ha
HCIMMOCPCACTBCHOTO BHUMAHHNEC Ha HOTpGGI/ITeH}I Ha U3ACJINCTO WK HA APYTO JIUIIC.
Ta3u uHpopMaius MoKe 1a ce CBeE 10 MUHUMYM, HO B TaKbB Cllydail B
WHCTPYKITMUTE 32 ynoTpeda ce mpeIcTaBst mo-nmoapooHa HHGOpMaIus, KaTo ce

B3C¢MarT IpeaABU/ LCJICBUTC HOTpe6I/ITeHI/I;

10729/4/16 REV 4 25
IMPUJIOXEHMUE I BG



p)

y)

aKoO MHCTPYKITUHUTE 32 ynoTpeda He ca MPpe0CTaBEHU Ha XapTHEH HOCHUTEN B
croTBeTCTBUE ¢ pa3aen 20.1, OykBa €) — yKazaHue J1ajau ca JOCThIHU (WIH
HAJIMYHU) M aKO € IPUIOKHMO — aJIpEChT Ha yeOcaiTa, KbJIeTO MOXe Ja ObIaT

H3II0JI3BAHU 34 CIIpAaBKa;
KOraro € nNpuji0xumMo, BCUIKHU CIICIIUAITHA YKa3aHUs 3a pa60Ta;

aKO M3ACIIMETO € 3a CJHOKpAaTHA y1'[0Tp€6a, Jla ce MMOCOYH TOBA. YKa3aHUETO Ha

NPOU3BOIUTEIS 32 €IHOKpATHATA YIoTpeda e mociaeoBaTesHo B 1enus Chio3;

aKO U3JACIIHNETO € 3a CAMOTECTBAHEC WJIM TECTBAHE HA MACTO — IIOCOYBAHE Ha TO3H

daxr;

Korato 6’bp3PIT€ AHAJIN3U HEC Ca NMPCAHA3HAYCHU 3a CaMOTCCTBAHC WJIKM TCCTBAHC HA

MACTO, U3PUYHOTO UM U3KIIIOYBAHC OT CTHUKCTA,

Korato Ha60pI/ITe OT U3ACJIMA BKIOYBAT OTACTIHH PCAKTUBU U U3ACIIHA, KOUTO Ca
MMPEAOCTAaBCHU KAaTO OTACIIHU U3ACIINUA, BCAKO OT TE3W U3ACITIUA OTrOBaps Ha
HN3HUCKBAaHUATA 34 CTUKCTUPAHCTO IO HACTOAIIMA pa3acil U Ha USUCKBAHUATA HA

HACTOAIIUSA PCTIIAMCHT,

U3JIEHSTA U OTJCITHUTE KOMIIOHEHTH CE€ UICHTU(PUITUPAT, KOTATO € IPUI0KUMO,
KaTo MapTH/IH, 3a J1a Ce JaJie Bb3MOKHOCT 3a MpeArprueMaHe Ha BCAKO
1esnecb00pa3Ho IEHCTBUE 32 OTKPUBAHE HAa MOTEHIUAJIEH PUCK OT U3AENUATa U
JEMOHTHPYEMHUTE KOMIOHEHTH. [JJOKOJIKOTO € Bh3MOKHO U MOAXOSIIIO,
uHpOpMaIIUATA CEe TOCOYBA BHPXY CAMOTO U3/IENHE W/WIIH, KOraTo € MOAXOISIIIO,

BBPXY ThProBCKaTa OIIAKOBKaA,
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b)

CTUKCTHT HA U3CTIUATA 3a CAMOTCCTBAHC CbAbPIKA CIICAHUTC JaHHU!

1) BHJIa HA HeoOXoauMaTa(uTe) mpoda(r) OT YOBEIIKOTO TSJIO 3a IPOBEKIAHETO

Ha TecTa (Hamp. KpbB, ypUHa UM CIIIOHKA);

ll) HCO6XO,Z[I/IMOCTT8. OT JOIIBbJIHUTCIIHU MATCpHUAJIU 3a IIPABUIIHOTO IIPOBEIKIAHC

Ha TECTa;
111)  JTaHHM 3a Bpb3Ka 3a JONBJIHUTEIHA KOHCYJTAIMH U ChAECHCTBUE.

HamMenoBaHneTo Ha M3CIMITA 32 CAMOTSCTBAHE HE OTpa3siBa NpCIHA3SHAYCHUC,

Pa3IM4IHO OT TOBA, KOETO € IMMOCOYCHO OT ITPOU3BOAUTCIIA.

20.3.  Hudopmanus BbpXy ONaKOBKaTa, KOSTO MOAIBPKA CTEPUIIHOCTTA HA U3JIEITUETO

(,,cTepuIIHA OMTaKOBKa“):

Bbpxy cTepuiHara onakoBKa ce IOCOYBAT CIECIHUTE JaHHU:

a)  yKaszaHWe, IO3BOJISBAIIO TAa3H OTMAKOBKA Ja OBJIe pa3no3HaTa KaTo CTCPUITHA;
0) JAexmapamms, ye U3JIeJTUETO € CTEPUITHO;
B)  METOJ Ha CTepUJIN3AIINS;
I)  UMETO M aIpeChT Ha IPOU3BOIUTEIIS;
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)  ONHCaHUE Ha U3JEIHETO;
€)  Mecell U rojiuHa Ha MPOU3BOJICTBO;

)I() SCHO IIOCOYCH KpAacH CPOK 3a 0e301IacHO U3MOJI3BaHe Ha HU3JCIIMCTO, C YKA3aHU Hal-
MaJIKO I'oJuHa U MECCCILI, a KOIraTo € LIeJ'IeC’bO6p213HO — U OCH, B IIOCOYCHATa

IMOCICA0BATCIIHOCT,

3)  yKas3aHHe B CIyyall Ha HapylleHa CTEpHJIHA ONaKOBKa WM HEMPEIHAMEPEHO
OTBapsIHE Ha CTEPUJIHATA ONIaKOBKa Mpeau ynoTpeda Ja ce HalpaBH CIIpaBKa ¢

WHCTPYKIIMUTE 32 yIoTpeoa.
20.4.  Hudopmanus B MHCTPYKIMHTE 3a yHnoTpebda
20.4.1. HHcTpyKuuuTe 3a ynorpeda cbIbpKaT BCHUKU JaHHU M0-J10JTY:
a)  MMETO WM ThPrOBCKOTO HAMMEHOBAHME HA U3/IEIINETO;

0) ToapoOHOCTUTE, KOHKPETHO HEOOXOIUMH Ha TIOTPEOUTEINS, 32 1a UAeHTH)HINpa

U3/IEITHETO;
B)  IpeJHA3HAYEHHETO Ha W3IEIHETO:
1)  KakBO ce OTKpHBA U/MIU U3MEPBA C HErO;

i1)  ¢yHKuMATa My (HapUMep CKPUHUHT, HAOIIOIEHHE, AUATHOCTULIMPAHE HITH
HoJTrIOMarane Ha JMarHOCTHLIMPAHETO, IPOTHO3UPaHe, PEABIKIAHE,

CBHITBTCTBAIIO U3/CIIHE),
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iii)

KOHKpEeTHaTa WH(OpMaIKs, IpeHa3HaYCHA Ja Ob/Ie MPEIOCTaBeHA B CIICTHHS

KOHTCKCT:

— (1)I/ISI/IOJ'IOI‘I/I‘{HO HWJIKN IIATOJIOIT'MYHO CBCTOSHUC,

— BpOACHA q)HSH‘{CCKa HJIM YMCTBCHA HCAOCTATBYHOCT,

— npeaApasnojJI0KCHUC KbM KIIMHUYHO CbCTOSIHHUC UJIU SaGOﬂﬂBaHC;

- Omnpeac/IsIHC Ha 0€30I1aCHOCTTA U ChBMECTUMOCTTA C MNOTCHIIMAJIHU

PCLUITUCHTH;
—  TNPOTHO3WpPaHE Ha OTTOBOPA Ha JICUCHHETO MJIH PEAKIIHUTE;

— ONpPECACIISIHC UIIN Ha6J'IIO,I[eHI/Ie Ha TCPAlICBTUYHUTC MCPKU;

V)  Janu e aBTOMaTUYHO WM He,
V)  JanM e 3a KaueCcTBeHa OICHKA WM 32 TIOJTYKOJINYECTBEHA UM KOJIMYECTBEHA
OLICHKa,
vi) BuJa Ha HeoOxoammaTa(ute) mpobda(n) OT YOBEIIKOTO TSJIO,
vil) KOraTo € MPWIOKUMO — TpymaTa OT HACEJICHUETO MPU U3MUTBAHETO, KAKTO U
viil) 3a ChI'BTCTBAIUTE U3ENU — MEKIYHAPOAHOTO HEMATEHTHO HAMMEHOBAHUE
(INN) Ha cBbp3aHHs JEKapCTBEH MPOAYKT, 32 KOUTO TOBA € ChIIBTCTBAILl TECT;
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T) Ja ce 0003HaYW Ay U3ACIIUETO € MEAUIIMHCKO U3JIETUE 32 MHBUTPO IMArHOCTUKA
WJIM aKO M3JIETUETO € ,,u3/IeTIue 32 U3MUTBAaHEe Ha JACHCTBUETO, TO3H (aKT Ja ce

IIOCOYH,

,Z[) CBbOTBCTHUA LCIICBU HOTpe6I/ITeJ'I (HaHpI/IMep CaMOTCCTBAHC, TCCTBAHC HA MACTO U

npoeCHOHATHO U3TOI3BaHe B JTA00paTOPHsl, MEIULIMHCKH CIICITUAIUCTH);
€)  IpHUHILMIIA HA TECTa;

)  ONUCaHHE Ha KaJIMOpaTOPUTE U KOHTPOJIUTE, KAKTO U BCSIKO OrPaHUYEHHE Ha

ynoTtpebarta uM (HampuMmep MOAXO SN caMo 3a KOHKPETEH HHCTPYMEHT);

3)  OmuCcaHHe Ha PEaKTHBHUTE U BCAKO OTpaHHUYEHHUE Ha yrnoTpedara uMm (Harpumep
MOAXOSIIN CaMO 32 KOHKPETEH HHCTPYMEHT), U ChCTaBa Ha MPOAYKTa OT pPeakTHUBa
M0 €CTECTBO U KOJMYECTBO WJIM KOHILIEHTPALIMS Ha aKTUBHATa(UTE) ChbCTaBKa(M) Ha
peakTuBa(UTE) WK HAOOpa, KAKTO U CTAHOBUIIE, KOTATO € TIOIXO0IAIII0, Ye
U3JIEIIUETO ChbPHKA IPYTH ChbCTAaBKH, KOUTO MOXKE J1a TIOBIUSAT BHPXY

HN3MCPBAHUATA,

I/I) CIIMCBHK Ha NPCAOCTABCHUTE MATCPpUAJIM U HA CIICHHIUAJITHUTC MAaTCpHaJIN, KOUTO Ca

HeO6XO,Z[I/IMI/I, HO HC Ca MPCAOCTABCHU,
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i)  3am3genuAra, IpeAHA3HAUCHHM 3 M3MI0JI3BaHE B KOMOMHAIMSA C IPYTH U3EIHS W/UITH

o0opyaBaHe ¢ 001110 MpeIHa3HAuYEHUE, UM UHCTAIUPAaHU WIHA CBBP3aHH C TAX:

- uHbopManus 3a uACHTU(PHUIIMPAHE HA TE3U U3IEIHs UM 000pyIBaHe, 3a Ja ce
MOJTy4YH BajJuavupaHa u 6e30macHa KOMOMHAIINS, BKIIFOUUTEITHO OCHOBHUTE

XapaKTePUCTHKH Ha IEHCTBHETO, W/WIIN

— HH(bOpMaHHﬂ 3a BCUYKHU M3BCCTHU OrpaHUYCHUSA 3a KOM6I/IHI/IpaHe Ha U3JCInA

u 000opy/IBaHE;

K) Ja €€ moco4YaT BCUYKHU MPHUITOKHUMHU CIICHHHUAIHU YCIOBUA Ha CbXPAHCHUC /U

pabota ¢ uzzenuero (HarpuMep TeMinepaTypa, CBETINHA, BIaKHOCT U Jp.);

Jq)  CcTaOWIHOCT IpH yroTpeda, KOETO MOXKE J1a BKIIIOUBA YCIOBUATA HA ChbXpaHEHHUE U
CpPOKa Ha TOAHOCT CJIE]] TBPBOTO OTBAPSHE HA OCHOBHMSI KOHTEHHED, 3a€THO C
YCIIOBHSATA Ha ChXPAaHEHUE U CTAOMIIHOCT Ha paOOTHUTE Pa3TBOPH, KOTATO TOBA €

1eJIecho0pa3Ho;

M)  aKO M3JIEJHETO Ce JOCTaBsl CTEPHUIIHO, TIOCOYBAHE HA CTEPUIIHUS My CTaTycC, METOa
3a CTepPUJIM3AlKs U UHCTPYKIIMU B ClTydail Ha HapyIllaBaHe Ha IIeI0CTTa Ha

CTepHJIHATA OIAKOBKA MPEIH yHoTpeoda;
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H)  wuHpOpMaIWs, KOATO IaBa Bh3MOKHOCT Ha IMOTpeOUTEINs ga Obae nHhopMHUpaH 3a

BCUYKU IPeIyNpexaeHUs, Ipeana3Hu MEpKU U/UTU IeUCTBUS U OTPAaHUYEHUS Ha

ynotpebara Ha uzaenueto. Tasu uHpopmaus o0xpaiiia, KOraTo € moIX0sIIO:

i)

iii)

OpeaynpexaeHus, pena3Hu MEpKU U/UIN JeHCTBUS U HETIPaBUIIHO
(YHKIMOHMpaHE Ha U3/IEIMETO WK IPU YBPEKIAHETO My (IIPU3HAK 32 KOETO

ca MPOMCHUTC BbB TUIIA My), KOHUTO MOTaT aa IIOBJIUAAT Ha Z[GflCTBI/IGTO,

NpeayTpexKACHUS, IPeIa3Hi MEPKU H/UJIH JHCTBUS TI0 OTHOLIICHHUE Ha
€KCIO3UIMA Ha Pa3yMHO NPEABUIMMHU BBHIIHU BIUSAHNS WIH yCIOBHS Ha
cpenara, KaTO MarHUTHU I10JIETa, BBHIIHU €JIEKTPUYECKU U CJIEKTPOMAarHUTHU
e(eKTH, eIeKTPOCTATUYCH Pa3psl, TbUCHNUE BbB BPb3Ka C TUArHOCTUYHU MU

TE€paneBTUYHU IIPOLIEIYPH, HAISATaHE, BIIAKHOCT WIM TEMIIEpaTypa,

NpeyTPExKACHUS, IPeIa3Hi MEPKU W/WJIH JEHCTBUS TI0 OTHOLIICHHUE Ha
PHCKOBE OT CMYILEHUS OT Pa3yMHO MPEIBUANMOTO IPUCHCTBUE HA U3LCIINETO
IIPY KOHKPETHU TUAarHOCTUYHHU U3CIIEABAHMS, OLICHKU WA TEPAIlEeBTUYHO
JICYEHUE WIN APYTH MPOLEYPH, HAIIPUMEDP €JIEKTPOMArHUTHO CMYILEHUE,

U3ITBUCHO OT M3ACIUETO U 3acATallo IPYro 000pyaBaHe,

npeAna3Hu MEpKU BbB BPb3Ka C MaTepUaIN, KOUTO Ca BKIIOYEHHU B U3JIETUETO,
ChABPKAIIM WK cheTosy ce oT CMR BemecTBa, niin HapyUIUTENH HA
(GyHKIMHUTE Ha €HIOKPUHHATA CUCTEMA, UJIM KOUTO OMXa MOTJIH J1a JOBEAAT 110

YYBCTBUTCIIHOCT UJIN AJICPrUiHa pCaKIUA Ha IMallUCHTA U HOTpC6I/ITCJ'I$I,
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V)  aKo M3IeNTUETO € 3a eAHOKpaTHa yrnoTpeoa, Jia ce MOCoYr TOBa. Y Ka3aHUETO Ha

MIPOU3BOAMUTEIIS 3a €AHOKpATHATA yroTpeda € mocieqoBaTeTHO B enus Cbhro3,

vi)  aKo M3MIENHETO € 32 MHOTOKpaTHa yrnoTpeda — nHpOpManus 3a MOAXOIAIINTE
MPOLECH, TaBAIIH Bb3MOXKHOCT 33 MMOBTOPHA YIOTpeOa, BKIIFOUUTEITHO
MOYMCTBaHE, Ne3nH(]eKIus, o6e33apa3siBane, OMMaKOBaHEe U, KOTaTo €
MPWIOKUMO, BATHIUPAH METOJ 3a IOBTOpHA cTeprin3anus. [Ipemgocrass ce
uH(pOpMAIIUS 32 TOBA KaK Jia C€ YCTAaHOBHU KOTa U3JISJIMETO JIa TIPEeCTaHe J1a ce
W3M0JI3Ba, HAPUMED TIPH MPU3HAIY 32 YBPEKIaHE Ha MaTepuaa, Win ce

[I0COYBA MaKCHMaJieH Opoil MOBTOPHU yNoTpeou;

0)  BCSKaKBHU HPEAYNpPEXKACHUSI W/ UK MPpeana3Hi MEPKH BbB Bpb3Ka ¢ OTECHIIMAIHO
WH(EKIMO3eH MaTeprai, KOWTO € BKIIIOUEH B U3/CIIUETO;

M)  KOTraTo € IeJIech0o0pa3HO — M3KUCKBAHUS 32 CIICIUATHU ChOPBKEHHS, HATIPUMEP
YyCTa CTasl, WU CIICIUATHO 00yUueHHe, HarnpuMep 0€30MacHOCT TPH JIbUCHUS, WITH
KOHKPETHH KBaJTU(UKAIIUU Ha IEJICBUS TOTPEOUTEN;

p)  ycioBwus 3a B3eMaHe, paboTa M IMOAr0TOBKA Ha Mpo0aTa OT YOBEUIKOTO TSJIO;

C) HOI[pOGHOCTI/I 3a BCAKO IMOATOTBUTCIIHO I[eﬁCTBHe HJIW MaHUITyJlaluys Ha U3ACIJIIMCTO,
KOETO III€ Ce U3IO0JI3BA, KAKTO € MPEIBUICHO OT MPOU3BOAUTEIS, IPEAU TO Ja €
TOTOBO 3a ynorpeda, HampuMep CTEPUIIN3ALNS, OKOHYATEITHO KOMILICKTYBAaHE,
KanmuOpupane u ap.;
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y)

)

uHpOpMaIMATa, HeOOX0MMa 33 MTPOBEPKA Ha MPABUITHOTO HHCTAJIHPaHE HA
W3JICTTMETO ¥ Ha TOTOBHOCTTA MY 3a 0€301acCHO JCHCTBUE, KAKTO € IPEABUACHO OT

IMPOU3BOAUTCIIA, KOIaTo € I_IeJ'IeCT:>06p33HO, 3aC€IHO CBC CJICAHATa I/IH(I)OpMaI_II/IHZ

— JaHHH 3a €CTECCTBOTO U YE€CTOTATA HA U3BBPIIBAHC HA Hpoq)HHaKTHqHaTa n

peaAoOBHATa NOAAPBIKKA, BKIIFOYUTCIIHO ITOYNUCTBAHEC U HCBHH(bGKHHH,
- MMOCOYBAaHC HAa BCHYKHW KOHCYMAaTUBH U HAYWHA HA CMsAHATa UM,

— nH(pOPMAIIUS 32 BCIKO €HO HEOOXOUMO KaTMOpUpaHEe 3a MPaBUITHOTO U
0e30macHOTO (YHKIIMOHHPAHE Ha M3/IEIIMETO M0 BpeMe Ha eKCIIOATAIIMOHHHUS

MY CpOK,

- MCTOJH 3a HAMAJIIBAHC HAa PUCKOBCTC 3a JIMIIATA, y4aCTBAalllU B UHCTAJIUPAHCTO,

KaTuOpHUpaHeTo WK 00CITY)KBAaHETO Ha U3JIENIUATA;
KOTaTo € MPIIOKHMO — IPETIOPBKH 3a IMPOLEAYyPUTE 32 KOHTPOI Ha KAaYECTBOTO;

METpPOJIOTHYHATA MPOCIEAUMOCT Ha CTOMHOCTUTE, ONPEIEICHN Ha KanuOpaTopure u
KOHTPOJIHUTE MaTepuay, BKIIIOUUTEIHO UACHTU(UKALIMS Ha TPUIIOKEHUTE
pedepeHTHH MaTepuany u/uin peepeHTHH MPOLEAYPH 3a U3MEPBAHE OT MO-BUCOK
pen, u uHpopMaIMs 32 MaKCUMalTHaTa (caMopa3peleHa) pa3iIiuKa MeX1y OTACITHU

napTuan CbC CbOTBCTHUTC CTOMHOCTHU U MCPHU CAVUHUIIN,

IpoIeAypa 3a aHATU3, BKIIOYUTEITHO H3UHUCIICHUS H HHTEPIIPETHPAHE HA
pe3yATaTUTE M KOTATO € IeIeChoOpa3HO — Jalid € He0OX0aMMO Jia c€ OOMHUCITH
BB3MOYKHOCTTA 33 MPOBEKIAHE HA U3MUTBAHE 3a MOTBBPIKICHHUE; KOTATO €
NPUIOKHUMO, MHCTPYKIIMUTE 32 yIOTpeda ce MpuapykaBaT OT HHPOpManus 3a

pasjimkaTa MCKAY OTACIHU MAPTUAN CbC CbOTBCTHUTC CTOMHOCTHU U MCPHHU CAWHULIN,
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1)

XapaKTEPUCTUKUTE HA AaHATUTUYHOTO JEHCTBUE, HAIPUMEDP aHATUTUYHA
YYBCTBUTEIHOCT, aHAIMTUYHA CIIEHU(PUIHOCT, BIPHOCT (OTKIOHEHUS ), TPEILIU3HOCT
(TTIOBTapsieMOCT ¥ BB3MPOU3BOIUMOCT), TOYHOCT (IIPOU3TUYAIIA OT BEPHOCTTA U
MPEUU3HOCTTA), TPAHUIM Ha OTKPUBAHE U JUaNa30H Ha u3MepBaHe (MH(popmarms,
Heo0X0IuMa 3a KOHTPOJI Ha H3BECTHUTE CHOTBETHU B3aMMOJICHCTBHS, KPBCTOCAHU
pEeaKIMu U OrPAaHUYCHHS Ha METO/Ia), TUAMa30H Ha U3MEpBaHe, JIMHEHHOCT U
uHGOPMAIIUS 32 U3MOJI3BAHETO HA HATMIHUTE PePEPEHTHU MPOIICTyPH U MaTCpUAITH

3a U3MEpPBaHE OT MMOTPEOUTEIS;

9)  XapaKTePUCTUKHUTE HAa KIIMHHUYHOTO JICHCTBUE, OTIpeACIcHH B pasznen 9.1 ot
HACTOSIIOTO NMPHIIOKEHUE;

1) MaTeMaTHYeCKus MOAXO, 10 KOWTO C€ M3BBPIIBA U3YHCISIBAHETO HA aHATTUTUYHHS
pe3yaTar;

II) KOTaTo € mejaecho0pa3Ho, XapaKTEPUCTHKU Ha KIIMHUIHOTO JCUCTBHUE, KaTO MParopa
CTOHHOCT, TMarHOCTHYHA YyBCTBUTEIIHOCT U IMAaTHOCTUYHA CTIIEIU(UIHOCT,
TIOJIOXKHUTETHA U OTPUIIATETHA TPOTHO3HA CTOMHOCT;

aa) KoOraTo e Lenecho0pa3Ho, peepeHTHUTE HHTEPBAIM IPYU HOPMAJTHH U 3aCETHATH
IpyNH OT HACEJICHUETO;

a0) wmH(bopManus 3a HHTEpQEepUpaIly BENICCTBA WU OTPpaHUICHHS (HAIPUMEP BU3YaTHA
JI0Ka3aTeJICTBa 3a XUMIEPIUIAICMHS WIIA XeMOJIN3a, Bb3pacT Ha mpodaTa oT
YOBEIIKOTO TSJI0), KOUTO MOTAT Jia TIOBJIMSIST Ha IEHCTBUETO HA U3JICITHETO;
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aB)

ar)

an)

ae)

peynpexaeHNs Wi MPEANa3HU MEPKHU 3a yJIECHsIBaHE Ha 0€3011acCHOTO
YHMIOXKaBaHE Ha U3JIEINETO, IPUHAUIEKHOCTUTE 32 HETO U KOHCYMaTUBUTE, KOUTO
ce M3MOoJI3BAT C HEro, ako uMa Takua. Ta3u uHpopmanus o0XBala, KOrato e

[MOIXOISIIO:

1)  uH(pEeKIUU WM MEKpOOHU ONMACHOCTH, HAIPUMEP KOHCYMAaTHBH, 3aMbPCEHH C

INOTCHIIMAJIHO I/IH(i)GKHI/IO?;HI/I BCIICCTBA OT YOBCIIKH MTPOU3XOI,

11)  €KOJOrMYHHU OMACHOCTH, KaTO HarmpuMmep OaTepun WK MaTEpPUAIIH C

HOTEHIIMAITHO ONACHU HUBA HA JIFYCHHE,
iii)  (u3MYecKu OMacHOCTH, KaTO HAIIPUMEP EKCIUIO3HUS.

UMETO, PETUCTPUPAHOTO THPTOBCKO HAMMEHOBAHUE WIIM PETUCTPUPAHATA ThPrOBCKA
MapKa Ha MPOU3BOIUTEINS U aJpeca Ha PETHCTPUPAHOTO My MSICTO HA CTOITAHCKA
JIEHOCT, Ha KOETO MOXeE J]a C€ OCBIIECTBH BPH3Ka C HErO M KBJETO MOXKE Ja Ce
YCTAaHOBH MECTOTIONIOKEHUETO MY, 3a€THO C TeJie()OHEH HOMED H/WIK HOMEp Ha ¢akc

u/WiM agpec Ha yeOcaiiTa, KbIeTO MOKeE J1a ce TOJIYYd TeXHUYeCKa ITOMOIIL;

JlaTa Ha M3TOTBSHE HA MHCTPYKLUHTE 32 ynoTpeOa WiH, ako ca Ounu npepaboTeHa,
JaTa ¥ UAeHTU(UKATOp Ha TociIeHaTa IpepadoTKa Ha MHCTPYKIMHUTE 32 yrnoTpeoa,

C sICHO 0003HaUYEHHUE HA HANPAaBEHUTE MPOMEHHU;

YBCAOMSABAHC HA HOTpe6I/IT€J'I$I, 4C BCCKU CCPUO3CH MHIUACHT BbB BPBH3Ka C
H3IACIIMETO CC NOKIaaABa HAa IIPOU3BOJUTEIA U KOMIICTCHTHUSA OPraH Ha AbpiKaBaTa

YJICHKA, B KOSATO € YCTAHOBCH HOTpC6I/ITeJIHT H/unu NanuCHTDBT,
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a>1<) Korato Ha60pI/ITe OT M3ACJIMA BKIOYBAT OTACIHH PCAKTUBU U U3ACIINA, KOUTO MOT'aT
Ja €€ MpEeAOCTABAT KaTO OTACIHU U3ACTINUA, BCAKO OT TE3U U3ACIIUA OTrOBapsA Ha
HN3UCKBAHUATA HAa UHCTPYKIUUTC 34 yHOTpe6a MO0 HaCTOAIUA pa3acyi U Ha

HN3HUCKBAHUATA HAa HACTOAIIUA PCTIIAMCHT,

a3)  3a U3Jenus, BKIIOYBAILY B ChCTaBa CU IIPOIPaMUPYEMHU EIEKTPOHHU CUCTEMU,
BKITIOUHUTEITHO COPTYEp, WU coPTyep, KOMUTO caM 1o cede CH peCTaBiIsIBa H3/IEIIHe
— MHUHUMAaJIHU U3UCKBaHUs 3a Xapayepa, xapakrepuctukure Ha UT mpexute u
MH(GOPMALIMOHHO-TEXHOJIIOTUYHUTE MEPKHU 332 CUTYPHOCT, BKIIOUUTEITHO 3aluTaTa
Cpely HeMO3BOJICH JOCTBHII, KOATO € He0OX0IMMa, 3a 1a MOKe COPTyepbT Aa

(GyHKUIHOHMpA T10 MTpeIHa3HAuYCHHE.

20.4.2. OcBeH TOBa MHCTPYKIMHUTE 3a yNOTpeda Ha M3/IEIHATa 32 CAMOTECTBAHE OTTOBAPSAT Ha

BCHUYKH IMIPUHIUIIA ITO-A0TY:

a)  maBa ce mojapoOHa nH(popMaIKs 3a MpoIeaypaTa Ha TECTa, BKIIOUHUTEITHO
MOJATOTOBKA HA PEaKTUBHTE, B3€MaHEe /WY MOATOTOBKA HA TpoOuTe, U MHGOpMAITUS

3d HA4YMHA Ha IMPOBCKIAHC HAa TCCTA U THJIKYBAHC HAa PE3YJITATUTC,

0) KOHKpETHHUTE MOAPOOHOCTH MOTAT Ja Ce U3IyCHAT, IIPH YCJIOBUE Y€ OCTaHaIaTa
uH(pOpMaLus, IPeI0CTaBeHa OT MPOU3BOAMUTEINS, € JOCTaThUHa, 32 Ja MO3BOJIH
MOTPEOUTENIAT J1a U3ITOJI3BA M3ACIUETO U J1a pa30upa MOIydeHUsIT(Te) C Hero

pesyaTat(u);

B) B IIPCAHA3HAUCHUCTO Ha U3JACIIUECTO CC IPCAOCTABA JOCTATHbYHO I/IH(i)OpMaI_II/IH, KOATO
Ja IIO3BOJIM Ha HOTpe6I/ITCJ'I$I Ja pa366pe MCIUNHUHCKUA KOHTCKCT U Ja UHTCPIIPETUPA

IIPaBUJIHO PE3YITATUTE;
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n)

pe3ynTaTuTe ce U3passBaT U MPeJICTaBAT 0 HAYMH, KOMTO Ja € JECHO pa30upaem OT

1IeJICBUS TOTPEOUTEIT;

UH(pOpMaLUATa ce IpeACcTaBs Ha MOTPeOUTENs ChC ChBET 3a JACHCTBHS, KOUTO J1a Ce
npeanpueMar (B caydaid Ha MOJIOKUTENEH, OTPULIATENIEH WM MEXAUHEH pe3yTar),
3a OrpaHUYEHHUATA HA TECTA U 3@ Bb3MOKHOCTTA 32 HEJCHCTBUTEIIEH MOJIOXKUTENIECH
WIN oTpHLaTesieH pe3ynTar. [Ipeacrass ce u mHGpOpManus 3a BCEKH eiH (HakTop,
KONTO MO>KE Jia TOBJIMsIE Ha pe3yJiTaTa OT TeCTa, HalpuMep Bb3pacT, MO,

MEHCTpyalus, UHOEKIHs, CIOpTyBaHe, IOCTeHE, AUETa WK IIPHeMaHe Ha JIEKapCTBa;

npejcTaBeHaTa HHGOpPMaIHs BKIIOYBA TEKCT, ICHO MMOCOYBAII], Y€ MOTPEOUTEIAT HE
clenBa Ja B3eMa HUKAKBO PEIIEHUE OT MEIUIIMHCKA TJIeJHa TOUKa Oe3
MpeaABApUTCIIHA KOHCYJITAllUA C IMMOAXOAAIINA MCAUIIMHCKHA CIICIIUAJIUCT,
UHpOpPMaNKs 32 BB3ACHCTBHSTA U PA3MPOCTPAHEHUETO Ha OOJIECTH M ITPH HATUIHOCT
— KOHKpeTHa nHdopmaIms 3a IbpkaBaTa(uTe) WieHKa(u), B KOSTO(KOUTO)
U3JICITUETO Cce MyCKa Ha rasapa, 3a TOBa KbJIe TIOTPEOUTEISIT MOXKE J1a TIOTYIH
JOIIBJIHUTEITHH KOHCYJITAIIUH, HATIPUMEP HAIlMOHATHH TeJIe()OHHU HOMEpa 3a

OKa3BaHE Ha TIOMOIII, yeOcalToBe;

3a U3JCJIMATa 3a CaMOTCCTBAHC, KOUTO CC U3II0JI3BAaT 3a Ha6JIIO,Z[CHI/I€ Ha BCYC
AWAarHoCTUIIMPAHO CBIICCTBYBAIIIO 3a00/1BaHE HIIU CbCTOSHUEC, B HH(bOpMaHHﬂTa ce
YKa3Ba, 4€ MaluCHTHT CJICABA a IPOMCHS JICYCHHUETO CaMO aKO € IIPpEMHUHAJI ITPE3

CBOTBCTHOTO 06yquI/Ie 3a OciaTa.
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HPUJIOKEHUE I1

TEXHUYECKA JOKYMEHTALIMA

TexHuueckara AOKYMCHTauAd U, aKO € IIPHUJIOKUMO ,HCﬁHOTO PE3KOMC, U3IrOTBCHU OT
MPOU3BOAUTEIIA, CC MPEACTABAIT 110 ACCH, OPpraHU3HpPaH, JICCCH 3a TbPCCHC U HCABYCMHUCIICH HAYUH U

BKJIFOYBAT I1O0-CIICIIUAJIHO CJIICMCHTUTC, I/I36p08HI/I B HACTOAIIOTO IMPUIIOKCHUC.

1. OIMMCAHUME U CHHEHUOUKALNA HA U3AEJIMETO, BKIIIOYUTEJIHO
BAPUAHTU U [IPUHA UIEXKHOCTHU

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
MIPOU3BOAUTEIIS 32 CHOTBETHOTO M3/IEIHE, BEAHATA MTPU HAIMYHA UCHTU(UKAIUS Ha
W3JIeTTMETO B3 OCHOBA Ha cuctemaTta UDI, unu apyra sicHa naeHTHUKAIKS 9pe3
MPOAYKTOB KO/JI, KaTaJ0KeH HOMEP WM JApyra HEJJBYCMHUCIIEHA CIIPaBOYHA

uHbOpMaIIUs, KOSITO AaBa Bb3MOXKHOCT 3a MPOCIEAUMOCT;
B)  MpeAHA3HAYCHHUE Ha M3CITUETO, KOETO MOKE Ja BKIIFOUBA HH(pOpMaIms 3a:

1)  KakBo TpsOBa Ja ce OTKPHUBA W/WIIM U3MEPBA C HETO;
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11)  (yHKUMATA My, KaTO HAIPUMEDP CKPUHUHT, HAOJI0IEHUE, TUArHOCTUIIMPAHE
WJIN TIOMOIITHO CPEACTBO 3a JUArHOCTULIMPAHETO, IPOrHO3UPAHE,

MNpEABUKIAHEC, CBhIITBTCTBAIO U3ACIINC,

i) KOHKPETHOTO 3APaBOCIOBHO HapYIIEHUE, ChCTOSHUE WM PUCKOB (haKTop,

KOUTO € TIPeIBUICHO Ja OTKPHE, OTMpeesd WK TudepeHImpa,
1v)  Jaiu € aBTOMaTUYHO WJIU HE,

V) JaJIi € 3a KaYCCTBCHA OLICHKA MJIX 3a IMMOJYKOJINYCCTBCHA NI KOJIMYCCTBCHA

OIICHKA,
vi) BHJa Ha HeoOXoanmara(ute) mpoda(u) OT YOBEIIKOTO TSJIO,
vil) KOraTo € MPUJIOKUMO — TpymnaTa OT HACEJICHUETO MPU U3IMUTBAHETO,
viil) 1eneBust NOTpedOUTEN;

1X) OCBEH TOBa, 3a CHITBTCTBAIIUTE U3/ICIIUSI — CHhOTBETHATA IIEJIEBa IpyIia

HaceJIeHUE U CBBbP3aHusA(Te) JIEKapCTBEH (M) MPOAYKT(H);

l") OIMMCAaHUC Ha IMPUHIUIIA Ha MECTOJA 3a aHAJINU3 UJIM HAa IPUHIOUIIUTE HA ,HefICTBPIe Ha

UHCTPYMEHTA;

1)  OCHOBAHMSTA 3a KBATH(DHUIIMPAHETO HA MPOAYKTA KATO U3/ICTIHE;
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KJIaC Ha M3JIETTMETO B 3aBUCHMOCT OT pHUCKa U 00OCHOBKA 3a MpaBmiio(a) 3a

kiacudukanus, npunarano(u) ceriacHo npuioxenue VIII;

OINMMCAHUC Ha KOMIIOHCHTUTC U KOI'aTO € IMOAXOASAIIO0 — OIMMCAHNEC Ha PCAKTUBHUTC
CBbCTaBKH Ha CBOTBCTHUTC KOMIIOHCHTH, KaTO aHTHUTCJIa, aHTUI'CHU, npaﬁMepI/I Ha

HYKJIICMHOBUTC KHUCCIIMHU,

" KOraTo € NpHuJIOKHUMO:

3)  ONHMCaHHWE HAa B3EMAHETO HA MPOOUTE M TPAHCIIOPTHUTE MATCPUAITH, TIPESICTABEHU C
U3JICITUETO, WM OTIMCAaHUE Ha MPENOPhYaHNTE 32 yrnoTpedara cennudukanuy;
M) 32 MHCTPYMEHTHUTE 32 aBTOMATUYHU aHAJIU3HU: OMTUCAHNE HA XapaKTCPUCTHKHUTE Ha
noAXOOAAINUTC aHAJIW3U HUJIN CIICIITUAJIHUTC aHAJINU3U,
ﬁ) 3a aBTOMAaTUYHUTC aHAJIM3U: OITMCAHUC HA XaPAKTCPUCTUKUTC HA MMOAXOAAIINTEC
HHCTPYMCHTH WJIN CIICHUATTHUTC HHCTPYMCHTU,
K) omucaHue Ha copTyepa, KOMTO TpsOBa Ja ce M3I0JI3BA C U3ICTUETO;
J)  OMHMCaHUWE WIH ITBJEH CIUCHK HA Pa3TUIHUTE KOHPUTYpallui/BapHaHTH HA
U3JICITUETO, PEIHA3HAYCHO Ja Ce TIPEJIOCTaBH Ha 1a3apa;
M)  ONUCaHHWE Ha NIPHUHAJIEKHOCTUTE 32 U3JIEIUETO, IPYTH U3AEIUS U IPYTH IPOIYKTH,
KOUTO HE Ca U3/IeTHsl, KOUTO ca MpeJIHa3HAuYCHH 3a U3I0JI3BaHEe B KOMOWHAITHUS C
U3JICITUETO.
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1.2. Ilo3oBaBane Ha NpeaAxXoaHU U CXOOHHU IMOKOJICHUA Ha U3CTIUCTO

a)  Tperjena Ha MPeaxoaHOTO(KUTE) MOKOJICHHUE(sT) Ha U3ISTUETO, TPOU3BEICHO(HM) OT

IMPOU3BOAUTCIIA, KOIaTO UMa TaKWBaA U3ACIIN,

6) nmperiea Ha I/I,Z[eHTI/I(I)I/II_II/IpaHI/ITe CXOOHU n3aciivs, MpeaoCTaBCHU Ha Ia3apa Ha

Cp1032a WM Ha MEXKIYHAPOIHUTE Ta3apu, KOraTo UMa TAKUBA U3/1EIIUA.
2. NHOOPMAILMA, KOATO CE ITPEAJOCTABS OT ITPOU3BOAWTEJIA
IInIeH KOMILIEKT OT:

a)  eTukera(uTe) BHPXY M3JEIHETO U OTIAKOBKAaTa My, KaTO HAlpUMeEp eIMHUYHA
OIIaKOBKa, ThPrOBCKa OMAKOBKA, TPAHCIIOPTHA OMAKOBKA B CIy4ai Ha CTICIU(PUIHU
YCIIOBUS 32 YNPABJIEHUE, HA €3ULIUTE, IPUETO(M) B IbPKABUTE UIEHKHU, B KOUTO €

MNpeaABHUACHO Ja CC MpoJaaBa U3ACIIUCTO,

0) HMHCTPYKIIMHUTE 3a yHoTpeda Ha €3UIUTE, MPUETH B IHPKABUTE WICHKH, B KOUTO €

MIPEJIBUJICHO JIa CE MPOJIaBa U3JCIIUETO.
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3. NHOOPMALNA 3A ITPOEKTUPAHETO U [TPOU3BOJCTBOTO

3.1. HNudopmanus 3a mpoeKTHpaHETO

WNndopmanusra, no3possBaiia aa 0baaT pa3dpaHu eTanuTe Ha NpOeKTHpaHe Ha

n3aCIncTO, BKIIFOYBA:

a)  ONMCAHME HA KPUTHMYHUTE ChCTAaBKM Ha U3JEJIHNETO, KATO aHTUTENA, AHTUT€HH,
€H3MMHU U paiiMepy Ha HYKJIEHMHOBUTE KUCEJIMHU, KOUTO Cca NMPEAOCTaBEHU WU
[penopbyaHy 3a yrnorpeda ¢ u3JIennero;

0)  3a MHCTPYMEHTUTE — OINMCaHHE HAa OCHOBHUTE MOJICUCTEMH, aHAIUTUYHA
TEXHOJIOTHsI, KATO HAIIpUMeEp MPUHIUIN Ha paboTa U MEXaHU3MHM 32 KOHTPOJI,
CHelralIeH KOMITIOTBPEH Xapayep u codryep;

B)  3a MHCTPYMEHTHUTE U copTyepa — IperJie]] Ha Isy1aTa CUCTEMA;

r) 3acodTyepa — onMcaHHe Ha METOJIOJIOTHTA 32 MHTEPIIPETUPAHE Ha TAHHHTE, a
UMEHHO aJITOPUTHMA;

1) 32 U3AENUATA 32 CaMOTECTBAaHE WM TECTBAHE Ha MSCTO — OINMCAHKUE Ha IPOEKTHUTE
ACMEKTH, KOUTO T'M MPABST MOJXOASIIH 3a LIEIUTE Ha CAMOTECTBAHETO WIIN
TECTBAHETO Ha MSCTO.
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3.2 HNudopmanus 3a mpou3BOICTBOTO

a)  umHbOpMaIMs, O3BOJISIBAIIA Ja OBAAT pa30OpaHu MPOU3BOACTBEHUTE MTPOIIECH, KATO
TIPOM3BOJICTBO, KOMIUICKTYBaHE, U3MTUTBAHE HA KpaWHUSI MPOAYKT M OIIAKOBaHE Ha
rotoBoTo u3zaenue. [Ipenocrass ce mo-noapoOHa HHGOpMAaIUs 3a oUTa HA
CHUCTCMATaA 3a YIIPABJICHHUC HA KAYCCTBOTO WJIM HA OCTAHAJIUTC MPUTTOKUMU

IPOIIEypH 3a OLICHABAHE HA CbOTBETCTBUETO;

6) IIOCOYBAHC HAa BCUYKU 06€KTI/I, BKIIIOUHUTCIIHO JOCTaBUYMIIU U ITOAU3ITBJIIHUTECIIN,

KBJIETO Ca U3BBPIIBAHU ITPOU3BOJACTBEHU JACHHOCTH.
4. OBIIU N3NCKBAHUA 3A BE3OITACHOCT U I[EﬁCTBHE

JIoKyMeHTaIusTa ChIbpxkKa HH(POPMAIH 33 JOKa3BAHETO HA ChOTBETCTBHETO C OOIINUTE
M3MCKBaHUS 3a 0€30MaCHOCT U JIciCTBHE, YCTAHOBEHH B IPUIIOKEHUE I, kouto ca
MPUIIOKUMH 32 U3JCITUETO MPEIBU]] HETOBOTO MpPEHA3HAYCHNE, U BKIIIOYBA 000CHOBKA,
BaJIMJIUPaHE U IPOBEPKA HA PEIICHUATA, Bb3IPUETH C 1] ClIa3BaHEe HAa TE3U U3UCKBAHMSL.

,Z[OKaSBaHeTO Ha CbOTBCTCTBUETO BKJIIOYBA OLIC:

a) O6H_II/IT6 HM3UCKBaHM 3a 0€30IIaCHOCT U ,HCIZCTBPIG, KOHUTO CC MpujiaraT KbM

HU3ACINUCTO, KAKTO U 00siICHEeHHE 34110 HC CC npuJiaraT Apyru U3UCKBAaHUA,

06) Meroma(ute), M3MOJI3BAH(M) 32 JJOKa3BaHE HA ChOTBETCTBHETO C BCSIKO €THO

IMPUIIOKUMO 00110 U3UCKBAHE 32 O€30MaCHOCT U JEHCTBHUE;
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B)  MNPWIOKEHUTE XapMOHU3UpPaHU cTaHAapTH, OC uiu Apyru peuieHus;

I)  TOYEH OMKC Ha MPOBEPEHHUTE JOKYMEHTH, ChIbPIKAIIM JOKA3aTEICTBA 3a
CBOTBETCTBUETO C BCEKH ITPUIIOKEH XapMOHM3UpaH ctanaapt, OC uinm Ipyr MeToq
3a YCTAaHOBSIBAHE HA CHOTBETCTBUETO C OOIIUTE M3UCKBAHUS 3a O€30MAaCHOCT U
neiicrBue. MnpopmarnmsTa no HacrosmaTa OykBa BKIIOYBA MPenpaTka KbM MICTOTO,
KBJIETO C€ HAMHMPA CHOTBETHOTO JI0KA3aTEJICTBO B II'bJIHATA TEXHUYECKA

JOKYMEHTAIUS ¥ aKO € MPUIJI0KUMO —PE3I0METO Ha TEXHUYECKaTa JOKYMEHTaLUs.
5. AHAJIN3 HA PUCKA U TTIOJIBUTE U YIIPABJIEHUE HA PUCKA
JIoKkyMeHTaIusTa ChIbpaka HH(pOpMAIIHS 3a:
a)  aHajM3a Ha pUCKa U MOJI3UTE 1o pa3nenu 1 u 8 ot npunoxenue I, n

0)  BB3MPUETHUTE PEIICHUS U PE3YITaTUTE OT YIPABICHUETO Ha PHCKa IO pa3aen 3 oT

npuiioxenue 1.
6. ITPOBEPKA HA INPOAYKTA 1 BAJIMJIUPAHE

JlokyMeHTanusTa ChbpKa pe3yiaTaTuTe U KPUTUYHUS aHAJIU3 OT BCUYKU MTPOBEPKU U
W3MUTBAHUA 32 BaUANPAHE W/WIN HAIIPaBEHUTE IPOYUBAHUS C 1IeJT JOKa3BaHE Ha
CHOTBETCTBUETO HA U3JEIUETO C U3UCKBAHUSTA 110 HACTOSIIUS PETIAMEHT U MO-KOHKPETHO

C MIPUJIOKUMUTE OOIIM U3MCKBAHUS 32 0€30MaCHOCT U JIeCTBUE.
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6.1.

6.1.1.

6.1.2.1.

ToBa BKIIIOYBA:
Nudopmanus 3a aHATUTHIHOTO TEUCTBUE HA U3CITHETO
Bun npobu 0T 4OBEMIKOTO TSLIO

B Hacrosimus pa3zaen ca onucaHu pa3IUYHUTE BUAOBE MPOOH OT YOBEIIKOTO TSI0, KOUTO
MOraT Jia c€ aHaJIU3UPAT, BKIIIOYUTEIHO CTAOMIIHOCTTAa UM, KaTO HAal[pUMEp yCIIOBHTA Ha
ChXpaHEHHE, KOTaTo € MPUIOKUMO — YCJIOBHTA HA TPAHCIIOPTUPAHE HA IIPOOUTE U C
OTJIe]] Ha CTICITHUTE METO/IU 32 aHaJIN3 — WH(POPMAIHA 32 IEPUOJ] OT BpEME MEXITY
B3eMaHeTo Ha npolaTa U HeWHUS aHAJIU3 U yCIIOBUATA HA ChXpaHEHHE, KaTO HalpuMep
MPOIBIKUTEIHOCT, OTPAHUYEHUS TI0 OTHOIIICHHE HAa TeMIlepaTypaTa U IUKIU Ha

3aMpassiBaHe/pa3MpassiBaHe.
XapaKTepUCTUKHU Ha AHAJIUTUYHOTO JEHUCTBHE
To4HOCT HAa U3MEPBAHETO

a)  BsapHocT Ha H3MepBaHETO

B HacTosius paszaen e npeacraBeHa nH$opMaliys 3a BEpHOCTTa Ha MpolieypaTa 3a
u3MepBaHe U ca 00001eHN T0CTaThYHO OIPOOHO JaHHHTE, 32 Ja ce Aajie
BB3MOYKHOCT 32 OILICHSIBAHE HA YMECTHOCTTA Ha CPEACTBATA, U3MOJI3BAHU 32
YCTaHOBSIBaHE Ha BEPHOCTTA. MI3MepBaHeTO Ha BEPHOCTTA CE MpHiara KbM
KOJIMYECTBEHUTE M KAYECTBEHUTE aHAJIM3U CaMO KOTaTo CHIIECTBYBA CEPTUPHUIPAH

pedepenTen Mmatepuan win cepTudunupan peepeHTeH METO/I.
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6.1.2.2.

6.1.2.3.

06) IIpeuu3HoCT Ha U3MEPBAHETO

B HAaCcTOAIIMA pa3acil ca OIMMMCAHU U3IIMTBAHUATA HAa IIOBTOPAECMOCTTA U

BB3IPOU3BOANMOCTTA.
AHanuTtnyHa YYBCTBUTCIIHOCT

B Hacrosmus pasnen e BKiIroueHa nH(popMaIys OTHOCHO NMPOEKTa Ha N3MUTBAHETO U
pesynTarute. B HeTo ce mpeacTaBs onMcaHue Ha BUA Mpoda U MOJATrOTOBKaTa,
BKJIFOUMTEIHO MaTpullaTa, HUBAaTa HA aHAJIMTUYHUSA [TapaMeThp U HaYMHA, IO KOWTO ca
ycTaHOBeHU HUBaTa. [IpencraBs ce u OposT Ha peIIMKAaTUTE, U3IUTBAHU MIPU BCSKA
KOHIIEHTpaLKs, KaKTO U OMKMCAHUE Ha U3UYHMCIICHUETO, U3I0JI3BAHO 32 ONPENIEIIsIHE Ha

YyBCTBUTEIHOCTTA HA aHAJIN3A.
AHanmuTHYHa CIIEUPUIHOCT

B HacTosmus pasnen ce onucBaT B3auMOICHCTBUETO U U3NUTBAHUATA HA KPBCTOCAHATA
PEaKTUBHOCT, U3BBPIIBAHM, 32 J]a CE OMPE/ENIN aHAIUTUYHATA CTIEHU(PUIHOCT MPU

HaJM4yue Ha IpYTH BelllecTBa WM areHTH B IpobarTa.

IIpencrass ce nuHdopmarys 3a olieHKaTa Ha MOTEHIMATHO UHTEepepupaImuTe 1
KPBCTOCAHO pearvpalinuTe BEMIECTBA WM ar€HTH BbPXY aHaJIn3a, BbPXY U3MUTBAHMS BU]L
BEIIECTBO MJIM areHT M HEeroBaTa KOHIICHTpAalKs, BI1a Mpo0a, KOHIICHTpaLusiTa Ha

HU3NUTBAHUSA AHAJIUTUYCH MapaMCThbp U PEIYJITATHUTC.

WuTepdepupamnyre U KphbCTOCAHO pearupainiiuTe BEIecTBa/areHTH, KOUTO BapUpaT B
roJisiMa CTETEH B 3aBUCHMMOCT OT BHIa U MPOCKTa Ha aHAJIN3a, MOTAaT Jia IPOU3XO0XKIAT OT

CK30I'CHHHM HMJIM CHAOI'CHHH M3TOYHMIIHU, KaTO:

a) BCIICCTBA, U3IIOJI3BAHU 34 JICUCHUCTO HA MMAIUCHTA, KATO HAIIPUMCEP JICKAPCTBCHU

POy KTH;
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6.1.2.4.

6.1.2.5.

0)  BelIecTBa, IOETH OT MALUEHTa, KaTO HAapUMEp aJIKOXOJ, XpPaHU;

B)  BeIecTBa, 700aBEHH MpHU MOATOTOBKATA HA MpobdaTa, KaTo HAIpUMEp KOHCEPBAHTH,

CT8.6I/IJ'II/I38.TOpI/I;

r) BCIIIECTBA, KOUTO CC CpelIaT B Cl'IeI_[I/Iq)I/I‘{HI/I BHUOOBC HpO6I/I, KaTO Halrpumep

XEMOTJIOOWH, JIUIUU, OUIHpyOUH, TIPOTCHHH;

J)  aHaJUTH ChC CXOJHA CTPYKTYpa, KaTO HAIlpUMeEp NPEKYPCOPH, METAOOIUTH WU
KJINHAYHU CBCTOSIHUS, KOUTO HE €A CBBP3aHU ChC ChCTOSTHUETO MPHU TECTA,
BKJIIOYHUTEIIHO NPOOH, KOMTO ca OTPHULIATENIHU 32 aHAIM3a, HO MOJIOKHUTEIHHU 32

ChCTOSIHHE, KOETO MOJKE J1a Haro10051Ba Ha ChCTOSTHUETO MPH TECTA.
MeTposoruuHa npociaeIuMOCT Ha CTOMHOCTHTE Ha KauOpaTopa U KOHTPOJIHUS MaTepual
Jlnama3zoH Ha U3MEpBaHEe MPH aHAIN3a

B nacrosmms pasaci € BKIOUYCHa I/IH(l)OpMaHI/Ifl 3a JrUara3oHa Ha U3MCPBAHC, HE3aBUCUMO
JAaJIkn U3MEPBATCITHUTE CUCTEMU Ca JIMHECHHY HUJIN HGJ'II/IHGI\/'IHI/I, B TOBa YMUCJIO I'paHUILIaTa HA
OTKpHUBAHEC, U € OIIMCAaH HAYUHBT, 110 KOHTO AUana3oHbT U I'paHUIlaTa Ha OTKPpHUBAHE Ca

ounu YCTaHOBCHHU.

Ta3u nnpopmarys BKIIOYBA ONMCAHUE HA BUa Ipoda, Opost Ha mpodute, Opost Ha
peITMKaTHTE, ONUCAHNE HAa OArOTOBKATa Ha MPOOUTE, BKIIOYUTEIHO HH(OpMAIHs 3a
MaTpuIaTa, HUBAaTa Ha aHAIMTHYHUS IMapaMeThp ¥ HaYHMHA, 10 KOWTO Ca YCTAHOBEHH
HHUBaTa. AKO € MPHIIOKHUMO, Ce 100aBsl ONHMCaHNE Ha BUCOKOI030BUS CBBbP3aH e(heKT u

JAAaHHUTEC B IMOAKPCIIA HA JEUCTBUSATA 3a HaMaJIIBaHEC, KAaTO HAIIpPUMED pa3pCiKIaHe.
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6.1.2.6. OmpexernsiHe Ha TPAaHUIM HA aHAJIM3a

B macrosmus pasaci c€ nMpeacTaBda pE3rOMEC Ha AaHAJIMTUYHUTE TaHHU C OIIMCAHHUE Ha
MPOCKTAa HAa U3ITUTBAHCTO, BKIIFOYUTCIIHO MECTOAUTEC 3a ONIPCACIIAHC HA T'PAHUIIATC HA

aHaJIn3a, KaTO HallpuMeEp:

a)  u3cieABaHara(utTe) rpymna(u) OT HaCeNeHUETO: AeMorpadus, mo100p, KPUTEPHH 32

y4YacTHe U M3KIII0UBAHE OT y4acTHe, Opoil BKIIOYCHH JINIIA;
0) MeToJ WIM HauMH 3a XapaKTepu3upaHe Ha MPOOUTE; KAaKTO U

B)  CTaTUCTHUYECKU MeToaH, kaTto Hanmpumep ROC kpuBa 3a mosryyaBaHe Ha pe3yJiTaTd, U

aKo € MPUJIOKUMO — OIpEeIsiHE Ha T.HAp. CUBA 30Ha/30HA C HECUTYPHHU Pe3yJITaTH.
6.1.3. Jlokian 3a aHAIUTUYHOTO JeHCTBUE, TOcoueH B npuioxenue XIII.

6.2. Nudopmanus 3a KIMHUIHOTO JEHCTBUE M KIMHUYHHUTE JoKa3aTencTBa. Jlokiaz 3a oreHka

Ha JIEUCTBUETO

JlokxymeHTanusTa ChbabprKa IOKJIA/IA 3a OIIEHKA Ha JEHCTBUETO, B KOWTO Ca BKIIOUEHU
JOKJIAJINTE OTHOCHO Hay4YHaTa BAJIUAHOCT, aHATUTHYHOTO ¥ KJIMHUYHOTO JICHCTBHE,

ChIJIACHO IMMOCOYCHOTO B IIPHUJIOKCHHUC XIH, 3a€AHO C OLCHABAHC Ha TC3U AOKJIaaH.

JlokyMeHTuTE 32 U3NUTBAHE HA KIIMHUYHOTO JEHCTBUE, TOCOYEHU B 4acT A, paszen 2 oT
npunoxxkenue XIII, ce BKIIOUBAT B TEXHUYECKATA TOKYMEHTAIMS U/ WU B HESI C€ ChABPIKAT

MIPENpPATKU KbM THIX.
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6.3.

6.3.1.

CrabuiHocT (¢ U3KIII0YEHHE Ha CTAOUITHOCTTa Ha 1po0aTa)

B Hacrosimus pa3zaen ce OnucBaT AeKJIapUPaHUsT CPOK HA TOJAHOCT, CTAOMIIHOCTTA IIPU

ynoTpeda U U3MUTBAHUATA HA CTAOMIIHOCTTA TP TPAHCIOPTHUPAHE.
TBBpASH CPOK HA FOJHOCT

B Hacrosimus pa3aen ce chabppxka nHGOpMaIys 3a H3MUTBAHUATA Ha CTAOUITHOCTTA B
MOJKpena Ha CpOKa Ha TOAHOCT, KOMTO C€ TBbPIU 3a u3aeanero. M3nurBanero ce
W3BBPUIBA MIOHE BHPXY TPU PA3JIMYHH NAPTUAM, IPOU3BEICHU IIPU YCIOBUS, KOUTO IO
CBIIIECTBO Ca €THAKBU C OOMYAWHUTE IPOU3BOICTBEHH yClIoBUA. He e Heobxoaumo Tpute
MapTUAM 1 ca MOCJIEI0BATEIHU. Y CKOPEHUTE U3MUTBAHUS WK JAHHUTE, €eKCTPANoJIupaHu
OT JIaHHU B PEAITHO BPEME, Ca JOIYCTHUMHU 3a IbPBOHAYAIHO TBBPASHUA CPOK HA TOJIHOCT,

HO OMBAT MOCJEIBAaHU OT U3MUTBAHMS HA CTAOMIIHOCTTA B PEAJTHO BpEME.
Ta3u noapobHa nH(OpMaLMsI BKIIOYBA:

a)  JOKJIaJa OT U3MUTBAHETO, BKIIOYUTEIHO MPOTOKOIA, Opoil MapTUaAU, KpUTEPUUTE 32

IMPUEMAHC U UHTCPBAJINTEC, HA KOUTO CC MMPOBEKAAT U3IIUTBAHUATA,

6) KOTaTo ca Omin HU3BBPHICHU YCKOPCHU UINUTBAHUA MTPECAN U3NUTBAHUATA B PCATHO

BpEMC, CC OIMMUCBAa MCTOABT, U3IIOJI3BAH 3d YCKOPCHUTC U3IIUTBAHNA,

B) 3aKIIIOYCHUATA U TBBPAAHUSA CPOK HA TOAHOCT.
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6.3.2.

6.3.3.

CrabunHocT npu ynorpeda

B Hacrosimus pazzaen ce npeactass UH(GpoOpMaIys 3a U3MUTBAHUATA Ha CTAOUITHOCTTA MPU
ynotpeba 3a efjHa mapTuaa, KaTo ynorpedara oTroBapsi Ha OOM4aifHOTO U3IMOJI3BAHE HA
W3/1eJINETO, HE3aBUCUMO JAJIM peajiHa WM cuMyupaHa. ToBa MOXe /Ja BKIIOUBa
CTaOMIIHOCT CJIe/] TbPBOTO OTBApsHE HA IbPBOHAYAIHUS KOHTSHHED W/WIH 32

ABTOMATUYHUTC MHCTPYMCHTHU — CTaOMJIHOCT BBbPXY KIIMHUYHO-XHUMHUUYCH aHAJIU3aTOP.

[Tpu aBTOMaTHYHU HHCTPYMEHTH, aKO CE€ TBBPAH CTAOMITHOCT HA KAJIMOPUPAHETO, Ce

BKJIFOYBAT MOJKPETISIIH JaHHH.
Ta3u noxpobHa nHPOpMaLKs BKIIOYBA:

a)  JOKJIaJa OT U3IUTBAHETO (BKJIIOUUTEIHO MPOTOKOJIA, KPUTEPUUTE 32 IPUEMAHE U

HWHTCPBAJIMUTC, HA KOUTO CC MMPOBLKAAT I/I3HI/ITBaHI/I$ITa),
0) 3aKIIOYCHHSATA U TBBPJsSHATA CTAOMIHOCT MPH YIOTpeoda.
CTaOWITHOCT MPH TPAHCTIOPTHPAHE

B Hacrosimus paszaen ce npeactass UH(GpOpMaIys 3a U3NUTBAHUATA HAa CTAOUITHOCTTA MpU
TpaHCIIOPTHUPAHE 3a €/IHA MapTuAa U3Ieus, 3a J1a CE OLIEHU TOHOCHUMOCTTA Ha U3JIEHITa

KbM OYAaKBAHUTC YCJIOBUS IIPU TPAHCIIOPTUPAHC.

W3nuTBaHuATa BHB BpB3Ka C TPAHCIIOPTHPAHETO MOTAT J1a CE M3BBPIIAT B PEATHH W/WIIN
CUMYJIMPAaHH yCJIOBHS U BKJIIOUBAT IPOMEHIIMBY YCIIOBHUS IIPU TPAHCIIOPTUPAHE, KATO

W3BBHPEIHO BUCOKH WM HUCKU TEMIIEpaTypH.
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Ta3u unpopmarus onucaa:
a)  JIOKJIaJia OT M3MUTBAHETO (BKIIOUYUTEITHO MPOTOKOJ U KPUTEPHUH 32 PUEMAHE);
0) Meroja, U3MOJ3BAH 32 CUMYJIHPAHUTE YCIOBUS;
B)  3aKJIIOYCHHUATA U MPEMOPBHUYBAHUTE YCIOBUS MPU TPAHCIIOPTUPAHE.
6.4. [IpoBepka u Basnuaupane Ha copTyepa

JlokyMeHTanusTa ChbpKa JI0Ka3aTesCcTBa 3a BAIMIUPAHETO Ha COPTyepa BbB BUJIA, B
KOKMTO € M3IMOJI3BaH B TOTOBUS MPOIYKT. Ta3u uHpopMalysi OONKHOBEHO BKITFOUBA
0000111€HN pe3ysITaTh OT BCUYKH JEHHOCTH 3a IPOBEPKA, BAIMANPAHE U U3IUTBAHE,
U3BBPLICHH CAMOCTOSATEIHO OT ChOTBETHHSI CyOEKT M MPHUJIOKUMHU IIPU JeHCTBUTETHA
ynoTpeda Ha U3/IeIMETO MPEIH OKOHYATETHOTO My ITyckaHe. Ta3u uHpopmanus chIio Taka
MPEJCTaBs PA3IMYHUTE XapyepHU KOHPHUTYpaIMU U KOTaTo € MPUI0KIMO —

OINCPAaIOHHUTEC CUCTEMHU, ITIOCOYCHU BbPXY CTHUKETA.
6.5. JombnauTenHa nHGOpMaIs, U3UCKBaHa B OCOOCHH CITydaun

a)  3awuzzaenusTa, MyCKaHU Ha Ma3apa CTEPUIHH WU C ONPEeIeH MUKPOOHOIOTUYEH
CTaTyc, /1a ce MPECTaBH OMUCAHKE Ha CpeJlaTa 3a CbOTBETHUTE MTPOU3BOJCTBEHU
eranu. [Ipu u3genus, myckaHu Ha 1mazapa CTEpUIHU — OMKUCAHUE HA U3I0JI3BAHUTE
METO/H, BKIIOYUTEITHO JOKIAJAUTE 32 BaJUAUPAHE, BbB BPb3Ka C ONIAKOBAHETO,
CTepUJIM3alusATa U 3alla3BaHeTO Ha CTEpUIIHOCTTA. B oknana 3a Banuaupane ce
M0COYBAT MPOBEPKUTE 32 HAJTMUMUETO HAa OMOJIOTHYHU areHTH, TUPOTEHU U aKo €

MMPUITOKUMO — Ha CTCPpUIIN3UPpAIIU OCTAThYHU BCIICCTBA.
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6) 3a n3acivi, CbAbpiKall ThbKaHH, KJIICTKU U BEIIECCTBA OT ) KUBOTHUHCKHU, YOBCIIKU HUJIN
MUKPOOCH MPOM3XO/I, /Ia Ce MPEICTaBH HHPOPMAIIHS 3a TIPOU3X0/1a Ha TO3H

MaTepHraJl U yCIOBUATA HA TOJTYHYABAHETO MY.

B)  3au3aenus, MyCKaHU Ha Ia3apa ¢ u3MepBaTenHa (QpyHKIMs, a ce MpeAcTaBu
ONMCAaHNE Ha U3I0J3BAHUTE METOIU 32 TApAaHTHPAaHE HAa TOYHOCTTA, IOCOYEHA B

crienupUKaIunTE.

r)  AKO HU3IEIHeTO Ie ObJIe CBhP3aHO C IPYro 000pyaBaHe, 3a 1a paboTH 10
npeHa3HaYCHHE, J1a Ce MPECTaBH ONMCAaHKE Ha MOJTyuyeHaTa KOMOWHAIIHS,
BKJTIOYHMTEITHO JTOKA3aTeJICTBO, Y€ M3JICIIMETO OTIrOBaps Ha OOIIUTE U3UCKBAHUS 32
0€301acHOCT U ICUCTBHE, YCTAHOBEHH B MPHIIOKEHHE I, TpU CBBpP3BaHE C APYTOTO

O60pyI[BaHe MO0 OTHOHMICHUC HA ITOCOYCHUTC OT MMPOU3BOAUTCIIA XapaKTCPUCTUKH.
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HPUJIOKEHUE IIT

TEXHUYECKA JOKYMEHTAILIMA 3A HAZIBOPA CIIE ITYCKAHE HA ITA3APA

TexHuueckara AOKYMCHTAaIUA 3a HaZA30pa CJIC ITYCKAHC Ha Ia3apad, KOATO IIPOU3BOAUTCIIAT U3TOTBA
B CBOTBCTCTBHEC C YICHOBC 78—81, CC MPEACTABA 110 ACCH, OpraHU3NpaH, JICCCH 3a TbPCCHC U
HCABYCMUCIICH HAYWH U BKIIIOYBA IMO-CIICUAITHO CJIICMCHTHUTC, OITMCAHU B HACTOAIIOTO

MPUIIOKEHHE:
1. [nan 32 HABOP CIex IMyCKaHe Ha Ma3apa, H3TOTBEH B CHOTBETCTBHE C WiIeH 79.

B nnana 3a Haa30p CJICO MyCKAaHE Ha rasapa IMpoOru3BOAUTEIIAT JOKAa3Ba, Y€ U3ITbIHABA

3aIbJDKEHUETO 110 YiIeH 78.

a) B mnana 3a Ham3op cnex myckaHe Ha rasapa ce cleln 3a ChOMpaHeTo U

HU3II0JA3BAHCTO HAa HAJIMYHATA I/IH(l)OpMaLII/ISI, MMO-KOHKPCTHO!

— HH(bOpMaHHH OTHOCHO CCPUO3HU MHIUACHTHU, BKIIITOUUTCIIHO I/IH(i)OpMaIII/ISI oT

[TA/Ib 1 kopurupaiu 1eHCTBUS BBB BPb3Ka ¢ 0€30MMaCHOCTTa Ha MSICTO,

- 3aIlliCH 3a HCCECPHUO3HN MHIUACHTHU U JaHHU 34 BCUYKHU HCXKCJIaHU CTPAHUYHU

edekrtu,

— HH(bOpMaL[PISI OT JOK/JIaaABAaHCTO HA TCHACHIIMUTC,
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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 Mma3apa oOxBala Hall-MaJKo:

AaKTHUBEH U CUCTEMAaTUYEH IPolieC Ha ChbOMpaHe Ha BCSKaKBa MHQOpMaIys,
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;

eq)eKTHBHH " IOAXO AN METOAU U IMTPOLECH 3a OLICHKA Ha C’I)6paHI/ITe 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;
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e(l)I/IKaCHI/I " IoAXOOAII METOAU U HHCTPYMCHTH 3a Pa3ryICKIaHC Ha CUTHAJIN

U aHaJIM3 Ha Ma3apeH OMUT, MPUI0OUT Ha MSCTO;

METOJI ¥ IPOTOKOJIM 3a YIIPaBIEHUE Ha CHOUTHS, KOUTO C€ OTPa3sBaT B
JOKJIaga 3a HaOIoJaBaHUTe TeHICHIINH, TTPEIBU/ICH B UJieH 83, BKIIFOUHUTEIHO
METOAH U MPOTOKOJIM, KOUTO J1a C€ U3MOJ3BAT 32 YCTAHOBSIBAHE Ha
CTATHUCTUYECKH 3HAYKMMO MMOBHIIIaBAHE HA YECTOTATa MJIM TEKECTTA HA

HHIOUIACHTHUTC, KAKTO U IICPHOJa HAa Ha6J'IIOI[eHI/I€;

MCTOOIH U IIPOTOKOJIN 3a e(beKTI/IBHa KOMYHHKaIIUA C KOMIICTCHTHUTC OpraHu,

HOTI/I(i)I/II_[I/IpaHI/ITe OpraHHu, MKOHOMHUYCCKHUTE OICPaTOpPU U HOTpC6I/ITeJII/ITC;

npemnparka KoM INPOUCAYPUTEC 3a U3ITBJIHCHNUC HA 3aABJDKCHUATA Ha

MIPOU3BOAUTENNUTE 110 wieHoBe 78, 79 u 81;

CUCTCMAaTUYHH MMPOLUCAYPHU 3a HaOeII3BaHE U InpujaaraHe Ha nmoaxoasaiu

MEpPKH, BKIIOUUTETHO KOPUTUPALLHU ACHCTBUS;

e(eKTUBHU HHCTPYMEHTH 3a MpocieAsBaHe U UACHTUPHUIMPaHE Ha U3/IETUATA,

3a KOUTO MOJXKEC J1a C€ HAJIOXKU MPCANPUCMAHC HAa KOpHUT'UpALIN ,HeﬁCTBHH; n

IJIaH 3a IIPOCIEAsBaHe Ha JEHCTBUETO CIIE] ITyCKAaHEe Ha 1a3apa ChIVIACHO
yacT b ot npunoxenue XIII mim 060cHOBKa Ha IPUYUHUTE, IOPAIU KOUTO HE

€ IMPUIIOKUMO ITPOCJICAIBAHC HA JIIEHCTBHETO CIIE]T ITyCKaHC Ha I1a3apa.

2 ITA/Ib o unen 81 u mokian 3a HaJa30pa ciael MyCcKaHe Ha maszapa no wieH 0.
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HPUJIOKEHUE 1V

EC AEKJTIAPALIA 3A CbOTBETCTBUE
EC nexnapanusTa 3a CbOTBETCTBUE ChbpiKa ClleJHaTa HH(POpMaIus:

l. Nwme, peructpupato TbproBCKO HAMMEHOBAHUE WIIM PETUCTPUPaHa ThPTOBCKA MapKa U,
ako Beue e u3ganeH, EPH Ha nponsBoauTesns cbriacHo wieH 28, U ako € NpUI0oKUMO, Ha
YI'BJIHOMOLIEHUS My MPEJICTABUTEN, U aIpeC HAa PETUCTPUPAHOTO UM MACTO Ha CTONAHCKA
JIEUHOCT, HA KOMTO MOE J1a CE OCBILECTBU BPb3Ka C TSIX U MOXKE J1a CE YCTAaHOBU

MECTOHAXOXIACHUCTO UM,

2. I/ISHBHGHI/IC, ye EC ACKJIapanuAaTa 3a CbOTBETCTBUEC € U3Ja/ICHA CANHCTBCHO HA

OTTOBOPHOCTTA Ha IIPOU3BOAUTEIIS;
3. bazos UDI-DI, xakrto e nocoyeHo B yact B ot npwioxenue VI;

4. Nwme Ha npoayKTa ¥ THPrOBCKO HAMMEHOBAHUE, TIPOIYKTOB KO/, KATAJIO0KEH HOMEDP WU
Jpyra HeZIBycMHcIieHa pedepeHIrs, KOSTO aBa Bb3MOKHOCT 32 UACHTU(UKALNS U
MPOCJIEeIUMOCT Ha U3JIEINETO, BKIIOUeHO B o0xBara Ha EC nexnapanusra 3a
CHOTBETCTBHUE, KATO HAIIPUMEP CHUMKA, KOTaTO € MOJXOII0, KAKTO U HETOBOTO
npeaHazHaueHre. C U3KII0UEHNE Ha UMETO Ha MPOYKTa WIH ThPrOBCKOTO HAUMEHOBAHHE,
nH(pOpMANIUATA, KOSITO AaBa Bb3MOXKHOCT 32 HACHTHU(PUKAIUS U MPOCIEIUMOCT, MOXKE J1a

ce npegocrasu upe3 6azosuss UDI-DI no Touka 3;

5. Knac B 3aBUCMMOCT OT pHCKa Ha U3JEUETO ChIVIACHO MpaBuiaTa rno npuioxenue VIII;
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I/I3$[BJ'I€HI/I€, 4€ U3JACINCTO B 00xBaTa Ha Ta3Hu ACKJIapanuiaTa € B CbOTBETCTBUC C

pasnopeaduTe Ha HACTOSIINS perjlaMeHT U aKo € MPUII0KUMO — C APYTU IPUTIOKUMU

3aKOHOJaTC/IHU aKTOBC Ha CLIOSa, KOUTO IMPECABHUIKAAT U3/IaBAHC HA EC ACKJIapanuA 3a

CBOTBCTCTBHUC,

7. [TocouBane Ha n3nonzBanute OC, kakto 1 Ha OC BBB Bpb3Ka ¢ KOUTO € AEKJIapUPAHO
CHOTBETCTBUETO;

8. Koraro e mpmioxuMo — HanMEHOBaHWE M UACHTU(UKAITMOHEH HOMEp Ha
HOTU(UIMPAHKS OpraH, ONMCaHUe Ha U3BbpILEHATa IPOLelypa 3a OLICHIBAHE Ha
CHOTBETCTBUETO U UACHTU(DUKAIMS HA u3afeHus(Te) cepTudukat(u);

9. Koraro e npuioxumMo — AONBIHUTETHA HHPOPMALIUS;

10. MsicTo 1 faTa Ha U3/1aBaHe Ha JCKIapanusaTa, UMe U ATBbKHOCT Ha JIULETO, KOETO 5 €
MOJITMCAJI0, KAKTO M YKa3aHUE 32 KOTO U OT YHe UME € MOJIMUCAIIO0 TOBA JIUIIE, TTO/IHUC.
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HPUJIOXKXKEHHUE V

MAPKHNPOBKA 3A CbOTBETCTBHE ,,CE*

l. Mapxkuposkara ,,CE* ce cecTou ot naunmanure ,,CE* cbe cneanarta gopma:
IAEEEEN JIIITT]
Ll - Ll
H saiasanmas
] I C
- 11
um A 11
1— I
L 11
| EEEEER] TTTTTTT
2. AKxo ce HamassiBa MJIM yBeJIMYaBa pa3MepbT Ha MapKupoBkaTta ,,CE®, Tps0Ba aa ce crnaspar

MPONOPIMHUTE, JaIEHH MO-Tope B rpauvHaTa MpeKa.

3. Paznuunute enementu Ha MmapkupoBkara ,,CE® TpsiOBa 1a ©Mat KaTo 1510 €UH U ChII]
BEpPTHUKAJIEH pa3Mep, KOWTO He TpsAOBa Aa € mo-Mainbk oT 5 mm. To3u MUHUMAaJEH pa3Mep

MOXKEC 1a HC CC IMpujiara 3a MaJlIKu U31CJIH.
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IHPHUJIOKEHHUE V1

NHOOPMALMA, KOATO CE ITPEJJCTABS
ITPU PETUCTPALIUATA HA U3JAEJIMATA U UKOHOMMYECKUTE OIIEPATOPU
B CbOTBETCTBHUE C YJIEH 26, ITAPAT'PA® 3 11 YJIEH 28,
OCHOBHU JAHHH, KOUTO CE ITPEJOCTABAT
HA BA3ATA JAHHU 3A UDI 3AEJIHO C UDI-DI
B CbOTBETCTBHUE C YWIEHOBE 25 1 26 1 CUCTEMA 3A UDI

Yact A
Nudopmanus, KosATO ce mpeacTaBsi IpU PETUCTPaLIUATa Ha U3AENIUATa

¥ UKOHOMHUYECKHUTE ONEPATOpH B CHOTBETCTBUE C UJieH 26, maparpad 3 u uwieH 28

HpOI/IBBOI[I/ITeJII/ITe HJIY, aKO € NPUIIOKHUMO,YITBIIHOMOIICHUTC NMPCACTABUTCIIN, U aKO € MMPUTTOKUMO
— BHOCHUTCIIUTC, ITPEACTABAT HHq)OpMaHHHTa, MMOCOYCHA B pasacia 1, H rapaHTupar, 4€ nmoco4ycHara

B pa3zzen 2 uHdopmanusi OTHOCHO TEXHUTE U3JIEJH € IThJIHA, JOCTOBEPHA U aKTyalu3upaHa OT

CHOTBETHATA CTpaHa.

1. WNudopmanys 0THOCHO UKOHOMUYECKHS OTIepaTop

1.1. BUJl MKOHOMUYECKH OIIepaTop (T.€. IPOU3BOIUTEIN, YITBIHOMOILEH IIPEICTAaBUTEN WIH
BHOCHUTEN);

1.2. M€, aJipeC U JTaHHHU 3a BPb3Ka C UKOHOMUYECKHSI OIIepaTop;
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1.3. KOTaTo MOJIaBaHETO Ha MHPOPMALIUATA C€ U3BBPIIBA OT APYTO JHIIEC OT UMETO Ha HIKOW OT
MKOHOMUYECKHUTE OIIepaToOpH, MOCOYCHH B pa3zen 1.1, uMme, agpec u 1aHHHM 3a BpB3Ka €
TOBA JIUIIE;

1.4. uMe, aJipec U JaHHH 32 Bpb3Ka Ha JIMIEeTo(aTa), OTroBapso(1) 3a CbOTBETCTBUETO C
HOpPMaTUBHUTE U3MCKBAaHMUS, IOCOYCHHU B UJieH 15;

2. Wudopmanus OTHOCHO U3JIEIHAETO

2.1. bazos UDI-DI;

2.2. THII, HOMEp U J1aTa, 10 KOSTO € BaJIU/ICH CepTUPHUKATHT, H3/1a/IeH OT HOTU(PHUIIUPAHHS
OpraH, ¥ M€ WIN UJICHTU(PHUKAIMOHEH HOMEP Ha TO3M HOTH(UIpaH opraH (1 Bpb3Ka KbM
uHpopManuATa, ChAbPKAILA CE B CEpTUPHUKATA U BbBEJICHA OT HOTU(DUIIMPAHHS OpTaH B
€JIGKTpOHHATA CHCTEMa 32 HOTU(UITUPAHUTE OPTaHu U CepTU(DUKATHUTE);

2.3. IbprKaBa YICHKA, B KOSTO M3/ETHETO Ce IMyCKa MM Beue € MMyCHATO Ha rnasapa Ha Cpro3a;

2.4. 3a u3nenus ot kinac B, knac C win knac D — abprkaBu WICHKH, KbACTO U3ECTUETO Ce
MPEAOCTaBs WM 1€ CEe MPEIOCTaBs;

2.5. HaJIMYue Ha ThKaHU, KJICTKH WM TEXHU MMPOU3BOJHU OT yoBeriku npousxon (JA/HE);
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2.6.

HaJIN4YMC Ha ThbKAaHU, KJICTKH WK TEXHU MMPOU3BOAHHN OT JKUBOTHHCKHU IPOU3XOJ CHITIACHO

Pernament (EC) Ne 722/2012 (JIA/HE);

2.7. HaJM4YMe Ha KJIETKH WM BellecTBa oT MukpoOeH npousxon (JIA/HE);

2.8. KJIac B 3aBUCHMOCT OT PUCKa Ha U3/ICIIUETO;

2.9. KOTaTo € MPUIOKUMO, SAUHHUAT UACHTU(DUKAIIMOHEH HOMEpP Ha U3MMUTBAHETO Ha
JIEHCTBUETO;

2.10.  3a u3menwsi, NPOCKTHPAHH U TIPOU3BEICHH OT IPYTO OPUANYECKO WIH (HPU3NIECKO JIUIIE,
KaKTo € moco4eHo B wieH 10, maparpad 14 — ume, aapec u JaHHU 32 Bpb3Ka C TOBa
IOPUANYECKO WIH (PU3HUECKO JIUIIE;

2.11.  3awmsapenus ot kinac C uin kinac D — pestoMe BB Bpb3Ka ¢ 0€30MacCHOCTTA U ACHCTBUETO;

2.12.  craryc Ha uzgenuero (T.€. Ha la3apa, Beue He € Ha Mas3apa, u33€To, IPEANPUETH
KOpUTUpaly AeHcTBUs BbB Bpb3Ka ¢ O€30MaCHOCTTA);

2.13. yKa3aHWe JaJIi U3JIETTUETO € ,,HOBO * U3JIEIHE.

W3 nenmero ce cunra 3a ,,HOBO®, aKoO:
a)  HsAMa TaKkoBa M3Jelne, KOETOo J1a € HAIMYHO 0e3 MpeKbcBaHe Ha ma3apa Ha Chio3a
npe3 MpeAXOAHUTE TPU TOJIMHU 32 CbOTBETHUS AaHAJIMTUYEH WIH JIPYT MapaMeThp;
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0) mpouegypaTa BKIKOYBA aHAJTUTHYHA TEXHOJIOTHS, KOSITO HE € U3I0JI3BaHa
HENPEeKbCHATO BbB BpB3Ka C JaJICH aHATMTUYEH WU APYT apaMeThp Ha Ma3apa Ha

Cnro3a pe3 NpeAXOAHUTEC TpU I'OAUHH.
2.14. YKa3aHue gajiu U3ACJIINUCTO € IIPCAHA3HAUYCHO 3a CAMOTCCTBAHE UJIKM TECTBAHE HA MACTO.

Yacr b
OCHOBHHU JJaHHU, KOUTO C€ MPEaoCTaBsAT Ha O6a3aTa ganHu 3a UDI

3aenuo ¢ UDI-DI B croTBETCTBHE C WieHOBE 25 1 26

[TpouzBoauTensaT npenoctass Ha 6azara qanau 3a UDI UDI-DI u undopmarus mo-mony BbB

BPB3Ka C IPOU3BOAUTEIIS U U3ACIIUCTO:

1. KOJIMYECTBO B ChOTBETHATA OIIAKOBKA;
2. 6a3oB UDI-DI cbriacuo uien 24, naparpad 6 u eBenTyannu gonbiaaurenad UDI-DI ;
3. HA4MH 32 KOHTPOJI Ha IPOU3BOACTBOTO HA U3/IEIMETO(CPOK HA TOAHOCT WIN J1aTa Ha

MIPOU3BOJICTBO, HOMED Ha MapTUIaTa, CEpUCH HOMEDP);

4. aKo € MPHIOKUMO — HACHTHUKATOp Ha u3non3Banara equauna UDI-DI (korato Bpxy
M3M0JI3BaHaTa €AMHUIA OT U3JIENIMETO He € nocTaBeH eTukeT 3a UDI, ce onpenens
uaeHTH(UKATOp Ha ,,MU3MOI3BaHATa SIMHUIA®, 32 JIa CE CBBbpIKE yrnoTpedara Ha H3AECITUETO

C JaJICH TIalEHT);
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HMEC U aip€C HAa MPOU3BOIUTECIIA, KAKTO Ca ITIOCOYCHH Ha CTUKETA,

6. EPH, n3nanen B choTBeTCTBHE € WwieH 28, maparpad 2;

7. aKo € MPHJIOKHUMO — MME U aJjpec Ha YII'BIHOMOIIEHUS MPeACTaBUTEN (KAKTO ca MOCOYCHH
Ha €TUKETA);

8. KOJ] 10 HOMEHKJIaTypaTa Ha MEAUIIMHCKUTE U3AEIUs ChIJIaCHO WiieH 23;

9. KJIaC Ha M3/IEJIMETO B 3aBUCUMOCT OT PUCKa;

10. aKo € MPWIOKMUMO — HAaNMEHOBAaHUE WIH ThPTrOBCKO HANMEHOBAHHC

11. aKo € MPHIOKUMO — MOJIEN Ha U3JEINUETO, peepeHIINs WIH KaTajloKeH HOMeEp;

12. JOMBIHUTETTHO OMKMCAHNE HAa MPOAYKTa (HE3aAbKUTETHO);

13. aKo € MPWJIOKHUMO — YCJIOBHSI Ha ChXpaHEHHE U/UTH padoTa ¢ U3AEIUETO, KaKTO ca
MMOCOYCHH Ha €TUKETA WM B MHCTPYKITUUTE 32 yIoTpeoa;

14. aKo € MPWIOKHUMO — JIOIIBJIHATETHA ThPTOBCKH HAMMECHOBAHUS HA U3/CIIUETO;

15. Ty € OWJI0 €TUKETUPAHO KaTo u3zienue 3a eqnokpaTHa ynorpeoda (JJA/HE);

16. aKo € MPHIOKUMO — MaKCHUMAaJIeH Opoii IOBTOPHH YIIOTpeOu;

17. JlaJId U3JIEIMETO € eTUKeTupano kato crepuiHo (JA/HE);
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18.

19.

20.

21.

Jany € HeoOxoauMa crepuiu3anus npeau ynorpeba (IA/HE);

URL 3a gombaauTeHa nHGOpMAIIHS, KaTO HAPUMEP WHCTPYKIIMHU 3a yIoTpeda B

eNeKTpoHHa popma (He3aIbIKUTEIHO);
aKo € MPHUI0KUMO — KPUTUYHU MPEIYNPEKIACHUS UM TPOTUBOIIOKA3aHUSL.

CTaTyC Ha U3ACIIUCTO HaA Ia3apa (BG‘-IG HC € Ha mma3zapa, U33€To, NpcANnpucTr Ca I[efICTBHSI

BBbB BPb3Ka ¢ OE30MaCHOCTTA);

Yact B

Cucrema 3a UDI
Onpenenenus
ABTOMaTHYHO pa3lo3HaBaHe U NpounTaHe Ha naHHuTe (AIDC)

AIDC e TexHOJI0THS, KOSTO C€ U3I10JI3Ba 32 aBTOMAaTUYHO IPOYUTAHE HA TaHHUTE.
Texnonorusra 3a AIDC BkirtouBa 6apko10Be, KapTH ¢ yuToBe (smart cards),

OMOMETpUYHU JaHHU U paguodectoTHa uaeHTuukamus (RFID).
bazos UDI-DI

bazosust UDI-DI e nbpBUYHUSAT HIeHTU(DUKATOP HA MOJena Ha u3aenuero. Toii e DI,
OTpeJIeICH Ha PaBHMUILE ,,M3M0JI3BaHA €UHUIA" HA U3eIUeTO. Toil € OCHOBHUSAT KIIIOY 3a
3anucute B 6a3ara ganuu 3a UDI u ce mocouBa B choTBeTHUTE cepTuduraru u EC

ACKJIapalnnu 3a CbOTBCTCTBUC.
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DI Ha u3nmon3BaHara e IuHUIIA

DI na u3non3BaHaTa eIMHAIIA CITY>KH, 32 J1a C€ CBBPIKE YIoTpedara Ha u3/Ienre ¢ MalueHT,
KOTaTo BbPXY M3MOJI3BaHATa €IMHUIA OT U3/ENIUETO He € ocTaBeH eTukeT 3a UDI,

HalpHMep KOraTo HAKOJIKO €AMHUIIN Ha €THO U CHILO U3/CIHE Ca ONTAaKOBAHH 33aEIHO.
Wznenue ¢ kKoHGUTyparys

W3nenue ¢ KOHPUTYpaLHs € U3/1eJIne, ChCTOSAIIO C€ OT HAKOJIKO KOMIIOHEHTa, KOUTO MOTaT
na ObIaT CriI00EHU OT MMPOU3BOAUTEINS B MHOKECTBO KOHGUTYparuu. Te3u oTnenHu

KOMITOHEHTH MOTaT caMH 10 ce0e CH J1a MPEICTaBIIBAT U3/ICIHSL.
Konduryparms

Kondurypanusra e KOMOMHAIUS OT €IEMEHTH OT 000pYyABaHE, IOCOYCHU OT
MIPOU3BOIUTENS, KOUTO (DYHKIIMOHUPAT 3a€THO KaTO U3/IeNIUE 3a IOCTUTAaHE Ha ONpeIEICHO
npeaHazHaueHne. KomOmHanusTa oT eeMeHTH MoXe /1a Ob/ie MPOMEHEeHa, IIPUCIIOcO0eHa

WJT HACTPOEHA 3a 3aJ]0BOJISIBAHE HA OCOOCHH MOTPEOHOCTH.
UDI-DI

UDI-DI e yHukanes uudpoB uiu OyKBeHO-IIM(PPOB KO, ONPEIeNeH 3a 1aJeH MOJIeN
u3Jenne, KOUTO ce U3IO0JI3Ba U KaTo ,,KIII0Y 32 IOCTHI' 10 HHPOpMaLusATa, ChXpaHsIBaHA B

Oazara nanuu 3a UDL.
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Yernuso ob6o3nauenue (HRI)
HRI o3HauaBa 4eTIMBOCT HA 3HALIMTE B JAHHUTE, 3aKOAUpaHu B Hocutesna Ha UDI.
HuBa na omakoBane

HuBa Ha omakoBaHe 03HadaBa Pa3JINYHUTC HUBA HA OITAKOBKHW HA U3JACIIUECTO, ChbABbPIKaIIA

OTIpeIeNIEHO KOJTMYECTBO M3/ACIHs, KaTO HAIPUMEp KapTOHEHA KYTHS WIH KaTb(.
Wnentudukarop Ha npousBoactsoto (UDI-PI)

UDI-PI e nudpos wmu OykBeHO-II(PPOB KO, KOUTO HISHTH()HUIINPA TPOU3BOICTBEHATA

€IMHHIA HA U3IETUETO.

Pasnnunute Bunose UDI-PI BkiroyBaT cepreH HOMEp U1 HOMEP Ha NIapTUAATA,
uaeHTUUKAIMS Ha copTyepa W/WIIK AaTa Ha MPOM3BOJICTBO WIIM CPOK HA TOAHOCT WIIH U

JIBETE J1aTH.
Paguouectorna unentudukanus (RFID)

RFID e TexHOMOTHS, KOATO M3I0I3Ba KOMYHHKAITUS YPE3 PAIUOBBIHU 32 OOMEH Ha IaHHH
MEXTy YETAII0 YCTPOMCTBO U €IIEKTPOHEH €THUKET, MPUKPENEH KbM MPEAMET, C eIl

UAeHTUPUKAIHS.
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ToBapHM KOHTEMHEPH

ToBapeH KOHTEHHEp € KOHTEHHEp, TPU KOWTO MPOCIEAUMOCTTA C€ KOHTPOJIUPA Upe3

CTICIIMAJICH TIPOIIEC 3 JIOTUCTUYHUTE CHCTEMH.
VYuukanen unentudukarop Ha uzgenusara (UDI)

UDI e cepus ot unpoBu 1 OyKBEeHO-IIM(DPOBU 3HAIM, CH3/1aJCHA Ype3 OOIIONpHUETA
UACHTU(UKAINS HA U3/ICHITa U CTAaHAapTH 3a 03HayaBane. CucreMara JjaBa Bb3MOKHOCT
3a sicHa WICHTU(UKAIMS Ha CbOTBETHOTO M31enue Ha nazapa. UDI ce cecton ot UDI-DI u

UDI-PI.

Z[yMaTa ,,yHI/IKaJ'IeH“ HC BKJIFOYBA CepHﬁHOTO HOMCEpHUPAHC HA OTACIIHUTC MMPONU3BOACTBCHU

€ IUHULIM.
Hocuren sa UDI

Hocurensat na UDI e cpeactBoro 3a crobmaBane Ha UDI upe3 nznonzsanero Ha AIDC u

aKo € MpuiIoxuMo, Herooto HRI.

Hocurenute va UDI BkitouBar, inter alia, nieHTUPUKAIMOHEH JTUHEEH OapKO/I,

nByu3MepeH matpuueH 6apkoa, 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
HACTOSIIIUS PETJIAMEHT.

2.2. [IpousBogurenat onpenens u nogabpxka yaukanau UDI Ha uznenusra cu.

2.3. EnnHcTBEeHO pon3BoAUTENAT MOXke Aa HaHacst UDI Ha u3genmeTo wiv Ha HErOBUTE
OTIAaKOBKH.

2.4. Morar na 6b1aT U3MOJI3BaHU CaMO CTaHJIaPTH 3a O3HaYaBaHE, KOUTO Ca MPEIOCTaBEHU OT
n3aBanmTe cyoekTH, onpeaenenu ot Komucusra ceriacHo wien 24, maparpad 2.

3. UDI

3.1. UDI ce onpenens 3a caMOTO U3/eJIKME UM HEroBaTa onakoBka. CrieiBaluTe HuBa Ha
omakoBaHe pasmnoiarar ¢s¢ cooctsen UDI.

3.2. ToBapHHUTE KOHTEIHEPH c€ OCBOOOKIAaBaT OT M3UCKBaHEeTOo 1o pasnen 3.1. Hanpumep, He
ce uznckBa UDI 3a morucTuuHy €qMHUIN; KOTaTO TOCTaBYMKBT Ha 3/IPAaBHU IPHKH
MIOpPBYBA MHOXKECTBO U3Jenus, kato € nocoyeH UDI wim HoMepbT Ha MOJena Ha
OTJIEJTHUTE U3JIeTHs, a IPOU3BOAUTEISAT MOCTaBs TE€3U U3EIHS B KOHTEHHED 32
TpaHCIOPTHUPAHE WIH 32 J1a 3aIUTH OTIACIHUTE ONAKOBaHU U3/IENHs, 32 KOHTEHHEepa
(JlorucTUYHATA €IMHUIIA) HE ce mpuiiaraT u3nckBanusaTa 3a UDI.

3.3. UDI ce cueroun ot aBe yactu — UDI-DI u UDI-PI.
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3.4.

3.5.

3.6.

3.7.

3.8.

3.9.

UDI-DI e yHuKaneH Ha BCSIKO HUBO Ha OIIAKOBAHE HA U3JIETIUETO.

AKO BBpPXY €TUKETa ca IOCOUYEHU HOMEPHT Ha MapTUAaTa U CEpUNHUAT HOMED,

uACHTUUKALMATA Ha cOPTyepa WK CPOKBT Ha FOJHOCT, Te ca yacT oT UDI-PI. Ako

BBpPXY €TUKCTA € ITOCOYCHA U J1aTa HAa IPOU3BOJACTBO, Td HE € HCO6XOI[I/IMO Ja C€ BKIIIOYBa

B UDI-PI. Ako BBbpXy €THKETa € IOCOYEHA CaMo JaTa Ha IPOU3BOACTBO, TS CE U3II0JI3Ba 3

UDI-PIL

Ha Bceku KOMIOHEHT, KOWTO C€ CUMTA 3a U3JICIINE U CE IIPeJIara Ha na3apa
CaMOCTOATEINHO, ce onpeaens otaeneH UDI, ocBeH ako KOMIOHEHTUTE HE ca 4acT OT

uzzenue ¢ KoHpUrypamus, Koeto € 0003HaueHo cbc cBoi cooctBen UDI.
3a HabopuTe ce onpezens U HaHacs TexeH cooctBen UDI.

[IpousBogurensar onpenens UDI 3a nageHo usnenne cbriaCHO CbOTBETHUS CTAHAAPT 3a

O3HadaBaHC.

M3ucksa ce HoB UDI-DI, xoraTo e HaiuIie npoMsHa, KOSTO OM MorJja Ja TOBEE 10
rorpentHa uAeHTUGUKAIUS Ha U3ISTUETO W/ WK JI0 HESICHOTA 110 OTHOIIICHUE Ha
npocaeauMocTTa My. [lo-cieninanHo Beska MpoMsiHa B €IUH OT CIIETHUTE eIEMEHTH Ha

nmanaute B 0a3ara manau Ha UDI usucksa nos UDI-DI:
a) HAaMMEHOBAHME WM ThPTrOBCKO HAUMEHOBAHHUE,
0)  BapuaHT WM MOJEJ Ha U3EIIUETO,

B)  E€THUKETHPAHO KaTo M3JEIHe 3a €JHOKPAaTHA yIIoTpeoa,
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3.10.

4.1.

4.2.

4.3.

)  CTEpHWJIHA OMAKOBKa,

1)  HE0OXOAMMOCT OT CTEPWIM3UPAHE MPEIU YIoTpeda,
€)  KOJHMYeCTBO M3JENHs B OTIAKOBKATa,

k)  KPUTUYHH NMPEAYNPEKICHUS WU TPOTHBOIIOKA3AHHS.

[TpousBoauTENN, KOUTO MPEOMAKOBAT U/UIH MPEETUKETHPAT U3JIENINS ChC COOCTBEH

eTUKeT, 3ana3Bar JaHHu Ha UDI Ha npons3BoauTesnss Ha OpUTMHAIHOTO U3JIEIHE.
Hocwuren na UDI

Hocutensat na UDI (AIDC dopmat u HRI dpopmar va UDI) ce mocTaBst BEpXy €THKETa U
BBPXY BCHUKHM CJIE/IBAIllM HUBA HAa OMaKoBaHe Ha u3nenuero. ClenBaniuTe HUBa Ha

OINIAKOBAHC HC BKJIFOYBAT TOBAPHUTC KOHTeﬁHepH.

B ciy4ail Ha 3HAYUTEIIHU OTPAaHUYEHUS HA IIPOCTPAHCTBOTO BBPXY OIAKOBKATa Ha
H3MnoI3Banara equunia, HocuteadaT Ha UDI Moske na ObJie mocTaBeH Ha CIIeABaI[0TO HUBO

Ha OIIaKOBaHC.

3a m3genusTa 3a eJHOKpaTHA yroTpeba oT kinac A u kinac B, omakoBaHu U eTHKETUpaHU
MOOT/IENTHO, HE ce n3uckBa HocutensaT Ha UDI na e BbpXy onakoBkaTa, HO C€ IOCOYBAa Ha
CJIeIBAIlIOTO HUBO HA OMAKOBaHE, HAPUMEP KyTHUATA, ChAbpKAIIa HIKOIKO OMAKOBKH.
Koraro o0ade He ce 09akBa JOCTAaBYMKBT HA 3[IPABHU IPIKU Ja UMa JOCTBHII, KATO
HaIrpuMep B CiIy4ail Ha 3[paBHU I'PHKU B TOMAIIHU YCIOBUS, A0 CIEABALIOTO HUBO Ha

onakoBaHe Ha u3aenuero, UDI ce moctaBst BBpXy OlaKkOBKata.
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4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

4.10.

3a u3zenusTa, NpeHa3HauCHU U3KIIOUUTENHO 3a IIYHKTOBE 3a poAak0a Ha JpeOHo, He ce

m3ucksat UDI-PI 3a AIDC na ce mocTaBsT Ha OITakoBKaTa Ha CaMUsl IyHKT 3a IPoaxoa.

Korato nocurenu Ha AIDC, paznuunu ot Hocuten Ha UDI, ca BKIIloUeHH B €THKETa Ha

npoaykra, Hocuresat Ha UDI e yeTnuBo nocoueH.

Axo ce m3non3par aunaeiHn 6apkogose UDI-DI u UDI-PI morat 1a 6b1aT BEpHIKHO
CBBpP3aHHM B JIBa WM ITOBEYE OapKo/ia WM Ja He ObJaT CBbp3aHU. BCHUky 9acTu u

€JIEMEHTH Ha JTMHEWHUS 0apKOJ] ca pa3srpaHUIMMU U SICHO OTIPEACITMH.

AKO CBILECTBYBAT 3HAUUTEIHH IIPEUKH NIPEJ €THOBPEMEHHOTO U3II0JI3BAHE HA JBaTa
¢opmara (AIDC u HRI) BbpXy eTukera, ce M3MCKBa IOCOYBAHETO BBPXY €THKETa caMO Ha
¢dopmara AIDC. 3a u3genus obaye, KOUTO ca MpeIHA3HAYSHH 32 U3IOJI3BAHE U3BHH
3IpaBHUTE 3aBEJCHUs, HAIIPUMED U3ENIN 3a 3paBHU I'pWKU B JomaiiHu yciaosus, HRI ce

[I0COYBA BbPXY €TUKETA, IOPU aKO B pe3yJITaT Ha ToBa He ocTaBa MscTo 3a AIDC.
®opmarsT Ha HRI e chobpasen npaBuiiata Ha cybekTa, n3aasai koga 3a UDI.

AKO TpOM3BOIUTEIAT M3M0J3Ba TexHoiorusta RFID, BbpXy eTrkeTa ce mocouBa U JIMHEEH
WM IByU3MepeH 0apKo]l B ChOTBETCTBUE ChC CTAHAAPTA, MPEAOCTABEH OT U3/aBaIINUTE

cyOeKTH.

3a u3zenusaTa 32 MHOrOKpaTHa ynorpeda HocutensaT Ha UDI e BbpXy camoTo uznenue.
Hocurensar na UDI 3a uzgenust 3a MHOTOKpaTHa ynotpeda, M3UCKBAIIH Je3UH(EKITHS,
CTepHJIN3aLUs UM OOHOBSIBAHE MPEU BCSIKO CIIEBAILO U3MI0JI3BAHE OT MAllMEHTa, OCTaBa
TPAEH U YETIUB CJI€] BCEKU IIPOLEC HA MOATOTOBKA HA U3JEIUETO 3a IOCIIEIBAILO

H3I0JI3BAHC B PAMKUTC Ha IIPEABUACHUS CKCINJIOATAITMOHCH CPOK HA U3CITUCTO.
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4.11.  Hocwurenar na UDI ocTtaBa yeTnuB npe3 1s1ata HopMaiHa ynorpeda u 1enus npeiIBuIeH

CKCILIOATaIMOHEH CPOK HAa M3ACIIHUCTO.

4.12.  Axo Hocutenat Ha UDI e sicHO 4eTJIMB ¥ MOXKe J1a ce CKaHMpa IIpe3 OIaKoBKaTa Ha

n3aCIUCTO, HE CC M3HMCKBA ITIOCTABAHCTO HA HOCUTCII Ha UDI BBpPXY OIIaKOBKarta.

4.13. Koraro oTenHu ToTOBY H3AETHUS CE ChCTOSIT OT MHOXKECTBO YacTH, KOMTO TpsiOBa Ja ce
CTI00ST Mpeau mbpBarta ynorpeda, € goctarbuno Hocurenat Ha UDI na ce moctaBu camo

BBpPXY €HA OT 4YaCTUTC OT BCAKO U3ACIIUC.

4.14. Hocutensat na UDI ce mocrass taka, ue popmatsT AIDC na moxe 1a 0b/1e JOCTHIICH 10

BpPEMC Ha HOpMAJIHA pa60Ta HJIN CbXPaHCHHC.

4.15.  Hocwurenure Ha 6apkona, BkiatouBamu UDI-DI u UDI-PI, morat na BKIto4YBaT u

CBHIIECTBEHU JIaHHU 32 (DYHKIIMOHUPAHETO HA M3JCIIUETO U IPYTHU JTaHHHU.
5. OO6mm npunnmnu Ha 6azara nanuu 3a UDI

5.1. bazara nagau 3a UDI gaBa BL3MOXKHOCT 3a U3I0JI3BAaHE HAa BCUYKU OCHOBHHU €JI€MEHTH Ha

nanHuTe B 6a3zara nannu 3a UDI, mocodenu B yacT b 0T HACTOSIIIIOTO MPUIIOKEHHE.

5.2. [IpounsBoguTenuTe OTroBapAT 3a IbPBOHAYATHOTO IIOJABAHE U AKTyaIM3alMUTEe Ha
uACHTU(UKAIIMOHHATAa HHPOPMALIUS U JPYTH eIEMEHTH Ha JAaHHUTE 3a U3JIeNIMeTo B O6aszara

nagHu 3a UDI.
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5.3. [TpunaraT ce MOAXOMAIIM METOAM/TIPOLIEAYPH 32 BAIMANPAHETO HA TIPEIOCTABEHUTE
JaHHMU.

5.4. [IponsBoguTennuTe NEPUOAUYHO MTPOBEPSABAT TOYHOCTTA HA BCUUKH JAHHH, CBBP3aHU C
U3JIEIMATa, KOUTO ca IyCHAIM Ha Na3apa, ¢ U3KJIIOUEHUE Ha U3/IEeUATa, KOUTO BEUe He ce
IIPEIOCTABSAT Ha Ma3apa.

5.5. Hammuanero na UDI-DI Ha uznenuero B 6a3ata qanau 3a UDI He o3HauaBa, 4e U3CIUETO
CbhOTBETCTBA HAa HACTOSIINS PETJIAMEHT.

5.6. ba3ara nanHu faBa Bb3MOXKHOCT 3a CBBP3BAHETO HA BCUYKH HHMBA HA ONAKOBAaHE Ha
U3JIEIHUETO.

5.7. Jannure 3a HoBu UDI-DI ca Hanv4HM KbM MOMEHTA Ha IIyCKAaHE HA U3CIIMETO Ha I1a3apa.

5.8. [IpousBoauTeNnuTe aKTyanTu3upar CbOTBETHUS 3amnuc B 6a3ara nanuu 3a UDI B cpok ot 30
JTHU OT HAIlpaBeHa MPOMSHA Ha JaJICH €JIEMEHT, KOWTO He u3ncksa HoB UDI-DI.

5.9. Korato e Bp3M0xHO, 6a3ata qanuu 3a UDI n3non3Ba MexayHapOIHO IPUETH CTaHIAPTH
3a [TOIABAHETO HA JaHHU U TAXHOTO aKTyaJIUu3UPAHE.

5.10.  Tlorpebutenckusat unrepdeiic Ha 6a3arta ganuu 3a UDI e HanuyeH Ha BcUYKU oUIIHATHI
e3uny Ha Cpro3a. M3non3Banero Ha mosera 3a cBOOOIEH TEKCT o0aue ce CBex/1a 10
MUHHUMYM, 3a JIa CE OrpPaHNUYaT €3MKOBUTE IIPEBOJIU.

5.11.  JlanHuTe 3a U3JEeNHsI, KOUTO BEUE HE CE MPENOCTABST Ha [Ta3apa, ocTaBaT B 0azara JaHHU
3a UDL
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[IpaBuia 3a KOHKPETHU TUIIOBE U3EIHS

6.1. N3nenusra 3a MHOTOKpaTHA ynoTpeda, KOUTO ca 9acT OT HaOOp M M3MCKBAT MOYNUCTBAHE,
Ne3uH(EKIMs, CTepUIIN3alis UM OOHOBSIBaHE MpeIu BCsIKa cie/lBallla ynoTpeda ot
MOTpeOUTETUTE.

6.1.1.  UDI na Te3u u3znenus ce nocTass BbPXY U3JIEIMETO U OCTaBa YETJIUB CIIE] BCSIKA
IpoLeaypa 3a MOAroTOBKA Ha U3/IEIUETO 32 Cie/iBalla yrnoTpeoa.

6.1.2.  Xapakrepuctukure Ha UDI-PI, kaTo HanmpumMep HOMep Ha mapTHUiaTa Wi CEPUEH HOMED,
CE OIPENENAT OT MPOU3BOAUTEIIS.

6.2. Codryep 3a uznenusra

6.2.1. Kpurepuu 3a onpenensine Ha UDI
UDI ce omnpenenst Ha CHCTEMHOTO paBHHILE Ha codTyepa . ToBa U3UCKBaHe ce Mpuiiara
camo 3a copTyep, KOWTO ce Ipeiara Ha na3apa caMoCTOSITENIHO, U COPTyep, KOWTO caM I10
cebe CH MpeJICTaBIIsIBa U3CIHE.

O06o03Ha4aBaHETO Ha cOPTyepa ce CUUTa 3a MEXAHU3BM Ha IIPOU3BOJICTBEH KOHTPOII U ce
nocousa B UDI-PI.

6.2.2. U3sucksa ce HoB UDI-DI BuHaru, korato € Hajauile NpoMsIHA [10 OTHOLLEHHUE HA:

a)  II'bPBOHAYAJHOTO ACHCTBUE ,
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6.2.3.

6.2.4.

0) 0Oe30macHOCTTA WU MpEABUACHATA yIIoTpeOa Ha codTyepa,
B)  THIKYBAaHETO Ha JIAHHHTE.

Te3u mpoMeHH ce OTHACAT 10 HOBU WJIM U3MEHEHU aJTOPUTMHU, CTPYKTYpH Ha Oa3ute
JIAaHHU, ONepaTHBHA I1aT(opMa, ApXUTEKTypa WM HOBU MOTPEOUTEICKH HHTep(hEHCH Win

HOBH KaHAJIM 32 ONl€paTUBHA CbBMECTUMOCT.
Hesnauurennan npomenu B codryepa uzncksat camo HoB UDI-PI, a ne mHo UDI-DI.

HesnauuTenanTe mpoMeHu B codTyepa OOMKHOBEHO ca CBBP3aHH C OTCTpaHSIBaHE HA
TPEIKH, TOJOOPEHHUS ¢ OTJIE ] M3I0I3BaeMOCTTa, KOUTO HE CE€ BBBEXK/IAT C 1€

6630H8.CHOCT, IIporpamMu 3a CUT'YpHOCT HUJIM OIICpaTHBHA G(I)GKTI/IBHOCT.

Hesnaunrennute npomenu B codpryepa ce 0003HayaBat chC crernuaina gopma Ha

UACHTU(DUKAIMS HA TIPOU3BOJUTEI.
Kpurepuu 3a nocrassaero na UDI 3a codryep:

a)  KoraTto co(TyepsT Ce IIPeJoCTaBsl Ha MaTepualleH Hocureln, Hanpumep upe3 CD umu
DVD, na Bcsiko HUBO Ha onakoBaHe ce nocoyBa nbaHuiAT UDI B uetnuB 3a xopara u
B AIDC ¢opmat. UDI Ha maTtepuanHus HOCUTEN, ChAbpKall codryepa, U Ha

HEroBara ornakoBka € uaeHtnueH ¢ UDI, npucBoeH Ha CUCTEMHOTO PaBHUILE Ha

codryepa;
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6)

)

UDI ce npeagocTaBs Ha JIECHO TOCTBIICH €KPaH 3a MOJI3BATEINS B JIECHO YETIUB
dopmar ,,plain-text, kaTo HarpuMep BBB (ailsl ¢ ONMUCAHUETO UM BKIIOYEH B

Ha4aJIHU CKpaH;

co(Tyep, KOWTO HE pa3noiara ¢ MoTpeOuTeNIcku HHTepdeiic, KaTo HanpuMep
MEXIMHEH UHTErpallioHeH coTyep 3a mpeodpasyBaHe Ha H300paXKeHHUsI, MOXKE Ja

npeaane UDI upe3 npuiiokHO-TIporpaMeH uHTepdeic;

B CJIEKTPOHHHTE JUCIUIEH Ha copTyepa ce M3UCKBA CaMO YETIIMBATA 32 XOparTa 4yacT
ot UDI. O603nauaBanero Ha UDI upe3 u3nomsBanero Ha AIDC He ce u3nckBa B
ENeKTPOHHHUTE JUCIIEH, KATO HAITPUMEp MEHIOTO ¢ HHpOpMaIus 3a CUCTEMATa,

€KpaHa IIpH 3apeKJaHe U T.H.;

YeTIUBHAT 3a Xopata popmat Ha UDI 3a codryep BriIrOuBa HAEHTHPHUKATOPH 32
npuioxenneTo (Al) Ha crangapTa, U3MON3BaH OT M3/IaBalINTE CYOCKTH, 3a J1a ce
nmoMorHe Ha noTpeduTens aa unentuduupa UDI u na onpenenu kot ctanaapt €

H3II0JI3BaH 34 Cb3AaBaHCTO MY.
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HPUJIOKEHHUE VII

N3NCKBAHUNA, HA KOUTO TPABBA JJA OTTOBAPAT HOTUOULIMPAHUTE OPI"AHU

1.

1.1.

OPI'’AHU3AIIMOHHUM U OB N3UCKBAHUW A
IIpaBeH cTaTyT M OpraHu3alMOHHA CTPYKTYpa

Bceku HOTHUIMPaH OpraH ce ch3aBa ChITIACHO HAIMOHAIHOTO MPaBO Ha IbPKABUTE
YWIEHKH WJIM NPABOTO Ha TpeTaTa IbpikKasa, ¢ KoATO ChIO3BT € CKIIIOUNI CIIOpa3yMEHUE 3a
1enTa. 3a HeropaTa rmpaBocyOeKTHOCT M CTaTycC TpsiOBa Ja uMa ITbJIHA TOKyMeHTarus. Ta3u
JOKYMEHTaIUs BKIII0YBa HH(GOpMaIus 3a COOCTBEHOCTTA U IOPUIUUECKUTE UITH

¢bu3nyeckuTe IuIa, ynpaxKHsABaIld KOHTPOJI BbPXY HOTU(DUILIUPAHUS OpraH.

Axo0 HOTHU(ULIMPAHUAT OpraH € MpaBeH CyOeKT, KOWTO € 4acT OT MO-TojsiMa OpraHu3aus,
SICHO C€ IOKyMEHTHpAT JeHHOCTUTE U U HEMHATa OpraHU3allMOHHA CTPYKTYpa U
yIpaBieHUE, KaKTO U Bpb3KaTa M ¢ HOTU(QHULIMpaHus oprad. B Takusa ciyyaun
W3HCKBAHUATA, IOCOYEHH B pas3zen 1.2, ca npuiioKUMHU KaKkTo 32 HOTU(UIMPAHHsI OpraH,

TaKa U 3a OpraHusanusaTa, KbM KOIATO TOH MMPUHAIJICIKH.
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AKo N1aieH HOTU(HUIMPAH OpTraH U3ISUIO0 WM YaCTUYHO TPUTEKaBa MPaBHU CyOeKTH,
YCTaHOBEHU B IbPKaBa WICHKA WM TPeTa IbPKaBa, WIK € IPUTEXaBaH OT APYT IIPABEH
CyOEeKT, SICHO c€ ONpeeNsaT U JOKyMEHTUPAT IeHHOCTUTE U OTTOBOPHOCTHUTE Ha TE3U
CyOEKTH U TEXHHUTE IOPUINUECKU U ONIEPaTUBHU B3aUMOOTHOILIEHUS ¢ HOTU(DUIIMPAHUS
opras. 3a nepcoHajia Ha Te3u CyOeKTH, U3BBPIIBAIL ICHHOCTH IO OIICHSABAaHE HA
CHOTBETCTBUETO CHITIACHO HACTOSIIUS PETJIAMEHT, CE NMPUJIaraT CbOTBETHUTE N3UCKBAHUS

Ha HACTOAIHA PETIIaMCHT.

OpraHu3annoHHaTa CTPyKTypa, pa3snpeAeIeHUEeTO Ha OTTOBOPHOCTHUTE, HepapXUuyHaTa
CTPYKTYpa U (YHKLIMOHUPAHETO HA HOTU(DULIMPAHUS OpraH ce OPraHu3upar Taka, ye Ja ce
rapaHTHpa JOBEpHETO B paboTaTa Ha HOTU(DHUIIMPAHUS OPTaH U B Pe3yJATaTUTE OT

MMPOBCIKAAHUTC OT HCT'O HCﬁHOCTH 1O OLCHABAHC HA CbOTBETCTBUETO.

Hotuduuupanust opras icHO TOKyMEHTHpPA CBOSITa OPraHU3allMOHHA CTPYKTypa U
(GyHKIMUTE, OTTOBOPHOCTUTE M MPABOMOIIUATA HA BUCIIETO CU PHKOBOJICTBO U Ha
OCTaHaJMsl IepCOHaJ, KOWTO MOXe Jla UMa BIIMSHUE BbpXY paboTaTa Ha HOTU(DULIUPAHUS

OpraH BbpXY PE3YyJITATHUTEC OT JEUHOCTUTE MYy 110 OLICHABAHC HAa CbOTBCTCTBUCTO.

HOTI/I(I)I/II_[I/IpaHI/ISIT opraH ompeaci JimuaTta BbB BUCHICTO PbKOBOJACTBO, KOUTO UMAT ITbJIHU

MIpaBOMOIIUA U HOCAT ITbJIHA OTTOBOPHOCT 3a:

a)  OCUTypsIBaHETO Ha MOAXOJSIIYU PECYPCH 3a JEHHOCTHUTE 10 OLIEHSBaHE Ha

CbOTBETCTBUETO,

6) pa3paboTBaHETO Ha MPOLEAYPU U MOJUTUKH 32 (PYHKLIMOHUPAHETO HA

HOTU(UIMPAHUS OPTaH;
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B)  HaJ30pa BbpXy NpUIaraHeTo Ha MPOLEAypUTE, TIOJTUTUKUTE U CUCTEMUTE 3a

yIpaBJIeHUE Ha KAYeCTBOTO Ha HOTU(DULIMPAHUS OPIaH;
I)  Haja30pa BbpXY (MHAHCUTE HA HOTU(QHUIHUPAHUS OpPIaH;

,Z[) JEeUHOCTUTE U peuieHudaTa, B3€THU OT HOTI/I(I)I/II_II/IpaHI/IH OpraH, BKIIFOUUTCIIHO

CIIOpa3yMEHMS;

€)  JeJeTUpaHEeTO Ha MPaBOMOIIMS Ha IIEPCOHAA H/UIIH KOMUTETUTE, KOTaTO TOBA €

HGO6XO}II/IMO, 34 U3IIBJIHCHUCTO HA OIIPCACICHU I[GﬁHOCTPI;

)  B3aUMOJIEHCTBUETO C OpraHa, OTToBapsIl 32 HOTU(ULIMPAHUTE OpTaHy, U
3aIBJDKEHUSATA BHB BPb3Ka C KOMYHUKALIMUTE C IPYTH KOMIIETEHTHU OPTaHH,

Komucusara u qpyru HOTUQHULIKUPAHUA OPTaHHU.
1.2. He3zaBucumocT u 6€3npucTpacTHOCT

1.2.1. HortuduuupaHuar opras € TpeTo JHIIEC, HE3aBUCUMO OT MPOU3BOJIUTENS HA U3/IETTUETO, BHB
BpPB3Ka C KONTO U3BBPIIIBA JEHHOCTUTE MO OLICHSABAHE HAa ChOTBETCTBUETO.
HoTtuduuupanust e chIio Taka He3aBUCHUM OT JPYTH HKOHOMHUYECKH OTEpaTOpPU C UHTEPEC

KbM HU3JACINCTO, KAKTO U OT BCUYKH KOHKYPCHTH Ha IMIPOU3BOAUTCIIA.

ToBa He U3KITI0YBa BB3MOXKHOCTTA HOTH(PHUIIMPAHUAT OpraH Ja U3BbPILIBA ACHHOCTHU 110

OICHABAHC Ha CbOTBCTCTBHUCTO 3da KOHKYPCHTHHU IMPOU3BOANUTCIIN.
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1.2.2. HortudunupaHuar opras € opraHu3upaH U PyHKIIMOHHPA TakKa, ye Aa ObIaT 3ama3eHu
HE3aBHCHUMOCTTa, 00EKTUBHOCTTA U OE3MPUCTPACTHOCTTA HA JEHHOCTUTE UM.
Hotudunupanust opran JOKyMEHTUpPA U BbBEXKIa CTPYKTYpa U MPOIEAYPH 3a
OCHUTYypsIBaHE Ha OE3MPUCTPACTHOCT U 3a HAChpUYaBaHE U MpHUJIaraHe Ha MPUHIIUIIUTE Ha
0e3nmPHUCTPACTHOCT B IsJIATa CH OpraHU3alusl, Cpel [eTUs CH MePCOHAN U B IEHHOCTUTE CH
10 o1leHsBaHe. Te3u nmporeaypu NpeIBIKIAaT yCTAaHOBSIBaHE, pa3cieBaHe U HaMUpaHe Ha
pelIeHrne TPU BCHYKHU CITy4au, B KOUTO MOXKE J]a Bh3HUKHE KOH(QJIVKT HA HHTEPECH,
BKJIFOUMTEIHO YYaCTHETO Ha ChOTBETHHUS CIIY>KUTEN B KOHCYJITAHTCKHU YCIYTH B cpepaTa
Ha U3JeNUATa IPeIu Ha3HAYaBaHETO My Ha paboTa B HOTU(ULIMPAHHS OpraH.

Pa3cnenBaneTo, pe3yaTaTure 1 HAMEPEHOTO PEUIEHUE CE€ JOKYMEHTHUPAT.

1.2.3. HoTtuduuupaHust oprad, HErOBOTO BHUCIIE PHKOBOJCTBO U MEPCOHAIBT, OTTOBAPSIIL 32

MU3IBJIHCHUEC HA 3aJa4YUTEC 110 OICHABAHEC HA CbOTBECTCTBUCTO, HC MOTrarT:

a)  1a Obpaar MpOeKTaHT, MPOU3BOAMTE, IOCTABUMK, JHIIE, KOETO MOHTHpA, KyIlyBay,
CcOOCTBEHUK WJIHM CTPYKTYpa M0 NOJAPHKKA HA U3/IETHUATa, KOUTO OIIEHIBAT, HUTO
YI'BJIHOMOUIEH MPEICTABUTEN HA HAKOE OT TE€3U JiMIa. T0OBa OrpaHUYEHUE HE
U3KITI0YBA 3aKyIyBaHETO U yrnoTpeOaTa Ha OLECHIBAHU U3/IeNHUs, KOUTO ca
HEOOXOIMMHU 3a JEHHOCTUTE Ha HOTU(UIIMPAHHS OPTaH U 32 U3BBPILBAHETO HA
OLICHSIBAHETO Ha ChOTBETCTBHUETO, UJIU YIIOTpedaTa Ha TaKMBa U3JENHS 3a JINYHU

1eJIH;

6) JAa B3eMaT y4acTUuC B IPOCKTHUPAHETO, IPOU3BOACTBOTO HUJIN I/13pa6OTBaHeTO,
MMpEAJIaraHeTo Ha Ima3apa, MOHTUPAHCTO U U3IIOJI3BAHCTO WJIN NOAAPBIKKATA HA
H3ACIIMATA, 3a KOUTO Ca HA3HAYCHU, HUTO [d NPCACTABIIABAT CTPAHUTC, aHTA)KUPAHU

B TE€3M JICHHOCTH,
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B) Ja C€ BKJIIOYBAT B HGfIHOCT, KOATO MOXKE J1a € B [IPOTHUBOPCUHC C TAXHATA
HE3aBHUCHUMa MPCUCHKA U IMOYTCHO IMMOBEACHHUEC 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
3acTpaliy JOBEPUETO B TAXHATA HE3aBUCUMOCT, O€3MPUCTPACTHOCT WIIH
00eKTUBHOCT. [10-KOHKPETHO T€ HE TpeaaraT, HUTO IPEI0CTaBIAT KOHCYJITAaHTCKU
YCIIYTH Ha TPOU3BOUTENS, YITHIIHOMOIICHHS MY MPEJACTaBUTEN, TOCTABYUK WU
THPrOBCKM KOHKYPEHT M0 OTHOIIIEHHE Ha MPOEKTUPAHETO, U3paOOTBAHETO,
MIPOU3BOJICTBOTO, MPEAIAraHeTO Ha Ma3apa WK NOAAPHKKATA Ha OIICHSIBAHUTE

W3JEJHS WU TIPOLIECH, U

I[) Ja Ca CBbp3aHU C OpraHu3alua, KOsATO NpCA0CTABA KOHCYJITAHTCKUTEC YCIYTIH,
nocoueHu B OykBa r). ToBa orpaHnueHre HE U3KIII0OYBA IEHHOCTH 1O 00110
o0ydeHue, KOUTO He KacasT KOHKPETEH KIMEHT U ca CBbP3aHM C HOpMAaTUBHATA

ypenda Ha U3JIeTUsATa WIH ChC ChOTBETHUTE CTAaHAAPTH.

1.2.4. VYyacTuero B KOHCYJITAaHTCKU yCIyTU B cdepara Ha U3ENUATA IPEIU 3alI0YBaHETO Ha
paboTa B HOTU(HUIMPAHHS OPTaH € HAIIBJIHO JJOKYMEHTHPAHO B MOMEHTA Ha 3a[I0YBAHETO
Ha paboTa U MOTEHIHUATHUTE KOH(MIMKTH HAa MHTEPECH ce HaOJIr0/1aBaT v pelaBar B
CBHOTBETCTBHUE C HACTOSIIOTO MPUIIOKEHUE. UJIeHOBETE Ha MepcoHalia, KOUTO, MPEIN /1a
3amovyHat paboTta B HOTU(GUIIUPAHUS OpraH, ca OMJIM HAeTH OT KOHKPETEH KJIUEHT WIH ca
MPEOCTaBSUIA KOHCYJITAHTCKH yCIYTH B chepara Ha U3eNIUATa Ha TO3U KOHKPETCH
KITUCHT, HE U3BBPIIBAT JCHHOCTH 1O OLICHSBAHE HAa ChOTBETCTBUETO 32 TO3U KOHKPETCH

KJIMEHT WJIU 33 JPY’KECTBa, IPUHAJICKAIU KbM ChlIaTa IpyIa, 3a CPOK OT TPU FOJAUHH.
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1.2.5.

1.2.6.

1.2.7.

1.2.8.

1.2.9.

["apanTupa ce 6e3nprucTpacTHOCTTa HA HOTU(ULUPAHUTE OPTaHH, HA TSIXHOTO BUCIIIE
PBKOBOJICTBO U Ha IIEPCOHAJIA, OTrOBAPAL] 3a OLEHABAaHETO. PasMepsT Ha
BB3HArpaXKJICHUETO Ha BUCLIETO PBKOBOACTBO U HA NIEPCOHAA, OTTOBaPSLL 3a
OLIEHSIBAaHETO, HA HOTU(QHULIHMPAHUS OPTaH, KaKTO M Ha MOJAU3IbIHUTEINTE, y4acTBAIlU B
CBBP3aHHU C OLICHABAHETO JEHHOCTH, HE 3aBUCU OT PE3yJITaTUTE HA U3BBPLICHUTE
oueHsiBaHus. HoTugunupanute opraHu ONoBeCTABAT Iy OJIHMYHO ACKIApALUUTE 32

HUHTEPCCHU HA BUCHICTO CH PBKOBOJACTBO.

AKO cOOCTBEHUK Ha HOTU(DHUITMPAHHS OPTaH € MyOJIMYHONPABEH CyOCKT WIIM HHCTUTYITHUS,
Ce rapaHTHpaT U JJOKyMEHTHUPAT He3aBUCUMOCTTA U JIUTICATa Ha KOH(JIMKT HA HHTEPECH
MEX]ly OpraHa, OTrOBapsIl 32 HOTU(UIIMPAHUTE OPTaHU, U/WIN KOMIIETEHTHHUS OPTaH, OT

€IHa CTpaHa, U HOTU(DUIIMPAHUS OpTaH, OT Ipyra CTpaHa.

HoTtuduuupanust opran rapaHTHpa U JOKyMEHTHPA, Y€ JEMHOCTUTE Ha HETOBUTE
MIOZIETICHUS WJIY TIOJU3ITBIIHATENN U Ha IPYT CBBbP3aH OpraH, BKIYHUTEIHO JCHHOCTUTE Ha
HEroBUTE COOCTBEHHUII, HE 3acsraT HEroBaTa He3aBUCUMOCT, O0€3IPUCTPACTHOCT UIIH

00OEKTHUBHOCTTA B JEeUHOCTUTE MY IO OICHABAHC Ha CbOTBCTCTBUCTO.

Hotudunupanust opran u3BbpiiBa ISHHOCTUTE CH CHIIIACHO HAOOP OT MOCIEI0BATENIHY,
CIIpaBEeUIMBYU U IIPUEMIIMBH YCIIOBUS, KaTO B3€Ma IIPEIBUJ HHTEPECUTE HA MAJIKUTE U

CpemHuTe MpeAnpusaTus o cmuchiia Ha [Ipenoprka 2003/361/EO BBB Bpb3Ka ¢ TaKCHTE.

N3nckBaHusATa, yCTAHOBEHU B HACTOALIMS pa3zell, He U3KII0UYBAaT OOMEHA Ha TEXHUYECKa
nHpopMalMs U HACOKH BbB Bpb3Ka ¢ HOpMaTHBHATA ypea0a Mexay HOTUPHUIUPaHUs

OopraH U IMpOU3BOAUTECIIA, KOMTO MOJiaBa 3asBIICHUE 32 OLICHSABAaHE HA ChOTBETCTBUETO.
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1.3. [ToBepurenHoct

1.3.1. HortudunupaHuaT opran uMa JOKyMEHTUPAHHU MPOIEIypH, KOUTO TapaHTUPAT, Ye
HETOBUAT MEPCOHAN, KOMUTETH, TTOJICTCHHUS, MOAU3MTBIHUTENN WK APYT CBHP3aH OpraH
WJIM TIEPCOHAJ Ha BHHIITHU OPTaHU CMa3BaT MOBEPUTEIHOCTTA HA MHPOPMAIUTA,
MOJIyuCHa IpH U3IIbJIHCHUCTO Ha HCﬁHOCTHTe 10 OLICHABAHC HAa CBOTBCTCTBHUCTO, OCBCH

KOTraTo HEMHOTO pasrijiacsaBaHC C€ M3UCKBA IO 3aKOH.

1.3.2. IlepcoHanbT Ha HOTH(UIIMPAHUS OPTaH CIa3Ba 33 IBDKEHUETO 3a CIy)KeOHa TalHa TPU
M3ITBJIHEHUETO HA CBOUTE 3aJIa4M CHIIIACHO HACTOSINMS PErJIAaMEHT WM BCsIKa pasnopenda
Ha HAIIMOHAITHOTO TPABO 32 HETOBOTO MPHUJIAraHe, OCBEH 10 OTHOIICHHE HAa OpraHa, KOWTO
OTTOoBapsd 3a HOTI/Iq)I/II_II/IpaHI/ITC OpraHu, OpTaHUTC, KOMIICTCHTHU 34 U3ACIIUATA B
IbprkaBuTe WieHkd, uiu Komucusita. OcurypsiBa ce 3aiura Ha mpaBaTa Ha COOCTBEHOCT.
Hotuduuupanust opran uma 10KyMEHTHPAHU NPOLELYyPH IO OTHOLIEHHE Ha

M3MCKBaHUSATA HA HACTOSIILIUS pa3zed.
1.4. OTroBopHOCT

1.4.1. HotuduuupanusT oprad CKI04Ba MOIXOAS]IIA 3aCTPAXOBKa 3a MOKPUBAaHE Ha
OTTOBOPHOCTTA CH BbB Bpb3Ka C JEHHOCTUTE CH 10 OLIEHSIBaHE HAa CbOTBETCTBUETO, OCBEH
KOraTo OTTOBOPHOCTTA C€ [TI0€Ma OT ChbOTBETHATA JbprKaBa UJIEHKA CHIVIACHO
HAIlMOHAJIHOTO MPABO WJIM KOTaTo Ta3H IbprKaBa 4JE€HKa € MPSKO OTTOBOPHA 3a

OLCHABAHCTO HA CbOTBECTCTBHUETO.
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1.4.2.  OOxBarbpT 1 00MIOTO (MHAHCOBO MOKPUTHE HA 3aCTPAXOBKaTa 32 MOKPUBAHE Ha
OTrOBOPHOCTTA CHOTBETCTBAT HA HUBOTO U reorpa)ckusi 00XBaT Ha AEHHOCTUTE Ha
HOTU(UIMPAHHS OpraH U ca ChOOPa3eHU ¢ PUCKOBUS MPO(UIT HAa U3ACTUATA,
cepTUGHUIMPaHU OT HOTU(DUIMPAHUS OpTraH. 3acTpaxOBKaTa MOKPHUBA CIIy4yauTe, B KOUTO
HOTU(UIMPAHUAT OPraH MoOXKe Ja Ob/ie 3abJKEH J1a OTHEME, OTPAaHUYH HITH CIIpe

JIeMCTBUETO Ha CepTU(UKATHTE.
1.5. DOHrHAHCOBU M3UCKBAHUS

Hotudunmpanusar opran pasnonara ¢ GUHaAHCOBUTE peCypcH, HEOOXOIUMU 3a
M3BBHPIIBAHE HA JICHHOCTUTE MY IO OIICHSBAaHE Ha ChOTBETCTBUETO B PAMKUTE HA
OIpeJIeJICHUSI My MaHAT U CBbP3aHUTE C TOBA CTOIIAHCKU orepauuu. Tol ToKyMeHTupa u
npeacTaBs JOKa3aTCJICTBA 3a (1)I/IHaHCOBI/ITC CH Bb3MOXXHOCTHU U CBOSATA ABJITOCPOIYHA
HNKOHOMHNYECCKA )KI/IBHCCHOCO6HOCT, KaTO C€ OTYHUTAT KOHKPETHUTC o0cTosTencTea npu

eTarna Ha IIbPBOHAYATHOTO 3all0YBaHEe Ha JCHHOCTTA My, B 3aBUCUMOCT OT CITyvasl.
1.6.  YyacTue B KOOpAMHAIIMOHHU IEMHOCTH

1.6.1. HotuduuupanusTt oprad yyacTBa B CbOTBETHUTE AEHHOCTH 110 CTAaHAAPTU3ALUSA U
JeMHOCTUTE Ha KOOPIAMHAIIMOHHATA TpyIia Ha HOTU(PHUIIMPAHUTE OpPraHH, IOCOYEHA B WICH
49 or Pernament (EC) 2017/ ...*, unm rapantupa, 4€ OTrOBApALIMAT 3a OLEHABAHETO
NepCOHaJ € HUHPOPMHPAH 3a Te3U IEHHOCTH, @ OTTOBAPAIIMAT 32 OLEHIBAHETO U
B3E€MaHETO Ha PELICHUs MEPCOHAN € HHPOPMUPAH 32 CbOTBETHUTE 3aKOHOATEIIHU aKTOBE,

HAaCOKH U H&I7[-I[06pPI IMMPAKTHUKHU, IPUCTU B pAMKUTE HAa HACTOAIINUA PCTrIIaMCHT.

1.6.2. HortudunupaHusar opran B3eMa MpeaBUI HACOKUTE U HA-T0OpUTE MTPAKTUKH.

* OB: Mo, BbBeieTe cepUiHUSA HOMEP Ha periaMeHTa oT Jok. st10728/16.
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2. N3NCKBAHUA 3A YIIPABJIEHUETO HA KAYECTBOTO

2.1. Hotuduuupanust opran cb3gaBa, JOKyMeHTHPA, U3MBIHABA, MOJAbPKA U PHKOBOAU

CHUCTEMaA 3a YIIPABJICHUC HAa KAYCCTBOTO, KOATO € MMOAXOAAIa C Orjie] Ha €CTECTBOTO,

cQ)epaTa n Mama6a Ha JIEMHOCTUTE MYy 110 OICHABAHC Ha CbOTBETCTBUCTO U KOATO MOXKC 1d

nmoanomMara M aa CBUACTCIICTBA 3a IOCJACAOBATCIIHOTO U3IIBJIHCHHUEC HA U3MCKBAHUATA I10

HaCTOAIMA PCriIaMCHT.

2.2. Cucremara 3a ynpaBJICHHE Ha KQU€CTBOTO HA HOTH(UIIMPAHUS OpraH BKIIIOUBA HA-MaJIKO

CIIEHOTO:

a)

CTPYKTYypa 1 JOKYMCHTAIUA HAa CUCTEMATA 3a YIIPABJIICHUC, BKIIFOUUTCIIHO

MMOJIUTHUKHUTE U IESJINTE Ha HEMHUTE IEHHOCTH;

0) TOJIMTUKHU 33 Bb3JIaraHe Ha JCWHOCTH M OTTOBOPHOCTH Ha TIEPCOHAIIA;

B)  OIICHSIBAHE U MPOIIEC HA B3€MAaHE HA PEIICHUS ChOOPA3HO 33a/IaYUTE, OTTOBOPHOCTUTE
U pOJIATa Ha MepCOHAala U BUCIIETO PHKOBOJCTBO HAa HOTU(DUILIMPAHUS OpraH;

r) IJIaHUpaHe, MPOBEX/IaHe, OLEHIBaHE U MPU HEOOXOJUMOCT, alaliTUPaHe Ha
MPOLEAYPHUTE 3a OIICHSIBAHE Ha ChOTBETCTBUETO;

)  KOHTpPOJI HA JOKYMEHTHTE;

€)  KOHTpOJ Ha 3alUCUTE;

)  TIperJie[id Ha YNPaBJICHUETO;
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2.3.

24.

3)  BBTPEILHU OJIUTH;

M)  KOPUTHpAIIU U IPEBaHTHBHH JCHCTBUS;
W)  CUTHAJIH U XKanow,

K)  MpOIBJDKaBaIlo 0O0ydYeHHE.

Koraro nokyMeHTUTE ce U3M0I3BaT Ha HAKOJIKO €31Ka, HOTU(UIIMPAHHUAT OPraH TapaHTupa

1 KOHTpOJIUpa JaJI TC UMAaT €AHO U CbIIO CbABbPIKAHUC.

BuciieTo pbKoBOJACTBO Ha HOTU(ULIMPAHUS OpPraH rapaHTHpa, Y€ cCUcTemMara 3a
yIpaBlieHHE Ha KAUeCTBOTO € HAITBJIHO pa3dpaHa, MpuiiaraHa U cria3BaHa B LsjIaTa
OpraHu3alys Ha HOTH(QUIMPAHUS OPTaH, BKIIOUYUTEIHO HETOBUTE MOACICHUS WU
MOAU3IBIIHUTENN, KOUTO YUacTBaT B IEHHOCTH 32 OLICHSIBAHE Ha ChOTBETCTBUETO CBHIIACHO

HaCcTOAIUA pCriIaMCHT.

HoTtudunmpanusr opran u3uckBa OT HEIUS IEPCOHAT OPUITUATHO J]a TTOEME aHTaKUMEHT,
4ype3 NOANKC UM PABHOCTOEH aKT, J1a CIla3Ba MPOLELYPUTE, ONPEIETIECHHU OT
HOTU(UIMpPaHUS OpraH. To3u aHra)KUMEHT BKIIIOYBA aCEeKTH, CBbP3aHU C
MMOBEPUTEITHOCTTA U HE3aBUCUMOCTTA OT ThPrOBCKH U IPYTU UHTEPECU U BCAKAKBU
CBIIECTBYBAIIN WX MPEAXOAHU BPB3KH ¢ KineHTuTe. OT nepcoHalia ce U3UCKBa Jia
MOI'BJIHY MMCMEHA JICKJIapaliys 3a Clia3BaHe Ha MPUHIIMIIUTE HA OBEPUTEITHOCT,

HE3aBHCUMOCT U 0€3MPUCTPACTHOCT.
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3.1.

3.1.1.

N3UCKBAHUA 3A PECYPCUTE
OO0 N3UCKBAHUA

HOTI/I(i)I/II_[I/IpaHI/ITe opraHu TpH6Ba Ja Morat aa M3IIbJIHABAT BCUYKHU 3a4a4l, Bb3JIOXKCHHU UM
CbhIJIACHO HACTOALIUSA PETIIAMEHT, C Hal-BHCOKa CTEIEH Ha IMMOYTECHO HpO(l)eCI/IOHaJIHO
IIOBCICHHUC U HCOGXOI[I/IMaTa KOMIICTCHTHOCT B OIMPCACIICHATA 06.HaCT, HC3aBUCHUMO JaIn
TC3U 3aJa49u CC U3IbJIHABAT OT CaMUsd HOTH(bHHHpaH OpraHv WJIM OT HCTOBO MMC U Ha

HETOBA OTTOBOPHOCT.

[To-KOHKpEeTHO HOTU(UIIMPAHUTE OPTaHU Pa3nojarat ¢ HEOOXOAUMHUSI IEPCOHAT U
MPUTEKABAT WIK UMAT JOCTBHII J0 ISJI0TO 000pYABaHE, ChbOPBKEHHS U KOMIIETEHTHOCT,
KOUTO ca HEOOXOMMHU 32 MPABUITHO U3IIBIHCHUE HA TEXHUYECKUTE, HAYYHUTE U
aIMUHUCTPATUBHUTE 33J1a4d B PAMKUTE Ha JEHHOCTHUTE MO OICHSBAHE Ha ChOTBETCTBUETO,
BBB Bpb3Ka ¢ KOUTO ca oIpeseiaeHu. ToBa U3UCKBaHE NpeIoiara, 4e 1o BCIKO BpeMeE, 3a
BCsIKa ITpoLielypa MO OLEHSBAHE HA ChOTBETCTBUETO U 32 BCEKU TUII U3JIEIUS, 32 KOUTO €
ornpezenieH, HOTUGUIUPAHUAT OpTraH pasioiara MOCTOSHHO C JOCTaTh4yeH
aJIMHUHHUCTPATUBEH, TEXHUYECKU U Hay4YeH MePCOHAN C OMHT U 3HaHUs B 00JacTTa Ha
CHOTBETHUTE U3/IEIUS U CBBP3AHUTE C TAX TEXHOJOTUU. TO3M nepcoHani € 10CTaThbueH KaTo
Opoiika, 3a 1a ce TapaHTHpa, Y€ ChOTBETHUAT HOTU(DHUIIUPAH OPTaH MOXKE J1a U3IIBJIHIBA
3aJIa4mTe 10 OIEHSIBAHE HA ChOTBETCTBHETO, BKIIFOUHTEITHO HA MEIUIIMHCKATA (DYHKITUS, 32
M3BBPIIBaHE HA OIICHKA Ha JEHCTBUETO U IEUCTBUETO U OE30MaCHOCTTA HA U3/ENIUATA, 32
KOUTO € OIPEJENIEH, C OTJIE]] HA U3UCKBAHUATA 110 HACTOSIIIMS PETJIAMEHT, U MO-KOHKPETHO

TE3U 110 MMPUIIOKCHUC I.

10729/4/16 REV 4 11
IMPMJIOXEHUE VII BG



OO6maTa KOMIETEHTHOCT Ha HOTU(UIIMPAHUS OPTaH € TakaBa, ue Ja My IMO3BOJISABA J1a
OLICHSBA TUIIOBETE U3/IETHS, 3a KOUTO € onpeeneH. HotuduuupanusT opran pasmnosnara c
J0CTaThuHA BHTPELTHA KOMIIETEHTHOCT 32 KPUTHYHO OLICHSIBAHE HA OLICHSBAHUATA,
W3BBPIICHU OT BHHITHU €KCIEPTH. 3aaunuTe, KOUTO HOTU(DUIIUPAHUAT OpTaH HE MOXKeE Ja

Bb3JIara Ha NOAU3II'BIHUTEIN, CA TIOCOYEHH B paznen 4.1.

[lepcoHanbT, KOWTO y4acTBa B yIPABIEHUETO HA AEWHOCTUTE HA HOTH(PHUIIMPAHUS OPTaH
110 OLI€CHABAHC HAa CBbOTBETCTBHUCTO 110 OTHOIICHUEC HA U3CIINUATA, an/ITemaBa
HEOOXOUMUTE 3HAHMS C OTJIE]T Ch3/IaBaHETO U (DYHKIIMOHUPAHETO Ha CHCTEMa 3a Moa00p
Ha IepcoHalia 3a OlCHIBaHEe U MPOBEPKA, 3a MPOBEPKA HAa KOMIIETEHTHOCTTA MY, 32
paspeliaBane Ha U3MIBIHEHUETO HA 33JJaYUTe MY U TIXHOTO pa3lpe/ieiicHue, 3a
OpraHU3UpaHe Ha MbPBOHAYATHOTO U TEKYIIOTO My OOy4YeHHE, KaKTO U 3a Bb3JIaraHe Ha
HETOBHTE 3aIbJDKCHUS M HAOJIFOJICHUETO My, TaKa 4e Jla Ce TapaHThupa, 4e MepCOHAbT,
KOWTO MPOBEK/Ia M U3BBPIIIBA JICHHOCTH IO OIICHSIBAHE U MPOBEPKA, € KOMIICTCHTEH Ja

U3I'BbJIHABA BB3JIOKCHUTC MY 3a1a4u.

HOTI/I(i)I/II_[I/IpaHI/IHT OopraH oIpeacid IMOHE €AHO JIHUIIC B PAMKHUTC Ha BUCIICTO CU
PBKOBOACTBO, KOCTO a HOCH LSAJIOCTHA OTTOBOPHOCT 3a BCUYKH HCﬁHOCTH I10 OLICHABAHEC

Ha CBOTBCTCTBUCTO Ha U3ACIUATA.

3.1.2. HoTuduuupaHusar opraH rapanTupa, 4e€ nepcoHaIbT, yuacTBalll B IEHHOCTHU TI0 OIICHABaHE
Ha CbOTBETCTBUETO, MOJAbpKa CBOSATA KBaTU(UKALIUA U €KCIIEPTEH OMUT, KaTo Mpuiara
cUCTeMa 3a 0OMEH Ha OMUT U Mporpama 3a MpoAbKaBalo 00ydeHne u o0pazoBaHHe.
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3.2

3.2.1.

HoTtudunmpanusar opran scHO JOKYMEHTHpa 00XBaTa ¥ TPAaHUIIUTE Ha 33 IbJDKCHUSTA U
OTTOBOPHOCTUTE, U KAKTO U HUBOTO Ha IIPABOMOILKS Ha IIEPCOHAsA, BKIOYUTEIIHO
MOAU3I'BIIHUTEIUTE U BBHIITHUTE €KCIIEPTH, KOUTO y4acTBa B JEMHOCTUTE 110 OLICHSIBAHE

Ha CbOTBETCTBUETO, U CBOTBETHO TH CBEXK/1A 10 3HAHUETO HA TO3U IIEPCOHAI.
KBanudukaoHH1 KpUTEPUH IO OTHOIIIEHUE Ha IIepCoHaa

Hotudunupanust opran onpenens 1 T0KyMEHTHpa KBATH()UKAIMOHHU KPUTEPUH H
IpOLEAypH 3a MOJ00p ¥ MPEAOCTaBIHE Ha TPABOMOILMS HA JINIATa, y4acTBAIH B
JIEHHOCTHTE 10 OLICHSIBAHE Ha ChOTBETCTBUETO, BKIIOUUTEIHO 110 OTHOLICHUE Ha
3HAHMATA, ONTUTA U Jpyra He0OX0MMa KOMIIETEHTHOCT, KAKTO U M3HUCKBAHOTO
I'BPBOHAYAIIHO U TEKYIIO 00ydyeHue. KpanupukamoHHuTe KpuTepun o0XBamar
pa3nuyHuTe GYHKIMU B pAMKUTE Ha MPOLieca Ha OLIEHIBAaHE HA CbOTBETCTBUETO, KATO
HaIpUMep OJUT, OLIEHKA MJIM M3MUTBAaHE HA MPOAYKTA, IIPETJIe]] Ha TeXHIHUECKaTa
JTOKyMEHTAIs, B3EMaHe Ha PEIICHNE U ITyCKaHe Ha MapTUaa, KaKTO U M3/eNuATa,
TEXHOJIOTUHUTE M 00JIACTHUTE, KaTO HapuMep OMOIOTHYHA ChbBMECTHMOCT, CTEPHITH3AIINS,
CaMOTECTBAaHE U TECTBAHE HA MSICTO, ChITBTCTBAIIN M3/ICNINs M OLICHKA Ha JICHCTBUETO,

KOHTO ca B cepaTa Ha KOMIIETEHTHOCT Ha HOTU()UIIUPAHUS OpraH.
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3.2.2. KpanmpukanumoHHUTE KPUTEPHUH, IOCOUEHH B pazzaen 3.2.1, 3aBUcAT oT cdepaTa Ha
KOMITETeHTHOCT Ha HOTU(HUIMPAHHS OPTaH CHIIIACHO ONMCAHUETO Ha 00XBaTa, M3II0JI3BAHO
OT IbpKaBaTa WICHKA 3a HOTU(HUIMPAHETO 1o wieH 38, maparpad 3, kato ocurypssat
JOCTaThYHO HUBO Ha MOAPOOHOCT 32 HEOOX0AMMaTa KBATM(HUKALNS B TOAPA3ICICHUATA HA

OIIMCAaHMETO Ha 0OXBaTa.

OmnpenensT ce cCrenuaTHy KBaTu(UKaIMOHHN KPUTEPHH HAl-MaJIKO 32 OIICHSIBAHETO Ha:
- OuojiornyHaTa 0e30IacHOCT,

— OllICHKAaTa Ha JCHCTBUETO,

- M3/ICNMATA 32 CAaMOTECTBaHE U TECTBAHE HA MSCTO,

- CBHITBTCTBAIUTE U3CIIHS,

— ¢yHKUIMOHATHAaTA 6€30MacHOCT,

— codryepa,

- OmnaKoBKaTa,

- PA3IMYHUTC TUIIOBE IIPOLUECCHU 3a CTCPpUIIN3AlIUA.
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3.2.3. IlepcoHairbT, OTTOBapSII 32 YCTAHOBSBAaHE HA KBATH(PUKAIIMOHHUTE KPUTEPUH H 32
IPEOCTaBsSHE Ha ITPABOMOIIMS HA JIMIATa, KOUTO III€ M3BHPIIBAT KOHKPETHH JEHHOCTH IO
OLICHSIBaHE HA CHOTBETCTBHETO, € CHCTABEH OT CIIYKUTEIIM HA caMUsi HOTU(QHUIIUPAH OpraH
Y HE BKJIIOYBA BHHIITHU SKCIIEPTH MM MOAM3IIBIHUTENH. TOW MpUTEkKaBa J0Ka3aH! 3HAHUS

Y OMUT BCUYKHU O0JIACTH TIO-JI0TY:
—  3aKoHOJATeNCcTBOTO Ha ChI03a OTHOCHO M3AETHATAa U ChOTBETHUTE HACOKH;

- MPOLIETyPUTE 3a OLICHSIBAHE HA ChOTBETCTBUETO, MPEIBUJICHN B HACTOSIIHUS

peTJIaMeHT;

— mrpoKa 0a3a OoT 3HaHM 3a TEXHOJOTHUTE B 001aCTTa Ha U3JCIUATa U

MMPOCKTUPAHCTO U MPOU3BOACTBOTO HA U3ACIINATA,

— CUCTCMATa 3a YIIpaBJICHHUC HA KaUCCTBOTO Ha HOTI/Iq)I/II_II/IpaHI/ISI opraH, CBbP3aHUTC C

TOBA MPOLETYPU U HEOOXOAUMUTE KBAIM(UKALIMOHHU KPUTEPUH;

— 00y4eHHEeTOo Ha IepCcoHalla, y4acTBalll B JCHHOCTUTE 10 OLIEHsIBaHE Ha

ChbOTBETCTBUCTO HA U3ACIIHATA,

— MOAXOZSAIL OIUT B OLICHABAHETO HA CbOTBETCTBUETO CHITIACHO HACTOSALIUSA
periIaMeHT WU MPHJIOKUMOTO MIPEI TOBA MPAaBO, B pAMKUTE HAa HOTH(PHULIUPAH

Opras.
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3.24.

Hortudunmpanusr opran pasnosara ¢ oCTOSIHHO HAJIMYEH TIEPCOHAT ChC ChOTBETHUS
KJIIMHUYEH OMHT, KaTo 10 B3MOXKHOCT TO3U MEPCOHAI € HaeT Ha padoTa OT
HoTU(UIMpaHus oprad. To3u mepcoHas € 4yacT OT LeTUs MPOIIeC Ha OICHSIBaHE U B3eMaHe

Ha pCIICHUA B pAMKUTC Ha HOTI/I(i)I/II_[I/IpaHI/IH OopraH, 3a Aa:

YKa3Ba CIIy4auTe, KOraTto €€ H3MCKBAa HAMECATa Ha CIICHUAJIUCT 3a OLICHSABAHC Ha
OIICHKaTa Ha I[GI\/’ICTBI/IGTO, HU3BLPUICHA OT IIPOU3BOAUTCIIA, U ITOCOYBA CKCIICPTH C

noaxoaAa1na KBaHH(bHKaHHSI;

o0yuaBa 110 MOAXO/AI HAYWH BbHITHUTE KIMHUYHU €KCIEPTH 110 OTHOILIEHUE Ha
CBOTBETHUTE U3UCKBAHUA Ha HacTosAuus periaameHT, OC, HaCOKUTE U
XapMOHM3UPAHUTE CTAHAAPTU U TAPAHTHPA, Y€ BHHIIHUTE KIIMHUYHU EKCIIEPTH Ca
HaITbJIHO MH()OPMHUPAHU 32 KOHTEKCTA U TOCIEIUIIUTE OT OL[CHSIBAHETO UM H

NpeaAOCTaBAHUTE OT TAX KOHCYJITALIUH,

MOJKE J1a TIpaBH TPETJIe]] 1 HAYYHO J1a OCIIOpBa KIMHUYHHUTE JIaHHU, TIPEACTABEHU B
OIICHKAaTa Ha JCHCTBUETO M BCAKO JPYro ChOTBETHO M3IUTBAHE HA ICUCTBHUETO, U 1a
HAI'bTCTBA MO HEOOXOAUMHUS HAYMH BHHITHUTE KIMHUYHH €KCIIEPTH 32 OLIEHSBAHETO

Ha OpCACTaBCHATA OT IMMPOMU3BOAUTCIIA OLICHKA HA ,Z[GI\/JICTBI/ICTO;

MO’KC HAYYHO [1a OLICHABA U IIPU HGOGXOIII/IMOCT Aa OCIIOpBa NpCACTaBCHATAa OLICHKA
Ha HeﬁCTBHeTO " pE3YITATUTC OT OLUCHABAHCTO OT BBHIIHUTC KIIMHUYHU CKCIICPTU HA

OIICHKA Ha JICHCTBUETO Ha TPOU3BOIUTEIIS;
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3.2.5.

MOKC da MOTBBbpKAABa CbIIOCTABUMOCTTA U MOCJICAOBATCIHOCTTA HA OLICHABAHCTO

Ha OIICHKAaTa Ha ,Z[CﬁCTBPICTO, HU3BBPHICHO OT KIIMHUYHUTC CKCIICPTH,

MOJKE Jla OlIeHsIBa OIlCeHKAaTa Ha JICUCTBUETO Ha MMPpOU3BOAUTCIIA U [1a JaBa KIIMHUYHO
CTAHOBUIIIC OTHOCHO CTAHOBUIICTO HAa BbHIIHHU CKCIICPTHU, KAKTO U J1a 1aBa
MMPENOPHKU HA JIUICTO, OTTOBOPHO 3a B3BCMAHCTO HAa PCIICHHUC B PAMKUTC HA

HOTU(ULIMPaHUS OpraH; u

MOXXEC aa U3roTBd 3allMCH MU JOKJIaIH, JOKa3Balllu, Y€ CbOTBECTHHUTC I[GleOCTI/I 1o

OLCHABAHC HA CbOTBCTCTBHUETO Ca U3BBPIICHU 11O MOAXOAAIINA HAYNH.

[TepcoHanbT, OTTOBAPSII] 32 U3BBPIIBAHE HA CBHP3aHUTE C MPOMYKTa MPEryiean (JIUIaTa,
M3BBpPIIBAILY IIPETJIe]l Ha IPOAYKTUTE), KATO HAIIPUMED IPETJIE HA TEXHUYECKaTa
AOKYMCHTAIUA UKW U3CJICABAHC HA TUIIA, BKIIFOYUTCIIHO ACTICKTHU KATO OLICHKATA Ha
NeicTBUEeTO, OMoJIornyHaTa 0€30MaCHOCT, CTePIIIH3AIMSITA U BATHAUPAHETO Ha codTyepa,

IIpUTE)KaBa BCAKA OT CIICAHUTC TOKa3aHU KBaJ'II/I(l)I/IKaHI/II/IZ

3aBBPIINEHO BUCIIE 00pa30BaHUE WU 00pa30BaTEITHO-KBATU(UKAIIMOHHA CTETICH OT
TEXHUYECKH KOJIC)K WM EKBUBAJICHTHA CTEIICH B ChOTBETHATA 00JIACT, HATIPUMED

MeauIuHa, hapMarus, MHXEHEPCTBO WIH JPYTU CbOTBETHU HAYKHU;

YeTUPH TOJAMHU NPO(EeCHOHATICH OMUT B 00JIaCTTa Ha 3IPaBHUTE MPOIYKTH WU B
CBBpP3aHM € Ta3u 00JacT JeHHOCTH, KaTO HaIpUMEp MPOU3BOACTBO, OJUT WU
Hay4YHH U3CIEBaHMs, OT KOUTO JBE T'OJMHU — B 00JIACTTa HA MPOEKTUPAHETO,
IPOM3BOJICTBOTO, U3MUTBAHETO WM YIIOTpeOaTa Ha OLEHSIBAaHUTE U3AEIHS WK

TCXHOJIOTHUH UJIN CBBP3aHU C OLICHABAHUTC HAYYHU ACIICKTH,
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3HAaHUA BbB BPB3Ka CbC 3aKOHOAATCIICTBOTO 3a U3ACTIUATA, BKIIOYHUTCIIHO 06HII/ITC

M3HCKBaHMs 3a 0€30MacHOCT U IeWCTBHE, YCTAHOBEHH B MpHIIokKeHue |;

noAXOAAIIH 3HaHUA U OIIUT B 001acTTa Ha CbOTBETHUTE XapMOHU3UPAHU CTAHAAPTH,

OC u Hacoku;

MOAXOAAIIHN 3HAHUS U OITUT BB BPb3Ka C YIIPABJICHHUCTO HA PUCKA U CBBP3aHUTC C

TOBA CTAaHJAPTH U HACOKH B 00JIacCTTa HA U3JCIHITA;
MOJXOASIIH 3HAHUS U OIMUT B 007aCTTA Ha OLIEHKATa Ha JEHCTBUETO;
MTOIXO/ISIIIH 3HAHUS 32 U3CNHITa, KOUTO IEPCOHAIBT OILICHSIBA;

NOAXOJAIIM 3HAHWSI U OIIUT BbB BPB3Ka C MPOLEAYPHUTE 3a OLICHABAHE HA
CBOTBETCTBUETO, IOCOYECHU B IpritokeHus IX—XI, nmo-crennanHo BbB Bpb3Ka C
ACIIEKTUTE HA TE€3U IPOLELYPH, 3 KOUTO OTTOBAPS IEPCOHAIBT, U MOAXOIAIIN

IMpaBOMOIIM: 3a U3BBPIIBAHC HA TOBA OLCHSABAHC,

CIIOCOOHOCT JIa M3rOTBS 3aIllUCH U JOKJIa[Ay, JOKa3BaIllH, Y€ ChOTBETHUTE NCHHOCTHU

110 OICHABAHC HAa CHLOTBETCTBUCTO Ca U3BBPUICHU I10 MMOAXOAAII HAYWH.
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3.2.6. IlepcoHayrbT, OTTOBAPSI 32 U3BBPIIBAHE HA OJUTH HA CHCTEMAaTa Ha MPOU3BOIUTENS 32
yTpaBJICHUE Ha KAYeCTBOTO (OJUTOPH HA MSICTO), TIPUTEKABA BCSIKA OT CICIHUTE JOKA3aHU

KBasTU(pUKaIIK:

— 3aBbpPHICHO BUCIIC O6paSOBaHI/IC 50044 O6pa3OBaTeJ’IHO—KBaJII/I(I)I/IKaI_[I/IOHHa CTCIICH OT
TCXHHUYCCKHU KOJICK NJIM CKBUBAJICHTHA CTCIICH B ChbOTBCTHATA OGJIB.CT, Harpumep

MEaUuIIMHa, (bapMaum[, HHKCHCPCTBO WK APYTHU CbOTBCTHU HAYKHU,

— YeTHPH TOAWHH MTpodecroHaIeH OMUT B 00J1aCTTa Ha 3[PaBHATE IPOAYKTH WIIH B
CBBpP3aHM ¢ Ta3u 00JacT JeHHOCTH, KaTO HAIIpUMEp MPOU3BOACTBO, OJUT UITU
HAYYHU M3CJIE/IBaHUsA, OT KOUTO JBE TOAMHU — B 00JacTTa Ha YIPaBICHUETO HA

Ka4yeCTBOTO;

- noAXoAd1u 3HaHUS BbB BPb3Ka CbC 3aKOHOAATCIICTBOTO 3a U3ACIIUATA, KAKTO U ChC

CBHOTBETHUTE XapMOHU3UpaHu ctangaptu, OC u Hacoky;

- MMOAXOAAIIHN 3HAHUSA U OIIUT BbB BPBb3Ka C YIIPABJICHHUETO HA PUCKA U CBBP3aHUTE C

TOBa CTaHAAPTHU U HACOKHU B obnactra Ha nsaciauAara,

— MoAXOAAIH 3HAHUS 3a CUCTECMUTC 3a YIIPABJIICHUC HA KAYCCTBOTO U CBbP3aHUTC

CTaHdapTHU U HACOKU B obiactra Ha nu3aciausara,

- MOAXOIAIIM 3HAHUS U ONIUT BbB BPb3Ka C MPOLEIYPUTE 32 OLICHIBAaHE HA
CBOTBETCTBUETO, MTOCOYEHU B MpuitoxeHUs! [ X—XI, mo-KOHKPETHO BBB BpPb3Ka €
ACIIEKTUTE HA TE€3U MPOLEIYPH, 3 KOUTO OTTOBAPS MEPCOHAIBT, U MOAXO AN

IMPpaBOMOIIHS 34 U3BBPIIBAHC HA TOBA OLICHSABAHC,

10729/4/16 REV 4 19
IMPMJIOXEHUE VII BG



- 06y‘-IeHI/I€ B o0JIacTTa Ha OOWTHUTEC TCXHHUKHU, 3a a MOKC NCPCOHAITBT aICKBATHO J1a

nmojJiara Ha OCHKa CUCTCMUTC 3a YIIPABJIICHHUEC HAa KaUCCTBOTO,

— CIIOCOOHOCT Ja U3T0TBA 3allMCHU U JOKJIaAH, AO0Ka3Ballll, Y€ CbOTBCTHUTC JEeUHOCTH

110 OCHABAHC Ha CbOTBETCTBUCTO Ca U3BBPUICHU I10 MMOAXOIAAI HAYHWH.

3.2.7. IlepcoHayrbT ¢ 0012 OTTOBOPHOCT 32 3aKTIOUUTEITHUTE MPETJICAN U B3eMaHe Ha pelIeHue
3a cepTUQUKALUATA CE ChCTOU OT CIIY)KUTENIN Ha CaMMsl HOTU(UIIMPAH OPTaH U HE
BKJIIOUBA BBHIIHU €KCIIEPTH, HUTO MOAU3IBJIIHUTENN. TO3H EpCOHAN B CbBKYITHOCTTA CU

IIPpUTEI)KaBa JOKa3aHW 3HAHUA U LIAJIOCTCH OIIUT BB BPBH3Ka C BCAKO OT CICOAHUTE:
— 3aKOHOAATCJICTBOTO BBB Bpb3Ka C U3JACIIHATA U CbOTBETHUTC HACOKH,
- OLCHABAHCTO Ha CbOTBCTCTBUCTO HA U3JACIIMATA CbIJIACHO HACTOAIIUA PCTIIaMCHT,

— BHUOOBCTC KBaJII/Iq)I/IKaLII/II/I, OIIUT U CKCIICPTHU 3HAHUS, ITOAXOAAIIHN 3a OLICHABAHCTO

Ha CbOTBCTCTBUECTO HA U3JCIINUATA,

- HpPOKa 0a3a OT 3HaHM 3a TEXHOJOTHUTE B 00/1aCTTa Ha nusaciausaTa, BKITOUYUTCIIHO
AO0CTAaTbYHO OITUT ITPU OLCHABAHCTO HAa CHLOTBETCTBUCTO HA U3JCIINATA, KOUTO Ca
MpeaAMET Ha MPETIIC/ 3a CepTI/Iq)I/IKaLII/IH, CCKTOpa Ha U3aCiusATa U IPOCKTUPAHETO U

IMPOU3BOACTBOTO HA U3CIIUA,
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— cUCTeMaTa Ha HOTU(ULIMPaHUsI OpraH 3a KauyeCTBO, CBbP3aHUTE MPOLETYPH U

M3HUCKBaHUTE KBATU(DHUKAIINY 32 y4acTBAILlKs IEPCOHAT;

— CII0OCOOHOCTTA Ja U3T0TBA 3allMCHU U JOKJIaAH, AOKa3Balllu, 4c JEUHOCTUTE MO

OLICHAABAHETO HA CbOTBETCTBUETO €A U3BBPIUCHHU I10 TOAXOMASIL HAYUH.
3.3. JlokyMeHTHpaHe Ha KBaTU(PHUKAIHATA, 00YYCHUETO M YIIBIHOMOIIABAaHETO Ha TIEpCOHaa

3.3.1. Hotuduuupanuar opran uMa mporeaypa 3a IbJIHO JOKYMEHTHPAaHE Ha KBaTU(UKAIUATA
Ha BCEKH WIEH Ha NePCOHaNa, y4acTBall B ISHHOCTUTE IO OIICHSIBAHE Ha ChOTBETCTBHUETO,
Y Ha CTMa3BaHETO Ha KBATU(UKAITMOHHUTE KpUTepHu 1o pasaen 3.2. Koraro npu
M3KITIOYUTEITHA OOCTOSATEIICTBA CIIA3BAHETO HA KBATM(UKAITMOHHUTE KPUTEPHHU IO Pa3Ie
3.2 He MOXe U3LIO J1a ce JOKaXKe, HOTU(UIIUPAaHUAT opraH 000CHOBaBa IpeJl OpraHa,
OTroBapsiil 32 HOTH(PHULHUPAHUTE OPTaHH, IPEAOCTABSIHETO HA MPABOMOILUS HA TE3U
YJICHOBE Ha MEepCOoHalIa J1a M3BBPIIBAT KOHKPETHH JCHHOCTH O OLICHSBAaHE Ha

CbOTBETCTBHUETO.

3.3.2. 3amenus cu nepcoHa mno pazgaenu 3.2.3—3.2.7 HoTupUIUpaHUsIT OpraH Ch3/aBa,

NOAABPIKA U aKTyaJInu3upa:

- AOKYMCHT, KbJACTO HOI[pOGHO Ca OIIMCaHHu MMPaBOMOIIUATA U OTTOBOPHOCTUTC Ha

INepcoHalia BbB BPBb3Ka € I[eleOCTPITe 110 OIICHABAHC HA CbOTBCTCTBUCTO,
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- 3aIIMcCH, ya10CTOBEpABaIN H€O6XOI[I/IMI/IT€ 3HAaHUA U OIIUT BbB BPbH3Ka C JIIEHHOCTTA 110
OILCHABAHC HAa CbOTBCTCTBUETO, 3a KOATO € OIMPABOMOIICH IIEPCOHATBT. B 3anmcure
CC CbAbPIKA 000CHOBKA 3a ONPCACIIIHCTO Ha obxBaTa Ha OTTOBOPHOCTUTEC Ha BCCKU
YICH Ha OTTOBapAlHs 3a OUCHABAHCTO IIEPCOHAT U 3aIIMCU Ha U3BBPUIICHUTC

JIEMHOCTH O OLIEHSIBaHE HAa CbOTBETCTBUETO OT BCEKH YJICH.
3.4. [Toau3nbaHUTENN U BHHILHU €KCIIEPTH

3.4.1. bes na ce 3acsira pazzaen 3.2, HOTHPUIIMPAHUTE OPraHU MOTaT Jia Bbh3araTt Ha
MOTU3ITBIIHUTEIN HAKOH SICHO ONPEICTICHH aCIIeKTH OT JaJieHa JEHHOCT 10 OIICHsBaHE Ha

CBOTBCTCTBHECTO.

He ce pa3pemaBa Bb3araHeTo Ha MOAU3ITBIHUTENH HA 1€MW MIPOLIEC HA OAUT Ha
CHUCTEMUTE 3a YIIPaBJICHUE HA KaY€CTBOTO WJIM HA CBbP3aHUTE C MPOAYKTA MPErie/id, HO
BBIIPEKH TOBA YACTH OT TE3H JICMHOCTH MOKE J1a C€ MPOBEXKAAT OT MOIU3ITBIHUTETH U
BBHIIHHU OJIUTOPU U €KCIIEPTH, pA0OTELM OT UMETO HAa HOTU(DUIIUPAHUS OpTaH.
CpOTBeTHUAT HOTU(UIIMPAH OPTaH 3ara3Ba MbJIHaTa OTTOBOPHOCT 3a TOBA J1a € B
CHCTOSTHUE J1a TIPEJICTABU MOIXOSIIN JOKA3aTEICTBA 32 KOMIIETEHTHOCTTA Ha
MOAN3ITBIHUTENNTE U EKCIIEPTUTE J1a U3BBPIIBAT KOHKPETHUTE CH 3a/1a4H, 32 B3EMaHETO
Ha pelIeHHs Bb3 OCHOBA HA OICHSABAHETO HA MOJU3ITBIHUTEINTE U 3a paboTara,

M3BBPIIBAHA OT MOAU3IIBIHUTENN U €KCTIEPTH OT HETOBO UME.
HoTtudunmpanure opranu He MOTaT Jia Bh3JaraT Ha MOJU3IBIHUTEIN CICTHUTE JTEHHOCTH:

— nmperJjea Ha KBaJ'II/I(I)I/IKaI_[I/II/ITe u Ha6J'II-OI[eHI/Ie Ha PE3yJITATUTEC OT pa60TaTa Ha

BBHIIHUTC CKCIICPTH,
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- I[Gf/iHOCTPI 10 OAUT U CepTH(bHKaHHﬂ, KOoraTto nogu3IirbJIHCHHUCTO CC Bbh3Jjiara Ha

OJIUTOPCKA WM CePTU(PUKALMOHHA OpraHU3aIus;

— BBb3JIaraHC Ha BbHIITHU €KCIICPTH HAa KOHKPETHU JEUHOCTH II0 OIICHSBAHE Ha

CBOTBCTCTBHUCTO,

— q)yHKI_II/II/I 10 U3BBPIIBAHCTO HA 3aKJIHOYUTCIICH NPCTJICA U B3BCMAHC HA PCHICHUA.

3.4.2. Koraro HOTH(QHUIMPAHUAT OpraH Bh3Jara Ha MOIU3ITBIHUTEN (OpTaHu3aLUs HITH
(U3NIECKO JIUIIE) OTIPENIeIIeH! IEHHOCTH IO OIICHSABAaHE Ha CHOTBETCTBUETO, OPTAHBT
pasnoJara ¢ MOJUTHKA [0 OTHOILIEHHE Ha YCIOBUATA, IIPU KOUTO MOJKE J1a CEe Bb3Jara

NOAU3ITBJIHUTCIIN, U TapaHTHUpa, 4eC:

— MOAU3IBJIHUTCIIAT OTTOBApPS HA CbOTBECTHUTC U3MCKBAHUS 110 HACTOAIIOTO

IIPUIIOKEHUE;

— HNOJM3IBIHUTEIUTE U BHHITHUTE €KCIIEPTH HE Bb3Jlarat padboTa Ha ApyTU

OpraHMU3alK WU IIEPCOHAT;

- Q)HSI/I‘IGCKOTO WM OPUANYICCKOTO JTUIE, KOCTO € IMOUCKAJIO OLICHABAHE Ha

CBOTBCTCTBHETO, € I/IH(i)OpMI/IpaHO 34 UBUCKBAHUATA 110 II'bPBO U BTOPO TUPC.

Bcesiko Bb3narane Ha moIU3ITBIHUTENN M KOHCYJATHPAHE HAa BHHIIICH MIEPCOHAT Ce
JOKYMEHTHPA HAJUIC)KHO, HE BKITIOYBA YUYACTHETO HA MOCPETHUIIN U € TIPeIMET Ha
MMUCMEHO CIIOpa3yMeHne, KOeTo 00XBala, Hape ¢ APYroTo, TOBEPUTEITHOCTTA U
KOH(pIUKTUTE HAa HHTEpecH . ChOTBETHUAT HOTU(ULIMPAH OpraH moemMa ImbiHaTa

OTTOBOPHOCT 3a 3aa4UTC, U3ITbJIHABAHU OT NOAUIITBIIHUTCIIUTC.

Ha
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3.4.3. Korarto ce u3noa3Bar MoAU3MbIHUTENN WIA BHHIIHU €KCIIEPTH B OLIEHSBAHETO Ha
CHOTBETCTBUETO, O-KOHKPETHO TI0 OTHOILICHNE HAa HOBH M3/ICIHSI WIIM TEXHOJIOTHH,
CHOTBETHHAT HOTU(UIMPAH OpraH TPsOBa Ja pa3noiara ¢ MoIXo/s111a BbTPEIHa
KOMITETEHTHOCT B cpepara Ha BCEKH €IUH MPOIYKT, 32 KOMTO € ONpeeieH, JaBamia My
BB3MOKHOCT J1a PHKOBOJIH LIEJIHS MIPOIIEC MO OIIEHsBaHE HAa ChOTBETCTBUETO, J1a IIPOBEPSIBA
1eNech00Pa3HOCTTA ¥ BAIMHOCTTA HA €KCIIEPTHUTE CTAHOBHMIIA U J1a B3EMa PEIICHHS 3a

CepTU(UKAIHATA.
3.5. HabGmonenue Ha koMIieTeHIMKUTE, 00yueHrne 1 0OMEH Ha ONUT

3.5.1. HortuduuupaHusT oprad BbBeX/1a MPOLEIYPH 32 IbPBOHAYAIHATA OLIEHKA U TEKYIIOTO
HaOJI0ICHNE Ha KOMIIETEHTHOCTTA, IEHHOCTHUTE IO OLIEHSBaHE HAa CbOTBETCTBUETO U
MOCTUTHATHUTE PE3YJITAaTH Ha IeNUs BbTPEIICH U BBHHIICH EPCOHAT U BCUUKH

MOAN3IIBJIHUTCIIN, YHaCTBalllu B I[GI\/’IHOCTI/I 110 OIICHABAHC HAa CbOTBCTCTBUCTO.

3.5.2. Hotudunupanure opraHu U3BBPIIBAT PEIOBHO MPETIIE]] HA KOMIIETEHTHOCTTA Ha CBOS
TepcoHal1, HabesI3BaT MOTPEOHOCTUTE OT O0YUYECHHE U U3TOTBAT IIJIaH 32 00yUYeHHUE 3a
MOAIBbpPKAHE HA HEOOXOIMMOTO HMBO Ha KBaNM(UKAIMS U 3HAHUS HA YJICHOBETE Ha

nepcoHana. B To3u nperisieq kaTo MUHUMYM c€ ITPOBEPsIBA AU IEPCOHAIIBT:

- € 3ar03HaT ¢ JeicTBaIoTo npaBo Ha Chio3a U HAIIMOHAIHO MIPABO B 00JacTTa HA
U3JIENUSTA, CbOTBETHUTE XapMOHU3UpaHu ctanaaptu, OC, HACOKUTE U pe3yiTaTuTe

OT KOOPJAWMHAIIMOHHUTE JACHHOCTH, TOCOYEHU B pazzaein 1.6;
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—  yyacTBa BbB BBTPEIIHUSA OOMEH Ha OIUT U Mporpamara 3a MNpobJKaBanio o0ydyeHue

u oOpa3oBaHmue, mocoveHa B pazaen 3.1.2.
4. N3NCKBAHUA 3A ITPOLHECUTE
4.1. OO0 U3UCKBAHUSA

Hotudunupanust opran uMa JOKYMEHTHPAHU IPOLIECH U JJOCTATHYHO MOAPOOHH
IIPOLEAYPH 3a IPOBEXKIAaHE HAa BCSIKA ACWHOCT 110 OLICHABAHE HA CbOTBETCTBUETO, 3a KOSITO
€ OIPENEIICH, KOETO BKIIFOYBA OTACIHUTE €Talu OT ACHHOCTUTE MIPEIX NIOJaBaHE Ha
3asBJICHUETO 10 B3EMAHETO HA PELICHUE U HA30pa, KaTO CE OTYUTAT, KOraTo €

H606XOI[I/IMO, CBOTBETHHUTE 0COOEHOCTH Ha U34CIUATA.

W3uckBanusita, npensuaeHu B pazaenu 4.3, 4.4, 4.7 u 4.8., ce U3NbJIHABAT KaTO YacT OT
BBTPEIIHUTE IEHHOCTH HA HOTU(UIIMPAHUTE OPTAHH U HE MOTAT J]a Ce Bb3JIaraT Ha

IIOAUBITBJIHUTCIIN.
4.2. N3Bectus ot HOTUUITUPAHKS OpraH U ICHHOCTH MIPEIH MOJaBaHe Ha 3asiBJICHUE
Hotudunmpanusar opran:

a) Hy6J'II/IKYBa O6H.I€CTBGHO AOCTBITHO OIMMCAHUEC HAa ITpoHeAypara 3a oJaBaHC Ha
3asABJICHUSA, YPEC3 KOATO NPOU3BOJUTCIUTC MOT'AT [Id IOJIy4aT CepTI/I(I)I/II_[I/IpaHe oT
Hero. B omucaHueTo ce mocouBa Kou €31l Ca JOIMYCTUMU 3a MOJaBaHC HA

JOKYMCHTAIMATA U 3a BCAKA JpyTra CBbp3aHa C TOBa KOPCCIIOHACHIIN A,
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6)

1)

MMa JIOKyMEHTHPaHU MPOLETypH, KOUTO Ca CBbP3aHU ChC U ChAbPIKAT
JIOKYMEHTHPaHH MMOAPOOHU MpaBHUia OTHOCHO TAKCUTE 32 KOHKPETHUTE AEHHOCTH 10
OILICHSIBaHE Ha CHOTBETCTBUETO U BCUUKHU APYTU (PMHAHCOBH YCIIOBHUS, CBBP3aHH C
JNEHHOCTUTE Ha HOTU(QHUIIMPAHUTE OPTraHu 10 OLICHSIBaHE Ha ChOTBETCTBUETO 3a

U3MICIIHATA;

¥Ma JIOKyMEHTHPaHU MPOIETypH [0 OTHOLIEHUE Ha Pa3IilacsiBaHETO HA YCIYTUTE CH
0 OLICHSIBAaHE HAa ChOTBETCTBUETO. Te€3U MPOLEAYpHU rapaHTUpaT, 4e IeHHOCTUTE 110
pasriacsBaHe WM MOMYJIIPU3UPAHE B HUKAKBB ClIydall HE NMPEANonaaraT 1 He Morar
Jla 10BeaT O 3aKJII0YEHUE, Y€ OLICHABAHETO HAa CbOTBETCTBUETO OT HETOBA CTPaHa
II€ OCUTYPH Ha MPOU3BOAUTEIINUTE MO-PAaHEH JOCTBHII JI0 Ma3apa WiH 4ye e ObJIaT 1o-
Obp3H, MO-JIECHU WU TTI0-MAJIKO CTPOTHU CIPSIMO Te3U Ha APYTUTE HOTUDUIPAHH

OpraHy;

¥Ma JIOKyMEHTHpaHU MpOoLeypH, KOUTO U3UCKBAT Mperiieaa Ha nHpopManusaTa
Ipey OJaBaHETO Ha 3asBJICHUETO, BKIIOYUTEIHO MIpeIBapUTEIHATA IPOBEPKA 1Al
NPOAYKTHT MOMaaa B 00XBaTa Ha HACTOSIIHS PEriaMeHT U KakBa € HeropaTa
KIacuuKaIus, Ipeu OTIPABIHETO HA H3BECTHUE JI0 MPOU3BOJIUTENS OTHOCHO

KOHKPCTHO OLICHABAHC HA CbOTBCTCTBUCTO,

CJIEJIU 332 TOBA BCUYKHU JOTOBOPH, CBBP3aHU C IEHHOCTUTE 1O 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 IOI0OBOP

Hotudunupanust opran nuzncksa ouiraiHo 3asBlIeHUE, MOAMNCAHO OT IPOU3BOIUTEI
WM YI'BJIIHOMOIIEH MPEACTaBUTEN, KOETO ChAbpKA Isi1aTa HHPOPMAIUS U JeKIapalunuTe
Ha TIPOU3BOAUTENS, HEOOXOAMMH 3a OICHSIBAHE Ha ChOTBETCTBHETO, KAKTO € TOCOYECHO 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 Aa JefcTBa ChIVIACHO U3UCKBAHUATA MO
HACTOSIIUS PETJIAMEHT, BKIIOUUTEIIHO 33 IbJKEHUE 3 POU3BOAMUTEINS Jja HH(POpMHUpa
HOTU(UIMPAHUS OpTraH 3a JOKJIaJuTe 3a MpociesiBaHe Ha 0€301MacHOCTTa, MPAaBOTO HA
HOTU(ULMPAHUS OPTaH Ja CIpe AeUCTBUETO, Aa OTPAHUYU WIH J]a OTHEME U3a/ICHUTE
CepTU(PHKATH U 3aIbIDKEHUETO Ha HOTU(PULMPAHUS OPraH J1a U3MbIHSBA 33 IbJKCHUATA CU

3a MpeaocTaBsiHe Ha UH(opMarus.

Hotudunupanusat oprad uMa JOKyMEHTHPAHU IPOLETYPH 3a MIPErJie]] Ha 3asBICHuUS,

KOUTO 00XBAalILIAT;

a) IIBJIHOTATA HA TC3U 3a4BJICHHUS 10 OTHOUICHUC HAa U3UCKBAHUATA HA IPUIIOKHUMATA
mnmpoucaypa 3a OuCHABaHC Ha CbOTBCTCTBUETO, ITOCOYCHHU B IMPUITOKCHUCTO, CHITIACHO

KOETO € OUJI0 MOUCKaHO 0J00pEHUETO;

6) IMPOBEPKaTa Ha OIIPCACIIIHCTO HAa MPOAYKTUTEC, BKIIFOUCHU B TC3U 3a4BJICHHUA, KATO

n3aCIuA 1 CbOTBECTHUTC UM KJ'IaCI/I(I)I/IKaI_II/II/I;
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4.4.

B)  BBIPOCA AAIH MPOLEAYPUTE 3a OLICHABAHE HA CbOTBETCTBUETO, U30paHU OT
3asBUTENISA, Ca MPUIOKHUMHU 32 BBIIPOCHOTO U3JIEJINE ChIVIACHO HACTOSIIUS

PCTJIaMCHT;

r) CIIOCOOHOCTTA Ha HOTI/I(I)I/II_II/IpaHI/IH OpraH Ja OLCHHU 3aBJICHUCTO Bb3 OCHOBA Ha

CBOsITa OMpeJIeJIeHAa KOMIIETEHTHOCT, U
1)  HAJIMYHMETO Ha JOCTATHYHO U MOAXOISIIN PECYPCH.

Pesynrature oT BCeku mperiie Ha 3asBiICHHUE ce TOKyMeHTUpaT. OTKa3uTe U OTHETUTE
3asiBJICHUA c€ HOTU(ULMPAT Ha eJIEKTPOHHATa CUCTEMa, TIOCOYeHa B WieH 52, u ca

JOCTBITHY 32 OCTaHAJIUTE HOTU(DULIMPAHHU OPTaHHU.
Pasnpenenenne Ha pecypcure

Hotudunupanusat opran uma JOKyMEHTHPAaHU TPOLETYPH, 32 Ja C€ rapaHTHpa, Y€ BCUUKU
JEHHOCTH 10 OLIEHSBAHE HA CHOTBETCTBUETO CE€ U3BBPIIBAT OT HAJIEKHO YITBJIHOMOILEH U
KBaJIM(HULMPaH IEPCOHAT, KOUTO MMa JOCTAaThYHO OIUT B OLIEHSBAHETO HA U3/IEIUATA,
CUCTEMHUTE U IIPOLIECUTE U CBBP3aHATA C TAX AOKYMEHTALUA, KOUTO IOJIEKAT Ha

OLICHABAHC Ha CBbOTBCTCTBHUCTO.

3a BCSKO 3asiBIIeHUE HOTU(UITUPAHUAT OpraH HaOesI3Ba Hy)KHUTE PECYpCH U ONpeaess
JM1Ee, OTTOBOPHO 3a TOBA /1a CE TapaHTHUpa, Y€ OLIEHSBAHETO HA TOBA 3asBJICHUE CE
M3BBPIIBA CHIVIACHO CHOTBETHUTE IIPOLIETYPH U Y€ CE U3IOI3BAT MTOAXOAAIINTE PECYPCH,
BKJIFOUNTENHO TIEPCOHAII, 3@ BCSAKA OT 3ala4uTe 110 OLEHsABaHeTO. Pasnpenenennero Ha
3aJjaunTe, KOUTO TPsIOBA Jja ObJIaT U3BBPILEHH KaTO YacT OT OLICHSBAaHETO Ha
CBhOTBETCTBUETO, U BCUUKH U3MEHEHMSI, HAIIPAaBEHH BIIOCJIEICTBHE 110 TOBA pa3NpeciICHuE,

ce IOKyMEHTHpAT.
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4.5. JlefiHOCTH 1O OIIEHsIBaHE Ha ChOTBETCTBUETO
4.5.1. OOy U3NCKBaHUI

HOTI/I(bI/II_[I/IpaHI/IHT OpTraH U HETOBUAT IICPCOHAT U3BbPIIBAT JEWHOCTUTE 1O OIICHSBAaHE Ha
CHhOTBETCTBHETO C Hal-BHCOKA CTEIICH HA OYTEHO HpO(l)eCI/IOHaJ'IHO INOBCACHUC U

HGOGXOIII/IMaTa TCXHUYCCKA U HayUHa KOMIICTCHTHOCT B OIMPCACIICHUTC obacTu.

Hotuduuupanust opran pasnosara ¢ J0CTaTbYHU €KCIEPTHU 3HAHUS, 000pY/IBaHE U
JOKYMEHTHPaHU MPOLESYPH 3a €PEKTUBHOTO IPOBEXKAAHE HA IEHHOCTUTE IO OLICHSIBAaHE
Ha ChOTBETCTBHETO, 32 KOMTO BBIIPOCHUIT HOTU(UIMPAH OpraH € OIpeelieH, KaTo
OTUUTAT CbOTBETHUTE U3NCKBAHMsI, yCTAaHOBEHU B npuiokeHus IX — XI, 1 mo-KoHKpeTHO

CJIICAHUTC U3UCKBAHUA:
— MoAXOAA1IO IJIAHUPAHC Ha ITPOBCIKIAAHCTO Ha BCCKU OTACIICH MPOCKT,

— CbCTAaBBT HA I'PYIHUTEC 3a OLUCHABAHC 1a OCUT'YPABA HAJIMYHUCTO HA JOCTATHUCH OIIUT B
o0nacTTa Ha ChOTBETHATA TEXHOJIOT'UA, KaKTO U HCIIPEKbCHATAa OOEKTHUBHOCT U
HE3aBUCHUMOCT, 1 Jia C€ MPEABHIKIA pOoTallrsd Ha YICHOBECTEC HA IpyIiaTa 3a OLCHABAHEC

pe3 NoAXO AN NHTCPBAJIN,

- HOI[pOGHO 000CHOBaBaHE HA OMPCACIICHUTC CPOKOBC 3a 3aBbPIIBAHC HA JeHHOCTUTE

I10 OLICHABAHC HA CbOTBETCTBUCTO,
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- OLCHABAHC HAa TCXHUYCCKATAa JOKYMCHTAllUA Ha ITPOU3BOAUTCIIA U HA PCIICHHUATA,
KOHMTO Ca BB3IPUCTH, 3a a CE€ OTTOBOPU HA U3MCKBAHUATA, IPCABUJCHU B

npuioxenue I;

— peryica Ha rmpoucaypuTe U IOKyMCHTalluATa Ha IIPOU3BOAUTECIIA, OTHACAIIN CC 10

OIICHKaTa Ha JIeHiCTBUETO;

— Pa3riacKaaHe Ha B3aUMOJCHCTBUATA MCXKIY Ipoueca Ha IMPOU3BOAUTCIIA 3a
YHOpaBJICHUEC HA PUCKA U HCTOBAaTa OLICHKA WM aHAJIM3 HA OLICHKATa Ha JIEHUCTBHETO U
OLCHABAHC HA TAXHOTO 3HAYCHHE 3a TOKA3BaHC Ha CbOTBETCTBUETO C KOHKPETHUTC

HN3UCKBAHUS 110 MTPUTTOKCHUC I;

— IIPOBEXAAHE HA ,,CIIELIMATTHUTE NTPOLIETYPHU*, IOCOUEHH B pa3zied 5 OT IPUIIOKEHUE

IX;

- npu u3aenus ot kiac B wiun kinac C — olieHsiBaHe HA TEXHUYECKaTa JOKYMEHTAIIH

Ha U3JIeTUATa, T0J0paHu Bh3 OCHOBA Ha MPEICTABUTEIIHA 00pa3Iy;

- MJIaHUPAHE U IEPUOANYHO TTPOBEKIaHE HA MTOAXOASAIIN HAI30PHU OJIUTH U
OLICHSIBaHE, U3BBPIIIBAHE UM HCKaHE 32 U3BBbPIIBAHE HA HSIKOW W3MHUTBAHUS, 32 J]a CE
MIPOBEPH MPABUITHOTO (PYHKIIMOHUpPAHE HA CHCTEMAaTa 3a YIPaBJICHUE HAa KAYeCTBOTO,

" U3BBPHIBAHC HA BHC3AITHU OJUTHU HA MSACTO,

— BBB Bpb3Ka C BBCMAaHETO Ha HpO6I/I OT U3ACIIMATA — MPOBECPKaA AN
IMPOMU3BECKAAHOTO U3ACTIUC OTTOBApPsA Ha TEXHUYECKATa JOKYMCHTAUA; TC3U
HN3UCKBAHUS BKIHOYBAT CbOTBECTHUTC KPUTCPUH 3a B3CMAHEC HA HpO6I/I U npoueaypara

3d UBIMUTBAHC NMTPCAU B3CMAHCTO HA HpO6I/ITe;

- H3BLPHIBAHC HA OLICHKA U IMPOBCPKA HA CITa3BAHCTO OT MPOU3BOAUTCIIA HA

CBOTBCTHUTC IMPUITOKCHUS.
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Koraro e mpminoxxumo, HOTUHUIMPAHHUAT OpTaH B3ema npensu Hanmaaute OC, HaCOKH U

Hal-100py IPaKTUKHU U, KOTaToO TOBA € JOTOBOPEHO C MPOU3BOAUTEINS, XapMOHU3UPAHUTE

CTaHAApTHU, JOPU aKO IMPOU3BOAUTCIIAT HEC TBHPAU HAJIMIUCTO Ha CbOTBETCTBHUC.

4.5.2. O,Z[I/ITI/I Ha CUCTCMATa 34 YIIPABJIICHUC Ha Ka4C€CTBOTO

a) KaTO 4acCT OT OLCHABAHCTO Ha CUCTCMATA 3a YIIPABJIICHUC HA KaUCCTBOTO, IIPCAU

OJIUTA U B ChOTBETCTBHE CHC CBOMTE JOKYMEHTUPAHU MPOLEAYPH HOTUDHUITHPAHHST

Opras:

OIICHSIBA JJOKYMEHTAIUSTA, MIPEICTABEHA B ChOTBETCTBUE C CHOTBETHOTO
MIPUIIOKEHUE, YPEXKAAIIO OLEHIBAHETO HA CbOTBETCTBUETO, U U3TOTBS OJUTHA
mporpama, B KOSITO SICHO C€ TIOCOYBAT OPOST U IMOCIIEI0OBATEIHOCTTA Ha
IeHOCTHTE, HEOOXOINMH, 3a JOKAa3BaHe, Ue ONUTHT 00XBallla IisIaTa CHCTEMA
3a yIpaBJCHUE HA KAYE€CTBOTO HA MPOU3BOJAUTENS, U 3a Ja CE ONPEACIIH 1IN

Ts OTrOBapsA Ha U3MCKBAaHHUATA 110 HACTOAIIHA PETIIaMCHT,

Habens13Ba BPB3KH MEKIYy OTTOBOPHOCTUTE U TSIXHOTO pas3NpeiesieHue cpes
pa3IMYHUTE MPOU3BOACTBEHU 00EKTH, HAOeNsA3Ba ChOTBETHUTE JOCTABYUITI
W/WTH OAU3ITBITHUTENN Ha MPOU3BOIUTENS U Pa3riiexkaa He0OX0IMMOCTTa OT
CIIELMATTHO OJUTUPAHE HA HIKOM OT T€3H TOCTABYUIU WIH MOJU3ITbIHUTENH,

HJIM U HAa IBETC KAaTCropnu,

SICHO OTIpeJIesIsl, 32 BCEKU OJIUT, HAOeJIsI3aH B IIporpamara 3a OJIUTH, LIEeJTUTE,
KpUTEpUUTE M 00XBaTa HA OJJUTA U U3TOTBS OJUTEH IJIaH, B KOWTO ce
pasriiexaat Mo MOoAXOAI HAUMH U c€ B3eMaT MPEeABHU]I CIICIU(PUIHNUTE

HN3UCKBAaHUS 3a BKIIFOYCHUTEC U3ACIIUSA, TCXHOJIOT'MU U IPOLCCH,
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3a u3aenusTa ot kiac B u kirac C u3roTBs 1 akTyanu3upa 1iaH 3a B3eMaHe Ha
mpoOu 3a OleHsBaHE Ha TEXHUUYECKATa JIOKYMEHTaIHsI, KAKTO € TIOCOYEHO B
npunosxenus 11 u I11, xoiiTo o6xBaiia raMara u3enus, BKIIOUYECHU B
3asBJIEHUETO HAa MPOU3BOUTENS. B TO3M 11aH ce rapaHTupa, ye OT BCUUKHU
U3JIENHsI, 32 KOUTO C€ OTHACs cepTu(dukara, ca B3eTH IpodH Mpe3 Cpoka My Ha

BaJUIHOCT,

no0Mpa 1 Orpeests NOAXOAAII0 KBaTH(pHUIIMPaH epCOHA, ONPAaBOMOIICH J1a
U3BBPIIBA OTACTHUTE OAUTH. CHOTBETHUTE POJIH, OTTOBOPHOCTH U

IMPpaBOMOIIHS HAa YIICHOBETC Ha CKHUIIA CC OIIPECACIIAT SICHO U C€ JOKYMCHTHUPAT,

6) BB3 OCHOBA HAa M3roTBCHATA OT HCTO OAUTHA ITporpamMa v CbrilaCHO CBOUTC

JOKYMEHTHPAaHU TPOLETyPH HOTU(DUIIUPAHUSIT OPTaH:

IpaBU OJUT HA CHCTEMAaTa Ha MPOU3BOAUTEIIS 32 YIIPAaBJICHHE HA KA4eCTBOTO,
3a 1a IpOBEpH, Y€ CUCTEMATa 3a YIIPaBJICHUE Ha KaueCTBOTO IapaHTUpa, 4e
00XBaHATUTE U3/ENIUS OTIOBApPAT HA CHOTBETHUTE pa3Nopea0n Ha HACTOSILUS
pEerjlaMeHT, KOMTO ce puiarat 3a u3/iefIusiTa Ha BCEKH €UH eTar — OT
IPOEKTHPAHETO Mpe3 KpalHUs KOHTPOJI Ha KaYeCTBOTO J0 TEKYIIHUS HAA30p, —

" onpeacid AaJIh Ca U3ITBJIIHCHU U3UCKBAHUATA 110 HACTOAIUSA PCTIIAMCHT,
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— BBb3 OCHOBA Ha CHbOTBETHATA TCXHUYCCKA JOKYMCHTAIMA U C LICJT Ja CC
OMnpeaAc/IN AaJIM MMPOU3BOAUTCIIAT Clla3Ba U3MCKBaHUATA, IOCOYCHU B
CBbOTBCTHOTO MPUIIOKCHUC, YPCIKAAIO OLICHABAHETO HAa CbOTBETCTBUCTO,
IIpaBU MperyIca 1 OAUT Ha MMPOUCCUTC U TIOACUCTEMHUTC HA IIPOU3BOIUTECIIS, 110~

CIICNHUAJIHO 110 OTHOILICHUEC Ha:

— MIPOCKTUPAHETO U pa3pabOTBAHETO,

— MIPOBEPKUTE HA MPOU3BOJICTBOTO U MPOIICCHUTE,
- MPOJIYKTOBATa JTOKYMEHTAIHS,

— IMMPOBECPKUTEC 110 OTHOLICHUC HA CHa6I[5{BaHeTO, BKIIFOUUTCIIHO ITPOBCPKaA

Ha 3aKYIICHUTC U3CIINA,

— KOpUrupamuTe U MpCBAaHTUBHUTC HGI)JICTBI/IH, BKJIFOUUTCIIHO TP HAZA30pa

clle]] MMyCKaHe Ha rma3apa, KakTo U
- MPOCJICIIBAHETO HA JCHCTBUETO CIIe]] ITyCKaHe Ha ma3apa,

— KaKTO ¥ Ha M3MCKBAHUATA U pa3NopeOnTe 3a Mperiesl U OJUT, IPUETH OT
MPOU3BOIUTENS, BKIIOUYUTEIIHO CBbP3aHUTE ChC CIIA3BAHETO HA OOILIUTE

M3UCKBaHMS 32 0€30IaCHOCT U I[GflCTBHG, YCTaHOBCHU B MPHUIIOKCHUC L
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— MMpaBAT CC U3BAAKH OT JOKYMCHTAIHATA 110 TAKbB HAYMH, Y€ Ja CC OTYCTAT
PHUCKOBETE, CBBP3aHHU C MPEIBUICHATA yIoTpeOa Ha U3ACITUETO, CII0KHOCTTA
Ha MMPOU3BOJICTBEHUTE TEXHOJOTHH, TaMaTa U KJIaCOBETE IPOU3BEICHU
U3JIeNUs, U BCSIKAKBa HATMYHA MH(OpMAIUs 3a HaJ30pa ciell IyCcKaHe Ha

naszapa;

- aKo BCE OIIIe He ca 00XBaHATU OT OJIUTHATA Mporpama, U3BbpIIBa OJUT Ha
KOHTPOJIa Ha TPOLIECUTE B TOMEILIEHUATA HA TOCTABUUIIUTE HA IPOU3BOIUTEIS,
KOTaTO ChbOTBETCTBUETO HA FOTOBUTE M3/EIHS € IOBIMSIHO 3HAUUTEIHO OT
JeMHOCTTa Ha JOCTaBUUIUTE, MO-CIIELUAIHO, KOTaTO IPOU3BOIUTENAT HE

MOKC Oa JOKAXE NJOCTATHYCH KOHTPOJ BBPXY CBOUTC NJOCTABUHUIIN,

- OLCHABA TCXHUYCCKATAa JOKYMCHTAIlMA Bb3 OCHOBA HA CBOJ IIJIaH 3a B3BCMAHC Ha

mpoOu M KaTo B3eMa IpenBu pasnen 4.5.4 3a olleHKa Ha IeUCTBUETO,

— HOTU(DUIIUPAHUAT OpraH ce yBepsiBa, ue OJUTOPCKUTE KOHCTATAIlUU ca
aJIeKBAaTHO U MOCJIE0BATEIHO KIaCU(PUIIMPAHU B CbOTBETCTBUE C
M3HUCKBaHUITA HAa HACTOALIMUS PETJIaMEHT U ChC ChOTBETHUTE CTAHIAPTH WU C

Hail-00puTe MpakTUKH, paspadoTenu i npuetu ot KI'MU.
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4.5.3. IlpoBepka Ha MpOIyKTa
OrneHsiBaHE HAa TEXHUYECKATa TOKYMEHTAIIUS

3a OLCHABAHCTO HAa TCXHUYCCKATA NOKYMCHTAIK B CbOTBETCTBUC C I'JIaBa IT ot
IIPUIIOKCHUC IX HOTI/I(I)I/II_II/IpaHI/ITe OpraHH pas3noJarat ¢ JO0CTaTb4YHO CKCIICPTCH OIIUT,

o0opy/BaHe U JJOKyMEHTUPAHU MPOLEAYPHU 3a:

— OTIPENIEIISTHETO Ha MOAXOSII0 KBATU(HUIIMPAH U OTIPABOMOIICH MEPCOHAT 32
U3CIIeIBaHE HA OT/ACITHHUTE acTeKTH, KaTo yrnorpeda Ha U3/eueTo, OMOJIornIHa

CbBMCCTHMOCT, OLICHKA Ha HeﬁCTBHeTO, YHOpaBJICHUEC HA PUCKA U CTCPUIIM3alUs, U

— OILICHSIBAHETO Ha CHOTBETCTBHETO HA MPOEKTA C HACTOSALIMS PErJIaMEHT U KaTo ce
B3emart npensua pasznenu 4.5.4 u 4.5.5. Toa oneHsiBaHe BKIIIOUBA MpErJiesia Ha
U3MBJIHEHUETO OT MPOU3BOJUTEINS HA BXOIALIUTE, MEXIUHHUTE U OKOHYATEITHUTE
MIPOBEPKH M PE3yJITATUTE OT TAX. AKO C€ M3UCKBAT JOIMMBIHUTEIHN U3MUTBAHUS WIH
JIpYTH TOKa3aTeJICTBA 3a OLEHSIBAaHE Ha ChOTBETCTBUETO C U3UCKBAHUSATA 110
HACTOALIMS PETJIAMEHT, BBIIPOCHUST HOTU(QHUIIMPAH OPTaH U3BBPIIIBA MOAXOASIIN
buznyecku win 1a00paTOpHU TECTOBE HA M3ACIUETO UM U3UCKBA TPOU3BOJUTEISAT

Ja ' U3BBPIIH.
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N3cnensanug Ha TMnAa

Hotuduuupanust opran uma 10KyMEHTHPAHU NPOIETyPU, JOCTATHYHO €KCIIEPTEH OMUT U
o0opyABaHe 3a U3MUTBAHE HA TUIA HA U3JIEHITA B ChOTBETCTBUE C MPUIOKEHHE X,

BKIIFOUMTCIIHO C KallalUTCT 3a:

— M3CJIE/IBAHE U OLICHSIBAHE HA TEXHUYECKATA JOKYMEHTAIUs, KaTo C€ B3eMaT 10/l
BHUMaHue paznenu 4.5.4 u 4.5.5 1 ce mpoBepH Al TUITBT € OWJT TIPOU3BE/ICH B

CBOTBCTCTBUC C Ta3U JOKYMCHTALIUA,

- U3rOTBSIHE HA IUIAH 3a U3MUTBAHE, B KOMTO ce ONpenensaT BCHUKU 3HAYMMHU U
KPUTUYHU NTapaMeTpH, KOUTO TpsAOBa a ObAaT U3MUTAHU OT HOTU(ULIMPAHUS OpraH

WM 1IOJ1 HErOBa OTTOBOPHOCT;
—  JIOKyMEHTHpaHe Ha 000CHOBKaTa CH 3a H300pa Ha Te3U MapamMeTpH;

— I/IBB"I)pHIBaHe Ha IIoAXoJAIuTE U3CJIICABAaHUA U U3IIUTBAHUA, 3a 1a CE HpOBepI/I oalin
pelieHusTa, Bh3MPUETH OT MPOU3BOIUTENIS, OTTOBAPSAT HA OOITUTE N3UCKBAHUS 32
0€30macHOCT | JIeWCTBHE, YyCTaHOBEHHU B npuiiokenue 1. Te3u uzcnensanus u
U3MUTBAHUS BKIIIOUBAT BCHYKK 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, KOHUTO €

u30pal 1a U3Moi3Ba;

- CBhIJIAaCYBAaHC CBHC 3adABUTCIIA KbAC IIC CC U3BBPIIAT HGO6XOZ[I/IMI/IT€ MU3NWTBAaHUsA, aKO

He TpsOBa /1a ce MPOBEeXAaT AUPEKTHO OT HOTU(DUILIMPAHUSI OPTaH;
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- MoeMaHe Ha ITbJIHA OTTOBOPHOCT 3a pe3yJiTaTuTe OT u3nuTBaHusTa. [IpegocraBenure
OT MPOM3BOIUTENS JOKJIAIA C€ B3EMAaT 10T BHUMaHUE CaMO aKo ca OWJIM U3JaJeHU
OT KOMIIETEHTHUTE OPTaHH 32 OIEHSIBaHE Ha ChOTBETCTBHETO, KOUTO Ca HE3aBHCUMHU

OT IIPOU3BOIUTEIIS.
IIpoBepka upe3 u3ciieBaHE U U3NUTBAHE HA BCSAKA NAPTHIA IPOAYKTH
Hotudunupanust opras:

a)  uMa JOKYMEHTHPAHHU MPOIEAYPH, TOCTATHYHO EKCIIEPTEH OMUT U 000pyIBaHE 3a
IIpOBEpKa upe3 u3cieBaHe U 3MUTBAHE Ha BCSAKA MAapTHUJIA IPOAYKTH B

cpoTBeTCTBUE € npuitoxkenus 1X u XI;

0)  M3rOTB IJIaH 32 U3IUTBAHE, B KOWTO C€ ONPEEIIAT BCHUKU 3HAUUMHU M KPUTHUYHH
napamMeTpH, KOUTO TpsiOBa Jja ObIaT U3MUTAHU OT HOTU(DUIIUPAHUS OPTaH WIH MO

HEroBa OTTOBOPHOCT, C LICJI:

— 3a uznenusTa ot kiac C, ga ce mpoBepH ChbOTBETCTBUETO HA U3/ETUsATA C TUIIA,
onucaH B ceprudukara 3a EC uzcnensane Ha Tumna, 1 ¢ M3UCKBaHUATA Ha

HACTOAIIUA PCTIIAMCHT, KOUTO CC IpHUJIaraT KbM TC3U U3ACIIUSA,

- 3a U3JenusTa oT Kiac B, 1a ce noTBbpIu CbOTBETCTBUETO C TEXHUYECKATA
JNOKyMeHTauus, nocoueHa B npuinoxxenus II u I1I, u ¢ n3uckBanusra Ha

HaCTOAIIWA PCTIIAaMCHT, KOUTO CC IIpHUJIarat KoM TC3U U3ACIINUA,

B)  JOKyMEHTHpa 0OOCHOBKaTa CH 3a M300pa Ha mapaMeTpuTe, MOCOYeHHU B OyKBa 0);
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T) MMa JTOKYMEHTHPAHH NPOLEAYPH 3a U3BbPIIBAHE HA MOIXOASIIUTE OLEHABAHUS U
W3MATBAHUA, 32 JIa CE MMPOBEPU CHOTBETCTBUETO HA U3EINETO C U3UCKBAHUATA HA
HACTOSALLMS PETJIAMEHT Ype3 U3CIIEABAHE U U3IIUTBAHE HA BCSAKA NAPTUAA IIPOLYKTH,

KaKTO € II0COYEHO B pa3zeil S5 oT npuiioxenue XI;

)  HUMa JOKYMEHTUPAHU MPOLEAYPH, IPEABIKIAIIN JOTOBAPSHE ChC 3asBUTEIS 3a TOBA
KOT'a U KbJ€ 1€ CE U3BbpUIAT HEOOXOIMMUTE U3MUTBAHUS, KOUTO HE C€ U3BBPILBAT

OT HOTU(UIMPAHHS OPTaH;

e) HOCH IIbJIHA OTTOBOPHOCT 3a PE3YJITATUTC OT U3IIUTBAHCTO B CbOTBETCTBUC C
AOKYMCHTHPAHUTE NPpOUCAYPH; TPCAOCTABECHUTEC OT IMIPOU3BOJAUTEIIA NOKJIAAN CC
B3€MarT 110 BHUMAaHHUEC CaMO aKoO Ca Oounmn HU3JaACHU OT KOMIICTCHTHUTC OPraHU 3a

OLICHABAHEC HAa CBOTBCTCTBHUCTO, KOUTO Ca HC3aBUCHUMHU OT HpOI/I3BOI[I/IT€JI$I.
4.5.4. OrmeusBaHe Ha OLIEHKATA HA IEHCTBUETO

B u3BbpuIBaHOTO OT HOTU(ULIMPAHUTE OPTaHU OLICHSIBAHE HA MPOLETYPUTE U
JOKYMEHTAIUsITa Ce pa3riexkaaT pe3yJTaTUTe OT MpoyUYBaHUATA Ha HAyyHaTa JTUTepaTypa,
KAaKTO U BCUYKHU M3BBHPILICHU BATUIUPAHUS, TPOBEPKHU, U3MUTBAHUS U HAIIPABEHU U3BOJAU, U
OOMKHOBEHO C€ BKIIFOUBAT ChOOPAKEHUS 32 M3IOJI3BAHETO HA alTePHATUBHU MaTepUAH U
BEIIECTBA M C€ B3EMAT IPEJIBU]] OTIAKOBKAaTa U CTAOMITHOCTTA, BKIIOYUTEITHO CPOKBT HA
TOJIHOCT Ha TOTOBOTO U3JieNue. AKO HE € U3BBPIICHO HOBO U3MUTBAHE OT MPOU3BOIUTEIS
WM TIPU OTKJIOHEHHUS OT MPOLIEypUTE, BHIIPOCHUAT HOTU(ULIMPAH OpraH U3BbPILIBA

KPUTHYCH NIPCTJICA Ha O6OCHOBK8.T8., MMpeaACTaBCHA OT IPOU3BOAUTCIIA.
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Hotuduuupanust opran uma J0KyMEHTHPAHU IPOLEAYPH 3a MPETIIe] Ha IPOLEAYPUTE U

JOKYMCHTalMATa Ha ITPOU3BOAUTEIIA BbB BPb3Ka C OIICHKATa Ha HeﬁCTBHeTO — KaKTO 3a

IIbpPpBOHAYAJIHOTO, TaAKAa U 3a TCKYIIOTO OLICHABAHC HAa CbOTBETCTBUCTO. HOTI/Iq)I/II_[I/IpaHI/IHT

OpraH npaBu MPEriica, Baluaupa 1 poBepsaBa Aaiv MPOUCAYPUTC U JOKYMCHTAIUATA HA

MIPOU3BOAUTCIIA Ca YPCACHU IO IMOAXOAAII HAYNH:

a)

6)

)

IJIAHUPAHETO, TPOBCKIAAHCTO, OUCHABAHCTO, JOKJIAABAHCTO U aKTyaJIM3UPAHCTO HA

OILICHKAaTa Ha JEHCTBUETO, NOoco4YeHa B npwiioxkenue XIII,

Ha/30pa Clie]] MyCKaHe Ha Ma3apa U MpoCIIeIIBaHETO Ha ACHCTBHETO Clie/ ITyCKaHe

Ha I1a3apa,

B3aMMOJIEMCTBHETO C MpOIieca Ha YIIpaBJICHNUE Ha PUCKA,

OIICHKATAa W aHaJIn3a Ha HAJIMYHUTC JaHHU U Ha TAXHOTO 3HAYCHUC BBB BPb3Ka C

JOKa3BaHCTO HAa CbOTBECTCTBUECTO C KOHKPETHUTC N3UCKBAHUS IO ITPUITOKCHUC I,

3aKJIIOYCHUATA, HAIIPABEHU BbB BPb3Ka C KIMHUYHUTE JOKA3aTCJICTBA U UST'OTBAHETO

Ha JOKJIala 3a OLIEHKa Ha IEeNCTBHUETO.

B npornetypute o Bropa anuHes ce B3emar npeasua Hanmuaute OC, Hacoku U Haif-100pu

MIPAKTUKH.
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OreHsIBaHETO OT HOTU(UITUPAHUS OpTaH Ha OIICHKUTE Ha JCHCTBHETO CHIIIACHO

npunoxxenue XIII BxatouBa:

— npeaBuacHara yHOTpe6a, MMOCOYCHA OT IPOU3BOAUTCIIA, U TBbPACHUATA 34

U3JIEJIMETO, ONPEACIICHN OT HETO,
— MJIAaHUPAHETO Ha OIIEHKATa Ha JEHCTBUETO,
— METOAMKATA 3a IPOYYBAHE HA Hay4YHATa JINTEpaTypa,
— ChOTBETHATa JOKYMEHTAI[US 3a TPOYYBAHE HA Hay4YHATa JUTEpaTypa,
— M3NHUTBAHUATA HA JEHCTBUETO,

— HaA30pa CJICA ITyCKaHEe Ha I1a3apa U IMpOoCICAABAHETO Ha JEUCTBUETO CIIeH

IyCKaHe Ha masapa,

— BAJIMAHOCTTA HA TBbPASAHATA CKBUBAJICHTHOCT IO OTHOIICHUC Ha APYT'U
H3ICIINA, JOKAa3BAHCTO HA CKBUBAJICHTHOCTTA, JAHHUTC OTHOCHO IMPUTOJHOCTTA

1 3aKJIIOYEHUATA OT EKBUBAJICHTHHA M CXOHU H3EIIHA,
- OKJIaJa 3a OIEHKA Ha JEHCTBUETO,

— 000CHOBKATa BbB BPb3Ka C HCU3BBPIIBAHCTO Ha U3IIMTBAHUA HA JIEUCTBUETO

HJIU MTPOCJICAsIBAHC HA IIGfICTBHGTO CJICA ITyCKaHEC Ha Ima3apa.

BbB Bpb3Ka ¢ JaHHUTE OT U3IIUTBAHKATA HA IEUCTBUETO, BKIIFOYEHU B PAMKUTE Ha
OIIEHKAaTa Ha JICUCTBUETO, ChOTBETHUAT HOTU(HUIIMPAH OPTaH TapaHTUpa, de
HaIlpaBEHUTE OT MPOU3BOIUTENA 3aKIHOYCHHUSA Ca BaIUIHU B KOHTEKCTA Ha

0;(06peH1/151 IJIaH 32 U3NUTBAHE Ha JICHCTBUETO.
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HoTtudunupanusat opran rapanTipa, 4e B OIICHKaTa Ha JCHCTBHETO CE Pa3rIekKaaT
10 MOJXOSII HAUNH ChOTBETHUTE H3UCKBAHU 32 0€30IMaCHOCT U JEeHCTBUE,
npeIBUICHH B puiioxkeHue |, ue e choObpazeHa mo moaAXoIsI] HAaYuH C U3UCKBAHUATA
3a yIpaBIIEHUETO HA PUCKA, Y€ € U3BBPIICHA B ChOoTBEeTCTBUE ¢ MpuiioxkeHue XIII u

Ye € MPaBUJIHO OTpa3eHa B MpeJICTaBeHaTa HH(OpMAIIHS 33 U3/IEITUETO.
4.5.5. CnenuanHu npoueaypu

Hotuduuupanust opran uma 10KyMEHTHPAHU NPOLETYPH, JOCTATHYHO EKCIIEPTEH OIUT U
o0opyiBaHe 3a MPOLETyPUTE, TOCOUYEHH B paszien S oT npuiiokeHue [X, 3a KouTo ca

OIIPCACIICHU.

3a CHITBTCTBALIM U3IENNs HOTU(DHUIMPAHHUS OPTaH UMa JOKYMEHTUPAHU NPOLETypH, KOUTO
LEJIAT U3IIBIIHEHUETO Ha U3UCKBAHUATA HA HACTOSLIUSA PETJIaMEHT 110 OTHOILICHUE HA
KOHCYJITAllMUTE MPH OLEHSABAHETO HA TE3M THUIIOBE U3aenns ¢ EMA ninm ¢ KoMneTeHTeH

Opras 3a JIEKapCTBEHUTE MPOTYKTH.
4.6. Hoknangsane
Hotudunupanust opra:

— rapaHTHpa, Y€ BCUYKH CTHIIKU B MIPOLECa HA OLICHABAHC Ha CbOTBCTCTBUCTO Ca
JOKYMCHTHPAHU, TaKa Y€ 3aKIIIOYCHHUATA OT OLUCHABAHCTO Ja GLI[aT SICHHU U Ja
A0Ka3BaT CbOTBCTCTBUEC C U3MCKBAHUATA HA HACTOAIIUA PErJIIaMCHT, U a MOTaT Ja
IMOCJIy KaT KaTo O0OEKTHUBHO J0Ka3aTCJICTBO 3a TOBA CbOTBECTCTBUEC HA JIMIIA, KOUTO HE
y4acTBaT B OLICHABAHCTO, HAIPUMCED IIEPCOHAJIa B OpTraHUTEC, OIIPCACIIAIIN

HOTU(UIMPAHUTE OPTaHH,
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— rapaHTHhpa, 4€ Ca Ha pa3MoJIOKCHHUEC JOCTATHYHO 3aIlIMCHU 3a OCUTYPSIBAHCTO HA SICHA

OJIWTHA CJI€Aa 3a HEJIUTC HAa OAUTHUTC Ha CUCTEMATA 3a YIIPaBJICHUC HA KA4Y€CTBOTO,

— JAOKYMCHTHPA SACHO 3aKJIFOUYCHUATA CU OT OLICHABAHCTO HAa OLICHKATA Ha JICUCTBUETO B

JOKJIaa OT OLCHABAHCTO Ha OLICHKATa Ha HeﬁCTBHCTO,

- MPEIOCTaBs 32 BCEKM KOHKPETEH MPOEKT MOAPOOEH 0K, KOUTO € OCHOBAH Ha

CTaHAapTeH (popmar 1 BKIIIOUBa MUHUMAJIEH HA0Op OT €JIEMEHTH, ONPEIEICHH OT

KT'MU.
JloknanbT Ha HOTU(ULIMPAHUSI OPTaH:

— JAOKYMCHTHPA SACHO PEIYJITATUTC OT OLUCHABAHCTO W BKIIIOYBA SICHU 3aKJIFOUCHUA OT
IMPOBCPKATa HAa CbOTBETCTBUCTO HA MPOU3BOJUTCIIA C U3BUCKBAHHUATA HA HACTOAIIHA

periIaMeHT,

— ChABpPrKa MPETOpbKa 3a 3aKIOYUTETHUS IPErJIe]] U 3a OKOHYATETHOTO PEIICHUE Ha
HOTU(UIIMPAHUS OpraH; Ta3u NpernopbKa ce MOAMUCBA OT OTTOBOPHUS UJIeH Ha

nepcoHana B HOTU(hUIIUPaHUS OpraH;

— CC MIpEAOCTABS Ha CbOTBCTHHSA ITPOU3BOAUTCII.
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4.7. 3aKIIOUnTEeNIeH TIpeTe]
[Ipenu B3eMaHe HAa OKOHYATEITHO PEIICHUE HOTH(PHUIIMPAHUAT OPraH:

— rapaHTHUpa, 4€ NEPpCOHAIIBT, HA KOMTO € BB3I0XKEH 3aKIIOUNTCITHUSAT Mperyica u
B3CMAHCTO HA PCIICHHA OTHOCHO KOHKPCTHHU ITPOCKTHU, HMa CbOTBETHUTC

IIPaBOMOILUS U € Pa3In4eH OT IIEPCOHAJIA, KOUTO € U3BBPILUII OLICHABAHUATA,

— IIpOBEPsIBa AaU JAOKIAAbT(UTE) U MOJKPENIIaTa JOKYMEHTAIs, HEOOX0IUMH 32
B3EMAHETO HA PEIICHNUs, BKIIOYUTEIHO BbB Bpbh3Ka C OTCTPAHSIBAHETO Ha
HEChOTBETCTBUS, KOHCTATUPAHU 110 BPEME Ha OLIEHSABAHETO, Ca IIbJIHU U IOCTaThYHU

C OI'JICO Ha oOxBara Ha IMPUITOKCHUCTO, KAaKTO U

— MMpOBCpABa JaJIM HiAMA HCOTCTPAHCHU HECHOTBCTCTBUA, KOUTO J1a BB3NPCIATCTBAT

U3/1aBaHETO Ha cepTU(UKaT.
4.8. Pemrenus u ceprudunmpane

Hotuduuupanust opran uma 10KyMEHTHPAHU NPOILETYyPH 3a B3eMaHe Ha pelleHus,
BKJIFOUMTEJIHO TI0 OTHOIICHHE Ha pa3NpeesIeHUeTO Ha OTTOBOPHOCTH 3a U3/aBaHe,
CIIMpaHe Ha JIeHCTBUETO, OTpaHMYaBaHe WM OTHEMaHe Ha cepTudukaru. Te3u npouenypu
BKJIFOUBAT U3UCKBAHUATA 32 HOTU(DUKALIUATA, TIPEBUACHH B IJIaBa V OT HACTOSIIUS

periamenT. Te3u nmpoueaypH Mo3BoJsBaT Ha CbOTBETHUS HOTH(HULIMPAH OPTaH :

- Ja peiir, Bb3 OCHOBA HAa JOKYMCHTALMATA 3a OUCHABAHC W HAJIMYHATA JOIMMbJIHUTCIHA

I/IH(bOpMaHI/IH, JaJId U3UCKBAHUATA HA HACTOAIINA PETIIaMCHT Ca U3ITbJIHCHH,
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—  J]1a pelny, Bb3 OCHOBA Ha PE3yJITATHTE OT OLICHSIBAHETO Ha OI[CHKATA HA JICHCTBUETO U
YIPaBJICHUETO HA PUCKA, IaJH IUTAHBT 3a HAA30p CJell IyCKaHe Ha ma3apa,
BKJTIOYHTEITHO IJIAHBT 32 MPOCIIEIBaHE Ha ICHCTBUETO CIIE] ITyCKaHe Ha ma3apa, €

ITOIX OJISIII,

— Ja pelIr KOU €Ca KOHKPECTHUTC OCHOBHH CTAIllr 3a JOIIBJIHUTCIICH IIPETJIC OT

HOTHU(ULIMPAHUS OpPraH Ha aKTyaJHOCTTa Ha OLIEHKAaTa Ha JEHCTBHUETO,

— Jla pelly NaJd 3a CepTUQHUIMPAHETO TPAOBa 1a OBAAT ONpeIeIeHH KOHKPETHN

YCJIOBHS WJIA pa3nopeaou,

— Aa onpeaeiiv, Bb3 OCHOBA Ha HOBOBBBCACHUATA, KJ'IaCI/I(i)I/IKaLII/IHTa CIIOpC pUCKa,
OIICHKaTa Ha IIGI\/'ICTBI/IGTO 1 3aKIIFOYCHUATA OT aHAJIM3a Ha pUCKa Ha U3CJINCTO, CPOK

Ha cepTUPUIIUPAHETO, KOWTO J1a HE HATXBBPJIS MET TOANHH,

- JAa JOKYMCHTHpPA sICHO B3CMAHCTO HAa PCIICHHUA U CTAIIUTC HA OI[06peHI/I€,

BKIIOYUTCIIHO O,I[O6peHI/IeTO C MMOAIKUC Ha OTTOBOPHUTE HYJIICHOBE Ha IICPCOHAJIA,

- Ja TOKyMCHTHpPA ICHO OTTOBOPHOCTUTC U MEXaHU3MHUTE 3a C’I)O6HlaBaHe Ha pCIICHMA,
MO-CIICIMAJIHO KOI'aTO IMOCJICAHATa CTpaHa, oAIrcaia CepTI/I(I)I/IKaTa, € pasJjin4yHa OT
BSCMaH_II/ISI(I/ITe) peuicHusATa UJIN HC OTroBaps Ha U3UCKBAaHHATA, YCTAHOBCHU B

pasznmen 3.2.7,

- Ja u31aBa cepTUPUKAT(M) B ChOTBETCTBAE C MUHIUMAITHUTE H3UCKBAHUS, TIPEIBUICHH
B npuiioxkenue XII, cbCc CpoK Ha BaJTUIHOCT HE MOBEYE OT MET FOAUHU U JIa T0COYBa
JaJy ca HalMIE CTIeIIMaTHU YCIOBUS UM OTPAaHUYCHHUS, CBBP3aHH ChC

cepTUPHULHUPAHETO,
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— Jla u37aBa cepTUdUKaT(1) caMo Ha 3asiBUTEIIS U JIa HE U3/aBa CepTUPHUKATH,

00XBaIany MHOXXECTBO CYOEKTH,

— Ja rapaHTvpa, 4€ NpoOUu3BOJUTCIIAT € I/IH(i)OpMI/IpaH 34 PE3YJITATUTE OT OLUCHSABAHCTO U
MMPpOU3TUYAIOTO OT TAX PCHICHUC U Y€ TC CC BBBCIKAAT B CJICKTPOHHATA CUCTCMA,

II0OCOYEHA B WIEH 52.
4.9. W3menenus u npomeHu

Hotuduuupanusat opran uma J0KyMEHTHPAHU IPOLEAYPH U CLIOPA3yMEHUS C
IIPOU3BOJUTENH, CBBP3aHH ChC 3aAbJDKEHUATA HA IPOU3BOAUTEIINTE 3a IPEIOCTABIHE HA

I/IH(i)OpMaI_II/IH " OLCHABAHCTO HA IPOMCHUTC BbB!:

- onobpeHata(ure) cucreMa(u) 3a ynpaBlieHUE Ha KaUeCTBOTO WJIM TamMarta OT

00XBaHATH MPOIYKTH,
—  0#oOpeHus MPOEeKT Ha U3/IEITUETO,
—  0moOpeHus TUI Ha U3JEIHETO,

- BCAKO BCIICCTBO, KOCTO € BKIIFOYCHO MJIM CC M3II0J3Ba 3a MMPOU3BOJACTBOTO HA JaACHO

HU3JCIIMEC U ITOJJICKH Ha CTICHUAIIHUTE NPOLUCAYPHU B CBOTBECTCTBUEC C PA3ACIT 4.5.5.

HpouenypHTe " CIIOPAa3syMCHUsATA, IOCOYCHU B IIbPBA AJIMHCA, BKJIFOYBAT MCPKHU 34

MMPOBCPKA HA 3HAUYUMOCTTA Ha IPOMCHUTC 110 IIbPBA AJIMHCA.
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B croTBeTCTBHE CHC CBOUTE JOKYMEHTHPAHU IPOLEAYPH CHOTBETHUAT HOTU(PUIIMPAH

opras:

— rapaHTHUpa, Y€ MPOU3BOJAUTCIINTEC IIPEACTABAT 3a IIPEABAPUTCITHO O,I[O6pCHI/Ie IIJTaHOBEC
3a [IPOMCHU CBIJIACHO IIbPBaA AJIMHCA U CbOTBETHATA I/IH(i)OpMaI_[I/IH, CBbp3aHa C TC3U

IIPOMEHH,

- OLCHABA MPECAJIOKCHUTC IPOMCHHU U MPOBCPABA AaJiK CICA TE3U MPOMCHH CUCTEMATa
3a YIpaBJICHHUEC HA KAYCCTBOTO WJIM MPOCKTHT HAa U3ACTIUCTO, UJIN TUITBT HaA

HU3ACIIUETO MMPOABJIKABAT Ja OTTOBAPAT HAa U3MCKBAHUATA HA HACTOAIIUA PETJTIaAMCHT,

— YBCAOMABA MMPOU3BOAUTEIIA 3a PCIICHUCTO CHU U IIPEACTABA AOKJIIAA UK, AKO €
MMPUITIOKUMO, JOIMIBJIHUTCIICH JOKJIA, KOMHTO CbAbpiKa 000CHOBAHHU 3aKJIFOYCHUS OT

HU3BBPUHICHOTO OT HCTO OLICHABAHC.
4.10. JlefinocTr 110 HAA30p W HAOIIOCHUE CIIE CePTHPUIHPAHETO
Hotudunupanust opran uma JOKyMEHTHPAHU TPOIICTYPH:

— 3a ompeieNiiHe KaK U Kora J1a ObJaT OChIIECTBEHU JAEHHOCTUTE MO HAJ30p Ha
npousBoauTenuTe. Te3u mpoieaypy BKIOYBAT MpaBujia 3a BHE3AMHU OJJUTH Ha
MSICTO Ha IPOU3BOAUTEIIUTE U KOTaTO € MPUIOKUMO — MOJAU3IIBIHUTEIIUTE U
JIOCTABYHUIUTE, 32 U3BBPIIBAHE HA U3MMMTBAHUS HA IPOAYKTHTE U HAOIIOJCHIE Ha
CIa3BaHETO HA BCUYKHU yCIIOBUS, 0OBBP3BAIIY TPOU3BOAUTEIINTE U CBBP3AHU C
penieHusTa 3a cepTudukanys, KaTo HapyuMep akTyaau3alus Ha KIMHUYHUTE JaHHU

pe3 onpCaACJICHU NUHTCPBAJIU OT BPEMC,
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— 3a HOI[60p Ha CbOTBCTHU M3TOYHUIIUM HA HAYYHU U KIIMHUYHU JaHHU U I/IH(l)OpMaIII/IH
CcJIe]] IyCKaHeTo Ha Ta3apa, CBhp3aHa ¢ Heropata cepa Ha KOMITETeHTHOCT. Tasn
UHpOpMAIIUS Ce B3eMa MPEBU/I IPU TUIAHUPAHETO W MTPOBEXKIAHETO HA JCHHOCTUTE

110 HaJA30pa,

- 3a Mperje/a Ha JaHHUTE OT MPOCIIEIIBAHETO Ha O€30IaCHOCTTA, IO KOSATO UMa JJOCTHIT
CBIJIACHO WIEH 87, ¢ el ONpeAeIisiHE Ha HEMHOTO BB3/IEHCTBHE, aKO UMa TaKOBa,
BBPXY BAJIMIHOCTTA HA CHIIECTBYBAIIUTE cepTH(UKATH. Pe3ynraTure OT ONeHKaTa |

BCHYKH B3C€TH PCIICHUA C€ JOKYMCHTHUPpAT HIATCIIHO.

HpI/I IMoJIiy4yaBaHC Ha I/IH(I)OpMaLII/IH, npeaocCTaBCHa OT MPOU3BOAUTCIT NI KOMIICTCHTHHU
OpraHu, 3a Ciiy4au, YCTAHOBCHU IIPU IMMPOCICAABAHCTO HA 6630HaCHOCTTa, BBIIPOCHUSAT

HOTU(UIMPAH OpraH n30upa Ja NPUIOKH HIKOE OT CICTHUTE PELICHUS:

— Jla He TIpearpueMa JeUCTBUS Thi KaTo CIy4asT, yCTAHOBEH MPHU MPOCIIEASIBAHETO HA

0€30MMacHOCTTa, OUYEBHUIHO HE € CBBP3aH C U3AJICHUTE CEPTU(UKATH,

- Ja HaOJIrFo1aBa ICMHOCTUTE HA TTPOU3BOIUTENSI 1 KOMIIETEHTHUTE OpraHu 1
pe3yNITaTUTe OT MPOBEXKIAHOTO OT MIPOU3BOJUTENS Pa3cieBaHe, 3a 1a ONpeeNn
JaJH U3IaJICHATE CepTU(HUKATH ca 3aCTpAIlleH! WK Jalli ca O MpeAnprueTH

MoAXOAAIII KOpUTHUpaIlun HeﬁCTBHH,

— Aa nOpeanpueMe U3BbHPCAHN MCPKHU 3a HAZI30P, KATO HAIIPUMCEDP NPCIrjICan Ha
JOKYMCHTH, OAUTH C KpaTKO NpEAN3BECTUEC UIIN 0e3 MNPEaAU3BECTUEC U U3IIMTBAHE HA
MMPOAYKTH, IIPHU HAJITNYNEC HA BEPOATHOCT U3JaJCHUTC CepTI/I(i)I/IKaTI/I Ja ca

34CTpalICHH ,

— Ja YBCJIMYU 4€CTOTATa HA HAA30PHUTC OAUTH,
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- Ja U3BBPIIN IMPETIJIC] Ha KOHKPETHHU MPOAYKTH HUJIU MMPOLCCH IIPH CIICABAIIUA OJUT

Ha TIPOU3BOAUTEIIS, UITH
- J1a B3eMe APYTU MOAXO SN MEPKH.

ITo oTHOmICHUE HA HAaA30pHUTE OAUTHU HA IIPOU3BOAUTCIINTC HOTI/I(I)I/II_II/IpaHI/IHT OopraH uma

JOKYMEHTHPaHU MIPOLEYPH 32 CIETHOTO:

- Ja U3BbpIIBa Hal-MaJaKo BCAHDBK 'OAUIIHO HAA3OPHU OJAUTHU HA MMPOU3BOAUTCIIA,
KOHMTO CC IJIaHUPAT U MMPOBCKIAT B CbOTBCTCTBHUEC C KOHKPETHUTEC U3UCKBAHUA 110

paznen 4.5,

— Ja rapaHTHpa, 4€ OUCHABA 110 AICKBATCH HAYUH JOKYMCHTAILIUATA HaA
MMPOU3BOAUTCIIA, CBBbP3aHa C IMPOCIICAABAHC Ha 6€3OHaCHOCTTa, Haa3opa Ciicn
ITyCKaHC Ha Ima3apa U npocCiICAIBaHCTO HA I[CﬁCTBHGTO CJIca IMyCKaHEe Ha 1ma3zapa, 1

IMpUJIaraHeTo OT HEroBa CTpaHa Ha pa3n0pen6me, OTHACAIIH C€ 10 TE3U BBLIIPOCH,

—  JaB3ema oOpas3lM U J1a U3BbPIIBA U3NUTBAHE HA U3/EIHATAa U TEXHUUYECKaTa
JOKyMEHTaLUs 110 BpeMe Ha OJTUTUTE ChIVIACHO IPEABAPUTEITHO ONPEIEIEHUTE
KPUTEPHHU 32 B3eMaHe Ha 00pa3liy U MPOLEAYPUTE 3a U3NUTBAHE, 32 1a CE rapaHTHpa,
Ye MPOU3BOAUTEIIAT HETIPEKbCHATO NpUJIara 0100peHara cucrTemMa 3a yrnpaBjieHue Ha

Ka4yeCTBOTO,

—  Jla TapaHTHUpa, Y€ MPOU3BOJUTEINAT CIa3Ba 3 IbJDKEHUSATA OTHOCHO JTIOKyMEHTALMSTA
U MPEIOCTaBIHETO Ha MH(pOpMaIKsl, yCTAaHOBEHU B ChOTBETHUTE IPUIIOKEHUS, U Ye
HpoLeypUTE My ca CboOpa3eHU ¢ Hall-100pHUTe MPAKTUKHU MPH BbBEX/IaHE HA

CUCTCMHUTC 3a YIIPABJICHUC HA Ka4Y€CTBOTO,

— Ja rapaHTvpa, 4€ NpoOU3BOJUTCIIAT HC U3110JI3Ba IO IMOABCKAAIl HAYNH CUCTEMATA 3a

YHOpaBJICHUC HA KAYCCTBOTO UJIAU OI[06peHI/IHTa Ha U3/1CJIUATa,
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—  5a cpOupa J0CTaThYHO MH(OPMAIHS, 32 J]a OTPEICIU JalTd CUCTeMara 3a
yTpaBJIeHUE Ha KaYeCTBOTO MPOIBIDKABA Ja OTTOBAPs Ha M3UCKBAHUITA HA

HACTOAIIUA PCTIIAMCHT,

— IIPpU OTKPpUBAHC HA HECBOTBCTCTBUA, Jd U3MCKBA OT NPOU3BOAUTECIIA ad NPECAIIPUCME

KOpUTHpaLIY JEUCTBUS U, aKO € IPUIOKUMO, IPEBAHTUBHU JEHUCTBUS, KAKTO U

- npu HGO6XOZ[I/IMOCT Ja Hajlara KOHKPETHU OIrpaHUYCHUA 3a CbOTBCTHHUA CGpTI/I(i)I/IKaT,

Jla crpe JAeWCTBUETO MYy WJIU 1a TO OTHEME.
AKO TOBa € BKJIFOUEHO B YCJIOBHUATA 3a cepTUdULIpaHe, HOTUPHUIIMPAHUSAT OpPraH:

- U3BBPIIBA LATEJICH MIPETJIe]] Ha Hal-aKTyaJ HaTa OLEHKa Ha JIeHCTBHUETO,
aKkTyaJlu3upaHa OT IPOU3BOAUTENS Bb3 OCHOBA Ha YIIPaKHABAHUS OT HETO HAJ30p
cllell MyCKaHeTo Ha Ma3apa, Ha IPOCIeAsIBAHETO Ha IEHCTBUETO ClIe] ITyCKaHe Ha
nasapa , KakTo ¥ Ha KJIMHUYHaTa JIUTepaTypa, CBbp3aHa C JIEKyBaHOTO ChC
CBOTBETHOTO M3/€IHE CbCTOSIHUE, WU Ha KJIMHUYHATA JINTEpaTypa, CBbp3aHa ChC

CXOJHH U3NIENINA,

— AOKYMCHTHPA SACHO pE3yJIiTaTa OT IATCIIHUS NPCrJICa U MPEACTaBA Ha BHUMAHUCTO
Ha NPOU3BOAUTCIIA BCUYKHU KOHKPCTHHU OIMMACCHUA UJIM MY HaJlara KOHKPCTHH

yCIIOBUS,

— rapaHTupa, 4e Hali-aKTyaJilHaTa OL€HKa Ha JIEWCTBUETO € MIPABUIIHO OTpa3eHa B
MHCTPYKLHUUTE 32 YIIOTpeda U — KOraro € MpHIoKHUMO — B PE3IOMETO BbB BPb3Ka C

0€e30I1aCHOCTTa U JEUCTBUETO.
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4.11. TloBTopHO cepTudUIHpaHE

Hotuduuupanust opran uma 10KyMEHTHPAHU TPOLEAYPH, CBBP3aHH C MIPEreInTe Ha

MOBTOPHOTO cepTU(ULIMpaHe U TOJHOBABaHETO Ha cepTudukarute. [loBTopHOTO

CepTI/I(I)I/II_II/IpaHe Ha O,Z[O6peHI/ITe CHUCTCMHU 34 YIIPABJICHUC Ha KAaYCCTBOTO HUJIU 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 J0KyMEHTHPAaHU IPOLEAYPH, CBBP3aHH C [TOJHOBSBAHETO HA

ceptudukarure 3a EC oneHsiBaHe Ha TeXHUYECKaTa JOKyMEHTAIMs U cepTU(PUKATUTE 3a

EC H3CJICABAHC HA TUIIA, KATO IIPU TE3U NPOUCAYPU OT CbOTBECTHHA ITPOU3BOAUTECII CE

HU3UCKBA Ia NpeACTaByu PE3FOMC HA MTPOMCHUTC U HAYYHUTC KOHCTAaTallUX 3a U3JACIIUCTO,

BKIIFOUHUTCIIHO:

a)

BCHYKHU ITPOMCHH B I'bPBOHAYAIIHO OZ[06p€HOTO n3aCJIMe, BKIIIOYUTCIIHO IIPOMEHHU,

KOHWTO BCE OIIE Ha ca CHOOIIECHH,

0) omwmra, IPpUAOOUT OT HAI30pa CJIe] ITyCKaHe Ha Tasapa,

B)  ONUTa, NPUIOOWT NPHU YIPABICHUETO HA PUCKA,

I)  ONHUTa OT aKTyalu3MpaHe Ha JOKa3aTeJICTBATa 32 ChOTBETCTBUETO C OOIIHUTE
U3HUCKBAHUA 3a 6G3OHaCHOCT )41 I[eﬁCTBHe, YCTaHOBCHU B MPHUIIOKCHUC I,

)  OIHUTa OT MpErJIeUTE Ha OIICHKAaTa Ha JCHCTBHETO, BKIIFOUUTEITHO PE3YJITATUTE OT
BCUYKH M3MUTBAHMS HA IEHCTBHETO W MPOCIIESIBAHETO HA JICHCTBUETO CIIEH ITyCKaHe
Ha rasapa,
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e) IMPOMCHUTEC B U3MCKBAHUATA, B KOMIIOHCHTHUTC Ha U3ACJIMCTO UJIM B HAYy4YHATa UJIN

peryiaTopHara cpeaa,

)I() HU3MCHCHUATA B ITPUIIOKCHUTC UJIM HOBUTC XapMOHU3UPAHU CTaHAAPTH, OC umn

paBHOCTOﬁHH JOKYMCHTH, U

3) IMPOMCHUTC B MCIUIITMHATA, HAYYHUTC U TCXHUUCCKHUTC 3HAHHW A, KATO HAIIPUMCP:
- HOBH BUJJOBC JICUCHUA,
— IMPOMCHH B MCTOAUTC HA U3IIUTBAHC,

- HOBHU HAYYHU OTKPUTHA 3a MaTCpUaid U KOMIIOHCHTH, BKIFOUUTCIIHO OTKPUTHUA

10 OTHOILIEHHE Ha OMOJOrMYHATa UM ChbBMECTUMOCT,
- OTIUT OT U3MMUTBAHUATA IPU NOJOOHH U3ENN,
- JJAHHU OT PErUCTPU U apXUBH,
— OIMT OT W3MMUTBAHUATA HA AEUCTBUETO NP MOJOOHU U3AEINS.

Hotuduuupanust opran uma J0KyMEHTHpPAHU MPOILEAYPH 3a OlleHKa Ha HH(opManusTa,
[OCOYeHa BbB BTOpPA ajuHesl, U 00pbIIaT 0COOCHO BHUMaHKE Ha KIMHUYHUTE JaHHU OT
HaJ30pa ciie]l MyCKaHe Ha Ma3apa U JEHHOCTUTE 10 MPOCesiBaHe Ha JEUCTBUETO Cle]
MyCKaHe Ha ma3apa, IpeANpHETH ClIe MPEIX0AHOTO cepTU(dUIIIpaHe I TOBTOPHOTO
cepTUdHIMpaHe, BKIIOUNTEIHO ChOTBETHUTE aKTyaIN3allMU Ha JOKJIaIUTe 3a OIICHKATa Ha

I[CI\/JICTBI/IGTO Ha IPOU3BOJUTCIINTC.
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3a perIeHneTo OTHOCHO MOBTOPHATA cepTU(UKALNS HOTUPHUIMPAHUSAT OPTaH U3I0JI3Ba
CBIIUTE METOAY U MIPUHLMIINA KATO U3IOJI3BAHUTE IIPU PEILIEHUETO OTHOCHO
IbpBOHavasHaTa ceprudukanys. [Ipu Heo6xoauMOCT ce yTBbpKIAaBaT OTIEIHU
(bopMysipu 3a MOBTOPHO CepTH(ULIMPAHE, B KOUTO CE OTUUTAT HEOOXOIMMUTE 32

CepTI/I(i)I/IKaI_[I/I}ITa CTBIIKH, KaTO HAIPUMCEP 3asABJICHUC U MPCTJIC HA 3asBJICHUCTO.
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1.1.

1.2.

1.3.

1.4.

L.5.

1.6.

HNPUJIOKEHUE VIIT

ITPABUJIA 3A KITACUDOUKALINA
ITPABUJIA 3A TTPUJIAT'AHE

HpnnaraHeTo Ha IIpaBUJIaTa 3a KJ'IaCI/I(bI/IKaI_II/IH CC ompeaciia OT NpCAHA3HAUCHUCTO Ha

HU3JEInuATA.

AKO BBIIPOCHOTO M3JIENIUE € MIPpeIHa3HaueHO 3a yroTpeda B KOMOMHALIUS C IPYTO H3IENHE,

IIpaBHJIaTa 3a KJ'IaCI/I(i)I/IKaIII/ISI CC Mpujiarat OTACJIHO 3a BCAKO OT U3CIUATA.

[IpuHamIe)KkHOCTUTE 32 METUIIMHCKY U3JICTUS 32 MHBUTPO JUArHOCTHKA C€ KiIacupuiupaT

Ha CaMOCTOATCIHO OCHOBAHUC, OTACIHO OT U3ACIHMECTO, C KOCTO CC U3II0JI3BAT.

CodTyepsT, KONTO yIpaBisBa U3IEIUETO WIM UMa OTPAXXEHUE BbPXY ynorpebdara My,

normnajga B CbIIMsA KJIaC KaTO U3OCIIUCTO.

AKO copTyepbT € HE3aBUCHM OT BCSAKO JIPYTO M3/ETHe, TOH ce Kiacuduimpa oTAeTHO, Ha

CaMOCTOATCIIHO OCHOBaHUC.

KamubpaTopure, mpenHa3zHadeHu 3a ynorpeda ¢ u3enue, ce Kiiacupuiupar B ChIIUS KJac

KaTO U3ACIIHUCTO.

KOHTpOJIHI/ITG MaTepuair ¢ onpcaACICHU KOJIMYCCTBCHU NJIN KAaYCCTBCHU CTOI>'IHOCTI/I,
npeaHa3HauYCHU 3a NaJCH KOHKPCTCH aHAJIMTUYCH MTapaMCThbP UM HAKOJIKO aHAJIUTUYHHA

nmapamMeTsbpa, CC KnacmbnunpaT B CBhIIHA KJIaC KaTO U3IACITHUCTO.
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1.7.

1.8.

1.9.

1.10.

2.1.

[Ipu onpenensine Ha TouHaTa KiIacu(pUKanus Ha U3IEIUETO TPOU3BOJUTEIAT B3eMa

MIpeIBU]I BCHUKH TMpaBuiia 3a KjlacupUKaIus 1 MpaBuia 3a npuiaraHe.

Koraro MMPOU3BOAUTCIIAT ACKIIApUPa HAKOJIKO MMPECAHA3HAYCHUA Ha U3ACIIUCTO U KATO
pe3yJITaT OT TOBA U3ACIUCTO II0IIaAa B ITOBEUC OT €AHUH KJIaC, TO CC KJ'IaCI/Iq)I/II_II/Ipa B IIO-

BHUCOKHMA KJ1ac.

AKXo0 3a €IHO U CBIIO U3JCIHE CE ImpujiaraTt HJAKOJIKO ITpaBuJia 3a Knacmbnxaum{, npuiara

CC IMPAaBHJIOTO, B PE3YyJITAT HA KOCTO U3ACIIUCTO CC Knacnq)nunpa B ITO-BHCOK KJ1ac.

Bcesiko oT nmpaBuata 3a kiacuduKaiys ce mpuiiara rno OTHOIEHUE Ha MbPBOHAYAIHUTE

aHaJI3M, MOTBBPKAABALIUTE U TOMBIHUTEIIHUTE aHAJIN3H.
ITPABUJIA 3A KITACUDOUKALINUA

[Ipasuiio 1

N3nenusta ce knacupunupat B kiac D, ako ca npeiHa3HA4Y€HU 3a CIEIHUTE LEINU:

- OTKpPHUBAHC HAa HATMYHUECTO HA TPAHCMUCUBCH ar¢HT WJIM Ha CKCIIO3UIUATA HAa TaKbB
ar¢HT B KPBBTA, KPEBHHUTC KOMIIOHCHTH, KICTKHUTC, ThbKaAaHUTC UJIW OPraHUTC UJINU
TCXHUTC NPOU3BOJHU, 3a Ja CC OLUCHHU JOKOJIKO Ca IMOAXOAAIIH 3a IIPCIINBAHE,

TPpaHCIJIAaHTAlu WKW KJIICTBbYHO MIpHUJIaraHe,

- OTKpPUBAHC HAa HAJIMYUCTO HAa TPAHCMUCUBCH ar¢HT WJIM Ha CKCIIO3ULUATA HA TAKbBB
arcHrT, KOHTO IMPUYHUHABA )KUBOTO3acCTpalIaBamo 3a00/1BaHE C BUCOK HIIN

IPEeIIoIaraeMo BHCOK PUCK OT Pa3lpOCTpaHEHHE,
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— OmnpeaAcIIAHC Ha I/IHq)eKHI/IOSHOTO HAaTOBAapBaHC Ha JXUBOTO3aCTpaliaBaiio
3360.]'[5[B3He, Korato Ha6J'IIOI[eHI/ICTO € OT pfiIaBallio 3HAYCHHUEC 3a IIpoIeca Ha

JICUCHHUC Ha ITallMCHTA.

2.2. [IpaBuio 2
W3nenusra, npeiHa3HauYEHU 3a ONIPEEITHE Ha KpBBHUTE IPYIIN WIN 32 TAIIM3UPAaHE Ha
THKaHHU, 32 J1a C€ TapaHTHpa UMYHOJIOTUYHATa CbBMECTUMOCT Ha KPbB, KPbBHU
KOMITOHEHTH, KJIETKHU, ThKaHU WM OpraHu, KOUTO ca MpeHa3HAuYeH! 3a MpeIBaHe WU
TpaHCIIaHTAlMSI, WK KJIETHYHO Mpuiarane, ce kiacudunupar B kiac C, ¢ U3KII0UeHHE Ha
T€3U, KOUTO ca MpeJHa3HAUYCHHU 3a OTpEeITHE Ha HSIKOH OT CIECAHUTE MapKEPHU:
— ABO cucremara [A (ABO1), B (ABO2), AB (ABO3)];
— Rhesus cucremara [RH1 (D), RHW1, RH2 (C), RH3 (E), RH4 (c), RHS5 (e)];
— Kell cucremara [Kell (K)];
— Kidd cucremara [JK1 (Jka), JK2 (Jkb)];
— Dufty cucremara [FY1 (Fya), FY2 (Fyb)];
B KOUTO city4aii ce knacudunupar B kiac D.

2.3. [IpaBuno 3
Wznenusta ce knacugpunupat B kiac C, ako ca npeaHa3HaYeHH 3a:
a)  OTKpHMBaHE Ha HAJIMYUETO Ha MpeJaBaHU I10 MOJIOB ITT areHTH WK 32 OTKPUBAHE Ha

€KCIIO3UIUATA Ha TaKUBa areHTH;
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0) OTKpHBaHE B IepeOPOCIIMHATHATA TEYHOCT WM B KPHBTA HA HAJIMYUETO HA
UH(QEKIMO3EH areHT 0e3 BICOK WM TPEAIO0JIaraéMo BUCOK PUCK OT
pa3npocTpaHeHUeE,

B)  OTKpPHBAaHE Ha HAJMYUETO HAa MH(EKIIMO3EH areHT, ako MMa 3HAYUTEIICH PUCK OT TOBa
MOTPEIIEH Pe3yATaT Ja IOBEAE 10 CMBPT UM CEPUO3HO YBPEKIAHE HA JIUIIETO,
deTyca wim eMOpHOHa B pAMKHTE Ha H3MTUTBAHETO, MIIM Ha MIOKOJICHUETO HA JIUIICTO;

I)  M[peHaTalleH CKPHHHUHT Ha KEHU 3a ICJIUTE Ha ONPEISISIHETO Ha TEXHHS HA UMYHHHS
CTaTyC CIpSIMO TPAHCMHUCHBHH areHTH,

1)  OIpeleNsHe Ha cTaTyca Ha MH(EKIIMO3HO 3200 IsIBaHE WK HA UMYHHUS CTaTyC,
KOTaTo MMa PUCK OT TOBA MOTPEIICH PE3yJITaT a JOBEIE A0 PEUICHIE BbB BPbh3Ka C
JICYCHUETO Ha MAIMEeHTa, B Pe3YyJITaT Ha KOETO J]a HaCThIIN )KMBOTO3acTpaIliaBalia
CUTYyallrs 32 MAIUEHTA W 32 TIOKOJICHUETO Ha MaIllMeHTa;

€)  ymoTrpebda KaTo CHITBTCTBAIIN U3JICITHUS;

)  OIpeneNsHe Ha CTaaus Ha 3a00JITBAHETO, KOTaTO MMa PUCK OT TOBA IOTPEIIeH
pe3yaTar ja J0BeIe 0 PElICHHE BbB BPh3Ka C JICUCHHETO Ha MAIMEHTa, B PE3yJITaT
Ha KOETO JIa HACTHITH KUBOTO3ACTPAIllaBaIl[a CUTYaIUs 32 AIIMEHTa WIH 32 HETOBOTO
MOKOJICHUE;

3)  CKPHHUHT, TUarHOCTHIIMPAHE WM ONPEACIITHE Ha CTAIUS HA Pak;

W)  UW3BBpIIBAHE HA TEHETHYHH TECTOBE HA XOPa;
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i)  HaOnrofeHHE Ha HUBATa Ha JIEKApCTBEHU MPOAYKTH, BEILIECTBA UM OMOJIOTUYHU
KOMIIOHEHTH, aKO UMa PUCK OT TOBA IIOIPELIEH PE3YJITAT Ja J0BEIE 10 PELICHUE BbB
Bpb3Ka C JICYCHUETO HA MTALIMEHTA, B PE3yITaT Ha KOETO Ja HACTBIIN

JKUBOTO3acCTpalnaBalia CUTyalus 3a MMalfMCHTa WUJIN 3a HETOBOTO IMOKOJICHHUC,

K)  JIeYCHHE Ha MAIMEeHTHU, CTPAJAIIN OT KHUBOTO3aCTPAIIABAIIO 3a00JIIBaHE WITH

00JIECTHO CBHCTOSIHHE;
Jd)  CKPHHUHT Ha BPOJICHH CMYIIEHHs Ha eMOpHoHa min eTyca;

M)  CKPUHUHT Ha BPOJIEHU CMYLICHHS Y HOBOPOJEHH, KOraTO HEOTKPUBAHETO U
HEJICYEHUETO Ha TaKMBa CMYIICHHs OMXa MOTJIU J1a JOBEaT 10

YKUBOTO3aCTpalllaBallly CUTyalluy WU TEKKH YBPEKIaHUS.
2.4. [Ipasuiio 4

a)  Usnenwsra, mpeqHa3HAYCHU 3a CAMOTECTBaHe, ce Kinacupuuupar B kiac C, ¢
U3KITIOYCHNE Ha M3/IENNATA 32 OTKPUBAaHE Ha OPEMEHHOCT, U3MHUTBAHE 32
IUTOJJOBUTOCT M OTPE/IENIIHE HA HUBOTO Ha XOJIECTEPOJI, KaKTO M U3AEIHATA 32
OTKpHBaHE Ha IJII0K03a, EPUTPOLIUTH, JICBKOLUTH M OaKTEpPHU B ypUHATA, KOUTO CE

kinacudunupar B kiac B.

06) WsnmenusTa, mpenHa3HAYEHU 3a TECTBAHE HA MSCTO, Ce KiIacu(UIUpAT OTAETHO, Ha

CaMOCTOATCIIHO OCHOBAHUC.
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2.5. [TpaBuso 5
Crnemnute u3nenus ce KiacuUIMpar B Kiiac A:

a)  MPOIYKTH 3a o01a 1abopaTopHa ynoTpeda, MPUHAATIC)KHOCTH 0€3 KpUTUIHU
XapaKTepUCTHKH, OypepHU pa3TBOPH, pa3TBOPHU 32 M3MUBAHE U PACTEIKHU CPEIH U
OLIBETUTEIH 32 XUCTOJIOTUYHU U3CIIEBAHMSA, IPEAHA3HAYCHN OT IPOU3BOIUTENS J1a
T'H HAIPaBAT TMOAXO SN 32 TIPOIIETYPH 32 HHBUTPO TUArHOCTHKA BBB BPH3Ka C

KOHKPCETHO U3CJIICABAHC,

0) HWHCTPYMEHTH, CIICIIHAITHO MPETHA3ZHAYCHH OT POU3BOIUTENS 32 yIIoTpebda mpu

NPOIICTypH 32 MHBUTPO TUATHOCTUKA;
B)  CBJOBE 3a ChbXpaHEHHUE HA MPOOH.
2.6. [IpaBuso 6

I/IBHGHI/IHTa, KOHUTO HE ca 00XBaHATU OT rop€rnoCO4YCHHUTE IIpaBuJia 3a KJ'IaCI/I(i)I/IKaHI/Iﬂ, ca oT

kiac B.
2.7. [TpaBuno 7

I/ISI[GJII/IHTEI, KOHTO Ca KOHTPOJIN 0e3 OomnpeaciiCHa KOJINYCCTBCHA NI KAYCCTBCHA CTOﬁHOCT,

ca ot kiac B.
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HPUJIOKEHUE IX

OLEHABAHE HA CbOTBETCTBUETO Bb3 OCHOBA HA CUCTEMA 3A YIIPABJIEHUE
HA KAYECTBOTO 1 HA OHEHABAHE HA TEXHUYECKATA JOKYMEHTAILIMA

I'nasa I:

Cucrema 3a ynpaBJjieHHe Ha Ka4eCTBOTO

1. [IpousBoauTeNAT Ch3aBa, JOKYMEHTHPA U BbBEXKAa CUCTEMA 32 YIIPABICHUE Ha
KayecTBOTO chriacHO uieH 10, maparpad 8, u moaabpxa HelfHaTa ePeKTUBHOCT IO BpeMe
Ha 1IeJIMs eKCIIJI0ATallMOHEH CPOK Ha ChbOTBETHUTE U3Aenus. IIponzBoaurensaT ocurypssa
IIPUJIAraHETO Ha CUCTEMATa 3a yIpaBJIEHUE HAa KAa4eCTBOTO, ChIVIACHO pa3zien 2, KaTo T

MOJICKU HA OJIUT, KAKTO € MPEBUICHO B pazaenu 2.3 u 2.4, 1 Ha HAA30pa, TOCOUYCH B

pazzaen 3.
2. OueHsiBaHE Ha cUCTEMAaTAa 3a YIPABJICHUE HA KAYECTBOTO
2.1. [IpousBoauTeNnaT MoaaBa 10 HOTUQPUIMPAH OPTaH 3asBICHUE 32 OLICHABAHE HA CUCTeMaTa

My3a yNpaBJIeHHE Ha Ka4€CTBOTO. 3asiBJICHUETO BKIKOYBA:

- MMETO Ha MPOU3BOJIUTENS U aJpeca Ha HETOBOTO PETUCTPUPAHO MSICTO Ha CTOMAHCKA
JIEHHOCT ¥ BCEKH JIOMBJIHUTEIICH TPOU3BOACTBEH 00CKT, 0OXBaHAT OT CHUCTEMATa 3a
yIpaBJeHUE Ha KAYECTBOTO, a B CIIy4anuTe, KOraTo 3asiBJICHUETO Ha MMPOU3BOIUTEIS €
MOJIaZICHO OT HErOBUS YII'BIIHOMOIICH MPEACTABUTET — UMETO Ha YITbIHOMOIIICHHUS
MPEACTaBUTEN U aJIpeca Ha PErUCTPUPAHOTO MICTO HA CTOMAHCKA JIEMHOCT Ha

YOBJIHOMOMICHUA TPCACTABUTCII,
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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 CUCTEMA 34 YIIPABJIICHUC Ha KAaYCCTBOTO BBB Bpb3Ka C U3ACIUCTO, UJIHU
HH(bOpMaLIPISI 3a BCJAKO C€JHO MPCAXOAHO 3asBJICHUC 3a ChIlaTa CUCTCMaA 34

YHOpaBJICHUC HA KAYCCTBOTO BB BPb3Ka C U3ACIIMCTO,

— npoekT Ha EC neknapanus 3a cbOTBETCTBHE ChINIacHO wieH 17 u npunoxenue [V 3a

Mojielia u3jienue, 00XBaHaT OT MPOIEaypaTa 3a OlleHsBaHE Ha CbOTBETCTBHUETO,

— AOKYMCHTalUATa OTHOCHO CUCTEMATA 3a YIIPABJICHUC HAa KAYCCTBOTO Ha

IMPOU3BOAUTCIIA,

- JAOKYMCHTHPAHO OIMMMCAHWEC HAa BbBCACHUTEC NPOUCAYPH 3a U3IIBJIHCHUC HA
3aABJDKCHUATA, IPOU3TUYAIIN OT CUCTEMATA 34 YIIPABJICHUC HA KAUCCTBOTO U OT
HN3HWCKBAaHMUATA HAa HACTOAIIUA PETIIAMCHT, KAKTO M HAa aHT'AXKUMEHTA OT CbOTBECTHHA

MIPOM3BOJUTEN 32 MPUIIATaHETO Ha TE3U MPOLEAYPH,

— OINMMCAHUC 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,

— AOKYMCHTalMATA 3a CUCTEMATA HAa IMMPOU3BOAUTCIIA 3a HAA30P CJICA ITYCKAaHC Ha
nasapa, KakTo U ako € IMPUJIOKKUMO — IlIaHa 3a IMPOCICAsIBaHC HA I[CﬁCTBPICTO cJiea
ITyCKaHC Ha I1a3ap, U 3a BbBCACHUTC IIPOLUCAYPH 3a OCUTYPSIBAHC HA U3ITBJIHCHHUEC HA
3aAbJOKCHUATA, IIPOU3TUYAIIIU OT pa3n0pez[6HTe 34 IIpOCICAABAHC HaA 0€e30I1aCHOCTTA

B WwicHOBEe 82—&7,

10729/4/16 REV 4 2
I[MPUJIOXEHME IX BG



- OTHCaHue Ha BHBEJCHUTE MPOLICIyPH 3a aKTyaIM3upaHe Ha cUCTeMaTa 3a HaJa30p
CJIe/ IMyCKaHe Ha Ma3apa M ako € MPUJIOKMMO — Ha TIaHa 3a Ipocie/siBaHe Ha
NENCTBUETO Clie]] IMyCKaHe Ha TMa3apa, U ONKMCaHUE Ha MPOLIEYyPUTE 32 OCUTYPSIBAHE
Ha M3IIBJIHEHUE Ha 3aIbJKEHUATA, MPOU3THUYAIIH OT pa3nopeI0uTe 3a MpociesiBaHe
Ha Oe30macHoCTTa B WieHOBe 82—87, KAaKTO U HA AaHTAKMUMEHTA Ha TIPOU3BOAUTEIS

3a IPUJIAraHeTo Ha TEe3H MPOLEaYPH,
—  JOKyMEHTalus 3a [JIaHa 3a OLIEHKA Ha JeHCTBUETO, U

- OIMMCAHUC HAa BBBCACHUTC MMPOLCAYPHU 3a aKTyaJIM3UpPAHE Ha IJIaHa 3a OLICHKA Ha

HeﬁCTBHCTO, KaTo Ce OTYUTAT Hall-HOBUTE HAay4YHH JOCTHUIKCHUS.

2.2. BbBexxnaHeTo Ha cucTeMara 3a yIpaBJIeHHE Ha KAUeCTBOTO rapaHTUpPa CIIa3BaHETO Ha
HACTOSIUS PETJIAMEHT. BCUUKM €1IeMEHTH, U3UCKBAHUS U NPEAIUCAHUS, IPUETU OT
MIPOM3BOUTEIS 3a HEroBaTa CUCTEMA 3a YIIpaBJIEHNE Ha KaYeCTBOTO, CE IOKyMEHTHPAT
PEAOBHO M CUCTEMATHYHO Mo opMaTa Ha HApBYHUK 10 KAYECTBOTO U MUCMEHU
MOJINTUKU U TPOLEAYPH, HAIPUMEP MPOTrpamMu 1Mo Ka4ecTBOTO, IIIAHOBE MO KaueCTBOTO U

3aIIMCH I10 Ka4€CTBOTO.

OcBeH TOBa IIO#KYMGHTaLII/ISITa, KOATO CC MPEACTAaBA 3a OLICHABAHC HA CUCTEMATA 3a

YHOpaBJICHUC HA KAYCCTBOTO, BKIIFOYBA MO-CIICHUATIHO MOAXOAAIIO OMMMCAHUC HaA:

a) OCJIUTC HAa IPOU3BOJAUTEIIA 110 OTHOLICHUEC HAa Ka4CCTBOTO,
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0) opraHuzanusATa Ha JEHHOCTTA U MO-KOHKPETHO:

—  OpraHM3allMOHHATA CTPYKTYpa C paslpe/ieiiecHue Ha OTTOBOPHOCTUTE Ha
NIepCOHAa M0 OTHOIIEHUE HA KPUTHYHUTE MPOIISTyPH, OTTOBOPHOCTUTE HA

PBKOBOAHUSA CbCTAB U HCTOBUTC OPraHU3alIMOHHU ITPABOMOII M,

—  MeToAMTe 3a HaOII0/IeHHE JJalli CUCTeMaTa 3a YIpaBJIeHHe Ha KaueCTBOTO
¢yHKIHOHMpPA e(hEKTUBHO U TMO-KOHKPETHO CIIOCOOHOCTTA HA Ta3u CHCTEMa Ja
OCUTYPH KeJIaHHsI TPOEKT M Ka4eCTBO Ha U3JCITUETO, BKIIFOUUTEITHO KOHTPOJT

Ha U3ACIuATa, KOUTO HE OTTOBAPAT HAa U3MCKBAHUATA,

- KOTaTo MPOEKTHPAHETO, IPOU3BOICTBOTO U/WIM KpailHaTa MpoBepKa U
U3NUTBAHETO HA U3CIIUATA WU YaCTU OT TE3U MPOLIECH CE U3BBPIIBAT OT
JpYyTO JUIIe — ONMUCAHKE Ha METOJHTE 3a HaOII0IeH!e Ha e(PEeKTUBHOTO
(GyHKIIMOHMpaHE Ha CUCTEMATa 3a yIpaBJIE€HUE Ha KAUE€CTBOTO U MO-KOHKPETHO

Ha BHJa U o0xBaTa Ha npujaaraHvusgd KbM TPETOTO JIMLEC KOHTPOJI,

- KOrato nmpou3BOAUTCIIAT HiAMA PETUCTPHUPAHO MACTO Ha CTOIIAHCKA ,I[CﬁHOCT B
ABbpiKaBa YICHKA — IMPOCKTA Ha ITBJIHOMOIIHUETO 34 OIIPECACIIAHC Ha
YOBJIHOMOMICH MPCACTABUTCIT U TMCMO 3a HAMCPCHUC OT YII'bJIHOMOIIICHUSA

MpEACTAaBUTCII 3a IPUCEMAHC HA ITBJIHOMOIIHUCTO,
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B)  MpOLEIypUTE U TEXHUKUTE 3a HAOIIOAEHNE, IPOBEPKA, BAIUIUPAHE U KOHTPOJI Ha
IIPOEKTUPAHETO HA U3JEIUATA U ChOTBETHATA JTOKYMEHTALM, KAKTO U JAHHUTE U
3aIUCUTE, IIPOU3THYALIY OT TE€3H NPOLENYPHU U TEXHUKHU. Te3u mpouenypu u

TCXHUKH BKIIHOYBAT IMO-KOHKPCTHO!

—  CTpaTerusra 3a ChbOTBETCTBHE C HOPMAaTHUBHHUTE U3UCKBAHUSI, BKIIOYUTEITHO
IPOIIECUTE 32 OTPEeCIITHE HA ChOTBETHUTE MTPABHU U3UCKBAHUS,
KBaJM(PHUKAKATA, KIACHPHUIIMPAHETO, OOPaBEHETO C EKBHBAJICHTHOCTTA,
n300pa Ha MPOLEeTypHUTE 3a OIICHIBaHE HA CHOTBETCTBUETO U TSIXHOTO

CI1a3BaHC,

— OTIPENIEIISTHETO Ha MPHJIOKUMHUTE OOIIN U3MCKBAHUS 32 0€30MaCHOCT
JENCTBUE U PELLICHUATA 32 TIXHOTO U3IIBIHEHHE, KaTO C€ B3eMaT MPEIBUL
npunoxkumute OC u, B ciyyait ue 6b1aT U30paHu TaKUBA, XapMOHU3UPAHUTE

CTaHAapTH,
- YIIPaBICHUETO HA PUCKA CHIIIACHO pa3ziell 3 OT NpHIoKeHHe I,

— OIICHKAaTa Ha JEHUCTBUETO B CHOTBETCTBUE C WiieH 56 u npuinoxenue XIII,

BKJIFOUUTCIIHO TPOCIICASABAHCTO Ha IIGﬁCTBPIGTO CJIC IMYCKAHC Ha Mas3apa,

- peuicHuATa 3a UBIIBJIHCHHUC HA MIPUITOKUMUTC CHGL[I/I(I)I/I‘-IHI/I HU3UCKBAHUA 110
OTHOIICHHNEC Ha MPOCKTUPAHETO U I/13pa60TBaH€T0, BKIIIOYHUTCIIHO ITOAXOAs111a
MPEAKIMHUYHA OLICHKA, ITO-KOHKPETHO U3HMCKBAHUATA I10 I'JIaBa IT ot

npuioxenue I,
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- pelIcHuATa 3a U3ITBJIHCHHUEC HA MIPHUITOKUMUTC CHGHH(bHHHH HN3HUCKBAaHHA 110
OTHOIICHHEC Ha I/IH(bOpMaHI/IHTa, KOATO C€ MPEAOCTAaBA C U3ACIUECTO, I10-

KOHKPETHO M3UCKBaHusTa 110 riasa Il ot nmpunoxenue I,

- pa3paboTeHNUTE U aKTyaTu3upPaHUTe MPOLEAYpPH 3a UIeHTU(DUKaLUA Ha
U3JICTTUETO Upe3 YEPTEKHU, CIeHU(UKAIINH WIH APYTH MOAXOISAIIN JOKYMEHTH

Ha BCCKHU IMMPOMU3BOACTBCH €Tall, KAKTO U

- YHOPaBJICHUCTO Ha TPOMCHUTC B ITPOCKTA UJIM B CUCTEMATA 3a YIIPABJICHUC HA

KaueCcTBOTO;

I)  IpoBepKaTa U TEXHUKUTE 3a OCUTYpsiIBAaHE Ha KaueCTBOTO Ha MPOU3BOACTBEHUS €Tall
U TT0-KOHKPETHO MPOLECUTE U MPOLEAYPUTE, KOUTO TPSIOBA J]a ce U3MOI3BAT, MO-

CIICHHUAIIHO BbB BPB3Ka CHC CTCpUIIN3alUATa, U CbOTBCTHUTC JOKYMCHTH, KaKTO U

) MOJAXOSIINTE U3MUTBAHUS U TECTOBE, KOUTO TPsIOBa /1a ObAT MPOBEACHH MPEIH, TIO
BpEME Ha U CJIe]] IIPOM3BOICTBOTO, YECTOTATa HA TIPOBEXK/TAHE U U3ITUTBATCITHOTO
obopyiBaHe, KOETO TpsiOBa /1a ce€ U3MOJI3Ba; TPsIOBA /1a € Bb3MOYKHO MOAXO/ISII0

MMpocICAsIBAHC Ha KaJ'II/I6pI/IpaHeTO Ha U3IIMTBATCIHOTO 06opyz(BaHe.

OcBeH TOBa MPOU3BOIUTEIIUTE MPEIOCTABAT Ha HOTU(DUIIMPAHHS OpTaH JOCTHII 10

TEXHUYeCKaTa JOKyMeHTauus 1o npuioxxenus 11 u I11.
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2.3.

Onur

Hotuduuupanust opran onutupa cuctemMaTa 3a yrnpaBlieHHE Ha KaueCTBOTO, 3a Ja
OTIpeieNin Aalu Tl OTrOBaps Ha M3UCKBaHUsATA 1o pazzaen 2.2. Korato mpon3BoauTensT
M3M0I3Ba XapMoHU3upaH ctanaapT unu OC, cBbp3aHU ChC cHCTEMATa 3a YIpaBiIeHHUE Ha
KaueCTBOTO, HOTU(DUITUPAHUAT OPTaH OIEHSIBA CHOTBETCTBUETO C TE3U CTAHJAPTH WIIH C
OC. HotudumupaHusT opran npremMa, 4e CUCTeMa 3a yIpaBJICHHE Ha Ka4eCTBOTO,
OTroBapsIla Ha CbOTBETHUTE XapMOHM3upaHu cTanaapty win OC, orroBaps Ha
M3HMCKBaHUATA B 00XxBata Ha ctanaapture win OC, 0OCBeH KOraTo HaJIexHO € 000CHOBaJ

IMPOTHUBHOTO.

OpnuTHaTta rpyna Ha HOTU(UIIUPAHUS OpraH BKIIOYBA HAal-MaJIKO €IMH WICH C IPEaX0JIeH
OIUT B OLICHSIBAaHUSATA HAa CbOTBETHATA TEXHOJIOTUS B CbOTBETCTBUE C paznenu 4.3—4.5 ot
npuioxenne VII. Koraro To3u onuTt He € HeNoCpeACTBEHO OYEBUACH WIN IPUIIOKUM,
HOTU(UIMPAHUAT OPraH NPeAoCTaBs JOKYMEHTHpaHa 00OCHOBKA 3a ChCTaBa Ha Ta3H
rpyna. [Ipouenypara no oueHsiBaHe BKJIIOYBA OAUT HA OOEKTUTE HA MPOU3BOJUTENS U aKO
€ He0OXO0MMO, Ha O0EKTUTE HA JOCTABUMUIIUTE U/WIN MOAU3IBIHUTEINTE HA

MMPOU3BOAUTCIIA, 3a MPOBCPKA HA ITPOU3BOACTBCHUTC U APYTUTC CbOTBCTHU ITPOLICCH.
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OcseH ToBa, Ipu u3AenauATa OT Kinac C OLEHABAaHETO HA CHCTEMATa 3a yIpaBJICHHE Ha
KayecTBOTO Ce MPUpPYKaBa OT OLIEHSBAaHE HA TEXHUUYECKATa JOKYMEHTAIUS 3a U3/IeNIUATa,
no0paHH Bb3 OCHOBA Ha MpeACTaBUTENIHA U3BAJIKa, B ChOTBETCTBHE ¢ paznenu 4.4—4.8.
IIpu n360pa Ha npeacTaBUTETHU 00pa3K HOTU(DUIIMPAHHUSIT OPTraH B3eMa MPeIBU
nyOnukyBaHuTe Hacoku, n3rorsenu ot KI'MU cwriacHo uien 99, u no-crennanHo
HOBOCTTA Ha TEXHOJIOTUSATA, TOTEHIIMAIHOTO Bb3AEHCTBHE BbPXY NallEHTa U
CTaHJapTHATa MEAUIMHCKA MPAKTUKA, CXOACTBATA B IPOEKTUTE, TEXHOJIOTHUATA, METOIUTE
3a IPOM3BOJICTBO U, KBJETO € MPUI0KMMO, METOJUTE 3a CTEPUIIN3ALIUS,
IpeJHa3HAuYEeHUETO U PE3yJITaTUTE OT BCUUKU ChOTBETHU IPEAXOIHU OLICHSIBAHUS, KOUTO
ca OWJIM IPOBEJICHH B CHOTBETCTBUE C HACTOAIINA peryiaMeHT. ChOTBETHUAT HOTU(DUIMPAH

OpraH JIOKyMEHTHpa 00OCHOBKATa CH 3a B3€TUTE 00pa3Iy.

AKo cucTtemara 3a ynpapj€HHE Ha KaueCTBOTO OTIOBApsl HAa CbOTBETHUTE pa3nopeadu Ha
HACTOSIIHUS PETJIAMEHT, HOTU(ULUPAHUST opraH u3aasa cepTudukar 3a EC cucremara 3a
yIpaBiieHHe Ha KauecTBOTO. HoTuduuupanust oprad yBeJoMsiBa MPOU3BOAUTENS 32
CBOETO pelIeHHe 3a U3/1aBaHe Ha cepTudukara. Pemennero chabppxka 3aKII0YCHUSITa OT

OAnTa U MOTUBHPAH JOKJIAd.
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24.

3.1.

3.2.

CBOTBETHHAT POU3BOIUTEN HH(POPMUpPA HOTU(DHUIPAHHS OPTaH, OJJOOPUII CUCTEMaTa 3a
yTIpaBJIeHHE HA Ka4eCTBOTO, 32 BCEKH IUIaH 3a CHIIECTBEHH ITPOMEHH B CHCTEMATA 3a
yIpaBJeHHE Ha Ka4eCTBOTO WJIM B ramMata oT o0xBaHatu u3aenus. Hotuduiumpanusr opran
OLICHSIBA TIPE/ITIOKEHUTE TIPOMEHH, OTIpeesisi HEOOXOANMOCTTa OT JOIBIHUTEIHH OJTUTH
MIPOBEPSABA AU e/ Te3W MPOMEHH CUCTEMaTa 3a YIPaBJICHUE Ha KaYeCTBOTO
MPOABIDKABA J1a OTroBaps Ha M3MCKBaHMATA HA pasznen 2.2. Toil yBemoMsBa
MIPOU3BOANTENS 32 PELICHUETO CH, KaTO II0COYBA 3aKIIOUCHUATA OT OL[CHABAHETOA U aKO €
MPUIIOKUMO — 3aKJITIOYCHHATA OT JAOIBIHUTEIHNTE 0auTH. OJ00peHNETO Ha BCIKA
CBHIIECTBEHA MPOMSHA B CHCTEMaTa 3a YIpaBJIeHHe Ha Ka4eCTBOTO MM B TaMaTa OT
00XBaHATH U3JIENIHA Ce U3BBPILBA MO/ opMara Ha JOIbIHEHHUE KbM cepTuukara Ha EC

3a cucTeMara 3a yInpaBlIeHUE Ha KaueCTBOTO.
OneHsiBaHe Ha HAaJ30pa, IPUIIOKUMO KbM HU3aenusaTa ot kiac C u kiac D

HenTa Ha HaJA30pa € Ja rapaHTupa, 4€ IpoOu3BOAUTCIIAT HAAJIC)KHO U3ITbJIHABA

3aABJDKCHUATA, IPOU3THUYAIIN OT oz[o6peHaTa CHUCTEMaA 3a YIPaBJICHHUEC HA KAYECTBOTO.

HpOI/ISBO,Z[I/ITeJIHT JaBa Ha HOTI/I(i)I/II_[I/IpaHI/IH OpTraH pa3pCUICHUC Na IIPOBE)KAA BCUYKH
HGOGXOIII/IMI/I OUTH, BKIIFOYUTCIHO OJUTHU HA MACTO, U MYy IIPCAOCTABSA LsAJIaTa CbOTBCTHA

uHpOpMaIUs, ¥ MO-KOHKPETHO:
—  JIOKyMEHTaIMsATa OTHOCHO CHCTEMaTa 3a YIIpaBJIeHHE Ha Ka4eCTBOTO,

—  JIOKyMEHTAlUATa 32 BCUYKH KOHCTATAIlMM U 3aKJIF0UEHUs OT PUJIAraHeTo Ha IUIaHa
3a Ha/130p clIe]] MyCKaHe Ha Ma3apa, BKIIIOYUTEIHO Ha IUIaHa 3a MPocieiBaHe Ha
JefcTBUETO clies] ITycKaHe Ha Masapa, 3a NpeACTaBUTETHN 00pa3Iy OT U3JeNus, U OT
IpUIaraHeTo Ha pasnopeaduTe 3a MpociesBaHe Ha 0€30MacHOCTTa 10

yjenose 82—87,
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- JAHHUTC OT 4aCTTa Ha CUCTEMATA 3a YIIPABJICHUC Ha KAUYCCTBOTO BB BPb3Ka C
IMPOCKTUPAHCTO, KaTO PE3YJITATU OT aHAJIN3U, U3YUCIICHUSA, U3IUTBAHUA U BB3NIPUCTU

pelmieHusT OTHOCHO YIIPABJICHUCTO Ha pHUCKa 110 pa3acit 4 ot IMPUITOKCHUC I,

— JAaHHUTEC OT 4aCTTa Ha CUCTEMATA 34 YIIPABJIICHUC Ha KAaYCCTBOTO BBB BPb3Ka C
IMPOU3BOACTBOTO, KATO JOKJIAAU OT KOHTPOJI MO Ka4CCTBOTO U JJaHHU OT U3IIUTBAHUA,

JAaHHU OT KanuOpHpaHe U 3alKCH 3a KBaIU(PUKAUATa Ha ChOTBETHUS IEPCOHAIL.

3.3. [leproguyuHo 1 Hali-MaJKO BEIHDBK HA BCEKU 12 Mecera HOTU(PUIMPAHUTE OpraHu
M3BBPLIBAT MOAXO/AIIN OJUTH U OLICHSIBAHE, 3a J1a CE YBEPSAT, Y€ ChOTBETHHST
MIPOU3BOIUTEN IIpUJIara 0100peHara CucTeMa 3a yrpaBlIeHUE Ha Ka4eCTBOTO U IUIaHa 3a
Ha/I30p cJell IMyCKaHe Ha ma3apa. Te3u OJUTH U OIICHABaHEe BKJIIOYBAT OJUTH B OOCKTHTE
Ha MPOU3BOAMTEIS U aKO € MPUIIOKUMO — B O0CKTHTE HA JOCTABUMIIUTE W/WIIN
MOU3ITBIIHUTETNTE Ha TPOon3BoaAnTeINs. [Ipu Te3u oMuTH Ha MICTO HOTH()DUIIUPAHUST
OpraH, ako € Heo0X0AMMO, IIPOBEXK/Ia UM U3UCKBA ITPOBEKIAHETO HAa U3NUTBAHNUS, 3a J1a
IIPOBEPHU JATH CUCTEMATA 3a YIPaBICHHUE Ha KAYECTBOTO ()YHKLIMOHUPA MpaBUIIHO. Toil
MIPEJOCTaBs Ha MPOU3BOIUTENS IOKIA] OT HAJJ30pHUS OJIUT, a aKO € IPOBEKIAHO

MU3IINTBAHC — AOKJIad OT U3IIMTBAHCTO.

3.4. Haii-mManko BeAHBX Ha MET TOAWHU HOTH(PULIMPAHUAT OpraH U3BbPILIBA HA CIIy4aeH
HpI/IHHI/IH BHE3AITHU OAWUTHU HA MACTO B 06CKTI/IT€ Ha HpOI/IBBOI[I/ITeJ'Ifl 1 aKo €
1enecho0pa3Ho, B 00CKTUTE HA JTOCTABUMIIUTE W/WIIW TTOAU3ITBIHUTEIINTE Ha
MIPOU3BOJIUTEIISI, KOUTO MOTAT JIa C€ ChUYETAAT C MEPHOJAUIHOTO OLICHSIBAHE HA HAJ[30pa 110
paszzaen 3.3 Wi J1a ce U3BBPILIBAT B JOMBJIHEHHE KbM Hero. HoTuduimpanusat opran

HU3Tr0TBA IIaH 3a TC3M BHC3aIlHU OJUTHU HA MACTO, HO HE I'O c1>06u1aBa Ha IPpOU3BOAUTCIIA.
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[Ipu Te3u BHE3aITHU OAUTH HA MSCTO HOTH(DHIIMPAHUAT OPraH U3BHPINBA N3IHUTBAHE HA
MTOAXOAIIN 00pa3iy OT MPOU3BEKIAHUTE U3ACIIHUS WIIN TTOAXOAIIA U3BaIKa OT
MIPOU3BOJICTBEHUS MPOIIEC, 3a J]a CE MOTBBPIH, Y€ MPOU3BEKTAHOTO U3JIEIHE OTTOBaps Ha
TeXHUYEeCKaTa JokyMeHTanus. [Ipenu BHe3amHuTe OJUTH HA MACTO HOTU(DUITUPAHUSAT
OpraH yTOYHSIBAa CHOTBETHUTE KPUTEPHH 32 B3eMaHE Ha 00pasly U Mpolleaypara 3a

MU3NUTBAHC.

BMmecTo mocoueHOTO BBB BTOpa alMHEsl B3eMaHe Ha 00pa3ly WU B JOITBIIHEHUE KbM HETO,
HOTU(UIMPAHUTE OPTaHU B3eMaT 00pa3ly OT U3/eNuATa Ha 11a3apa, 3a Ja MPOBEPAT AU
IIPOU3BEXKIAHOTO U3ZEIINE OTIOBAps HAa TEXHUYECKaTa JoKyMeHTauus. [Ipeau B3zemaneTo
Ha 00pa3ly BIIPOCHUAT HOTU(UIPAH OpPraH yTOUYHSABA CbOTBETHUTE KPUTEPUH 32

B3CMAaHC Ha U3BAJKH U IpoHcaypara 3a U3IIUTBAHC.

Hotuduuupanust opran npeoctaBst Ha CbOTBETHUS IPOU3BOJUTEN AOKJIA] OT OJUTA Ha

MSCTO, KOWTO BKJIIOUBA, aKO € MPUIIOKHUMO, pe3yiITaTa OT U3MUTBAHETO Ha oOpazera.

3.5. 3a uznenusTa ot kiac C OLIEHSIBAaHETO Ha HAJ30pa BKJIIOYBA U OIICHABAHE HA TEXHUYECKATA
JOKYMEHTAIUs ChIiIacHo pasznenu 4.4—4.8 3a cboTBETHOTO(UTE) H3enre(s1) Bb3 OCHOBA
Ha JOM'BJIHATETHH TIPEICTABUTETHA 00pa3iiy, N30paHu B ChOTBETCTBHE C 0OOCHOBKATA,
KOSITO HOTU(UITUPAHUAT OPTaH JOKYMEHTUPA ChIIIACHO pa3zeln 2.3, TpeTa amuHesl.
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3.6.

3.7.

4.1.

HoTtuduuupanurte opranu rapaHTHpaT, Y€ CbCTaBbT Ha IrpyIlaTa 3a OLEHSABAaHE € TAKbB, Ue
ca OCUTYpPEHM HYKHHST OIUT B 00JIaCTTA HA OLIEHSBAHETO HA CbOTBETHUTE U3/EIHS,
CHCTEMHU M MPOLIECH, HETIPEKbCHATa 00EKTUBHOCT U O€3MPUCTPACTHOCT; TOBA BKJIIOYBA
poTarys Ha MOAXOIAIIM HHTEPBAJIM Ha YWIEHOBETE Ha rpymaTa 3a oleHsaBane. Karo oburo
IIPaBUJIO BOJACIIUAT OAUTOP MOKE J]a U3IIBIHABA BOJEIIA POJIS U 1a U3BBPILIBA OIUT 110

OTHOIICHHEC HA €IMH U CBHII IMTPOHU3BOAUTCIT HC IMTOBCYC OT TPpH NOCICAOBATCIIHNU IT'OAUHU.

Axo0 HOTH(HUIIMPAHUAT OpraH yCTAHOBH Pa3JInKa MEXIy B3€THSI 00paserl OT
MPOM3BECHNTE U3EIHS WIN OT Ma3apa U CrenuUKaluiTe B TEXHUYECKaTa
JTOKYyMEHTALUS WA OJJOOPEHNUS TIPOEKT, TON CIIUpa IEHCTBUETO WM OTHEMA ChOTBETHUS

CepTI/I(i)I/IKaT, HJIM BHACA OT'paHUYCHUA B HETO.

I'nasa II:

OIIeHﬂBaHe Ha TEXHUYCCKaATA JOKYMCHTaAIUA

OI.IerIBaHe Ha TEXHUYCCKATa JOKYMCHTAIUA HA U3CIIUATA OT KJIaC B, knac C u knac D n

MMPpOBEpPKaA HA MAPTUAHN, ITPUITIOKUMU KbM U3JICIIUATA OT KJIaC D

B monpaHenne KpM 3aABJDKCHHUATA, IPCABUICHHN B Pa31CiI 2, MMPONU3BOAUTCIIAT HA U3ACITIUSA
nmoaasa g0 HOTI/I(i)I/IHI/IpaHI/IH Ooprad 3a4BJICHHE 3a OLICHABAHC Ha TCXHUYCCKAaTa
JOKYMCHTAlMA BB BPb3Ka C U3ACIIMETO, KOCTO IJIaHHUpPA Jia ITYCHE Ha I1a3apa WK Ja ITyCHE
B JICHICTBHE U KOETO € BKJIIOUCHO B CUCTEMAaTa 3a YHpaBJICHUC HA KAYCCTBOTO, IIOCOYCHA B

paznen 2.
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4.2.

4.3.

44.

B 3asgBinenneTo ce onmcBar MMPOCKTHT, MPOHU3BOACTBOTO U I[GflCTBI/IGTO Ha CbOTBCTHOTO

n3aenue. To BKIIIOYBA TEXHUYECKaTa JoKyMeHTauus no npuioxenus 11 u 111

HpI/I n34CIuA 3a CaMOTECTBAHC NJIM TCCTBAHC Ha MSCTO 3asBJICHHUCTO BKJIFOYBA U ACIICKTHUTC

o pasaen 5.1, 6yksa 0).

Hotudunupanust opran pasriexsaa 3asBJICHUETO, KaTO M3I0JI3Ba YCIYTUTEe HAa HAET OT
HETO MEePCOHAJI C TOKa3aHHW 3HAHUS U OIUT B OI[CHKATa Ha TEXHOJIOTUATA, CHOTBETHUTE
W3JIENNs ¥ OIICHSBAHETO Ha KIIMHUYHU JToKa3aTencTBa. HotudunupanusT opran Moxe 1a
M3UCKa 3asBJICHUETO J]a Ce JOIIBIIHM Ype3 MPOBEKIAAHETO HA TOITBIHUTEITHN H3IUTBAHUS
WM Ype3 MPEICTaBsIHETO Ha JOITBIHUTEIHHN JI0Ka3aTeNICTBa, JaBallld Bb3MOKHOCT 32
OLIEHSIBAaHE HA CbOTBETCTBUETO C MPUIOKUMHUTE H3UCKBAHHS 10 HACTOSIINS PETJIAMEHT.
Hotudunupanusat opran u3BbpIIBa MOAXOIAIN GU3UIECKU WK TAOOPaTOPHH

HU3NWUTBAHUA HA U3ACIMETO NI U3UCKBA ITPOU3BOAUTCIIAT Aa I'd IIPOBCAC.

Hotuduuupanust opran nmpaBu nperies Ha KIMHUYHUATE 10Ka3aTeNICTBa, MPEACTaBeHH OT
MIPOM3BOIUTEINS B JOKJIA/a 32 OLIEHKA Ha ACMCTBUETO U U3BbPIICHATA BB BPb3Ka C TIX
OIICHKA Ha JICCTBHETO. 3a IeNIUTE Ha TO3U Iperie]] HOTU(QUIMPAHUIT OpraH HaeMa
MPOBEPSIBALIY JIMIIA C OCTAThUEH KIIMHUYEH €KCIEPTEH OMUT, BKIIOUUTEIHO U BHHIIHU
KIMHUYHH €KCTIEPTH C TIPSIK U aKTyaJieH OIMUT, CBbP3aH C KIIMHUYHOTO MPUIIOKEHHE Ha

CbOTBECTHOTO HU3ACIHUC.
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4.5.

4.6.

4.7.

4.8.

Koraro xmmHHYHHTE TOKAa3aTEICTBA C€ OCHOBABAT YaCTHYHO MIIM M3IISAJI0 HA JaHHU 32
nu3aciys, 3a KOUTO CC TBbPAU, Y€ Ca CKBUBAJICHTHU HAa OLICHABAHOTO U3ACIIHUC,
HOTI/Iq)I/II_II/IpaHI/IHT OpraH OLICHsBA LIGHGCT)O6paSHOCTTa Ha U3I10J3BAHCTO HA TaKMBAa JaHHH,
KaTo C€ B3eMatT NpcaABU/ q)aKTOpI/I KaTO HOBH INOKa3aHUsI U MHOBALIUU. HOTI/I(bI/II_[I/IpaHI/IHT
opraH JOKYMCHTHPA AICHO CBOUTC 3aKJIFOYCHHUA OTHOCHO TBBPACHUCTO 3a CKBUBAJICHTHOCT,

IIGJ'IGCT)06pa3HOCTTa 1 aICKBATHOCTTA Ha JaHHHUTC 3a JOKa3BaHC HAa CbOTBCTCTBHUECTO.

Hotuduuupanust opran npoBepsiBa aJIekBaTHOCTTa Ha KIMHUYHUTE JOKA3aTEJICTBA U HA
OLICHKATa Ha ACWCTBUETO U MTPOBEPSBA 3AKIIIOUYCHUATA HA IPOU3BOIUTEINS 32 CbOTBETCTBHE
C MPHJIOKUMUTE OOIIM U3UCKBAHUS 3a 0€30MacHOCT U JeiicTBue. Ta3u npoBepka BKIIOUBA
pasriexaaHe Ha TOBA JOKOJIKO €a IMOAXOIAIIHN ONPEAEICHOTO CbOTHOLICHUE MEXIY PUCKA
U TIOJI3UTE, YIIPABICHUETO HA PUCKA, MHCTPYKIMUTE 32 yrnoTpeda, 00yueHHeTo Ha
MOTPeOUTENS U IUIaHA Ha MIPOM3BOAMTENS 3a HAA30p CIIeN IyCKaHEe Ha Ma3apa, KakTo u
KOTaTo € MPUWJIOKUMO — Tperiiesl Ha HeOOXOAUMOCTTa OT MPEAJIOKEHUS TUIaH 3a

MpocCIieIIBaHe Ha IEWCTBUETO CJIE IyCKaHe Ha ma3apa M JIOKOJIKO € MOIXOISII TO3H TUTaH.

B®3 ocHOBa Ha OLCHABAHCTO HAa KIIMHUYHUTC A0KA3aTCICTBA HOTI/I(I)I/ILII/IpaHI/IHT opraH
pasricikKaa OucCHKaTa Ha IIGI\/'ICTBI/IGTO " ONpCACIAHCTO Ha CbOTHOIICHUCTO HAa PUCKa U
MOJIBUTC U MPCLCHABA JaJIu € HGOGXO,Z[I/IMO Ja CC OoMpeaAcCiIAT KOHKPETHUTC OCHOBHU CTallH,
3a Ja MMa Bb3MOXHOCT Ja HallpaBX NPCIrJCa Ha aKTyajin3alnusiaTa Ha KIMHUYHUTC
JA0Ka3aTejICTBA B pE3YJITAaT OT JAHHUTE OT HAA30pPa CJICA IYCKAHE Ha Iasapa U JaHHUTE OT

IpoCICaAABAHCTO HA JEUCTBUETO CJIeH ITyCKaHC Ha I1a3apa.

HOTI/I(bI/II_[I/IpaHI/IHT OopraH JOKYMCHTHUPA ACHO PE3YyJITaTa OT OLCHABAHETO CHU B JOKJIIaJda OT

OLICHABAHCTO Ha OIICHKaTa Ha IIGﬁCTBPIGTO.
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4.9.

[Ipenu na uzgane cepruduxat 3a EC oneHsaBane Ha TeXHUYECKaTa IOKYMEHTAIIUS,
HOTHU(UIIMPAHUAT OpraH U3UCKBA OT pedepeHTHa nmadoparopus Ha EC, onpenenena
cbraacHo wieH 100, ga mpoBepu TBBPIASHOTO OT IPOU3BOAUTENS ACHCTBHE U
CHOTBETCTBUETO Ha u3aenuero ¢ OC, ako ChIIECTBYBAT TAKUBA, WIH C JPYTUTE PELICHUS,
n30paHu OT MPOU3BOIUTENS, 32 JIa OCUTYPHU HUBO Ha 0€30I1aCHOCT U ICHCTBHE, KOETO €
Hal-MaJIKo eKBUBaJIeHTHO. [IpoBepkaTa BKIII0UYBa J1aOOpAaTOPHU U3NUTBAHUS OT

pedepentnara nabopatopus Ha EC, mocouenu B usnen 48, maparpad 5.

OcBeH TOBa, B clIydanTe, TOCOYEHH B WwieH 48, maparpad 6 OT HACTOSIINS PETJIaMEHT,
HOTHU(HUIMPAHUAT OPTaH C€ KOHCYITHPA CbC CHOTBETHUTE EKCIEPTH, KAKTO € MMOCOYEHO B
yned 106 ot Pernmament (EC) 2017/ .Y, B choTBETCTBHE C npoueaypara, npeaBuieHa B
yiieH 48, maparpad 6 OT HaCTOSIIMS PETJIaMEHT, OTHOCHO JOKJIaaa Ha MPOU3BOIUTEINS 3a

OILIEHKA Ha NE€HCTBUETO.

PedepenTtnara naboparopust Ha EC npeacraBs Hay4HO CTaHOBHUIIE B CPOK OT 60 THH.

B nokymeHTanusaTa Ha HOTH(GHUIMPAHUS OpraH OTHOCHO M3AETHETO C€ BKIIOYBAT HAYYHOTO

cTaHOBHIIE Ha pedepenTHaTa tadopatopus Ha EC 1 xorato e npmioxumo, MHEHHSITa Ha
KOHCYJITUPAHUTE €KCIIEPTHU B CHOTBETCTBUE C MpeBUAcHaTa B wieH 48, maparpad 4
MpoLeaypa, KaKTo U BCHYKU BB3MOXKHH akTyanu3amnud. [Ipu B3eMaHeTo Ha pelieHue
HOTU(UIMPAHUAT OPTraH HA/UICKHO OTYMTA MHEHUATA, U3PA3eHU B HAYYHOTO CTAHOBHILE
Ha pedepenTHarta nadoparopust Ha EC, 1 KoraTo € mpuiiokuMo, MHEHHUATA, U3PA3eHH OT
KOHCYJITHPAaHUTE ChITacHO WwieH 48, maparpad 6 excneptu. Hotndunupanust opran He
W3/1aBa cepTU(UKaT, ako HAYYHOTO CTAaHOBHINE HA pedepenTHaTa taboparopust Ha EC e

He6JIaFOHpI/IHTHO .

+

OB: Mo BbBeIeTE CEpUitHUS HOMEp Ha perjaMeHTa ot J1ok. st 10728/16.
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4.10.  HorudunmpaHust opras npeacTaBs Ha MPOU3BOAUTEIS TOKIA OT OIICHIBAHETO Ha
TEXHUYECKaTa JOKyMEHTAIMsI, BKIIFOUUTETHO AOKJIA] OT OLEHSBAaHETO Ha OIICHKaTa Ha
NeCTBHETO. AKO U3/IETTMETO OTIOBAPsl HA CHbOTBETHUTE Pa3Mope ;0N Ha HACTOSIIHS
pernamMeHT, HOTUQHUIMPAHUAT opraH uzaasa ceprudukar 3a EC onensiBane Ha
TeXHUYecKaTa JoKyMeHTauus. CepTUPHUKATHT ChbpKa 3aKIIOYECHUATA OT OILICHSABAHETO Ha
TEXHUYECKaTa JTOKyMEHTAlMsI, yCIOBUATA 3a BAIMIHOCT Ha cepTU(UKaTa, JaHHUTE 32
UACHTUUIMPAHE HA OZOOPEHOTO U3/IENINE U aKO € He0OX0IMMO, OITMCaHNEe Ha

Ipe€aHa3HAUYCHUETO Ha U3ACIIHUCTO.

4.11.  3anpomeHH B 0OJOOPEHOTO U3IENHE € HE00X0UMO 0100peHne OT HOTU(UILIMPAHHS OPTraH,
KoHTO e m3nan ceprudukara 3a EC oleHsBaHe HAa TEXHUYECKATa JOKYMEHTAIUsI, KOTATO
TE3U HpOMCHI/I Morart aa IIOBJIUAAT Ha 6630HaCHOCTTa nu IIGﬁCTBPIGTO Ha U3CJINCTO UJIN Ha
yCJIOBHSITA, MPENUCAHU 32 HeTOBaTa ynorpeda. Korato nmpou3BoAUTENAT IJIaHUpA J1a
BBBEJIC HSAKOS OT MIOCOYCHHUTE MO-TOPE MPOMEHH, TOW HHPOPMHpPA 32 TOBA HOTU(DUIIUPAHUS
opras, KoiTo e u3nan ceprudukara 3a EC ornieHsiBaHe Ha TeXHUYECKATa JOKYMEHTAITHSI.
HoTtudunupanust opras omeHsBa miaHUpaHUTE TPOMEHH U pelllaBa Jajld T€ U3UCKBAT
HOBO OLICHABAHC HAa CBOTBECTCTBUCTO B CbOTBECTCTBHUC C YICH 48 N B’prOC’bT MOXE Oa
ObJie pelieH upe3 HomblIHEeHNE KbM cepTudukaTa 3a EC olieHsBaHe HA TEXHUYECKaTa
JNOKyMeHTalnus. B nociennus ciyyail HOTUUIIMPAHUAT OPTraH OLEHSIBA IPOMEHUTE,
YBEJIOMSIBA ITPOU3BOUTEIS 32 CBOETO PEIICHUE M aKO TIPOMEHHUTE ca 0JI00PEHHM, U3/1aBa

JOIMIBJIHCHUEC KbM CepTI/I(i)I/IKaTa 3a EC OLICHABAHC HA TCXHUYCCKATA JOKYMCHTALU.
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4.12.

4.13.

Koraro npomenuTe Morar ga 3acerHat cboTBeTCTBHETO ¢ OC WM ¢ IPYTUTE pEIICHMSI,
n30paHu OT MPOU3BOIUTENS, KOUTO ca 0100peHu che cepTudukara 3a EC oneHsBane Ha
TEXHUYECKATa IOKYMEHTAIINs, HOTU(QHUIIMPAHUAT OPraH ce KOHCYJITUPA ¢ pedepeHTHATa
naboparopus Ha EC, kosTO € yyacTBasia B IbpBOHAYaIHATa KOHCYNTAIUs, 32 1a Ce
MOTBBPM 3aa3BaHeTO Ha ChOTBETCTBUETO ¢ OC mnw ¢ Apyrure pemeHus, u3opaHu ot
MIPOU3BOIUTEIIS C [IEJT OCUTYPsIBAaHE HA Hali-MaJIKO €KBHBAJICHTHO HUBO Ha 0€30IacCHOCT U

JIICUCTBUE.
Pedepentrara naboparopust Ha EC nipencraBst HaydHO CTaHOBHIIE B CpOK OT 60 THH.

3a mpoBepKa Ha CbOTBETCTBUETO HA MPOU3BEKAAHUTE U3EIHS OT Kitac D mpou3BoauTensT
H3BbPIIBA U3IMATBAHUA HA BCAKA ITPOU3BCACHA MapTUa U3ACTIUA. CJ'IG,Z[ MPUKIIFOYBAHC HA
MPOBCPKUTC U U3IIUTBAHUATA TPOU3BOJUTCIIAT HCBaGaBHO usnpalia Ha HOTI/I(bI/ILII/IpaHI/ISI
oprad CbOTBCTHUTC JOKJIAAU 3a TC3U U3IUTBAHUA. OcBeH TOBa MPOU3BOAUTCIIAT MMPECACTABA
Ha HOTH(HIIMPAHUS OpTraH 00pa3iy OT MPOU3BEIKIAHNUTE MAPTUIH U3JIENNS CHIIIACHO
MPEIBAPUTEITHO JJOTOBOPEHH YCIIOBHSI X TIOJPOOHU MpaBHIia, KOUTO BKITIOYBAT
3a]IBJDKCHUETO 33 HOTH(GHUIIMPAHUS OPTaH WU MPOU3BOAMUTEINS Ja U3Ipaiia 00pasiy oT
MIPOU3BEXKIAHUTE MAPTUAN U3NIENHsI Ha pedepenTHa nadopaTopus Ha EC, kosTo na
H3BbPIIBA TOAXOIAIMIUTC U3IMUTBAHUS, aKO TaKaBa na60paTopH;1 € OIIPCACiICHA CbITIACHO
wieH 100. PedepenTrara maboparopus Ha EC urpopmMupa HoTudHIMpaHus opraH 3a

3aKJIFOYCHUATA CH.

[Ipou3BoauTENAT MOXKE Ja ITycKa U3JeNuATa Ha Ia3apa, OCBEH KOraTo HOTU(UIIUPAHUST
OpraH yBeJOMHU IIPOM3BOJUTEIS B PAMKHUTE HA JOTOBOPEHMSI CPOK, HO HE MO-KBCHO OT 30
JTHU CJIE]] TT0JTy4aBaHe Ha 00pa3luTe, 3a BCAKO IPYTO PEIICHUE, BKIIFOYUTETHO, 110-

KOHKPETHO, 3a BCAKO YCJIOBUC 3a BAJIMAHOCTTA HA U3JJAACHUTC CGpTI/I(l)I/IKaTI/I.
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5. OHerlBaHe Ha TCXHUYCCKATa JOKYMCHTAIUA 3a KOHKPETHH TUIIOBC U3ACIIUSA

5.1. OueHsiBaHe Ha TEXHUYECKaTa JOKyYMEHTauA 3a u3aenusata ot kinac B, kinac C u knac I 3a

CaMOTCCTBAHC U 3a U3JCIHATA 3a TCCTBAHC HA MACTO

a) MMPOU3BOAUTCIIAT HAa U3ACIIUS OT KJIaC B, knac C u knac D 3a camoTecTBane M Ha
H3ICIINA 3a TCCTBAHC HAa MACTO IOJaBa MpPCa HOTH(bHHHpaHHSI OpTraH 3adBJICHHUC 3a

OLCHABAHC HAa TCXHUYCCKATa JOKYMCHTAaLUA.

0)  3asBJIIEHHMETO JaBa Bb3MOXKHOCT 3a pa3OupaHe Ha XapaKTepUCTUKUTE U
JeiicTBUeTO(sTa) HAa IPOEKTa Ha U3/IETTUETO U 32 U3BBPILBAHE HA OLICHSBAHE HA
CHOTBETCTBUETO CHC CBHP3AHUTE C MPOCKTA M3UCKBAHUS HA HACTOSIIHS PEriiaMeHT.

To BxIIOYBAa:

1) AOKJIaax OT U3IMUTBAHUATA, BKIIFOUUTCIIHO PE3YJITATU OT IIPOBCACHUTC

HU3INHUTBAaHUSA C LICJICBU HOTp€6I/ITeJ'II/I,

11)  aKo € Bb3MOXXHO — MPUMEPHO U3JICTUE; aKO € HE0OX0IMMO, U3JIETTUETO CE

BpbIa CJICA IIPUKIOYBAHC HA OUCHABAHCTO HA TCXHUYCCKATa JOKYMCHTAIWs,

1il)  JaHHM, MOKa3Ballld IPUTOTHOCTTA HA U3CIHUETO C OrJie]l Ha

MpEaAHAa3HAYCHUCTO MY 34 CAMOTCCTBAHC UJIM TCCTBAHC HA MSACTO,

(iv) wuH(bopMamusTa, KOATO Ja c€ MPEAOCTaBs C U3CIUETO BbPXY €TUKETa My U B

MHCTPYKLMUTE 3a HEroBaTa ynorpeoa.

10729/4/16 REV 4 18
I[MPUJIOXEHME IX BG



Hotudumupanust opran Moxe J1a H3MCKa 3asiBICHUETO J1a C€ JOIBIHH C
U3BBPILIBAHETO HA OLIE U3NUTBAHUS WIH C TIPEACTaBIHETO HA JONBJIHUTEIHH
JI0Ka3aTesICTBa, 1aBallld Bb3MOKHOCT 3a OLICHSIBAHE Ha ChOTBETCTBUETO C

HN3UCKBAHUATA 1O HACTOAIIUSA PCTIIAMCHT,

B)  HOTU(UIMPAHUAT OPTaH MPOBEPSBA CHOTBETCTBUETO HA U3CITUETO C MPUIOKHUMUTE

HN3WCKBaHUs, ITIOCOYCHU B IMIPHUIIOKCHUC I kM HACTOAIUA PCTrIIaMCHT,

I)  HOTU(QUIMPAHUAT OPTraH OLCHIBA 3asBJICHUETO, KATO U3I0JI3BA HAET OT HETO
NIEPCOHAJ € I0Ka3aHU 3HAHUS U OIIUT IO OTHOILLIEHHE HAa ChOTBETHATA TEXHOJIOTHS U
NpeHa3HAYCHUETO Ha U3/IeIMETO, U MPEJICTaBs Ha IPOU3BOIUTENS TOKIA]] OT

OLCHABAHCTO Ha TCXHUYCCKATa JOKYMCHTAIM,

)  aKo W3JIEIHMETO OTroBapsi Ha ChOTBETHHUTE Pa3nopeadu Ha HACTOSIIIHS PETJIaMEHT,
HOTU(ULIMpaHUAT opraH u3aasa ceprudukar 3a EC onieHsBaHe Ha TeXHUYECKaTa
nokymeHTarusa. CepTupukaThT ChabpiKa 3aKIIIOUCHHSITA OT OIICHIBAHETO, YCIOBHUATA
3a BAJIMJTHOCT Ha cepTudukara, JaHHUTE 3a UACHTU(DUKAIUSA HA OI00OPECHNUTE U3ICIUS

H aKo € HCO6XOI[I/IMO, OIMMCAHUC HA NPCIHAZHAYCHUCTO HA U3CIIUCTO,
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3a MPOMEHHTE B O0OPEHOTO U3JeNNe € He00X0AUMO 0100peHre OT HOTH(PHIIUPAHUS
opras , KoiTo e uznan ceprudukara 3a EC orieHsiBaHe Ha TeXHUYECKATa
JIOKYMEHTAIMsl BbB BCEKU €IMH CIy4yail, KoraTo MPOMEHUTE MOTaT Ja MOBIHUSAT Ha
0e30MacHOCTTa U ACMCTBUETO HA U3IEINETO WM Ha YCIOBUATA, PEIICAHH 3a
HeroBara ynorpe6a. Koraro npon3BoauTeNIT IiiaHupa 1a BbBEIE HAKOS OT
MIOCOYEHHUTE TIO-TOpe IPOMEHH, TO WHPOPMHEpA 32 TOBa HOTH(DHUIIMPAHUS OpTraH,
KolTO e m3nai ceprudukara 3a EC oneHsBaHe Ha TeXHUYECKATa JOKYMEHTAITHS.
Hotuduumpanusat opran olieHsBa IaHUPAHUTE POMEHH U PelliaBa Aaiu Te
M3UCKBAT HOBO OIIEHSIBAaHE Ha ChOTBETCTBHETO CHIVIACHO UJieH 48 WM BBHIIPOCHT
MO3Ke Ja OBb/Ie pelleH upe3 JombIHeHne KbM cepTudukara 3a EC oneHsBane Ha
TEXHUYECKaTa TOKyMeHTauus. B mocnequus ciyvyaid HOTUGUIMPAHUAT OpTraH
OIICHSIBA IPOMEHUTE, YBEIOMSBA MIPOU3BOIUTENIS 32 CBOETO PEIICHUE U aKO
IIPOMEHUTE ca 0100peHu, My IIPeI0CTaBs JOMbIHEHHE KbM cepTudukaTa 3a EC

OLICHABAHC HAa TCXHUYCCKATa JOKYMCHTAaIUA.

5.2. OHGHHBaHe Ha TEXHHUYCCKATa JOKYMCHTALUS Ha ChIIBbTCTBALIIU U3CIINA:

a)

NPOM3BOIUTENAT Ha CHITBTCTBAIIO M3/EIHE [10/1aBa Mpel HOTU(UIIMPAHHS OpraH
3asBIICHHE 32 OLICHSBAaHE HA TEXHUUYECKaTa JOoKyMeHTanus. Hotudunupanust opran
OLICHSBA 3asBJICHUETO B CHOTBETCTBUE C IPOLIEypaTa, IpeABUICHA B pa3aenu 4.1 —

4.8 OT HACTOSIIIOTO MPUIIOKEHNUE;
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0)  3asBJIEHMETO J1aBa Bb3MOXKHOCT 3a pa3OupaHe Ha XapaKTEPUCTUKUTE U AEHCTBUETO
Ha W3/IETMETO U 32 U3BBPIIBAHE HA OICHSIBAHE HA CHOTBETCTBUETO CHC CBBP3AHUTE C
NPOEKTa M3UCKBAHMS Ha HACTOSIINS PErJIaMEHT, TIO-KOHKPETHO JTAJI H3JIEITUETO €

moAXOoA41IO MO0 OTHOICHUE Ha CbOTBCTHUA JICKAPCTBCH MIPOAYKT,

B)  mpenu na uznazae ceprudukar 3a EC oneHsBaHe Ha TeXHUYECKAaTa JOKYMEHTAIHS 3a
CBHITBTCTBALIUTE U3/IEIMS U Bb3 OCHOBA Ha IPOEKTa Ha PE3IOMETO BbB BPb3Ka C
0e30macHOCTTa U IEUCTBUETO M HA IPOEKTA HA MHCTPYKIIMUTE 32 YIOTpeOa,
HOTUGUIMPAHUAT OpTraH ce 0OpbIIIa 32 CTAHOBUILE KbM €JMH OT KOMIIETEHTHUTE
OpraHu, ONpeAeseHH OT AbpKaBuTe wieHku cbriiacHo dupextuna 2001/83/EO, win
kbM EMA (Bceku OT KOMTO B HACTOSIIIMS pa3/iell ce Hapuya ,,KOHCYJITUPaH OpraH 3a
JIEKapCTBEHUTE NPOAYKTH B 3aBUCUMOCT OT TOBA C KOT'O ca MPOBEACHU
KOHCYJITAI[MHTE TI0 HacTosIaTa OyKBa), IO C€ OTHACS J0 TOBA A U3JCITUETO €
HOJXO/AAIIO IO OTHOIIEHUE Ha ChOTBETHMS JIEKApPCTBEH MPOAYKT. AKO
JEKapCTBEHUAT IMPOIYKT MOMaa €TUHCTBEHO B 00XBaTa Ha MPHJIOKEHUETO KbM
Permament (EO) Ne 726/2004 ma Eporeiickus napnament u Ha ChBera’,
HOTU(UIMPAHUAT OpTaH ce o0pbIa 3a ctaHoBuUIE KbM EMA. Ako JexkapCTBEHHUST
IOPOAYKT € pa3pelleH Wi € MOAaJECHO 3asBJICHHE 3a HETOBOTO pa3pellIeHuE,
HOTU(DULIMPAHUAT OpPraH ce KOHCYJITHpPa C OTTOBapSILIUs 32 Pa3pelIEHUETO OPTraH 3a

JIEKapCTBEHUTE MPOAYKTH min EMA;

Pernament (EO) Ne 726/2004 na EBpomnetickust mapiamenT u Ha CbBeta ot 31 mapt 2004
rOjIMHA 32 YCTaHOBsIBaHE Ha Ipoleypy Ha OOLIHOCTTA 3a pa3pellaBaHe U KOHTPOJ Ha
JIEKapCTBEHH MPOIYKTH 32 XyMaHHa U BETEpUHApPHA yNOTpeda 1 3a Ch3/laBaHe Ha
EBponeiicka arennus no nekapcrsata. (OB L 136, 30.4.2004r., cTp. 1).
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r) KOHCYJITUPAHUAT OpraH 3a J€KapCTBEHUTE MPOAYKTH IIPEACTABs CTAHOBUILETO CH B
cpok ot 60 THU OT MoJTydYaBaHe Ha IsIaTa HeoOXoauMa JokyMmeHTarus. To3u 60-
JTHEBEH CPOK MOKE Jia c€ YIBJKU €IHOKpaTHO ¢ omle 60 1Hu npu 000CHOBAaHU
npuurHU. CTAaHOBUIIETO U €BEHTYAJIHUTE aKTyalIn3alliy C€ BKIIOUBAT B

JOKyMEHTalLUATa Ha HOTH(GHUIMPAHUS OPTaH BbB BPB3Ka C U3JIEIINETO;

) TP B3eMaHE Ha PEUICHUETO CH HOTU(DUIIMPAHUIT OPTaH OTYUTA HAJIJICHKHO
HAYYHOTO CTAHOBHIIIE, TOCOYCHO B OyKkBa r). Hotuduiupanusar opran cro0I1masa
OKOHYATEJIHOTO CH pelIeHHe Ha KOHCYJITHUPaHUs OpTaH 3a JIEKAPCTBEHUTE MPOTYKTH.
CeptudukarsT 32 EC onieHsiBaHe Ha TeXHUYECKaTa JOKYMEHTAIUS Ce U3/1aBa

ChraacHo pazzaen 5.1, Oyksa n);

€)  Tpenu Ja ce HAIpaBsT MPOMEHH, 3acATAIlN ACHUCTBUETO W/IIIU IPeBUICHATA
yrnoTpeda, WM MPUTroHOCTTa Ha U3ACIUETO C OTJIe]] Ha ChOTBETHHUS JICKAPCTBEH
MPOAYKT, IPOU3BOIUTENAT HHGOPMUpPaA HOTUDUIIUPAHUS OpTaH 3a IPOMEHHUTE.
Hotuduumpanusat opran olieHsBa JIaHUPAHUTE POMEHH U PelliaBa Aaiu Te
M3HMCKBAT HOBO OLICHSIBAHE HAa ChOTBETCTBUETO CHIIIACHO UJieH 48 WM BBIPOCHT
MO3Ke Ja OBb/Ie pelleH upe3 JombIHeHne KbM cepTudukara 3a EC oneHsBane Ha
TEXHMUYECKaTa JOKyMeHTaIus. B mocnennus ciy4aii HOTHQUIUPAHUST OpTraH
OLICHSIBa IPOMEHUTE U CE€ 0OPBILA 32 CTAHOBUILE KbM KOHCYJITHPAHUS OpPTaH 3a
JIEKApCTBEHUTE NMPOAYKTH. KOHCYATUpaHUAT OpraH 3a J€KapCTBEHUTE MTPOLYKTH
MPEACTaBsl CTAHOBUIIETO CU B CPOK OT 30 IHM ciief MoJydyaBaHe Ha Lsu1aTa
Heo0X0uMa TIOKyMEHTAallUsg OTHOCHO MPOMEHHUTE. JJomblIHEeHHEe KbM cepTH(HUKaTa 3a
EC onensiBane Ha TeXHUYECKATa JOKYMEHTALMA C€ U3/1aBa ChriacHo pasnen 5.1,

OykBa e).

10729/4/16 REV 4 22
I[MPUJIOXEHME IX BG



I'nasa III:

AIMUHHUCTPATHBHHU Pa3nopeadu

6. B npoabikenue Ha Hali-MaJIKo OT JIECET FOJMHU ClIe]] IyCKaHETO Ha Ia3apa Ha
MOCJIETHOTO U3/IETIUE MPOU3BOAUTENAT UM HETOBUSAT YII'BJIHOMOILIEHIIPEICTABUTEN —
KOTaTo MPOU3BOAMUTENSAT HsIMa PErUCTPUPAHO MSICTO Ha CTOMAHCKa IEHHOCT B AbpiKaBa

YICHKA — ChXpaHABa Ha Pa3MOJIOKCHHUE HA KOMIIECTCHTHUTC OpraHu:
- EC ACKJIapanuAaTa 3a CbOTBECTCTBUC ,

- AOKYMCHTalMATa 110 pa3acia 21, NETO TUPC U MO-KOHKPECTHO JAHHUTC U 3alIUCUTC OT

MpOLIeIypUTE 10 pa3aen 2.2, BTopa ajiuHesi, OykBa B),
— UHpOpManusATa 3a MPOMEHHUTE 1O pasnen 2.4,
— JIOKyMEHTaIMATA 10 pa3zaen 4.2 u pasaen 5.1, Oyksa 0), u

— peumcHusATa U JOKJIAAUTEC OT HOTI/I(I)I/ILII/IpaHI/IH Ooprat, NOCOYCHU B HACTOAIIIOTO

IMPUTTOKCHHUC.
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7. Besika npprkaBa 4ieHKa U3UCKBA JOKYMEHTALUATA O pa3zien 6 1a ce ChbXpaHsBa Ha
pa3noJI0XKEeHNE Ha KOMIIETEHTHUTE OPTraHy 3a CPOKa, OIPEENICH B ChILUS pa3ell, ako
MIPOU3BOUTEIIAT WU YII'BITHOMOILIEHHUST My MIPEICTaBUTEI, YCTAHOBEH Ha HeliHa
TEPUTOPHSL, U3MAJHE B HECHCTOSATENHOCT WJIU MPEKPATH CTOMAHCKATa CU AEHHOCT Mpean

HU3TUYAHCTO Ha TO3U CPOK.
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HPUJIOKEHHUE X

OLEHABAHE HA CbOTBETCTBUETO BbH3 OCHOBA HA U3CJIEIBAHE HA TUITA

1. EC u3cnenBane Ha Tuna e npolenyparta, Ipu KoaTo HOTU(UIIUPAH OpraH MNpoBepsiBa U
MOTBBPKAABA, Y€ AAJCHO U3/EHe, BKIOUYUTEIHO TEXHUYECKAaTa My JTOKYMEHTAIHS,
CBHOTBETHUTE MPOLIECH 110 BpEME Ha EKCIUIOATALIMOHHUS MYy CPOK U ChOTBETCTBALI]
IIPEICTABUTENIEH 00pa3el] OT U3AEIHATa, YUETO IIPOU3BOJCTBO CE MPEABUK/IA J1a OTrOBaps

Ha CHOTBETHUTE PA3MOpeI0N HA HACTOSIIIMS PETIaMEHT.
2. 3aaBiecHue

HpOI/ISBOI[I/ITeJ'IHT mogaBa Ao HOTI/I(I)I/II_II/IpaHI/IH Oprat 3as4BJICHUC 3a OLICHABAHC.

3aABIEHUETO BKIIFOYBA:

- HMCTO Ha NPOU3ZBOAUTCIIA U aApCCa Ha HCTOBOTO PCTUCTPHUPAHO MACTO HA CTOIMMAHCKA
I[GﬁHOCT, a B CJIY4auTC KOraTo 3asABJICHUCTO € IOAAACHO OT YIIBJIHOMOIICH
MMPEACTABUTE — MMCETO Ha YII'BJIHOMOMICHUA IPCACTABUTEIT K aApeCca Ha HCTOBOTO

PETUCTPUPAHOTO MSCTO HA CTOTIAHCKA JACWHOCT,

— TeXHUYecKara JoKymMeHTauus o npunoxxkenus Il u I1l. 3asBurensat npenocrass Ha
HOTU(UIIMPAHUS OpPTraH MPeICTaBUTENICH 00pa3el] OT U3/CNUATa, YUETO
MPOM3BOJICTBO ce npeasuxaa (,,Tumn ). Horudunupanusat opran Moxe /1a OucKa |

JpyTH 00pa3iy Mpu HEOOXOIMMOCT,
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— IMpu U3ACJINA 3a CAMOTCCTBAHC UJIKM TCCTBAHC HA MACTO — AOKJIAAWUTE OT
HN3MUTBAHUATA, BKIIFOYUTCIIHO PE3YJITATUTC OT U3IMIUTBAHUATA C LICJTICBHU HOTpC6I/ITeJ'II/I,
" JaHHH, I[TOKAa3Bally, Y€ U3ACJIUCTO € IIPUTI'OAHO 11O OTHOIICHUEC HA

MPpEAHa3HAYCHUECTO MY 34 CAMOTCCTBAHC HUJIM TCCTBAHEC HA MSICTO,

— aKO € Bb3MOXKHO — MPUMEPHO H3/eTue. AKO € He0OXOAMMO, U3EIIUETO Ce BPhIa

CJICO MPUKIIIOYBAHC HA OLCHABAHCTO HA TCXHUYCCKATa JOKYMCHTAI M,

- JaHHH, ITOKa3BalIu JaJIu U3ACIIUCTO € IMMOAXOAAII0 110 OTHOIICHUEC Ha

MMPEAHAa3HAYCHUETO MY 3a CAMOTECTBAHC UJIM TCCTBAHC Ha MsACTO,

— I/IH(I)OpMaI_II/IHTa, KOATO Oa CC MpeAoCTaBs € U3ACJIUCTO BbpXY €TUKETA MY U B

MHCTPYKLMUTE 32 HETOBaTa yrnoTpeoa, u

— MUCMEHA JIeKIIapalus, 9¢ He € OUII0 MOIaBaHo 3asBICHUE 10 IPYT HOTU(DUIIUPAH
OpraH 3a CBIIUS TUII, WK UH(POpPMALIKS 3a BCAKO €THO MPEIXOTHO 3asBIICHHE 32
CBILHUS THI, 110 KOETO UMa OTKa3 OT JIpYT HOTU(UIIMPAH OpraH, UM KOETO € OUiio
OTTETJIEHO OT IPOU3BOAMTEIIS WU OT HETOBUS YIIBJIHOMOIIICH NPEICTABUTEN IIPEIH

APYTUsT HOTI/I(I)I/ILII/IpaH Ooprad Ja U3BbPIIN OKOHYATCIIHO OLICHABAHC.
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3. OreHsiBane
Hotudunmpanusar opran:

a)  pasriiexaa 3asBICHHUETO, KaToO M3IMO0JI3Ba MEPCOHAN C JOKa3aHU 3HAHUS U OIUT B
OIICHKaTa Ha TEXHOJIOTHUSTA, ChOTBETHUTE U3/ETUS U OLEHSBAHETO HA KIMHUYHU
nokasaresncta. HoTuduuupaHusT opran MoXke 1a U3MCKa 3asBICHUETO J1a Ce
JOITBJIHU C U3BBPIIBAHETO HA JOMBIHUTEIHU U3MUTBAHUS WU C TOIBIHUTEIIHU
JI0Ka3aTeNCTBA, AaBallld Bb3MOKHOCT 32 OLIEHSBAHE HA CbOTBETCTBUETO C
MPUJIOKMMUTE U3UCKBAHUS HA HACTOALIMS periiaMmeHT. Hotudunupanusar opran
U3BBPIIBA MOAXOAAIN (GU3NUECKU WIIH Ta00paTOPHU U3MUTBAHUS HA U3AETUETO WU

HN3UCKBA ITPOU3BOAUTCIIAT Aa ' IPOBCIC,

6) H3CJICABA U OLICHABA TCXHUYCCKATA JOKYMCHTALMA C LICJI OIIPCACIIAHC Ha
CBOTBCTCTBUCTO C NPUIIOKUMUTE 3a TOBA U3ACTINC U3NUCKBAHUA HAa HACTOAIIUA
PEriIaMCHT U IPOBEpsABa JaJId TUIIBT € own IMPOU3BCIACH B CbOTBCTCTBUE C Ta3n
JOKYMCHTAI M, TOH onpeacisl U CICMCHTUTC, IIPOCKTHPAHU B CbOTBETCTBHUE C
MMPUITOKUMUTEC CTAHAAPTH I10 YJICH 8 nn NPpUITOKUMHUTC OC, KaKTO U CIICMCHTUTC,
KOHTO HC Ca NPOCKTHUPAHU Bb3 OCHOBA HAa CbOTBCTHUTEC CTAHAAPTH 11O YJICH 8 nan Ha

cpoTBeTHHTE OC;
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B) HpaBI/I npernen Ha KIIMHUYHHUTE NJ0Ka3aTCJICTBA, HpeI[CTaBGHI/I oT HpOI/I3BOI[I/IT€J'I$I B
JIOKJIaJia 3a OIlEHKa Ha JEHCTBUETO ChriacHo pasaein 1.3.2 ot npunoxenue XIII. 3a
[EUTE Ha TO3U Mperjiel HOTU(hUIIUPaHUAT OpraH HaeMa MPOBEPSBALIN H3ACTUATA
JUIIA ¢ JOCTaThueH KJIMHUYEH EKCIIEPTEH OMUT, KaTo MPU HEOOXOAUMOCT U3MOJ3BA U
BBHIIIHU KJIMHUYHAU eKCHepTI/I C HpHK nu aKTyaJICH OIINT, CB’bpSaH C KIMHUYHOTO

MMPUITOKCHUC HAa CBOTBCTHOTO U3ACIINC,

I)  KOraTo KJIMHUYHUTE JOKA3aTeJICTBA CE OCHOBABAT YACTUYHO WJIM U3LSAJIO HA JaHHU
OT U3/ENus, 33 KOUTO CE€ TBBPAM, Y€ ca MOJ0OHU WM €KBUBAJICHTHU HA OLICHSBAHOTO
u37ieNue, OLeHsBa 11eJ1echOOPa3HOCTTa Ha U3MOJI3BAaHETO HA TAKMBA JAHHU, KaTo ce
B3eMarT npeiBu] pakTopu KaTo HOBU MOKa3aHUs U MHOBalMU. Hotuduuupanusr
OpraH JOKYMEHTHPA CHO CBOUTE 3aKJIIFOYEHHUS OTHOCHO TBBPICHUETO 32
€KBUBAJICHTHOCT, L1€J1€Ch00Pa3HOCTTa U aJIcKBaTHOCTTA HA JAHHUTE 3a JOKa3BaHE Ha

CbOTBETCTBUETO,

)  JOKYMEHTHpA SCHO PE3yJjiTaTa OT OIICHSIBAHETO CH B JOKJIa/la OT OLICHSIBAHETO HA

OIIEHKaTa Ha JAeMCcTBHUETO Mo pasnaen 4.8 oT npunoxenue [X.
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€)  TPOBEXKAA WIH OPTaHU3UPA MPOBEKIAHETO HA TTOAXOISAIINTE OLCHIBAHUS U
(bU3UYECKH WK JTa00paTOPHH U3MUTBAHMS, HEOOXOIUMU Jla CE TIPOBEPH AU
PEIIEeHUATA, BB3MPUETH OT MPOU3BOUTENS, OTTOBAPAT HAa OOIINTE N3UCKBAHUS 32
0e30MacHOCT U JeiCTBHE, IPEABUICHU B HACTOSIIIHS PErIaMEHT, ako He ca
npuiarany ctangaptute mo wieH 8 wiu OC. Ako u3znenuero TpsadBa J1a ce CBbpKE
KBbM JIpyro(u) uzaenue(s), 3a ga paboTH 1Mo MpeHa3HAYEHUE, CE TPEICTaBS
JI0Ka3aTeJICTBO, Y€ TO CHOTBETCTBA HAa OOIINTE U3MCKBAHUS 32 O€301MaCHOCT
JIEHCTBHE TIPU CBBP3BaHE C M3ACHe(s), MPUTEKABAIIO(H) ONPEACTICHUTE OT

MMPOU3BOAUTCIIA XapPAKTCPUCTUKHU,

K)  TPOBEXIA WIM OPraHU3Mpa MPOBEKIAHETO HA MOIXOASAIIUTE OLICHIBAHUS U
¢u3uUecku WM 1abOpaTOpHU U3MUTBAHUS, HEOOXOAUMHU J1a CE€ IPOBEPHU AT aKO
NPOM3BOUTEIST € N30pal Ja Mpujiara CbOTBETHUTE XapMOHU3UPAHH CTaHIAPTH,

TE3H CTaHIAPTH ca OWJIN JEHCTBUTEITHO MPUIIOKEHH,

3) CBIJIaCYyBa ChC 3aIBUTEINS MSICTOTO, KBJIETO J1a C€ MPOBEAAT HEOOXOIUMHUTE

OLICHABAHUA U U3IIUTBAHUAA,

u)  u3roTss goknaja 3a EC uscnensane Ha TUIIA OTHOCHO PE3YyJITATUTE OT OLICHSIBAHUSATA

Y M3MHUTBAHUATA, U3BBPIICHN CHIIIACHO OYKBH a) — XK)
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B ClTydail Ha u3aenus, knacuduuupanu B kiac D, n3nucksa ot peepeHTHa
nabopatopus Ha EC, koraro TakaBa e onpeaeneHa cbriacuo wieH 100, ga nmposepu
TBBPASHOTO OT NPOU3BOJUTENS JEHUCTBUE U CHOTBETCTBUETO Ha uzaenueto ¢ OC,
aKO CBIIECTBYBAT TaKUBa, WIH C APYTUTE pelIeHUs, U30paHu OT MPOU3BOAUTENS, 32
Jla ce OCUTYpHU Hal-MaJIko EKBUBAJICHTHO HUBO HAa 0€30MacHOCT U JICHCTBUE.
[IpoBepkara BKITI0OUBA JTa0OPATOPHU U3IMUTBAHUS OT pedepeHTHaTa Jadboparopus Ha

EC B cvroTBeTcTBHE ¢ uiieH 48, maparpad 5.

OcBeH TOBa, B ClIydanTe, MOCOUYCHHU B ujieH 48, maparpad 6 OT HACTOSIIIHS
periaMeHT, HOTU(UIIMPAHUST OPTaH ce KOHCYJITHPA ChC ChOTBETHUTE EKCIIEPTH
coriacHo wien 106 ot Permament (EC) 2017/...%, B chbOTBETCTBHE C IIPOLIEAypaTa,
npeBuieHa B wieH 48, naparpad 6 oT HACTOSIIIUS perjJaMeHT, OTHOCHO JI0KJIa/ia Ha

IIPOM3BOJUTENS 32 OLICHKA HA JEHCTBUETO.
Pedepenrtnara naboparopus Ha EC npeacraBs HayqHO CTaHOBHUIIE B CPOK OT 60 THHU.

Hayunoro cranoBuie Ha pedepentHaTa mabopatopus Ha EC u, koraro
npeaBuAcHaTa B wieH 48, maparpad 6 mporeaypa e mpruioKuMa, MHEHUATa Ha
KOHCYJTHPAHUTE €KCIEPTH, KAKTO M BCHUKH Bb3MOXKHU aKTyalu3alliH, Ce BKIIIOUBAT
B JJOKYMEHTAIMATa Ha HOTU(DUIIMPAHUS OPTaH OTHOCHO u3nenuero. [Ipu BzeManeTo
Ha peleHne HOTU(UIUPAHUAT OPraH Ha/IICKHO OTYMTA MHEHHUSATA, U3PA3CHH B
HAYYHOTO CTaHOBHIIE Ha pedeperTHaTa JabopaTopus Ha EC, u koraro e
IMPUITOKUMO, U3PA3CHUTC MHCHUATA, U3PA3CHU OT KOHCYJITUPAHUTC B CbOTBCTCTBHUE C
yseH 48, maparpad 4 excneptu. Hotudunupanust opran He u3aaBa cepTuQUKar,

aKo Hay4YyHOTO CTaHOBHUILE Ha pedepeHTHaTa Jabopatopust Ha EC e HeOiaaronpusTHo;

+

OB: Mo BbBeIeTE CEpUitHUS HOMEp Ha perjaMeHTa ot J1ok. st 10728/16.
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K)  3a ChITBTCTBAIIMTE M3/CIHS U Bb3 OCHOBA Ha MMPOEKTa Ha PE3IOMETO BHB BPB3Ka C
0e30I1acHOCTTa U ISHCTBUETO U HAa IPOEKTAa HAa MHCTPYKLUUTE 3a yroTpeda ce
00pBbI1Ia 32 CTAHOBUILE KbM €MH OT KOMIIETEHTHUTE OpPraHH, ONPeIeIeHH OT
IbprkaBUTe WieHkH cbriacHo Jupextusa 2001/83/EO, unu nHa EMA (Bceku ot
KOMTO I0-JI0Jy C€ HapHua ,,KOHCYJITHPaH OpraH 3a JIEKapCTBEHUTE MPOIYKTU B
3aBHCHUMOCT OT TOBA C KOT'O Ca HallpaBE€HH KOHCYJITAlMUTE [0 HacTosIaTa OykBa) 3a
TOBA JIAJIN M3/IEJINETO € TIOAXOSIIO M0 OTHOIICHHE Ha ChOTBETHHUS JIEKAPCTBEH
HPOAYKT. AKO JIEKAPCTBEHUAT MIPOAYKT I0I1a/1a €ANHCTBEHO B 00XBaTa Ha
npuioxenueTo kbM Pernament (EO) Ne 726/2004, HoTuULIMPaHUAT OpraH ce
KoHcynTupa ¢ EMA. AKO ChOTBETHHST JIEKapCTBEH MPOAYKT BEUE € pa3pelleH WK €
NOJ1a/ICHO 3asBJICHHUE 32 HETOBOTO pa3pelleHue, HOTU(UIIMPAHUST OPTaH ce
KOHCYJITUPA C KOMIIETCHTHUS OpraH 3a JeKapCTBEHUTE MpoXyKTH mim ¢ EMA, B
3aBUCUMOCT OT TOBa KOM OT TSIX OTroBaps 3a U3aBAHETO 3a PAa3pPEIICHUETO.
KoHcyntupaHusT opras 3a JeKapCTBEHUTE MPOIYKTH IPEJCTaBAT CTAHOBHILETO CH B
cpok oT 60 THH OT MmojyyaBaHe Ha LaTa Heooxoauma JokyMeHTanus. To3u 60-
JTHEBEH CPOK MOXe J1a c€ YIBJKH €IHOKpaTHO ¢ omie 60 gHU npu 000CHOBAaHU
npudrHUA. CTaHOBUILETO Ha KOHCYJITHPAHUS OPTaH 3a JIEKAPCTBEHUTE MIPOAYKTH H
€BEHTYQIHUTE aKTyaJM3allH CE BKJIIOYBAT B JOKYMEHTALMATA HA HOTU(QHUIIUPAHUS
OpraH BbB Bpb3Ka ¢ u3zenuero. Ilpu B3emaHe Ha pelIeHueTo Cu HOTUUIMPAHUST
OpraH HaJUIeKHO OTYMTA CTAHOBMILETO, U3PA3€HO OT KOHCYJITUPAHUS OpraH 3a
JeKapcTBeHUTE MPoyKTH. Toil cho0I11aBa CBOETO OKOHYATEIHO pEIIeHUE Ha

KOHCYJITUPAHUS OpraH 3a JeKapCTBEHUTE MPOILYKTH; KAKTO
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5.1.

A1)  u3roTss Aokiaz 3a EC u3cienBane Ha TUIIA OTHOCHO PE3YJITaTUTE OT OLICHSIBAHETO U
U3BBPIICHNUTE U3MUTBAHUS U MPEACTABEHUTE HAYYHUTE CTAHOBUINA MO0 OYKBU a) —
K), BKJIIOYUTEITHO TOKJIA] OT OLICHSIBAHETO Ha OI[CHKATa Ha JEHCTBUETO 3a U3EIHSITA

ot kiac C wnu knac D, unu oO0xBaHaTH OT paszen 2, TpeTo THPE.
Ceptudukar

AKO TUIIBT CHOTBETCTBA HA HACTOSIINS PETJIAMEHT, HOTU(PUIIMPAHUAT OpraH u3jaBa
ceprudukar 3a EC uscnensane Ha Tuna. CepTuduKaThT ChABPKAa HIMETO U aJipeca Ha
IIPOU3BOJUTEIIS, 3AKIIFOUEHUATA OT OLICHABAHETO HA U3CIEABAHETO HA THIIA, YCIOBHATA 3a
BAJIMJTHOCT Ha cepTH(UKaTa 1 HEOOXOAUMHUTE TaHHM 32 UACHTU(PHUIMPAHE Ha 0100peHUs
tun. CepTuUKaThT ce U3rOTBS B ChOTBETCTBUE C npuioxkeHue XII. CboTBeTHUTE YacTu
Ha JIOKyMEHTAallMsATa ce mpuiaraT KbM cepTH(HKaTa, KaTo HOTU(PHUIHUPAHUAT OpraH

ChXpaHsBa KOMHE.
[IpoMenu B Tuma

3asBuTtensaT nHGopMupa HOTU(DHUIIMPAHUS OpPTaH, KOWTO € u3aan ceprudukara 3a EC
M3CJIe/IBaHE Ha THIIA, 32 BCSKA IUTAHWPAHA MPOMSIHA Ha 0JI00PSHHUS THIT WJIA HETOBOTO

npegHa3sHauYeHUE U YCIOBUS 3a ynorpeoa.
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5.2.

5.3.

5.4.

3a MpoMeHH B 0JI0OPEHOTO U3JCIIe, BKIIOYUTEITHO OTPAHUYCHHUS 110 OTHOIIICHUE HA
HETOBOTO INpeIHa3HAYCHHUE U YCIIOBUS 32 yroTpeda, ce M3UCKBA IOITBIHUTEIHO 0I00peHHE
oT HOTU(HUIIMPAHUS OpTaH, KOiTO e u3aan ceprudukara 3a EC uzcneaBane Ha tuna,
KOTaTo TaKWBa MPOMEHHU MOTAaT Jia OBJHSISIT HA ChOTBETCTBHETO C OOIINTE H3UCKBAHHS 32
0€30MacCHOCT U ICUCTBHE WIH C YCIOBUATA, IPEANHUCAHH 3a yIoTpedara Ha MPOAYKTa.
Hotuduuupanust opran pasriexia INIaHUpaHUTE IPOMEHH, YBEIOMSBA IIPOU3BOAUTENS
3a PEIICHUEeTO CH U U3/1aBa JOIIbJIHEHHE KbM nokinana 3a EC u3cnensane Ha Turma.
OnoOpenneTro Ha BCsKa MPOMsIHA Ha 0JI00PEHUS THI Ce U3BBPIIBA o1 (hopmaTa Ha

JOIMIBJIHCHUEC KbM CCpTI/I(i)I/IKaTa 3a EC HU3CICABAaHC HA THUIIA.

3a mpoMEeHH B MPEIHA3HAYCHUETO U YCIOBUATA 32 YIIOTpeba Ha 0100peHOTO U3/eTHe,
OCBEH 32 OIpaHMUYEHUTA IO OTHOLICHHUE Ha MpeIHa3HAYeHUEeTO U yCIOBHATA 3a yroTpeoa,

€ HCO6XOI[I/IMO HOBO 3as4BJICHHUC 3a OLICHABAHE HAa CbOTBCTCTBUCTO.

Koraro npomenute Morar fa 3acersaTt TBbPASHOTO OT MPOU3BOAMUTENS ACHCTBUE WIH
cboTBeTcTBUETO ¢ OC MM ¢ Apyrurte peieHus, u30paHu OT IPOU3BOAUTENS, KOUTO ca
onobpenu cbve ceprudukara 3a EC uzcnenBane Ha Tumna, HOTUGUIIUPAHUAT OPTaH ce
KOHCyJNTHpa ¢ pedepenTHara jaboparopust Ha EC, kosATO € yyacTBaia B MbpBOHAYAIHATA
KOHCYJITalus, 3a /1a c€ MOTBBP/IU 3ala3BaHeTo Ha choTBeTcTBHETO ¢ OC, KOraTo ca
HaJMYHU, WU C IPYTUTE PEIICHUs, U30paHu OT IPOU3BOJUTENIA, 32 Ja OCUTYPH Hal-MaJIKO

€KBMBAJICHTHO HUBO Ha 0€30MaCHOCT U ,I[efICTBPIe.

PedepenTtHara naboparopust Ha EC npeacraBs Hay4HO CTaHOBHUIIE B CPOK OT 60 THH.
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5.5.

KoraTto npomenuTe 3acsirat qeiCTBUETO WM MPEIBUICHATA yIIOTpeOa Ha CHITBTCTBAIIO
uznenue, onodpeHo cwe ceprudukar 3a EC nzcneaBane Ha Tuna, UiM ToBa Aaju TO €
MOAXOJISAMIO C OTJIEe] Ha JIEKAPCTBEHUS MPOAYKT, HOTU(DUIIMPAHUAT OPraH ce KOHCYJITUPA C
KOMITETEHTHHSI OpTaH 3a JICKApCTBEHUTE MPOAYKTH, y4acTBall B IbpBOHAYATHATA
koHcyaTanus, win ¢ EMA. KoHcyaTupaHusT opras 3a JiekapcTBEHUTE MPOTYKTH
MIpe/icTaBsd CTAHOBMILETO CU B Cpok OT 30 JHU ciies MojlyyaBaHe Ha BajuIHATa
JIOKyMEHTAIIMs 110 OTHOIIEHUE Ha poMenuTe. Oo0peHneTo Ha BCsKa €IHa MPOMsHA Ha
0J100peHUs TUII ce U3BBPILBA 0] (hopMaTa Ha TONBJIHEHUE KbM ITbPBOHAYATHHUS

ceprudukat 3a EC nscnensane Ha Tuna.
AJMMHUCTpPATHBHHU pa3nopenou

B npoabmxenne Ha HE TO-MAJIKO OT JIECET IOJIMHU CJIEe/ MyCKaHEeTO Ha Ma3apa Ha
MOCJIETHOTO M3JIEJINE MPONU3BOIUTENAT WIIH YITBIIHOMOIICHUST MY MPEICTABUTEN — KOTaTo
MIPOU3BOIUTEINAT HAMA PETUCTPUPAHO MSCTO HA CTOMAHCKA JEHHOCT B IbpKaBa WICHKa —

ChXpaHsBa HA PA3MOJI0KEHNE Ha KOMIIETEHTHUTE OPraHu:
—  JIOKyMEHTalUsTa o pa3zen 2, BTOpo TUPE,
— UHpOpMaLKATA 32 TPOMEHHTE 110 pasael S,

- kornust ot ceprudukarure 3a EC uzcneaBane Ha TUNa, HAYYHUTE CTAHOBUIIA U

JOKJIaaUuTEC U I[OHT:JIHGHI/I?[T&/ MMPUIOKCHUATA KbM THAX.

[Ipunara ce paznen 7 ot npuinoxkenue [X.
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3.1.

HPHUJIOKEHHUE X1

OLEHABAHE HA CbOTBETCTBUETO

Bb3 OCHOBA HA OCUI'YPABAHE HA KAYECTBOTO HA ITPOU3BOACTBOTO

[Ipon3BoUTENAT OCUTYpsIBa BBBEXKIAHETO HA CHUCTEMATa 3a YIIPaBJIeHHE Ha KaueCTBOTO,
0J100peHa 3a MPOU3BOACTBOTO Ha CHOTBETHUTE M3/ETHs, U3BBPIIBA KpaifHaTa MpoBEepKa Mo

pasnen 3 u MoAJIeKU Ha HAJ30pa 1Mo pa3aen 4.

Koraro npon3BoauTeNsAT M3MBIHABA 38 IbJDKEHUSTA IO pa3aen 1, ToW U3roTss u
chxpansiBa EC neknapaius 3a CbOTBETCTBUE ChIVIACHO WieH 17 u mpuinoxenue [V 3a
W3JIeJINeTo, 00XBaHATO OT MPOIleyparTa 3a OlIEHSIBaHe Ha ChOTBETCTBUETO. C M3/1aBaHETO
Ha EC neknapanus 3a CbOTBETCTBHE CE MPUEMA, Y€ IPOU3BOAUTEIAT FrapaHTUPA U
JIEeKJIapupa, Y€ CbOTBETHOTO U3/IEIUE OTroBaps Ha MPUITOKUMHUTE KbM U3JIETUETO
M3UCKBAHUS HA HACTOSIIIIMS PETJIaMeHT, a u3aenusara ot kiac C u kinac D, moanmoxeHu Ha
W3CJIe/IBaHE HA TUIIA, ChOTBETCTBAT Ha THUIIA, ONMMCcaH B cepTtudukara 3a EC u3cineaBane Ha

THIIA.
Cucrema 3a YHpaBJICHUC HA KAYECTBOTO

HpOI/IBBOILI/ITGJ'DIT mmogaBa a0 HOTI/I(bI/II_II/IpaH OpraH 3a4dBJICHHUC 3a OLICHABAHC HA CUCTCMATa

3a ynpaBlieHUE Ha Ka4eCTBOTO.
3asBIIEHUETO BKIIIOYBA:

- BCUYKHU €JIEMEHTH 110 pa3aen 2.1 ot npunoxenue [X,
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- TexHM4Yeckara gokymeHTauus no npuioxenus 11 u 11l 3a ogo6penure Tunose;

- komnue oT ceprudukarure 3a EC u3cneasane Ha Tumna mo pasnuein 4 oT IpriIoKeHHE
X; ako ceprudukarure 3a EC u3cnenBane Ha THIA ca U3JaICHU OT ChIIUS
HOTU(UIIMPaAH OpraH, 10 KOTOTO € MOAAICHO 3asBICHUETO, B 3asIBJICHUETO CE
BKJIFOYBA U MO30BaBaHC HA TCXHUYCCKATAa JOKYMCHTAIIUA U HellHuTe AKTyaJIu3upaHu

BEPCUU M Ha M3/IaJICHUTE cepTH(UKATH.

3.2. [Ipunaranero Ha cucTemaTa 3a yIpaBJIeHUE Ha KaU€CTBOTO € TaKOBa, Y€ Jla TapaHTHpa Ha
BCEKHU €/IMH €Tall CbOTBETCTBHUE C THIIA, ONIUCaH B cepTudukara 3a EC uscneapane Ha tuna,
U C pa3nopen0uTe Ha HACTOSIINS PErJIaMEeHT, KOUTO ce MpuiaraT KbM U3/e1uATa,. Benuku
€JIEMEHTHU, U3UCKBAHUS U NIPEINUCAHUS, IPUETH OT IPOU3BOAUTEINS 3a HETOBaTa CUCTEMA
3a ympaBiieHHe Ha Ka4eCTBOTO, CE JOKYMEHTHPAT PEIOBHO M CUCTEMAaTHUYHO o1 hopmara
Ha HApBYHMK M0 KaYECTBOTO U MUCMEHU MOJUTUKYU U MPOLETYPHU, HAIIPUMED IIPOTrPAMHU IO

Ka4dy€CTBOTO, IIJIAHOBE ITO KAYECTBOTO M 3aIIMCH IO KAYECTBOTO.

HO-KOHerTHO B Ta3W JOKYMCHTAaIUA C€ BKIIIOYBA MOAXOAAIIO OIMMMCAHUE HAa BCUYKHU

€JIeMEHTH TI0 pa3zaen 2.2, OykBu a), 0), T) u 1) ot mpuioxxenue [X.
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3.3. [Ipunara ce pasaen 2.3, mbpBa U BTOpa aliiHes OT npuiiokeHue 1X.

AKO cucTemara 3a ynpasJI€HUE Ha Ka4eCTBOTO TapaHTHpa, Y€ U3CIINATA CbOTBETCTBAT HA
THMAa, onucaH B ceprudukata 3a EC usciensane Ha Tuna, U Ha CbOTBETHUTE pa3nopeaon
Ha HAaCTOALIMS PerIaMeHT, HOTU(UIMPAHUAT OpraH u3aasa ceprudukar 3a EC
OCUTYpsIBaHE Ha KAYECTBOTO Ha MPOU3BOACTBOTO. HoTH(UITMpaHUAT OpraH yBe1oMsBa
IIPOM3BOAUTEIS 3a PELICHUETO CH Jla n3aae ceprudukar. Permennero BKIOUBa

3aKJIFOYCHUATA OT OJIUTA HA HOTU(UITUPAHUS OPTaH U MOTHBHPAHA OIICHKA.
3.4. [Ipunara ce paznen 2.4 ot npunoxenue [X.
4. Hanzop

[Ipunarar ce pasaen 3.1, paszgen 3.2, nepBo, BTOPO U YETBBPTO TUPE, pasaenu 3.3, 3.4, 3.6

u 3.7 ot npunoxenue [X.
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3. [IpoBepka Ha MpoOU3BEACHUTE U3EIU OT Ki1ac D

5.1. 3a uznenusTa ot kiac D, Mpou3BOAUTENAT U3BBPIIBA U3NUTBAHUS HAa BCAKA MMPOU3BECHA
naptuna uzgenus. Ciaea NpUKII0YBaHe Ha TPOBEPKUTE M U3MHUTBAHUSITA TPOU3BOTUTEIIAT
He3a0aBHO M3Mpalla Ha HOTUQHUIIMPAHUS OPTaH ChOTBETHUTE JAOKIAIH 32 TE3U
n3nuTBanus. OCBEH TOBA MPOU3BOIUTEINAT MPEICTaBs HA HOTU(DUIIMPAHHS OpTaH 00pa3Iu
OT MPOU3BEXKIAHUTE U3ACINS WU TAPTUIN U3/ICTINS ChIVIACHO TIPEABAPUTEIIHO
JIOTOBOPEHH YCIIOBUS U TTOAPOOHM MpaBuUiia, KOUTO BKIIOUBAT 3aIBJIKEHUETO 32
HOTHU(GUIMPAHUS OPTaH WIH MPOU3BOIUTEINS 1a U3Ipalla 00pas3iy OT MPOU3BEXKAAHUTE
W3JIeNHs UK apTUAM u3ienus Ha pedepentHa nadopatopus Ha EC, korato uma
ompezaeneHa nadopatopus ceritacHo wied 100, 3a 1a ce U3BBPIIAT MOIXOISIINUTE
nabopaTtopHu u3nutBanus. Pedepentnara nabopatopus Ha EC nnpopmupa

HOTU(UIMPAHUS OPTaH 3a 3aKII0UYECHUATA CH.

5.2. [Tpoun3BoauTENAT MOKE JIa TTyCKa U3JISTUATA Ha TTa3apa, OCBEH KOTaTO HOTH(UITUPAHUST
OpraH yBeJOMHU IIPOU3BOJUTENS B PAMKUTE Ha JJOTOBOPEHHUS IEPUO]T OT BpEME, HO HE T0-
KbCHO OT 30 IHU cieq mofdy4yaBaHe Ha 0OpasluTe, 3a BCAKO APYTO pelIeHHe,
BKJIFOYUTEIIHO, TO-KOHKPETHO 3a BCSKO YCJIOBHE 3a BAJIUJAHOCTTA HA U3/IaJICHUTE

CepTU(HKATH.
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6. AJIMUHUCTpPATUBHU pa3noperon

B npoabmkenne Ha HE TTO-MaJIKO OT JIeCET TOJIMHU CJIe/ MyCKaHEeTO Ha Ma3apa Ha
MOCIIETHOTO U3/IETTUE MPOU3BOAUTEIIAT UIH YII'BIHOMOIIEHUSAT My TIPEICTaBUTEN — KOTaTo
MIPOU3BOUTENAT HAMA PETUCTPUPAHO MSICTO HA CTOMAHCKA JEHHOCT B IbPKaBa YICHKa —

ChXpaHsBa Ha pa3IoJI0KEHNE HA KOMIIETEHTHUTE OpPraHu:
— EC nexnaparnusita 3a CbOTBETCTBHE ,
- JOKYMEHTalusTa o paszaen 2.1, nero tupe ot npuinoxenue [X,

- JOKyMEHTalnusTa mo paszaen 2.1, ocmo tupe ot npuiioxenue [X, BKIIIOUUTETHO

ceprudukata 3a EC uscneapane Ha Tuna mno npuiaoxenue X,
— uH(pOpMaLs 3a MPOMEHUTE 1o paszzaen 2.4 ot npuwioxenue X, n

—  peueHHsATa M JOKJIAAUTE OT HOTH(GHUUMpaHUs opraH no paszaenu 2.3, 3.3 u 3.4 ot

npwioxenue [X.

[Ipunara ce paznen 7 ot npuinoxkenue [X.
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HPUJIOKEHUE XIT

CEPTUOUKATH, USJAAEHN OT HOTUDOUIIMPAH OPI'AH

I'nasa I.

OO0 N3NCKBaHNA

1. Ceprudukatute ce U3roTBAT Ha €AWH OT opuIIMaTHUTE e3uli Ha Chro3a.
2. Bceku ceptudukar ce oTHacs camo 3a eHa Mpoleaypa Mo OLIEHIBaHE Ha ChOTBETCTBUETO.
3. CepTtudukatute ce n3aBat caMmo Ha €IMH Mpou3BoauTelN. FiMeTo u afpechT Ha

MIPOU3BOIUTEIS, BKIIIOUEHH B CEPTU(HUKATA, Ca CHIIUTE KATO PETUCTPUPAHUTE B

€JIEKTpPOHHATa CUCTEMA 110 YJieH 27.

4. OOxBaThT Ha cepTUPUKATHTE OMUCBA TT0 HEJIBYCMHUCIICH HAYMH 00XBaHATOTO(HTE)

n3aenve(st) Wik U3Aevs:

a)  ceprudukature 3a EC oneHsiBaHe Ha TeXHUUYECKATa JOKYMEHTAIIHS U
cepruukarure 3a EC uzcneaBane Ha THUNa BKIIOYBAT SCHA UACHTU(DUKAIIHS,
BKIIFOUHUTCIIHO HAMMCHOBAHHUEC, MOJCII U THUII HA I/IS,Z[CJII/ICTO(}ITH), npeaHa3HaA4YCHUCTO,
IMOCOYCHO OT MPOU3BOAUTCIIA B MHCTPYKIIUUTC 3a yHOTpe6a, BBB Bpb3Ka C KOCTO
U3JIEIMETO € OLICHEHO B paMKHUTE Ha MPOLEAypaTa 3a OleHsIBaHE Ha ChOTBETCTBUETO,
Kkiacudukanuara B 3aBUcUMocT oT pucka u 6azoB UDI-DI cwrimacuo wien 24,

naparpad 6;
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0) ceprudukarure 3a EC cuctema 3a ynpasieHue Ha KaY€CTBOTO U CEPTUHUKATHUTE 3a
EC ocurypsiBane Ha Ka4eCTBOTO Ha IPOM3BOJICTBOTO BKIFOYBAT UACHTU(DHUKAIHITA
Ha M3JICNHUATA WU TPYIUTE U3ACTHs, Kiacu(HUKAIUsATa B 3aBUCUMOCT OT PUCKA,

KaKTO U NPCAHA3HAUCHUCTO.

5. Hotudunupanust opran Tpss6Ba 1a MOKe IPU NOUCKBAHE J1a TIOKaXe KO (OTIEIIHN)
nznenus ca o0xBaHatu ot ceprudukara. HorudunupanusT opran ycTaHOBSIBa CUCTEMA,
KOSITO TIO3BOJISIBA OTIPEACIISTHETO HA M3/ICTHSITa, 00XBaHATH OT CEPTUPHUKATA, BKIFOUUTEITHO

TAXHaTa KJ'IaCI/I(bI/IKaHI/ISI.

6. Ceprtudukature ChIbpXKaT, aKo € MPUI0KUMO, OETIEKKa, e 3a IyCKaHEeTO Ha Ia3apa Ha
nzaenueTo(sra) , 00XxBaHaTo(M) OT TO3M CepTU(UKAT, C€ U3UCKBA JIPYT CepTU(UKAT,

HU3JaACH B CbOTBCTCTBUC C HACTOAIIUA PCTIIAMCHT.

7. Ceprudukarure 3a EC cucremara 3a ynpasiieHHe Ha KauecTBOTO U cepTudurarute 3a EC
OCUTYpSIBAHE Ha Kau€CTBOTO Ha MMPOU3BOACTBOTO 3a CTEPUIHUTE U3AEIHS OT Kilac A
BKJIIOYBAT J€KJIapanys, 4e HOTU(PULIUPAHUAT OpraH € HalpaBWI OJUT Ha CUCTEMaTa 3a
ylpaBJIeHUE Ha KaYeCTBOTO, OTPAHUYEH JI0 aCIEKTUTE Ha POU3BOJCTBOTO, CBBP3aHU C

OCUTYPSABAHCTO U MOAABPIKAHCTO HA CTCPUIIHH YCIIOBUS.

8. [Ipu nombBaHe, M3MEHEHHE WM TIOBTOPHO U3/aBaHEe Ha cepTU(UKAT B HOBHS cepTU(UKAT
ce IM0CcOoYBa MPEIXOAHUAT cepTU(UKAT U JaTaTa My Ha W3JaBaHe, 3a€THO C BHECCHUTE

U3MCHCHUA.
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I'nasa Il.

MuUHUMAJITHO CHABbPKAHUE HA cepTUUKATUTE

1. uMe, afpec U UACHTU(PHUKAIIMOHEH HOMEP Ha HOTU(UIIMPAHHS OPTaH;

2. HME U aJIpec Ha MPOU3BOJUTENS U aKO € MPUJIOKUMO — Ha YITbJIHOMOIICHHUS
MIPEJCTABUTEIT;

3. YHMKaJICH HOMEp 3a UJeHTU(UIpaHe Ha cepThdUKaTa;

4. ako Beue e u3naaeH, EPH Ha npousBonuTens mno uieH 28, maparpad 2;

5. JlaTa Ha U3/1aBaHe;

6. CPOK Ha BaJIMIHOCT;

7. JAaHHU, HEOOXOMMH 3a HEJIByCMHCIICHA UICHTH(PHUKALNS Ha U3MIEIUETO(STa), KOTaTo €

MIPHUITOKUMO CBITIACHO IMOCOYCHOTO B pasaci 4 oT HACTOAIIOTO IMPUITTOKCHUC,

8. dKO € HpI/IJ'IO)KI/IMO — IIOCOYBAHC Ha Hpe,ZLXOI[HI/I CepTI/I(l)I/IKaTI/I CbI'J1IaCHO paszlen 8 OT IJ1aBa
I
9. II0O30BAaBAHC HA HACTOALIUS pernaMeHT U CBOTBCTHOTO HpI/IJIO)KeHI/Ie, CBhbI'JIaCHO KOCTO €

HU3BBPIICHO OLUCHABAHCTO HA CbOTBECTCTBHUETO,

10. WU3BBPUICHU U3CIIEIBAHUS U U3NUTBAHUS, MPENPATKH KbM chOTBeTHUTE OC,

XapMOHHM3UPAHU CTaHIAPTH, JOKJIAIA OT U3MUTBAHMS M OJUTEH(M) TOKIa(H);

10729/4/16 REV 4 3
IMPMJIOXEHUE XII BG



11.

aKO € IMPUJIIOKUMO — IMO30BaBaHC HAa CbOTBCTHUTEC YaCTHU OT TCXHUYCCKATa TOKYMCHTAlUA

WU IPYTH cepTU(HUKATH, N3UCKBAHU 3a ITyCKaHETO Ha Ta3apa Ha 00XBaHATOTO(UTE)

n3aenue(s);

12. aKo € MPUIOKUMO — UH(pOpMaIus 3a HaJA30pa OT HOTU(ULIMPAHHS OPTaH.

13. 3aKJIFOYEHUS OT OICHSIBAHETO HA CHOTBETCTBUETO, M3BBPILIECHA OT HOTU(DUIIUPAHHS OpTraH
BBB BPB3Ka C MPUIOKUMOTO NMPUIIOKECHHUE;

14. YCJIOBHS 32 BaJUIHOCTTA UM OTPAaHUYCHHS Ha BAJTMJIHOCTTA HA CEPTH(UKATA;

15. MMPaBHOOOBBP3BAII] TIOJMUC HA HOTU(GUIIUPAHUS OPTaH ChITIACHO MPHIIOKUMOTO
HAI[MOHATTHO TPABO.
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HPUJIOKEHUE XIIT

OLIEHKA HA JIEUCTBUETO, USIIUTBAHUS HA JEMCTBUETO
U TIPOCJIEJIIBAHE HA JEMCTBUETO CJIE[ ITYCKAHE HA ITA3APA

Yact A:

Or1ieHKa Ha JefiCTBUETO U U3MNUTBAHUA Ha JEHCTBUETO
1. OLIEHKA HA I[EﬁCTBHETO

OnenkaTa Ha JEHCTBUETO Ha J1aJICHO U3/IENIHNE € HEMPEKbCHAT MPOIIEC, TPU KOWTO TaHHUTE
Ce OLICHSBAT M aHAJIM3MPaT, 3a Ja C€ JOKaKaT Hay4YHATa BAIUHOCT, AHATUTUYHOTO
JEHUCTBUE U KIMHUYHOTO JEHCTBHE HA ChOTBETHOTO U3JIEIINE, C OTJIe] Ha
MIpEeIHa3HAYEHUETO MYy, JEKIapupaHo oT mpousBoauTels. [Ipon3BoaguTensaT nu3rorss u
aKTyaJIn3Mpa IUIaH 3a OLIEHKa Ha JEHCTBUETO, YUATO LIET € J1a CE MJIaHUpa, HEMPEKbCHATO
U3BBpIIBA U JOKYMEHTHpPA OLIEHKaTa Ha JeHcTBUETO. [ 1aHbT 3a OLleHKa Ha AEHCTBUETO
[I0COYBA XapaKTEPUCTUKUTE U JEHCTBUETO HA U3JIETUETO, KAKTO U MPOLECa U KPUTEPUUTE,

IIpujIaraHv 3a HaOaBsHE Ha HCO6XOI[I/IMI/ITC KIMHHUYHH JOKa3aTcJICTBA.

OI_IGHKaTa Ha JIEUCTBUETO € H34cepIiaTeiina u O66KTI/IBH8., KaTO OTYHTA KaKTO

TOJIOKUTCIITHUTC, TdKa U OTPULATCIIHUTC JaHHU.

Heiinara 3a16100u€HOCT 1 00XBAT ca MPOMOPILHOHAIHYU U LEJIEChOOpa3HU ¢ OrJIe]] Ha
XapaKTePUCTHKHUTE Ha U3JICINETO, BKIFOUUTEITHO PUCKA, Kilaca Ha PUCKa, AEWCTBUETO U

MpeIHa3HAYEHUETO MY.
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1.1. IIman 3a oreHKa Ha AEHCTBUETO
Kato 006110 npaBuiio, IiiaHbT 3a OIIEHKA Ha JICHCTBUETO BKIIIOYBA HAl-MaJIKOTO:
- cnenuduKanys Ha MpeJHa3HAaueHUETO Ha U3IEIHNETO;

— CHeI_II/I(I)I/IKaI_II/IH Ha XapaKTCPUCTUKUTEC Ha U3CITUCTO CBIVIACHO IMTOCOYUCHOTO B I'NlaBa

I1, paznen 9 u rnasa 11, pazgen 20.4.1, GykBa B) oT npuioxenue I;

— cnenuUKanus Ha aHATUTHYHIS TAPAMEThP WM MapKepa, KOUTO C€ ONPEICIIST OT

U3/ICITUETO;
— crienuuKanys Ha MpeABUeHATa YIIOTpeOa Ha U3CIHETO;

- UAeHTUQUKAIMS Ha cepTUdULIUpaHuTe peepeHTHN MaTepHaIl Wik peepeHTHUTE
IPOLEAYPH 3a U3MEPBAHE, C KOETO CE J1aBa Bb3MOXHOCT 32 METPOJIOTMYHA

IIPOCJIEIUMOCT;

- sACHA MMOCOYBAHC HA NPCABUACHUTC LECJICBU I'PYIIN MAOIWCHTH C ACHU YKa3aHu,

OIrpaHUYCHHA U ITPOTHBOIIOKA3aHUA,

- MTOCOYBAaHE HA OOIINTE U3UCKBAHUS 32 0€30MaCHOCT U JICCTBUE, MPEIBUICHU B
pazaenu 1— 9 ot npunoxkenue I, KOUTo € HeOOXOANMO Aa ce MOJKPEIST ChC
CHhOTBETHA Hay4YHA BAIMIHOCT U C aHAJTUTHYHU JIaHHU U TaHHU 33 KIHHUIHOTO

JICUCTBHUE;
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- CHGHI/I(i)I/IKaHI/ISI Ha METOAUTEC, BKIIIOUHUTCIIHO MMOAXOAAIIN CTATUCTHYCCKH
HHCTPYMCHTH, U3II0JI3BAHU 34 IPOYYBAHC HA aHAJIUTUYHOTO U KIIMHUYHOTO HeﬁCTBHe
Ha U3ACJINCTO, HA OTPAHUYICHUATA HA U3ACTIUCTO U HA I/IH(I)OpMaI_II/IHTa, npeaocCTaBsAaHa

OT HETO,

— ONMCAaHNE Ha Hall-HOBUTE HAyYHHU JOCTH)KEHHUSI, BKIIFOUUTEIHO IIOCOYBAHE HA
CBHOTBETHUTE ChLIECTBYBalM cTaHaapTu, OC, JOKyMEHTH 3a HACOKU WM Hall-100pu

IIPaKTUKH;

- ITIOCOYBAaHE U CHCHI/I(I)I/IKaHI/IH Ha mapaMEeTpuTE, KOUTO Aa CC U3IOJI3BAT 3a
OIpCACIIAHC, Bb3 OCHOBA Ha Hal-HOBUTE HAay4YHH OOCTHKCHUS B obnacrtra Ha
MCUIMHAaTa, Ha IIPUCMIIMBOCTTA HA CbOTHOUMICHUCTO MCIK/TYy PUCKA U IMOJIBUTC BHB
BPB3Ka C HpeI[HaBHa‘{eHI/IGTO(SITa) 1 3a aHAJIMTUYHOTO U KIMHHUYHOTO IIGI\/'ICTBI/IG Ha

U3JIETTNETO;

— 3a coryepa, KBaTu(UIMPaH KaTo U3JIeJTUe — MOCOYBAHE U CIICIM(PUKAIINS HA
pedepeHTHH 0a3u JaHHU M IPYTH U3TOYHHIIM HA JAHHU, H3TIOJI3BAaHH KaTO OCHOBA 32

B3CMAHCTO HA PCIICHUA OTHOCHO TO3U CO(i)Tyep;

— KpaTKO OIMCaHME Ha Pa3IMYHHUTE eTallu Ha pa3paboTBaHe, BKIIOUUTEIHO
NIOCJIEZI0BATEIHOCTTA U CPEICTBATA 3a ONPECIIIHE HAa HayYHAaTa BaJUIHOCT,
AQHAIUTUYHOTO U KIIMHUYHOTO JICHCTBHUE, BKIFOUUTEITHO IOCOYBAHE HA OCHOBHUTE

€Tallkd U OIMMMCAHUC Ha Bb3MOXHUTC KPUTCPHUH 3a IIPUCMAHE;

— IJIaH 3a IMPOCJICASIBAHC HA JEUCTBUETO CJIeH ITyCKaHC Ha I1a3apa Imo 4acT bor

HACTOAIIOTO IIPHUIIOKCHUC.

AKo cBIriacHo IUIaHa 3a OIICHKA Ha HGI)JICTBI/ICTO HSKOM OT ITIOCOYCHUTE IMOo-rope CJICMCHTHU
HC CC CUMTa 3a MOAXOAA MOpaaArd KOHKPECTHUTC XapaKTCPUCTHKHU HA U3CIUCTO, B IJIaHA

CC IMpeaAcTaBs 000CHOBKA 3a TOBA.
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1.2. Jloxa3BaHe Ha HayYyHATa BaJIMIHOCT U Ha aHATTUTUYHOTO M KJIMHUYHOTO JCHCTBUE:!
Kato 00611 MeTo0s10TueH pUHITUI TPOU3BOAUTEIIAT MIPABU CIAEIHOTO:

— Ype3 CUCTEMATHUYUCH IIPCTIIC Ha HAYyUHATA JIMTCPpATypa OIPECACIIA HAITUMIYHUTC JdHHU
OT 3HAYCHHUC 3a U3ACIIMECTO U HCTOBOTO IIPEAHA3HAYCHNUEC U YCTAHOBsIBA

CBCHTYAJIHUTC OCTaBalllld HCPCIICHU HpO6HeMI/I HJIU MPOIMYCKH B JaHHUTC,

- OLCHABA BCUYKU JAHHHW OT 3HAYCHHEC YPE3 OLCHKA HAa IPUTOAHOCTTA UM 3a

OmnpeacIAHC Ha 0e30ImacHoCTTa U JICHCTBUETO HA U3aCINCTO,

- Ha0aBs HOBH WU JOIIbJIHUTCIIHU JaHHHU, HCO6XOI[I/IMI/I 3a pCllaBaHC Ha HCPCIUICHUTC

BBIIPOCH.
1.2.1. Jloxa3BaHe Ha Hay4yHAaTa BaJIUTHOCT

HpOI/IBBOI[I/ITGJBIT AOKa3Ba HaydHaTa BaJIMJHOCT Bb3 OCHOBA HAa CIUH OT CJICIHUTC

HU3TOYHHIIU UJIN Ha KOM6I/IHaHI/I$[ OT TAX:

- CbOTBETHA I/IH(bOpMaHI/ISI 34 Hay4YHaTa BAJIMAHOCT HA U3ACIUATA, U3MCPBAIllU ChIIUA

aHAJIUTUYCH MTapaMeThp WU MapKep;
- Hay4Ha (peLeH3upaHa) JUTepaTypa;

- KOHCCHCYCHHU CKCIICPTHU CTaHOBI/IH_[a/HO3I/II_II/II/I OT CBOTBCTHUTC HpO(bQCI/IOHaHHI/I

CAPY>KEHUS;
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- PE3yJITaTU OT U3MMUTBAHUA 3a JOKA3BAHC Ha KOHICIIIMUATA,
- PE3YJITaTU OT U3MMUTBAHUA HAa KIIMHUYHOTO HeﬁCTBHC.

HaquaTa BAJIMAHOCT HAa AHAJIUTUYIHUSA PE3YJITAT UJIN MapKepa CC NO0Ka3Ba U JOKYMCHTHPA

B JIOKJIaJa 32 HAyYHATa BaJUIHOCT.
1.2.2. Jloka3BaHe Ha aHAIMTUYHOTO JCHCTBUC

HpOI/I3BOI[I/IT€J'I$IT JOKa3Ba aHAJIUTHYHOTO I[Gf/iCTBPIG Ha U3ACJIMCTO BBB BPb3Ka C BCUYKU
napaMmeTpu, onucanu B pasaen 9.1, Oyksa a) oT npusiokeHue I, ocBeH ako Moxe Jaa ce

000CHOBE, Y€ J]a/IeH MapaMeThp € MPOITyCHAT, Thil KaTO € HETIPUIIOKHM.

Karo O6H_IO IMPpaBUJIO AHAJIUTUIHOTO JICICTBHE BUHAIM C€ JJOKa3Ba B3 OCHOBA Ha

HU3IIUTBAHUA HA aHAJIUTHYHOTO I[CﬁCTBHG.

3a HOBUTE MAapKEpH WU APYTU MapKepH, 32 KOUTO HE CHILIECTBYBAT MTOAXOIAIIN
pedepeHTHH MaTepraii Wik peQepeHTHH MPOLEIYPH 3a U3MEPBaHEe, MOXKE Ja HE €
BB3MOXHO J]a C€ JJOKaKe BAPHOCT. AKO HsMa CPaBHUTEIIHA METOJH, MOrar Jia ce
M3II0MI3BAT Pa3InYHU ITOAXOHU, aKO C€ JOKaXKe, Y€ T ca MOAXOAAIH, HAIPUMED
CpaBHEHHE C IpYT'H J00pe JOKyMEHTUPAaHU METOIU UM KOMOMHHUPAH pedepeHTeH
cranzaapt. [Ipu nunca Ha TakMBa MOAXOIU CE U3UCKBA M3NIUTBAHE HA KIMHUYHOTO
NEICTBHE 3a CPAaBHEHUE HA JIECTBUETO HA HOBOTO M3/IENIME C TEKYIllaTa CTaHJapTHA

KIIMHUYHA ITPAKTHUKA.
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AHaTUTHIHOTO I[eflCTBI/Ie CC IOKa3Ba U JOKYMCHTHpPA B AO0KJIaaa 3a AaHAJIUTHIHOTO

TIEUCTBUE.
1.2.3. Jloka3BaHe Ha KIMHUYHOTO JCHCTBUE
[Ipon3BoauTEeNAT NOKA3Ba KIMHUYHOTO JIEWCTBHE HA U3AEIUETO BbB BPBh3Ka C BCUUKU
napamMmeTpu, onrcanu B paszaen 9.1, 6yksa 6) ot npuiokenue I, ocBeH ako ce 000CHOBe, 4e
Ja7ieH TapaMeThp € MPOIyCHAT, Thil KaTO € HEMPUIIOKHUM.
Knunnunoto neiicTBre Ha JalleHO U3JIENNE Ce TOKa3Ba Bb3 OCHOBA HAa €QUH OT CJIECIHUTE
M3TOYHUIN I HA KOMOHHAIINS OT TSIX:
- W3MUTBAaHUS HA KIIMHUYHOTO JICHCTBHE;
- pelLeH3upaHa HayyHa JIUTepaTypa;
- myOJIMKAIY 32 ONKTA, HATPYIIAaH MpH 00MYaitHO JUArHOCTUYHO TECTBAHE.
[IpoBexnar ce M3NUTBaHKS HA KIMHUYHOTO JIEMCTBHUE OCBEH aKO HE € MPEICTaBEHA
HaJJIe)KHa 0OOCHOBKA 33 M3MOJI3BAHETO HA JIPYTH U3TOYHUIM HA JaHHH 32 KIIMHUYHOTO
JIEUCTBUE.
KimanuHOTO NelicTBHE ce T0Ka3Ba U JOKYMEHTHPA B TOKJIaJa 32 KIMHUYHOTO JEHCTBHE.
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1.3.

1.3.1.

1.3.2.

Knuanaay moka3aTelicTBa U JIOKJIa] 3a OICHKA Ha JSHCTBHUETO

[Ipou3BoauTeNAT MpaBy OLEHKA HA BCUYKH ChOTBETHU JaHHU 32 HaAy4YHATa BaJIUIHOCT U 3
AHATUTUYHOTO U KIIMHUYHOTO JCHCTBHE, 32 J]a YOCTOBEPU CHOTBETCTBUETO HA U3IEIHETO
CH ¢ 00IIMTE U3UCKBAHUA 32 0€30MaCHOCT U JeiCTBHE 10 npuioxkenue [. O6emMbT u
Ka4yecTBOTO Ha TE3 JIaHHH JaBaT Bb3MOXKHOCT Ha MPOU3BOAUTEIS 1a HAPaBU
KBaJTM(HUIIMPAHO OLEHIBAHE AN M3IEIUETO M€ TOCTUTHE MPEJIBUICHUTE KITMHUIHA(H)
nosi3a(u) 1 0€30MacHOCT, KOraTo c€ U3I0JI3Ba, KaKTO € MPEIBUIEHO OT IPOU3BOIUTEIS.
JlaHHMTE U 3aKIIIOYEHUSATAa OT TOBA OLICHSBAaHE MPEACTABIABAT KIMHUYHUTE 10Ka3aTeICTBa
3a ToBa u3Aenue. KnmHuyHUTE M0Ka3aTencTBa MOTBBPKAABAT HAYUHO, Y€ ThPCCHHUTE
KIMHUYHA(K) mon3a(u) 1 6€30MacHOCT 1ie OBAaT MOCTUTHATH B ChOTBETCTBUE ChC Hali-

HOBUTC HAYYHU JOCTUKCHHUA B 06HaCTTa Ha ME€AulHara.
Jloknaz 3a olieHKa Ha AEHCTBUETO

Knunnunute nokasarencrBa ce JOKYMEHTUPAT B JOKJIA] 3a OLIEHKA Ha AeicTBUETO. To3un
JTOKJIa/] BKJTIOUBA JTOKJIaa 3a Hay4YHaTa BAJIMTHOCT, TOKJIa/a 32 aHATUTHIHOTO JICUCTBHE,
OKJIaJa 3a KIMHUYHOTO NEeHCTBUE U OLIEHIBAaHE Ha TE3M JOKJIAIH, TaKka Ye Ja € Bb3MOKHO

Jla c€ IEMOHCTPUPAT KIMHUYHUTE J10KA3aTEJICTBA.
JIOKIaabT 3a OLICHKA Ha JIEHCTBUETO BKIIIOYBA I10-CISIIHAIHO:
— 000CHOBKaTa 3a MOIX0/1a, BE3MPUET 32 ChbOUpaHe HA KIMHUYHUTE J10KA3aTEJICTBA;

— METOJIMKAaTa 3a CIPAaBKU B HayyHaTa JUTepaTypa, IPOTOKOJIA 3a CIIPaBKU B HayyHaTa
JaUTepaTypa M IOKJIaJl 32 HAallpaBeHHUTE CIIPABKU B HaAyYHATa JUTEpaTypa BbB Bpb3Ka

C mperJjes Ha JUTepaTypaTta;
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— TCXHOJIOTHUATA, HA KOATO CC OCHOBaBa U3JACIUCTO, MPECAHAZHAYCHHUECTO HA U3CTIUCTO

Y TBBPJACHHUATA OTHOCHO JICUCTBUETO MM 0€30MaCHOCTTA Ha U3/IEIINETO;

— €CTECTBOTO U 00XBaTa Ha Hay4YHaTa BaJIMJAHOCT U HA JAHHUTC 34 dHAJIUTUYIHOTO U

KIIMHHUYHOTO HeﬁCTBHC, KOHUTO Ca OICHCHH,

— KJIMHAYHUTE JOKA3aTeJICTBA KaTO IIPUEMIIMBU PE3YJITATH IIPU CPABHEHUE HA-HOBUTE

JIOCTIKEHMS B 001aCTTa HA MEIUIIMHATA;

— BCHYKHM HOBH 3aKJIIOUYCHUSA, IMOJTYYCHH OT JOKJIAAUTE 3a IMPOCJICAABAHCTO HA

JEHCTBUETO CJIe]] ITyCKaHe Ha Ma3apa ChIJIAaCHO YacT b OT HACTOAIIOTO MPHIIOKCHHE.

1.3.3. KinauyH#uTe H0OKa3aTEICTBA U TIXHOTO OICHIBAHE B JOKJIAIa 3a OLIEHKA Ha JIEHMCTBUETO CE
aKTyaJU3UpaT Impe3 LI eKCIUI0aTal[MOHEH CPOK Ha ChOTBETHOTO U3JIENUE C JaHHUTE,
HOHy‘IeHI/I oT npymaraHeTo Ha IIJIaHa Ha HpOI/I3BOI[I/IT€JI$I 3a HpOCJIC,Z[}IBaHe Ha ,Z[GI\/JICTBI/IGTO
cJIe]1 MMyCKaHe Ha Ma3apa B CbOTBETCTBHUE C 4acT b OT HACTOSIIIOTO MPUITIOKEHHE, KATO YaCT
OT OIlEHKaTa Ha JICUCTBUETO U CHCTEMAaTa 3a Ha/I30p CJIe]I yCKaHe Ha Mma3apa, MOoCOYeHa B
yined 10, maparpad 9. JloknaabT 3a orieHKa Ha IEWCTBHETO € YacT OT TEXHUYECKaTa
JOKYMEHTaIus. B TexuudyeckaTa TOKyMEHTAlMs C€ BKIIIOYBAT KAKTO MOJIOKHUTEITHUTE, TaKa

" OTPUHATCIHUTC JaHHU, B3CTHU NPCABUJ ITPHU OLICHKATa Ha I[eﬁCTBHeTO.
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2.1

2.2.

2.3.

2.3.1.

N3IMMTBAHUA HA KIIMHUYHOTO I[EI7ICTBI/IE
Ilen Ha M3nMUTBaHUATA HA KIMHUIHOTO ACHCTBHE

[lenTa Ha M3NUTBAHUATA HA KIMHUYHOTO ACHCTBUE € Ja CE YCTAHOBAT WU IOTBBPIAT
aCIIEKTH OT JACHCTBUETO HA U3CIIMETO, KOUTO HE MOraT J1a Ce OMPEIEIAT Ype3 U3IUTBAHUS
Ha aHAJIMTUYHOTO JICHCTBHE, HAYYHA JINTEpaTypa W/WIK NPEaX0/IeH ONHUT P 00NYaifHO
JMarHOCTUYHO TecTBaHe. Ta3u nHOpMAaIHs ce U3I0JI3Ba 3a JOKa3BaHE Ha ChOTBETCTBHETO
C TMIPHJIOKUMUTE OOIIN U3NCKBAHUS 32 O€30MMaCHOCT | JICHCTBHE BB BPH3Ka C KIMHUYHOTO
neicreue. Korato ce npoBexaaT M3NUTBaHUS HA KIMHUYHOTO JEHCTBUE, ITOJIyYCHHUTE
JJAHHU Ce U3II0I3BAaT 3a OLICHKA Ha JICWCTBUETO U €A YacT OT KIIMHUYHUTE JOKA3aTeJICTBA 3a

n3aCIncTo.
Etnann MMPUHIUIIN TTPU U3NTUTBAHUATA HA KIIMHUYHOTO I[CﬁCTBPIG

Bcsiko neiicTBre Npy U3NMUTBAHETO HA KJIIMHUYHOTO AEHCTBUE, OT TbPBOHAYAIIHOTO
pasriexaaHe Ha HE0OX0UMOCTTa M 00OCHOBKATa HA U3MMMTBAHETO /10 MyOJIMKYBaHETO Ha

pe3yaTaTuTe, Ce U3BBPIIBA ChbOOPA3HO MPU3HATUTE CTUYHH MPUHIIAIIN.
MeTtoau 3a U3MUTBAHUS Ha KIMHUYHOTO JIEUCTBUE
Tun nu3aiid Ha U3OUTBAHETO HA KIMHUYHOTO JACUCTBUE

M3nmuTBanusaTa Ha KIMHUYHOTO I[GflCTBHG CC MPOCKTUPAT TaKa, Y€ MAKCUMAJIHO [1a CC
YBCIIWYHX 3HAUYCHUCTO HAa JAHHUTEC, KAaTO CBIICBPCMCHHO C€ MUHUMU3UPAT Bb3MOXKHHUTC

OTKJIOHCHMUA.
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2.3.2.

Ilnan 3a u3nuTBaHe HA KIMHUYHOTO AEHCTBUE

WsnurBannsaTa Ha KIMHUIHOTO HeﬁCTBHe CC€ U3BBHPIIBAT B3 OCHOBA Ha IIJIaH 3a U3IIUTBAHC

Ha kimHnYHOTO nericteue (ITUKI).

B HI/IKI[ CC OIMHUCBAT OCHOBAHUATA, HCIIUTE, IPOCKTHT U MPECATIOKCHUAT aHAJIN3,

MCTOJHUKaTa, HaGHIOI[eHI/IGTO, MMPOBCIKAAHCTO U CbXPAHABAHCTO HA PE3YJIITATUTC OT JaACHO

U3OUTBAHE Ha KIUHUYHOTO JAeicTBHE. TOI BKIIOYBA MO-COEIHMAIHO CIeqHaTa

nHpopmManus:

a)

6)

CAUHHUA I/II[CHTI/I(i)I/IKaHI/IOHeH HOMCEDP Ha U3IMKUTBAHCTO HA KIIMHUYHOTO HeﬁCTBHe,

KaKTO € MIOCOYEHO B WieH 66, maparpad 1;

I/I,ZLCHTI/I(i)I/IKaI_[I/IOHHI/I JaHHHW Ha CTIOHCOpa, BKJIIOYBAIIX UMC, aIpCC Ha
PETUCTPUPAHOTO MACTO HA CTOITAHCKA JEHMHOCT U JaHHU 3a BPB3Ka CbC CIIOHCOPA U
KOraTto € nNpuja0oxXuMo — UME, aIp€C Ha PETUCTPUPAHOTO MACTO Ha CTOIIAHCKA
HeﬁHOCT " JaHHU 3a BPBb3Ka C JIMICTO 3a KOHTAKT UJIK IPECACTABUTECIA HAa CIIOHCOPa

chriacHo wieH 58, maparpad 4, ycranoBeH(0) B Chio3a;

uH(pOpMaLus 3a u3cieaoBaTensi(1ure), a MIMEHHO IJIaBEH U3CieloBaTed,
KOOPAMHUPAII U3CIEeI0BATEN WIH APYT U3CIIEA0BaTelN; KBaTH(PUKALUY; JaHHH 3a
BpB3Ka U MACTO(MECTa) Ha MPOBEXAaHE HAa N3IUTBAHETO, HAIpUMep OpoH,
KBaJM(UKAIKA, TaHHU 32 BPH3Ka, a IPU U3ACITHUATA 32 CAMOTECTBAHE —

MECTOITIOJIOKECHUECTO U 6p0$I Ha y4aCTBaIIMUTC HECTICTUAINCTH,

Ha4daJiHaTa AaTa U MpEABUKAAHATA IPOABIKUTCIIHOCT Ha U3IIUTBAHCTO HA

KIIMHHUYHOTO ﬂeﬁCTBHe;
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) uACHTH(DHUKAIIS ¥ ONTUCAHKE HA U3JICIIUETO, TPSIHA3HAYCHUETO MY,
AHATTUTUIHUS(UTE) TapaMeThp(py) WK MapKepa(ruTe), METPOJIOTHIHATA

IPOCIETUMOCT ¥ TPOU3BOAUTEIS;
e) uHbopManud 3a TUTA Ha U3MUTBAHUTE 00pa3LIu;

)K) PE3OMC Ha IAJIOTO U3IIUTBAHC HA KIIMHUYHOTO IIGﬁCTBPIG, TUIIa Ha TPOCKTA,
Harmpumcep 3a Ha6J'IIOI[€HI/I€, HHTCPBCHUIMOHAJIICH, 3aCJHO C HCJIUTC U XUIIOTC3UTC HA
HN3MUTBAHCTO, ITIO30BABAHC HA CbBPECMCHHUTC JOCTUKCHHA B IMArHOCTUKATA /nnmn

MCEIHUIINHATAa,

3) OIMMCAHUC Ha OYAaKBAHUTC PHUCKOBEC U I10JI3U, CBBP3aHU C U3ACIIUCTO, U U3IIUTBAHCTO
Ha KIIMHUYHOTO I[GflCTBHG B KOHTCKCTA HAa CbBPCMCHHUTC NOCTHIXCHUA B KIIMHUYHATA
IMpaKTHUKa U, ¢ U3KIIIOUCHUC Ha U3IIUTBAHUATA, IIPH KOUTO CC U3IIOJI3BAT OCTAHAIN

Hp06I/I, H3MOJI3BAHUTC MCAUIMHCKH IMTPOUCAYPU U JICHCHUCTO HA IMMAIIUCHTUTE;

¥)  HMHCTPYKIIMH 32 ynotpeda Ha M3/CJIMETO WM MPOTOKOJIA OT U3IMTBAHETO,
HE00X0AMMOTO 00yYEHHUE M ONUT HA TTOTPEOUTEIS, TOIXOIAIINTE KaTuOpupaniu
NPOIICyPH U CPEICTBA 32 KOHTPOJI, MOCOYBAHETO HA IPYTH U3ACITHUS, MCAUIIUMHCKA
U3aCIuAd, HeKapCTBeHI/I HpOI[yKTI/I NN ILPYFI/I HpeI[MCTI/I, KOUTO Oa 6’bI[aT BKJIFOUCHH
I U3KIIKYCHHU, U CHCI_[I/I(i)I/IKaI_[I/II/ITe 3a KOMHapaTOpa NJIn CpaBHI/ITeHHI/ISI MECTOA,

U3II0JI3BaH KaTo peepeHus;

i)  omucanue u 000CHOBKA Ha MPOEKTA HAa U3MUTBAHETO HA KIMHUYHOTO ACHCTBHE,
HEroBaTa Hay4yHa HaJeXKIHOCT U BaJUIHOCT, BKIIFOUUTEITHO CTATUCTUYECKUS TIPOECKT,
KaKTO ¥ MOJAPOOHOCTH 32 MEPKHUTE, KOUTO Aa OBAAT MPEANPHUETH 32 HaMalsiBaHe J10
MUHUMYM Ha €JHOCTPAHYUBOCTTA, HAIIPUMEP PaHAOMHU3ALINSA, U YIIPABICHUE Ha

MOTSHITHATHUTE (PAKTOPH, BOJCIIH 10 OOBbPKBAHE;
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K)  aHaJUTUYHOTO JIEMCTBHUE B CHOTBETCTBUE C TJaBa I, pasaen 9.1, Oyksa a) ot

npuiiokeHue I, ¢ 000CHOBKa 3a BCSIKAKBH MPOITYCKU;

Jd)  HapaMeTpUTe Ha KIMHUYHOTO JIeHiCTBHE B ChOTBETCTBUE ¢ pasnen 9.1, Oyksa 0) ot
npuioxeHue I, c 000CHOBKa 3a BCAKAKBU MPOIYCKHU; U, C U3KIIOUEHUE Ha
U3MUTBAHUATA, IPH KOUTO CE U3IOJI3BAT OCTAHAIHU NMPOOH, yTOUHEHUTE KIMHUYHH
pe3ynTaTu/KpaitHu nokaszareiau (ITbpBUYHU/BTOPHYHH ), M3MOI3BAHH IIPH Ja/IeHa
000CHOBKa, ¥ MOTEHLUATHUTE MOCIEANIIM 3a PELICHNUATA 32 yIPaBICHHUE 110
OTHOILIECHME Ha 3/IpaBEeTO Ha OTACIHUTE NAllUEHTH U/UIH O0IIECTBEHOTO

3ApPaBCOIIa3BaAHEC,

M)  uH(pOpMauus 3a rpynaTta oT HaceJICHUETO, U3MO0JI3BaHa 3a MPOyYBaHe Ha JIEHCTBUETO:
cnenu(UKanuy Ha yYaCTHUIUTE, KPUTEPUH 3a TOAOO0p, pa3Mepu Ha rpyrnara,
IIPEACTABUTENICH XapaKTep Ha IiesieBaTa rpyna OT HaCEJIECHUETO U aKO € IMIPUIIOKUMO
— uHpopManus 3a yA3BUMH YYaCTHUIM, KaToO Jiella, OpEMEHHU JKEHH, JIMLIA C

HaMaJICH UMYHUTCT WX BB3PAaCTHH XOpa,

H)  UWH(OpMAIHUsS OTHOCHO M3IOJI3BAHETO HA JAHHHU OT OAHKH C OCTaHAJH MPOOH,
TeHeTUYHU OaHKH U OaHKU 3a ThKaHH, PETUCTPH HA MAIIMEHTH WK OOJIECTH U T.H., C
OIHMCAaHUE HAa HAJICKTHOCTTA, IPEICTABUTEIHUS XapaKTep U MMOAX0/1a 32
CTAaTHCTUYCCKU aHAJIN3; TaPAHIINS 32 ChOTBETHUS METO]T 32 OTIPEICIISTHE Ha

UCTUHCKUS KJIMHUYCH CTaTyC Ha MPOOUTE OT MAIlMCHTH;
0)  TUIaH 3a HaOJIIOICHHUE;
M)  yNpaBJICHUE HA IaHHHTE;

p)  QITOpUTMHU 3a B3€MaHE Ha PEIICHHUS;
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y)

b)

11)

ITIOJIUTHUKATA 110 OTHOIIICHUC Ha eBeHTyaJ'IHI/I HU3MCHCHUS, BKIIFOUHUTCIIHO TE3H I10
yieH 71, wim otkinonenus ot [TUK]I, ¢ sscHa 3a0pana 3a U3I0I3BaHe HA Jeporaluu

ot ITWKJI;

OTUCTHOCTTA BbB BPb3Ka C U3ACIIUECTO, ITIO-KOHKPETHO KOHTPOJI HA AOCThIIA 10
n3aCInUCTO, NMOCiacaABal I[eflCTBHSI BBB Bpb3Ka C U3MIOJI3BAHOTO U3ACIINC B
HU3IMHUTBAHCTO HA KIIMHUYHOTO I[Gf/iCTBPIG " BpbIIAHC HA HCU3IIOJI3BAHU U3ACIINA,

U3JIETUS C U3TEKBJI CPOK MITM HETIPABHITHO (DYHKIIMOHHUPAIIN H3/ICIHS,;

ACKJIapaluysA 3a Cria3BaHC Ha MMPU3HATUTC €TUYHH MPHUHIHWIIN 3a KIIMHUYHN
H3NIUTBAHUA IIPHU XO0Pa U IIPUHIUIINTC Ha z[o6pa KIIMHUYHA ITPAKTHUKA B obnacrTra Ha
HU3IIMTBAHUATA HAa KIIMHUYHOTO I[eﬁCTBHe, KaKTO U CIIa3BaHC HAa NPUIIOKUMUTC

HOPMAaTUBHU U3HUCKBAHUS;

OIMMMCAHUC Ha MMpoucaypara Ha JaBaHC Ha I/IH(i)OpMI/IpaHO CbIJ1IaCuc, BKIIIOUYUTCIIHO

Komue Ha opmysisapa ¢ mHbOpMaIUs 3a MalueHTa U HOPMYIIIpUTE 3a ChIIACHE;

MPOIEAYPHUTE 3a 3alMCBaHE U JOKJIABaHE BBB Bpb3Ka ¢ 0€30IIaCHOCTTA,
BKJTIOYHMTEITHO OTPEACIICHHS 32 ChOUTHS, KOUTO MOTAT Jla CE 3alUCBaT U JIOKJIa(BaT,

1 CPOKOBC 3a NOKJIAABAHC,

KPUTEPUU U NPOLIEYPHU 32 CIIMPAHE WIH NIPEXKIEBPEMEHHO IPEKPATABAHE HA

HU3IIMTBAHETO HAa KIMHUYHOTO I[GﬁCTBHG;

KPUTEPUU U MPOLIETypHU 3a MPOCieIIBaHe HAa YUYACTHHUIIMTE CJIE]l IPUKIIIOUYBAaHE Ha
U3MKUTBAHE Ha JIEHCTBUETO, IPOLEAYPH 32 MPOCIeAsiBaHE HA YUaCTHUIIUTE B CIydait
Ha CIHpaHE WK NPeXACBPEMEHHO MPpEKpaTsIBaHe, MPOLEeypH 3a MpociesiBaHe Ha
YYaCTHHIU, KOUTO Ca OTTETJIMIN CBOETO ChIJIaCHE, U MPOLIEIYPH 32 YUACTHHULIHU,

KOWTO HE MoraT Ja ObJaT OTKPUTHU 3a MPOCIEIsIBAHE;
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Il) IpOLEIypUTE 3a ChbOOILIaBaHE HAa PE3YJITATUTE OT TECTOBE U3BBH IIPOYUYBAHETO,
BKJIIOYHUTEJIHO ChOOIIaBaHE HA PE3YJITaTUTE OT TECTOBETE HA YYACTHULIUTE B

HU3IIMTBAHCTO Ha HeﬁCTBHeTO;

1) BB3OPUET MOAXO/] 32 U3TOTBSHE HA JJOKJIA/1a 332 U3NUTBAHE HA KIIMHUYHOTO JeficTBUE
U IMyONMKyBaHEe Ha Pe3yJITaTUTE ChIIIACHO NMPABHUTE U3UCKBAHUS U CTUYHHUTE

MPUHITUIN TI0 pasaen 2.2;

aa) CIIMCBHK Ha TEXHUYCCKHUTEC U q)YHKIII/IOHaJ'IHI/ITe XAapPaKTCPUCTHUKHU HA U3CITUCTO,

BKJIFOUUTEITHO U T€31, KOUTO ca 0OXBaHATH OT M3MHUTBAHETO HA JICHCTBHETO;
ab) Oubnuorpadus.

AKko "act ot nH(OpMaNKATa, TOCOUYCHA BHB BTOpA aJIUHEs, € MPEACTABEHA B OT/ICIICH
JOKYMEHT, ToBa ce nocoua B [IUK]/]. bykBu ¢), 1), 1) u 111) He ce mpuiarat 3a

HU3NWUTBAHUA, IIPU KOUTO CC U3TI0J3BAT OCTAHAIN Hp06I/I.

Koraro HsKo0i1 OT mocoueHnTE BbB BTOpA aJIMHES €JIEMEHTH HE ce CUMTA 3a MOAXOIAI] 32
BrirouBane B [TMK]] mopaau cnenudukaTta Ha n30paHus MPOEKT 3a U3MUTBAHE, KAaTO
W3MOJI3BaHe Ha OCTaHalIW MpoOH/ MHTEPBEHIIMOHATHH U3MUTBAHUS Ha KITUHUYHOTO

JCWCTBHE, Ce MPEI0CTaBs 000CHOBKA.
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2.3.3.

Joknaz 3a u3NMTBAHE HA KIMHUYHOTO JCHCTBHE

JIoKIaxbT 3a U3MUTBAHE HA KIIMHUYHOTO JICHCTBHE, MOANMCAH OT MEAUIIMHCKU
CTCIUATHCT WU IPYTo KBATM(UIIUPAHO JIUIIE C TAKOBA MPABO, ChABPKA JIOKYMEHTAIIHATA
nHpOpMaIHs 3a IPOTOKOJIA 32 M3IMIUTBAHE BHB BPB3Ka C TUIaHA 32 M3IIUTBAHE Ha
KIIMHUYHOTO HeﬁCTBHC, PE3YITATUTC U 3aKJIFOUCHUATA OT U3IMMUTBAHCTO HA KIIMHUYHOTO
NEHCTBHE, BKIIFOUNTEITHO M OTPHUIIATSITHUTE 3aKJIFOUCHUS. Pe3ynTaTuTe v 3aKIFOUCHAATA ca
IIpo3pavuHu, 00EKTHBHU U KIMHUYHO 3HAYNMHU. I[OKJ'IaI[’I)T CbAbpiKa 1OCTATBbYHO
nHpopmanus, 3a 1a 0bae pazdpaH OT He3aBUCHUMA TPETAa CTpaHa 0e3 MpernpaTKku KbM JIPyTH
JOKYMEHTHU. AKO € MPUIIOKUMO, JTOKJIAIbT ChIbPkKa U U3MEHECHHUATA B TPOTOKOJIA WIIH

OTKJIOHCHUATA U U3KIKYCHUTC JaHHHU C IIOAXOA111a 000CHOBKA.

3. JIPYTY UBIIUTBAHUS HA JIECTBUETO
[lo ananorus, nuaHbT 3a U3NUTBAHE Ha JEHCTBUETO, TIOCOYEH B pa3zien 2.3.2 ¥ JOKIaIbT
3a U3MUTBAHETO HA ICMCTBUETO, MOCOYEH B pazzaen 2.3.3, ce JOKYMEHTUpPAT U 3a APYyTU
W3MUTBAHUA Ha ACMCTBUETO, Pa3IMUHU OT U3NUTBAHUATA HA KIMHUYHOTO JIEHCTBUE.
10729/4/16 REV 4 15
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5.1.

Yacrt b:

[IpocnensiBane Ha AEHCTBUETO Clie/ MyCKAaHE Ha Mazapa

[IpocnensiBaneTo Ha JEHCTBUETO ClIE] ITyCKaHe Ha Ma3apa 03HayaBa HEMPEKhCHAT MPOIIEC
3a aKTyaJIM3UpaHe Ha OlEHKaTa Ha IEHCTBUETO MO WIeH 56 U 4acT A OT HacTOSIIOTO
MIPUJIOKEHUE U C€ OTPa3siBa KOHKPETHO B IJIaHA HA IPOU3BOAMUTENIS 32 HAA30p CIE
ImycKkaHe Ha nasapa. [Ipu npocnensBaneTo Ha AEMCTBUETO clle]] yCKaHe Ha Ma3apa
MIPOU3BOAUTCIIAT AKTUBHO C’I)6I/Ipa " OIICHsBA JaHHU 3a HeﬁCTBHGTO, KaKTO 1 OTHOCHUMH
Hay4YHH JIaHHH OT yrnoTpedaTa Ha u3zaenue ¢ MapkupoBka ,,CE®, koeTo e mycHaTo Ha
rasapa Wid IyCHATO B ICHCTBUE MO MpeJHa3HAYeHHE ChITaCHO ChOTBETHATA MPOIIeIypa 3a
OIICHSIBAaHE HA ChOTBETCTBUETO, KAaTO LIETTUTE ca MOTBbPKIaBaHe Ha 0€30MacHOCTTa,
ﬂeﬁCTBHeTO 1 HaydHaTa BAJIMJHOCT MPE3 HECIHA OYaKBaH CKCIIOATAIITUOHCH CPOK Ha
W3/ICTINETO, 3aMa3BaHe Ha MPUEMIIMBOCTTA Ha ChOTHOILIIEHUETO MEXKIY PUCKA U TIOJI3UTE U

YCTaHOBABAaHC HAa HOBOBB3HUKBAIIIM PUCKOBE B3 OCHOBA Ha Q)aKTI/I“IeCKI/I J0Ka3aTcyICTBa.

[IpocnensiBaneTo Ha NEHCTBHETO CJIE] ITyCKaHE Ha Ta3apa ce U3BhPIIBA ChITIACHO
JOKYMEHTHPAH METO/, U3JI0KCH B TJIaHA 32 MPOCIICsIBAaHE Ha IEHCTBUETO CIIE]] ITyCKaHEe

Ha Ta3apa.

B nnana 3a npocnensBaHe Ha JEHCTBUETO CIIE] IIyCKAaHE HA Ma3apa ce Ioco4BaT METOIUTE
U IIPOLIEyPUTE 33 AKTUBHO CHOMpaHE U OLEHKA Ha JAHHUTE 3a O€30MacHOCTTA U

NEHCTBUETO, KAKTO U HA HAYYHHUTE JTAHHH, C IICJT:

a) MNOTBBPKAABAHE Ha 0€e30I1acHOCTTa U JEUCTBUETO Ha U3JICITUETO Ipe3 neiinsa My

OYaKBaH CKCIUIOATAIUOHCH CPOK;

6) YCTaHOBSBAHC Ha HCU3BCCTHU 1O MOMCHTA PUCKOBC UK OTPaHUYCHUS 3a

I[Gf/iCTBHGTO N MPOTHUBOIIOKA3aHUSA,
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B) YCTAaHOBABAHC U aHAJIM3 HA HOBOBB3HWKBAIIIU PHUCKOBC Bb3 OCHOBA HA (baKTI/ILIGCKI/I

J0Ka3aTcJICTBA,

r) 3aI1a3BaHC Ha MMPUEMIIMBOCTTA Ha KIIMHUYHUTEC JOKA3aTCJICTBA U HA CbOTHOMICHUCTO

MEX/1y pUCKa U TIOJI3UTE ChITIacHO TaBa I, pazaenu 1 u 8 ot npunoxenue I, u
1)  oIpeneisHE Ha Bb3MOXKHU CIyyal Ha CHCTEMaTWYHA HeMpaBUIIHA yIoTpeoa.
5.2. [LnanbT 32 pocieAsiBaHe Ha AEUCTBUETO CJIE ITyCKAaHE HA Ma3apa BKJIKOYBA HaW-MaJIKO:

a)  00LuMTEe METOAM U MPOLEAYPH 3a MPOCIeAsIBaHE HAa JEHCTBUETO ClIe]] ITyCKaHEe Ha
nasapa, KOUTOo TpsiOBa Jla ce mpuiiaraT, KaTo CbOMpaHe Ha HaTpyMHaH KIMHUYEH OIUT,
o0OpaTHa Bpb3Ka ¢ MOTpeOUTENTUTE, IPOCIIEIIBaHE HA HAyYHATa JUTepaTypa 1 Ha

JPYTH U3TOYHULIM HA TAHHU 3a IEMCTBUETO WJIM HAYYHH TAHHU;

0) cHenua HUTe METOJU U MPOLEIYPH 3a MPOCIEIIBaHe Ha ICUCTBUETO CIe/ ITyCKaHEe
Ha Iasapa, KOUTO TpsiOBa Ja ce mpuiiarar, Kato nmpoou ¢ AUana3oH Ha
KOHLIEHTpaUUsATa U APYTrH IEUHOCTHU 32 OCUTYpsBaHE HA KAYECTBOTO,
€MUIEMUOJIOTMYHY U3MTUTBAHMS, OLIEHKA Ha MOAXOISAIIN PETUCTPU HA MAIUEHTUTE
WM 3a00JIIBaHUSITA, TCHETUYHH 0a3U JaHHU WM U3MHUTBAHUS HAa KITMHUYHOTO

JeiicTBUE cliesl MyCKaHe Ha mas3apa;
B)  00OCHOBKA Ha IEJIECHOOPA3HOCTTA HA METOAUTE U MPOIIETypUTE IO OYKBH a) U 0);

I) [030BaBaHE Ha COTBETHUTE YacCTH OT JIOKJIAJa 3a OLICHKA Ha JIEHCTBUETO MO pa3zaei
1.3 oT HacTOAIOTO MPUIIOKEHHUE U TI030BaBaHE Ha YNPABICHUETO Ha PUCKA IO

paszen 3 ot npuiioxkenue I;

,Z[) KOHKPETHUTC LICJIN, KOUTO CU IMOCTABS IPOCIICAABAHETO HA JEUCTBUETO CIIE]

IyCKaHe Ha ma3apa;
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e) OIICHKAa Ha JaHHUTC 3a I[GIZCTBHGTO BBbB Bpb3Ka C CKBUBAJICHTHH WJIM CXOOHU

HU3aCIus, KaKTO U Hall-HOBHTE Hay4YHH OOCTHIXCHUS,

)I() IIOCOYBAHC Ha CbOTBCTHU OC, XapMOHU3HUPAHU CTAHAAPTHU, KOT'ATO C€ U3II0JI3BAT OT
IMPOU3BOAUTCIIA, U CBOTBETHUTE HACOKHU 3a MPOCIICAABAHCTO HA JIEUCTBUETO CJIe

IyCKaHe Ha ma3apa; u

3)  moapobeH u 1odpe 060cHOBaH rpaduK 3a NEHWHOCTUTE 3a MPOCIIEAIBAHE HA
JeMCTBUETO CIIe/ ITyCKaHe Ha Ma3apa, KaTo HalmpuMep aHajn3 Ha JaHHUTE 32
NpOCIIEASIBAHETO Ha JIEHCTBUETO CIIE] IyCKaHe Ha Ma3apa H JOKJIaJBaHe, KOUTO

TpsiOBa 1a ObJAT NPEANPUETH OT MPOUIBOAUTETIS.

6. [Ipon3BoauTeNnAT aHANU3MPa 3aKJIIOUEHUATA OT IPOCIEAIBAHETO HA AEUCTBUETO CIIEN
IIyCKaHE Ha [1a3apa 1 JOKyMEHTHpa pe3yiITaTUTE B TOKJIaJ 3a OLEHKA Ha MPOCIIEIIBAHETO
Ha JICUCTBHETO CIIe IyCKaHe Ha I1a3apa, C KOWTO CE aKTyaJln3upa AOKIAIbT 33 OLICHKA HA

JEHCTBUETO M KOMTO € YacCT OT TeXHUYECKaTa JOKYMEHTAITHSI.

7. 3aKII0YeHUATA Ha 0KJIaa 32 OLIEHKA Ha MPOCIEAIBAaHETO HA JEHCTBUETO CIIe/ MyCKaHe
Ha Ta3apa ce B3eMar MpesIBU/I 3a OlIEHKaTa Ha AeMCTBUETO, TOCOYEHA B UJIeH 56 1 B 4acT A
OT HACTOSAIIOTO MPUJIOKEHNE, U B YIPABICHUETO HA PUCKA, TOCOYEHO B pa3zein 3 oT
npuiokenue [. Ako mpu mpocieIssBaHeTo Ha JEHCTBUETO CIie]] ITyCKaHe Ha ma3apa 0be
YCTaHOBGHa HGO6XOZ[I/IMOCT oT HpeBaHTI/IBHI/I I/I/ NN Kopnmpamn MGpKI/I, HpOI/IBBOI[I/ITGJ'ISIT

npearnpuemMa Te3u MEepKU.

8. Axo ce MMPpEUCHU, Y€ IIPOCIICAIBAHCTO Ha JEUCTBUETO CIIeH IIyCKaHC Ha I1a3apa HC €
NOAXOAAIIO 3a KOHKPETHO U3CIIUC, TO B JOKJIAJa 3a OLCHKA Ha JEUCTBUETO Ce npeaocCTraBa

JOKYMEHTHpaHa 000CHOBKA.
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HPHUJIOXKEHUE XIV

MHTEPBEHIIMOHAJIHU U3IIMTBAHUS HA KJIMHUYHOTO JEMCTBUE
1 HAKOU IPYTU BUJIOBE U3IIUTBAHUSA HA JEMCTBUETO

I'naBa 1.
JJokymMeHTalMsl BbB BPb3Ka ChC 3aBJCHUETO
32 HHTEPBEHIUOHAJIHYA U3NUTBAHUA HA KIMHUYHOTO JIeCTBHE
| IPYT¥ U3NUTBAHUS HA JIEHCTBUETO

CbC CBIBTCTBAIIIA PUCKOBE 3a YHACTHUIUTE B H3IIUTBAHUATA

3a nu3acvATa, NpeaAHa3HauYCHU 3a U3II0JI3BAHC B MHTCPBCHIMOHAJIHN U3TIMTBAHUA HA KIIMHUYHOTO
,Z[CI\/'ICTBI/IC WU APYTU U3IIUTBAHHUA HaA HeﬁCTBHeTO CHC CBIIBTCTBAIIN PUCKOBE 3a YYaCTHUIIMTC B
HU3NUTBAHUATA, CIOHCOPHT U3IrOTBA U MPEACTABA 3aABJICHUC CBITIACHO YICH 58, MMPUAPYIKCHO OT

CJICITHUTE JIOKYMEHTH:
1. OO0paser Ha 3asBIICHUE
OO6pazelrbT Ha 3a8BJICHHE CE MOITBJIBA HAJICKHO, KaTO CE MOCOYBA ClieIHaTa nH(popMaIus:

1.1. wmMme, azpec U TaHHU 32 BPB3Ka ChC CIIOHCOPA U aKO € MPIIIOKUMO, HMe, aJIpec U
JTAHHU 32 BPB3Ka C HETOBOTO JIMIETO 32 KOHTAKT MJIM HETOBHS NIPECTABUTEI

chIrilacHo wieH 58, maparpad 4, ycraHoseH(0) B Cbio3a;
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1.2. ako ca pa3nu4HU OT Te3U 1o pazaen 1.1— ume, aapec u TaHHU 32 Bpb3Ka €
NIPOM3BOIUTENST HA U3ICITUETO (32 LIEIUTE Ha OIIEHKATa Ha JICUCTBUETO) U aKO €

HPWIOKUMO — Ha YITBIHOMOUICHUS My MTPEACTaBHUTE;
1.3. HamMeHOBaHME Ha U3MHUTBAHETO Ha JCHCTBHETO;
1.4. enuHeH uaeHTU(UKAMOHEH HOMEP ChITIACHO WieH 66, maparpad 1;

1.5. eran Ha M3MHTBAHETO HA Z[GflCTBI/ICTO, KaToO MpCACTaBAHEC HA IMIbPBO 3ai4BJICHUC,

IMOBTOPHO NPCACTABAHEC HA 3aABJICHUC, CbIICCTBCHO N3MCHCHHC,

1.6. monpoOna nHpOpManUs W/ WK MpenpaTka KbM IJIaHa 32 U3MUTBAHE Ha JEHCTBUETO,
KaTo BKIIOYBAHE Ha MOAPOOHA WHPOPMAIIHS 32 eTara Ha MPOSKTHPaHE Ha

HU3IIUTBAHCTO HaA ,Z[GI\/JICTBI/IGTO;

1.7. 1npu npezncraBsiHE Ha OCIEABAILO 3asBJICHUE BB BPb3Ka C U3JIENNE, 32 KOETO BEUE €
NoJa/IeHO 3asBlIieHHe — nata(u) u pedeperteH(Hn) Homep(a) Ha MPEeIXOAHOTO(HTE)
3as1BJICHUE(s1), @ IPH CHILECTBEHO U3MEHEHNE — [TOCOYBAHE HA IbPBOHAYAIHOTO
3asBieHHEe. CIIOHCOPBT IOCOYBA BCUUKU IPOMEHHU CHPSMO MPEIXOJAHOTO MOAAJEHO
3asBJICHHE, 3a€1HO ¢ 00OCHOBKA 3a TAX, U MO-CIELUAIHO Jalli Ca HalpaBEeHH
HAKAaKBH MIPOMCHHU BbB BPBb3Ka CHC 3aKIOYCHUATA OT NPCAXOAHHN NPCTIICAN Ha

KOMIICTCHTHHS OpTraH WK Ha KOMUCHUATA 110 CTUKA,
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1.8. Ipu CAHOBPCMCHHO IMMOAaBaHC U Ha 3as4BJICHUC 3a KIMHUYHO U3IIMUTBAHE CHIVIACHO
Pernament (EC) Ne 536/2014, mocouBane Ha opUITHATHUS PETUCTPAITMOHEH HOMED

Ha KIMHHUYHOTO HU3IIMUTBAHC,

1.9. mocouBaHe Ha ABPIKABUTEC YICHKHU U TPETUTC ABPIKABU, B KOUTO IC CC IIPOBCAC
HU3INMHUTBAHCTO HA KIIMHUYHOTO I[eflCTBPIG KaTo 4aCT OT MHOT'OLICHTPOBO WUJIN

MHOTI'OHAlIMOHAJIHO U3NIIUTBAHC KbM MOMCHTA Ha MMOJaBaHC Ha 3asABJICHUCTO,

1.10. xpaTko onUcaHue Ha U3JEINETO 32 U3MUTBAaHE HA JCHCTBUETO, HETOBaTa
kinacudukanus u apyra uHbopmaims, Heooxoauma 3a UACHTU(PUIIUPAHETO HA

U3/ITUETO U HETOBUSI TUII;
1.11. pe3tome Ha IUIaHa 3a U3NUTBAHE HA IEHCTBUETO;

1.12. ako e mpuioxumo, nHGOpPMaIKs OTHOCHO U3JIEITHETO, U3TOI3BAHO KAaTO
KOMTIapaTop, HeroBaTa Kiacu(puKaIys, KakTo U Apyra nHpopMaius, HeoOXoauma 3a

uaeHTU(UIIpaHe Ha U3JIETUETO, U3MOI3BaHO KaTO KOMIIApaTop;

1.13. mokaszarescTBa OT CHOHCOPA, Y€ KIMHUYHUAT U3CIEI0OBATEIN U LICHTHPHT 32
MPOBEXAaHE Ha U3MUTBAHETO MOTAT Ja MPOBEIaT U3MUTBAHETO HA KIMHHYHOTO

I[GflCTBHG B CBOTBCTCTBHUC C IIJIaHA 3a U3IIMTBAHC Ha IIGﬁCTBPIGTO;

1.14. nanHu 3a o4YakBaHaTa HayaJIHA J1aTa U MPOIBDKUTETHOCTTA HA U3MTUTBAHETO HA

JIEUCTBUETO;

1.15. nanHM 3a uneHTUGUIUpPaHEe HA HOTU(ULUPAHUS OpraH, ako TaKbB BE4e y4acTBa KbM

€Talla Ha I1oJaBaHC Ha 3asBJICHHC 3a U3IINTBAHCTO Ha HCﬁCTBHCTO;
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1.16. noTBBpXKAECHUE, UE CIIOHCOPHT € 3aI03HAT ¢ (PaKTa, 4e KOMIIETEHTHUST OpraH MOXe

Jla C€ CBBPKE C KOMHCHSATA TI0 €THKA, OLICHSBAIIlA W OI[CHUIIA 3asBJICHUETO;
1.17. nexnapauusra no pazgen 4.1.
2. Bpomrypa Ha u3cnenoBatens

Bpomrypara na uscnenosarens (bB1) cvabpxka nunpopmanmsTa 3a U31IUETO 32 UIMUTBAHE
Ha JEHUCTBUETO, KOSITO € OT 3HAYCHUE 32 U3NUTBAHETO U € HAINYHA KbM MOMEHTA Ha
IoJiaBaHe Ha 3asBJIeHUETO. Beska akTyanusanus Ha bW nnm Hanuduero Ha 1pyra HOBa
nH(popMalys OT 3HaUEHHUE 3a UMUTBAHETO C€ ChOOIIaBa CBOEBPEMEHHO Ha
nuscnenosarenure. bU e sicHo 0603HaYeHa U ChABPKA MO-KOHKPETHO CJIeIHaTa

uHpOpMAaLIKS:

2.1. WpenTudukanys v ONUCaHUE Ha U3ACIIUETO, BKIIOUYUTEITHO HHPOpMALIUS 32
npeaHa3Ha4YCHHUCTO, KJ'IaCI/I(l)I/IKaIII/ISITa B 3aBUCHMOCT OT pHCKa U IIPHUIIOKUMOTO
MpaBuJIo 3a Kiacudukaius cbriacHo npuwioxkenue VI, mpoektupane u
MIPOM3BOJICTBO HA U3/IEIIUETO U MOCOYBAHE HA MPEAXOHU U CXOJIHU IOKOJICHUS Ha

HU3CIUCTO.

2.2. VHCTpyKIMM Ha IPOU3BOJUTENS 32 HHCTAIMPAHE, OAIPHKKA, HOIbpKAHE Ha
CTaHJAPTHUTE 32 XUT'HEHA U yHOTpeOa, BKIIOYUTEITHO U3UCKBAHUSA 32 CbXPAaHEHHETO U
paboTaTa ¢ U3/1eJIMETO, KAKTO U, JOKOJIKOTO € HaJIM4YHA, HHPOpMaLus, KOSITO TpsaOBa
Jla ce TIOCOYM Ha €TUKETa, U MHCTPYKLHUU 3a yrnorpeba, KOUTO TpsOBa Ja ce
IIPEOCTABST C U3JEIUETO NPH IyCKaHETO My Ha nas3apa. OCBEH TOBa ce€ ChIbpikKa

HH(bOpMaHHH, CBbp3aHa CbC CbOTBETHOTO 06yquI/Ie, KOCTO CC N3UCKBA.
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2.3. AHaIUTHYHO OEHCTBHE.
2.4. CepuiecTByBallld KIMHUYHU JAHHU U MIO-KOHKPETHO:

— OT OTHOCHUMaA PCUCH3UPAHA HAYYHA JIUTCPATYPa U HAJIMYHU KOHCCHCYCHHA
CKCIICPTHU CTAHOBHUIIA UJIU ITO3ULIUN HAa CbOTBCTHUTC HpO(I)eCI/IOHaJIHI/I
CAPYKCHUA OTHOCHO 6630H3CHOCTT3, I[eﬁCTBHeTO, KIIMHUYHUTC I10JI3U 3a
MAaUCHTUTEC, IPOCKTHUTC XAPAKTCPUCTUKH, HAYyUHATa BaAJIMJHOCT, KIMHUYHOTO
HeﬁCTBHG " NpCAHA3HAUYCHUCTO HA U3ACIIUETO W/WIIK Ha €KBUBAJICHTHH WJIH

CXOJHU U3EIHUS;

- JPyTU OTHOCUMH HAJIMYHU KIIMHUYHHU JaHHU OTHOCHO 0€30MacHOCTTA,
Hay4HATa BAJIMIHOCT, KIMHUYHOTO ACUCTBUE, KIMHUYHUTE TI0JI3H 32
NaIMEeHTUTE, MPOCKTHUTE XapaKTEPUCTHKHU U IPEHA3HAYCHUETO Ha MTOA00HU
U3/IeITUS, BKIIFOYUTETHO oApoOHa HH(OPMAITHS 32 IPUIUKUTE U PA3TIUKUTE C

BBIIPOCHOTO U3CINC.

2.5. Pe3roMe Ha aHajM3a Ha PUCKA U MOJI3UTE U YIPABICHUETO HA PUCKA, BKIIOUUTEITHO

I/IH(I)OpMaI_II/IH 3a U3BCCTHUTC HUJIU MPECABUANMUTC PUCKOBE U 3a NPCAYIIPCIKACHUATA.

2.6. 3a u3menus, BKIIOYBAIIA ThKaHHU, KIECTKH U BEIIECTBA OT YOBEIIKH, JKUBOTUHCKH MJIH
MHUKPOOEH MpOH3X0J1 — MoApoOHa HH(POpMAIH 32 THKAHUTE, KIETKUTE U
BEII[ECTBATA U 32 CbOTBETCTBUETO C MPWIOKUMUTE OOIIM N3UCKBAHUS 32
0€30MacHOCT ¥ ICWCTBHE U 3a YIPABICHUETO HA KOHKPETHHUS PUCK BBB BPH3Ka C Te3U

ThKaHH, KJICTKH MU BCIICCTBA.
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2.7. Cnoucek ¢ moapoOHa nHGOPMAITUS 33 U3ITBTHCHUETO Ha ChOTBETHUTE OOIIIH
U3UCKBaHUA 3a 0€30MaCHOCT U JeicTBUE, ONPEAEICHH B IPUIOKeHue |,
BKJIIOUMTENHO cTanaaptute 1 OC, NpuiioskeH! U3LSII0 WK YaCTUYHO, KaKTO U
OIMCaHME Ha PEIIeHUTa 3a U3IbJIHEHUE Ha ChOTBETHUTE OOIM U3UCKBAHUS 32
0€30MacHOCT U ACUCTBHE, JOKOJIKOTO Te3u ctanaapTu U1 OC He ca W3IIbJIHEHH,

H3ITBJIHCHHU Ca CaMO YaCTUYHO WJIHM JIMIICBAT.

2.8. TlogpoOHo omnmcaHue HAa KIMHUYHUATE MPOLEAYPH U TUATHOCTUIHUTE TECTOBE,

H3II0JI3BAHU B ITPOILECa HAa U3IIUTBAHCTO HA HeﬁCTBHeTO, " Mo-Cri€euuaaIHoO

I/IH(I)OpMaI_II/IH OTHOCHO BCSKO OTKJIOHCHHEC OT HOpMaJIHATAa KJIMHWYHA IIPpaKTUKa.

3. [Inan 3a u3nuTBaHE Ha AEHCTBUETO CHIVIACHO pa3nenu 2 u 3 ot npuioxenue XIII.

4. Jpyra urpopmaIus

4.1. TlomnucaHa nexnaparys oT GU3NIECKOTO WM IOPUAMIECKOTO JIUIE, OTTOBAPSIIO 3a

MPOU3BOACTBOTO HA MU3MICITUETO 3a U3MUTBAHE HA JICUCTBUETO, Y€ CHOTBETHOTO
W3JIeNIie OTroBaps Ha OOIIUTE M3UCKBAHUS 3a O€30MaCHOCT U JIEHCTBUE 10
npuiiokeHue I, ¢ 3kIoueHne Ha acleKTUTe, 00XBaHATH OT U3MUTBAHETO HA
KIMHUYHOTO JEHCTBHUE, U Y€ IO OTHOIIICHUE Ha T€3H aCIIEKTH Ca B3€TH BCUUKHU

MMpcaIa3iu MCpPKHU 3a 3aKpujia Ha 3APaBCTO U 0e30IMacHOCTTa Ha YU4aCTHHULIUTC.
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4.2. AKO e mpHIOKUMO ChIIIaCHO HAIIMOHATHOTO MPaBO, KOMHE OT CTAHOBUIIETO(aTa) Ha
ChOTBETHATA(UTE) KOMHUCHS(H) IO €THKA. AKO CHIVIACHO HAIIMOHAITHOTO TIPABO
CTaHOBHIIETO(aTa) Ha KOMUCHUATA(UTE) 1O €THKA HE c€ M3UCKBA(T) PU MOIaBAHETO
Ha 3asBJICHUETO, KOMHE OT CTAHOBHINETO(aTa) ce MpeICTaBs, BeHara oM

TakoBa(uBa) e(ca) HaIuIIe.

4.3. Jloka3aTeicTBO 3a 3aCTPaxOBATEIIHO MOKPUTHE HITH Jpyra opMa Ha 00e3IIeTCHUE 32
Y4aCTHUIUTE 3@ MPUUMHEHNUTE YBPEKAAHUS, KAKTO € MPEABUACHO B UJieH 65 u

CBHOTBCTHOTO HAIIMOHAJIHO ITPaBo.

4.4. JlokyMeHTH, KOUTO ILl€ CE€ U3I0JI3BAT 3a MOJIy4aBaHe Ha HHPOPMHUPAHO ChIJIacHe,
BKJTIOUHUTEIIHO (pOpMyIIsip ¢ HHPOpMALIKS 32 MALMEHTa U TOKYMEHT 3a

UH(POPMHUPAHOTO ChIJIACHE.

4.5 OnucaHue Ha NpeANPUETUTE MEPKHU 3a CIIa3BAHE HA MPUJIOKUMUTE MpaBUiIa 3a

3aliuTa U MMOBEPUTCIHOCT HA JIMYHUTC JAaHHU U ITO-KOHKPETHO!

- OpraHHu3allMOHHU U TCXHUYCCKU MCPKHU, KOUTO 1€ 6’b,HaT npeanpueTu ¢ uci aa
ce uzberne HEPpa3pCHICH NOCTHII, OITIOBECTABAHC, PA3IIPOCTPAHCHUEC, IPOMAHA

WM 3ary6a Ha oOpaboTBaHa MHPOPMALIUS U JTUYHU JaHHU;

— OTKCaHHe Ha MEPKUTE, KOUTO IIe OBJIaT MPEeANPUETH C eI Aa CE rapaHTHpa

MMOBCPUTCIHOCTTA HA 3alIMCUTC U JIMYHUTC JAaHHW HA YUACTHHULUTEC,

— OIMCaHKE HAa MEPKUTE, KOUTO I1ie ObJIaT NPEANpUETH B Cllydail Ha HapylIeHHe
Ha CUTYPHOCTTa Ha JIaHHUTE, 32 JIa C€ CMEKYaT €BEHTYaIHUTE HEeXKETaHU

[IOCIIE AL,
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4.6. Ha koMmeTeHTHMsI OpraH, KOWTO pasriex/a 3asBJICHUETO, IPU MIOMCKBAHE Ce
NPECTaBAT IbJIHM JAHHU 33 HAJIMYHATA TEXHUYECKa JOKyMEHTALMsl, HallpuMmep
nopoOHa TOKYMEHTAIMA 33 aHaJIN3a U yIPaBJIEHUETO Ha PUCKA WIIK KOHKPETHH

JOKJIaaH 3a U3IIUTBAHUATA.

I'nasa Il.

I[pyl"l/l 3aAAbJIZKCHUS HA CIIOHCOPAa

1. CHOHCOp’bT CC 3aibJIlKaBa a CbXpPaHABA Ha PA3IIOJIOKCHNUC HA KOMIICTCHTHUTC
HallMOHAJIHU OPraHu IdjiaTta JOKyMCHTAllUA, HGO6XO,Z[I/IMa 34 OIpCACTaBAHEC HaA
A0Ka3aTeJICTBa 3a JOKYMCHTAlMATA 110 I'JiaBa I ot HacTOAIIOTO IMPUIIOKCHHUC. Axo
CIIOHCOPBT HE € (1)I/ISI/ILI€CKOTO W IOPUANYICCKOTO JIUIEC, OTrOBapsAIIo 3a MPOU3BOACTBOTO
Ha U3CJIIMETO 3a U3IIMTBAHE HA I[CﬁCTBPICTO, 3aBJDKCHHUECTO MOXKE a C€ U3ITBJIHU OT TOBA

JIMIEC OT UMCTO Ha CIIOHCOpA.

2. CrnoHCOpBT UMa JIOTOBOPEHOCT, 3a J1a Ce rapaHTHUpa, Y€ BCAKO CEPHO3HO HEXETaHO
CcbOUTHE WIN Ha JPyro chOuTHe 1o wieH 76, naparpag 2 My ce JOKJIaJABa CBOEBPEMEHHO

OT u3cienoBarensi(ure).

3. JlokyMeHTaIusATa, TOCOYeHa B HACTOSIIIOTO MPHIIOKEHHUE, CE ChXPaHIBA B MIPOIBIHKCHUE
Ha Hail-manko 10 cien kpast Ha U3NUTBAHETO HA KIMHUYHOTO JIEUCTBHE HA CbOTBETHOTO
W3JIeIie Ui, aKo BIIOCIIEJCTBUE U3/IETUETO € IIyCHATO Ha Ma3apa, OT Hal-manko 10

TOAWHU CJICH IMYCKAHCTO Ha IMa3apa Ha MOCJICIHOTO U3ACITIUC.
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Bceska ABbprKaBa YICHKA BbBCK A U3UCKBAHC JOKYMCHTAIUATA, TIOCOYUCHA B HACTOAIIOTO
IMPHUIIOXKCHUEC, Na CE ChbXpaHsiBa Ha pa3NoOJIOKCHUEC Ha KOMIICTCHTHUTE OpraHy 3a CPoOKa,
TIOCOYCH B II'bpBa aJIMHES, aKO CITIOHCOPBHT UJIH JIMICTO MY 3a BPBb3Kad, YCTAHOBCHO Ha
TCPUTOPpHUATA I>I, HU31MaJJTHC B HCCBCTOATCIIHOCT WJIN MIPEKPATHU CTOIIAHCKATa CU JEUHOCT

npeau NU3TUYaHCTO Ha TO3U CPOK.

4. CrnoHCOpBT Ha3HAYaBa KOHTPOJILOP, KOWTO € HE3aBUCHM OT LICHTHPA 32 MPOBESIKAAHE HA
HU3NHWUTBAHE, 3a 1a CC IrapaHTUpa, Y€ U3NMUTBAHCTO HA KIMHUYHOTO HeﬁCTBHG CC IMPOBECI)KAA B
CHOTBETCTBHE C TUTAHA 3a M3MUTBAaHE HA KIMHUYHOTO JCHCTBHUE, IPUHITUITHTE HA J00OpaTa

KIIMHUYHA ITPAKTHKA U HACTOAIIHA PCTIIAMCHT.

5. CrioHCOpBT NpOBEkKIA TOKpail MPOCIEASIBAHETO HA YYACTHULIUTE B U3IIUTBAHETO.
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HPUJIOXKXKEHHUE XV

Tadauua Ha CbOTBETCTBUETO

Hupextusa 98/79/EO

Hacrosmusr pernameHT

Unen 1, maparpad 1
Unen 1, maparpag 2
Unen 1, maparpad 3
Unen 1, maparpag 4
Unen 1, maparpad 5
Unen 1, maparpag 6
Unen 1, maparpad 7
Unen 2

Unen 3

Unen 4, maparpad 1
Unen 4, maparpad 2
Unen 4, naparpad 3
Unen 4, maparpad 4
Unen 4, maparpad 5
Unen 5, maparpag 1
Unen 5, maparpad 2
Unen 5, nmaparpad 3
Uiten 6

Unen 7

Unen 8

Unen 9, maparpad 1, mepBa anuues

Unen 1, maparpad 1
Usnen 2

Ynen 2, Touku 54 u 55
Unen 5, maparpadu 4 u 5
Unen 1, maparpad 9
Unen 1, maparpad 5
Unen 5, maparpad 1
Unen 5, maparpad 2
Unen 21

Unen 19, naparpadu 1 u 2
Unen 19, maparpad 3
Unen 10, maparpad 10
Unen 18, maparpad 6
Unen 8, maparpad 1
Uinen 9

Unen 107

Unenose 89 u 92

Unen 48, maparpad 10, mbpBa anuHes
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Hupextusa 98/79/EO

Hacrosimust perimamest

Unen 9, maparpad 1, BTopa anunes

Unen 9, maparpad 2
Unen 9, maparpad 3
Unen 9, maparpad 4
Unen 9, naparpad 5
Unen 9, maparpad 6
Unen 9, nmaparpag 7
Unen 9, maparpad 8
Unen 9, nmaparpag 9
Unen 9, maparpad 10
Unen 9, maparpad 11
Unen 9, maparpag 12
Unen 9, maparpad 13

Unen 10, maparpadu 1 u 2, unen 10, maparpad 3

u wieH 10, maparpad 4

Unen 10, maparpad 3, mbpBO nzpeueHue

Unen 11, maparpad 1
Unen 11, maparpad 2

Unen 11, maparpad 3
Unen 11, maparpad 4
Unen 11, maparpad 5
Unen 12
Unen 13

Unen 14, maparpad 1, Oyksa a)

Unen 48, maparpad 3, Bropa anuHes, WieH 48,
naparpad 7, BTopa anuHes U 4ieH 48,
naparpad 9, BTopa anuHes

Unen 48, naparpadu 3 — 6
Unen 48, nmaparpadu 3 — 9
Unen 5, maparpad 6

Unen 11, maparpadu 3 u 4
Unen 10, maparpad 7

Unen 49, maparpad 1

Unewn 49, maparpad 4

Unen 51, maparpad 2

Unen 48, maparpad 12
Unen 54, maparpad 1

Unen 48, maparpad 2

Unen 26, naparpad 3 u uneHose 27 u 28

Unen 11, maparpad 1

Unen 82, maparpad 1 u unen 84, maparpad 2

Unen 82, maparpad 10 u unen 82, maparpad 11,
'bpPBa aJTUHEsI

Unen 84, maparpad 7
Yien 86
Ynen 30
Ynen 93
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Hupextusa 98/79/EO

Hacrosimust perimamest

Unen 14, maparpad 1, 6yksa 0)
Unen 14, maparpad 2
Unen 14, maparpad 3
Unen 15, maparpag 1
Unen 15, maparpad 2
Unen 15, maparpad 3
Unen 15, maparpad 4
Unen 15, maparpad 5
Unen 15, maparpad 6
Unen 15, maparpad 7

Unen 47, naparpadu 3 u 6

Unenose 38 u 39

Unen 32

Unen 40, maparpadu 2 u 4
Unen 51, maparpad 5
Unen 51, maparpad 4

Unen 34, nmaparpad 2 u unen 40, maparpad 2

Unen 16 Unen 18

Unen 17 Unenose 89 — 92

Unen 18 Uinen 94

Unen 19 Unen 102

Unen 20 Uinen 97

Unen 21 —

Unen 22 —

Unen 23 —

Unen 24 —
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