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PEI'JIAMEHT (EC) 2021/...
HA EBPOIIEMCKUA TAPJAMEHT U HA CBbBETA

ot 15 nexkemBpu 2021 roguna

OTHOCHO OLIEHKATA HA 3JIPAaBHUTE TEXHOJIOTUM U 32 u3MeHeHnune Ha {upexkTusa 2011/24/EC

(Texct ot 3HaueHue 3a EUII)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOITEMCKMS CHIO3,

KaToO B3CXa IMPCABHUIA HOFOBOpa 3a Q)YHKHI/IOHI/IpaHeTO Ha EBpOHCﬁCKHH CBIO3, U IT0-CIICIHMAJIHO

yreHoBe 114 u 168 ot Hero,

KaTo B3€Xa MpeABUJ NPEMIOKEHUETO HAa EBponelickaTa KOMUCHs,

clel mpelaBaHe Ha MPOEKTa Ha 3aKOHOJATENIHUS aKT Ha HAIMOHAJIHUTE MMapJaMeHTH,

KaTo B3eXa NPeBU/I CTAHOBHIIATa Ha EBPONIENCKUS NKOHOMUYECKH U COLIMANIEH KOMUTET!,
cien KoHcynranus ¢ Komurera Ha pernoHUTE,

B CHOTBETCTBUE ¢ OOMKHOBEHATA 3aKOHO/IATENHA TIPOLIEypaZ,

1 OB C 283, 10.8.2018 r., ctp. 28 u OB C 286, 16.7.2021 r., cTp. 95.

2 [To3unumsa Ha EBponeiickust mapaament ot 14 gespyapu 2019 r. (OB C 449, 23.12.2020 r.,
ctp. 638) u mo3unusa Ha CbBeTa Ha MbPBO YeTeHe oT 9 HoemBpu 2021 1. (Bce ome
HenyonuKkyBaHa B Odunuanes BecTHUK). [lo3unus Ha EBponeiickus napiaaMeHT oT ... (Bce
olle HemyOnukyBaHa B O¢uinaneH BECTHUK).
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KaTo uMart npcaBun, 4c:

(1

)

©)

Pa3paboTBaneTo Ha 3/[paBHU TEXHOJOTUU € OCHOBEH JBUTATEN 32 HKOHOMUYECKHS PACTEXK
1 uHoBanuutTe B Chi03a U OT OCHOBHO 3HAYEHHE 3a IOCTUTaHe Ha BUCOKOTO PaBHUIIE HA
OIla3BaHE Ha 3/IpaBeTO, KOETO 3/[PaBHUTE MOJUTUKU € HEOOXOMMO Jla rapaHTupar 3a
BCEKH. 3JI[paBHUTE TEXHOJOTUH MPECTABISABAT MHOBATUBEH CEKTOP OT HKOHOMHKATA U
¢dbopmupaT yacT ot o0IIKA Ma3ap Ha pa3xoAMTeE 3a 3/IpaBeona3BaHe, KOUTO MpeACcTaBiIsIBa
10 % ot 6pyTHHS BbTpelIeH NpoayKT Ha Chio3a. 3ApaBHUTE TEXHOJIIOTUU BKIIFOUBAT
JIEKapCTBEHH MPOJIYKTH, METUIIUHCKU U3/IENINs, MEAUIIMHCKH U3/I€TIHUS 32 HHBUTPO
JUArHOCTHKA M METUITMHCKY TPOIIEIYPH, KAKTO M MEPKH C IIeJ1 TPOPUITAKTHKA,

JUAarHoCTHUKa U JICHCHUEC Ha 3a00JISIBAHHSATA.

Onenkara Ha 31paBHuTe TexHonoruu (O3T) e mporec, OcHOBaH Ha HayYHU JI0Ka3aTeJICTBa,
KOMTO MO3BOJISIBa HA KOMIIETEHTHUTE OPTaHH Ja ONPEAEISIT OTHOCUTEIHATA €PEKTUBHOCT
Ha HOBM WJIM CchlIeCcTBYBaly 3ApaBHU TexHonoruu. O3T ce chepenoToyaBa no-crieuaiHo
BBpPXY J00aBeHATa CTOWHOCT Ha JaJieHa 3/[paBHA TEXHOJIOTHS B CPABHEHHUE C APYTH HOBU

HJIM ChIICCTBYBAIIU 3IpaBHU TCXHOJIOTUH.

O3T moxe aa monpuHacs 3a HaChbpYaBaHE HA MHOBAIIMUTE, KOUTO J1aBaT Hal-100pH
pe3yJITaTH 3a MAIMEHTUTE M OOIIECTBOTO KATO IISUT0, U TIPECTABIISIBA BAXKEH HHCTPYMEHT

3a rapaHTUpaHC Ha NPABUIIHOTO MMPUJIAraHe U U3IMO0JI3BAHC HA 3JIPABHUTC TEXHOJIOTHH.
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4) O3T moxe ga ob6xBaIla KAaKTO KIIMHUYHUTE, TaKa U HEKJIMHUYHUTE aClIeKTH Ha 3]JpaBHUTE
TEXHOJIOTHH, B 3aBUCHMOCT OT CHCTeMara 3a 3/ipaBeorna3Bane. CbpuHAHCUPAHUTE OT
Crpro3a ceBMecTHH neticTBus B obnactTa Ha O3T (chBMecTHH nerictBust Ha EUnetHTA)
OTIPEIEIAT ACBET 00I1aCTH, MO0 OTHOIIIEHHWE HAa KOUTO CE OIECHSBAT 3JPaBHUTE TEXHOJIOTHH.
Uetupu OT Te3u AeBeT 00JaCTH ca KIMHUYHU, & OCTAHAJIUTE T — HEKJIMHUYHHU.
Yetupute KIMHUYHU OOJIACTH HA OICHIBAHE CE€ OTHACAT J0 UACHTU(DHUIIMPAHETO HA AJCH
3/IpaBEH MPOOJIeM U HACTOSIIATA 37paBHA TEXHOJIOTHUS, TPOYIBAHETO HA TEXHUUYECKUTE
XapaKTEPUCTUKU Ha OICHSABAHATA 3/IpaBHA TEXHOJIOTHS, OTHOCHUTEIHATA M 0€30MMacHOCT U
HEHHAaTa OTHOCUTETHA KIIMHUYHA e(heKTUBHOCT. [leTTe HeKITMHIYHU 001acTH Ha
OIICHSIBAHE C€ OTHACHT JI0 Pa3Xx0JIMTEe U UKOHOMHUYECKAaTa OLICHKa Ha JaJieHa 37jpaBHa

TEXHOJIOTHUA, KAKTO U 10 HEWHUTE CTUYHH, OpraHMU3allMOHHHU, COOUAIHU U IIPpAaBHU aCIICKTH.

(5) O3T moke Aa mogo0py HAyYHUTE TOKA3aTEICTBA, U3MOI3BAHU MPU B3EMaHETO Ha
KJIMHUYHU PEIICHHS U I0CThIIA Ha MAIlUEHTUTE /10 3/[paBHU TEXHOJOTUH, BKIFOUUTEITHO
KOraro JiaJieHa 37jpaBHa TEXHOJIOTUsl Beue € ocTapsaia. Pesyntarst or O3T ce uznonssa
P B3€MAHETO Ha PEIICHHs] OTHOCHO pa3lpeeNIieHUEeTO Ha OI0KETHUTE PECYPCHU B
o0racTTa Ha 37paBeTo, HApUMep BbB BPb3Ka C YCTAHOBSIBAHETO HA HUBATa Ha
11eH000pa3yBaHETO MM Bb3CTAHOBSIBAHETO HA PA3XOIHTE 3a 3APAaBHU TEXHOJIOTHUH. 3aTOBA
O3T moxe aa MOMOTHE Ha IbPyKaBUTE WICHKHU MIPU Ch3/1aBAaHETO U MOIBPKAHETO Ha
YCTOMYMBH CUCTEMH 3a 3/IpaBeOla3BaHe, KAKTO U 32 CTUMYJIUpaHe Ha HHOBAITUUTE, KOUTO

npeaoCTaBAT HO-I[O6pI/I PE3YJITATH 3a MMAUCHTUTE.
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(6)

(7)

W3BbpiiBaHeTO Ha MapaeTHU OLEHKU OT HAKOJKO IBPKABU WICHKU U PA3IUUHITa MEXKITY
HAI[MOHATTHUTE 3aKOHOBH, TI0JI3aKOHOBHU M aIMUHUCTPATUBHU Pa3Nopea0r OTHOCHO
MIPOLIECUTE ¥ METOJIUKHTE 3a OIIEHKA MOTaT KaTo Pe3y/TaT Ja U3IMPaBsAT pa3padoTUUIIUTE
Ha 3[JpaBHU TEXHOJOTHH MPEJ MHOTOOPOIHM U pa3HOOOpa3HU UCKaHUs 3a JaHHU. ToBa
MOJKE CBIIIO J1a TOBE/Ie KaKTO 0 AYOJUpaHe, Taka M 0 Pa3Indus B PE3YJITaTUTE, KOETO

IIponu3Tuva oT CHGI_II/I(l)I/I‘-IHI/ISI HallMOHAJICH KOHTCKCT Ha 3ApaBCOIIa3BaHCTO.

Makap 4e abprKaBUTE WICHKH TPOBE0XA HIKOU ChbBMECTHH OLICHKH B PAMKHUTE Ha
ceBMecTHUTE neicTBrust HAa EUNetHTA, 106poBOIHOTO CHhTPYIHUYECTBO M IIOCTUTAHETO
Ha pe3yiTaTd He ca e(PeKTUBHH, ThI KaTO Ce pa3unTa Ha ChTPYAHHUYECTBO 10 MPOCKTH MPH
JIMIICaTa Ha YCTOMYUB MOJIEIN Ha ChTPYIHUYECTBO. M310I3BaHeTO HA pe3yaTaTUTE OT
ceBMectHUTE aercTtBrus HAa EUNetHTA, BKIFOUNTEIIHO CHBMECTHUTE KIIMHUYHH OICHKH,
OCTaBa OIrPaHMYEHO HA PABHUIIIETO HA AbPKaBUTE WICHKH, KOETO O3HAYaBa, 4ye HE Ce
oOpbIa J0CTaThYHO BHUMaHUE Ha mpobiema ¢ 1y0arpaHeTo Ha OLICHKHUTE Ha €/THA U ChIa
3/lpaBHA TEXHOJIOTHS OT OpraHute u cTpykTypute 3a O3T B pa3au4HUTE IbPKABU YWICHKH
B PaMKHTE €IMH U ChUI WIK CXOJHHU nepuoau. OT apyra CTpaHa, pu NpUJIaraHeTo Ha
HAaCTOSIIUS PErJaMeHT ClIe/iBa J1a C€ B3eMaT IPEIBUI OCHOBHUTE PE3YJITATH OT
cbBMecTHUTE AeiicTBust HAa EUNetHTA, no-criennanHo pe3yaTaTture oT HaydHUTE
W3CJIE/IBAHMS, KATO HAIIPUMEP METOJIOJIOTUYHU M PbKOBOJIHU JOKYMEHTH, KAKTO U
MHCTpYMEHTH Ha nHpopManmonuu texnonoruu (UT) 3a cbxpanenue u oOMeH Ha

uHpopMaus.

PE-CONS 80/21 4

BG



®)

B cBoute 3akmtouenus ot 1 gexkemspu 2014 r. OTHOCHO MHOBALIMUTE B 1107132 Ha
nauenture! ChbBeTHT Mpu3HaBa Kirodosara pons Ha O3T KaTo MHCTPYMEHT Ha 31paBHATa
MOJINTUKA B MOJIKpEra Ha OCHOBAHM Ha J0Ka3aTeJICTBA, YCTOWYUBYU U CIPABEUIUBU
pEIIeHNUs B 3/IpaBEoOIa3BaHEeTO U 3[paBHUTE TEXHOJIOTHUHU, B MIOJI3a HA MalMeHTuTe. B Te3u
3axmoueHuss CbBETHT ChUIO Taka npu3oBaBa Komucusara ga npobioKy 1a mojamnomara
ChTPYIHUYECTBOTO 10 YCTOMUMB HAYMH U OTIIPaBsl UCKAHE J1a CE 3aCHJIM ChbBMECTHATA
paboTa MexIy abpxKaBUTe WieHKH 1o otHouieHrue Ha O3T u 1a ce npoyyar
BB3MOXXHOCTHUTE 32 CbTPYJHUUECTBO B 00JIacTTa HA 0OMeHa Ha HHPOpMAIUs MEXTY
KOMIIETEHTHUTE opraHu. OCBEH TOBa, B 3aKJIIOUEHUATA CU OT 7 nexkeMBpu 2015 1. oTHOCHO
[EePCOHAIM3UPAHATA MEUIMHA 3a TaneHTHTe?, ChbBETHT PUKAHU IbPYKABUTE WIEHKH U
Komucusita na nonoopsat meroaukute 3a O3T, npuioKuMu KbM epCOHATU3UpaHATA
MEJULMHA, a B 3aKItoueHusATa Ha CbBeta oT 17 roHu 2016 r. OTHOCHO YKpEIBAaHETO Ha
Oananca BbB (papManeBTHIHUTE ccTeMH B EC 1 HErOBHTE IBP)KABU YIEHKH® OsAXa
[IPEICTaBEHU JIOI'BJIHUTEIHU JJOKA3aTeJICTBA, Y€ AbPKABUTE WICHKH BUKJAT sICHA
no0aBeHa CTOMHOCT B ChbTPyAHUYECTBOTO B oOsiactta Ha O3T. B chBMecTHUS H0KIaa Ha
I'enepanna aupekuus ,,Ikonomudecku u puHaHCOBH BbIpocu’ Ha Komucusra u
Komurera 3a mkoHOMUYECKa OJUTUKA OT OKTOMBpHU 2016 T. JOMMBIHUTEIHO C€ TPU30BaBa
3a O-HATATBITHO Pa3BUTHE HAa EBPONEHCKOTO ChTpYyAHMYECTBO B oOmactTa Ha O3T.
Hakpas, B 3akmouenusita cu ot 15 rouu 2021 r. OTHOCHO J1OCThIIA A0 JIEKapcTBa U
MEMIMHCKU U3/IENNs 3a NO-CuileH U ycToituns EC4, ChbBETHT NPUKAaHU IbpIKABUTE
wieHky 1 KoMucusTa 1a mpoydatr Bb3MOXKHOCTTA 32 Ch3JJaBaHE Ha IJIaH 3a JACCTBUE Ha
EC 3a chOupaHe Ha JaHHU U 3a TeHEpUpaHe Ha JOKa3aTeJICTBA B peaHH YCJIOBHUS, KOHTO
11I€ HaChbpUH MO-A00POTO CHTPYAHUUECTBO MEXAY JACUCTBALUTE HALlMOHAIHU U
TpaHCTPaHUYHU MHUIIMATUBU U KOHUTO OM MOT'BJI J1a IONIPHHECE 32 HaMallsiBaHe Ha
HEJIOCTHUTA Ha JJOKA3aTeJICTBA B penieHusATa no otHomenue Ha O3T u pemienusta Ha

Iareua.

! OB C 438, 6.12.2014 r., cTp. 12.

2 OB C 421, 17.12.2015 r., cTp. 2.

3 OB C 269, 23.7.2016 ., cTp. 31.

4 OB C 2691, 7.7.2021 r., cTp. 3.
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B cBosra pezomonus ot 2 mapt 2017 r. oTHOCHO Bh3MoxkHOcTHTE Ha EC 32 mogoOpsiBane
Ha J0CThIa 10 Meaukamentn! EBponeiickusaT napnament npusosa Komucusra na
MPEAJIOKHU Bb3MOKHO Hall-CKOPO 3aKOHOJIATEJICTBO 3a eBporeiicka cuctema 3a O3T u na
XapMoHu3upa npo3paunu kputepuu 3a O3T c nen oneHsiBaHe Ha JoOaBeHaTa
TepaneBTHYHA CTOWHOCT M OTHOCHTEIHATA €(DEeKTUBHOCT Ha 3/IpaBHUTE TEXHOJIOTHU B
CpaBHEHHUE C Hail-noOpaTa HaJlM4YHa aJITEPHATHBA, KaTO CE€ B3eMarT MPEIBU/ PABHUILETO Ha

MHOBALIMUTEC U ITOJIBUTEC 3a IIAaHUCHTUTC.

B cBoeto crobmienne ot 28 oktomBpu 2015 1. oTHOCHO OCHBpEMEHSIBAHETO HA CIUHHHS
rasap: oBeue Bb3MOXKHOCTH 3a Xopara u OuszHeca, Komucusta 00s5BM HAMEPEHHUETO CH J1a
npejcraBu uHUIMaTuBa B obsactra Ha O3T, 3a 1a ce 3acuiau KOOpAUHALUATA C LIET
n30ArBaHe Ha MHOTOKPATHH OIICHKU Ha MPOJIYKTUTE B Pa3INYHU JbPKABU YWICHKH U J1a Ce

HOI[O6pI/I Q)YHKHHOHI/IpaHeTO Ha CIMHHUSA I1a3ap 3a 3APaBHHU TCXHOJIOTUH.

1

OB C 263, 25.7.2018 r., c1p. 4.
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(1)

Hacrosimust pernameHT nMa 3a 1€l Jja ce MOCTUTHE BUCOKO PaBHUIIE Ha 3alluTa Ha
3/paBETO Ha MAIMEHTUTE U MOJ3BATEINTE, KATO CHIIEBPEMEHHO CE rapaHTHpa
0e3npenaTCTBEHOTO (QYHKIIMOHUPAHE HAa BHTPELIHUS Ma3ap 10 OTHOLLIEHUE Ha
JIEKapCTBEHUTE MPOIYKTH, MEIUIIMHCKUTE U3ACTUS U MEIUIIUHCKUTE U3EIUs 32 UHBUTPO
nuarHocThka. ChIEBPEMEHHO C HACTOSIIMS PETJIAMEHT C€ Ch3/aBa paMKa 3a [OAIOMaraHe
Ha ChTPYTHUYECTBOTO MEXIY AbPKABUTE WICHKH U HA MEPKHUTE, HEOOXOMMH 32
KJIMHUYHA OIICHKA Ha 3/IpaBHUTE TeXHOJOruu. HacTosmuaT perinaMeHT cu mocTaBs
€THOBPEMEHHO U JIBETE IeJIU, KOUTO Ca HEpa3pUBHO CBbP3aHU U eIHakBO BaxxHH. [1o
otHomieHue Ha wieH 114 ot JloroBopa 3a pyHknroHupanero Ha EBpornelickus cbio3
(IDEC) HacTosmmsT periaMeHT onpeiess IpoLeIypUuTe U MpaBuiaTa 3a U3BbPIIBAHE HA
chBMecTHA paboTa U 3a Ch3/laBaHe Ha paMKa Ha paBHuUIEeTO Ha Chro3a. [1o oTHOIEHUE Ha
el 168 ot J®EC, kaTo ce cTpeMu Aa OCUTypy BUCOKO PaBHUILE Ha 3al[MTa Ha 3/[paBeTo,
HACTOSIIIUAT PETIIAMEHT JaBa Bb3MOXKHOCT U 32 ChbTPYAHUYECTBO MEKY IbPKABUTE

YIEHKHU 110 HAKoM acriektd Ha O3T.

(12) CwBMecTHaTa paboTa ciefiBa Jia ce U3BBHPILBA B ChOTBETCTBUE C MPUHIUIIA HA J0OpaTa
aJIMMHHUCTpaTHBHA MIPAKTUKA U CIIEJ[BA J1a ©Ma 32 I[eJI TOCTUTAaHETO Ha Hal-BUCOKO
KauyecTBO, IPO3PAYHOCT U HE3aBUCUMOCT.
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(13) Pazpabotunnure Ha 31paBHU TEXHOJIOTHU YECTO Ca U3MPABEHU MPeJ] TPYAHOCTTA J1a
MPEJCTABAT €IHA U ChIla HH(POPMAIUs, JaHHU, aHATU3H U APYTH JJOKA3aTeJICTBa Ha
pa3IUYHM JbP>KaBU YJIEHKH, KAKTO U B PA3JIMUHU MOMEHTHU OT BpeMeTo. Jlybnupanero Ha
[10/IaBaHe Ha 3asBJICHUS U ChOOPA3IBAHETO Ha Pa3INYHU CPOKOBE 32 [10JIaBaHE B
pa3IMYHUTE ABP>KAaBU WICHKH MOXKE J1a IIPECTaBIIsIBa 3HAUUTEIHA aJMUHIUCTPATUBHA
TEXECT 32 pa3pabOTUULIUTE HA 3/IpaBHU TEXHOJIOTUH, IIO-CIIELUAIIHO 32 10-MaJIKUTE
JPY’KECTBA C OIPAaHUYEHH PECYPCH, U MOJKE J1a IOTIPUHECE 32 Bb3IPEHATCTBAHE U
W3KPUBSIBAHE Ha JIOCTBII JI0 [1a3apa, KOETO BOAM JI0 JIUIICA HA IPEABUIUMOCT Ha
CTOIIAHCKATa AEWHOCT, 10-BUCOKH Pa3XxoJy U B IBJITOCPOUYEH IIaH A0 OTPULIATEIHU
nocaeauuy 3a nHopauuute. Ilopaau ToBa B HACTOALIMS PETIAMEHT CJIEBa J1a CE IPEABUAN
MEXaHU3bM, KOITO J1a TapaHTUpa, Ye Besika MH(OpMaIHsl, JaHHU, aHAJIU3U U IpYTU
JI0Ka3aTescTBa, HEOOXOMMHU 32 CbBMECTHATA KIIMHUYHA OLIEHKA, CE IPEACTABAT CaMO

BCIHDBX HA PABHUILICTO HA Cn103a oT pa3pa60Tq1/H<a Ha 3/IpaBHU TCXHOJIOT'UH.
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(14)

B cpotBercTBUE ¢ wieH 168, maparpad 7 ot ADEC, nppkaBuTe WIEHKH ca OTTOBOPHU 32
OIIPEEIIIHETO Ha CBOSITA 3/IpaBHA MOJIUTHKA, KAKTO U 32 OPraHU3UPAHETO U
MIPEIOCTABSIHETO Ha 3APAaBHU YCIYTU U METUIIMHCKU TPUKH. Te31u OTTOBOPHOCTH
BKJIIOUBAT YNPABICHUETO Ha 3PABHUTE YCIYTH U MEAUIIMHCKUTE TPHKU U 0OCOOEHO
pasnpenensHeTo Ha PecypcuTe, KOUTO ca UM IpeaoctaBeHu. Ilopaau ToBa € HE00X0AUMO
neiictusita Ha Chro3a 1a 6bAaT orpaHudeHu 10 oHe3u acnektd Ha O3T, kouto ca
CBBpP3aHM ChC ChbBMECTHATa KJIMHUYHA OLICHKA Ha JaJieHa 3[JpaBHA TEXHOJOTHs, U C TOBa Ja
ce rapaHTupa no-crenragIto, 4Ye HAMa CyOeKTUBHH OI[EHKU IPU CbBMECTHUTE KIIMHUYHU
OIICHKH, 3 JIa CE 3a4eTaT OTTOBOPHOCTUTE HA AbPKABUTE WICHKHU ChIIIACHO WieH 168,
naparpad 7 or IOEC. B ToBa oTHOIIEHNE CHBMECTHUTE KJIMHIUYHU OLICHKH, TTPESIBUJICHU B
HACTOAIIMS PETJIAMEHT, MPECTABIISABAT HAyYeH aHAIM3 Ha OTHOCUTEIHUTE MOJI3U Ha
3/IpaBHaTa TEXHOJOTHS, OIIEHEHA CIIPSIMO 3/IpaBHUTE PE3yNTaTH M0 U30paHUTe MapaMeTpH,
Bb3 OCHOBA Ha 00XBaTa Ha olleHKaTa. HayuHusT aHanu3 11e BKJI0YBA OLIE OTYUTAHE Ha
CTENEHTa HAa CUTYPHOCT HAa OTHOCUTEJIHUTE I10JI3H, KaTo CE€ B3eMaT NPEABHUJL CUITHUTE
CTpaHU U OTpaHUYCHHSTA HA HAIMYHUTE JJoKa3aTesncTBa. ETo 3amo pesynraTure oT
ChbBMECTHHUTE KIIMHUYHHU OIICHKH HE CJIeJ/IBa J]a 3acsraT MPaBoTO HA MPEIeHKa Ha
JbpKABUTE WICHKH J1a U3BBPIIBAT OLIEHKH 110 OTHOIICHNE Ha KJIMHUYHATa J00aBeHa
CTOMHOCT Ha CbOTBETHUTE 3/IpaBHU TEXHOJIOTMH, HUTO Ja MPEAONPEALIIAT TOCIEABAIINTE
pelieHns B 00JacTTa Ha IIEHOOOpa3yBaHETO U BH3CTAHOBSIBAHETO Ha Pa3XOJIUTE 32
3/IpaBHUTE TEXHOJIOTUH, BKIFOUATEIHO ONPEAEISTHETO HA KPUTEPUUTE 3a TAKHBA PEIICHHUS
3a IeHoO0Opa3yBaHe U Bb3CTAHOBSBAHE HA Pa3XOUTe, KOUTO OMXa MOTIJIU J1a 3aBUCST KAKTO
OT KJIMHUYHHU, TaKa U OT HEKJIMHUYHHU ChOOpaXKeHUs, B3E€THU MTOOTAEIIHO UJTH 3a€/IHO, U

KOWTO OCTaBaT CAMHCTBCHO B paAMKUTC HA HAllMOHAJIHATaA KOMIICTCHTHOCT.

PE-CONS 80/21 9

BG



(15) JIbprkaBUTE YICHKU CIEABA Ja MOTraT J1a U3BbPIIBAT AOMIBIHUTEIHA KIMHUYHU aHATIU3H,
KOUTO ca HEOOXOMMH 3a ISUTOCTHHS HarmoHasneH nporec Ha O3T, Ha 31paBHUTE
TEXHOJIOTHH, 32 KOUTO € HaJIWIIE JIOKJIaJ 32 ChBMECTHA KIMHWYHA onleHKa. [lo-cnienmaiHo
b KaBUTE YJICHKH CJIE[BA Jla MOTaT Ja U3BBPIIBAT JON'bIHUTEIHN KIMHUYHU aHAJIU3H,
CBBP3aHU, HAPEJ C IPYroTo, C TPYNH NAllUEHTH, CPABHUTEIIHU aJITEPHATUBU WIH 3PaBHU
pe3yATaTH, pa3IuyHu OT BKJIIOUEHHUTE B JJOKJIa/1a 32 CbBMECTHA KIIMHUYHA OIIEHKA, WJIH J1a
M3I0JI3BaT pa3jinyHa METOJMKA, aKO Ta3u METOJMKa CE M3UCKBA B LISUIOCTHUS HAlIUOHAJICH
nporec Ha O3T Ha ChOTBETHATA Ibp)KaBa WieHKAa. AKO ca HEOOXOIUMHU JOIMBbIHUTETHA
uH(pOpMaIKs, JTAHHU, aHAJIM3H U APYTH JOKA3aTEICTBA 3a JOMBJIHUTETHA KIMHUIHHA
aHAIIM3H, TbPKABUTE WICHKH CIICABA JIa MOTAT Jla IOMCKAT OT pa3paboTUYHIIUTE HA 3APABHU
TEXHOJIOTUH J1a IPEJCTaBsAT HeoOXoanuMara nHpopMalus, TaHHU, aHATIU3U U APYTU
JlokazaresicTBa. HacTosmusT perjsaMeHT He ciie/iBa Jja OrpaHr4aBa 10 HUKAaKbB HAYMH
MPaBOTO HA IBPKABUTE YICHKH J1a U3BBPIIBAT HEKIMHUYHH OIEHKH Ha €]IHA U ChINa
3/ipaBHA TEXHOJIOTHS IIPEIU, TI0 BPEeME Ha U3TOTBSIHETO UJIU CJIe]I MyOJIMKYyBaHETO HA

JOKJIaA 3a CbBMCCTHA KIIMHHWYHA OLICHKA.
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(16)

(17)

3a ;1a ce rapaHTHpa Hall-BUCOKO Kaue€CTBO HA ChbBMECTHUTE KIIMHUYHU OLEHKH, J1a CE
OCHUTYPH IIHUPOKO MIPUEMAHE U J1a Ce J1aJie Bh3MOXKHOCT 32 O0CIMHSIBAHE HA CKCIIEPTHUTE
MO3HAHUS U PECYpPCUTE Ha HAI[MOHATHUTE opraHu u cTpykrypu 3a O3T, e nenecro0pa3Ho
Jla ce cielBa MoeTareH MoIX0/1, KaTo ce 3all0YHe ¢ MalbK Opoil ChBMECTHO OLICHEHU
JIEKapCTBEHH MPOAYKTH U €]1Ba Ha MMO-KbCEH €Tall J]a Ce U3UCKBA JIa CE€ U3BBPILBAT
CHbBMECTHHU KJIMHUYHU OLEHKH 32 JAPYTU JIEKAPCTBEHH MPOAYKTH, 382 KOUTO € B XO]1
LEHTpaJu3MpaHara mpoueaypa 3a npeocTaBsiHe Ha pa3pellieHue 3a ThproBus, IpeaBuIcHa
B Pernament (EO) Ne 726/2004 na Esponeiickus napnament u Ha Cheeral, u korato
BIIOCJIEJICTBUE TE3H JIEKAPCTBEHH MPOAYKTH MOIy4aT pa3pellieHue 32 HOBO TEPAIIEBTUYHO

IIOKa3aHuc.

CpBMeCTHU KJIMHUYHU OLIEHKH CJIE/IBA J]a C€ U3BBPIIBAT U 32 ONPEICICHN MEAUIIMHCKH
u3jaenus, ceriiacHo onpenenenreto B Pernmament (EC) 2017/745 na EBponerickus
napyiaMenT 1 Ha ChBeTa?, KOUTO MONaAaT B KJIACOBE C HAl-BUCOK PHCK U 32 KOUTO
CbOTBETHUTE EKCIEPTHU IPyIH, HocoueHu B wieH 106, naparpad 1 ot nocouenus
perJamMeHT, ca MpeJOoCTaBUIN CBOUTE CTAHOBHUIIA WIIM MHEHHSI, KAKTO U 32 MEUIIMHCKH
W3JIeJHs 32 MH BUTPO JUArHOCTHKA, Kiacuduuupanu kato kiac D B choTBEeTCTBUE C

Pernament (EC) 2017/746 na Eponeiickust mapnament u Ha ChBera’.

Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeta oT 31 mapt 2004 r.
3a yCTaHOBSIBaHE Ha mpoleaypy Ha Cpro3a 3a pa3pellaBaHe U KOHTPOJI Ha JIEKAPCTBEHU
MPOJYKTH 3a XyMaHHA U BeTeprUHapHa ynorpeba u 3a cb3aBaHe Ha EBponeiicka arenuus mno
nekapcrBara (OB L 136, 30.4.2004 r., cTp. 1).

Pernament (EC) 2017/745 na EBponeiickus napiaament u Ha CbBeta oT 5 anpuit 2017 . 3a
MEIUIIMHCKUTE u3/1enus, 3a usmeHenue Ha Jupexktusa 2001/83/EO, Pernament (EO)

Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a otmsiHa Ha qupexktusu 90/385/EVO n
93/42/ENO na CsBeta (OB L 117, 5.5.2017 r., c1p. 1).

Pernament (EC) 2017/746 na EBponeiickus napiament u Ha CbBeta ot 5 anpuit 2017 . 3a
MEIULMHCKUTE U3/IeNUs 32 MHBUTPO IMAarHOCTUKA U 3a 0TMsHa Ha [{upextuna 98/79/EO u
Pemenue 2010/227/EC na Komucusita (OB L 117, 5.5.2017 1., cTp. 176).
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(19)

[IpenBum ClIOXHOCTTA HA HAKOW MEAMIIMHCKH U3JICTHS U METUITMHCKU U3CTHUs 32
WHBUTPO JUArHOCTHKA U EKCIEPTHHS ONHT, HEOOXOIUM 3a TAXHATA OLCHKA, TbPKABUTE
YJIEHKH CJIe/IBa J]a MOraT, KOraTto MpeLeHsT, 4e uMa 100aBeHa CTOMHOCT, Jja MpenprueMar
NO0OPOBOJIHO ChTpYAHUUECTBO B oOnactTa Ha O3T 3a MeIUIMHCKUTE U3ENHs,
knacuduiupanu karo kiac [Ib wim 111 B choTBeTcTBUE C WwieH 51 oT Pernament

(EC) 2017/745, u 3a MEIMIMHCKUTE U3/IETUS 32 UHBUTPO TUArHOCTUKA, KJIACH(PUIIMPAHU
kato kiac D B croTBeTcTBHE ¢ wieH 47 ot Pernament (EC) 2017/746, kouto ca codpryep u
KOUTO HE MoMajgaT B 00XBaTa Ha CbBMECTHUTE KJIMHUYHU OLIEHKH ChITIACHO HACTOSIIUS

pErJIaMeHT.

C e ga €€ rapaHtTupa, 4€ CbBMCCTHUTC KIIMHUYHU OLICHKU Ha 3APaBHU TCXHOJIOTHUH,
OoCTaBaT TOYHHU U aACKBATHHU, C BUCOKO Ka4€CTBO 1 OCHOBAaHH Ha Haﬁ—ﬂ06pI/ITe Hay4YHU
J0Ka3aTcICTBAa, HAJIMYHU BbB BCCKH JaJCH MOMCHT, € I_ICJ'IGC’bO6p213HO Ja CC IIpCABUIAT
YCJIOBUA 3a aKTyaJIM3UPAHE HA OLUCHKUTC, MMO-CIICHUAJIHO KOT'aTO HAJIMYHHUTC
AOI'BJIHUTCIIHA JaHHU CJICA IIbpBOHAYaIHATA OLICHKA Ouxa Morim Ja IIoBUIIIaT TOYHOCTTAa

1 Ka4CCTBOTO Ha OLICHKATA.
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CrenBa na ce ch3/ae KOOPJUHALMOHHA IpyIa Ha AbP)KaBUTE WICHKH 32 OLICHKA Ha
3/lpaBHUTE TEXHOJOTUM (HapuyaHa Mo-HaTaThK ,,KoopanHalmoHHATa Ipylia), CbCTaBEHa OT
IPEACTaBUTENN OT JBbP)KaBUTE WICHKH, [TO-CIIEUATHO OT Opranu u cTpykTrypu 3a O3T,
KOSITO J]a YIIPAXXKHSIBA KOHTPOJI BbPXY U3BBPIIBAHETO HA ChbBMECTHUTE KIIMHUYHU OLICHKU U
Ha JIpyra cbBMecTHa paboTa B paMKUTE Ha 00XBaTa Ha HACTOSILMUS PErjaMeHT. 3a 1a ce
rapanTvupa pbKOBOACH OT AbPKABUTC YWICHKHU IMOAXO0J 3a CbBMCCTHHU KIIMHWUYHU OLICHKHU U
CHhBMECTHH HAay4YHU KOHCYJITAIMH, TbP)KaBUTE WICHKHU CIIE/[BA JIa OTIPEICIIAT WICHOBETE Ha
Koopaunanuonnara rpymna. Te3u uieHoBe ciiesiBa 1a ObIaT ONPEIENICHH C LEl 1a Ce
rapaHTHpa BUCOKO paBHHUIIIE Ha koMmneTeHTHoCT B Koopaunanuonnara rpymna. YneHosere
Ha KoopauHaimonHara rpymna cieqBa Jia olpeensT opranure u ctpykrypure 3a O3T, 3a
HOATPYIHUTE, KOUTO MPEAOCTABAT MOIXO IS TEXHUIECKU EKCIICPTEH OIUT 32 U3BBPILIBAHE
Ha CHbBMECTHHU KJIIMHUYHH OLEHKH U Ha CbBMECTHHM Hay4YHHU KOHCYJITAllUHU, KaTO B3eMar
peaBUI HEOOXOAUMOCTTA OT MPEIOCTaBsIHE HAa eKCIIePTHH Mo3HaHus B obnactra Ha O3T
3a JICKapCTBCHUTEC NMPOAYKTH, MCAULUHCKUTC U3CIINA U 34 MCAULIMHCKHUTC U3ACIINA 3a

HHBUTPO JUArHOCTHKA.
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1)

(22)

(23)

(24)

3a 12 0Tpa3u HAyYHHUsI XapaKTep Ha ChbTPYAHUUYECTBOTO U J]a TapaHTUPa, Y€ PEIICHUsITA,
B3eTH 0T KoopanHanmoHHara rpyma, OTroBapsT Ha LIEJIUTE 3a FapaHTUpPaHE Ha CbBMECTHA
paboTa ¢ Hali-BUCOKO HAayYHO KauecTBO U Oe3npuctpactHocT, KoopanHannoHHara rpymna
clie/iBa J1a MOJIOKU MAaKCUMAJIHM YCUJIMS 32 IOCTUTaHe Ha KOHCEHCYC. AKO TaKbB
KOHCEHCYC HEe MOJKe /1a O'bJIe TOCTUTHAT | 3a J]a C€ OCUTYPH IIaBeH MEXaHU3bM 32
B3€MaHe Ha pemeHus B KoopanHalmoHHaTa rpymna, peleHusaTa OT TEXHUYECKO U HayYHO
€CTECTBO CJIeJ[Ba /1a C€ B3eMaT C OOMKHOBEHO MHO3MHCTBO, KaTo BCSKA AbprKaBa UICHKA
pasrosiara ¢ €iH rjiac, He3aBUCUMO OT Opost Ha wieHoBeTe Ha KoopauHaionHaTa rpyna
OT JaJieHa AbpkaBa wieHKa. [1o u3kioueHue 1 Kato ce uMa NpeaBu pa3aIudHOTO UM
€CTECTBO, PEIICHUsATA 32 IPHEMaHe Ha TOAMIIHATA pab0THA IpOrpaMa, TOIUIIHUAT TOKIa]]
U CTpaTerMyecKruTe HACOKH 3a paboTaTa Ha MOATPYIHTE CJIe/IBa Jla ce B3eMar ¢

KBaJ'II/I(bI/II_[I/IpaHO MHO3HMHCTBO.

Komucusra ne CJICABA Jia y4acCcTBa B I'NTaCyBaHCTO HAa CbBMECTHH KIIMHUYHHW OUCHKH, HUTO

Aa KOMCHTHUPA CbABPIKAHUCTO HA JOKJIAAUTC 34 CbBMCCTHA KIIMHUYHA OLICHKA.

KOOp,I[I/IHaI_[I/IOHHaTa I'pyna cjiceBa a rapadnTupa, 4¢ CbBMCCTHATA HayUHa pa60Ta, KaKTO U
npouecaypuTe U METoANKara 3a U3roTBSIHEC HAa NOKJIAAWUTC 3a CbBMECTHA KIIMHUYHA OLICHKA
1 Ha 3aKIIIOYUTCITHUTC JOKYMCHTH OT CbBMECTHUTC HAYUHH KOHCYJITAllUU rapaHTUpar
Hal-BHCOKO KaueCTBO, U3IrOTBAT CC CBOCBPEMCHHO U OTpa3sBaT Hall-HOBUTE HayYHH

JOCTHIKCHUA B ME€MIITMHAaTa KbM MOMECHTA HAa U3IOTBAHETO UM.

MeTtoaukuTe 3a U3BBPIIBAHE HA CHbBMECTHH KIIMHUYHH OIICHKU U CbBMECTHU KIIMHUYHU
KOHCYNTAIMH clie/iBa 1a ObJaT aJlanTUPaHH, TaKa Ye J1a BKIIIOUBAT 0COOCHOCTUTE Ha
HOBUTE 3/IpaBHU TEXHOJIOTHH, 32 KOUTO HAKOH JIaHHU MOXE J1a HE Ca JIECHOIOCTHITHHU.
TaxbB MOXe /1a € ciiydasr, Hape[l C IpYroTo, € JIEKapCTBEHUTE MPOAYKTU CHUPALIH,

BAKCUHUTC U JICKAPCTBCHUTC IIPOAYKTH 3a MOJACPHA TCpaIlrsl.
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(25) CpBMeCTHUTE KIIMHUYHY OIEHKHU CJIe/[Ba Aa OBAaT BCEOOXBATHU U JIa OTPa3sBaT BCUUKU
HYXXJY Ha IbPYKABUTE WICHKHU 10 OTHOIICHHUE HA IAHHUTE W aHAIM3UTE, KOUTO TPsOBa Ja

6”b,I[aT IIpEaACTAaBCHHU OT pa3pa60TqI/H<a Ha 3/IpaBHU TCXHOJIOI'UH.

(26) Koraro cbBMecTHHUTE KIMHUYHU OLICHKH C€ U3IOJI3BAT 3a MOJArOTOBKA Ha MMOCJIEIBAIIN
aIMUHUCTPATUBHU PEIICHHS Ha PaBHUIIETO HA AbPKaBUTE WICHKH, T€ MPECTABISABAT
€Ha OT HAKOJIKOTO MOJATOTBUTEIHH CTHIIKM B PAMKUTE Ha MHOTOETAIIHA MTPOLIeIypa.
EauHCcTBEHO ABpiKaBUTE WICHKU MTPUTEKABAT KOMIIETEHTHOCT 3a HAllMOHAJTHUTE MPOLIECH
3a O3T, 3a 3aKk/Ir04eHHUATa OTHOCHO CTOMHOCTTA Ha JaJieHa 3[jpaBHa TEXHOJIOTHS U 3a
pemenusita, npoustudamy ot O3T. [IbpxkaBuTe WICHKH Clie/iBa J1a MOTAT Jia ONPEesaT Ha
Ko# etamn oT npoueca Ha O3T u OT KOil TeXEH OpraH Win CTPYKTypa clie[Ba /1a ce

pasriacxKaaTrT A0KJIaJuTE 3a CbBMCCTHA KIIMHUYHA OLCHKA.

(27) Koopaunaruonnara rpyra ciieZia 1a MoJIoKU BCUYKU YCUJIUS 3a 0J00psiBaHE Ha JOKIaaa
3a ChBMECTHaTa KJIMHUYHA OlIEHKa ¢ KoHceHcyc. KoraTto koHceHcyc He Moxe aa Obe
MIOCTUTHAT U C 1IEJI 1a C€ rapaHTHpa (UHAITM3UPAHETO HA JOKJIAJUTE 3a CbBMECTHATA
KJIMHAYHA OIICHKA B pAMKHUTE Ha OINPEJICIICHHS CPOK, B T€3H JIOKJIAIU CJIe/IBa J1a ObaatT
BKJIIOUEHU Pa3JIMyaBalllUTe Ce HAyYHU CTAHOBHIIA. 3a /1a C€ TapaHTHpa IIeJI0CTTa Ha
CUCTEMaTa Ha ChbBMECTHUTE KIIMHUYHU OI[EHKH U C 11€J1 TOCTUTaHEe Ha KOHCEHCYC,
BKJIFOYBAHETO Ha pa3JIMuaBallld C€ HAyYHU CTAHOBHUIIA CJIE/BA JIa CE OTPaHUYaBa JI0 OHE3U
CTaHOBUIIA, KOUTO Ca HAII'THO 0OOCHOBAaHU OT Hay4Ha TJIeJHA TOUKa, U MOPaanu TOBa

CJIC/BA Jia C€ CUMTA 3a U3BBHPCIHA MAPKaA.
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(28)

JIbpKaBUTE WIEHKH clieiBa J1a IPOABIDKAT Ja HOCSAT OTTOBOPHOCT 3@ U3TOTBSHETO Ha
3aKJIIOYCHHUS Ha HAIIMOHAIHO PaBHMILE OTHOCHO KIIMHUYHATA T00AaBEHAa CTOWHOCT Ha
JlaJieHa 3/{paBHa TEXHOJIOT |, Thi KaTo Te3U 3aKJIFOUEHUs 3aBUCAT OT Cleln(PUIHUS
KOHTEKCT Ha 3/IpaBeola3BaHeTo B J1a/IeHa IbpKaBa WIEHKA M OT 3HAYCHUETO Ha OT/AEIHUTE
aHaJIM3M, BKJIIOUYEHH B JOKJIa/1a 3 ChBMECTHA KIIMHUYHA OLIEHKA (HalpUMep HIKOJIKO
CPaBHMUTEIHH aJITEPHATUBU MOraT /1a ObJ1aT BKJIOYEHH B JOKJIA1a 32 CbBMECTHA KIIMHUYHA
OLIEHKA, OT KOUTO CaMO HIKOHU ca OT 3HaUCHME 3a JIaZieHa AbprKaBa WwieHka). JlokiaasT 3a
ChbBMECTHA KJIMHMYHA OLIEHKA CJIe/[Ba JIa BKJIIOUBA ONMCAaHUE HA OTHOCUTEIHUTE O3,
HaOJII01aBaHU TIPU aHATM3UPAHUTE 3PABHU PE3YITATH, BKIIOUUTEITHO HUPPOBH
pe3yJITaTH U JOBEPUTEIHU HHTEPBAIU, KAKTO U aHAJIM3 Ha HayyHaTa HECUTYPHOCT U
CHJIHUTE CTPAaHHU U OTPaHUYEHUATA Ha JIOKa3aTeJCTBaTa (HapuMep BbTPEIlHA U BhHIIIHA
BaUIHOCT). JIOKIaabT 32 CbBMECTHA KIIMHUYHA OLICHKA CJIeJ[Ba J1a C€é OCHOBaBa Ha (haKTH
Y HE CJIeJ[Ba JIa ChAbPKa HUKaKBa CyOEKTHBHA OIEHKA, CTETICHYBaHE Ha 3[PaBHUTE
pEe3yaTaTH, 3aKII0UEHHs] OTHOCHO O0IAaTa [10J13a WU KIMHUYHATA J0OaBEHa CTOMHOCT Ha
OLIEHsIBaHATa 3/JpaBHA TEXHOJIOT U, HUKAKBa ITO3UIMSI OTHOCHO TapreTHaTa MoIyJamus,
IIPU KOSITO CJIE/IBA Ja C€ M3M0JI3Ba 3ipaBHATA TEXHOJIOIHsI, HUTO IO3ULSI OTHOCHO
MSCTOTO, KOETO 3/IpaBHATa TEXHOJIOIUs CJIEBA Ja 3a€Ma B TepaleBTUYHATa,

ANAarHoCTuiHaTa Uik NpCBaHTUBHATA CTPATCIUA.

(29) [Ipo3paunocTTa Ha MpoueaypaTa U 00IeCTBEHaTa OCBEOMEHOCT 3a Hesl Ca OT OCHOBHO
3Ha4yeHue. B ciydail ye ©Ma JaHHU, KOUTO Ca MOBEPUTENIHU MOPAIH ThPrOBCKUS CH
XapakTep, CboOOpaKeHUATA 3a TOBEPUTEITHOCT TPsAOBA Ja ObJAT CHO U3JIOKEHU U
000CHOBaHH, a MOBEPUTEITHUTE JTaHHU TPsAOBa 1a ObJaT 100pe pa3rpaHUYEHHU U 3aIUTEHU.
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(30)

€2))

Koraro nepxaBure wieHku n3BbpuiBaT O3 T Ha HAMOHAIHO WM PETMOHAIIHO PABHULIE 32
3JIpaBHU TEXHOJOI'MH, KOUTO ca OMJIM OLIEHEHH Ha paBHUILETO HA Cblo3a, Te cieaBa J1a
B3eMarT MpeIBU] TOKJIAUTE 32 CbBMECTHA KJIMHUYHA OLICHKA Ha TOBa paBHMILE. B ToBa
OTHOILIEHHE, 0COOEHO KaTo Ce MMa MpeBU], Y€ 3a HaloHanHuTe pemenus 3a O3T morar
Jia ce MpUJIarar pa3iIudHu CPOKOBE, IbPKABUTE YICHKH CJIEBa J1a MOrar Ja B3eMaT
npeaBua nHGopManus, TaHHHU, aHATTU3U U JJPYTH T0KA3aTeNICTBA, KOUTO HE ca OMIIM Y4acT
OT ChbBMECTHATa KJIMHWYHA olleHKa Ha paBHULIEe Cbio3. O3T, u3BbpleHa Ha HALIMOHATIHO
WA PETMOHAJIHO PaBHUIIE BbB BPb3Ka ChC 3/IpaBHA TEXHOJIOTHSI, KOSTO € OMJla OLlEHEHa Ha

paBHuieTo Ha Chro3a, ciiesiBa 1a ObJie mpeaocTaBeHa Ha KoopimHanmonHara rpyma.

B xoHTekcTa Ha HACTOSIUS PErVIAMEHT TEPMUHBT ,,HAJIJIEAKHO OTUUTAT, KOraTo ce
npujiara KbM J0KJaJ 3a ChBMECTHA KJIMHWYHA OIIEHKA, 03Ha4YaBa, Y€ JIOKJIaAbT CJIe/IBa Aa
ObJIe 4acT OT JOKYMEHTAI[UATa Ha OPTaHUTE WM CTPYKTYPUTE, y4acTBAIlld B JCHHOCTH 1O
O3T na paBHHUILIE JbprKaBa YWICHKA UM HA PETHOHAIHO PaBHUIIE, U CJIEJBA J]a CE B3eMa
npensu npu Besgka O3T Ha paBHUILETO HA JbpKABUTE WIEHKU. AKO JJOKJIAIbT 3a
ChbBMECTHA KIIMHUYHA OIICHKA € HaJIM4eH, TOU cle/Ba Aa Ob/ie 4acT OT JOKYMEHTAIUsTa,
KOSITO mojanomara HarmoHaiaHus npouec 3a O3T. CbabpKaHUETO Ha 0K 3a
ChbBMECTHA KJIIMHMYHA OIIEHKA 00ayde € OT HayYHO €CTECTBO U HE CJe/iBa Ja ObJe
00BBP3BAIIO 32 TE3HW OPTaHM WU CTPYKTYPH HITU 3 JbPIKABUTE WICHKH. AKO KbM
MOMEHTa Ha MpUKIouBaHe Ha HannoHaimHaTa O3T He e HanuIe A0KJIa 3a ChBMECTHA
KJIMHUYHA OIICHKa, TOBA HE clie/iBa Jia 3a0aBsi oCIeABAIlKS MTPOLIeC Ha PaBHUIIIETO Ha
IbpKaBUTE WiICHKU. JIoOKIaabT 3a ChBMECTHA KJIMHUYHA OLIEHKA HE CJIeJ[Ba J]a MMa BHHIITHO

BB3/CHCTBUE BEPXY 3aABUTEIM U IPYTU CTPAHU, PA3JINYHU OT JIbPKABUTE YWICHKH.
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(33)

3a1bJKEHUETO Ha IbP)KABUTE WICHKH Jla HE M3UCKBAT HA HALIMOHAIHO PAaBHUILE
uHbOpMays, TaHHH, aHAJIM3U WU JIPYTHU JI0KA3aTeNICTBA, IPEJOCTABEHH OT
pa3paboTyuLUTe Ha 3[paBHU TEXHOJIOTUHU Ha paBHULIETO HAa Chro3a, HaMaJIsABa, KOraTo
pa3paboTYuLUTE Ha 3[pPaBHU TEXHOJIOTUH CIIa3BaT U3UCKBAHUATA 32 IPEAOCTABSIHE HA
uHpopManus, ONpeaeseH! ChITACHO HACTOSAIIMS PETJIAMEHT, aIMUHUCTPATUBHATA U
(uHaHCOBaTa TEKECT 3a TAX, IPOU3TUYAIIA OT TOBA, Y€ Ca U3MPABEHH IIPe]l MHOTOOpOWHU
Y pa3HOOOpa3HU MCKAHUSA 3a MH(OpMaIKs, JaHHU, aHAIU3H WIK APYTH JoKa3aTeICcTBa Ha
PaBHMILETO HA Abp)KaBUTE WieHKU. ToBa 3abikeHre o0aue He cileBa J1a U3KJIH04Ba
BB3MOKHOCTTA IbPKABUTE WICHKH J[a MOMCKAT PAa3sICHEHHS OT pa3padOTUUIUTE HA
3JIpaBHU TEXHOJOTMH OTHOCHO IpECTaBeHaTa HHGOpMAILK, JaHHH, aHAJTM3U WU IPYTH

JOKa3aTcJICTBA.

3abJDKEHUETO Ha JbP)KaBUTE WIEHKHU Ja HE U3MCKBAT Ha HAI[MOHAJIHO PAaBHUILE ChIllaTa
nHbOpManus, TaHHH, aHAJTN3U WU IPYTH JI0KA3aTeJICTBA, KOUTO Beue ca OMiTn
MPEJCTaBEHU OT pa3pabOTYUIIMTE HA 3PaBHU TEXHOJIOTUU Ha paBHHIIETO Ha ChIo3a, HE
clie/iBa J1a BKJIIOYBA UCKaHUS 32 MHPOPMAIHS, TaHHU, aHAJTU3H WIN APYTHU J10Ka3aTesICTBa
B 00XBaTa Ha MPOTPaMUTE 3a PaHEH JOCTHI Ha PaBHUIIECTO HAa JbP)KAaBUTE WICHKH. TakuBa
MIPOTpaMH 32 PaHEH JIOCTHIT HAa PaBHUIIETO Ha IbPKABUTE WICHKH LEJAT OCUTYpsIBaHE Ha
JOCTBIT Ha MAIUEHTUTE JI0 JICKAPCTBEHU POJYKTH B CUTYAIH HA TOJIEMH
HEYJOBJIETBOPEHN METUIIMHCKHA TOTPEOHOCTH MPEIN M3/1aBaHETO Ha pa3pelIeHUE 3a

THProBHUs IO LIEHTpaU3upaHaTa mpoueaypa.
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(35)

(36)

PaBpaGOT‘-II/II_II/ITC Ha 3IpaBHU TCXHOJIOTHUU HC CIICABA Aa MPCACTABAT I/IH(l)OpMaI_[I/ISI, JaHHH,
AHAJIM3U WK APYTHU JOKA3aTCJICTBA HA HAIUOHAIIHO paBHUIIC, KOUTO BCUC Ca omm
IpeACTaBCHU HAa PaBHUIICTO HaA Crro3a. ToBa rapaHTupa, 4€ AbPKABUTEC YJICHKN MOTI'aT
CAMHCTBCHO Ja U3UCKBAT PIH(bOpMaHI/Iﬂ, JaHHHW, aHAJIM3U U APYTHU JOKA3aTCJICTBA OT
pa3p2160T‘-II/II_II/ITe Ha 3IpaBHU TCXHOJIOTHHU HA PABHUIICTO Ha AbPIKABUTC YJICHKHU, KOUTO

BCC OIIIC HC Ca HAJIMYHU HA paBHHUIICTO HA Cnro3a.

3a JICKApPCTBCHU IIPOAYKTH, ITPHU U3BHPIIBAHETO Ha CbBMECTHA KIIMHUYHA OIICHKA, CJICABA
Ja C€ pasricxagar ¢ IpeaAuMCTBO IIPEKU CPAaBHUTCIHN KIIMHUYHU U3CJICABaHNA, KOUTO Ca
paHIOMH3UPAaHHU, 3aCJICTICHA U BKIIXOYBAIIX KOHTPOJIHA I'pyIla, YUATO MECTOAHNKA OTroBapAa
Ha MCKAYHAPOJHUTC CTAaHAAPTHU 3a OCHOBAHA HA A0KA3aTCJICTBA MCAUILIMHA. IlocoueHusT
IIoaxo4 obaue He cJcaBa caMo I10 cebe cu Ja U3KJI0YBa O6C€pBaHI/IOHHI/I [Mpoy4BaHusd,
BKIIFOYUTCIIHO TAKHMBA, OCHOBAHU HA JaHHU OT IIPAKTHKATA, KOraTO TaKWBa IPOYYBAHUA Ca

JOCTBHITHHA.

CpoOKbT 32 ChBMECTHH KJIMHHYHU OIEHKH 32 JICKAPCTBEHHUTE MIPOAYKTH CIIe/IBA Ja ObIe
OIIpeJIeNICH, IOKOJIKOTO € Bh3MOXKHO, B 3aBUCHMOCT OT IIPUJIOKHMHUTE CPOKOBE 32
MPUKIIIOYBAHE HA [IEHTpaIM3UpaHarTa Mpoleypa 3a u3JjaBaHe Ha pa3pelicHue 3a ThProBHs,
npenBuieHa B cboTBeTCTBHUE ¢ Perimament (EO) Ne 726/2004. Ta3u koopauHALUS ClieIBa
Ja rapaHTtupa, 4€ CbBMECTHUTC KIIMHUYHU OLICHKU Onxa MOIJIH e(l)eKTI/IBHO Ja YyICCHAT
JO0CTBIIA JIO IMa3apa u Jia JOMPHHECAT 32 HABPEMEHHATa HAIMYHOCT HA HMHOBATUBHUTE
TeXHOJOTuM 3a manuentute. [lopaau ToBa pa3paboTUUIIUTE HA 3IPAaBHU TEXHOJIOTUU
CclieJIBa J1a CIa3BaT CPOKOBETE, YCTAHOBEHH CHITIACHO HACTOSIIUS PETIaMEHT, KOTaTo

MIpe/ICTaBAT UCKaHaTa MHPOpMaIHs, TaHHHU, aHAJIU3U U JIPYTH I0Ka3aTelICcTBa.
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(37)

(3%)

[Ipu onpenensiHeTo Ha CPOKA 32 CbBMECTHUTE KJIMHUYHU OLICHKHU 32 METULIUHCKUTE
W3NS 1 METULMHCKUTE U3/IEIHS 32 MHBUTPO IMATHOCTUKA CJIEABA J1a CE€ B3eMe MPEABUL
CUJTHO JICHEHTPAM3UPAHUAT BT 3a JOCTHII J0 Ma3apa 3a Te3U U3/EHs, KaKTO U
HaJUYHOCTTA Ha MOAXOISIIN T0Ka3aTSJICTBEHU JTJaHHH, U3UCKBAHH 32 U3BBPIIBAHE HA
CBbBMECTHA KJIMHWYHA OlleHKA. ThH KaTo M3NCKBAHUTE JIOKA3aTEJICTBA MOraT Ja CTaHaT
HaAJIWYHU caMoO CJIel KATO MEIULIMHCKOTO M3JeIHe WM MEIUIIMHCKOTO U3JIeJINe 3a
WHBUTPO AMArHOCTUKA OBJE MMyCHATO Ha Ma3apa M 3a Ja ce J1aJe Bb3MOKHOCT 3a TEXHUS
moA0op 3a ChBMECTHA KIIMHMYHA OIIEHKA B IMOIXOISI] MOMEHT, Clie/iBa Ja Ob/Ie Bb3MOKHO

OLCHKUTC HA TaKWBa U3ACIINA J1da CC U3BBPUIBAT CJICA ITYCKAaHCTO UM Ha Ia3apa.

BbB Bcuuku ciiydan chBMecTHaTa paboTa, U3BBbPILIBAaHA CHIVIACHO HACTOSIIMS PErJIaMEHT,
MO-CIIEUATHO CbBMECTHUTE KIIMHUYHU OLICHKH, CJIe/IBa Jja UMa 32 11eJ1 MOCTUTaHeTo Ha
BHCOKOKAa4eCTBEHU W HABPEMEHHHU PE3yJTaTH U J]a HaChpyaBa MO-TACHOTO
CBHTPYAHUYECTBO MEXY IbpKaBUTE WieHKH B oOnactTa Ha O3T 3a MeAuIMHCKUTE
W3JIENUSl 1 MEAUIIMHCKUTE U3/ISNUS 32 HHBUTPO TMArHOCTUKA M HE Clie/IBa Ja 3a0aBsi, HUTO
Jla Ipevy Ha mpoueaypure 3a HaHacsiHeTo Ha CE mapkupoBKkaTa Ha METUIIMHCKUTE
W3JIeHs UM Ha MEUITMHCKUTE U3AENus 32 UHBUTPO AUAarHOCTUKA, HUTO Ja 3a0aBs
JocTha UM 10 naszapa. Ta3u pabota cieisa 1a ObJie OTAENIHA U pa3indHa OT
PETYIIATOPHUTE OIICHKH, N3BbpIIBaHU chriiacHO pernamertu (EC) 2017/745 u

(EC) 2017/746, n He cnenBa a OKa3Ba Bb3/CICTBHE BbPXY PEILICHUATA, B3ETH B

CbOTBCTCTBUC C TC3U PCTIIAaMCHTH.
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(39)

(40)

3a J1a ce yJIeCHU IIPOLECHT HAa U3TOTBSIHE HA CbBMECTHU KJIIMHUYHHU OLICHKH,
pa3pabdoTYuLINTE HA 3[PAaBHU TEXHOJIOTUH CIIE/IBA B TIOAXOAALIM CIIy4au J1a OoJIyqar
BB3MOXHOCT J]a Yy4acTBaT B CbBMECTHU Hay4yHU KoHcyinrauuu ¢ Koopaunamonnara
rpymna, 3a Ja moiay4yaT HaCOKM OTHOCHO MHOpMaIusiTa, TaHHUTE, aHATU3UTE U APYTU
JI0Ka3aTeJICTBA, KOUTO € BEPOSITHO J1a OBbIaT M3UCKAHU OT KJIMHUYHHUTE M3CIICABAHUS.
KiuHnunuTe M3cnenBaHys BKIIOYBAT KIMHUYHY U3NIUTBAHUS HA JIEKAPCTBEHU IPOAYKTH,
KJIIMHUYHU W3MUTBAHUS, HEOOXOIMMHU 32 KIMHUYHATA OI[CHKA HA METUIIMHCKUTE U3eNus,
Y U3IUTBaHUS Ha IEHCTBUETO, HEOOXOMMH 32 OLIEHKATa Ha IEHCTBUETO HA MEIUIIMHCKUTE
U3JIeIMs 32 UHBUTPO JUarHocTuka. [lpeasua npeaBapuTesHus XxapakTep Ha
KOHCYJTalUATa PEAJI0KEHUTE HACOKU HE CIIEe/IBa J1a ca IPAaBHO OOBBP3BAILM HUTO 3a
pa3paboTuuiLIUTe Ha 3APABHU TEXHOJIOTUU, HUTO 3a opranute u crpykrypure 3a O3T. Te3u
HAcOKH o0aue cieqBa Ja O0Tpa3sBaT Hall-HOBUTE HAYYHU MOCTHKEHUS B MEIULIMHATA KM

MOMCHTA Ha CbBMCCTHATAa HaAy4YHa KOHCYJITallkAd, ITO-CIICHHAJITHO B MHTCPEC HA IMAIlUCHTHUTC.

Korato ce npoBexaar cbBMECTHU HAyYHU KOHCYJITAIIUU YCIIOPEIHO C U3TOTBSHETO Ha
Hay4YHU CTAHOBUIIA OTHOCHO JIEKAPCTBEHUTE MPOIYKTH, npeasuaeHu B Pernament (EO)
Ne 726/2004, unu ycnopeHO C KOHCYNITAUATa 32 MEAUIIMHCKUTE U3JIENHsI, IPEe/IBUICHA B
Permament (EC) 2017/745, Te3u mapanenHu mporecH, BKIFOUYUTEIIHO OOMEHBT Ha
nH(pOpMaLHS MEXTy MOATPYNHUTE U EBporieiickaTa areHIusI 110 JIeKapCTBaTa WIN
eKCIIepTHaTa Ipyna 3a MeIUIIMHCKUTE U3/ENHs, CJIe/[Ba J]a CE MPOBEXKIAT C I JIa Ce
rapaHTupa, 4e ChOUpaHeTo Ha JI0Ka3aTeICTBa OTrOBaps Ha HYKJIUTE Ha ChOTBETHUTE
(dbopMaTu, KaTo CHIIEBPEMEHHO Ce 3aa3Ba pa3JesiTHEeTO Ha ChOTBETHUTE UM chepu Ha

KOMIICTCHTHOCT.
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(41)

(42)

[Ipu chbBMECTHUTE KIMHUYHU OLIEHKH U ChBMECTHUTE HAYYHU KOHCYJITALUU CE€ U3UCKBA
CIOJICIISTHE Ha TIOBEPUTEITHA HH(OPMALIUS MEXTYy pa3pabOoTUHIINTE HA 3APaBHU
TEXHOJIOTMH U opranute U cTpykTypute 3a O3T. 3a ga ce rapanTupa HEelHATa 3allUTA,
uHpopmanuara, npegocraBeHa Ha KoopuHanuonHara rpyrna B paMKUTe Ha ChbBMECTHHUTE
KIMHUYHH OIICHKU M Ha ChBMECTHHUTE HAyYHU KOHCYJITAIIUH, CJIeJIBA 1a ObJie pa3KpuTa Ha
TpeTa CTpaHa caMo CJIe]l CKJI0YBAaHE Ha CIIOPAa3yMEHUE 3a oBepUTeENHOCT. OCBEH TOBa €
He00X0IMMO BCsiKa HH(pOpMAIIUS OTHOCHO Pe3Yy/ITaTUTE OT ChbBMECTHH HAyUYHU
KOHCYJTAIMH, KOATO € HallpaBeHa MyOJIM4HO JIOCTOSIHUE, Aa Ob/e MpeloCTaBeHa B
aHOHUMM3HPaH GopMaT, KaTo C€ OTCTPaHU WH(POPMAIUATA C THPTOBCKUA YYBCTBUTEIICH

XapakTep.

3a na ce rapanTupa e(heKTUBHOTO U3MOJI3BaHE HA HATMYHUTE PECYPCH, € LIeTIeChOOpa3HO
Jla ce MPEIBUIA JEHHOCTTA ,,CKaHUPaHEe Ha XOPU30HTA C 1IEJI Ja C€ J1a]ie Bh3MOXKHOCT 3a
paHHO UACHTH(HUIIMPAHE HA HOBOBB3HUKBAIIY 3PAaBHU TEXHOJIOTHH, KOUTO OMXa MMaJIn
3HAYUTEIIHO BB3/IEUCTBUE BbPXY MAIMEHTUTE, OOIECTBEHOTO 3/IpaBE U CUCTEMUTE 3a
3/IpaBeolia3BaHe, KaKTO U 32 HACOYBAHE HAa Hay4YHHUTE U3cieBaHus. ToBa ,,cCkaHUpaHe Ha
XOpHU30HTA" OM MOTJIO J1a ce M3MOJI3Ba 3a noAnoMarane Ha KoopauHalnuoHHara rpyma npu
IJITAHUPAHETO Ha HelHaTa paboTa, MO-CIEeIHAIHO BB BPh3Ka ChC CbBMECTHUTE KIIMHUYHU
OIICHKU ¥ ChBMECTHHUTE HaYyYHH KOHCYJTAIlMU, U OM MOIJIO CHIIIO TaKa Jia MPe0CTaBU
nH(pOpMaIus 3a MeJINTE Ha JIBJITOCPOYHOTO TIJIAaHUPAHE KAaKTO Ha paBHUIIETO Ha Cbhio3a,

TaKa U Ha HAIWMOHAJIHO PABHUIIIC.
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(43)

(44)

Ch103BT cies1Ba 1a NPOIBIDKH J1a MOAKPENs 100pOBOIHOTO ChTPYIHHUYECTBO O
otHoieHnue Ha O3T Mexy IbpKaBUTE WICHKH B 00JIACTH KaTO U3TOTBSHETO U
U3MBJIHEHUETO Ha MPOrPaMHU 32 BAKCHHUPAHE M U3TPaXKIaHETO Ha KalaluTeT Ha
Harmonanuute cucrtemu 3a O3T. ToBa 106pOBOIHO CHTPYAHUUECTBO CJIE/IBA J1a YICCHH
CBILIO TaKa U MOJIE3HUTE B3aUMOJECHCTBHSI C MHULIUATUBY B PAMKHUTE Ha CTpATErusATa 3a
U poB eIMHEH Ma3ap, B CbOTBETHUTE HU(PPOBU U OCHOBAHU Ha JaHHU 00J1acTH Ha
3/IpaBHO 00CITy>KBaHeE, C OTJIe/] Ha MPEJICTaBIHETO Ha AOIIBJIHUTEIHH JOKA3aTeJICTBA 32
O3T B peannu ycnoBus. J[oOpoBoHOTO chTpyaHuUecTBO B obsactta Ha O3T moxe 1a
BKJIIOYBA U 00JIACTH, KaTO HAIIPUMEP JOIBJIBAINA JICYEHUETO AUArHOCTHUKA, XUPYPTHUHU
nporenypH, NpouIakTUKa U MPOTrPaMH 3a CKPUHHUHT M HaChpUaBaHe Ha 37paBeTo,
WHCTPYMEHTH Ha HH(GOPMAIMOHHUTE U KOMYHUKALIMOHHUTE TEXHOJIOTHH U HHTETPUPAHU
MIpPOLIECH 3a ToJlaraHe Ha rprku. M3uckBanusTa 3a olieHsIBaHE HA Pa3IMYHUTE 3APAaBHU
TEXHOJIOTUH BapUPaT B 3aBHCUMOCT OT CIIEUU(UIHUTE UM XapPaKTEPUCTHKH, TIOPAIU KOETO
clie[iBa J1a MMa chIvlacyBaH nojaxo/ B obnacrra Ha O3T, noaxoadil 3a T€3U pa3IndHU

3APaBHH TCXHOJIOTUU.

3a 1a ce rapaHTHpa BCEOOXBATHUAT XapaKTep U NPO3PavyHOCTTa Ha ChbBMECTHaTa padora,
KoopaunaruonnaTa rpyma ciezsa Aa paboTH U J1a IPOBEKAA INUPOKH KOHCYITALUH C
OpraHU3aIK HA 3aMHTEPECOBAHUTE CTPAHU C HHTEPECH B cepara Ha ChbTPYAHUYECTBOTO B
Crlo3a B obsactra Ha O3T, BKIIIOUNTEIHO NAllMEHTCKH OpraHu3allii, OpraHu3aluy Ha
3JIpaBHU CHELUAINCTH, KIMHUYHU U HAyYHHU OOIIECTBA, ACOIMALIMU HA Pa3paboTYULIUTE HA
3JIpaBHU TEXHOJOTMH, TOTPEOUTEICKH OPTaHU3alu U APYT'H UMAIK OTHOILICHHE
HETIPaBUTEIICTBEHU OpraHU3aIMU B 00J1acTTa Ha 37paBeonas3BaneTo. CienBa J1a ce ch3aae
Mpeka Ha 3aMHTEPECOBAaHUTE CTPAHH, 3a Jla C€ YJIECHH AUAIOTBT MEX/1y OpraHU3aluuTe

Ha 3aUHTCPECOBAHUTC CTPAHU U KOOpI[I/IHaI_II/IOHHaTa rpyia.
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(45) 3a 1a ce rapaHTHpa, Y€ ChBMECTHaTa paboTa € ¢ Hali-BUCOKO HayYyHO Ka4eCTBO U OTpa3siBa
Hail-HOBHUTE NOCTHKEHUS, BRHIIHU €KCIIEPTH ChC CHOTBETHHUS 3aAbJI00UEH CIICIHATU3UPaH
eKCIIepTEeH OIMUT CIIe/IBa Jja IPeoCcTaBAT UH(OpMAIKs 32 CbBMECTHU KJIMHUYHU OLIEHKU U
CbBMECTHM Hay4yHM KoHCynTauuu. CiesBa Aa 6bJaT BKIOYEHNU KIMHUYHU €KCIIEPTH B
ChOTBETHATA TEPAleBTUYHA 00JIaCT, IALIUEHTH, 3aCETHATH OT 3a00JIIBaHETO, U IPYTH
MMaIH OTHOLIEHUE EKCIIEPTH, HAllpUMEP KbM BHJa Ha ChOTBETHATA 37paBHA TEXHOJIOTHUS
WINA KbM BBIIPOCH, CBBP3aHHU C IU3aliHa Ha KIMHUYHOTO U3cieaBaHe. EBponeiickure
pedepeHTHH MpeXH ChILO OMXa MOIJIH J1a CE U3I0J3BaT KaTO U3TOYHMK 3a
UACHTU(UIIMPAHE HA T€3U €KCIEPTH U 3a JIOCTHII 10 ChOTBETHUTE 3HAHHSI B KOHKPETHU
TepaneBTHYHH obnacTu. [lanmenTuTe, KIMHUYHUTE EKCIEPTH U JPYTUTE UMAIU
OTHOILIEHHUE EKCIEPTH cie/Ba 1a ObAaT N30MpaHH Bb3 OCHOBA HA E€KCIIEPTHUS UM OIMT IO
IpeaMeTa U Jia IeHCTBAT B JIMYHO KAa4ecTBO, 0e3 Jja MPeICTaBIsABaT KOHKPETHA
OpraHM3alysl, UHCTUTYLUS WIK JbpKaBa YiICHKA. 3a /1a ce 3a1a3yu HayYHUAT UHTETPUTET
Ha CbBMECTHUTE KJIMHUYHU OLIEHKU U CbBMECTHUTE HAyYHU KOHCYJITALMH, CJIEBa J1a Ce
pa3paboTAT npaBuiia, 3a Jja ce rapaHTHpa HE3aBUCUMOCTTa U O€3MPUCTPACTHOCTTA HA
NAIMEHTUTE, KIMHUYHUTE €KCIIEPTU U IPYTUTE Yy4acTBaIlM UMAIM OTHOIIEHUE eKCIIePTH

1 Ja ce n30eTHaT KOHQIUKTUTE HA UHTEPECH.

(46) CorpyaauuectBoTo B oomactra Ha O3T urpae BaskHa poiisi pe3 IeTus )KU3HEH HUKBIT Ha
3MIpaBHUTE TEXHOJIOTUHU OT paHHHS €Tal Ha pa3paboTBaHe Mpe3 ,,CKAHUPAHETO Ha
XOPHU30HTA U CbBMECTHUTE HAYUYHHU KOHCYJITALUHU, U O-KBCHO, CIIE/l KaTo 3/IpaBHATa
TEXHOJIOTHUS Beue € Ha Ma3apa, Ype3 CbBMECTHa KJIIMHUYHA OL[EHKa U HEHHOTO

aKTyalu3HpaHe.
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(47)

(48)

3a /1a ce rapaHTHpa €MHEH U PbKOBOJIEH OT IbP>KABUTE WIEHKH MOJIX0]l KbM ChBMECTHATA
pabota, mpeiBUCHA B HACTOSIIIUS perijamMenT, KoopauHanmonHaTa rpyma ciieiBa Ja
pa3paboT moApoOHU MPOLEAYPHH CTHIIKU U CPOK 32 ChbBMECTHUTE KIIMHUYHU OIICHKH, 32
aKTyaJM3alUy Ha CbBMECTHUTE KIMHUYHHU OLIEHKHU U 32 CbBMECTHUTE Hay4YHU
koHcynranuu. Korato e neixecho0pa3Ho U KaTo ce B3eMar 10/l BHUMAHUE PE3YATATUTE OT
U3BBpIICHATA Pab0Ta B paMKUTE Ha chBMecTHUTE neicTBus Ha EUnetHTA,
Koopaunanuonnara rpymna cieqsa aa pa3paOoTH OTAETHU MpaBuja 3a JIEKApCTBEHUTE
MPOAYKTH, 3a MEIULIMHCKUTE U3/I€TUs U 32 MEIULIUHCKUTE U3JEIHS 32 UH BUTPO

JTUArHOCTHKA.

KOOleI/IHaIlI/IOHHaTa I'pyna cjicaBa ga pa3pa60TI/I METOJHUYCCKHU HACOKHU 3a CbBMCCTHATa
pa60Ta, npeaBruacHa B HACTOAIIUA PEIIIAMCHT, B CbOTBETCTBUC C MCKAYHAPOAHUTEC
CTaHAAapTHU 3a OCHOBAHA HA JOKa3aTCJICTBA MCANIIHNHA. HpOHeC’bT Ha OLICHABAHC CJICBA Ja
CC OCHOBAaBa Ha OTHOCHMHU, aKTYaJIHU U BUCOKOKAQYCCTBCHU KIIMHUYHU OAOKA3aTCJICTBA.
KOOleI/IHaIlI/IOHHaTa I'pyna cjicaBa ga pa3pa60TI/I 1 HACOKM OTHOCHO Ha3sHaA4YaBaHCTO Ha
OLCHUTCIIM U CBOLCHUTCIIN 3a CbBMCCTHU KIIMHUYHU OLCHKHU U 3a CbBMCCTHU HAYYHU
KOHCYJITallUH, BKIIFOYUTCIIHO OTHOCHO H606XOI[I/IMI/I${ HAY4YCH CKCIICPTCH OIIUT 3a

MU3IBJIHCHUCTO HAa CbBMECTHATAa pa60Ta, npeaABuACHa B HACTOAIIUSA PEIIIAMCHT.
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(49) 3a 1a ce rapaHTHpa eIMHEH MOIX0 KbM ChbBMECTHaTa paboTa, MPEIBUICHA B HACTOSIIIHS
pernamenT, Ha Komucusita ciensa na ObAaT MpeoCTaBeHU U3ITbIHUTEIHN PABOMOIIHNS
Jla pelaBa, KOraTto OIpeieIeH! YCIOBUs Ca U3IIBJIHEHH, Y€ IPYTH JIEKAPCTBEHU MPOYKTH
cieBa Jja ObJaT MpeIMeT Ha CbBMECTHH KIMHUYHM OLIEHKH KbM JlaTa, IpeAXoKaalia
JaraTa, M0COYeHa B HACTOSIIMS PETJIAMEHT, 13 U30Mpa ChOTBETHU MEIUIIMHCKU U3AEIHS U
MEIULUHCKHI U3/IeHS 32 UH BUTPO IUArHOCTUKA Ja ObJaT IpeaMeT Ha ChbBMECTHU
KJIMHUYHU OLIEHKH, M J1a YCTaHOBH ITOJPOOHU IIPOLElypHH NTPaBUiIa, CBbP3aHU C HAKOU
acIeKTH Ha ChbBMECTHUTE KJIIMHUYHU OLICHKH U CbBMECTHUTE HAYYHU KOHCYJTALMU, OO
IIPOLIEYPHHU NIpaBUiIa OTHOCHO HSIKOM aClIEKTH HA CbBMECTHUTE KIMHUYHU OLEHKH, U
¢dopmata u obpasnMTe Ha JOKYMEHTHUTE 3a BHACsIHE U OKJIaaBaHe. Korato e
1eJ1echoOpa3Ho CileBa J1a ce pa3paboTAT OTAEIHU IPaBUIIA 32 JIEKAPCTBEHUTE MPOJYKTH,
32 MEIMLUHCKUTE U3/ENHs U 32 MEIMIMHCKUTE U3/EIHs 32 UH BUTPO AMArHOCTHUKA. Te3u
MIPaBOMONIHS CiIeqBa J1a ObAaT ynpaxHsBanu B cboTBeTcTBUE ¢ Pernmament (EC)

Ne 182/2011 na Esponeiickus napiaament u na Coeeral.

(50) [Tpu U3roTBsiHE Ha AKTOBETE 3a U3IIBJIHECHHUE, TIOCOUYCHH B HACTOSIIHUS PErJIAMEHT, OT
oco0eHa Ba)KHOCT € 110 BpeMe Ha MOAroTBUTeNIHATa ci pabota Komucusra a mposese
MoAXOAAIIN KOHCYJITalluK, BKIIFOUYUTCIIHO C KOOpZ[I/IHaIII/IOHHaTa rpyia v Ha CKCIICPTHO
paBHUIIC, U TE3U KOHCYJITALIUU J1a 6”I)I[aT IMPOBEACHU B CbOTBETCTBUC C IIPUHIIUIINUTE,
3aJI0KEHU B MeXTyHHCTUTYITMOHATHOTO criopasyMenue ot 13 ampui 2016 r. 3a mo-100po

BaKOHOTBOp‘-IeCTBOZ.

Pernament (EC) Ne 182/2011 na EBponeiickus napaameHT u Ha CbBeta ot 16 deBpyapu
2011 r. 3a ycraHOBsIBaHE Ha OOIIMTE MTpaBUiIa U MPUHIMIIA OTHOCHO peJia M yCIOBUATA 32
KOHTPOJI OT CTpaHa Ha JbP)KaBUTE WICHKH BBPXY YIPAKHIBAHETO HA U3IBITHUTEITHUTE
npaBoMoInus ot crpana Ha Komucusta (OB L 55, 28.2.2011 r., ctp. 13).

2 OB L 123,12.5.2016 ., cTp. 1.
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(1)

(52)

C 1en ocurypsiBaHe Ha JOCTaThYHO HAJTMYHH PECYpPCH 3a ChbBMECTHATa paboTa,
IIPEJBU/ICHA ChIIIACHO HACTOALIMS perinaMeHT, ChlO3bT ClleBa [ja C€ CTPEMH Jja OCUTypsiBa
CTaOMJIHO U MOCTOSIHHO (PMHAHCHpPaHEe 32 CbBMECTHATa paboTa 1 3a 100pOBOJIHOTO
ChTPYAHUYECTBO, KAKTO U 33 PaMKara 3a IoJKpena Ha Te3u JeiiHocTH. PuHaHCUpaHETOo
clleiBa Jja MOKPHBA MO-CIELUAIHO Pa3XOAUTe 3a U3TOTBSIHE HAa JOKJIAJAUTE 32 CbBMECTHU
KJIMHUYHU OLIEHKH U 3a CbBMECTHU Hay4YHH KOHcyJTauuu. OCBEH TOBA IbP/KABUTE YJICHKU
clieiBa J]a UMaT Bb3MOXKHOCT Jia KOMaHIMpOBaT HallMOHAJIHU ekcriepTu B Komucusita, 3a

Ja IoAIIOMOIHaT CEKpeTapruara Ha KOOpI[I/IHaHI/IOHHaTa I'pyIia.

C uen ynecHsiBaHe HAa CbBMECTHATa paboTa U oOMeHa Ha HH(pOpMAIIHS MKy TbPIKaBUTE
yiienkn B oonmactra Ha O3T cienBa ga ce npensuau cb3aaBane Ha UT mnaTdopma, KosiTo
ChIIbPrKa MOIXOAIIM 0a3u JaHHU U CUTYPHHU KaHaJH 3a KomyHuKanusa. Komucusta cinensa
Jla ce OCHOBaBa Ha 06a3uTe JaHHU U (PYHKIMOHAIHOCTUTE, pa3pad0TEeHU B paMKHUTE Ha
cpBMecTHOTO nerictBre Ha EUnetHTA, 3a oOMena Ha nHdopmanus U JokazaTencTsa, u aa
ce cTpeMu Jia ocurypu Bpb3ka Mexny UT mnardopmara u apyru uadpacTpykrypu 3a
JaHHH, KOUTO ca oT 3HaueHue 3a nenute Ha O3T, kato Hanpumep perucTpu u 6a3u J1aHHH,
CBBp3aHH C JaHHH, TeHepUpPaHU B pealinu ycioBus. [Ipu pazpaborBaneTo Ha TakaBa UT
tatgopma cieBa ia ce mpoydyar U Bb3MOKHOCTHTE, MpeAiaraH OT ObJICIIOTO

eBPOIICICKO MPOCTPAHCTBO 32 3/IPABHU JIAaHHU.
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(53) 3a 1a ce OCUTypH IUIaBHOTO Ch3/[aBaHe M (PYHKIIMOHUPAHE HA ChBMECTHUTE KIMHUYHH
OLICHKH Ha paBHUILETO Ha Chro3a, KaKTO U 3a /1a CE TapaHTHUPa TSIXHOTO KaueCTBOTO, €
1enech00pa3Ho J1a ce 3al04YHE C MATbK OpOi CHbBMECTHHU KIIMHUYHH OLUEHKH. TpH roanHI
CIlel 1aTaTa Ha MpHaraHe Ha HAaCTOSIIHS PErJIaMEHT CIIE/BA 1a CE U3BBPIIN IIOCTEICHHO

yYBCJINYaBaHC Ha 6pO$I Ha CbBMCCTHUTC KIIMHUYHHN OLCHKU.

(54) 3a ;1a ce rapaHTHUpa, 4e paMKarta 3a MoJKperna npoabiikaBa ga ObJie Bb3MOKHO
Haii-e(heKTHBHA M MKOHOMHYECKH IiefiechoOpa3Ha, KomucusiTta cienBa 1a JokjianBa Ha
EBponeiickus napiameHT u Ha ChBeTa 3a MPUIIAraHETO Ha HACTOSIIMS PETJIAMEHT HE
MO-KBCHO OT TPU TOIMHHM CJIE] laTaTa Ha MmpuiaraieTo my. JlokiaabsT cneiBa aa ce
ChCPEIOTOYN BBPXY Iperjena Ha Jo0aBeHaTa CTOMHOCT Ha ChBMECTHATa paboTa 3a
Ibp)KaBUTE WICHKH. [10-KOHKPETHO B JIOKJIaJia CiIe/[Ba Jia Ce pasrielia BBIIPOCHT Jald €
HE00XO0/IMMO JIa ce BbBE/Ie MEXaHM3bM 32 3aIUIAlaHe Ha TAKCH, KOETO OU TapaHTUPAIIO
He3aBHUCUMOCTTa Ha KoopauHanmoHHaTa rpyrma, 4pe3 KOMTo pa3padOTYHIMTE Ha 3PaBHU
TEXHOJIOTUH ChIO OMXa JOMPUHECTH 32 GUHAHCHPAHETO HA CbBMECTHU HAYIHU
koHcynTauu. OCBEeH TOBa B JIOKJIa/ia Clie/[Ba a C€ HaIpaBH Iperjea Ha edekra oT
HeyOJIMpaHeTo Ha UCKAHETO 3a nHGOpMaIHs, JaHHU, aHAIIU3U U IPYTHU JI0KA3aTeJICTBA 32
CbBMCCTHA KJIMHWUYHA OLICHKA 10 OTHOLICHUC HAa HAMAJIABAHCTO Ha aIMUHUCTPATHBHATA
TCIKECT 3a AbPXKABUTC YICHKHU U 34 pa3pa60T‘~II/ILII/IT€ Ha 3/IpaBHU TCXHOJIOI'UH, 34
VIIECHSIBAHETO HA JJOCTHIIA JIO MMa3apa 3a HOBU M HHOBATHUBHU MPOJIYKTH U 32 HAMAJIIBAHETO
Ha pazxoaute. JJoknaasT Ou MOT'BI J1a IOBEE 10 OIEHKA HA TTOCTUTHATHS HANIPEIBK MO
OTHOIIICHHE Ha JIOCThIIa HA MAIIMEHTUTE 10 HHOBATUBHU 3/IpaBHU TEXHOJOTHH, 110
OTHOLIICHHUEC Ha YCTOﬁqHBOCTTa Ha 3IPaBHUTC CUCTEMH U 110 OTHOIICHHUEC HA KAIlalluTETa 3a

O3T Ha paBHHUILETO Ha AbP>KABUTE WIECHKHU.
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(35)

(56)

He mo-kbcHO OT ABC 'OAWHU CJIC HAYAJIOTO HAa OLICHABAHCTO Ha JICKAPCTBCHUTC MMPOAYKTH,
KOHUTO 1Iormaaar B O6XBaTa Ha HACTOAIUA PETIIAMCHT, ABPIKABUTEC YJICHKHU CJIICABA A
nokiaaBar Ha KomucusaTa OTHOCHO pUjIaraHeTo Ha HACTOSIIIUS PETJIaMeHT, U
MO-CIEIIMaTHO OTHOCHO CBOSITA OIIEHKA Ha JJ00aBeHaTa CTOWHOCT Ha JOKJIAJNTE 32
ChbBMECTHA KJIMHUYHA OIIEHKA B TEXHUTE HaMOHAIHU npornecu 3a O3T, 1 OTHOCHO

paboTHOTO HaroBapBaHe Ha KoopauHanuonHara rpyma.

3a 1a ce ajanTupa CIUChKbT ¢ HH(pOpMAILMTaA, KOATO TpsiOBa 1a ObJe IpeJocTaBeHa OT
pa3paboTuuLuTe Ha 3[paBHU TeXHOIornu, Ha Komucusra cienBa 1a Ob1e qeserupaHo
[IPaBOMOIIIMETO J1a IpreMa akToBe B cboTBeTCTBUE € WwieH 290 ot IPEC ¢ nen usmenenue
Ha npunoxkenus [ u II. OT ocobeHa BaXXHOCT € 110 BpeMe Ha TOrOTBUTEIHATA CH padoTa
Komucusra na nposejie moAXOAAIIN KOHCYATAlUU, BKIIOUYUTEIHO HA €KCIIEPTHO PaBHUILE,
U TE€3U KOHCYJITAIK Ja ObJ1aT NPOBEJCHHU B CbOTBETCTBUE C IPUHIUINTE, 3aJI0’KEHH B
MeX1yHHCTUTYLIMOHATIHOTO CIIOpa3yMeHue 3a 0-100p0 3aKOHOTBOPYECTBO OT 13 anmpui
2016 r. [1o-cieniaiivo, € 11eJ1 OCUTYPsIBAHE HAa PAaBHO ydacTHe MPHU MOJArOTOBKAaTa Ha
nenerupanute akrose, EBponeiickust napiaamMeHT U ChBeTHT MOIYy4aBaT BCUUKU
JOKYMEHTHU €IHOBPEMEHHO C €KCIEPTUTE OT JbP)KaBUTE WIEHKH, KATO TEXHUTE €KCIIEPTH
MOJTy4YaBaT CUCTEMaTHYHO JOCTHII J0 3acelaHMsITa Ha eKcriepTHUTE rpynu Ha Komucusra,

3aHUMaBalu CC C MOoATOTOBKAaTa Ha ACJICTUPAHUTC aKTOBC.
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(57) B upekrtusa 2011/24/EC na EBponelickus mapnamenT 1 Ha ChBetal ce nmpeasmkia, ue
Cp103bT TpsIOBa a2 OJKPETIS U J1a YJIECHSBA ChTPYAHUYECTBOTO U OOMEHA HA HayYHa
uHbopMaLUs MEXY AbPKAaBUTE WICHKHU, paOOTElM B pAMKHUTE Ha Mpea, U3rpajeHa Ha
JIO0OPOBOJIHA OCHOBA, CBbP3BAllla ONPEAEICHUTE OT IbPKABUTE YJICHKH HAI[MOHAIHU
OpraHy WM UHCTUTYLUHU, OTTOBOpHU 3a O3T. Thil KaTO TE3U BBIPOCH CE YPEKAAT OT

Hacrosmus pernamenrt, Jupekrusa 2011/24/EC cnena na 6b1e ChOTBETHO H3MEHEHA.

(58) JIOKOJIKOTO 11eJITa Ha HACTOSIIIMSI pErJIaMeHT, @ UMEHHO Ch3/JaBaHETO Ha paMKa 3a
ChbBMECTHH KIIMHUYHH OLICHKU Ha paBHUIIETO Ha Chl03a Ha 3/JpaBHU TEXHOJIOTUH,
IIornagaiy B oOxBara Ha HaCcTOAIIUA pCriIaMCHT, HC MOXKEC 1a GLI[C IHoCcTurHara B
A0CTaTb4yHA CTCIICH OT AbPXKABUTC YICHKHU, a ITOpaan oOxBara u IIOCJIICANIIUTE Ha
JEMCTBUETO MOXKe J1a ObJie TOCTUTHATA MO-100pe Ha paBHHILETO HAa Chio3a, ChIO3BT MOXKE
Jla IpueMe MEPKH B ChOTBETCTBUE C MPUHIIUIIA HA CYOCUIUAPHOCT, YPEIeH B WieH 5 oT
Jorosopa 3a EBpornetickus cbio3 (JJEC). B choTBeTCTBHE € ITpUHIIMIIA HA
IMPONMOPLHUOHATIHOCT, YPCACH B ChbIIUA YJICH, HACTOAIHUAT PCTIIAMCHT HC HAAXBBPJIA

H606XOI[I/IMOTO 34 IOCTUI'aHCTO Ha Ta3u LI,

I[TPUEXA HACTOAILIMUA PETJTAMEHT:

Hupextusa 2011/24/EC na EBponeiickus napiameHnT u Ha CbBeta oT 9 mapt 2011 1. 3a
yIpaKHsBaHE Ha MpaBaTa Ha MAallMEHTUTE MPU TPAHCTPAHUYHO 3/IpaBHO OOCITyKBaHe
(OB L 88,4.4.2011 r., cTp. 45).
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I'/TABA 1
ObIIIA PA3ITIOPEABU

Ynen 1
Ilpeomem

1. C HACTOAIINA PEITIaMCHT CC YCTAaHOBSBAT:

a)  paMka 3a IMOJKpena U MpoLeaypH 3a CbTPYIHUYECTBO MEXY IbP>KaBUTE YJICHKU B

o0JacTTa Ha 3/[paBHUTE TEXHOJOTHH Ha paBHHUIIETO Ha ChI03a;

0) MexaHHM3bM, KOWTO MPEIBIK/A, Y€ BCAKAa HHPOPMALWs, TaHHH, aHATTU3U U JPYTH
JI0Ka3aTescTBa, HEOOXOMMHU 32 CbBMECTHATA KIIMHUYHA OLIEHKA HA 3/[PaBHUTE
TEXHOJIOTUH, TPsI0Ba J1a ce MPEJCTAaBAT CaMO BeIHbX Ha paBHHILETO Ha Cbio3a OT

pa3paboTurKa Ha 3J[paBHU TEXHOJIOTHH;

B) O6IIII/I ImpaBujia © METOJUKH 3a CbBMECTHATA KIIMHUYHA OLCHKA HAa 3IPABHUTC

TCXHOJIOTHH.
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2. Hacrosmusar PEriiaMCHT HE 3aciara KOMIICTCHTHOCTTA Ha AbPIKABUTC YJICHKHU Ja IMPaBAT
3aK/IIIOYCHHA OTHOCHO OTHOCUTCIIHATA e(i)eKTI/IBHOCT Ha 3APaBHUTC TCXHOJIOTUHU WA 4
B3€MAT PCUHICHUA OTHOCHO M3IIOJ3BAHCTO HA JaACHA 3ApaBHA TCXHOJIOIU B TCXHUA
CHeI_[I/I(bI/ILICH HallMOHAJICH 3JpaBCH KOHTCKCT. Toi He 3acsara U3KIIOYUTEIHATA
HalMOHaJIHa KOMIICTCHTHOCT Ha ABbPrKaBUTC YJICHKH, BKIIIOYUTCIITHO KOMIICTCHTHOCTTA BB
BPb3Ka C HAIMOHAJTHUTEC PCIICHHA OTHOCHO HCHOO6pa3YBaHCTO 1 BB3CTAHOBJABAHCTO Ha
PasxoauTe, HUTO Apyra KOMIIETCHTHOCT, 3aciraiia yrpaBJICHUETO U IMIPECAOCTaBAHETO OT
ABPKABUTE YICHKHU HA 3IpaBHU YCIIYT'H UM MEAUIHUHCKU I'PHUXKU, WA Ppa3sIpCaACIAHETO HA

pecypcHTe, KOUTO Ca UM MPEAOCTAaBEHHU.
Ynen 2
Onpeodenenus
3a 1enuTe Ha HACTOALIMS PErJIaMeHT Ce MpHJIaraT CJIeHUTE ONpeaeNICHuUs:

1) ,»JIEKaPCTBEH MPOJIYKT* 03HaYaBa JIEKAPCTBEH MPOAYKT CHIVIACHO OMPEIETICHUETO B WieH 1,

Touka 2 ot JIupextuna 2001/83/EO na Esponelickus napnament u Ha ChBeTal;

2) ,,MEJUITMHCKO M3JIeJIie’ 03HaYyaBa MEIUIIMHCKO U3/Ie]IME ChITIACHO ONPE/IEICHUETO B

yiieH 2, Touka 1 ot Pernament (EC) 2017/745;

1 Hupextusa 2001/83/EO na EBponeiickus napiameHT u Ha CpBeta ot 6 HoemBpu 2001 . 3a
yTBBpKAaBaHe Ha Kogekc Ha OOIIHOCTTAa OTHOCHO JIEKAPCTBEHU MPOAYKTH 38 XyMaHHA
ynotpeba (OB L 311, 28.11.2001 r., ctp. 67).
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3) ,»MEJUIIMHCKO U3/IeJIMe 32 UHBUTPO JUArHOCTHKA O3HAYaBa MEIUIIMHCKO U3JIEIHUE 32
WHBUTPO JUArHOCTUKA CHIVIACHO ONPE/IEICHUETO B WiieH 2, Touka 2 oT Pernmament

(EC) 2017/746;

4) ,,3J[paBHAa TEXHOJIOTHS * 0O3HaYaBa 3ApaBHa TCXHOJOI'UA ChIJIaCHO OIIPCACIICHUETO B YICH 3,

oyxsa 1) ot JJupexrusa 2011/24/EC;

5) ,,OIICHKa Ha 3JIpaBHUTE T€XHOJIOrHH * wiu ,,O3T* 03HauaBa MyJATUIUCIUILIMHAPEH TPOLIEC,
KOHTO 0000111aBa nH(pOpMaUATa 32 MEAUIIMHCKUTE, TAIIUEHTCKUTE U COLIMATHUTE aClIeKTH
Y UKOHOMUYECKUTE U €TUYHHUTE BBIIPOCH, CBBP3aHU C U3IOJI3BAHETO Ha JIaZieHa 3/IpaBHa

TEXHOJIOTHA, IO CUCTECMATUYCH, IIPO3PAaUCH, 663HpI/ICTpaCT€H " ACCH HA4YUH,
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6) ,»,CbBMECTHA KJIMHUYHA OLICHKA" Ha J1aJicHa 3/IpaBHAa TEXHOJIOTUs 03HA4YaBa HAyUHO
KOMITMJIMPAHE U ONIMCAHUE HA CPAaBHUTEIHMS aHAJIN3 HA HATMYHUTE KIMHUYHU
JI0Ka3aTeJICcTBAa OTHOCHO JlaJIeHa 3/paBHA TEXHOJIOTHs B CPABHEHUE C €/1HA WU I10BEYE
JPYTH 3paBHU TEXHOJIOTUH WM ChILECTBYBAIIX IPOLIETYypPH B CbOTBETCTBHE C 00XBAT Ha
OLIeHKaTa, 0100pEH CHIIIACHO HACTOSIIUS PEriaMeHT, U Bb3 OCHOBA HA HAYYHUTE aCIEKTH
Ha KIMHUYHUTE oOactu Ha O3T — onucaHueTo Ha 3ApaBHUS TPOOIIEM, 3a KOUTO €
IpeJHa3HaueHa 3/{paBHaTa TEXHOJIOI U, U U3II0JI3BAHETO KbM MOMEHTA Ha JPYTH 37paBHU
TEXHOJIOTUH 3a CIIPABSHE C TO3M 3/paBeH MPOOJIeM, OMUCAHUETO U TEXHUYECKaTa
XapaKTepUCTHKA Ha 37paBHATa TEXHOJIOTHs, OTHOCUTENIHA KIMHUYHA €(EKTUBHOCT U

OTHOCHUTEJIHA 0€30IMacHOCT Ha 3ApaBHaTa TCXHOJIOTHA,
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7) ,,HEKJIMHUYHA OlleHKa " 03HayaBa yactrta oT gajgeHa O3T, ocHoBaBaia ce Ha
HekMHuYHUTE obsactu Ha O3T — pazxoauTe U IKOHOMHUYECKaTa OLlEHKa Ha Ja/ieHa
3/IpaBHA TEXHOJIOTHS, KAKTO U €TUYHHUTE, OPTaHU3AIMOHHUTE, COIMATHUTE U TIPAaBHUTE

ACIICKTHU, CBbP3aHU C HEHHOTO H3II0JI3BAHC,

8) ,,KOJICKTUBHA OILIEHKA** 0O3Ha4aBa KJIMHUYHA OLICHKA HA MEJULIMHCKO U3EIUE UIU
MEJMIUHCKO U3/EJINE 38 HHBUTPO JTUArHOCTHUKA, U3BbpIICHAa Ha paBHUINETO HAa Chlo3a OT

HSKOJIKO 3aMHTEepECOBaHM opraHu u cTpykTypu 3a O3T, kouTto yuacTBaT 100pOBOIIHO;

9) ,,O0XBaT Ha OIIEHKaTa" 03HayaBa HAOOPBT OT MapaMeTpPHU 3a ChBMECTHA KIIMHUYHA OLIEHKA
10 OTHOIIEHUE Ha MAIlMEHTCKATa MOMYJalus , UHTEPBEHIIUATA, CPABHUTEITHUTE

QITEpHATHUBH U 3[PaBHUTE PE3yJATaTH, TOUCKAHU CHbBMECTHO OT JIbPIKABUTE UJICHKH.
Ynen 3
Koopounayuonna epyna na ovporcasume uienku 3a oyeHKa Ha 30pasHume mexHo102uu

1. Cu3naBa ce KoopauHannonHa rpyrna Ha Ibp)KaBUTE WICHKH 32 OIICHKA Ha 3/IpaBHUTE

TEXHOJIOTHH (Hapu4aHa Mo-HaTaThK ,,KoopauHanmonHara rpyma‘).
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JIbpKaBUTE YWIEHKH OIPENEIST CBOMTE UieHOBe Ha KoopanHalmoHHara rpyna u
nHpopmupaT Komucusra 3a ToBa, KaKTO M 32 BCHUKH [TOCIIEIBAIM TpoMeHH. HneHosere
Ha KoopauHannoHHarta rpyna Ha3HadaBaT CBOM IpescraButeny B KoopauHanuonHnara
rpyna ad hoc win 3a NOCTOssHHO ¥ MH(popMupat KoMucusTa 3a TAXHOTO Ha3HAYEHUE U 3a

BCHUYKH ITOCJICABAIIHA ITPOMCHHU.

Unenosere Ha KoopanHanuoHHaTa rpyna onpeaesiT CBOUTE HALMOHAJIHU WIIN
PErHOHAIHU OpTaHU U CTPYKTYpH 3a WieHOBe Ha noarpynute Ha KoopauHanuonnata
rpyna. UneHnosere Ha KoopanHalroHHaTa rpymna Morar fja OnpeessT oBe4e oT eIuH
YJIEH Ha MOATrpyIa, BKIOYUTENHO wieHa Ha KoopanHannonHara rpymna, 6e3 aa ce 3acsra
[IPaBWJIOTO, Y€ BCAKA JIbPKaBa WiEHKa pas3lnoJjiara ¢ €1uH riac. Yienosere Ha nmoarpynara
Ha3HayaBaT CBOU MPEJCTaBUTENIN C €KCIIEPTHU MO3HAHMI B 00JIaCTTa HA OIIEHKaTa Ha
3/IpaBHUTE TEXHOJOTUH B MOATPYIUTE, ad hoc Uiy 3a IOCTOSIHHO, M HHPOPMHpAT
Komucusita 3a TAXHOTO Ha3HAUEHHUE U 32 BCUUKH TocienBamy npomenn. Koraro ca
H606XO[[I/IMI/I CHCHI/ICI)I/I‘IHI/I IO3HaHMWsA, YICHOBECTC HAa MOArpynara Morat aa Ha3Hadart

IIOBCYEC OT CAUH IIPCACTAaBUTCII.

IIo IIpaBUIO KOOpI[I/IHaI_II/IOHHaTa rpyia JelcTBa Bb3 OCHOBA Ha KOHCCHCYC. Korarto ne
MOKC a C€ IOCTUTHC KOHCCHCYC, IIPUCMAHCTO HAa PCIICHNUEC U3HMCKBA IOJAKPEIIaTa HA
YICHOBCTE, IMMPCACTABIsABAIIN OOUKHOBEHO MHO3HHCTBO OT ABPIKABUTEC YJICHKH. Besika
ABbpiKaBa YICHKA UMa C/INH rjiac. PCSYJ'ITaTI/ITe OT I'TaCyBaHUsATa CC 3allMCBAT B
IIPOTOKOJIUTE OT 3aCCAAaHUATA HaA KOOpI[I/IHaI_II/IOHHaTa rpyia. Korarto ce ITPOBECIKIA
TJIaCyBaHC, YWICHOBCTC MOIr'aT Aa IMOUCKAT pa3jindaBallluTe C& MHCHHS a 6’b,Z[aT BIIMCAaHU B

IMPOTOKOJIA OT 3aC€AAaHUECTO, Ha KOCTO CC € IMPOBEIIO I'NIaCyBaHCTO.
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5. Upes neporanus oT maparpad 4 oT HACTOSIIUS WICH, KOTaTO He MOXKe Ja Ob/ie MOCTUTHAT
KoHCceHCcyc, KoopauHannoHHara rpymna npuemMa ¢ KBatnGuImpaHo MHO3WHCTBO, KaKTO €
onpeneneHo B wieH 16, maparpad 4 ot JIEC u unen 238, naparpad 3, 6yksa a) ot JJIPEC,
rOJIMIITHATA CH pabOTHA MporpamMa, FOJUIIHUS CH JOKJIAl M CTPATETHICCKUTE HACOKH,

nocoueHu B naparpag 7, OykBu 0) ¥ B) OT HACTOSIIUS YWICH.

6. 3acenanusaTa Ha KoopauHamoHnHaTa rpyna ce npeaceIaTesICTBaT U ChIIPeIceaTeNICTBAT
OT JBama u30panu wieHoBe Ha KoopanHalMoHHATA Ipyna OT pa3iudyHU IbPXKABU YJICHKH,
3a OrPaHUYEH CPOK, KOMTO C€ OIpeiesl B IPOLEAYPHUS TPABUITHUK Ha
Koopaunamuonnara rpyna. [Ipencenarensr u chnpeaceaaTensT ca 0e3mpucTpacTHH U
He3aBucuMu. Komucusra aeiictea kato cekperapuaT Ha KoopauHanmonHara rpyma u

nojanomara HeifHaTa paboTa B CbOTBETCTBHE C WiieH 28.
7. Koopaunanmonnara rpymna:
a)  IpHeMa CBOS IPOLEAYPEH MIPaBUIIHKK U IPU HEOOXOAUMOCT I'0 aKTyaJIn3upa;
0) mpuema roamIIHaTa cu paboTHA MpOrpaMa M TOAMIIHUS CH JIOKJIA]] ChITIACHO WIEH 6;
B)  3a/1aBa CTpaTEerMuecKH HACOKH 3a paboTara Ha CBOUTE MOJTPYIIH;

r) nprueMa METOAUYCCKHN HACOKH 3a CbBMCCTHA pa60Ta B CbOTBETCTBUC C

MCKAYHAPOAHUTE CTaHAAPTH 3a OCHOBAaHA HaA JI0KA3aTCJICTBA MCIUIINHA,
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)

npremMa rnoApoOHH MPOLETyPHH CTHIIKH U 0J100psiBa CPOKA 32 MPOBEKIAHETO HA

CbBMCCTHU KIIMHUYHH OLICHKU U TAXHOTO AKTYaJIM3UPAHC,

nprema noaApoOHU MPOLEAYPHH CTHIIKU U 0JJ00psiBa CpOKa 3a MPOBEXKIaHE HA
CHbBMECTHH HAayYHU KOHCYJITAIMH, BKIIFOUUTEIHO MOJJaBaHE HA UCKAHUS OT

pa3paboTuuIy Ha 3[JPaBHUA TEXHOJIOTHH;

IprueMa HACOKM OTHOCHO Ha3HA4YaBaHCTO HA OLCHUTCIN U CbOLUCHUTCIIN 34
CbBMCCTHU KIIMHUYHH OLCHKH U CbBMCCTHU HAYYHHU KOHCYJITAallMU, BKIIFOUUTCIIHO

OTHOCHO HEOOXOJMMUsI HAYYEH CKCIIEPTEH OIIHT;
KOOPJAMHHPA U 0100psiBa padoTaTa Ha CBOUTE MOATPYIIH;

rapaHTupa ChbTPYIHUYECTBOTO ChC CHOTBETHUTE OPraHu Ha paBHUIICTO Ha ChI03a,
cb3fanenu coriacHo persiamentu (EO) Ne 726/2004, (EC) 2017/745 u
(EC) 2017/746, 3a na ce ynecHu cbOMpaHETO HA JOMBIHUTEIHH J1I0Ka3aTeJICTBa,

HeoOX0oIMMU 3a HeifHaTa paboTa;

rapadnTvpa noaxoAdamo y4acTue Ha 3anHTCPECOBAHUTC CTPAHU, OPraHU3alluUUTC U

CKCIICPTHUTC B CBOATA pa60Ta;
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K)  Ch3llaBa MOJTPYIH, TO-KOHKPETHO 3a:
1)  ChBMECTHM KJIMHUYHU OIECHKU;
1)  ChBMECTHHU HAay4YHH KOHCYJITAIUU;
1il) waeHTUHUIIMPaHE HA HOBOBB3HUKBAIIM 3/IPaBHU TEXHOJIOTHH;
iv)  pa3paboTBaHE Ha METOJIUYECCKH U MPOIICTyPHU HACOKH.

8. KoopaunanuonHnara rpyna 1 HEHHHATE OATPYIIM MOraT J1a 3ace1aBaT B Pa3In4HU
KOH(UrypaluHu, Mo-CIelUaIHO 3a CIEJHUTE KaTErOPUH 3IpABHU TEXHOJIOTHHU:
JIEKApCTBEHU NPOAYKTH, MEIULIMHCKU U3JEIUA, MEAULMHCKH U3/CIINs 34 UHBUTPO

AWArHoCTuKa U Apyru 3ipaBHU TCXHOJIOT'UH.
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Ynen 4

OcueypﬂeaHe HAa Kkadvecmeomo

Koopaunarionnara rpymna rapaHTupa, ue CbBMeCTHaTa padoTa, U3BbpIIBaHa ChITIACHO
yjieHOBe 7—23, € ¢ Hali-BUCOKO KaueCcTBO, OTTOBaps Ha MEXAYHApOAHUTE CTAaHAAPTH 32
OCHOBaHa Ha JI0Ka3aTeJICTBa MEUIIMHA U C€ U3BBPILBA CBOEBPEMEHHO. 3a Ta3u Liel
KoopaunanuonHaTa rpyma ycTaHOBsIBa IPOLEAYPH, KOUTO C€ Ipepa3riIexkaar
cucremaruyHo. [Ipu pazpaboTrBanero Ha Te3u npouenypu KoopaunanuonHara rpymna
OTYUTa OCOOCHOCTUTE Ha 3/JpaBHATA TEXHOJIOTHUSA, KbM KOSITO CE OTHACS ChbBMECTHATA
paboTa, BKIFOUUTEITHO JEKAPCTBEHUTE MPOIYKTH CHpAIlH, BAKCHHHUTE U JICKAPCTBEHUTE

IIPOJYKTH 3a MOJIEpHA TepaIusl.

KoopauHanuonHarta rpyma yCTaHOBSIBA M PEIIOBHO TPEpasriexk/ia CTaHIapTHUTE
olepaTHBHU MPOIIEIypH, MoMNaamy B o0xBaTa Ha ieH 3, naparpad 7, OyKBU T), 1), €) U

KoopannamnuonHara rpymna peioBHO Ipepasriekaa U Mpu HeOOXOMMOCT aKTyaTn3upa
METOAMYECKUTE U MPOLEAYPHUTE HACOKH, NONAAAIM B 00XBaTa Ha wieH 3, naparpad 7,

OYKBH T), 1), €) U XK).

Korato e nenecro0pa3Ho U KaTo ce B3eMe NPEIBUJ] METOUKATA, KOSITO BEUe €
paspaboteHna ot ceBMecTHUTE AericTBUg Ha EUnetHTA, ce paspaborBar crienupuyau
MCTOANYCCKHU U MPOUCAYPHHU HACOKHU 3a JICKAPCTBECHUTEC NPOAYKTU, MCAULTUHCKUTC

nu3acinsa U MCAUIUHCKUTE U3ACIIUA 3a UHBUTPO JUAHOCTHKA.
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Ynen 5

Hpo3palmocm u KOHd)JZuKm Ha unmepecu

1. KOOp,I[I/IHaI_[I/IOHHaTa I'pymna oCbIICCTBsABA I[eﬁHOCTTa CH 110 HE3aBUCHM, 6C3HpI/ICTpaCTeH u

IIpO3pavucH HAYHH.

2. IIpencraBurenure, Ha3HayeHU B KOOpAMHALIMOHHATA Ipylla MU HEMHUTE OATPYIIN, KAKTO U
MMALUECHTUTE, KIMHUYHUTE €KCIIEPTU U APYTUTE UMAILIHA OTHOLICHHUE EKCIIEPTHU, KOUTO
ydacTBaT B CbBMECTHaTa paboTa, He TpsOBa Jja UMaT HUKAKBU (DUHAHCOBU WJIU JIpYTU
MHTEPECH B CEKTOPA Ha pa3pabOTUMILIMTE HA 30PAaBHU TEXHOJIOIUU, KOUTO OMXa MOTJIM Ja

TIOBJIMAAT HaA TAXHAaTa HE3aBUCUMOCT UJIN 6G3HpI/ICTpaCTHOCT.

3. IIpencraBurenure, Ha3HayeHU B KOOpAMHAIMOHHATA I'pylla 1 HEMHUTE NOATPYIIN,
U3TOTBAT JIEKJIapalys 3a CBOUTe (GUHAHCOBH U APYT'M UHTEPECH U 5 aKTyaJlu3upar
€XEroZiHO U IpHu HeoOXxoauMocT. Te pa3kpuBaT BCUYKH IApYTU (HaKkTH, KOUTO ca UM
CTaHaJIM U3BECTHHU M 32 KOUTO OU MOTJIO 10OOPOCHBECTHO /1a CE€ 0YAKBA, Y€ BKJIIOYBAT HIIH

BOJAT A0 KOH(i)JII/IKT Ha UHTCPECH.

PE-CONS 80/21 41

BG



IIpencraBuTenure, KOMTO yyacTBaT B 3acenaHusATa Ha KoopanHanmoHnHara rpymna u
HEIHHUTE MOATPYIH, ASKJIApUPAT IPEIH BCIAKO 3acelaHie BCHUKH HHTEPECH, KOUTO Ouxa
MOTJIM 12 C€ CMATAT 3a HAaKbPHABAIIM TAXHATa HE3aBUCUMOCT UJIM O€3MPUCTPACTHOCT 110
OTHOIIIEHHE Ha TOYKUTE OT nHeBHUA pel. Koraro Komucusara pemn, uye najneH nexiapupas
MHTEpEC MPECTABIABA KOH(DIUKT HA MHTEPECH, ChOTBETHUSAT MPEJICTABUTEN HE Y4acTBa B
HUKaKBU OOCHKIAHUS MIIM B3€MaHE Ha PEIICHHs U He MoJyyaBa HUKAaKBa WH(GOpMAIH 11O
Ta3| TOYKa OT IHEBHHUA pel. Te3u nexapanuy Ha MPeCTaBUTEINTE U PEILICHUETO Ha

Komucusra ce BnucBar B O606H.[CHI/IH IIPOTOKOJ OT 3aC€AaHHUETO.

[TanuenTHTe, KIMHUYHUATE EKCIIEPTU U JPYTUTE UMAIY OTHOLICHUE E€KCIIEPTH ACKIapupar
BCHYKH (DMHAHCOBHU M IPYTry HHTEPECH, CBHP3aHH ChC ChBMECTHATa padoTa, B KOSATO
TpsiOBa na yyactBar. Te3u Aekiapalliy U BCUUKH [IPEIIPUETH B PE3YNITaT Ha TOBA
JIeWCTBUS ce BIIUCBAT B 0000IIEHUs IPOTOKOJI OT 3aCEJaHUETO U B 3aKJIHOUUTEIIHUTE

JOKYMEHTH OT BbIIPOCHATa ChBMECTHA padoTa.

[IpencraBurenure, Ha3HayeHU B KoopAMHALMOHHATA Ipylla U HEMHUTE NOATPYIIN, KAKTO U
MaLUECHTUTE, KIMHUYHUTE CKCIIEPTU U APYTUTE UMAILLY OTHOLIEHUE EKCIIEPTH, y4aCTBAILH
B paboTaTa Ha KOATO U Ja € MOArpyIa, ca JUIbXKHHU Ja Na3aT npodecuoHaiHa TaiiHa gopu

CJICO NPUKIIIOYBAHC HA aHTAXKUMCHTUTC UM.
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7. Komucusra Omnpeacii rnmpaBujia 3a MPUJIAraHEeToO Ha HACTOALUSA YJICH B CbOTBCTCTBUC C
ynieH 25, maparpad 1, 6ykBa a), ¥ O-CIIEHMAIHO MTPaBHUJIaTa 3a OLIEHKATa Ha KOH(IMKTa Ha
UHTEpeCH, MOoco4eH B maparpadu 3, 4 ¥ 5 OT HACTOSIINS YICH, U ICHCTBHUATA, KOUTO
TpsiOBa J1a ce mpeanpueMar IpH Bb3HUKBAaHE Ha KOH(IUKT Ha HHTEPECH WIH MOTCHIHAJICH

KOH(JIMKT Ha UHTEPECH.
Ynen 6
Toouwmna pabomna npoepama u 200uuier 0OKIAO

1. Bcsika roguna Haii-kbcHO 110 30 HoemBpu KoopauHanrionHaTa rpyrma npuema roJuiinHa

paboTHa mporpama U BIIOCJICCTBUE sl H3MEHS, aKO € HEOOXOIMMO.

2. I'opumnara paboTHa Iporpama onpenens cbBMecTHaTa paboTa, KoAaTo TpsOBa 1a ce

HU3BBbpPHIN IIPE3 KAJICHAAapHATa I'rpa/inHa CJICA IIPUEMaHCTO I>I, n O6XBaH_IaZ

a)  IUIaHWpaHuUs Opoil U BUJ HA ChbBMECTHUTE KIIMHUYHH OLEHKHU U TIaHUpaHus Opoil Ha

aKTyaJM3allUUTe HA CbBMECTHUTE KIMHUYHU OLIEHKU ChIJIACHO WieH 14;
0) mIaHupaHus Opoil CHBMECTHU HAYYHH KOHCYJITAIIUH;

B) ITaHUPAHUA 6pOI>'I OLICHKHU B o0racTTa Ha ,[[06pOBOJ'IHOTO ChbTPYAHUYICCTBO, KATO CC
B3C€MC MIPCABUJ TAXHOTO BB3ACHUCTBHUE BBpXY NAOUCHTUTCE, O6I.I.[CCTB€HOTO 3ApaBec

HJIM CUCTEMUTE 3a 3APaBCOIa3BaHC.
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3. [Tpu U3roTBAHETO WM U3MEHEHHETO Ha TOAMIIHATA paboTHA IporpaMa

Koopannammonnara rpyna:

a) B3€Ma NpEABUI JOKIIAAUTE 3@ HOBOBb3HHMKBAIIU 3I[pABHU TCXHOJIOI'MH, ITIOCOYCHHU B

qJIeH 22;

0) B3ema npeaBua nHpopmanuaTa ot EBporielickara areHIys mo JeKapcTpara, KosiTo €
npenocraBeHa oT Komucusara cbriacHo 4jieH 28 OTHOCHO CTaTyca Ha OJAJCHUTE U
MIPEJICTOSIIIIMTE 32 TI0/IaBaHe 3asBJICHUS 32 pa3pelleHNe 32 ThProBHs C JIEKaPCTBEHU
MIPOJYKTH, TIOCOYCHH B WIEH 7; MPHU MOSBaTa Ha HOBU PETYJIATOPHU JaHHU
Komucusita cnonens tazu undopmanus ¢ Koopaunanmonnara rpyra, 3a 1a MOXe

TOJUIIHATa Pa0OTHA MTporpamMa Ja 0bJie U3MECHEHA;

B)  B3eMa npeaBuj mHGoOpManuaTa, mpeaocTaBeHa oT KoopauHalnnoHHaTa rpyma mno
MEJUIMHCKUTE U3JIeNUs, Ch3/ia/ieHa chriaacHo wieH 103 ot Pernament
(EC) 2017/745 (,,KoopauHanmoHHarta rpyra 1o MeIUIUHCKATE U3SIUS), HITH OT
JPYTH U3TOYHHIIH, TIpeocTaBeHa oT KoMucusiTa ChrilacHO WieH 28 OT HACTOSIIIHS
periaMeHT OTHOCHO paboTaTa Ha ChOTBETHUTE €KCIICPTHH I'PYITH, TIOCOYCHH B

uiien 106, naparpad 1 ot Pernament (EC) 2017/745 (,,excnepTHuTe rpynu‘);

I)  KOHCYJTHpA CE C Mpe)KaTa Ha 3aMHTEPECOBAHUTE CTPAHH, IOCOYEHA B WieH 29, n

B3€Ma NpPCABU TEXHUTE KOMCHTApU;

)  B3eMa IPEABHI PECYPCHTE, C KOUTO pasnonara KoopanHanmoHHaTa rpyra 3a

CbBMCCTHATa pa60Ta;

e) KOHCYJITHUpA CE C Kommcusita 0oTHOCHO IMPOCKTA Ha roAullIHATa pa60THa nporpamMa nu

B3€Ma NpCaABU HEHMHOTO CTaHOBHIIE.
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4. Bceska ronnna KoopauHannonHaTa rpyna npuemMa roAMIIHUS CH JOKJIal Hail-KbCHO 10

28 (eBpyapm.

5. C rOAUIOHUA JOKJIaJ CE€ IPEA0CTaBA I/IH(i)OpMaHI/IH 3a CbBMCCTHAaTa pa60Ta, HU3BBbpHICHA

Ipe3 KaJICHAapHaTa rognHa rnmpead HEroBOTo MprueMaHe.

I'/TABA 11
CBbBMECTHA PABOTA 11O OIIEHKA HA
3APABHUTE TEXHOJIOI'MN HA PABHUIIIETO HA CBIO3A

PA3JIEJ 1
CHBMECTHM KJIMHAYHU OLIEHKHA

Ynen 7

BOPCIBHM mexHoJsiocuu, npedmem HA CbBMecntHU KIUHUYHU OYEHKU
1. CJ'IG,I[HI/ITC 3APaBHU TCXHOJIOTUHU Ca NPEAMET HAa CbBMCCTHU KIIMHUYHHN OLICHKU:

a)  JIeKapCTBEHWUTE MPOAYKTH, IOCOUYEHHU B wieH 3, naparpad 1 u unen 3, maparpad 2,
OykBa a) ot Pernament (EO) Ne 726/2004, 3a KOMTO 3asBJIEHUETO 3a pa3pelleHue 3a
TBHPrOBHUS € M0/IaJICHO B ChOTBETCTBHE C IIOCOYEHHUS PETJIAMEHT CJIe]] ChOTBETHUTE
JaTu, PEeIBUJICHU B aparpad 2 OT HaCTOSALIMS WIEH, U 32 KOUTO 3asiBIICHUETO € B

cboTBeTCTBUE ¢ wieH §, naparpad 3 ot Hupextusa 2001/83/EO;
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6)

pazpemenute B Chio3a TEKapCTBEHH MPOIYKTH, 32 KOUTO € MyOIUKYBaH JOKIAI 32
ChbBMECTHA KJIMHUYHA OLIEHKA, B CIIy4auTe, KOraTo € MPeJOCTaBEHO pa3pellieHne
ChIJIacHO 4jieH 6, maparpad 1, Bropa amunes ot Jupexkrusa 2001/83/EO 3a
M3MEHEHHE Ha ChUIECTBYBAIIO pa3pellieHue 3a ThProBUs, CbOTBETCTBAIIO HA HOBO

TCPAINICBTUYHO ITIOKAa3aHUC;

MEIULMHCKY u31enus, Kinacudunupanu karo kiaac 1Ib wim I ceriaacuo unen 51 ot
Pernament (EC) 2017/745, 3a KOUTO CHOTBETHUTE €KCIIEPTHU TPYITH ca
MIPEIOCTaBUIIM HAyYHO CTAHOBHILIE B PAMKHUTE Ha MPOLEAYypaTa Mo KOHCYJITalUs
OTHOCHO KJIMHUYHATA OLIEHKA 110 4JI€H 54 OT ChIIUS perjiaMeHT U KOUTO ca 00EKT Ha

nmoabopa chriracHo maparpad 4 OT HACTOSIIHSI YICH;

MEIUIIMHCKHU U3eNUs 32 UHBUTPO AMArHOCTHKA, KiIacupuupanu karo kiac D B
cboTBeTcTBUE ¢ wieH 47 ot Pernmament (EC) 2017/746, 3a KOUTO CHOTBETHUTE
€KCIIEPTHU IPYIH ca IPEJIOCTaBUIM MHEHUETO CH B pAMKUTE Ha MpolielypaTa 1o
qiieH 48, maparpad 6 OT ChIIMA PETJIAMEHT U KOUTO ca 00EKT Ha MoA0Opa ChIIIAaCHO

naparpad 4 oT HaCTOSLIUS YJICH.
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2. Jarute, nocoueHu B naparpag 1, Oyksa a), ca cieHuTe:

a) ... [naraTta Ha puilaraHe Ha HACTOSLIMS PErVIAMEHT| 3a JIEKAPCTBEHU IPOJIYKTH C
HOBU aKTHBHU BEIIECTBA, 32 KOUTO 3aBUTENIAT JAEKJIapupa B 3asBICHUETO CH 32
paspelenue, noganeHo 10 EBpomneiickara areHuus 1o JiekapcTBaTa, 4ye ChIbpikKa
HOBO aKTHBHO BELIECTBO, 332 KOETO TEPANIEBTUYHOTO [TOKA3aHUE € JIECYEHUETO Ha paK,
Y JICKapCTBEHU MPOAYKTU, KOUTO ca OOEKT Ha PEryIMpaHe KaTo JIEKApCTBEHU
MPOYKTHU 3a MoJiepHa Tepanus cbriacHo Permament (EO) Ne 1394/2007 na

EBponelickus napaament u Ha ChBeral;

6) ....[ Tpu roguHM cieq raTata Ha MpUaraHe Ha HACTOSIIIUS PErJaMeHT], 3a
JIEKAPCTBEHH MPOAYKTH , KOUTO Ca OMPEJIEICHHN KaTO JIEKAPCTBEHHU MPOIYKTH CHUPALIH

cwriacHo Permament (EO) Ne 141/2000 na Esponeiickus napnament u Ha ChBeTa?;

B)  ....[HeT roaMHu ciej AaraTa Ha IpUilaraHe Ha HAaCTOSIIMS PEryIaMeHT], 3a
JIEKapCTBEHU MPOJIYKTH, IOCOYEHH B maparpad 1, pa3iuyHu OT T€3H, IOCOYEHU B

OykBH a) 1 0) OT HacTosAIIKs maparpad.

Pernament (EO) Ne 1394/2007 na EBponeiickus napaamenT u Ha CbBeta oT 13 HoeMBpHU
2007 r. OTHOCHO JIEKapCTBEHUTE MPOAYKTH 3a MOJIEpHA TepaNus U 3a U3BMEHEHHE Ha
Hupextusa 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r.,
cTp. 121).

Pernament (EO) Ne 141/2000 na EBponetickust napinameHT 1 Ha CbBeTa OT 16 nexemBpu
1999 r. 3a nexapctBara cuparu (OB L 18, 22.1.2000 r., ctp. 1).
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Upes neporanus ot naparpad 2 ot Hactosums wieH, Komucusra, no npenopbka Ha
Koopaunanuonnara rpyma, npuemMa pelieHre 4Ype3 akT 3a U3IbJIHEHUE, B KOWTO ce
oIpeJiesis, 4e JIEKapCTBEHUTE NMPOIYKTH, IOCOYEHHU B ChIIMA Naparpad, nojjiexar Ha
ChBMECTHA KJIMHMYHA OLIEHKa KbM J1aTa, [10-paHHa OT JIaTUTE, IOCOYCHH B ChIIUS
naparpad, pH ycIOBHE Y€ JIEKAPCTBEHHUSAT MPOIYKT, MO-CHEIIMATHO ChITIACHO YieH 22,
¥Ma MOTEHIMAJIa J1a OTTOBOPH HA HEYAOBJIETBOPEHA MEUIIMHCKA TOTPEOHOCT HITH
U3BBHPEHH CUTYallMH, CBBP3aHH € OOIIECTBEHOTO 3paBe, UM UMa 3HAUUTEIIHO

BLS,I[GfICTBHC BBpPXY CUCTEMUTE 3a 3ApaBCOIIa3BaHe.

Crnepn ... [narara Ha npusiaraie Ha HacTosius periaameHT| Komucusra, cien kaTo noucka
npenopbka oT KoopanHanroHHaTa rpyna, IprueMa peleHue 4pe3 akT 32 U3IbJIIHECHUE U
Haii-MaJIKO Ha BCEKH JBE T'OJMHU NIPaBU MOJ00p HA MEIUIIMHCKUTE U3ICIUS U HA
MEIUIUHCKUTE U3/ICNTUS 32 HHBUTPO IMArHOCTUKA, IOCOYCHU B maparpad 1, OykBu B) U T),

3a ChBMECTHA KJIMHMYHA OIIEHKA Bh3 OCHOBA HA C/IMH WJIH ITOBEYE OT CICAHUTE KPUTCPHH:
a)  HEYJOBJICTBOPCHH MEIUIIMHCKU TOTPEOHOCTH;
0) TBPBU B CBOTBETHHS KJIac;

B) IIOTCHLOMAJIHO BLSﬂeﬁCTBHC BBpXY INALIUCHTUTE, O6H.[€CTB6HOTO 3ApaBC UIIN

CUCTCMUTE 3a 3JpaBCOIIa3BaHC,

I)  HMHKOpHOpHpaHe Ha coTyep, U3MOJ3Balll U3KYCTBEH UHTENIEKT, TEXHOJIOTHH 3a

MalIunHHO caMoo6yquMe HJIN aJITOPUTMU;
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)  BaXHO TPAHCTPAHUYHO W3MEPEHUE;
e) romsma nobaBeHa ctorHOCT 3a Chro3a.

5. AKTOBeTe 3a U3IIBJIHEHUE, TOCOUeHU B naparpadu 3 u 4 oT HACTOSAUIMS YIEH, Ce MpueMaT B

CHOTBETCTBUE C MPolieypaTa 10 pa3riexaHe, nocoueHa B uieH 33, naparpad 2.

Ynen 8

HpednpueMaHe HA CbBMECNHU KIUHUYHU OYEHKU

1. KOOp,I[I/IHaHI/IOHHaTa I'pyna u3BbpuiBa CbBMECTHH KIMHUYHH OLCHKH HA 3IPABHUTC

TCXHOJIOTHMH Bb3 OCHOBA Ha roauiiHara Cu pa60THa mporpama.

2. KoopaunanonHara rpymna npeamnpuemMa CbBMECTHU KIIMHUYHU OLICHKH Ha 3/IpaBHUTE
TEXHOJIOTMH, KaTO OIIpEAeIIs IOATPyYIaTa 0 CbBMECTHH KIMHUYHH OLEHKH, KOATO Ja
YIPaXXKHABA KOHTPOJ BbPXY IIPOBEKIAHETO HA CbBMECTHATA KJIMHUYHA OLICHKA OT UMETO

Ha KOOpI[I/IHaI_[I/IOHHaTa rpyima.
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CbBMecTHaTa KJIMHUYHA OLIEHKA CE U3BBPIIBA B CHOTBETCTBUE C MPOLIEIypaTa, yCTAHOBEHA
ot KoopauHanmonHara rpyrmna chIriiaCHO MU3UCKBaHHATA, TOCOYCHHU B HACTOSIIIUS YJICH, B
uieH 3, maparpad 7, 0ykBa 1) u B wieHoBe 4, 9, 10, 11 u 12, kakTo U B ChOTBETCTBHUE C

M3UCKBAHMATA, KOUTO TPSOBa Aa ObJaT YCTAHOBEHH CHIVIACHO WiIeHOBE 15, 25 u 26.

Ornpezenenara MoArpyna Ha3HayaBa JABaMa OT YJICHOBETE CH 3a OLICHUTEN U ChOIICHUTEN
OT Pa3INYHU JAbP>KaBH WICHKH, KOUTO J]a M3BHPIIAT ChBMECTHATA KIIMHWYHA OlleHKa. [Tpu
Ha3Ha4YaBaHETO C€ B3eMa MPEABU] HEOOXOIMMHUSAT 3a U3BBPIIIBAHETO Ha OLICHKATa HAy4YeH
€KCIIEpTEH OMUT. AKO 37JpaBHaTa TEXHOJIOTHS € OIIa MpeAMET Ha ChBMECTHA Hay4YHa
KOHCYJITAIUSl B ChOTBETCTBUE C WiEHOBE 16 — 21, OLIEHUTENAT U CHOLICHUTEIIAT ca
pa3IMyHU OT TE3H, ONPEACIICHU ChIIACHO WieH 18, maparpad 3, 3a U3rOTBSIHETO Ha

3AKIIIOYUTCIIHUA JOKYMCHT OT CbBMECTHATA HAYyYHA KOHCYJITAallHA.

HezaBucumo ot naparpad 4, korato npu U3BbHPEIHN 00CTOATEICTBA HEOOXOIUMUTE
creM(pUIHA SKCIIEPTHH MTO3HAHUS HE Ca HAIMYHM, 32 MPOBESKIAHETO HA ChBMECTHATA
KJIMHMYHA OIIEHKA MOXe J1a ObJie Ha3HAYEH CHINUAT OLEHUTEN WIIM ChOIEHUTEN, WU U
JBaMaTa, y4acTBalll B ChBMECTHATa HAyYHA KOHCYNTaIusa. ToBa Ha3HAYaBaHE ce
000CHOBaBa U NOJIIEKU Ha oo0penne oT KoopauHaimonHara rpymna u ce JOKyMEeHTHPa B

JOKJIaga 3a CbBMCCTHA KJIIMHWYHA OLICHKA.
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6. Omnpenernenara MoArpyra 3amnoysa Mpolec Ha ONpeiesiHe Ha 00XBaTa, B pAMKUTE Ha
KOMTO MOCOYBa CHOTBETHHUTE ITapaMeTpH 3a 00XBaTa Ha oleHKara. OeHkara TpsaOBa 1a e
BCEOOXBaTHA, KaTO 00XBATHT TPIOBa J]a OTPa3siBa HYKIUTE HA JbPKABUTE WICHKH I10
OTHOIIICHHE Ha apaMeTpuTe U MH(POPMALUATA, JAHHUTE, aHAIIN3a U APYTHU JI0Ka3aTeNICTBa,
KOUTO TpsiOBa Ja ObJaT MPEACTaBEHU OT pa3paboTyhKa Ha 3paBHU TEXHOJIOTUH.
OOXBaThT Ha OLIEHKATa BKJIIOYBA MO-CIIEHUAIHO BCHYKH ChOTBETHH MAapaMeTpH 3a

OLICHKAaTa 10 OTHOLIEHUE Ha:

a)  MOMyJNalusiTa OT MalUeHTH;

0) WHTEPBEHUUATA WIK UHTCPBEHIIUUTE,

B)  CpaBHUTEJIHATa aJITEPHATHUBA UJIU AJITEPHATUBU;
r)  3ApaBHUTE PE3yJITaTH.

IIpu nporeca Ha onpezessiHe HAa 00XBaTa ce B3eMat MPeBU/ ChI0 HHPOpMALIUATA,
IIPeJOCTaBeHA OT pa3paboTUNKa Ha 3/IpaBHA TEXHOJIOT U, U IPUHOCHT OT CTPaHa Ha

MAaUCHTUTEC, KIIMHUYHUTE CKCIICPTU U APYTUTC UMAII OTHOICHUC CKCIICPTH.

7. Koopaunamuonnara rpyna nagopmupa Komucusita 3a o6xBara Ha olleHKaTa Ha

CbBMCCTHATAa KJIMHUYHA OLICHKA.
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Ynen 9

ﬂomadu 3d CbeMeCmHa KIUHU4YHA OYEeHKa u oocue Ha pa3pa60muul<a Ha 30pa6Hu mexHoJjiocuu

1. Bcesxka cbBMecTHA KJIIMHAYHA OLIEHKA BOJHW A0 M3TOTBSHE Ha JOKJIAJ 3a ChbBMECTHA
KJIMHAYHA OIIEHKA, KOWTO Ce MPHUIPYKaBa OT 00001IeH qoKIaA. Te3u ToKIaau He
ChIIBPKAT HUKAKBa CYOCKTHBHA OIEHKA WJIHM 3aKJIFOUEHHUsI OTHOCHO 00IIaTa KIMHUYIHA
no0aBeHa CTOMHOCT Ha OLICHsIBAaHATA 3/[paBHA TEXHOJIOTHS U C€ OIPaHUYaBAT JI0 OMKUCAHUE

Ha HAYYHHA aHAJINU3 Ha:

a)  OTHOCHTEITHHTE MOJI3U Ha 3[JpaBHATA TEXHOJIOTHS, OIICHEHA CIIPSIMO 31PaBHUTE
pe3ynTaTu 1o u30paHuTe mapaMeTpH, Bb3 OCHOBA Ha 00XBaTa Ha OICHKATA,

ompeJiesieH ChracHo wieH 8, maparpad 6;

6) CTCIICHTA HA CUTYPHOCT Ha OTHOCUTCIIHUTC I10JI3U, KATO C€ B3EMAT IIPECABU CUJTHUTC

CTpaHU U OI'pPaHUYCHHUATA HAa HAJIMIHUTC AOKA3aTCIICTBA.

2. Jloknaaure, mocodeHu B naparpad 1, ce OCHOBaBat Ha JI0CHE, KOETO ChAbPXKA IIbIHA U
aKTyaliHa I/IH(i)OpMaIII/Iﬂ, JaHHHW, aHaJIM3U U APy J0Ka3aTCJIICTBA, IPEACTABCHHU OT
pa3paboTyrKa Ha 37paBHU TEXHOJIOTHH 3a OI[CHKA Ha ITapaMEeTPUTE, BKIIFOUCHH B 00XBaTa

Ha OIICHKarTa.
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3. JlocueTro oTroBapst Ha CIEIHUTE U3UCKBAHMUSL:

a) MNpEACTABCHUTC NOKA3aTCJICTBA Ca UAJIOCTHHU IO OTHOUICHHUEC HA HAJIMYHUTC

IIpOy4YBaHUA U JdHHHU, KOUTO OMxa MOTJIH Ja IIoCy»KaT 3a OCHOBA HAa OLICHKATa,

6) JaHHUTEC Ca aHAJIUM3UPAHU YPE3 IMOAXO0AAIN METOIH, 3a 1a C€ OTTOBOPH HAa BCUYKHU

HAaYYHOH3CJICAOBATCIICKU BBIIPOCH HA OLICHKATA,

B)  IPEJCTaBSHETO HAa JAHHUTE € J00pe CTPYKTYPUPAHO M MPO3PAvHO, 32 Ja Ce Iajie

BB3MOXHOCT 34 IOAXO0AAIa OLCHKAa B PAMKHUTC Ha HAJIMYHHUTC OIrpaHUYCHU CPOKOBE;

r) BKJIFOYBa JOKYMCHTHUTC, CbIIPOBOKAAIIHN ITPEACTABCHATA HH(bOpMaL[I/IH, KaTo CC JaBa
BB3MOKHOCT Ha OUCHUTCIUTE U CbOUCHUTCIIUTC 1a IPOBEPAT TOUHOCTTA HA

rocoueHara nHpopMaIus.

4, HOCI/ISTO 3a JICKapCTBCHU MTPOAYKTHU BKIIFOYUBA I/IH(bOpMaI_II/IHTa, IIOCOYCHA B IIPUJIOKCHHUC L
HOCI/ISTO 3a MCAUOUHCKUTEC U3ACIIUA U MCAUTUHCKUTC U3JICITIUA 34 MHBUTPO AMArHOCTUKA

BKJIFOYBA WH(OPMAIIHATA, TOCOUEHA B IpuiioxkeHue I1.

5. Ha KomucusTa ce npenocrasst IpaBOMOIIKETO 1a IPUEMA JEIETUPAHU aKTOBE B
CBhOTBETCTBUE C WieH 32 32 U3MEHEHME Ha IpuiiokeHue | mo oTHomeHue Ha
nHpopManuaTa, U3UCKBaHa B JIOCUETO 3a JIEKAPCTBEHUTE NMPOIYKTH, U 32 U3MEHEHHE Ha
IIPHUITIOKCHUC II mo oTrHOIIEHWE HA HHq)OpMaHI/ISITa, HU3HUCKBaHaB JOCHECTO 3a MECAUIITMHCKUTEC

n3aCsad U MCIUIUHCKUTE U3ICTIUA 3a MHBUTPO JUArHOCTHKA.
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Ynen 10

3aovaoicenus na paapa60mlmuume Ha 3()pa6Hu mexHoJsiocuu u noczzedut;u Oom HeU3NvJIHEHUemo um

1. Komucusita unpopmupa pazpadoTunka Ha 3paBHU TEXHOJIOTHH 32 00XBaTa Ha OLEHKATa U
M3KCKBA MPECTaBIHETO HA IOCHETO (MIbPBO UcKaHe). [locoueHoTo uckaHne BKI0YBa
KpaifHHs CPOK 3a MOJaBaHe, KaKTo U 00pa3era Ha JI0CHETO ChIIacHo wieH 26, naparpad 1,
OykBa a), ¥ ce M030BaBa Ha U3MCKBAHUATA 33 JOCHETO B CHOTBETCTBHE C 4JIEH 9,
naparpadu 2, 3 u 4. 3a 1eKapCTBEHUTE MPOAYKTH KPAWHHAT CPOK 3a TOJIaBaHE €
Hal-KbCHO 45 IHM Mpenu MpeaBUeHaTa JaTa 3a craHoBulero Ha Komurera no

JIeKapCTBEHHUTE MIPOIYKTH 3a XyMaHHa yHnoTpeba, II0COueHO B WwieH 5, maparpad 2 ot
Pernament (EO) Ne 726/2004.

2. P33pa6OT‘H/IK’bT Ha 3ApaBHU TCXHOJIOTHUH IIPCACTABA JOCUCTO HA Komucusra B

CbOTBETCTBUC C UCKAHCTO 3a IPCACTABAHC, ITOAAACHO CbIJIACHO naparpa(b 1.

3. Pa3zpa®oTunkbT HA 3ApaBHHU TEXHOJIOTUH HE TPEAOCTaBI HUKAKBa HH(POpPMALUs, TaHHH,
aHAJIM3U WM JIPYTU J0KA3aTeJICTBA Ha HALIMOHAIHO PaBHUIIIE, KOUTO Bede ca Ouiu
IpencTaBeHy Ha paBHuLIeTO Ha Chro3a. ToBa n3nckBaHe He 3acsra UCKaHMTA 3a
JOI'BJIHUTENTHA HH(POPMALIHM OTHOCHO JICKApCTBEHH MTPOAYKTH, ITONaJaly B 00XBaTa Ha
MIPOrpaMUTE 33 PAHEH JAOCTHII HA PABHULIETO HA JbPKABUTE WICHKH, KOUTO UMaT 3a LeN J1a
OCHUTYPST TOCTBII HA NALUEHTUTE JI0 JICKAPCTBEHU MIPOAYKTH B CUTyallu! Ha TOJIEMU
HEYJIOBJIETBOPEHH MEIUIIMHCKU OTPEOHOCTH MPEIN U3/1aBaHETO Ha pa3peleHue 3a

TBHProBUs IO LIEHTpaU3upaHaTa mpoueaypa.
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Korato Komucusita noTBbp/id HABpEMEHHOTO MPEJICTABSIHE HA JIOCUETO ChIVIACHO
naparpad 1 oT HACTOSAIIUS YJIEH, KAKTO U Y€ JOCUETO OTrOBapsi HA N3UCKBAHUATA,
NpeaBUCHU B WieH 9, maparpadu 2, 3 u 4, Komucusita nmpeaocTasst JOCHETO Ha WICHOBETE
Ha Koopaunanronnara rpymna csoeBpeMenHo upe3 UT miardopmara, mocodyena B wien 30,

u nH(pOpMHUpa 3a TOBa pa3paboTUMKa Ha 3PaBHU TEXHOJIOTHH.

Korato Komucusita yctaHoBH, 4e JOCUETO HE OTTOBapsl HA U3UCKBAHUSTA, IPEIBUJICHU B
uiieH 9, naparpadu 2, 3 u 4, T U3UCKBa JMIICBaLaTa HHPOPMAIIHS, TaHHHU, aHAIU3U U
JpyTU J0Ka3aTeJICTBA OT pa3paboTurKa Ha 3/I[paBHU TEXHOJOTUU (BTOPO UCKaHe). B TakbB
clydaid pa3pabOTUMKBT Ha 3APAaBHU TEXHOJIOTHH MPEICTaBs MCKaHaTa HHpOpMAaIus,
JTAaHHH, aHAJIM3U U IPYTU JOKA3aTeJICTBA B ChOTBETCTBUE ChC CPOKA, YCTAHOBEH CHITIACHO

uieH 15.

Koraro cnen BTopoTo nckaHe, moco4eHo B naparpad 5 ot Hactosums dyieH, Komucusra
IIPELIeHH, Y€ JJa/IEHO JI0CUE HE € OUJIIO MPEICTaBEHO CBOEBPEMEHHO OT pa3paboTurKa Ha
3/lpaBHU TEXHOJIOTUH, UJIU YOCTOBEPHU, UE TO HE OTTOBaps HAa U3UCKBAHUITA, IPEIBUICHU
B wieH 9, maparpadu 2, 3 u 4, KoopanHanmoHHara rpymna npekparsBa CbBMecTHaTa
KIIMHUYHA OIIeHKa. AKO OIleHKaTa Obje npekparena, Komucusra npasu uzssieHue Ha UT
wiargopmara, mocouena B wieH 30, ¢ 000CHOBKA Ha MPUYMHUTE 32 TPEKPATIBAHETO U
nH(popMHpa CHOTBETHO pa3pabOTUMKa Ha 3JpaBHU TEXHOJIOTHH. B cioyyail Ha
MpeKpaTsBaHe Ha ChBMECTHATa KJIMHUYHA OlleHKa uieH 13, maparpad 1, OykBa 1) He ce

Ipujiara.
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AKoO ChBMECTHATa KIIMHUYHA OIICHKA € Onila mpekpareHna, a KoopauHaiimonnara rpymna, B
ChOTBETCTBUE C wieH 13, maparpad 1, OykBa i), BIIOCIIECTBHUE MOTYYH HH(POpMAIIHS,
JAaHHH, aHAIM3U U IPYTH JOKA3aTeJICTBA, KOUTO Ca YacT OT UCKAHETO 3a MPEICTaBsIHE,
noco4yeHo B naparpad 1 ot Hactosums uieH, Koopaunauonnara rpymna Moxe Aa
MMOJHOBHU ChbBMECTHATA KJIMHUYHA OLICHKA B ChOTBETCTBHUE C MPOLIEypaTa, U3JI0KEHA B
HACTOALLMSA pa3/iesl, Hali-KbCHO LIECT MECeLa ClIe]] KpailHUsI CPOK 3a I10JjaBaHe, IOCOYEH B
naparpad 1 ot HacTosAMs YieH, cien kato Komucusta moTBbp/u, Ye ca U3IbIHEHH

WM3UCKBAHUATA, IPEIBUICHU B WwieH 9, maparpadu 2, 3 u 4.

be3s na ce 3acsra maparpad 7, koraro chbBMEeCTHaTa KIIMHMYHA OI[EHKa € OujIa MOTHOBEHA,
Komucusita Mmoke 1a morcka oT pa3paboTurKa Ha 3JJpaBHU TEXHOJOTUH JIa IPEJICTABU
aKTyallu3alliy Ha MpeocTaBeHaTa npeau ToBa HHPopMaIus, TaHH!, aHATTU3U U APYTU

JOKa3aTcJICTBA.

Ynen 11

HpOI/;GC HA OYEHABAHE HA CbeMeCmHUmMe KiuHU4YHU OYEeHKU

B®3 ocHOBa Ha 1ocHETO, IPEACTABEHO OT Pa3paboTUMKa Ha 3JIPABHU TEXHOJIOTHHU, U
o0XxBara Ha OIIEHKATa, OTPEJICIICH ChIVIACHO WieH &, maparpad 6, OLlEHUTENAT, C IIOMOIITA
Ha CbOUCHUTCIIA, U3TOTBA MPOCKTOA0KIIaAa 3a CbBMCCTHA KIIMHUYHA OLICHKA U ITPOCKTA Ha
00006mieH nokinaza. KoopauHammonHara rpymna o100psiBa MPOEKTOI0KIIAIUTE B
CHOTBETCTBHUE ChC CPOKA, OMPEIENICH ChIIaCHO WiieH 3, maparpad 7, 6yksa 1). To3u cpok

c:

a) 3a JICKapCTBCHUTEC MPOAYKTH — HE IMO-KbCHO OT 30 JAHU CJICH TPUCMAHETO OT

Komucusara na PEIICHUC 3a IMPEAOCTABAHC HA PA3PCIICHUEC 3a ThPIrOBUS,
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6) 3a MCAULUHCKUTC U3ACIINA U MCAUTTUHCKUTC U3JC/INA 3a MHBUTPO JUArHOCTUKA — B
CbOTBCTCTBHUC C MMPOLUCAYPUTC 3a CbBMCCTHU KIIMHUYHH OLUCHKU, IIPUCTU CHITIACHO

wieH 3, maparpad 7, 6ykBa 1) u uieH 15, maparpad 1, Oyksa 0).

Koraro OLCHUTECIIAT, CbC CL,Z[CP'ICTBHeTO Ha CbOLICHUTCIIA, B KOWTO U Ja € MOMCHT OT
HU3TOTBAHCTO HA NPOCKTOAOKIAANTC MPCUCHU, Y€ 3a USBBPIIBAHCTO HA OICHKATA Ca
HGOGXOI[I/IMI/I JOI'BJIHUTCIIHA YTOYHCHHA UJIW Pa3ACHCHUA NI JOIIBJIHUTCIIHA
PIH(bOpMaI_[I/IH, JaHHH, aHAJIM3W UK APYTH AO0KA3aTCJICTBA, Komucusara n3ncksa ot
pa3pa60TqI/H<a Ha 3IpaBHU TEXHOJIOTHUH Aa IMPEAOCTAaBHU TaKaBa I/IH(bOpMaI_[I/IH, JaHHH,
AHAJIM3U UK APYTHU JOKA3aTCIICTBA. OL[GHI/ITCJISIT U CbOLICHUTCIIAT MOI'aT Ja U3I10JI3BaT U
0asu AaHHU U JPYIrd U3TOYHUIU HA KIMHUYHA I/IH(bOpMaIII/Iﬂ, KaTo HallpuMEp MaIuCHTCKU
PETUCTPH, KOI'aTO TOBA CE€ CMCTHC 3a HCO6XOI[I/IMO. Koraro mo BpEMC Ha IIpoucca Ha
OLCHABAHEC CC I10JIyYaT HOBU KIIMHUYHU JdHHH, CbOTBETHUAT pa3pa6OT‘II/IK Ha 3ApaBHHA

TEXHOJIOTUH NMPOAKTUBHO WHpopMmupa KoopauHannonHara rpyra.

YneHoBeTe HA ornpceaciacHara noarpymna npeaoCTaBAT KOMCHTApUTC CH 1O

IPOCKTOOAOKIAANUTC.

[Toarpymnara rapantupa, 4e HalMeHTUTE, KIMHUYHUTE KCIIEPTH U IPYTUTE UMAIIN
OTHOIIIEHHE EKCIIEPTU YJacTBaT B IIPOIlEca Ha OI[EHKATa, KaTo UM C€ JaBa Bb3MOXKHOCT J1a
Janat CBOS IPHHOC O MPOEKTOAO0KIauTe. T031 MPUHOC ce MPEOCTaBs B paMKaTa U B
CpoOKa, IpeBUEH chIylacHO wieH 15, maparpad 1, Oyksa B) u wieH 25, naparpad 1,

OykBa 0), 1 B CbOTBETCTBUE C IIpolielypaTa, npueta oT KoopanHaoHHara rpymna, 1 ce
npeacTass cBoeBpeMeHHO Ha Koopaunannonnara rpyna upes UT nnardopmata, mocoueHa

B wieH 30.
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[TpoekTon0KIaAUTE Ce MPEAOCTABAT U HA pa3paboTUMKa Ha 3IpaBHU TEXHOJIOTHH.
Pa3pa®oTunkbT HA 3APABHU TEXHOJIOTUM CUTHAIM3HPA 32 BCHYKU YUCTO TEXHHUUYECKU WU
(bakTUYECKH HETOYHOCTH MPU CHa3BaHe Ha CPOKOBETE, IPEIBUICHH ChIJIACHO WiIeH 15.
Pa3paboTunKkbT HA 3/IpaBHU TEXHOJOTUU CUTHAIM3UPA U 32 BCsKa HH(GOpMaLUs, KOSTO
CMETHE 3a MOBEPUTENIHA, U 000CHOBABA HEHMS YYBCTBUTEJICH B THPIOBCKO OTHOIIICHUE
xapakTep. Pa3paboT4uKbT HA 3[paBHU TEXHOJIOTHU HE MPEIOCTaBs HUKAKBU KOMEHTApH 110

PEIYITATUTE OT MMPOCKTOOLICHKATA.

Crnen mosry4aBaHETO U Pa3riIekIaHETO HA KOMEHTapUTE, IPEJOCTABEHU B ChOTBETCTBUE C
HACTOSIIHUS WICH, OIEHUTEIISAT, ChC CHhICHCTBUETO HA CHOLICHUTEIS, U3TOTBSI MPEPAOOTCHH
MPOSKTOAOKIIAIN U TH npejcTaBs Ha KoopauaanmonHara rpyna upe3 UT mnardopmara,

nocoueHa B wieHd 30.

Ynen 12

CDuHaﬂu3upaHe HA cvemecmHume KiuHuU4YHu OYyeHKuU

[Ipu nonyuyaBane Ha npepabOTEHUS MPOEKTOIOKIA]] 32 ChbBMECTHA KIIMHUYHA OLICHKA U

npoekTa Ha 00o001IeH nokinan KoopauHanronHaTa rpymna npaBy nperies] Ha Te3H JTOKIIaIu.

Koopaunarrionnara rpyrma nojara ycuiaus 1a 0100pu nmpepaboTeHUTe MPOSKTOAOKIAIM C
KOHCEHCYC B PAaMKHUTE Ha CPOKa, ONPEJIENICH ChIVIACHO WieH 3, maparpad 7, Oyksa 1), u
chriacHo uieH 15, maparpad 1, Oyksa B). Upes peporamus ot wieH 3, maparpad 4, korato
HE MOXXe J1a ObJIe MOCTUTHAT KOHCEHCYC, pa3InyaBallnuTe ce€ Hay9HU CTaHOBHIIA,
BKJIFOUMTETHO HAYYHUTE OCHOBAHUS 3a TAX, C€ BKIIOUYBAT B JIOKIAJAUTE U JOKIAJAUTE CE

cHuTar 3a O,[[O6peHI/I.
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3. KoopaunamnuonHnara rpymna npejacraBsi ogoopenute gokianu Ha Komucusra 3a nperien Ha
mpoueaypuTe chriacHo wieH 28, 6yksa r). Koraro B cpok ot 10 paboTHH 1HU OT
II0JTy4aBaHETO Ha ofo0peHuTe Aokiaaau KoMucusara HanpaBu 3aK/IF0UE€HHETO, Ye TE3U
JIOKJIa/Ii HE OTTOBAPSAT Ha MPOLEAYPHUTE NPaBUIIa, yCTAHOBEHU ChIVIACHO HACTOSIIHUS
pErIamMeHT, WK Y€ I0KJIaJAUTE CE OTKIOHSBAT OT U3UCKBAHUATA, IIPUETH OT
KoopannanuonHara rpymna chrilaCHO HACTOSIIUS PETrJIaMeHT, T HHPOopMHpa
KoopannanuonHara rpymna 3a IpUUYMHUTE 32 CBOETO 3aKJIIOYEHHUE M U3UCKBA IIPErJies Ha
noknaaute. KoopanHanuoHHara rpyna npasy nperjie] Ha JOKJIaJnuTe OT MpoLeaypHa
TJIe/IHA TOYKA, IPEAIprueMa BCHUKH HE0OXOAUMHU KOPEKTUBHH JICHCTBUS 1 OTHOBO
0J100psBa JOKJIAIUTE B ChOTBETCTBUE C MPOLEAypaTa, MpeaBuaAeHa B maparpad 2 ot

HaCcTOoAIIMUA YJICH.

4. Komucusita cBoeBpeMeHHO MyOIMKyBa TOKIaAUTEe, KOUTO ChOTBETCTBAT HA MpOLeAypara u
ca 0100peHH WK ca MOBTOPHO 0100pern oT KoopauHanmoHHarta rpyma, Ha myOImaHo
noctbeiHara yeoctpanuia Ha UT nnatdopmara, nmocouena B uien 30, naparpad 1,

OykBa a), 1 uH(popMHpa pa3padoTYNKa Ha 3APABHU TEXHOJIOTHUHU 32 MYyOIMKYBAHETO.

5. Axo Komucusra 3akitoun, 4e IOBTOPHO 0JJ0OpPEHUTE JOKIIAAN IPOAbIKABaT Jia He Obaar
B CHOTBETCTBHUE C MPOIETyPHUTE NPaBUIIa, IOCOYCHH B aparpad 3 OT HACTOSIIHS YJIEH,
TS CBOEBPEMEHHO MPE0CTaBs TE3U JOKJIAIU U CBOS IIPETJIE]] Ha MPOLIeypUTe Ha
3amurtenus uHTpaneT Ha UT nardopmara, mocouen B wieHd 30, maparpad 1, 6yksa 0), 3a
pasriexaHe oT AbP)KaBUTE WIEHKU U ChOTBETHO MHPOPMHUpaA pa3paboTYMKa Ha 3paBHU
TexHosioruu. KoopanHaionHara rpymna BKJIIOYBa pe3loMeTa Ha Te3H JOKJIQAHU KaTo 4acT
OT CBOSI TO/IMILIEH JI0KJIa/1, IPUET ChITIacHO uiieH 6, naparpad 4, u nyonukysad Ha UT

mnatdopmara, KakTo € npeasuaeHo B wieH 30, maparpad 3, Oyksa k).
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Ynen 13

IIpasa u 3a0va01cenusn Ha OvbpICagUMe YNEeHKU

1. [Tpu u3BbpiiBane Ha HanmoHanHa O3T, oTHacsIa ce 0 3paBHA TEXHOJIOTHS, 32 KOSATO ca
MyOJIMKYBaHU JIOKJIAJIA 32 ChBMECTHA KJIMHUYHA OIIEHKA WJIM 110 OTHOIIICHHE Ha KOATO €

npeanpucTa CbBMECTHA KIIMHUYHA OLICHKA, AbPKaBUTC YJIICHKH!

a)  HAJICKHO B3eMaT MPEABH] MyOIMKYBaHUTE JOKIIAIHN 32 ChBMECTHU KIMHUYHU
OIICHKH W I1s1aTa apyra nuaopmanus, HanudHa Ha T mmardopmara, mocoyeHa B
yjieH 30, BKIIOUUTEITHO U3ABJICHUETO 3a MpEeKpaTaBaHe ChIyiacHO WieH 10,
naparpad 6 mo OTHOIICHHE Ha BHIIPOCHATA ChbBMECTHA KIIMHUYHA OIIEHKA B TEXHUTE
O3T Ha paBHHUILIETO Ha IbPKABUTE WICHKH; TOBA HE 3acsira KOMIETEHTHOCTTA Ha
JbP’KaBUTE YWICHKH J1a TIPABSAT 3aKIFOYCHUS OTHOCHO IIJIOCTHATA KIIMHUYHA
no0aBeHa CTOMHOCT Ha JIaJIeHa 3/IpaBHA TEXHOJIOTHS B KOHTEKCTa Ha CBOSITA
crieruIHa 3[paBHa CUCTEMA | JIa Pa3TIIeK/IaT YaCTUTE OT TE3H JOKJIAIH, KOUTO ca

OT 3HAa4YCHHUC B ITOCOUYCHHUA KOHTCKCT,
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6)

n)

MpHUJIarat JOCHUETO, MPEICTABEHO OT pa3paboTUYHKa Ha 3APaBHU TEXHOJIOTHU B
choTBeTcTBHUE ¢ wieH 10, maparpad 2, kbMm nokymenrtanusara 3a O3T Ha paBHHIIETO

Ha IbpPKaBUTC YJICHKU,

Inpuiarart HY6J'II/IKYB3HI/IH JOKJIaa 3a CbBMECTHA KIIMHHUYHA OLI€HKAa KbM AOKJIaJa 3a

O3T Ha paBHULIETO Ha IbP/KABUTE WICHKU;

HC M3MCKBAT HAa HAIWMOHAIIHO PABHUIIC I/IH(i)OpMaI_[I/ISI, JaHHHW, aHAJIU3U WU APYTHU
A0Ka3aTejICTBa, IpCACTaBEHU OT p33pa6OT‘lI/IKa Ha 3I[paBHU TCXHOJIOI'MH HA

paBHuieTo Ha Chro3a B choTBeTCTBUE ¢ wieH 10, maparpad 1 wim 5;

He3abaBHO crionenart ¢ Koopaunanmonnara rpymna upe3 UT mmatdopmara, mocoueHa
B wieH 30, Bcsika nHGOpMAIys, JaHHU, aHAIU3H U IPYTH JOKa3aTeJICTBA, KOUTO
[oJTy4yaBat OT pa3paboTUMKa Ha 3/[paBHU TEXHOJOI'MH HA PAaBHUILETO Ha JbP)KaBUTE
YJICHKU ¥ KOUTO MPEACTaBISABAT YaCTH OT UCKAHETO 3a Mpe/CTaBsHE, 01a/I€HO

cbriacHo wieH 10, maparpad 1.
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2. Upes UT mnardopmara, mocoueHa B wieH 30, IbpKaBUTE WICHKH MPEJOCTABAT HA
Koopaunarnmonnara rpymna uadopmarus 3a Harponanaara O3T, oTHacsma ce 10 3apaBHA
TEXHOJIOTHS, KOSITO € OuJja MpeMeT Ha ChBMECTHA KJIMHUYHA OlLIeHKa, B CpoK OT 30 aHu,
CUMTAHO OT JIaTaTa Ha HEWHOTO NpuKItouBane. [lo-cnenuantno 1bp:kaBUTe YICHKU
MPeIOCTaBAT HH(OpPMAIHA 32 HAUWHA, [T0 KOHTO TOKJIAJUTE 32 CbBMECTHH KIMHUYHH
OLIEHKU ca OMJIM B3€TH MO BHUMAaHUE MPH U3BbpIIBaHeTo Ha HannoHanHa O3T. Bb3
OCHOBa Ha UH(oOpMalus OT IbpkaBuTe WieHkH Komucusta 0600111aBa BKIIOYBAHETO HA
JOKJIaIUTE 3a ChbBMECTHA KJIMHUYHA olleHKa B O3T Ha paBHUILETO HA AbpPKABUTE WICHKH U
B Kpast Ha BCsika rojguHa myonukysa Ha UT minardopmara, mocouena B wien 30, mokiian

OTHOCHO TO3H IPETJIe], 3a Ja C€ YIECHH OOMEHBT Ha HHPOPMALIUSI MEXKIY IbPKABUTE

YJICHKU.
Ynen 14
Axmyanuszayuu Ha cbemecmHume KIUHUYHU OYEHKU
1. KoraTto B mbpBOHauaIHUS JOKJIA]T 32 ChBMECTHA KJIMHUYHA OLIEHKA CE MO0COYBa

H606XOI[I/IMOCTT8. OT aKTyaJinu3anus, KOOpI[I/IHaI_II/IOHHaTa rpyiia U3BbpIIBa AKTyaJIn3allun
Ha CBbBMCCTHUTC KIIMHUYHHN OLCHKH, KOTaTO CTaHAaT HAJIMYHHN AOITBJIHUTCIHU

J0Ka3aTcCJICTBA 3a I10-HaTaTbhIIHA OLICHKA.

2. KOOpI[I/IHaIII/IOHHaTa Tpynna MOXE Ja U3BbpPIIBA aKTyaJIM3allu Ha CbBMCCTHH KIIMHUYHHA
OIICHKHU 110 UCKAHC Ha €IMH WJIU ITIOBCYEC OT HEHUHUTE YJICHOBE U IIpU HAJINYNUEC HAa HOBU
KIIMHUYHHU JOKa3aTCJICTBA. HpI/I HU3TrOTBAHCTO Ha roOAHIIIHATA pa60THa Iporpama
KOOpI[I/IHaI_[I/IOHHaTa I'pymna MOXKE a IIpepasriicia 1 B3cME pCIICHUE OTHOCHO

HGO6XOZ[I/IMOCTT3 OT aKTyaJin3alluu Ha CbBMCCTHUTC KIIMHUYHHN OLICHKH.
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AKTyaJII/ISaI_[I/II/ITe CC U3BHPHIBAT B CbOTBCTCTBUC CHC CHbUIUTC U3UCKBAHUS, OIIPCACIICHU
ChIIACHO HACTOAIMUA PCTJIAMCHT 3da CbBMCCTHA KIIMHUYHA OLICHKA, U ITPOLUCAYPHUTEC

MpaBuJjia, YCTAaHOBEHU ChIVIACHO WieH 15, maparpad 1.

be3 na ce 3acsrat naparpadu 1 u 2, 1bpkaBUTe WICHKH MOTaT J1a U3BBPLIBAT HALIUOHATIHU
aKTyaJlM3alliy Ha OLEHKUTE Ha 3[paBHUTE TEXHOJOTUHU, KOUTO ca OMJIM MpeaAMET Ha
CbBMECTHA KJIMHMYHA OolleHKa. Ynenosere Ha KoopauHanmonHara rpymna nHGpOpMUpar
KoopaunanuoHHaTa rpyma npeay 3ali04BaHeTo Ha Te3U akTyanusauuu. Korato
HE00XO0AMMOCTTA OT aKTyaJlu3alysl 3acAra [oBeue OT e/{Ha IbpKaBa WICHKA, 3aCErHaTUTe
YIEHOBE MOraT J1a mouckar ot KoopanHanroHHaTa rpyna 1a U3BbpIIY CbBMECTHA

aKTyaJIn3alus ChriiacHo naparpad 2.
Benaubx NpuKITFOUEHH, HAIIMOHATHUTE aKTyaIM3alliy Ce CIOJIEIIAT C WICHOBETE Ha
Koopaunanuonnara rpymna upe3 UT mnardopmara, mocoueHa B wieH 30.
Ynen 15
Ipuemane na noOpobHU NPOYedyPHU NPABUIA 34 CHEMECTHUME KIUHUYHU OYEeHKU

qpe3 aKTOBe 3a M3nbiIHeHne Komucusra npuema HOI[pO6HI/I MpoucaAypHHU IIpaBujia 3a:

a) ChbTPYAHHUYCCTBOTO, IMO-CIICUAIIHO YPE3 oOMeH Ha I/IH(i)OpMaI_II/IH C EBpOHeﬁCKaTa
arcHuus 1o JICKapCTBaTa 3a U3TOTBAHCTO U aKTyaJIn3alluAaATa Ha CbBMCCTHUTC

KJIMHUYHU OLCHKU HA JICKAPCTBCHU MMPOAYKTH,
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0)  CBTPYAHUYECTBOTO, TO-CIEIMAIHO Ype3 OOMEH Ha HH(pOpMAIHs ¢ HOTU(PHLIUPAHUTE
OpraHu M C eKCIIEPTHUTE TPYIH 32 U3TOTBSHETO U aKTyaJH3alUsITa Ha ChBMECTHUTE
KJIMHUYHY OIIEHKY Ha MEUIMHCKH U3/IEIHs M Ha MEIUIIMHCKY U3/IENINs 32 UHBUTPO

JHUAarHOCTHKa,

B)  B3aUMOJIEHCTBUETO, Cbc U Mexy KoopaunanuonHara rpymna, HEHHUTE OATPYIH U
pa3paboTYuLINTE HA 3PAaBHU TEXHOJIOTUH, ATUCHTUTE, KIMHUYHUTE eKCTIEPTH U
IPYTH UMAI¥ OTHOLIEHHUE EKCIIEPTH 110 BPEME Ha CbBMECTHH KIIMHUYHU OLICHKU U

aKTyaJin3dallui, BKIFOUUTCIHO CpOKa 3a TOBa B3aHMOHeﬁCTBHe.

2. AxTOBeTe 32 H3bIHEHNE, TOCOYEHH B maparpad 1 oT HaCTOSAIIMS YieH, ce IpUeMar B

CHOTBETCTBHUE C MPOLIEypaTa Mo pa3riexaaHe, mocoyeHa B wieH 33, maparpad 2.
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PA3JIEJ 2
CHbBMECTHU HAYUYHM KOHCYJTALIUU

Ynen 16

Hpum;unu HA cCvemMecmHume Hay4YHu KoOHcyimayuu

KoopanHanuonHara rpymna npoBexia CbBMECTHH HayYyHH KOHCYJITALUU C 11eJ1 OOMEH Ha
uHpopManus ¢ pa3pabOTYULIUTE HA 3JPAaBHU TEXHOJIOTUU OTHOCHO TEXHUTE TIAHOBE 32
pa3sBUTHE Ha J1a/ICHA 37paBHA TEXHOJIOTUs. Te3U KOHCYNTALUU YIECHABAT T€HEPUPAHETO
Ha JI0Ka3aTeJICTBa, KOMTO OTTOBAapAT Ha U3MCKBAHUATA 33 MOIXOASAIIM JOKAa3aTeICTBa 3a
nocje/iBallla CbBMECTHA KIIMHUYHA OLIEHKA Ha BBIIPOCHATA 3/{paBHA TEXHOJOTHSL.
CpBMecTHaTa HayyHa KOHCYJITalUs BKJIIOYBA Cpella ¢ pa3paboTynKa Ha 3[paBHU
TEXHOJIOTUU U BOJM J10 3aKJIIOUYMUTENICH IOKYMEHT, B KOMTO C€ ONKCBa HAallpaBeHaTa HayyHa
npenopbka. CbBMECTHUTE HAYYHU KOHCYITALUU CE OTHACST MO-CIIEUATHO 10 BCUUKU
MMallld OTHOUIEHUE aClleKTH, CBbP3aHHU C Tu3aiiHa Ha KIMHUYHOTO U3CIIe/IBaHe WU
aCIEeKTH, CBbP3aHU C IW3aiiHa Ha KJIMHUYHOTO U3MUTBAaHE, BKIIOYUTEIHO, CPABHUTEIHUTE
aJITepHaTUBU, UHTEPBEHLIUUTE, 3[JPaBHUTE PE3YITATH U MOIMYyJAUUTE OT nauueHTu. [lpu
IIPOBEXAHETO Ha CbBMECTHH HAyYHHU KOHCYJITAI[MM OTHOCHO 3]paBHH TE€XHOJIOTUH,
Pa3IMYHM OT JIEKAPCTBEHU MPOAYKTH, C€ B3eMaT MPeABH]l 0COOCHOCTUTE Ha TE€3H 3JIpaBHU

TCXHOJIOT'HH.
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Janena 3apaBHa TEXHOJIOTHUS € JOMYCTUMA 32 CbBMECTHU HAyYHU KOHCYJITALIMK ChIIIaCHO
naparpad 1 oT HaCTOSAIIUS YJIEH, aKO UMa BEPOSTHOCT Aa ObJIe MOAJI0KEHA Ha ChBMECTHA
KJIMHUYHA OIICHKA ChIUIACHO WwieH 7, maparpad 1 v ako KIMHUYHUTE U3CIECIBAHUS U

KIIMHUYHHUTEC U3IIUTBaHUA BCC OILC Ca Ha €Tall IIJIaHUpPaHE.

3aKIIOYUTETHUAT JOKYMEHT OT ChbBMECTHATa Hay4yHa KOHCYJITALMsI HAMA HUKAKBU PABHU
HOCJIEANIH 3a AbPKaBUTE WISHKH, 32 KoopanHanmoHnHarta rpyna iy 3a pa3paboT4yrka Ha
3JIpaBHU T€XHOJIOIMU. CHBMECTHUTE HAYYHHU KOHCYJITAL[MM HE 3acsraT ChBMECTHATa

KIIMHUYHA OLICHKA, KOSITO MOXKE Aa 6’5,[[6 HN3BBPLICHA 3a ChIIaTa 3ApaBHa TCXHOJIOI'UA.

Korato nmpprkaBa uieHka mpoBeXxa HaIlMOHAIHA HAy4YHA KOHCYJTAIUsl OTHOCHO 3/IpaBHA
TEXHOJIOTHS, KOSITO € OnJjla MpeaMeT Ha ChBMECTHA Hay4YHa KOHCYJTAIUA, 3a J1a 51 JOITbIIHU
WJIM J1a pa3riea KOHKPETHH 32 KOHTEKCTa BhIIPOCH, CBbP3aHU C HAIlMOHAIHATA CHCTEMA 32
O3T, cvotBeTHUAT WwieH Ha KoopauHanuronHaTa rpyna uagopmupa Koopaunamnmonnara

rpyna 3a ToBa upe3 UT miardopmara, nocouena B uieH 30.
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ChBMECTHU HAYYHU KOHCYJTAIIMKA OTHOCHO JICKAPCTBEHH MPOAYKTH MOTAT J1a ce
IIPOBEXKAAT YCIIOPEIHO C MPEJOCTABIHETO HAa HAYYHO ChIeHCTBHE OT EBponelickara
areHIIMs 10 JIeKapCcTBaTa ChIVIACHO WieH 57, maparpad 1, 6yksa H) ot Pernament (EO)

Ne 726/2004. TTogoOHu ycriopeTHU KOHCYJITAIMK BKJIFOYBAT 0OMEH Ha HHGOpMAITUI U
UMaT CHHXPOHU3UPAH CPOK HA MPOBEKIAHE, IOKATO ChOTBETHUTE MTPABOMOIIHS HA
Koopaunanuonnara rpyna n Ha EBporneiickara areHius 1o JIEKapcTBara ce 3anas3sar
pasaenHu. ChBMECTHUTE HayYHH KOHCYJITAIMU OTHOCHO MEIUITUHCKUTE M3/ICIHS MOTaT J1a
ce MPOBEXKIAT YCIIOPEIHO C KOHCYIATAIUUTE C TPYITU SKCIIEPTH ChIIIACHO 4iieH 61,

naparpad 2 ot Pernmament (EC) 2017/745.

Ynen 17

Hckanus 3a coemecmmuiu HAYYHU KOHCYimayuu

3a 311paBHUTE TEXHOJOTUH, IOCOYEHU B WieH 16, maparpad 2, pa3paOOTYHINTE HA 3PABHU

TCXHOJIOTHU MOT'aT JIa IOMCKAT CbBMECTHA HAYyUHA KOHCYJITAllUA.

PazpabGotunnmre Ha 3[paBHU TEXHOJOTHH B cepaTa Ha JIEKAPCTBEHUTE MPOAYKTH MOTAT
J1a TIOMCKAT ChbBMECTHATa Hay4YHa KOHCYJTAMs J]a Ce MPOBEE YCIOPEAHO ¢ Mpolieca Ha
MpeAO0CTaBsIHE HA HAYYHO ChlelcTBUE OT EBpomneiickara areHuus 1o jekapcrBaTta. B TakbB
cllydail IpH MoJaBaHe Ha UCKAHETO 3a ChBMECTHA Hay4YHa KOHCYJTAIs pa3padOTUMKBT Ha
3/lpaBHU TEXHOJIOTUU OTIIpaBs 10 EBpomneiickaTa areHIus 1o JekapcTBaTa UCKaHe 3a
Hay4yHO chAelcTBHe. PazpaboTunnyre Ha 3paBHU TEXHOJIOTMH 3a MEJUIIMHCKU U3ENIUS
MOrar J1a IOMCKAaT CbBMECTHATa HAy4YHA KOHCYJITAlUs 1a C€ MPOBEAE YCIIOPEIHO C
KOHCYJTAIUATA € Tpyla eKCIepTu. B TakbB cirydall py 1o1aBaHe Ha UCKaHETO 3a
ChbBMECTHA Hay4yHa KOHCYJITAlMsl, pa3paOOTUMKbT Ha 3[pPaBHU TEXHOJIOTMH MOXKE I10

1[eJIEChOOPA3HOCT /1a OTIIPABH UCKAHE 32 KOHCYJITAIUS C IpyIaTa eKCIEepTH.
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Koopaunamnuonnara rpyna myoaukysa Ha T minatdopmara, nocouena B wien 30,
CPOKOBETE 3a [0/1aBaHe HAa UCKAHMS U TIOCOYBA IJIAHUPAHUS OpOoii ChBMECTHU HAyYHH
KOHCYJITAI[MM 32 BCEKU OT T€3H BpEeMEBU Iepuoiu. B kpas Ha Bceku nepuo/ 3a 1ojiaBaHe
Ha MCKaHUs, aKo OpOAT Ha JOIYCTUMHTE UCKaHMsI Ha/IBUIIaBa Oposi Ha IUNIAHUPAHUTE
CBbBMECTHH Hay4YHH KOHCYnTanuu, KoopanHauoHHara rpymna npaBu 1moa0op Ha 3ApaBHUTE
TEXHOJIOTHH, KOUTO TPsiOBa 1a ObJaT 00EKT Ha ChbBMECTHU HAYYHU KOHCYJITAIUU, KATO
rapaHTHpa paBHO TPETUPAHE Ha UCKAHUATA, CBbP3aHU ChC 37PaBHU TEXHOJIOTUH C
no100HM nokazanus. Kpurepuure 3a noabop cpen J0IyCTUMHUTE UCKaHUS 32 JIEKAPCTBEHU

MPOIYKTH U MEAWIIMHCKY H3CIUs ca:
a)  HEYJOBJICTBOPCHH MEIUIIMHCKU TOTPEOHOCTH;
0) IBPBU B CHOTBETHHS KJIac;

B) IIOTCHIMAJIHO BLSﬂeﬁCTBHC BBpXY INALIUCHTUTE, O6H.[€CTB6HOTO 3ApaBC UIIN

CHUCTEMUTE 3a 3/]paBEOIa3BaHE;
)  BaXHO TPAHCTPAHUYHO U3MEPEHUE;
n)  rojsMa gob6aBeHa cToMHOCT 3a Chro3a; Uin
e) mpuopurerute Ha Chro3a B 00acTTa HA KIMHUYHUTE HAYYHU U3CIICABAHMS.

B cpok ot 15 paboTHu aHU cien KpailHUs Cpok 3a Besiko MckaHe KoopanHanmonHara
rpyna yBeJoMsBa MoAausl UCKaHEeTO pa3paboTUMK Ha 3/IpaBHU TEXHOJIOTUH 1AM 11
IpearpruemMe ChBMecTHaTa HaydHa KoHcyaTanus. Ako KoopauHanronHaTa rpyna oTKaxe
HCKaHETO, TS YBEJOMsBa pa3paboTUnKa Ha 3/[paBHU TEXHOJOTHH 32 PELIEHUETO CH U

00sICHsIBa OCHOBAHMTA IPEIBUL KPUTEPUUTE, IPEIBUACHU B aparpad 3.
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Ynen 18

Hzeomesane na 3aknouumentus OOKyMEHm om CveMecmHrume HayvHu KOHcyimayuu

Crnen npuemMaHeTo Ha UCKaHE 32 ChBMECTHA Hay4YHA KOHCYJTAIUS B CbOTBETCTBUE C

uiien 17 KoopauHanyroHHara rpyma 3arnoyBa CbBMECTHATa HayyHa KOHCYJITalKsA, KaTo
olpezesns noArpymna 3a cpujara. CbBMecTHaTa Hay4Ha KOHCYJITAIUs CE IPOBEXK/a B
CHOTBETCTBHUE C M3UCKBAHUATA U MPOIIETyPUTE, YCTAHOBEHU CHIIIACHO WieH 3, maparpad 7,

OykBa ¢) u wieHoBe 20 u 21.

Pa3pa60TLII/IK'bT Ha 3/IpaBHU TCXHOJIOTHH IMMPEACTABA aKTyaJlHa JOKYMCHTalUsA, CbAbpiKalia
I/IH(i)OpMaIII/IFITa, H€O6XOIII/IMa 34 CbBMCCTHATAa HAy4YHa KOHCYJITallusA, B CbOTBETCTBUC C

M3UCKBaHMsATA Ha wieH 21, OykBa 0), B CpoKa, onpe/iesieH ChriiacHo wieH 3, maparpad 7,

OykBa e).

OnpeneneHaTa MOoATpYyIla Ha3HA4YaBa ABaMa OT YJICHOBCTEC CU OT pPA3JIMYHU AbPIKABU
YWICHKHU 3a OICHUTEI U CbOLCHUTCII, KOUTO Ja ITPOBECAAT CbBMECTHATA HAYyIHA
KOHCYJITalluA. HpI/I Ha3Ha4YaBaHCTO CC B3€Ma IPCABUI H€O6XOIII/IMI/I$IT 3a U3BBPIIBAHCTO HA

KOHCYJITallusITa HAYUCH CKCIICPTCH OIIUT.

CbC ChICHCTBUETO HA CHOIEHUTENS OLICHUTENSAT U3TOTBS POEKTa Ha 3aKITIOYUTENICH
AOKYMCHT OT CbBMECTHATa HAy4YHAa KOHCYJITallUA B CbOTBCTCTBHUEC C U3MCKBAHUATA,
IMOCOYCHHU B HACTOAIIMA YICH, U B CbOTBETCTBUC C PHbKOBOJACTBATA U MPOLUCAYPHUTEC
MpaBujia, yCTAaHOBEHU CHIVIACHO WieH 3, maparpad 7, OykBu r) u ) u wieH 20. 3a
JIEKapCTBEHHUTE MPOIYKTH, B ChOTBETCTBUE C MEKIyHAPOJHUTE CTAaHIAPTH 32 OCHOBaHA HA
JI0Ka3aTeNICTBa MEAUIIMHA, CE ChOOIIaBaT, KOTaTO TOBA € YMECTHO, MPEKU CPABHUTEITHU

KIIMHUYHU U3CJICABAHWA, KOUTO Ca paHAOMU3UPAHU, 3aCITICIICHU U BKIIFOYBAT KOHTPOJIHA

rpymna.
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UneHoBeTe Ha OImpceaciicHaTa noArpymna uMaTt Bb3MOXKHOCT [Jad IPEACTABAT KOMCHTAPUTC CHU
IIpH U3TrOTBAHCTO HA NPOCKTA HA 3aKIOYUTCIICH JOKYMCHT OT CbBMECTHATA HAYyYHA
KOHCYJITalluA. Ynenosere Ha omnpeaciceHara noarpyma mMorart 110 LICJ'ICCT>06pa3HOCT Ja
IpeACTAaBAT JOIIBJIHUTCIHU IIPCIIOPHKU, CHCHI/I(bI/I‘{HI/I 3a TAXHATa OTACIHA AbpiKaBa

YJICHKA.

Omnpenenenara MoArpyIa MpaBu HEOOXOAMMOTO 32 TOBA MANIMEHTUTE, KITHHUYHUTE
€KCIIePTH U APYTUTE UMAIlld OTHOIICHHE EKCIIEPTH J]a UMAT Bb3MOXKHOCT J1a JaAaT CBOS
MIPUHOC TPU U3TOTBSIHETO Ha MPOEKTa Ha 3aKJIIOUUTENCH JOKYMEHT OT ChBMECTHATA

Hay4YHa KOHCYJITallus.

Ompenenenara moarpymna opraHu3upa MpUuChbCTBCHO WM BUPTYAITHO 3aceaHue 3a 0OMEH
Ha MHEHUS ¢ pa3paboTYrKa Ha 3JIpaBHU TEXHOJOTHH U MMAIUEHTH, KIIMHUYHU CKCIICPTH U

APpyru uMaly OTHOIICHHUE CKCIICPTH.

Koraro cbBMecTHaTa HayyHa KOHCYJITALUsS C€ MPOBEX/IA YCIIOPETHO C HAYYHOTO
ChJICHCTBUE, IPEOCTaBEHO OT EBpomneiickaTa areHIus 1o JieKapcTBaTa, Uil C
KOHCYJTAIIUS C Tpyla eKCIepTH, 3a yIeCHsIBaHEe Ha KOOPIUHAIMATA 110 1e1eCh00pa3HOCT B
cpeliaTa ce KaHAT 3a y4yacTue npeactaButen Ha EBporielickara areHuus mo Jekapcrpara

WJIM Ha TPpyIaTa eKCIepTH.
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10.

Cnen nostydaBaHe U pas3riex/1aHe Ha BCAKAKBM KOMEHTapH U IPUHOCH, IPENOCTABEHU B
CBOTBETCTBUE C HACTOSIIMS YJIEH, OLICHUTEIAT, ChC ChACUCTBUETO HA CHOLICHUTE,

(bl/IHaJ'II/I?)I/Ipa IIPOCKTa Ha 3aKJIIOYUTEIICH JOKYMCHT OT CbBMCCTHATA HAy4YHA KOHCYJITallUA.

OHeHI/ITeJ'ISIT, CbC CL,Z[CIZCTBH@TO Ha CbOLCHUTCIIA, B3EMa I10J] BHUMAaHHEC 6CJ'IC}KKI/ITC,
IMMOJIYYCHH 11O BPEMC Ha U3IOTBAHCTO HAa JOKYMCHTA 3a PC3YJITATUTC OT CbBMCCTHATA
HaydYHa KOHCYJITalusA, U IIPEACTaBA HA KOOpI[I/IHaI_II/IOHHaTa rpyia CBOA OKOHYATCJICH

IIPOCKT, BKIIIOUYUTECIIHO BCUYKH KOHKPECTHHU IIPECIIOPBKU OT OTACIIHU AbPKaBU YJICHKH.

Ynen 19

O()O6p}lGaH€ Ha 3aKjardumeliume ()OKyMeHmu om CveMecmHrume Hay4YHu KoOncyaimayuu

q)I/IHaJII/I?;I/IpaHI/IHT IMPOCKT Ha 3aKJIIOYUTCIICH JOKYMCHT OT CbBMCCTHATAa HaydHa
KOHCYJITallUs MOAJICKH Ha O,Z[O6peHI/Ie oT KOOp,I[I/IHaI_II/IOHHaTa T'pyia B CpOKa, OIIpCACIICH

chIJIacHO 4ieH 3, maparpad 7, OykBa e).

Komucusita usnpaiia 3akI04UTENHUS JOKYMEHT OT CbBMECTHATA HAYYHA KOHCYJITAIUS /10
[I0/1aJINSl UICKAHETO Pa3padOTUMK Ha 3[paBHU TEXHOJIOIMH Hali-kbCcHO 10 paboTHU HU clief

HEroBOTO (hMHATH3UPAHE.
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3. Koopaunarmonnara rpymna BKIIOYBa aHOHUMU3HPAHa, arperupata, HeImoBepUTeIHa
00o01eHa nHpopMaIus 3a CbBMECTHUTE HAyYHH KOHCYJITAIIUH, BKIIFOYUTEITHO OTHOCHO
MOJIyYEHUTE 110 BPEME Ha MOATOTOBKATa UM KOMEHTAapH, B TOJUILIHATE CU JOKJIA/IA U Ha
ny0auyHo nocthiiHata yeoctpanuna Ha UT mnardopmara, nocouena B uien 30,

naparpad 1, Oyksa a).

Ynen 20

Ilpuemane na nodpobHU npoyedypHU NPABULA 3a CbEMECMHU HAYYHU KOHCYIMAYuU

1. CJ'IG,I[ KOHCYJITalluA C KOOpI[I/IHaHI/IOHHaTa I'pyia, 4p€3 aKTOBEC 3a U3IIBJIIHCHUC Komucwusara

preMa noApoOHH MPOLEAYPHU MIpaBUIIa 3a:
a)  BHACsSHETO Ha UCKaHUs OT pa3pabOTUMLM Ha 3PAaBHU TEXHOJIOTUU;

6) non60pa N KOHCYJITAIUUTC CbC 3aMHTCPECOBAHN OPraHU3aluu U MMALUCHTH, C
KIIMHUYHU CKCIICPTHU U C APYT'H UMAIld OTHOMICHUC CKCIICPTH B PAMKHUTC HaA

CbBMCCTHA Hay4YHa KOHCYJITallHs,

B)  CBHTPYAHMUYECTBOTO, IO-CIEHAIHO Uype3 oOMeH Ha nHpopmanus ¢ EBponeiickata
areH1ys 1o JIeKapCcTBaTa M0 CbBMECTHU HayYHHU KOHCYJITALMU 32 JICKApCTBEHU
MPOAYKTH, KOTraTo JajieH pa3paboTUiK Ha 3/[paBHU TEXHOJIOIUHU TOMCKA
KOHCYJITAlIUATA J]a € MPOBEJE YCIOPEIHO C MIPOLeca Ha MPEIOCTaBsIHE HA HAYYHO

cpaelicTBue OT EBponelickara areHuus 1o JeKapcTBaTa;
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I)  CBTPYAHHYECTBOTO, MO-CIEIHAIHO Ype3 0OMEH Ha HH(POPMAIIUS C EKCIIEPTHUTE
rPYIH OTHOCHO CbBMECTHUTE HayYHU KOHCYJTALHUH 32 MEIUIIMHCKHU U3JIEIIHSI, KOraTo
pa3paboTUMK HA 3IpaBHU TEXHOJOTUH MOKCKA KOHCYTAIUATA J]a Ce IIPOBeJie

YCIOopE€AHO € KOHCYyITanusiATa ¢ TE3U CKCIICPTHU I'PYIIN.

2. AxTOBeTe 32 H3IbJIHEHUE, TIOCOUYEHH B naparpad 1 oT HaCTOAIIMA YieH, Ce IPHUEeMaT B

CHOTBETCTBUE C MPOIIeypaTa 1Mo pa3riekIane, mocoueHa B wieH 33, maparpad 2.

Ynen 21
Dopmam u 06pazyu Ha OOKyMeHmume 3a 6HACAHE U HA 3AKAHOYUMETHUmMe OOKYMEeHmMu

npu Co6MeCnmHU Hay4YHu KORcyimayuu

KOOpI{I/IHaHI/IOHHaTa I'pyna yCTaHOBSABA, B CbOTBCTCTBUEC C IPOUCAYPHUTE IIPAaBUJId, TIOCOUCHU B

unien 20, maparpad 1, 6ykBa a), dopmaTa u 00pa3uTe Ha:

a) HCKaHUATA OT Pa3paboTUMIIMTE HA 3/IpaBHU TEXHOJIOTUH 32 CbBMECTHU HAyUHU
KOHCYJITAIUH;
0) nocueraTa ¢ MHQOpMaNKATa, TaHHUTE, AHATTU3UTE U IPYTHTE JOKA3aTEIICTBA, KOUTO

p33pa6OT‘lI/IHI/ITC Ha 3ApaBHH TCXHOJIOI'UH TpH6Ba Aa u3lipamar 3a CbBMCCTHUTEC HAYUHHU

KOHCYJITalWH;
B) 3aKJIIOUUTEITHUTE JJOKYMEHTH OT CbBMECTHUTE HAyYHU KOHCYJITALIUU.
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PA3JIE] 3
HOBOBBL3HUKBAIIY 3/IPABHU TEXHOJIOTHHA

Ynen 22

Hoenmughuyupane na Ho8068b3HUKEAUU 30PABHU MEXHOIO2UU

1. Koopaunarmonnara rpyrma rnpaBu HeOOX0IUMOTO 32 TOBA Jia Ob/IaT U3TOTBSIHH JTOKJIATH
OTHOCHO HOBOBB3HUKBALIUTE 3/[paBHU TEXHOJOTUHU, 3a KOMUTO CE OYAKBA Ja UMaT
3HAQUUTEIIHO Bb3/IEUCTBUE BbPXY MALIMEHTUTE, OOIIECTBEHOTO 3/IpaBe UM CUCTEMUTE 32
3/1paBeona3Bane. Te3u JOKIaau pasriekaaT Mo-CleluaTHo 0YaKBAaHOTO KITMHUYHO
BB3/CHCTBHE U TOTCHIIMAIIHUTE OPTaHU3AIMOHHN ¥ (PUHAHCOBH MOCIICIULIA OT

HOBOBB3HHKBAIIX 3JpPpaBHU TCXHOJIOTI'MU 3a HAIIMOHAJTHUTC CUCTCMHU 3a 3IPaBCOIIa3BaHC.

2. N3rorBsiHeTO HA NOKIaANUTE, IOCOUEHH B naparpad 1, ce ocHOBaBa Ha ChIIECTBYBAILU
HAyYHU JOKJIAJH UM UHULUATUBU OTHOCHO HOBOBB3HHUKBAIIUTE 3/[PABHU TEXHOJIOTUU U

Ha I/IH(1)OpMaI_II/I5I OT UMallli OTHOIICHUEC U3TOYHHNIIHU, BKIIFOUHUTCIIHO:
a) PErucCTpr Ha KIIMHUYHUTE U3CJIICABAHUA U HAYUYHU JOKJIA[U;

6) EBporeiickaTa areHiuus 1o JeKapcTBara, o OTHOIICHUE Ha MPECTOSIIH T0IaBaHM
Ha 3asBJICHUS 32 pa3pelICHUE 3a THPIOBUS C JEKAPCTBEHUTE IPOLYKTH, IOCOUYECHH B

ynieH 7, naparpag 1;

B) KoopnunammonHara rpyma rmno MEIUIIUHCKUATE U3IETHUS;
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r)  pa3paboTUUIMTE HA 3PaBHU TEXHOJOTHH, IO OTHOILICHHUE Ha 3IPaBHUTE

TEXHOJIOI'MH, KOUTO T€ pa3paboTBar;

,Z[) YICHOBETEC Ha MpEKaTa Ha 3aMHTEPECOBAHUTE CTPAHU, IIOCOYCHA B YICH 29.

[To uenecvrobpaznoct KoopanHannoHHara rpymna MoOXe J1a c€ KOHCYJITUPA ¢ OpraHu3aIiu

Ha 3aUHTCPCCOBAHUTC CTPAHU, KOUTO HC Ca YICHOBC Ha MpPECiKaTa Ha 3AMHTCPCCOBAHUTC

CTpaHu, IOCOYEHA B WiIeH 29, U ¢ APYrd UMallld OTHOIIEHUE EKCIIEPTH.

PA3JIEJI 4
JJOBPOBOJIHO CHTPYJJHUYECTBOTO B OBJIACTTA
HA OIIEHKATA HA 3JIPABHUTE TEXHOJIOT UM

Ynen 23

Jlobposonro compyoHuuecmeo

Komucusra noArnomara CbTpyaHu4eCTBOTO U oOMeHa Ha Hay4Ha I/IH(bOpMaI_II/ISI MCKIY

ABPIKABUTEC YICHKNU OTHOCHO!
a) HCKIIMHUYHUTEC OLICHKU HA 3IpaBHU TCXHOJIOTUH,

6) KOJICKTUBHUTC OLICHKH HA MCOAUIITMHCKUTC U3JCIINA U MCOIUITUHCKUTC U3CIINA 3a

HHBUTPO AUATrHOCTHUKA,
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B)  O3T, pa3iauuHu OT JEKapCTBEHU NPOAYKTH, MEAUIIMHCKH U3AETIUS WK MEAULIIUHCKH

HU3CJIMA 34 UHBUTPO AUAIrHOCTUKA,

r) npeaoCTaBAHETO HA JOIIBJIIHUTEIIHU AOKA3aTCIICTBA, H606XOI[I/IMI/I 3a IMOJKpPCEIIa Ha
O3T, MMO-CIICHUAIIHO BbB BPpb3Kad CbC 3APABHH TCXHOJIOTHUHN 3a CbCTPAJaTCIIHA

ynorpe0a 1 ocTapesu 34paBHU TEXHOJIOTHH;

l[) KIIMHUYHUTC OLCHKU Ha 3APaBHUTC TCXHOJIOTUH, ITIOCOYCHHU B YJICH 7, 3a KOUTO BCC
OoII€ HE € 3aro4YHajia CbBMECTHA KIIMHUYHA OLICHKA, U Ha 3PAaBHUTEC TEXHOJIOT'HUH,
KOHWTO HE Ca IIOCOYCHHU B ChIHA YJICH, IIO-CIICHHUAIHO 3APABHUTC TCXHOJIOIUHU, 3a
KOUTO AOKJIAAbT OTHOCHO HOBOBB3HHKBAIIIU 3JpaBHU TCXHOJIOIUH, TIOCOYUCH B
YJICH 22, € JOBCJI 0 3aKIIFOYCHHUECTO, Y€ CC OYaKBa Ja OKaXaT 3HAYHUTCIIHO

BB3JICHCTBUE BBbpPXY INALITUCHTHUTE, 06H_[6CTB6HOTO 3ApaBC UK CUCTCMUTC 3a

3IIpaBeoIa3BaHe.

2. KoopaunanuonHnara rpyma ce u3oii3Ba 3a yJlIeCHsBaHEe Ha CbTPYAHUYECTBOTO, IIOCOYCHO B
naparpad 1.

3. ChTpyAHHUYECTBOTO, MOCOUEHO B maparpad 1, OykBu 0) ¥ B) OT HACTOSIIUS YJICH, MOXE J1a

Ce OCBIIECTBSABA C IOMOIITA HA MPOLETYPHUTE MTPABUIIA, YCTAHOBEHH B ChOTBETCTBHUE C
yiieH 3, naparpad 7 u wieHoBe 15 u 25, KakTo U KaTo ce U3Noi3BaT popmaTa U 00pasLuTe,

YCTaHOBEHHU B ChOTBETCTBHUE C WIEH 26.

4. ChTpyAHHUYECTBOTO, IOCOUEHO B maparpad 1 oT HacTOsIIKS YWIEH, CE BKIIOYBA B
TOAMIIHUTE pabOTHU Mporpamu Ha KoopauHanmoHHaTa rpyma, a pe3yaTaTuTe OT Hero ce

BKJIIOUBAT B HEMHUTE FOAUIITHH AOoKaIagu u B T HJIaT(I)OpMaTa, mocoueHa B wieH 30.
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S. Upes onpenenenns ot Tx 4ieH B KoopanHanmonHara rpyna AbpKaBUTe YIEHKU Morar J1a
cnogensaT ¢ Koopnunammonnara rpyna upe3 UT minardopmata, nocouena B uieH 30,
HaI[MOHAJIHYU JIOKJIAJM 32 OLIEHKA Ha 3/IpaBHA TEXHOJIOI'Hs, KOSITO HE € II0COYEHa B UJeH 7,
MO-CIELIMATHO OTHOCHO 3[JpaBHUTE TEXHOJIOTUH, 32 KOMTO JIOKJIabT OTHOCHO
HOBOBB3HHUKBAIIIU 3JpaBHU TCXHOJIOTMH, ITIOCOYCH B YJICH 22, CbAbpiKa 3aKJIFOYCHUCTO, Y€
Ce 0YaKBa Te J]a OKAXKAT 3HAYUTEIIHO Bb3/ICHCTBHE BbPXY MALIMEHTUTE, OOIIECTBEHOTO

3ApaB€ UK 3APpaBHUTC CUCTCMMU.

6. 3a HEJINTC HA HAHWMOHAIIHUTE OLUCHKHU AbP>KAaBUTC YICHKHW MOraT aa U3110J13BaT

METOJIMYECKUTE HACOKH, pa3pab0TEeHU ChINIACHO WieH 3, maparpad 7, Oyksa r).

I'JIABA 111
ObIIIA ITPABUJIA 3A CBbBBMECTHUTE KNIMHUYHHU ONEHKH

Ynen 24

Hayuonannu ooxknaou 3a kiunuuna oyerka

Koraro nanena nwppsxaBa wienka u3pbpiiBa O3 T win nmpaBu akTyaln3alus Ha OlleHKa Ha 37paBHa
TEXHOJIOTHS, TOCOYEHA B WwieH 7, maparpad 1, Ta3u appikaBa WwieHKa, 4pe3 ONpeAeTIeHus OT Hesl
yiieH B KoopauHanmonHaTa rpyna, mpeIocTaBsi HallMOHATHHSI IOKJIA]T 3a OIICHKA Ha BBIIPOCHATA
3npaBHa TexHousorus Ha Koopaunanmonnara rpyna upe3 UT mnatdopmara, mocouena B unen 30, B

cpok oT 30 nHU ciies] HEHHOTO IPUKIIIOYBAHE.
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Ynen 25
Obwu npoyedypru npasuia

1. KOMI/ICI/IHTa, CJIC KOHCYJITalus C BCMYKU CHbOTBETHU 3aMHTEPECOBAHU CTpaHU, IIprEMa

YpeE€3 aKTOBC 3a UBIIBJIHCHUC 06H_[I/I ImpoucaAypHHU MpaBujia OTHOCHO:

a)  TOBa Jla ce rapaHTupa, ye uieHoBere Ha KoopanHanmoHHara rpymna, HeiiHUTe
MOArPYIH, KAKTO U NAUEHTUTE, KIMHUYHUTE EKCIEPTU U IPYIUTE UMAIIH
OTHOILIEHHUE EKCIIEPTH Y4acTBaT B CbBMECTHUTE KJIMHUYHU OLIEHKU 110 HE3aBUCUM U

IIpO3pavucH HAYHH, 0e3 Hajau4Me Ha KOH(l)J'II/IKT Ha UHTCPECH,

0) moxbopa M KOHCYJNTAIIMUTE ChC 3aMHTEPECOBAHH OPTaHU3ALNHU U TAIIUECHTH,
KJIMHUYHU €KCTIEPTU U C APYTH UMAIA OTHOIICHHE EKCIIEPTH B PAMKHUTE Ha

CbBMECTHM KJIIMHUYHU OLIEHKH Ha paBHUILETO Ha Chblo3a.
2. AKXTOBETE 32 H3IIBJIHEHNE, TOCOYCHH B maparpad 1 oT HacToAIIMSA YiIeH, ce IpueMar B
CHOTBETCTBHUE C MPOLIEypaTa Mo pa3riexaaHe, mocoyeHa B wieH 33, maparpad 2.
Ynen 26
Dopmam u 006pazyu Ha OOKyMeHmume 3a 6HACAHE U 3a OOKIA08AHE

1. Komucusra mpuemMa 4pe3 aKTOBEC 34 U3ITBJIHCHUC CI)OpMaTa )51 O6pa3I_II/ITe 1O OTHOIICHHUEC Ha:

a)  JocueraTa 3a MHQOpMalUsiTa, JaHHUTE, aHAJIM3UTE U IPYTUTE JI0Ka3aTeICTBa, KOUTO
pa3paboOTUUIINTE HA 3IPAaBHHU TEXHOJIOTHH TPOBa J1a MPEIOCTABAT 32 ChbBMECTHUTE

KIIMHUYHU OILICHKH,
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6) CBbBMCCTHUTC AOKJ/IaJU 3a KIMHHUYHA OLICHKA,
B)  0000IaBammTe ChBMECTHU JOKIIAIH 32 KIMHUYHA OI[CHKA.

2. AxToBeTe 3a U3II'BJIHCHUEC, ITIOCOYCHU B napar‘pa(b 1 oT HacToSIIHS YICH, CC IIpUueMar B

CHOTBETCTBUE C MpolIeypaTa 10 pa3riexaHe, nocoueHa B uieH 33, naparpad 2.

I'/TABA IV
PAMKA 3A TIOAKPEITIA

Ynen 27

Qunancupane om Cwro3a

1. Cw103bT Oocurypsisa hpuHancupaneTo Ha paborata Ha KoopauHannoHnHaTa rpymna 1 HeMHHUTE
MOATPYIIH, KAKTO U Ha IEWHOCTUTE B TAXHA MOJKPEIA, KOUTO BKIKOUBAT ChbTPYIHUYECTBO C
Komucusra, EBponelickara areHuus no Jiekapcrsara, KoopauHauroHHara rpyna mno
MEIUIIUHCKUTE U3JIEIHS, KCIIEPTHUTE TPYIH U MpeXKaTa Ha 3aMHTEPECOBAHUTE CTPaHH,
nocoueHa B wieH 29. ®unancosara nomoni Ha Chro3a 3a JEHHOCTUTE 110 HACTOSIIIIHS
pernameHT ce u3nbiHsgBa B cboTBeTcTBHE ¢ Pernament (EC, EBparom) 2018/1046 Ha

EBponeiickus nmapnament u Ha ChBeral.

1 Pernament (EC, EBpatom) 2018/1046 na EBponeiickus napnament u Ha CbBerta ot 18 tonu
2018 r. 3a puHAHCOBUTE MpaBUIIA, TPUIOKUMH 3a 00K Or0pkeT Ha Chio3a, 32 H3MEHECHHE
Ha pernamenTu (EC) Ne 1296/2013, (EC) Ne 1301/2013, (EC) Ne 1303/2013, (EC)
Ne 1304/2013, (EC) Ne 1309/2013, (EC) Ne 1316/2013, (EC) Ne 223/2014 u (EC)
Neo 283/2014 u na Pemienne Ne 541/2014/EC u 3a otmsina Ha Permament (EC, EBpaTom)
Ne 966/2012 (OB L 193, 30.7.2018 r., ctp. 1).
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duHaHCHpaHETO, TOCOUEHO B naparpad 1, BKiItouBa (GUHAHCUpPAHE 32 YYaCTHETO HA
OIIpEeICNICHUTE OT IbPKaBUTE WICHKU WwieHOoBEe Ha KoopauHalonHaTa rpymna u Ha
HellHUTe MOArpyNH B NOJKpena Ha paboTaTa 110 CbBMECTHUTE KIIMHUYHU OLICHKH U
CbBMECTHHUTE HaAy4YHU KOHCYJITAllUH, BKIFOUUTEIIHO Pa3pabOTBAaHETO Ha METOAUYECKH
HACOKH, ¥ 32 UACHTU(PHUIMPAHETO HA HOBOBB3HUKBAIIY 3/IPABHH TEXHOJIOTHH.
O1neHuTEeNNTE U CHOLICHUTENINTE UMAT MPABO Ha CHEIMATHA HAJ0aBKU 32 KOMIIEHCALIUS Ha
paboTara UM IO CbBMECTHUTE KIIMHUYHH OLICHKU U CbBMECTHUTE HAYYHU KOHCYJITALUU B

CHOTBETCTBUEC C BBTPCUIHUTEC pa3nopen6n Ha Komucwusra.

Ynen 28

Ilookpena na Komucuama 3a Koopounayuonnama epyna

Komucusra IOAKPCIIA pa60TaTa Ha KOOpI[I/IHaI_II/IOHHaTa rpyiia 1 U3I'bJIHABA Q)YHKHI/II/ITG Ha HCUH

CCKpCTapuar. ITo-cnienmannao Komucusra:

a) MIPEIOCTaBs MIOMEIICHUSTA CH 3a 3acefanusTa Ha KoopAnHAIIMOHHATA Ipylia U HEHHUTE
MOArPYIIH;

0) B3€Ma PEIICHUS TIPU HAJIMYUE Ha KOH(IUKTH Ha HHTEPECH B ChOTBETCTBHE C
W3HUCKBaHUATA, ONPEICIICHU B WieH 5 U B 0OIIUTE MPOLIEypHH MpaBuia, KOUTO TpsOBa 1a
ce mpuemat B ChOTBETCTBHE C ujieH 25, maparpad 1, Oyksa a);

B) M3HCKBA JIOCUETO OT pa3paboTurKa Ha 3J[paBHU TEXHOJOTHUHU B CHOTBETCTBHE ¢ WieH 10;
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r) OCBILIECTBSIBA MPETJIe]] Ha MPOLEypUTE 32 CbBMECTHHU KIIMHUYHU OLICHKH U HHPOpMHUpa

Koopaunanonnara rpymna 3a Bb3MOXHU TEXHHU HApyILLICHHUS,

1) MIpeIoCTaBs aIMUHUCTpAaTUBHA, TexHudecka u UT nonkpena;
e) paspabotBa u noaabpka UT mnardopmara cwriracao wien 30;
x) ny6snmkyBa Ha UT mnardopmata B croTBeTcTBHE C WwieH 30 nndopmarusta u

JOKYMEHTHUTE, BKIIFOUUTEITHO TOJAUIIHUTE PAOOTHU MPOTrpaMu, TOAUIIHUTE TOKIIAIH,
0000IICHUTE MPOTOKOJIA OT 3aCeaHUATA U JOKIAIUTE U 000OIICHUTE TOKIIAIN 32

CbBMECCTHH KIIMHUYHHU OLICHKH Ha KOOpI[I/IHaI_[I/IOHHaTa rpyma,

3) yIJIECHSIBA ChTPYIHUYECTBOTO, MO-CHEIIUATHO Ype3 0OMEH Ha nH(popManus ¢
EBponeiickara areHius 1o JiekapcTBaTa BbB Bpb3Ka C IOCOUYEHATA B HACTOSAIIUS
peraamMeHT chBMecTHa paboTa B 00acTTa Ha JIEKAPCTBEHUTE MPOIYKTH, BKIIOYUTEIHO MIPU

CIIOACIIIHCTO HAa ITIOBCPUTCIIHA I/IH(bOpMaI_[I/IH;

n) YIJIECHSIBA CHTPYAHUUYECTBOTO, M10-CIELIMAITHO Ype3 0OMEH Ha MH(POpMaLUs C EKCIIEPTHUTE
rpynu u KoopauHanyonHaTa rpymna no MEAUIIMHCKUTE U3/1€IHUs BbB Bpb3Ka C [I0COYEHATa
B HACTOSILUSA PErilaMeHT CbBMECTHA paboTa B 00JIaCTTa Ha MEAULIMHCKUTE U3/IEIHS U Ha
MEIULIMHCKUTE U3/IE€TIHS 32 MHBUTPO INAarHOCTUKA, BKIOYUTEIHO IIPH CIIOAEISHETO HA

MoBepuUTETHA HHPOPMAIIHS.
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Ynen 29

Mpedica na 3aunmepecoganume cmpanu

1. Komucusra Chb3JlaBa MpPEXKa Ha 3aUHTECPECCOBAHUTEC CTPaHU. Mpe>1<aTa Ha
3aMHTCPECOBAHUTE CTpaHU IMOAKPEILA pa60TaTa Ha KOOpI[I/IHaHI/IOHHaTa rpyiia 1 Ha

HEWHHUTE MOATPYIH IIPU ITOUCKBAHE.

2. MperkaTa Ha 3aMHTEPECOBAHUTE CTPAHU CE Ch3/1aBa Upe3 OTKPUTA [TOKAHA 3a IPEACTaBSIHE
Ha KaHJUJaTypH, OTIPaBeHa KbM BCUYKHU JOMYCTUMU OpraHU3allui Ha 3aMHTEPECOBAHU
CTpaHu, MO-CHEIHATHO MAaMEHTCKU aCOLUAIUH, TOTPEOUTEIICKH OpraHU3aluy,
HENPAaBUTEJICTBEHU OpPraHu3aluy B 00JacTTa Ha 3[paBeona3BaHeTo, pa3paboTunLy Ha
3/IpaBHU TEXHOJIOTHH U 3[paBHU crieluanucTi. Kpurepuure 3a 10mycTUMOCT ce

OIpEeIEeIISIT B OTKPUTATA TOKAHa 3a MPECTaBsAHe Ha KaHAUIATyPH U BKJIIOYBAT:
a)  JIOKA3aTeJICTBO 3a HACTOSIII WJIM IUIAHUPAH aHTAKUMEHT 3a pa3paborBane Ha O3T;
0) mpodecnoHalieH ONMUT, CBBP3aH C MpeXKaTa Ha 3aMHTEPECOBAHUTE CTPAHHU;

B)  reorpad)cko MOKPUTHE Ha HAKOJKO AbPKAaBU WICHKH;

r) CIIOCOOHOCTH 3a KOMYHUKANUA 1 PAa3IPOCTPAHCHUC.
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Opranuzanuure, KaHAXJATCTBALLM A CTAHAT YacT OT MpeXaTa Ha 3aMHTEPECOBAHUTE
CTpaHH, ACKJIAPUPAT CBOS WICHCKH ChCTAaB U M3TOYHHIIUTE CU Ha (puHAHCHpaHE.
IIpencraBureny Ha OpraHU3alMUTE HA 3aNHTEPECOBAHUTE CTPAHM, YYaCTBALIY B
NeMHOCTUTE Ha MpeXaTa Ha 3aMHTEPECOBAHUTE CTPAHU, JEKJIapupaT BCUUKH (PUHAHCOBU
WIN APYTH UHTEPECH B CEKTOpa Ha pa3pabOTUUIMTE HA 3[PABHU TEXHOJIOTHH, KOUTO OMXa

MOTJIM Ja IIOBJIHMAAT HA TAXHATA HC3aBUCHUMOCT HUJIU 6e3HpI/ICTpaCTHOCT.

CHHMCBHKBT Ha OpraHu3alMrUTC HA 3aUHTCPECOBAHUTE CTPpaHU, BKIIIOYCHH B MpPEXaTa Ha
3aMHTCPCCOBAHUTE CTpaHU, ACKIApallUTEC Ha TE3W OpraHu3allii OTHOCHO TEXHHS YJICHCKHU
ChCTaB U U3TOYHUIIM HA @HHchnpaHe, KaKTO 1 JCKJIapallurUTC 3a KOH(l)JII/IKT Ha MHTCPECHU
Ha NpCACTABUTCIIMNTC HA OPraHU3alMUTC HAa 3AUHTCPECOBAHUTEC CTPAHH CC OIMOBCCTABAT

nyoianuno Ha UT nnardopmara, mocoueHa B uieH 30.

KOOp,I[I/IHaI_II/IOHHaTa I'pyna ce cpciia ¢ MpeKaTa Ha 3aMHTCPCCOBAHUTE CTPAHU Hak-Malko

BCAHDBXK I'OJUIITHO, 34 4.

a)  uHpOPMHUpA 3aMHTEPECOBAHNTE CTPAHU 3a ChbBMECTHATa padoTa Ha

KoopauHanuonHarta rpyna, BKIFOUYUTEITHO 32 OCHOBHUTE PE3yITaTH OT Hes,
06) ocurypu oOMeH Ha UH(pOpMAaLIHSL.

KOOpI[I/IHaIII/IOHHaTa T'pyna MOXE Ja KaHU YWICHOBC Ha MpPEKaTa Ha 3aMHTCPCCOBAHUTC

CTpaHHM Jja IPUCHCTBAT HA HEMHUTE 3acelaHus KaTo HaOJII0aTelH.
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Ynen 30
UT nnamegopma

1. Komucusta pazpadorsa u nomaspka UT mnardopma, ceerosiia ce oOT:
a)  myOJMYHO JOCTBITHA yeOCTpaHHUIIA;

0)  3aIIMTEeH MHTPAHET 32 OOMEH Ha MH(OPMAIUI MEXy YWICHOBETE HA

Koopaunanonnara rpyna U HEHHHUTE NOATPYIIH;

B)  cUTypHa cucTeMa 3a oOMeH Ha uHdopmarnus mexay Koopaunannonnara rpymna u
HEHHUTE MOATPYIHU C pa3paboTUULINTE HA 3APABHU TEXHOJIOTUU U €KCIIEPTHUTE,
y4acTBaIld B ChbBMECTHATa paboTa, OCOYeHa B HACTOSIIIMS PETIaMEHT, KaKTO U C
EBporeiickara arennus no jgekapcrBara u ¢ KoopauHamonsara rpymna mno

MCOAULMHCKHUTC U3ACTINA.

r) CHUI'ypHa CUCTEMa 3a oOMeH Ha I/IH(bOpMaI_II/ISI MCKAY YWICHOBCTC HA MPCIKATA HA

3aNMHTCPCCOBAHUTEC CTPAHU.

2. Komucusra rapaHTvpa NoAXOoAAIIU paBHUIIA HAa JOCTHIT 40 I/IH(l)OpMaIII/ISITa, CbAbpKalia
ce Ha UT HHaT(bOpMaTa, 3a AbPIKABUTC YICHKH, YWICHOBCTC HA MPCIKATA HA

3aUHTCPCCOBAHUTE CTPAHU U IIUPOKATA O6H.ICCTB€HOCT.
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3. [Ty6nuyHO nocThIHATA yeOCTpaHULA ChbPKa MO-CIEHUATHO:

a)  aKTyaJleH CIUCHK Ha ujieHoBeTe Ha KoopauHannoHHaTa rpyna U Ha TEXHUTE
oTpesieNieH! MPEJCTaBUTENH, BKIIOUUTEIHO C TEXHUTE KBATU(PHUKAIUU U 00JIaCT Ha
€KCIIEPTEH OMMT, KAKTO U TEXHUTE JIeKJIapaluy 32 KOH(MIUKT Ha UHTEPECH CIIe]
MPUKIIIOUYBAHE Ha CbBMECTHATa padoTa;

0) aKTyaJleH CIHCHK Ha WICHOBETE HA MOATPYIUTE U HA TEXHUTE ONPEICICHH
MIPEICTaBUTENH, BKIIFOUUTEIIHO C TEXHUTE KBAIM(UKALIMK U 00J1aCT HA eKCIEPTEH
OIUT, KaKTO ¥ TEXHUTE JeKIapanuu 32 KOHGIUKT HA HHTEPECH CIIe]] IPUKIIIOUYBaHE
Ha CbBMECTHATa padoTa;

B)  MpoIEIypHUS MpaBUIHUK HAa KoopaWHAIMOHHATA TPYIIA;

r)  [sjiaTa JOKyMEHTalus cbhriaacHo wieH 9, maparpad 1, uien 10, maparpadu 2 u 5 u
uiien 11, maparpad 1 kbM MOMEHTa Ha MyOJIMKyBaHe Ha JOKJIaja 32 CbBMECTHA
KJIMHWYHA OIIeHKa, chriiacHo wieH 10, maparpad 7, B cimyuait e cbBMecTHaTa
KJIMHUYHA OIIEHKA € OMJIa MpeKpaTeHa, u ChriacHo ujaeHoBe 15, 25 u 26;

1)  JTHEBHUSA pell U 0000IIeHUTe MPOTOKOIU OT 3aceAanusTa Ha KoopauHanronHata
rpymna, BKIIOUUTETHO PUETUTE PEIICHUS U PE3yATATHTE OT IJIaCyBaHETO;

€)  KPUTEPHUHTE 3a JOIMYCTUMOCT Ha 3aUHTEPECOBAHUTE CTPAHU,

X)  TOIUITHHUTE PAOOTHH MPOTPAMHU U TOAMIIHUTE JTOKIAJIN;

3)  uHpOpManms 3a MIaHUPAHU, TEKYITH | MPUKITIOYIN CbBMECTHH KIIMHUYHH OTICHKH,
BKJIFOUMTETHO aKTyalu3allii, U3BHPILIEHU B CbOTBETCTBUE C WieH 14;
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JOKJIaINTE 33 ChbBMECTHA KJIIMHUYHA OIICHKA, 32 KOUTO CE€ CUUTA, Y€ ChbOTBETCTBAT
MPOLIEAYPHO CHITIACHO M3UCKBAHUATA HA WiieH 12, 3aeIHO C BCHYKU KOMEHTApH,

IIOJIYYCHH 110 BPEME Ha U3IOTBAHECTO NM;

uH(popMalLKs OTHOCHO HAllMOHAJIHUTE JJOKJIA/I1 32 KIMHUYHM OLIEHKU Ha TbP)KaBUTE
YJICHKH, TOCOYEHH B WieH 13, maparpad 2, BKIIOUUTEIHO UH(POpMAIIHS,
IIPEIOCTABEHA OT IBbP’KABUTE YJICHKHM OTHOCHO HAUMHA, II0 KOMTO JOKJIAJUTE 3a
CbBMECTHHUTE KJIMHUYHM OLIEHKU ca OMJIM B3€TH 110l BHUMAHNE HA HAIIMOHAITHO

paBHUIIE, U B WieH 24;

aHOHUMH3HMpaHa, arperupana, HermoBepuTeIHa 0000IIeHa HHpopMaIus 3a

CbBMCCTHUTC HAYYHU KOHCYJITAlUH,
MMpoy4YBaHUA 34 I/II[eHTI/I(I)I/II_[I/IpaHe Ha HOBOBB3HUKBAIIIH 3IpABHU TCXHOJIOI'NH,

AHOHUMU3HPAHA, arp€rupaHa, HCIIOBCPUTCIIHA I/IH(1)OpMaI_II/I${ OT IIOCOYCHUTEC B

qjeH 22 AOKJIaAX 3a HOBOBB3HHUKBAIIU 3PaBHU TCXHOJIOTUH;

pe3yaTaT OT JOOPOBOJIHOTO CHTPYIHUYECTBO MEXKIY AbPKABUTE WICHKH,

OCBHIICCTBABAHO CHIJIACHO YJICH 23,

KOTaTo J1aJIecHa ChbBMECTHA KIIMHUYHA OIIEHKA € IpeKpaTeHa, U3sBJICHUETO 110
wieH 10, maparpad 6, BKIFOUUTEIHO CIUCHK ¢ HH(OpMaIvs, TaHH!, aHATU3U UITH
JpYTH JOKa3aTeJICTBA, KOUTO HE ca OMJIM MPEJICTaBEHU OT pa3paboTyrKa Ha 37paBHU

TEXHOJIOTH,

nporenypHus nperieq Ha Komucusita no unen 12, naparpag 3;
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p)  CTaHJApTHU ONEpPaTUBHU MPOLIETYPU U HACOKU 32 OCUTYpsIBAHE HA KAYECTBOTO

chriacHo wieH 4, naparpadu 2 u 3;

C) CIIMCBKBT HAa OpraHU3allMUTC HAa 3aMHTCPCCOBAHUTE CTPpaHH, BKIIFOYCHU B MpEXKaTa
Ha 3aMHTCPECOBAHUTE CTPAHU, 3a€JHO C JACKIIapallMUTC HAa TE3U OpraHHU3allin
OTHOCHO TCXHUSA YICHCKU CbCTAaB U N3TOYHHUIIH Ha (bHHaHCI/IpaHe, KaKTO U
ACKJIapallurTEC 3a KOH(bJII/IKT Ha UHTCPCCHU HA TCXHUTC NPCACTABUTCIIU, CbIJIACHO

wieH 29, maparpad 4.

Ynen 31

Oyenxa u 0okiao

1. He no-kbCHO OT ... [TpH roJIMHU Clie]] 1aTaTa Ha [IpUJIaraHe Ha HAaCTOSLIMS PErjlaMeHT |
Komucusra npencrass Ha EBponelickus napiaMeHT U Ha CbBeTa JOKJIA]] 32 HETOBOTO

IIpujaraHe. I[OKJ'IaI["bT CC CbCPCAOTOUABA BbPXY NPCIriicaa Ha:

a)  nmobaBeHaTa CTOMHOCT 3a IbPXKABHUTE WICHKH OT ChbBMECTHATa padoTa, U3BBPIIBAHA
chriiacHo riasa ll, u mo-crenuanHo qanu 3ApaBHUTE TEXHOJIOTHH, TIOJISKAIIHN Ha
CHhBMECTHH KJIMHUYHU OIICHKU B ChOTBETCTBHE C WICH 7, U KAUeCTBOTO Ha TE3U

CbBMCCTHU KIIMHUYHHU OLICHKU OTTOBAPAT HA HYKAUTC Ha AbPIKABUTC YICHKU,

0) u30ArBaHeTO Ha AYOJIMpPaHE HA UCKAHUATA 3a UHPOpMAIIUs, TaHHU, aHATU3U U IPYTH
JI0Ka3aTeJICTBa 32 ChBMECTHH KIIMHUYHH OIICHKH 110 OTHOIIICHHE HAa HAMAIISIBAHETO Ha
aJIMUHUCTPATHBHATA TEXKECT 32 IbPKABUTE WICHKH U Pa3pabOTUUIINTE HA 3[PaBHU

TCXHOJIOT'HNH,
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B)  (YHKIMOHMPAHETO HA paMKaTa 3a MOJKpeNa, MPeIBUICHA B HACTOSIIATA I1aBa, U
HO-CIIEIHATIHO Jalu € HE00OX0AUMO J1a C€ BbBEJIC MEXaHU3bM 3a IUIAIAaHE Ha TaKCH,
Yype3 KOMTO pa3paboTUMLUTE Ha 3[paBHU TEXHOJIOTUHU CHUIO /1a y4acTBaT BbB

(bl/IHaHCI/IpaHeTO Ha CbBMCCTHUTC HAYUYHH KOHCYJITAllUU.

2. He mo-kbcHO OT ... [/1Be TOAMHU CJIe]l 1aTaTa Ha MpUIaraHe Ha HACTOSINHUS PErjiaMeHT |
ABPIKABUTC YICHKU JOKJIaABAT HA Komucusra 3a MMpHUJIaraHeTo Ha HACTOAIHA PCTIIAMCHT,
Y TIO-CIICIIMAITHO 32 HAUMHHUTE HA OTYMTAHE Ha ChBMeCTHATa paboTa chriiacHo riasa I B
TEXHUTE HaMOHATHU TiporiecH 3a O3T, BKIIOUHUTEIIHO HAYHMHA, IT0 KOWTO ca OMIIN B3ETH
npeaBua AOKJIaAUTE 3a CbBMCCTHUTC KIIMHUYHU OLICHKU IIPU MMPOBCIKAAHC HA HATWMOHAITHU
O3T cwrinacHo wien 13, maparpad 2, kKakTo u 32 pa0OTHOTO HaTOBapBaHE Ha
Koopaunanuonnara rpymna. [IbpkaBuTe WICHKH JOKJIAJIBAT CHIIIO TAIH Ca B3CJIU MPEIBHT
METOMYECKUTE HACOKH, pa3pabOTEeHU ChITIACHO WieH 3, maparpad 7, OykBa r) 3a IeJInuTe

Ha HallMOHAJTHUTE OLIEHKH, KaKTO € TOCOYeHO B wieH 23, maparpad 6.

3. [Ipu usrorBsineTo Ha cBost 1oknax Komucusta ce koncynTtupa ¢ KoopauHanmonsara rpyna

Y U3I0JI3BA:
a)  uH(popManuATa, MPeJOCTaBeHa OT AbPKABUTE WICHKH B ChOTBETCTBHE ¢ naparpad 2;

6) AOKJIAANTE 34 HOBOBBb3HUKBAIIU 3APaBHU TEXHOJOTHHU, U3TOTBEHU B CbOTBCTCTBUEC C

qjeH 22;

B)  MH(pOpmauusiTa, IpeJ0CTaBeHa OT IbPKABUTE WIEHKU B CHOTBETCTBUE C WIEHOBE 13,

naparpad 2 u uieH 14, naparpag 4.
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IIo LIQJIGC’bO6p3_3HOCT Komucusra NpeaACTaBsa 3aKOHOAATCIIHO IMMPCAJIOKCHUEC BB3 OCHOBA Ha

TO3U JOKJIaJ C LCJI aKTyaJIM3UPaHC HAa HACTOAIIUA PCTIIaMCHT.

I'VIABA V
SAK/TIOYUTEJIHUA PA3SITIOPEABU

Ynen 32

Ynpaswcuasane na oenecuparemo

[IpaBoMommeTo ga mpuema JeJerupalu akToBe ce npeaoctasst Ha Komucusita npu

CIIa3BaHC Ha MPECABUACHUTC B HACTOAII WA YWICH YCIOBUA.

[IpaBomomueTo 1a mpuemMa JelerupaHu akToBe, IOCOYEHO B wieH 9, maparpad 5, ce
npenoctass Ha KoMucusita 3a HeolpeeaeH CpoK, CYUTAHO OT ... [aTaTa Ha BIM3aHE B

CHhJia Ha HaCTOAIIHA pCFHaMCHT].

JlenerupaHneTo Ha MPaBOMOIIHS, TOCOYEHO B WieH 9, maparpad S5, Moxe aa 0b/1e
OTTETJICHO I10 BCAKO BpeMe oT EBpormeiickus mapiaameHT win oT ChBera. C pemeHneTo 3a
OTTETJISTHE CE€ TIPEKpaTsIBa MOCOYEHOTO B HETO JieJIerupaHe Ha rpaBoMoIus. OTTEerIsHeTo
Mopak/ia ACHCTBUE B JICHs CJe/ MyOJIMKYyBaHETO Ha pereHueTo B Oguyuanen 6ecmuux Ha
Esponerickus cvio3 nnv Ha O-KbCHA JaTa, IOCOYEHA B pemieHnero. To He 3acsra

JIEHCTBUTEIIHOCTTA HA ACJIICTUPAHUTEC aKTOBC, KOUTO BCUC Ca B CHUJIA.
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[Ipean npuemaneto Ha generupal akT KoMmucusita ce KOHCYATUPA C €KCIEPTH,
OMpeJIeJICHU OT BCSIKA JbpPrKaBa WICHKA B ChOTBETCTBUE C MIPUHIIUIIUTE, 3aJIETHAIIN B
MeXIynHCTUTYITMOHATHOTO criopazymenue ot 13 ampun 2016 r. 3a mo-106po

3daKOHOTBOPYCCTBO.

Bennara cnen kaTo npueme aenerupan akt, Komucusta Hotuuippa akra e JHOBpEMEHHO

Ha EBponeiickus napiaamenT u Ha CbBeTa.

Jlenerupas axT, IpUET ChIVIACHO YieH 9, naparpad 5, BiinM3a B CUjla €JMHCTBEHO aKO HUTO
EBponelickuar napaameHT, HUTO CbBETHT HE Ca IPEACTAaBUIM Bb3PAKEHUS B CPOK OT

JIBa Mecella ciie]] HOTH(GHUIMPAHETO Ha ChINUs akT Ha EBporelickus mapiament u ChBera
WM aKo IpeIu U3TUYAHETO Ha TO3U CPOK U EBponeiickusaT napiaament, 1 CbBETHT ca
yBenommin Komucusra, ue Hsma J1a IpeACTaBAT Bb3pakeHus. IlocoueHuAT cpok Moxe aa

ce YOBIKH ¢ J]Ba Mecella [0 MHUIMaTuBa Ha EBponeiickus napiament uin CbBeTa.
Ynen 33
IIpoyedypa na xkomumem

Komucusra ce nojrmomMara oT KOMUTET. 1031 KOMUTET € KOMUTET [0 CMUCHJIA Ha

Pernament (EC) Ne 182/2011.

[Ipu no3zoBaBane Ha HacTosKA naparpad ce npuiara wieH 5 ot Pernament (EC)

Ne 182/2011.
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Koraro xoMuTeTHT HE aae craHoBHILE, KomucusTa He IpreMa IPOeKTa 3a akT 3a
U3ITBJIHEHHE U ce IpuJjara wieH 5, maparpad 4, tpera anunes ot Pernament (EC)

Ne 182/2011.
Ynen 34
Uszeomesane na akmoee 3a usnviHeHue

Komucusita nprema akToBeTe 3a U3MbJIHEHUE, TOCOYEHU B wieHoBe 15, 20, 25 u 26,

Hal-KbCHO J10 JaTaTa Ha IIpruJIaraHe Ha HACTOAIIUS PCTJIAMCHT.

HpI/I HM3TrOTBSIHETO HA TE3HW aKTOBE 3a M3N'bJIHeHHE KoMucHsaTa B3emMa IMpcaABHUIA
OTIIMYUTCIIHUTC XapPaAKTCPUCTUKNU HAa CCKTOPUTC HA JICKAPCTBCHUTEC IPOAYKTH,

MCIUIHUHCKUTE U3ACITUA U MCAUIUHCKHUTC U3ACIINA 3a MHBUTPO AUArHOCTHKA.

Ynen 35
Uszmenenue na Jupexmusa 2011/24/EC

Unen 15 ot dupextusa 2011/24/EC ce 3anuyasa.

Bcesiko mmo3oBaBaHe Ha 3aIMUCHUS YWICH CE CUMTA 3a IO30BaBaHE HA HACTOSIIH PEriIaMCHT.
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Ynen 36

Brnuzane 6 cuna u oama na npuiacane

1. HaCTOHI_HI/IHT PEriIaMCHT BJIM3a B CHJIa HA ABAACCCTUA JCH CIICT HY6J'II/IKYB3HCTO MYy B

Oduyuanen secmuux na Eeponetickus cvro3.

2. [Ipunara ce ot ... [Tpu TOJMHU CJe/ laTaTa Ha BJIM3aHE B CHJIa HA HACTOSIIMUS PETJIaMeHT].

HaCTOHH_II/ISIT PEriIaMCHT € 3aABbJDKUTCIICH B CBOATA LAJIOCT U CC ITpUJjiara nNpsikO BbB BCUYKU

ABbpPKaBH YJIICHKH.

CncraBeno B CtpacOypr Ha

3a Eeponetickus naparamenm 3a Cveema
IIpeoceoamen Ilpeoceoamen
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HNPUJIOXEHMUE 1

Crienudukanuy Ha JOCUETaTa 3a JICKapCTBEHH MPOAYKTH

,HOCI/IGTO, IIOCOYCHO B YJICH 9, naparpa(b 2 OT HaCTOSIIHSA PETIIAMCHT, BKIIFOYBA CJICHATA

uH(pOopMaLKg 3a JEKaPCTBEHUTE MPOIYKTHU:

a)

6)

JaHHUTC 3a KIMHHU4YHaTa 0e30IacHOCT U e(l)I/IKaCHOCT, BKJIFOYCHU B JOCHUCTO, NPCACTABCHO

Ha EBpormneiickara areHius 1o JIeKkapcrsara;

BCsIKA aKTyaHa IyOJIMKyBaHa U HeMyOIMKyBaHa MH(OpMaIus, JaHHH, aHAIU3H U APYTH
JI0Ka3aTeJICTBA, KAaKTO U IOKJIAZHU OT IPOYYBAHMS U IPOTOKOJH OT IPOYYBAHUS, U TJIAHOBE
3a aHaJIM3 OT IPOYUYBAHUS C JIEKAPCTBEHUS MPOAYKT, KOUTO Pa3pabOTUMKBT Ha 3paBHU
TEXHOJIOTUH € CIIOHCOPHPAJL, ¥ LisIaTa HATMYHA HH(OpMAIUs 32 TEKYIU WU IPEKPATCHH
IIPOYYBAHUS C JIEKAPCTBEHUS MPOIYKT, KOUTO Pa3pabOTUUKBT HA 3/[PaBHU TEXHOJIOTUHU €
CIIOHCOPHpAJI WK B KOUTO y4acTBa (PUHAHCOBO 110 IPYT HA4MH, KAKTO U ChOTBETHATA
nHpOpMaNKs 3a MPOYYBAHUS OT TPETH CTPAHH, aKO MMa TaKaBa, KOSTO € OT 3HAYCHHUE 32
o0XBara Ha OIIEHKATa, OTPE/ICIICH B CbOTBETCTBHUE C WieH &, maparpad 6, BKIIOUUTEIHO
JOKJIa/INTE 3a KIMHUYHOTO U3CJIe/IBaHE U IPOTOKOJIUTE OT KIMHUYHOTO U3CJIE/IBaHE, aKO

p33pa6OT‘lI/IK’LT Ha 3ApaBHH TCXHOJIOI'HMH pa3Iiiojara € TAX;

PE-CONS 80/21 1
IMPUJIOXEHUE I BG



B) noxiaau 3a O3T, oTHacsIIM ce 10 3paBHATa TEXHOJIOTUs, IPEIMET Ha ChBMECTHATA

KJIMHUYHA OIICHKA;
r) nH(pOpMaIIKs 32 OCHOBAHU HA PETHUCTPUTE MPOYUBAHUS;

1) aKo J1aJieHa 3/ipaBHa TEXHOJIOTUA € Ouiia IpeIMET Ha ChBMECTHA Hay4yHa KOHCYJTAIHs,
00sICHEHUETO OT pa3paboTurKa Ha 3[IpaBHU TEXHOJOTUH MPHU BCAKO OTKIIOHCHHE OT

HpernopbYaHuTe JOKA3ATEIICTBA;

e) XapaKTCPUCTHKUTE HA 3360J’IHBaHeTO, 00EKT Ha JICYCHHUE, BKIIFOYUTEIIHO Tapreraara

[onyJialus MalueHTH;
x) XapaKTEPUCTUKUTE HA OLICHABAHMUS JIEKAPCTBEH MPOIYKT;

3) HAYYHOU3CIICJ0BATEIICKHS BBIIPOC, Pa3pabOTEeH B JIOCHETO 3a MOJIaBaHe, C KOUTO ce

oTpa3sBa 00XBaThT Ha OIIEHKATa, OMpeiesieH ChIIacHO wieH &8, maparpad 6;

I/I) OIIMCaHUCTO HAa MCTOANTEC, U3IIOJI3BAHHU OT p33pa6OT‘lHKa Ha 3paBHU TCXHOJIOTUHU IIPHU

HU3TOTBAHCTO HAa CbABPIKAHUCTO HA JOCHUCTO,

i) pe3yJITaTUTE OT U3BJIUYAHETO HAa MH(POpMALIUs;
K) XapaKTEPUCTUKUTE HA BKIIIOUEHUTE NMPOYYBaHMS;
1) pe3yaTaTuTe OTHOCHO €(PEeKTUBHOCTTA U 0€30MaCHOCTTA Ha OLICHsIBaHAaTa MHTEPBEHLUS U

CpaBHUTEIHATA alTepHATHBA;

M) CchOTBETHaTa 0a30Ba JTOKYMEHTaIlMsI, CBbp3aHa ¢ OyKBH €)—I).
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HPUJIOKEHUE 11

CHCI_[I/I(I)I/IKaI_[I/II/I Ha Jocucrara 3a MCAUIWMHCKHA U3ACTINA U MCAUIIMHCKHA U3AC/INA 34 UHBUTPO

ANardoCTHKa

1. HOCI/IGTO, IIOCOYCHO B YJICH 9, naparpa(b 2 OT HACTOSIIHSA PETIIAMCHT, BKIIFOYBA CJICHATA

nHpOpMaNKA 32 METUITUHCKUTE U3ICTUS:

a)

6)

JOKJIaZa 3a OLCHABAHC HAa KIIMHHUYHATa OIICHKA,

JOKYMEHTAIMsATa Ha IPOU3BOIUTENIA 3a KIIMHUYHATA OIICHKA, IPEJCTaBeHa Ha
HOTH(UIMPAHUS OPTaH ChIIacHO pazzaen 6.1, OykBu B) u r) oT npusoxenue Il kbm

Permament (EC) 2017/745;

HAaYYHOTO CTAaHOBHUIIC, IPECAOCTABCHO OT UMAIIUTC OTHOICHUC CKCIICPTHU I'PYIIN B

PaMKHUTEC Ha Mponeaypara 3a KOHCYJITalluu BbB BPpb3Ka C KIIMHUYHATA OLICHKA,

BCSIKA aKTyaslHa yOJIMKyBaHa U HenyOIMKyBaHa MH(OpMaIus, JaHHU, aHAIU3U U
JAPYTH 10KAa3aTeICTBA, KAKTO U JOKJIAAH OT KJIMHUYHU IPOYYBAHUSA U IIPOTOKOJIH OT
KJIMHWYHU [TPOYYBAHUs, U IJIAHOBE 33 aHAIM3 OT KIMHUYHU IIPOYYBAHHUS C
MEIULUHCKOTO U3JIeJINe, KOUTO Pa3pabOTUYUKBT Ha 3[paBHU TEXHOJIOTUH €
CIIOHCOpHpaJI, U Lis1aTa HaJM4Ha UH(OPMAIIHS 3a TeKYILIH UK MTPEeKpaTeHN
KJIIMHUYHU [TPOYYBAHUS C MEAUIIMHCKOTO U3/I€TIUE, KOUTO pa3paboTYUKbBT Ha
3/lpaBHU TEXHOJIOTUU € CIIOHCOPHPAJ UM B KOUTO ydacTBa (PMHAHCOBO 110 APYyT
Ha4MH, KAKTO U ChbOTBETHATa MH(OpMaLMs 3a KIMHUYHY NPOYYBAHUS OT TPETH
CTpaHM, aKO UMa TaKaBa, KOSITO € OT 3HAaUEeHHUE 3a 00XBaTa Ha OLICHKATa, ONpe/IeIieH B
ChOTBETCTBUE € WiieH §, naparpad 6, BKIFOUUTEIHO JOKIAJANUTE 3a KINHUYHOTO
MIPOYYBAHE U MPOTOKOJIUTE OT KIMHUYHOTO MPOYYBAHE, aKO pa3pabOTUMKBT Ha

3ApaBHU TCXHOJIOTHWHU pas3iojara ¢ TIaX;
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)

JOKJIaau 3a OgT, OTHaCAIIU CC N0 3ApaBHATAa TCXHOJOTUA, IPECAMCT Ha CbBMCCTHA

KIIMHUYHA OLICHKAa, KOIraTo € LICJIGC’bO6p213HO;

€)  JIaHHH OT PETUCTPUTE, OTHACSIIH CE€ JI0 MEIUIIMHCKOTO U3eue, U nHopMaIus 3a
OCHOBAHU Ha PETUCTPUTE MPOYIBAHHUS;

K)  aKo JjaJieHa 3/IpaBHA TEXHOJOTHS € Ouiia MpeIMeT Ha ChBMECTHA Hay4YHa
KOHCYJTAIMs, 00sICHEHHE OT pa3paboTurKa Ha 3[[paBHHU TEXHOJIOTHH IPHU BCIKO
OTKJIOHEHHUE OT MPENOPbhUAHUTE JOKA3aTEIICTBA;

3)  XapaKTepUCTUKHUTE Ha 3a00JSIBAHETO, OOCKT Ha JICUCHHE, BKIFOYUTEIHO TapreTHATa
Iornyjanus NauueHTH,

M)  XapaKTCPUCTUKUTE Ha MEIUITMHCKOTO M3CINe, MPEJAMET Ha OLIEHKATa, BKIFOYUTEITHO
HETOBUTE MHCTPYKIIUU 3a YIOTpeOa;

W)  HAYYHOM3CIICJOBATEIICKHUS BBIIPOC, pa3pabOTEH B IOCHETO 3a MOJJaBaHe, C KOKTO ce
oTpa3siBa 00XBaThT HA OIICHKATA, OTPE/ICIICH ChIIIACHO WieH 8, maparpad 6;

K) OIIMCAaHUECTO HAa METOAUTE, U3IIOJI3BAaHU OT pa3pa60TqI/1Ka Ha 3IpaBHU TCXHOJIOTUU
IIPU U3TOTBSHETO HA ChIIBPKAHUETO HA JIOCUETO;

J)  pe3ynTaTtuTe OT U3BIUYAHETO Ha MH(POpPMAIIHS;

M)  XapaKTepUCTUKUTE Ha BKIIOYEHUTE POYUYBAHUS.
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2. Jlocuero, mocoueHo B wieH 9, naparpadu 2 1 3 OT HACTOSALIMS PETJIaMEHT, BKITIOUYBA

cienHaTa vH(GOpMAaIHs 32 METUITUHCKUATE U3/IENNS 32 MHBUTPO AUATHOCTHKA:
a)  JIOKJIaJ Ha IPOU3BOJMTENIS 32 OLICHKA Ha JICUCTBUETO;

6) AOKYMCHTAIMATa Ha ITPOU3BOAUTECIIA 3a OLICHKA Ha HeﬁCTBHCTO, ITIOCOYCHA B

paznen 6.2 ot npuinoxkenue Il koM Pernament (EC) 2017/746;

B)  Hay4HOTO CTaHOBHIIE, IPEAOCTABEHO OT UMAIIUTE OTHOLIEHUE EKCIIEPTHU IPYIU B

PAMKHUTC Ha I[Mpoucaypara 3a KOHCYJITallul BbB BPpb3Ka C OICHKATa Ha HeﬁCTBHeTO;

r) Jokiana Ha pedepeHtHara abopaTopus ot Chio3a.
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