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PEI'JIAMEHT (EC) 2021/...
HA EBPOIIEMCKHUA ITAPJJAMEHT Y HA CBBETA

oT ...

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 IIO-CIICIHUAJIHO

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,

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

[To3unumsa Ha EBponeiickust mapaament ot 14 gespyapu 2019 r. (OB C 449, 23.12.2020 r.,
cTp. 638) u no3unus Ha CpBeTa Ha MBPBO YETEHE OT ... (BCE OIE HEeMyOJIMKyBaHa B
Odunmanen BectHUK). [To3unus Ha EBponeiickus mapiaaMeHT OT ... (Bce o1ie
HenyOnukyBaHa B OduiiraneH BECTHHK).
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KaTo uMart npcaBun, 4c:

(1

)

©)

Pa3paboTBaneTo Ha 3/[paBHU TEXHOJOTUU € OCHOBEH JBUTATEN 32 HKOHOMUYECKHS PACTEXK
u uHoBanuuTe B Chi03a U OT OCHOBHO 3HAYEHHE 33 MOCTUTaHE 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 00K Ma3ap Ha pa3xoAMTeE 3a 3/IpaBeona3BaHe, KOUTO MpeICTaBIsIBa
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 3a00JIIBaHUSATA.

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 J100aBeHATa CTOWHOCT Ha Ja/ieHa 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 TIPECTABRIISIBA 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 neicTBus B obmactra Ha O3T (ceBMecTHH nerictBust Ha EUnetHTA)
OTIPEIEIAT ACBET 00I1aCTH, MO0 OTHOIIIEHHWE HAa KOUTO CE OIECHSBAT 3JPaBHUTE TEXHOJIOTHH.
Uetupu OT Te3u AeBeT 00JaCTH ca KIMHUYHU, & OCTAHAJIUTE T — HEKJIMHUYHHU.
Yetnpute KIMHUYHU O0JIACTH HA OIICHSIBAHE C€ 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 HeKTMHUYHU 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 moske Aa mogoOpy HAyYHUTE JI0KA3aTEICTBA, U3MOI3BaHU IIPU B3EMAHETO HA
KJIMHUYHU PEIICHHS U I0CThIIA Ha MAI[UEHTUTE 10 3/[paBHU TEXHOJIOTUH, BKIIOUUTEITHO
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, HAPpUMeEp 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 32 3/IpaBeola3BaHe, KaKTO U 3a CTUMYJIMPAHE Ha HHOBAIIUUTE, 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 OIICHKA MOTraT KaTo Pe3yJTaT Jia 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(bI/I‘-IHI/ISI HallMOHAJICH KOHTCKCT Ha 3/JpaBCOIIa3BaHCTO.

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
JIAIcaTa Ha yCTOMYMB MOJIEN HA ChTPYAHUYECTBO. M3M10I3BaHETO HA PE3YNTATUTE 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 ¢ qy0IrpaHeTo Ha OIICHKHUTE 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
HACTOSIIUS 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.
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B cBoute 3akmtouenus ot 1 gexkemBpu 2014 r. OTHOCHO MHOBALIMUTE B I10J13a Ha
nauenture! ChbBeTHT Mpu3HaBa Kirodosara pons Ha O3T KaTo MHCTPYMEHT Ha 31paBHATa
MOJINTUKA B MOJIKpEra Ha OCHOBAHM Ha J0Ka3aTeJICTBA, YCTOWYUBYU U CIPABEUIUBU
pElIeHNUs B 3/IpaBeoIa3BaHEeTO U 3[paBHUTE TEXHOJIIOTHUHU, B MI0J13a HA MalMeHTUTe. B Te3u
3akmoueHus, CpBETHT ChIIO Taka Npru3oBaBa KoMucusita 1a npoabiku 1a moanomara
ChTPYIHUYECTBOTO 10 YCTOMUMB HAYMH U OTIIPaBsl UCKAHE J1a CE 3aCHJIM ChbBMECTHATA
paboTa Mexy abpxaBuTe wieHku no otHomenue Ha O3T u na 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 nonodpsat meroaukute 3a O3T, npuioKuMu KbM MepCOHATU3UpaHATA
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€ AbpPKABUTE YICHKHU BHKJAT 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-HATATBIIHO Pa3BUTHE HA EBPONEHCKOTO ChTpYyAHHYECTBO B oOnmactTa 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 Bb3MOKHOCTTA 3a Ch3J]aBaHE Ha IJIaH 3a JCHCTBUE Ha
EC 3a chOupaHe Ha JaHHU U 3a TeHEpUpaHe Ha JOKa3aTeJICTBA B peaHH YCJIOBHUS, KOHTO
11I€ HaChbpUH MO-A00POTO CHTPYAHUUECTBO MEXAY JACUCTBALUTE HALlMOHAIHU U
TpaHCTPAaHWYHU MHUIIMATUBU U KOMTO OM MOT'BJI J1a IONIPUHECE 32 HAaMaJIIBaHe Ha
HEJIOCTHUTA Ha JJOKA3aTeJICTBA B penieHusATa no otHomenue Ha O3T u pemienusta Ha

Iareua.

! OB C438,6.12.2014 ., cTp. 12.

2 OB C421,17.12.2015 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
MPEJIOKHU 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-noOpara HaJlM4YHa aJITEPHATHBA, KaTO CE€ B3eMar IIPEIBH 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
npejcTaBu uHUIMaTuBa B oosactra 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 Jia 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
nuarHocTuka. ChIEBPEMEHHO C HACTOSIIMS PETJIAMEHT C€ Ch3aBa paMKa 3a MOAINOMaraHe
Ha ChTPYTHUYECTBOTO MEXIY AbPKABUTE WICHKH U HA MEPKHUTE, HEOOXOMMH 32
KJIMHUYHA OIICHKA Ha 3/IpaBHUTE TeXHOJOruu. HacTosmuaT perinaMeHT cu mocTaBs
€IHOBPEMEHHO U JIBETE IeJIU, KOUTO Ca HEpa3pUBHO CBbP3aHU U eIHaKBO BaxxHHU. [1o
otHomieHue Ha wieH 114 ot JloroBopa 3a pyHknroHupanero Ha EBpornelickus cbio3
(IDEC) HacTosmmsT periaMeHT onpeiess IpoLeIypUuTe U MpaBuiaTa 3a U3BbPIIBAHE HA
CchbBMeCTHA paboTa U 3a Ch3[laBaHe Ha pamMKa Ha paBHuUIIEeTo Ha Chro3a. [lo oTHOIIEHHE Ha
el 168 ot JDEC, kaTo ce cTpeMu Aa OCUTypy BUCOKO PaBHUILE Ha 3al[MTa Ha 3[IpaBeTo,
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 HAa JoOpaTa
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 ChIlla MHPOPMAIUs, JaHHU, aHATU3H U APYTH 0Ka3aTeJICTBa 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>KaBH WICHKH MOXE J1a IPECTaBIIABA 3HAUNTEIHA aJMUHUCTPATUBHA
TEXECT 32 pa3pabOTUULIUTE HA 3/IpaBHU TEXHOJIOTUH, IIO-CIEUAIIHO 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
CTOIIAHCKAaTa AEHHOCT, 10-BUCOKH Pa3X0Jy U B IBJITOCPOYEH IUIaH A0 OTPULATEIHU
nocaeauuy 3a nHopauuute. Ilopaau ToBa B HACTOALIMS PETIAMEHT CJIEBa J1a CE IPEABUAN
MEXaHU3bM, KOITO J1a TapaHTUpa, Ye Besika MH(OpMaIHsl, JaHHU, aHAJIU3U U IpYTU
JI0Ka3aTesIcTBa, HEOOXOJMMHU 32 CbBMECTHATA KJIMHUYHA OLIEHKA, C€ IPEACTABAT CaMo

BCIHDBX HA PABHUILICTO HA Cn103a oT pa3pa60Tq1/H<a Ha 3/IpaBHU TCXHOJIOT'UH.
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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 MEIUIIUHCKU TPUXKH. Te3u OTTOBOPHOCTH
BKJIIOUBAT YNPABICHUETO Ha 3PABHUTE YCIYTH U MEAUIIMHCKUTE TPHKU U 0OCOOEHO
pasnpenensHeTo Ha PecypcuTe, KOUTO ca UM IpeaoctaBeHu. Ilopaau ToBa € HE00X0AUMO
neiictBusita 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 ujieH 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. HayuHusAT aHa/In3 111e BKIIIOYBA 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 KIIMHUYHU OIICHKH HE CJIeJIBa Jia 3acsArar MPaBOTO Ha MPEleHKa 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 IIeHO00pa3yBaHETO U Bb3CTAHOBSIBAHETO HA Pa3XOJUTE 3a
3/IpaBHUTE TEXHOJOTUH, BKIIFOUATEIHO ONPEAEISTHETO HA KPUTEPUUTE 3a TAKMBA 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

KOUTO OCTaBaT CAMHCTBCHO B paMKUTC Ha HAllMOHAJIHATA KOMIICTCHTHOCT.
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(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 KIIMHWYHA olnleHKa. [lo-cienmaiHo
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, pa3IiuyHu OT BKJIIOUEHHUTE B JJOKJIa/1a 32 CbBMECTHA KJIIMHUYHA OLICHKA, WJTH 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 CIIABA 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 ChIla
3/ipaBHA TEXHOJIOTHS IIPEIU, TI0 BPEeME Ha U3TOTBSIHETO UJIU CJIe]I MyOJIMKYyBaHETO HA

JOKJIaA 3a CbBMCCTHA KIIMHHWYHA OLICHKA.
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(17)

3a ;1a ce rapaHTHpa Hall-BUCOKO Kaue€CTBO HA ChbBMECTHUTE KIIMHUYHU OLEHKH, J1a CE
OCHUTYPH IIHUPOKO MIPHEMaHe U J1a Ce JaJie Bh3MOXKHOCT 3a O0C/IMHSIBAHE HA EKCIICPTHUTE
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 €]IBa Ha MMO-KbCEH €Tall J]a Ce U3MCKBA J1a C€ 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 IPyIu, HocoueHu B wieH 106, naparpad 1 ot nocoueHus
periJamMeHT, ca MpeAoCTaBUIIM CBOMTE CTAHOBHUIIA UM MHEHHUS, KAKTO U 332 MEIULIUHCKU
W3JIeHs 32 MH BUTPO JUArHOCTHKA, Kilacuduuupanu kato kiaac D B choTBeTCTBHE 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 mpoleaypu Ha Cpro3a 3a pa3peliaBaHe 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 J{upextusa 2001/83/EO, Pernament (EO)

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

Pernament (EC) 2017/746 na EBponeiickus napiaament 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 ., cTp. 176).
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(19)

[IpenBum ClIOXHOCTTA HA HAKOW MEAMIIMHCKH U3JICTHS U METUITMHCKU U3CTHUs 32
WHBUTPO JMATHOCTHKA U €KCIIEPTHHSI OUT, HEOOXOMM 3a TSAXHATa OIICHKA, TbP/KaBUTE
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 MEIUIIMHCKUTE U3ETHS 32 UHBUTPO TUArHOCTHKA, KiacH(pUIUpaHu
kato kiac D B croTBeTcTBHE ¢ WwieH 47 ot Pernmament (EC) 2017/746, kouto ca codpryep u
KOUTO HE MoMajgaT B 00XBaTa Ha CbBMECTHUTE KJIMHUYHU OLIEHKH ChITIACHO HACTOSIIUS

pErJIaMeHT.

C e ga €€ rapantTupa, 4€ CbBMCCTHUTC KIIMHUYHU OLICHKU Ha 3APpaBHU TCXHOJIOTHH,
OoCTaBaT TOYHHU U aACKBATHHU, C BUCOKO Ka4€CTBO 1 OCHOBAaHH Ha Haﬁ—ﬂ06pHTe Hay4YHU
J0Ka3aTcICTBAa, HAJIMYHU BbB BCCKH JaJCH MOMCHT, € I_ICJ'IGC’bO6p213HO Ja CC IIpCABUIAT
YCJIOBUA 3a aKTyaJIM3UPAHE HA OLUCHKUTC, MMO-CIICHUAIHO KOTaTO HAJIMYHHUTEC
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/paBHUTE TEXHOJOTUM (HapuyaHa Mo-HaTaThK ,,KoopauHanmoHHaTa Ipyma), 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 HAa HACTOSILMUS PeriaMeHT. 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 PaBHHUIIE Ha KoMneTeHTHOCT B Koopaunanuonnara rpyna. YneHosere
Ha KoopauHaimonHara rpymna cieqBa Jia olpeensT opranure u ctpykrypure 3a O3T, 3a
HOATPYIHUTE, KOUTO MPEAOCTABAT MOIXO IS TEXHUIECKU EKCIICPTEH OIUT 32 U3BBPILIBAHE
Ha ChBMECTHHU KJIMHUYHH OLIEHKH U Ha CbBMECTHHU HAay4YHU KOHCYJITAIlUHU, 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€ PEILICHUsTA,
B3eTH 0T KoopanHanmoHHara rpyma, OTroBapsT Ha LIEJIUTE 3a FapaHTUpPaHE Ha CbBMECTHA
paboTa ¢ Hali-BUCOKO HAayYHO KauecTBO U Oe3npuctpactHocT, KoopanHannoHHara rpymna
Cclie/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 WICHKA
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 J]a Ce€ B3eMarT ¢

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'pyla cjieaBa Ja rapadnTupa, Y€ 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 OTpa3siBaT 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 a ObaaT aJanTHPaHH, TaKa ye J1a BKIIIOUBAT OCOOCHOCTUTE 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)

(26)

(27)

CBHBMECTHUTE KIIMHUYHHA OILICHKHU CJ€ABa Ja 6’[),[[8.T BCEOOXBATHU U Ja 0TpasdaBaT BCUYKHU
HYXIH Ha AbPXKABUTC YICHKHU 10 OTHOIICHUEC HA JAHHUTC U aHAJIU3UTC, KOUTO TpHGBa Ja

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

Koraro cbBMecTHHTE KIMHUYHU OLIEHKH C€ U3I0JI3BAT 3a MOJrOTOBKA Ha MOCIIEBAIIN
aIMUHUCTPATUBHU PEIICHHS Ha PaBHUIIETO HA JbPKaBUTE 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 3jpaBHa TEXHOJIOTH 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.

KOOp,I[I/IHaI_[I/IOHHaTa I'pyna cjicBa a IMOJI0XU BCUYKU YCUIINS 3a O,Z[O6p${BaHe Ha JOKJIaaa
3a CbBMCCTHATA KJIMHUYHA OLICHKA C KOHCCHCYC. Koraro KOHCCHCYC HC MOKC 1d 6’[)[[6
IMOCTUTHAT U C LCJI Ja CC rapaHTupa (1)I/IHaJII/I3I/IpaHeTO Ha JOKJIaAUTEC 3a CbBMCCTHATAa
KIIMHUYHA OLICHKA B PAMKHTC Ha OIIPCACIICHHA CPOK, B TC3U JOKJIAAX CJICABA J1a 6I>I[8.T
BKJIFOYCHU pa3In4aBalllUTC C€ HAYUHU CTAaHOBHIIIA. 3a Ja CC rapaHTHpa OCJI0CTTa Ha
CUCTCMATa HAa CbBMCCTHUTC KIIMHUYHU OLICHKU U C LCJI ITIOCTUT'aHC Ha KOHCCHCYC,
BKJIFOYBAHCTO Ha pasjindaBaliy CC HAYYHH CTaHOBUIIIA CJICABA J1a C€ OrpaHn4aBa 10 OHE3U
CTaHOBHUIIIA, KOUTO Ca HAITbJIHO 00OCHOBAHH OT Hay4dHa rji€aHa To4ka, U rnopaaud ToBa

CJIC/BA Jia C€ CUUTAT 3a U3BbHPCIHA MApPKaA.
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JIbpKaBUTE WIEHKH clieiBa J1a IPOABIDKAT Ja HOCSAT OTTOBOPHOCT 3@ U3TOTBSHETO Ha
3aKJIIOYCHUS Ha HAI[MOHAIHO PaBHUILE OTHOCHO KIIMHUYHATA I00aBEHAa 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 HAKOJIKO
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 MOJI3H,
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 KJIIMHUYHA OLICHKA CJIeJ/[Ba J1a Ceé 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 IMO3ULMsI OTHOCHO TapreTHaTa MOoIyJIaius,
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 MmpoueaypaTa 1 o0LIeCTBEHaTa 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 pa3rpaHUuEHHU U 3alUTEHU.
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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
B3eMaT MpeIBU] TOKIAJUTE 32 CbBMECTHA KJIIMHMYHA OLIEHKa Ha TOBa paBHUILE. 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 KJIMHUYHA olleHKa Ha paBHUIIE Cbro3. O3T, u3BbplieHa Ha HALIMOHATTHO
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 HACTOSUIUS PETVIAMEHT 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 IbprKaBa YWICHKA UM HA PETHOHAIIHO PaBHUIIE, U CJIEJIBA 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 00ave € 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
KIMHUYHA OIICHKA, TOBA HE cJie/iBa Ja 3a0aBsl MOCyeABaIlUs IPOIeC Ha PAaBHUIIETO 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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(32)

(33)

3a1bJKEHUETO Ha IbPIKABUTE 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
uHbopManus, ONpeaesIeH! ChIIACHO HACTOSALIMS 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 3abikeHHe o0aue He cileBa J1a U3KI4Ba
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[MOHAIIHO PAaBHUILE ChIIaTa
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 MPOTpPaMUTeE 32 PaHEH JOCTHII Ha PAaBHHUIIECTO HAa JbP)KAaBUTE WICHKHU. 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 M31aBaHETO 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
IpeaACTaBCHU 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 IPOAYKTH, ITPHU U3BHPIIBAHETO Ha CbBMECTHA KIIMHUYHA OILICHKA, CJICABA
Ja C€ pasriacxaar ¢ NpCauMCTBO IIPECKU CPaBHUTCIIHU KIIMHUYHU U3CIICABAHMA, KOUTO Ca
paHIOMH3UPAaHHU, 3aCJICTICHA U BKIIXOYBAIIX KOHTPOJIHA I'pyIla, YUATO MECTOAHNKA OTroBapAa
Ha MCKAYHAPOJHUTC CTAHAAPTH 3a OCHOBAHA HA AOKA3aTCJICTBA MECAUILIMHA. IlocouenusT
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 ChBMECTHU KJIMHHYHU OLIEHKH 32 JICKAPCTBEHHUTE MIPOJAYKTH CJIe/IBa Ja Obe
OIIpeJIeNICH, IOKOJIKOTO € Bh3MOXKHO, B 3aBUCHMOCT OT IIPUJIOKHMHUTE CPOKOBE 32
MPUKIIIOYBAHE HA [IEHTpaIM3UpaHarTa Mpoleypa 3a u3JjaBaHe Ha pa3pelicHue 3a ThProBHs,
npenBuieHa B cboTBeTcTBUE ¢ Perimament (EO) Ne 726/2004. Ta3u koopauHALNS ClieBa
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 pazpaboOTUUIIUTE HA 3IPaBHU TEXHOJIOTUN
CclieJIBa J1a CIa3BaT CPOKOBETE, YCTAHOBEHH CHITIACHO HACTOSIIUS PETIaMEHT, KOTaTo

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

10531/21 BK/mdn 19

LIFE.5 BG



(37)
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[Ipu onpenensiHeTo Ha CPOKA 32 CbBMECTHUTE KJIMHUYHU OLICHKHU 32 METULIUHCKUTE
W3/1eNMs 1 METULIMHCKUTE U3/IEIHs 32 MHBUTPO IMATHOCTUKA CJIE/ABA /1a 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 ITOXOISAI] MOMEHT, ciieBa Aa Obie 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
BHCOKOKAa4eCTBEHH U HABPEMEHHHU PE3yJATaTH U J1a 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
PETYJIATOPHUTE OIICHKH, N3BbpIIBaHU chriiacHO pernamerTH (EC) 2017/745 u

(EC) 2017/746, n He cnenBa 1a OKa3Ba Bb3/CICTBHE BbPXY PEILICHUITA, B3ETH B

CbOTBCTCTBUC C TC3U PCTIIAaMCHTH.
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3a J1a ce yJIeCHU IIPOLECHT HAa U3TOTBSIHE HA CbBMECTHU KJIIMHUYHHU OLICHKH,
pa3paboTYnuLInTe HA 3APAaBHU TEXHOJIOTUH CIIE/IBA, B MOAXOSIIN CIIyYaH, Aa MoJydar
BB3MOXHOCT J]a y4acTBaT B CbBMECTHU HayyHU KoHcyinrauuu ¢ Koopaunamonnara
rpymna, 3a Ja moiay4yaT HaCOKM OTHOCHO MHOpMaIusiTa, TaHHUTE, aHATU3UTE U APYTU
JI0Ka3aTeJICTBA, KOUTO € BEPOSITHO J1a OBbIaT M3UCKAHU OT KJIMHUYHHUTE M3CIICABAHUS.
KiuHanunuTe M3cnenBaHys BKIIOYBAT KIMHUYHY U3NIUTBAHUS Ha JIEKApCTBEHU NPOAYKTH,
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
KOHCYJITAIIUATA MIPEUIOKEHUTE HACOKU HE CJIe/Ba JIa ca IPaBHO OOBBP3BAILU HUTO 32
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 KOHCYJITallAd, ITO-CIICHHAJIHO B MHTCPEC HA IMAIUCHTHUTC.

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 KOHCYNITAlUATa 32 MEAUIIMHCKUTE U3JIENHsI, TPEe/IBUICHA B
Permament (EC) 2017/745, Te3u mapanenHu mporecH, BKIFOUYUTEIIHO OOMEHBT Ha
nH(pOpMaLHS MEXTy MOATPYNHUTE U EBporieiickaTa areHIusI 110 JIeKapCTBaTa WIN
eKCIIepTHAaTa Ipyna 3a MeIUIIMHCKUTE U3JIENHs, CJIe/IBa J1a CE TPOBEXKIAT C I JIa ce
rapaHTupa, 4e ChOMpaHeTo Ha JI0Ka3aTeICTBa OTrOBaps Ha HYKJIUTE Ha ChOTBETHUTE
(dbopMaTu, KaTo CHIIEBPEMEHHO Ce 3aa3Ba pa3JesiTHEeTO Ha ChOTBETHUTE UM chepu Ha

KOMIICTCHTHOCT.
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[Ipu chbBMECTHUTE KIMHUYHU OLIEHKH U ChBMECTHUTE HAYYHU KOHCYJITALUU CE€ U3UCKBA
CIOJICIISTHE Ha TIOBEPUTEITHA HH(OPMAIIUS MEXTYy pa3paboTUHIINTE HA 3APaBHU
TEXHOJIOTMH U opranute U cTpykTypute 3a O3T. 3a ga ce rapanTupa HEelHATa 3allUTA,
uHpopmanuara, npegocraBeHa Ha KoopuHanuonHara rpyrna B paMKUTe Ha ChbBMECTHHUTE
KIIMHUYHU OIICHKU M Ha ChBMECTHHUTE HAyYHU KOHCYJITAIIUH, CJIeJ[BA 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 € HaIlpaBeHa MyOJIM4HO JIOCTOSIHUE, Aa Ob/ie MPEeI0CTaBeHa 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 IIEJI Ja C€ J1aJie 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 KoopanHannoHHara 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(poOpMaIus 3a MeJINTE Ha JIBJITOCPOYHOTO TJIaHUPAHE KAaKTO Ha paBHUIIETO Ha Chro3a,

TaKa U Ha HAIWMOHAJIHO PABHUIIIC.
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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 U U3rPa)KIaHETO 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 ChOTBETHUTE HU(PPOBU U OCHOBAHU Ha JAHHU OOJIACTH 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 IPOTPaMU 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 XaPAKTEPUCTHKH, TIOPATU 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 ciezBa Aa paboTH U J1a IPOBEKAA IMUPOKH KOHCYITALUH C
OpraHU3aIK HA 3aMHTEPECOBAHUTE CTPAHU C HHTEPECH B cepara Ha ChbTPYAHUYECTBOTO B
Crlo3a B obsactra Ha O3T, BKIIIOUNTEIHO NAllMEHTCKH OpraHu3allii, OpraHu3aluy Ha
3JIpaBHU CNELUAINCTH, KIMHUYHU U HAyYHHU OOIIECTBA, ACOIMALIMU HA Pa3padOTUULIUTE 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.

10531/21 BK/mdn 23

LIFE.5 BG



(45)

(46)

3a Ja C€ rapaHTHpa, 4¢ CbBMCCTHATA pa60Ta € C Hali-BUCOKO HAay4YHO Ka4€CTBO U OTpa3siBa
Hali-HOBHTE MOCTUIKCHUS, BBHIIHU CKCIICPTU CbC CbOTBCTHUA 3am,n6oqu ClICHUAJIN3UpPaH
CKCIICPTCH OIIUT CJICJBa Ja IIPEaOCTaBAT PIH(bOpMaI_II/IH 3a CbBMECCTHU KJIMHHUYHU OLICHKH 1
CbBMCCTHH HAYYHH KOHCYJITAllUU. CJ'IC,I[Ba Ja 6"b,Z[aT BKJIIOUCHU KIIMHUYHU CKCIICPTU B
CbOTBCTHATA TCPAIICBTUYHA O6HaCT, nanucHTH, 3aCCrHaTH OT 3a6OJ15IBaHeTO, u apyru
HMall OTHOMICHUC CKCIICPTH, HAITPUMCEP KbM BHJ1a HA CbOTBCTHATA 3/I[paBHA TCXHOJIOIUA
WJIA KbM BBIIPOCH, CBBP3daHHU C HHSaﬁHa Ha KIIMHUYHOTO U3CJICABAHE. EBpOHeﬁCKHTe
pe(bepeHTHI/I MPEXHU CBIIO Orxa MOIJIx Ja C€ U3II0JI3BAT KaTO M3TOYHHK 3a
I/II[GHTI/I(bI/II_[I/IpaHC Ha TC3U CKCIICPTHU U 3a AOCTHII 1O CbOTBECTHUTC 3HAHNA B KOHKPCTHH
TCPAINICBTUYHU oOiactu. HaI_[I/IeHTI/ITe, KIIMHUYHUTEC CKCIICPTU U APYTUTC UMAIl
OTHOIICHHUC CKCIICPTHU CJICABA J1a 6]5,[[8.T I/I36I/IpaHI/I Bb3 OCHOBA HAa CKCIICPTHUA UM OIIUT I10
npeaMeTa u aa HeﬁCTBaT B JINYHO Ka4€CTBO, oe3 Ja IIpeACTaB/IsIBAT KOHKPCTHA
opranu3anys, MTHCTUTYIHA WK AbpiKaBa YJICHKA. 3a Ja CC 3ala3 HAyYHUAT UHTCTPUTET
Ha CbBMCCTHUTC KIMHUYHH OLUCHKH M CbBMCCTHUTC HAYUYHH KOHCYJITAallUK, CJI€ABA Ja CC
pa3pa60T;1T IIpaBujia, 3a Jia CC rapaHTHpa HE3aBUCUMOCTTA U 663HpI/ICTpaCTHOCTTa Ha
MalUCHTUTC, KIIMHUYHUTE CKCIICPTU U APYTUTC YHACTBAIlX UMAIld OTHOLICHUEC CKCIICPTU

1 Ja ce n30erHaT KOHQIUKTUTE HA MHTEPECH.

CorpyaauuectBoTo B oomactra Ha O3T urpae BaskHa poiisi pe3 IeTus )KU3HEH HUKBIT Ha
3/lpaBHUTE TEXHOJOTUH OT paHHUS eTal Ha pa3paboTBaHe Mpe3 ,,CKAaHUPAHETO Ha
XOPHU30HTA* U CBBMECTHUTE HAyYHHU KOHCYJITALMH, U NT0-KBCHO, CJIE] KaTO 3/lpaBHaTa
TEXHOJIOTHS BEYe € Ha [1a3apa, 4Ype3 CbBMECTHA KIIMHUYHA OLIEHKA U HEUHOTO

aKTyalu3HpaHe.

10531/21 BK/mdn 24

LIFE.5 BG



(47)

(48)

3a /1a ce rapaHTHpa €MHEH U PbKOBOJIEH OT IbP>KABUTE WIEHKH MOJIX0]l KbM ChBMECTHATA
pabota, mpeBUCHA B HACTOSINUS perjamMenT, KoopauHannonHaTa rpyma cieasa ia
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.

KoopaunaionHnaTa rpyrma ciejBa Ja pa3padoTBa METOAMYHH HACOKH 32 ChBMECTHATA
pabota, mpe/IBUICHA B HACTOSIIUS PETJIAMEHT, B ChOTBETCTBHE C MEXKTYHAPOTHUTE
CTaHJapTH 32 OCHOBaHA Ha JI0OKa3aTeJcTBa MeaulinHa. [IporiechT Ha olleHsIBaHEe ciieBa Ja
CC OCHOBAaBa Ha OTHOCHMHU, aKTyaJIHU U BUCOKOKAQYCCTBCHU KIIMHUYHU AOKA3aTCIICTBA.
Koopaunaironnata rpyrma pa3padoTBa H HACOKM OTHOCHO Ha3HAYaBaHETO HA OLCHUTEIH U
CHOIICHUTEIIN 32 ChBMECTHH KIIMHHYHH OIICHKH U 32 ChBMECTHU HAYYHU KOHCYJITAIIHH,
BKJIFOYMTEITHO OTHOCHO HEOOXOIUMISI HAyYeH EKCIIEPTEH OIMUT 33 U3IIBIIHEHHETO Ha

CbBMECTHATa pa60Ta, npeABUACHA B HACTOAIIUA PETIIAMCHT.
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3a 1a ce rapaHTHpa eIMHEH MOIX0 KbM ChbBMECTHaTa paboTa, MPEIBUICHA B HACTOSIIIHS
pernamenT, Ha Komucusita ciensa na ObAaT MpeoCTaBeHU U3ITbIHUTEIHN PABOMOIIHNS
Jla pelaBa, KOraTto OlpeieeH! yCIOBUS Ca U3IIBJIHEHH, Y€ JPYTH 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, U J1a YCTaHOBH ITOPOOHM IIPOLElypHH NTpaBHiIa, 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 oOpasnMTe Ha JOKYMEHTHUTE 3a BHACSIHE U JOKIaaBaHe. Koraro 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 ynpaxHsBaHu B cboTBeTcTBUE ¢ Pernmament (EC)

Ne 182/2011 na Esponeiickus napiaament u na Coeeral.

[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, BKIIFOYHUTECIIHO C KOOpILI/IHaHI/IOHHaTa rpyia v Ha CKCIICPTHO
paBHUIIC, U TE3U KOHCYJITALIUU J1a 6”I)I[aT IMPOBEACHU B CbOTBETCTBUC C IIPUHIIUIINUTE,
3aJI0KEHU B MEeXTYyHHCTUTYITMOHATHOTO criopazyMenue 13 ampuin 2016 r. 3a mo-106po

3aKOHOTBOPUYCCTBO OTZ.

Pernament (EC) Ne 182/2011 na EBponelickus napaameHT u Ha CbBeta ot 16 dheBpyapu
2011 r. 3a ycraHOBsIBaHE Ha OOIIMTE MTpaBUiIa U MPUHIMIIA OTHOCHO peJia M yCIOBUATA 32
KOHTPOJI OT CTpaHa Ha JbP)KaBUTE WICHKU BBPXY YIPAXKHIBAHETO HA U3ITBIHUTEITHATE
npaBoMoInus ot crpana Ha Komucusta (OB L 55, 28.2.2011 r., ctp. 13).

OB L 123,12.5.2016 ., cTp. 1.
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C nen ocurypsiBaHe Ha JOCTaThYHO HAJMYHHU 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 JeiHocTH. OUHaHCUpPaHETOo
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 ekcriepTd B Komucusta, 3a

Ja IoAIIOMOIHaT CEKpeTrapruara Ha KOOpI[I/IHaHI/IOHHaTa IpyIia.

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 CUTYPHU KaHalu 3a KomyHukanus. Komucusita cnensa
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 CTpeMHu J1a ocurypu Bpb3ka Mexny UT minardopmara u apyru nuadpacTpykrypu 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

€BPOIEHCKO MPOCTPAHCTBO 3a 3/IpaBHU JAHHU.
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3a Ja C€ OCUT'ypHU IJIaBHOTO Cb3JdBAHC U (I)YHKI_[I/IOHI/IpaHC Ha CbBMCCTHUTC KIIMHUYHH
OIICHKU Ha paBHUIICTO Ha C’bIO?)a, KaKTO 1 3a Ja CC rapaHTrupa TAXHOTO Ka4€CTBOTO, €
ueneCLo6pa3Ho Ja C€ 3aIlI04YHE C MaJIbK 6p0171 CbBMCCTHH KIIMHHUYHU OLICHKH. TpI/I I'OJUHHU
CJICO JaTaTa Ha IIpuJiaraHe Ha HaCTOAIUA PETJIaMEHT CJI€ABa Ja CEC U3BBPIIUN ITOCTCIICHHO

yYBCJINYaBaHC Ha 6pO$I Ha CbBMCCTHUTC KIIMHUYHHN OLCHKU.

3a J1a ce rapaHTupa, 4e paMKara 3a IoJKpena NpoIbKaBa Aa 0b/1e Bb3MOKHO
Hail-e(heKTHBHA U MKOHOMHUECKHU LierecboOpa3Ha, Komucusra cinenBa 1a goKIanBa Ha
EBponeiickus napiaameHT 1 Ha CbBeTa 3a IPUIJIAraHEeTO Ha HACTOALIMS PETJIaMEHT He
[10-KbCHO OT TPU I'OJIMHM CJI€] JaTaTa Ha npuiarasero My. JlokiiagbT cienBa Ja ce
ChCpPEA0TOUN BBPXY IIpErjea Ha Jo0aBeHaTa CTOMHOCT Ha ChbBMECTHaTa paboTa 3a
Ibp>KaBUTE WieHKU. [10-KOHKpETHO B J10KJIajia cie/Ba Jia ce pas3riesia BbIIPOChT Jallu €
HE00XO0/IMMO J1a ce BbBEJE MEXaHU3bM 3a 3aIUIAIlaHe HAa TAaKCH, KOETO OU IrapaHTUpaIo
He3aBrcUMocTTa Ha KoopauHalonHaTa rpyna, ype3 KOMTo pa3paboTUUIUTE Ha 3paBHU
TEXHOJIOTUH CHIIO OMXa JONPUHECTH 32 (UHAHCHPAHETO Ha CbBMECTHH HAYYHH
KoHcynTanuu. OCBeH TOBa B JOKJIa/la CJIE/IBA Ja Ce HAIIPaBU Iperiies Ha eeKTa oT
HeyOIMpaHeTo Ha UCKaHETO 3a HH(pOpMalKs, JaHHH, aHAJIM3U U IPYTHU JI0Ka3aTeJICTBa 3a
CHhBMECTHA KIIMHIYHA OIICHKA 10 OTHOIICHNE HAa HAMAISIBAHETO HA aIMUHUCTPATUBHATA
TEXECT 32 IbPKABUTE WICHKH U 3a pa3pabOTUUIMTE HA 3paBHU TEXHOJIOTHH, 32
yIIECHSIBAaHETO Ha JIOCTHIIA JI0 TTa3apa 3a HOBU M HHOBATHBHU MPOIYKTH U 32 HAMAJISIBAHETO
Ha pasxoaure. JJokiaabT O MOI'bJ J1a T0BeJIe /10 OLIeHKa Ha IIOCTUTHATHS HAalpeabK 110
OTHOILICHHE Ha JJOCTHIIa Ha MAIUEHTUTE JI0 MHOBATUBHU 3/IpaBHU TEXHOJIOTHH, IO
OTHOIIICHHE Ha YCTOMYMBOCTTA Ha 3]JpaBHUTE CUCTEMH H 10 OTHOIIIEHHE Ha KaIlaluTeTa 3a

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

(56)

He mo-kbcHO OT ABC 'OAWHU CJIC HAYAJIOTO HAa OLCHABAHCTO Ha JICKAPCTBCHUTC IIPOAYKTH,
KOHUTO 1Iormaaar B O6XBaTa Ha HACTOAIUA PETIIAMCHT, ABPIKABUTEC YJICHKHU CJIICABA A
nokiaaBar Ha KomucusaTa OTHOCHO pUjIaraHeTo Ha HACTOSIIIUS PETJIaMeHT, U
MO-CIEIMaTHO OTHOCHO CBOSTA OIIEHKA Ha JJ00aBeHaTa CTOWHOCT Ha JOKJIAINTE 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 TeXHOIOIrnu, Ha Komucusra ciena 1a Ob/e JesierupaHo
[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 oAXOAAIIN KOHCYATAlUU, BKIFOUUTEIHO HA €KCIIEPTHO PAaBHUILE,
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 ACJIICTUPAHUTC 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 IbPKaBUTE WICHKH, paOOTELM B pAMKHUTE Ha MpeXa, U3rpajieHa 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 HACTOSIIMSI pErJlaMeHT, @ UMEHHO Ch3/JaBaHETO Ha paMKa 3a
ChbBMECTHH KIIMHUYHH OLICHKU Ha paBHUIIETO Ha Chl03a Ha 3/JpaBHU TEXHOJIOTUH,
IIornagaiy B oOxBara Ha HacTOAUA pCrilaMCHT, HC MOI'aT a 6'bI[aT IIOCTUTHATHU B
A0CTaTb4yHA CTCIICH OT AbPXKABUTC YICHKHU, a ITOpaan oOxBara u IIOCJIICANIIUTE Ha
JecTBUETO MoraT J1a ObJaT MOCTUTHATH MO-A00pe Ha paBHUIIETO HA Chio3a, ChIO3bT
MOJKe Jia IPUeMe MEPKU B ChOTBETCTBUE C MPUHIUIIA Ha CYOCHIMAPHOCT, YPEACH B WIEH 5
ot [loroBopa 3a EBponeiickus crio3 (JJEC). B choTBeTCTBHE € IpUHLIKIIA HA
MMPOMOPHUOHATIHOCT, 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
yIpa)kHsBaHE Ha MpaBaTa Ha MAallMEHTUTE MPU TPAHCTPAHUYHO 3/IpPaBHO O0CITyKBaHe
(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 MPEJACTAaBAT CaMO BeIHBX Ha paBHUILETO Ha Cbio3a OT

pa3paboTurKa Ha 3J[paBHU TEXHOJIOTHH;

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

TCXHOJIOTHH.
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Hacrosmusar PEriiaMCHT HE 3aciara KOMIICTCHTHOCTTA Ha AbPIKABUTC YJICHKHU Ja IMPaBAT
3aK/IIFOYCHHA 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 ABPrKaBUTC 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 UJIIM MEAUIHWHCKHU I'PHUXKU, WA Pa3sIpCaACIdHETO HA

pecypcuTe, KOUTO Ca UM MPEIOCTaBEHHU.

Ynen 2

Onpeodenenus

3a HCJIUTC Ha HACTOAILIUA PETJIAMCHT CC IIpujiaraT CJICAHUTE OIPCACIICHUA:

1)

2)

,»JIEKapCTBEH MPOAYKT* 03Ha4YaBa JEKAPCTBEH MPOIYKT ChIVIACHO OIPEIEICHUETO B UjieH 1,

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

, MCIUITNHCKO I/IS,HCJII/IC“ O3Ha4aBa MCAUITUHCKO U3ACIINC CBhITIACHO OIIPCACICHUCTO B

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

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/IETICHUETO 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* 03HaYaBa MyJATUIUCIUIIMHAPEH TIPOLIEC,
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 OLIEHKA* Ha JaJicHa 3/lpaBHAa TEXHOJIOTUS 03HA4YaBa HAy4yHO
KOMITMJIMPAHE U ONIMCAHUE HA CPAaBHUTEIHMS aHAJIN3 HA HATMYHUTE KIMHUYHU
JI0Ka3aTeJICcTBAa OTHOCHO JlaJIeHa 3/paBHA TEXHOJIOTHs B CPABHEHUE C €/1HA WU I10BEYE
APYTH 3paBHU TEXHOJIOTUH WM ChILECTBYBAIIY IPOLIETYPH 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 3JpaBHU
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 U3EINE 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 KoopaunannonHa rpyrma Ha Ibp)KaBUTE WICHKH 32 OIICHKA Ha 3JIpaBHUTE

TEXHOJIOTHH (Hapu4aHa Mo-HaTaThK ,,KoopauHanmonHara rpyma‘).
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2. JIbpKaBUTE YWIEHKH OIPENEIST CBOMTE UieHOBe Ha KoopanHalmoHHara rpyna u
nHpopmupaT Komucusra 3a ToBa, KaKTO M 32 BCHUKH [TOCIIEIBAIM TpoMeHH. HieHosere
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.

3. Unenosere Ha KoopanHannoHHaTa rpymna onpeaesisT CBOUTE HAIMOHAIHU WU
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 WiIEHKa pas3loJjiara ¢ €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 Ha3HAYEHUE U 32 BCUYKU HocienBaiy npomenu. Koraro ca
HEOO0XOAMMHU CTICU(UYHH TO3HAHMS, YWICHOBETE Ha IMOATPYIaTa MOTaT J1a Ha3HadaT

IIOBCYEC OT CAUH IIPCACTAaBUTCII.

4, 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 IMPOBECIKIA
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
KoHCceHCyc, KoopanHannoHHara rpymna npuema ¢ KButi(puimpaHo MHO3UHCTBO, 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 HACTOSIIHS YJICH.

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
Koopaunanuonnara rpyna. [Ipencenatensr u cbipeaceaaTensr ca 0e3MpucTpacTHH U
He3aBucuMu. Komucusra aeiictea kato cekperapuaT Ha KoopauHanmonHara rpyma u

nojanomara HeifHaTa paboTa B CbOTBETCTBHE C WiieH 28.
7. Koopaunanmonnara rpymna:
a)  Tpuema CBOS MPOIEAypEeH NMPABIIHUK U MPH HEOOXOAUMOCT TO aKTYyalIu3Upa;
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 Ha I0KA3aTCJICTBA MCUIINHA,
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)

npremMa rnoApoOHH MPOLETyPHH CTHIIKH U 0J100psiBa CPOKA 32 MPOBEKIAHETO HA

CbBMCCTHU KIIMHUYHH OLICHKU U TAXHOTO AKTYaJIM3UPAHC,

€) mpuema noJpoOHU MPOLEIYPHU CTHIIKUA U O00psABa CPOKA 33 MPOBEKIAHE HA
CHBMECTHH HAayYHH KOHCYJITAIIUH, BKIIFOUYMTEIHO ITOaBaHE HA UCKAHUS OT
pa3paboTuuIy Ha 3[JPaBHUA TEXHOJIOTHH;

) TpUeMa HACOKW OTHOCHO HA3HAYaBAHETO HA OLEHUTENH U ChOICHUTEIHN 32
CHBMECTHH KIIMHHUYHU OIICHKH U CbBMECTHH HAYYHH KOHCYJITAI[MH, BKITIOYUTEITHO
OTHOCHO HEOOXOAMMUsI HAYYEH CKCIIEPTEH OIHT;

3)  KOOpJMHHUpA U 0J100psiBa paboTaTa HA CBOUTE MOATPYIIH;

M)  TrapaHTUpa ChTPYAHHYECTBOTO ChC CHOTBETHUTE OPTaHU Ha paBHUIIECTO Ha ChI03a,
cb3ganenu coeriacHo Pernament (EO) Ne 726/2004, (EC) 2017/745 u (EC) 2017/746,
3a J1a Ce YJIECHU ChOMPAHETO Ha JIOIbJIHUTEIHU J0Ka3aTeIICTBA, HEOOXOUMH 3a
HeliHaTa pabora;

i)  rapaHTUpa IMOAXOJAII0 YIaCTUE HA 3aMHTEPECOBAHNUTE CTPAHU, OPTAHU3AIUNATE U
EKCIIepTHUTE B CBOsITA paboTa;
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K)  Ch3llaBa MOJTPYIH, TO-KOHKPETHO 3a:
1)  ChBMECTHM KJIMHUYHU OIECHKU;
1)  ChBMECTHU HAay4YHH KOHCYJITAIIUU;
i) waeHTHUHUIMPaHE HA HOBOBB3HUKBAIIH 3/IPaBHU TEXHOJIOTHH;
iv)  pa3paboTBaHE Ha METOJIUYECCKH U MPOIICTyPHU HACOKH.

8. KoopaunanuonHnara rpyna 1 HEHHHATE OATPYIIM MOraT J1a 3ace1aBaT B Pa3In4HU
KOH(UIypaluu, No-CreluaHo 3a CIeJHUTE KaTerOPUH 3paBHU TEXHOJIOTUH:
JIEKApCTBEHU NPOAYKTH, MEIULIMHCKU U3JEIUA, MEAULMHCKH U3CIINS 34 UHBUTPO

AWArHoCTuKa U Apyru 3ipaBHU TCXHOJIOT'UH.
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Ynen 4

OcueypﬂeaHe HAa Kkadvecmeomo

1. Koopaunarionnara rpymna rapaHTupa, ue CbBMeCTHaTa padoTa, U3BbpIIBaHa ChITIACHO
yjieHOBe 7—23, € ¢ Hali-BUCOKO KaueCcTBO, OTTOBaps HA MEXAYHApOJAHHUTE CTAaHAAPTH 32
OCHOBaHa Ha JI0Ka3aTeJICTBa MEUIIMHA U C€ U3BBPILBA CBOEBPEMEHHO. 3a Ta3u Liel
KoopaunanuonHaTa rpyma ycTaHOBsIBa IPOLEAYPH, KOUTO C€ Ipepa3riIexkaar
cucrematuyHo. [Ipu pazpaboTBaneTo Ha Te3u npouenypu KoopauHaiuonHaTa rpymna
OTYUTa OCOOCHOCTUTE Ha 3/JpaBHATA TEXHOJIOTHUSA, KbM KOSITO CE OTHACS ChbBMECTHATA
paboTa, BKIFOUBAHKH JICKAPCTBEHUTE MPOAYKTH CHPALIX, BAKCHHHUTE U JICKAPCTBEHUTE

IIPOJYKTH 3a MOJIEpHA TepaIusl.

2. KoopauHanonHarta rpyma yCTaHOBSIBA M PEIIOBHO TPEpasriexkia CTAaHJapTHUTE
olepaTHBHU MPOIIEIypH, MoMNaamy B o0xBaTa Ha ieH 3, naparpad 7, OyKBU T), 1), €) U

3. KoopannamnuonHara rpymna peioBHO Ipepasriekaa U Mpu HeOOXOMMOCT aKTyaTn3upa
METOJIMYECKUTE U MPOLIEAYPHUTE HACOKH, MOMAAal B 00XBaTa Ha wieH 3, maparpad 7,

OYKBH T), ), €) U XK).

4. 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

nu3acnsa U MCIUIUHCKUTE U3CIIUA 3a UHBUTPO JUAHOCTHKA.

10531/21 BK/mdn 40
LIFE.5 BG



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 U HEMHUTE MOATPYIIH, 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 HA TAXHAaTa HE3aBUCUMOCT UJIN 663HpI/ICTpaCTHOCT.

3. IIpencraBurenure, Ha3HayeHU B KOOpAMHAIMOHHATA I'pylla 1 HEMHUTE NOATPYIIN,
U3TOTBAT JIEKJIapalys 3a CBOUTe (GUHAHCOBH U APYT'M UHTEPECH U 5 aKTyaJlu3upar
€XErofiHO U Ipu HeoOxoauMmocT. Te pa3kpuBaT BCUYKH YU (HakTH, 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.
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IIpencraBuTenure, KOMTO yyacTBaT B 3acenaHusATa Ha KoopanHanmoHnHara rpymna u
HEIHHUTE MOATPYIH, ACKJIApUPAT MPEIH BCIAKO 3acelaHie BCUYKU 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 EKCIIEPTH U IPYTUTE UMAIM OTHOLICHUE EKCIIEPTH 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 3aKIHOUNUTEIHUTE

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 a3aT npodecuoHaiHa TaiHa 1opu

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
UHTEepecH, MocoueH B maparpadu 3, 4 ¥ 5 0T HACTOSAIINS 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 rpyma npuema roJuiiHa

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)  IUIaHHpaHUs Opoil U BUJ HA CHBMECTHHUTE KIIMHUYHU OLICHKH U ITaHUpaHus 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 IIPECABU TAXHOTO BB3ACHUCTBHUE BBpPXY MALIUCHTHUTE, O6H.[CCTB€HOTO 3paBec

HJIM CUCTEMUTE 3a 3APaBCOIa3BaHC.
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3. [Tpu M3roTBAHETO MM U3MEHEHUETO Ha TOAMIIHATA pabOTHA Tporpama

Koopannammonnara rpyna:

a) B3€Ma NpEABUIA JOKIIAAUTE 3a HOBOBE3HHUKBAIIU 3IpABHU TEXHOJIOI'MH, IIOCOYCHU 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, TOCOYCHH B WIEH 7; MPU NOSBaTa 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
MEJIUIIMHCKUTE U3JIeNs, Ch3/ialieHa 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 IPYITH, 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 KoopanHannoHHaTa rpyma 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 roAWIIHUA JOKJIaJ CE€ IIPEA0CTaBA I/IH(i)OpMaI_II/IH 3a CbBMCCTHATa pa60Ta, HU3BbpPHICHA

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 mexHoJiocuu, npe()Mem HA CbeMeCmHU 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 3a
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, Kinacuduppanu karo kiaac 1Ib wim I cerioacuo 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 I10 4J€H 54 OT ChILIUs pPErjlaMeHT U KOUTO ca 0OEKT 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 IPYNH ca IPEIOCTaBUIIM MHEHUETO CH B pAMKUTE Ha MpolielypaTa o
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) ... [nmaraTta Ha MpuilaraHe Ha HACTOSLIUS PErVIAMEHT| 3a JIEKAPCTBEHH IPOIYKTH 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 € JICUEHUETO 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 aTaTa Ha MpHUIaraHe Ha HACTOSIIIUS PETJIaMeHT|, 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 MPOJYKTH, 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 32 MOJIEpHA TE€pAIUs U 3a U3BMEHEHNE 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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3. 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 JIGKapCTBEHUTE NMPOJYKTH, IOCOUYEHHU B ChIIUA naparpad, mojexar 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 12 OTTOBOPH Ha HEYAOBJIETBOPEHA MEIUIIMHCKA TOTPEOHOCT UITH
U3BBHPEHH CUTYallMH, CBBP3aHH € OOIIECTBEHOTO 3paBe, UM UMa 3HAUUTEIIHO

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

4. Crnepn ... [narara Ha npusiaraie Ha HacTosius periaameHT| Komucusra, cien kaTo noucka
npernopbka oT KoopauHanmoHHara rpyma, mprueMa pelieHne 4pe3 akT 3a U3ITbIHEHHUE 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 WJIU IMIOBEYE 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 UHTENEKT, TEXHOJIOTHHU 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 pa3riexiaHe, mocoueHa B ujeH 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. KoopaunanuonHara rpymna npeamnpueMa CbBMECTHU KJIIMHUYHY OLICHKU 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
yieH 3, maparpad 7, OykBa 1) u B wieHose 4, 9, 10, 11, 12, kakTo U B CbOTBETCTBHUE C

M3UCKBAHMATA, KOUTO TPSOBa Aa ObJaT YCTAHOBEHH ChIVIACHO 4WiieHoBe 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 MPEeABU ] HEOOXOIUMHUSIT 3a U3BBPIIBAHETO HA OIICHKATa HAy4YCH
€KCIIepTEH OMUT. AKO 37JpaBHaTa TEXHOJIOTHS € OIIa IMpeAMET Ha ChBMECTHA Hay4yHa
KOHCYJITAIUSl B ChOTBETCTBUE C WiEHOBE 16 — 21, OLIEHUTENAT U CHOLICHUTEIIAT ca
pa3IMyHU OT TE3H, ONPEACIICHH ChIVIACHO WieH 18, maparpad 3, 3a U3rOTBSIHETO Ha

3AKIIIOYUTCIIHUA JOKYMCHT OT CbBMECTHATA HAYYHA KOHCYJITAlHA.

HezaBucumo ot naparpad 4, korato npu U3BbHPEIHN 00CTOATEICTBA HEOOXOIUMUTE
creM(pUIHA SKCIIEPTHH MTO3HAHUS HE Ca HAIMYHM, 32 MPOBESKIAHETO HA ChBMECTHATA
KJIMHMYHA OIIEHKA MOXe /1a ObJie Ha3HAYEH CHINUAT OLEHUTEN WIIM ChOIEHUTEN, I 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
KOITO MOCOYBa ChOTBETHHUTE ITapaMeTpH 3a 00xBara Ha orjeHkara. Ouenkara TpsOBa ia e
BCEOOXBaTHA, KaTO 00XBATHT TPIOBa J]a OTPa3siBa HYKIUTE HA JbPKABUTE WICHKH I10
OTHOIIICHHE Ha apaMeTpuTe U MH(POPMALUATA, JAaHHUTE, aHAIN3a U APYTH JI0Ka3aTeJICTBA,
KOUTO TpsOBa /1a OBJAT MPEICTaBEHU OT Pa3padOTUMKA HA 3PABHA TEXHOIOTHH.
OOXBaThT Ha OLIEHKATa BKJIIOYBA MO-CIIEHUAIHO BCHYKH ChOTBETHH MAapaMeTpH 3a

OLICHKAaTa 10 OTHOLIEHUE Ha:

a)  MOMyJNalusiTa OT MalUeHTH;

0) WHTEPBEHUUATA WIK UHTCPBEHIIUUTE,

B)  CpaBHUTEJIHATa aJITEPHATHBA UJIHM 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 CKCIICPTHU U APYTUTC UMAIll 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. Bceska cbBMecTHA KJIIMHAYHA OIEHKA BOAM J0 M3TOTBSIHE HA JOKJIAJI 32 CbBMECTHA
KJIMHAYHA OIIEHKA, KOWTO Ce MPHUIPYKaBa OT 00001IeH qoKIaA. Te3u ToKIaau He
ChIIBPKAT HUKAKBa CYOCKTHBHA OIEHKA WJIHM 3aKJIFOUEHHUsI OTHOCHO 00IIaTa KIMHUYIHA
no0aBeHa CTOMHOCT Ha OLICHsIBaHATa 3/[paBHA TEXHOJIOTHS U CE OPaHUYaBAT /IO OMHUCAHUE

Ha HAYYHHA aHAJIN3 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 HAa CUTYPHOCT Ha OTHOCUTCIIHUTC I10JI3U, KATO CC B3EMAT IIPEABU 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 3ApaBHU TEXHOJIOTHH 3a OI[CHKA Ha ITapaMeTPUTE, 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 HA OLICHKATa,

6) JaHHHUTEC Ca aHAJIUM3UpPAHU 4YPE3 MOAXOAAIN MECTOIH, 3a 1a C€ OTTOBOPH HAa BCUYKHU

HAaYYHOH3CJICAOBATCIICKU BBIIPOCH HA OLICHKATA,

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

BB3MOXHOCT 3a IOAXO0AAIa OLCHKa B PAMKHUTC Ha HAJIMYHHUTC OI'PaHUYCHN 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 IIPHIIOKCHUC 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 U3MEHEHHE Ha IpuiiokeHue | o oTHomeHue Ha
nHpopManuaTa, U3UCKBaHa B JIOCUETO 3a JIEKAPCTBEHUTE NMPOIYKTH, U 32 U3MEHEHHE Ha
IIPHUITIOKCHUC II mo oTHOIIEHWE HA I/IH(l)OpMaHI/ISITa, HU3HUCKBaHaB JOCHUETO 3a MECIUIIMHCKUTEC

n3aCsad U MCIUIUHCKUTE U3ICTIUA 3a MHBUTPO JUArHOCTHKA.
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Ynen 10

3aovaoicenus na pa3pa50mlmuume Ha 30pa6Hu mexHoJsiocuu u noczzedub;u om HeUu3Nnv/JIHEHUemo 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 oOpa3era Ha I0CHETO 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 MpeaBUIeHaTa qaTa 3a cranoBuiieTo 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 UICKAHCTO 3a IPCACTABAHC ChINIACHO 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(POPMALIUA OTHOCHO JICKApCTBEHH MTPOAYKTH, ITONAJally 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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4. Koraro Komucusra noTBbpiy HAaBpeEMEHHOTO NPEACTABSIHE HAa JOCUETO CHITIACHO
naparpad 1 oT HaCTOSIIHUS WIEH, KAaKTO U Y€ IOCUETO OTrOBaps Ha M3UCKBaHMATA,
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.

S. Koraro Komucusita yctanoBH, 4e JOCHETO HE OTTOBApsl HA U3UCKBAHUATA, IIPEABUJICHHU B
uiieH 9, naparpadu 2, 3 u 4, T4 U3UCKBA JIMIICBAILlaTa HH(GOpMALUs, JaHHH, aHAJIU3U U
JPYTH J10Ka3aTeJICTBa OT pa3padoTyMKa Ha 3paBHU TEXHOJIOTUH (BTOPO UCKaHe). B TakbB
citydail pa3pabOTYMKBT Ha 3/[paBHU TEXHOJOTHH MPEJICTaBs HCKaHATa WH(POpMAIIHS,
JAHHU, AaHAIU3H U IPYTH JOKA3aTeICTBAa B CbOTBETCTBUE ChC CPOKA, YCTAHOBEH CHITIACHO

uieH 15.

6. 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, UJIM YOCTOBEPHU, Y€ TO HE OTTOBAps Ha U3UCKBAHUATA, 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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7. AKoO chBMECTHATa KIIMHUYHA OIICHKA € Onila mpekpareHa, 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, IPEIBUICHH B WieH 9, maparpadu 2, 3 u 4.

8. 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 HHPpOpMaIlKs, JaHHU, AaHATTU3U U IPYTH

JOKa3aTcJICTBA.

Ynen 11

HpOI/;GC HA OYEHABAHE HA CbeMeCmHUmMe KiuHU4YHU OYEeHKU

1. 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 ITO-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, ITIPUCTU CBI'JIACHO

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

2. 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 JOM'BJIHUTCIIHA YTOUHCHHA UJIN Pa3ACHCHUA WA JOIIBJIHUTCIIHA
PIH(bOpMaI_[I/IH, JaHHH, aHAJIM3W UK APYTH AO0KA3aTCJICTBA, Komucusara n3ncksa ot
pa3pa60TqI/H<a Ha 3IpaBHU TEXHOJIOTHUH Aa IMPEAOCTAaBHU TaKaBa I/IH(l)OpMaI_[I/IH, JaHHH,
AHAJIM3U UK APYTHU JOKA3aTCIICTBA. OL[GHI/ITCJISIT U CbOLICHUTCIIAT MOIr'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 NPOakTUBHO HH(popmupa KoopanHaunonHara rpymna.

3. UneHoBeTe Ha ompezesieHaTa MOArpyIa NpeJoCTaBsIT KOMEHTApUTE CH 110
MPOEKTOAOKIIAINTE.
4. [Toarpynara rapantupa, 4e MalueHTUTe, KIMHUYHUTE EKCIIEPTH U APYTUTE UMAIlU

OTHOIIIEHHE EKCIIEPTU Y4acTBaT 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, IpeBUECH chIylacHO wieH 15, maparpad 1, Oyksa B) u wieH 25, naparpad 1,

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

B wieH 30.
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S. [TpoekTon0KIaAUTE Ce MPEAOCTABAT U HA pa3paboTUMKa Ha 3IpaBHU TEXHOJIOTHH.
Pa3pa®oTunkbT HA 3APABHU TEXHOJIOTUH 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. Pa3paboTuuKbT HA 3[paBHU TEXHOJIOTHU HE MPEIOCTaBs HUKAKBU KOMEHTApH 110

PEIYITATUTE OT MMPOCKTOOLICHKATA.

6. Crnen mosry4aBaHETO U Pa3riIekIaHETO HA KOMEHTapUTE, IPEJOCTABEHU B ChOTBETCTBUE C
HACTOSIIHUS WIEH, OIEHUTEIIAT, 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

1. [Ipu nonydaBane Ha npepasrieaaHus IPOCKTOIOKIA] 32 ChBMECTHA KIIMHUYHA OIICHKA U

npoekTa Ha 00o001IeH nokinan KoopanHanuonHaTa rpymna npaBy nperies] Ha Te3H JTOKIaIu.

2. KoopannanuonHara rpyna rnosara yCuiaus ja 0100pH npepasriieaHuTe MPOeKTOI0KIAIN
C KOHCEHCYC B paMKHTE Ha CpOKa, OIpeJIeNieH ChIilacHO wieH 3, nmaparpad 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,
BKJIFOYMTEIHO HAYyYHUTE OCHOBaHMS 32 TSIX, CE BKIIOYBAT B JOKJIAJUTE U JOKIATUTE Ce

cHuTar 3a O,[[O6peHI/I.
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3. KoopaunarnuonHnara rpymna npejacrassi oo0peHuTe gokiaanu 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 HACTOSIIUSA
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. KoopanHanuoHnHarta rpyna npasu Iperie]] Ha JoKJIaJuTe OT MpoLelypHa
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 HOKIAAUTE, KOUTO ChOTBETCTBAT Ha MpolieypaTa 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 TEXHOJIOTUHU 33 MTyOIUKYBaHETO.

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 margopmara, mocouen B wieH 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 JI0KJIaJ1, IPUET ChIJIacHO uiieH 6, maparpad 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 JOKJIaJIA 32 ChBMECTHA KJIMHUYHA OLICHKA WJIM 110 OTHOIIICHHUE 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 mardopmara, mocoueHa B
yjieH 30, BKIIOUUTEITHO U3ABJICHUETO 3a MpEeKpaTaBaHe ChIyiacHO WieH 10,
naparpad 6 mo OTHOIICHHE Ha BHIIPOCHATA ChbBMECTHA KIIMHUYHA OIIEHKA B TEXHUTE
O3T na paBuuiero Ha abpxkaBute wieHku O3T; ToBa He 3acsira KOMIIETEHTHOCTTA
Ha JbP)KABUTE WICHKH JIa TIPABAT 3aKIFOUYCHUSI OTHOCHO IJIOCTHATA KIIMHMYHA
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 pa3padoTUYHKa Ha 3APAaBHU TEXHOJIOTHUU 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 M3HMCKBAT HA HAIUOHAJIHO PABHUIIC I/IH(I)OpMaLII/ISI, JaHHHW, aHAJIU3U UK JPpYTH
A0Ka3aTejICTBa, IpCACTaBEHU OT pa3pa60TqHKa Ha 3I[paBHU TCXHOJIOI'MH HA

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

He3abaBHO crionenar ¢ Koopaunanmonnata rpymna upe3 UT mardopmara, 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 JlaTaTa Ha HEWHOTO NpuKItouBaHe. [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(opMalus OT AbpkaBuTe WwieHku Komucusita 060011aBa 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 IIPETJIE]], 32 Ja CE€ YJIeCHH OOMEHBT Ha HH(POPMAIIS MEXKTY 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 HAJIMYHH AOIIBJIHUTCIHU

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 rogHIIIHATAa pa60THa nporpama
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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3. AKTyaJII/ISaI_[I/II/ITe CC U3BHPHIBAT B CbOTBCTCTBUC CHC CHbUIUTC U3UCKBAHUS, OIIPCACIICHU
CbhIIACHO HACTOAIUA PCTJIaMCHT 3da CbBMCCTHA KIIMHUYHA OLICHKA, U IMTPOUCAYPHUTEC

MpaBuJjia, YCTAaHOBEHU ChIVIACHO WieH 15, maparpad 1.

4. be3 na ce 3acsrat naparpadu 1 u 2, 1bpkaBUTe WICHKH MOTaT J1a U3BBPLIBAT HALIUOHATIHU
aKTyalIM3alyiy Ha OIICHKUTE Ha 3[[PaBHUTE TEXHOJIOTUH, KOUTO ca OWIIM TpeMET 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
YJIEHOBE Morar Ja nouckar ot KoopauHanyonHaTa rpyna /ia U3BbpIid CbBMECTHA

aKTyaJIu3alus ChriiacHo naparpad 2.
5. Benaubx NpuKITFOUEHH, HAIIMOHATHUTE aKTyaIM3alliy Ce CIOJIEIIAT C WICHOBETE Ha
Koopaunanuonnara rpymna upe3 UT mnardopmara, mocoueHa B wieH 30.
Ynen 15
IIpuemane na nodpobHU nPoYedypHU NPABULA 34 CHEMECTNHUME KIUHUYHU OYeHKU

1. Upes akToBe 32 usnbiaHeHne Komucusita npuema noapoOoHu MpoLeaypHH MpaBuia 3a:

a) ChbTPYAHHUYCCTBOTO, IMO-CIICUAIIHO YPE3 oOMeH Ha I/IH(i)OpMaI_II/IH C EBpOHeﬁCKaTa
arcHuus 1o JICKapCTBaTa 3a U3TrOTBAHCTO U aKTyaJIn3alnusaTa Ha CbBMCCTHUTC

KJIMHUYHU OLCHKU HA JICKAPCTBCHU MMPOAYKTH,

10531/21 BK/mdn 63
LIFE.5 BG



0)  CBTPYAHUYECTBOTO, TO-CIEIMAIHO Ype3 OOMEH Ha HH(pOpMAIHs ¢ HOTU(PHLIUPAHUTE
OpraHu M C eKCIIEPTHUTE TPYIH 32 U3TOTBSHETO U aKTyaJH3alUsITa Ha ChBMECTHUTE
KJIMHUYHY OIIGHKY Ha MEUIMHCKH U3/IEIHs U HA MEAULIUHCKY M3/IENNs 32 HHBUTPO

JHUAarHOCTHKa,

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

AKTyaJIu3al1, BKIIFOUUTCIIHO CPOKa 3a TOBa BSaHMOHeﬁCTBHe.

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
pa3BUTHE HA J1aJIcHa 3/]paBHA TEXHOJIOTUA. Te3u KOHCYNTalNN yJIeCHSIBAaT 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 BKIIOYBA CPEIla C pa3padoTyMKa Ha 3ApaBHU
TEXHOJIOTUU U BOJM JI0 3aKIIOUYUTENICH IOKYMEHT, B KOMTO Ce€ OIKCBa HalpaBeHaTa 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 IM3aiiHa Ha KJIMHUYHOTO U3MUTBaHE, BKIOYUTEIHO, CDABHUTEITHUTE
aJITepHaTUBU, UHTEPBEHLIUUTE, 3[JPaBHUTE PE3YITATH U MOIMYyJAUUTE OT nauueHTu. [lpu
IIPOBEXAHETO Ha CbBMECTHH HAyYHHU KOHCYJITAI[MM OTHOCHO 3]paBHH TE€XHOJIOTUH,
Pa3IMYHM OT JIEKApCTBEHU IPOAYKTH, C€ B3eMaT MPEABUIL OCOOEHOCTUTE Ha TE€3H 3/IpaBHU

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 ChIIACHO WwieH 7, maparpad 1 v ako KIMHUYHUTE U3CIICIBAHUS 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 TeXHOJIOIMU. CHBMECTHUTE HAYYHH KOHCYJITAL[MM HE 3acsraT CbBMECTHATa

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 HayYHa KOHCYJTAIUs, 32 J1a 51 JOIbIIHU
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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5. CbBMECTHU HayYHU KOHCYJTALIMU OTHOCHO JICKAPCTBEHU 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. TlogoOHu ycriopeTHU KOHCYJITAIIMKU BKIOUBAT 0OMEH Ha MHGOpMAIIUI U
UMaT CHHXPOHU3UPAH CPOK HA MPOBEKIAHE, IOKATO ChOTBETHUTE MTPABOMOIIHS HA
Koopaunanuonnara rpyna n Ha EBporneiickara areHius 1o JIEKapcTBara ce 3anas3sar
paznenau. ChBMECTHUTE HAyYHH KOHCYJITAIUM OTHOCHO MEIUIIMHCKHUTE M3/ICTUS MOTaT J1a
ce MPOBEXKIAT YCIIOPEHO C KOHCYIATAIUUTE C TPYITU SKCIIEPTH ChIIIACHO 4iieH 61,

naparpad 2 ot Pernmament (EC) 2017/745.

Ynen 17

Hckanus 3a coemecmmuiu HAYYHU KOHCYimayuu

1. 3a 31paBHUTE TEXHOJOTUH, IOCOYEHU B WieH 16, maparpad 2, pa3paOOTYHINTE HA 3APABHU

TEXHOJIOTHU MOT'aT da IOMCKAaT CbBMECTHA HAyYHA KOHCYJITallUA.

2. PazpabGotunnmre Ha 3[paBHU TEXHOJOTHH B cepaTa Ha JIEKAPCTBEHUTE MPOAYKTH MOTAT
Jla TIOMCKAT CbBMECTHATA Hay4YHa KOHCYJITAlUs Ja C€ IPOBEE YCIOPEAHO C Mpolieca Ha
IIPEIOCTABSIHE HAa HAYYHO CBhACHCTBHE OT EBponeiickaTa areHIus 1o Jekapcrsara. B Takss
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 TEXHOJIOTHH 32 MEIULIUHCKU U3EIINS
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

11eJIEChOOPA3HOCT /1a OTIIPABU UCKAHE 32 KOHCYJITAIUS C ITpynaTa eKCIEpTH.
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3. 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 BpEMEBU Iepuou. B kpas Ha Bceku nepuo/ 3a 1ojaBaHe
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 KOHCYJTAIMU, 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) TBPBU 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) mpuopurerure Ha Chro3a B 00JacTTa HA KIMHUYHUTE HAYYHU U3CIIEABAHUS.

4. B cpox ot 15 paGoTHu aHM ciien KpaiHUs CPOK 3a BCSIKO Mckane KoopauHarmonnara
rpymna yBeoMsIBa MO UCKAHETO pa3padOTUYMK Ha 3[paBHU TEXHOJOTUU JAITH I1Ie
npeAnpueMe cChBMecTHaTa HayuyHa KoHcynranus. Ako KoopanHannonHarta rpymna oTKaxe
HCKaHEeTO, TS yBeIOMsIBa pa3pabOTUMKa Ha 3[JpaBHU TEXHOJIOTHH 32 PEIICHUETO CH U

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

Hzeomesane na 3aknouumentus OOKyMEHm om CveMecmHrume HayvHu KOHcyimayuu

1. Crnen npuemMaHeTo Ha UCKaHE 32 ChBMECTHA Hay4YHA KOHCYJITAIUsl 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.

2. Pa3pa60TLII/IK'bT Ha 3/IpaBHU TCXHOJIOTHH IMMPEACTABA aKTyaJlHa JOKYMCHTalUsA, CbAbpiKalia
I/IH(i)OpMaIII/IﬂTa, 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).

3. 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 HGO6XOIII/IMI/I$IT 3a U3BBPIIBAHCTO HA

KOHCYJITallUsITa HAYYCH CKCIICPTCH OIIUT.

4. CbC ChICHCTBUETO HA CHOIEHUTENS OLICHUTENSAT U3TOTBS POEKTa Ha 3aKITIOYUTENICH
AOKYMCHT OT CbBMECTHATa HAy4YHAa KOHCYJITallUA B CbOTBCTCTBHUEC C U3MCKBAHUATA,
IMOCOYCHHU B HACTOAIINA YICH, U B CbOTBETCTBUC C PHbKOBOJACTBATA U MPOLUCAYPHUTEC
MpaBujia, YCTAHOBEHU CHIVIACHO WieH 3, maparpad 7, OykBu r) u €) u wieH 20. 3a
JIEKapCTBEHHUTE MPOIYKTH, B ChOTBETCTBUE C MEKIyHAPOJHUTE CTAaHIAPTH 32 OCHOBaHA HA
J0Ka3aTeNICTBa MEAMIIMHA, , C€ CHOOIIABAT, KOraTo TOBa € yMECTHO, MTPEKU CPAaBHUTEITHH

KIIMHUYHU U3CJICABAHWA, KOUTO Ca paHAOMU3HUPAHU, 3aCIICIICHU 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 orpeacicHara noArpymna mMorar 1o I_IeJ'IeC”bO6p8,3HOCT Ja
IpeACTAaBAT JOIIBJIHUTCIHU IIPCIIOPHKU, CHCHI/I(bI/I‘{HI/I 3a TAXHATa OTACIHA AbpiKaBa

YJICHKA.

Omnpenenenara MoArpyIa MpaBu HEOOXOAMMOTO 32 TOBA MANIMEHTUTE, KITHHUYHUTE
eKCIIePTH U APYTUTE UMAIll OTHOIICHHE EKCIIEPTH J]a UMAT Bb3MOXKHOCT Ja JaaT 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 3J[paBHU TEXHOJOTHH U MMAIUCHTH, KIMHUYHU SKCIICPTH 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 TpyMa eKCIepTH, 3a yIeCHsIBaHEe Ha KOOPIMHAIUSATA 10 1eJIeCho0Opa3HOCT 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 ChIACUCTBUETO 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 CbBMECTHATA
HaydYHa KOHCYJITalusA, U IIPEACTaBA HA KOOpI[I/IHaI_II/IOHHaTa rpyia CBOA OKOHYATCJICH

IIPOCKT, BKIIIOYUTEIIHO BCUYKH KOHKPECTHHU IIPEIIOPBKH OT OTACIHN AbPKABHU YJICHKU.

Ynen 19

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

q)I/IHaJII/I3I/IpaHI/I$IT IMPOCKT HA 3aKIIIOYUTCIICH JOKYMCHT OT CbBMCCTHATA Hay4dYHa
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 HAyYHAa KOHCYJITALHUS 110
[I0/1aJINsl UICKAHETO Pa3padOTYMK Ha 3ApaBHU TEXHOJIOIMH Hal-kbCcHO 10 paboTHU HU clief

HEroBOTO (hMHATH3UPAHE.
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3. Koopaunarmonnara rpymna BKIIOYBa aHOHUMU3HPAHa, arperupata, HeImoBepUTeIHa
00001eHa nHopMaIus 3a CbBMECTHUTE HAyYHH KOHCYJITAIIUH, BKIIIOYUTETHO OTHOCHO
MOJIyYEHUTE 10 BPEME Ha MOATOTOBKATA UM KOMEHTAapH, B TOJUILIHATE CU JOKJIA/INA U Ha
ny0auyHo nocthiiHata yeoctpanuna Ha UT mnardopmara, nocouena B uien 30,

naparpad 1, Oyksa a).

Ynen 20

Ilpuemane na noopobHU npoyedypHU NPABUILA 3a CLEMECTHU HAYYHU KOHCYIMayuu

1. CJ'IG,I[ KOHCYJITalluA C KOOp,I[I/IHaI_[I/IOHHaTa TI'pyia, 4p€3 aKTOBEC 3a U3IIBJIHCHUEC Komucwusra

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

6) non60pa " KOHCYJIITAIUUTC CbC 3aUHTCPCCOBAHU OPraHU3alvuu U IMMAIIUCHTH, C
KIIMHUYHU CKCIICPTH U C APYI'U UMAII OTHOHMICHUEC CKCIICPTHU B PAMKUTEC Ha

CbBMCCTHA Hay4YHa KOHCYJITallHs,

B)  CBHTPYAHMUYECTBOTO, IO-CIEHAIHO Uype3 oOMeH Ha nHpopmanus ¢ EBponeiickata
areH1ys 1o JIeKapCcTBaTa M0 CbBMECTHU HayYHHU KOHCYJITALMU 32 JICKApCTBEHU
MPOAYKTH, KOraTo JjajieH pa3paboTYMK Ha 3paBHU TEXHOJIOIUHU MIOMCKA
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
Py OTHOCHO CbBMECTHUTE HaYYHU KOHCYJITALHMH 32 MEAULUHCKYU U3JEIIHS, 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 HaCTOAMIMA WieH, ce IPHeMaT B

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

Ynen 21
Dopmam u 06pazyu Ha OOKyMeHmume 3a 6HACAHE U HA 3AKAIOYUMETHUme OOKYMEeHmMuU

npu Co6MeCnmHU Hay4YHu KORcyimayuu

KOOpI{I/IHaHI/IOHHaTa I'pyna yCTaHOBSABA, B CbOTBCTCTBUC C ITPOLUCAYPHUTE IIpaBuJia, IOCOYCHHU B

unien 20, maparpad 1, 6ykBa a), hopmata u 00pa3luTe Ha:

a) HCKaHUATA OT Pa3paboTUMIIMTE HA 3/IpaBHU TEXHOJIOTUH 32 CbBMECTHU HAyUHU
KOHCYJITAIUH;
0) nocueraTa ¢ MHQOpMaNusATa, TaHHUTE, AHATTU3UTE U IPYTUTE JOKA3aTEICTBA, KOUTO

p33pa6OT‘lI/IHI/ITC Ha 3JpaBHU TCXHOJIOT'UH TpH6Ba Aa u3lpamar 3a CbBMECTHUTEC HAYUHHU

KOHCYJITALNH;
B) 3aKJIIOYUTEITHUTE TOKYMEHTH OT CbBMECTHUTE HAyYHU KOHCYJITALMH.
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PA3JIE] 3
HOBOBBL3HUKBAIIY 3/IPABHU TEXHOJIOTHHA

Ynen 22

Hoenmughuyupane na Ho808b3HUKEAWU 30PABHU MEXHONO02UU

1. KOOp,I[I/IHaI_[I/IOHHaTa I'pylia IipaBu H606XO,I[I/IMOTO 3a TOBa Ja 6’b,Z[aT HU3roTBAHN JOKJIaaH
OTHOCHO HOBOBB3HUKBAIIUTC 3APABHA TCXHOJIOTMH, 3d KOUTO CC O4YaKBa Ja UMAT
3HAYUTEIHO BB3ACHCTBHUE BBpPXY NAIUCHTUTEC, O6H.ICCTB€HOTO 3ApaBC UJIN CUCTCMHUTC 3a
3ApPaBCOIIa3BaHC. Te3u goknagu pasriicxKaar 1mo-CriCiuaiHO O4YaKBAHOTO KIIMHUYHO
BB3JICHCTBUE U MOTCHIIUATHUTE OpraHu3alMOHHU U (I)I/IHaHCOBI/I nocjeauuu OT

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

2. N3roTBsiHeTO HA NOKIaANUTE, IOCOUEHH B naparpad 1, ce o0cHOBaBa Ha ChIECTBYBAILU
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) EBpormeiickaTa areHius 1o JeKapcTBara, o OTHOIICHUE Ha MPEICTOSIIN MOJaBaHUs
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

TEXHOJIOTUH, KOUTO T€ pa3paboTBar;
1)  WICHOBETE HA Mpe)kaTa Ha 3aMHTEPECOBAHUTE CTPaHH, IOCOYCHA B WieH 29.

3. [To uenecvrobpaznoct KoopanHannoHHara rpymna MoOXe J1a c€ KOHCYJITUPA ¢ OpraHu3aIiu
Ha 3aMHTEPECOBAHUTE CTPaHU, KOUTO HE Ca YICHOBE HA MpeXaTa Ha 3aMHTEPECOBAHUTE

CTpaHu, I0COYEHA B 4JI€H 29, U ¢ APYrd UMaIlld OTHOIIEHHUE EKCIIEPTH.

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

Ynen 23

Jlobposonro compyoHuuecmeo

1. Komucusra noArnomara CbTpyaHu4eCTBOTO U oOMeHa Ha Hay4Ha I/IH(l)OpMaI_II/ISI MCXKIY

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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)

O3T, pa3jindHu OT JICKApPCTBCHU MPOAYKTH, MCAUIIUHCKU U3ACTIUSA NI MCIUITNHCKU

HU3CJIMA 34 MHBUTPO AUArHOCTUKA,

npeaoCTaBAHETO HA JOIIBJIIHUTEIIHU AOKA3aTCIICTBA, HCO6XOI[I/IMI/I 3a IMOJKpPCEIIa Ha
O3T, MMO-CIICHUAIIHO BbB BPpb3Kad CbC 3APABHH TCXHOJIOTHUHN 3a CbCTPAJaTCIIHA

ynorpe0a 1 ocTapesu 34paBHU TEXHOJIOTHH;

KIIMHUYHUTC OLCHKU Ha 3APaBHUTC TCXHOJIOTUH, TIOCOYCHHU B YJIICH 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 JO 3aKIFYCHUCTO, UE CC OYaKBa Ja OKaXXaT 3HAYHUTCIHO
BB3JICHCTBUE BBbpPXY INALITUCHTHUTE, O6H.[€CTB€HOTO 3ApaBC UK CUCTCMUTC 3a

3ApPaBCOIIa3BaHC.

KOOleI/IHaIlI/IOHHaTa I'pyna €€ U310J3Ba 3a YJICCHABAHC HA CbTPYAHUICCTBOTO, ITIOCOYCHO B

naparpad 1.

ChTpyAHHUYECTBOTO, MOCOUEHO B maparpad 1, 6ykBu 0) U B) OT HACTOSIIUS YJIEH, MOXE J1a

CC OCBHUICCTBsABA C ITIOMOMLITA HA TPOUCAYPHUTC IPpaBUJid, YCTAHOBECHU B CbOTBECTCTBUC C

yiieH 3, naparpad 7 u wieHoBe 15 u 25, KakTo U KaTo ce U3Noi3BaT popmaTa U 00pasLuTe,

YCTaHOBEHHU B ChOTBETCTBHUE C UJIEH 26.

ChTpyAHHUYECTBOTO, IOCOUEHO B naparpad 1 oT HacTOsIIKS YWIEH, CE BKIIOYBA B

TOAUIIHUTEC pa6OTHI/I nporpaMu Ha KOOp,I[I/IHaL[I/IOHHaTa rpymna, a pe3yjJTaTuTe OT HETO CC

BKJIIOUBAT B HEMHUTE FOAUIITHH AOoKaIagu u B T HJIaT(I)OpMaTa, mocoueHa B wieH 30.

10531/21

BK/mdn 76
LIFE.S BG



S. Upes onpenenenns oT T4x 4ieH B KoopanHanmoHnHara rpyna aAbpKaBUTe WIEHKU 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 KOUTO J0KIaIbT OTHOCHO
HOBOBB3HUKBAIIM 37paBHU TEXHOJIOIMH, IOCOUYEH B WIEH 22, ChJIbPKa 3aKJIIOUEHUETO, Ue
Ce 0YaKBa Te J]a OKAXKAT 3HAYUTEIIHO Bb3/ICHCTBHE BbPXY MALIMEHTUTE, OOIIECTBEHOTO

3ApaB€ UK 3APpaBHUTC CUCTCMMU.

6. 3a HOEJIMTC HA HAHMOHAIIHUTE OLUCHKU AbPKAaBUTC YWICHKHW MOraT Ja U3I0Ji3BaT

METOJIMYECKUTE HACOKH, pa3pabOTEHU CHIVIACHO WieH 3, maparpad 7, Oyksa r).

I'JIABA 111
ObIIIA ITPABUJIA 3A CBbBBMECTHUTE KNIMHUYHHU ONEHKH

Ynen 24

Hayuonannu ooxknaou 3a kiunuuna oyerka

Koraro nanena nbppsxaBa wienka u3pbpiiBa O3 T uiin mpaBu akTyanu3alus Ha OIlEHKa 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 uien 30, B

CpPOK OT 30 JHHU CJeJ HEHHOTO IMPUKIIFOYBAHEC.
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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 1IpaBrujia OTHOCHO:

a)  TOBa Jla ce rapaHTupa, ye wieHoBere Ha KoopauHanuoHnHara rpymna, HeiHuTe
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(i)J'II/IKT Ha UHTCPECH,

0) moxbopa M KOHCYJNTAIIMUTE ChC 3aMHTEPECOBAHH OPTaHU3ALUH U TAIIUEHTH,
KJIMHUYHU €KCTIEPTU U C APYTH UMAIA OTHOIICHHE EKCIIEPTH B PAMKHUTE Ha

CbBMECTHM KJIIMHUYHU OLIEHKH Ha paBHUILETO Ha Chblo3a.
2. AKXTOBETE 32 H3IIBJIIHEHNE, TOCOYCHH B maparpad 1 oT HacTosAIIMSA 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 MHQOpMalUiTa, JaHHUTE, aHAJIM3UTE U IPYTUTE JOKA3aTeICTBA, KOUTO
pa3paboOTUUIINTE HA 3IPAaBHHU TEXHOJIOTHH TPOBa J1a MPEIOCTABAT 32 ChbBMECTHUTE

KIIMHUYHU OILICHKH,
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6) CBbBMCCTHUTC AOKJ/IaJU 3a KIMHHUYHA OLICHKA,
B)  0000IIaBammTe ChBMECTHU JAOKIIAAN 32 KIIMHUYHA OIEHKA.

2. AxToBeTe 3a U3II'BJIHECHUEC, ITIOCOYCHU B naparpa(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. Crw103bT OcurypsiBa hruHaHcupaHeTo Ha paborata Ha KoopauHalyioHHaTa rpymna 1 HeWHUTe
MOATPYIIH, KAKTO U Ha IEWHOCTUTE B TAXHA MOJKPEIA, KOUTO BKIKOUBAT ChbTPYIHUYECTBO C
Komucusra, EBponelickara areHuus no Jiekapcrsara, KoopauHauroHHara rpyna mno
MEJUIIUHCKUTE U3/ICIHs, CKCIIEPTHUTE TPYIH U MpEKaTa Ha 3aMHTEPECOBAHUTE CTPAHU,
nocoueHa B wieH 29. ®unancosara nomoni Ha Chro3a 3a JEHHOCTUTE 110 HACTOSIIIIHS
peryiaMeHT ce u3NbJHsIBa B choTBeTcTBUE ¢ Permament (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 MpaBMIIA, TPUIIOKUMH 32 001K OropKkeT Ha ChI03a, 32 N3MEHEHHE
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).

10531/21 BK/mdn 79
LIFE.5 BG



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
yKa3aHus, ¥ 32 UACHTU(OUIIUPAHETO Ha HOBOBB3HUKBAIIIN 3/JPaBHU 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 pa3r10pezl61/1 Ha Kommucusra.

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 MOMEIICHHSITA CH 32 3acefanusiTa Ha KoopauHanoHHaTa rpyra ¥ HeHHATE
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 mpuemaTt B ChOTBETCTBUE C ujieH 25, maparpad 1, Oyksa a);

B) M3HCKBA JIOCUETO OT pa3paboTurKa Ha 3[[paBHHU TEXHOJIOTHUH 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 aIMUHUCTpaTUBHA, TexHudyecka u UT noakpena;
e) paspabotBa u noaabpka UT mnardopmara cwritacuo wien 30;
x) ny6snmkyBa Ha UT mnardopmata B croTBeTcTBHE C WwieH 30 nndopmarusta u

JOKYMEHTHUTE, BKIIFOUUTEITHO TOJAUIIHUTE PAOOTHU MPOTrpaMu, TOAUIIHUTE TOKIIAIH,
0000IIIEHUTE MPOTOKOJIN OT 3aceaHusATa U JOKIAIUTE U 0000IICHUTE TOKIIAIU 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 001acTTa Ha JIEKAPCTBEHUTE MPOAYKTH, BKIIOUUTEITHO MIPH

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 HACTOSIILUSA PErjiaMeHT CbBMECTHA padoTa B 00J1acTTa Ha MEAMLIMHCKUTE U3JIeNINs 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 3aUHTCPECOBAHUTE CTPAHU. Mpen(aTa Ha
3aMHTCPECOBAHUTE CTpaHU IOAKPECILA pa60TaTa Ha KOOpI[I/IHaI_II/IOHHaTa rpyima v Ha

HEWHHUTE MOATPYIH IIPU ITOUCKBAHE.

2. MperkaTa Ha 3aMHTEPECOBAHUTE CTPAHU CE Ch3/1aBa Upe3 OTKPUTA [TOKAHA 3a IPEACTaBSIHE
Ha KaHJUJaTypH, OTIIPaBeHa KbM BCUYKHU JOMYCTUMH OpraHU3allii Ha 3aUHTEPECOBAHU
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

OIpEIEIISIT B OTKPUTATA MOKAHa 3a MPECTaBsIHE Ha KaHAUIATypPH U BKIIIOYBAT:
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 U pa3lIpOCTpaHCHUC.
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3. Opranuzanuure, KaHAXJATCTBALLM A CTAHAT YacT OT MpeXaTa Ha 3aMHTEPECOBAHUTE
CTpaHH, ACKJIAPUPAT CBOS WICHCKH ChCTAaB U M3TOYHHIIUTE CU Ha (puHAHCHpaHE.
IIpencraBuTeny Ha OpPraHU3aLMUTE HA 3AMHTEPECOBAHUTE CTPAHU, YYaCTBALIY B
JNeMHOCTUTE Ha MpeXKaTa Ha 3aMHTEPECOBAHUTE CTPaHHU, JeKJIapupaT BCHYKH (PUHAHCOBU
WIN APYTH UHTEPECH B CEKTOpa Ha pa3pabOTUUIMTE HA 3[PABHU TEXHOJIOTHH, KOUTO OMXa

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

4. CHHMCBHKBT Ha OpraHu3aluruTC Ha 3aUHTCPECOBAHUTC CTPpaHU, BKIIIOYCHH B MpEXKaTa Ha
3aMHTCPCCOBAHUTE CTpaHU, ACKIApallUTEC Ha TE3W OpraHu3allii OTHOCHO TEXHHS YJICHCKHU
ChCTaB U U3TOYHUIIM HA (I)HHchnpaHe, KaKTO 1 JCKJIapallurUTC 3a KOH(bJII/IKT Ha MHTCPECHU
Ha NpCACTABUTCIIMNTC HA OPraHU3alMUTC HA 3AMHTCPECOBAHUTC CTPAHH CC OIIOBCCTABAT

nyoianuno Ha UT nnardopmara, mocoueHa B uieH 30.

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

BCAHDBXK I'OJUIITHO, 34 4.

a)  uHpOPMHUpA 3aMHTEPECOBAHNTE CTPAHU 3a ChbBMECTHATa padoTa Ha

KoopauHanuonHara rpyna, BKIFOUYUTEITHO 32 OCHOBHUTE PE3yJITaTH OT Hes,
06) ocurypu oOMeH Ha UH(pOpMAaLIHSL.

6. 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. Komucusra pazpadorsa u nomaspxa UT mnatdopma, cherosia ce oT:
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 uHdopmanus mexay KoopauHanuonnaTa rpyna 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

MCAULMHCKHUTC U3ACTINA.

r) CHUI'ypHa CUCTEMa 34 oOMeH Ha PIH(l)OpMaI_II/IH 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 IUPOKATa O6IJ.[€CTB€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 OMUT, KAKTO U TEXHUTE JIeKJIapaluu 3a KOHGIUKT Ha HUHTEPECH ClIe]
IIPUKJIIOYBAHE HA CbBMECTHATA PaldoTa;

0) aKTyaJleH CIHCHK Ha WICHOBETE HA MOATPYIUTE U HA TEXHUTE ONPEICICHH
MIPEICTaBUTENH, BKIIFOUUTEIIHO C TEXHUTE KBAIM(UKALIMK U 00J1aCT HA eKCIEPTEH
OIUT, KaKTO ¥ TEXHUTE JeKIapaluu 3a KOHGIUKT Ha HHTEPECHU ClIe]] MPUKITIOYBaHE
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 IPUETUTE PEUICHHS U PE3yATaTUTE OT II1acyBaHETO;

€)  KpUTEpHUHTE 3a AONYCTHMOCT Ha 3aMHTEPECOBAHUTE CTPAHU;

X)  TOIUITHHUTE PAOOTHH MPOTPAMHU U TOAMIIHUTE JTOKIAJIN;

3)  uHpOpManms 3a MIaHUPAHU, TEKYITH | MPUKITIOYIN CbBMECTHH KIIMHUYHH OTICHKH,
BKJIFOUMTETHO aKTyalu3allii, U3BHPILIEHU B ChOTBETCTBUE C WieH 14;
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M)  JOKJIAJIUTE 3a ChBMECTHA KJIMHUYHA OLIEHKA, 32 KOUTO CE€ CUUTA, Y€ ChOTBETCTBAT
MPOLIEAYPHO CHITIACHO M3UCKBAHUATA HA WiieH 12, 3aeIHO C BCHYKU KOMEHTApH,

IIOJIYYCHH 110 BPEME Ha U3IOTBAHECTO NM;

i)  uHpOpMaLUsA OTHOCHO HallMOHAJIHUTE JOKJIAAM 33 KIMHUYHU OLIEHKU HA JbP)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 WJeH 24;

K)  aHOHMMM3MpPAaHA, arperupaHa, HeMOBEpUTETHA 00001IeHa HH(OPMALH 32

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

M) AHOHUMU3HPAHA, arp€rupaHa, HCIIOBCPUTCIIHA HHQ)OpMaHI/IH OT IIOCOYCHUTEC B

qjeH 22 AOKJIaAX 3a HOBOBBb3HHMKBAIU 3JpaBHU TCXHOJIOIUH,

H)  pe3yJiTaTH OT JOOPOBOJIHOTO CHbTPYJHUYECTBO MEXY IbPKABUTE UICHKH,

OCBHIICCTBABAHO CHIJIACHO YJICH 23,

0)  KOraro JajJeHa ChBMECTHAa KJIMHHYHA OIIEHKA € MPeKpaTeHa, U3sSBICHUETO 10
wieH 10, maparpad 6, BKIIOUHTEIIHO CIUCHK ¢ MH(DOpMaIus, JaHHU, aHATU3U WIH
JpYTH JOKa3aTeJICTBA, KOUTO HE ca OMJIM MPEJICTaBEHU OT pa3paboTyrKa Ha 37paBHU

TEXHOJIOTH,

n) npouenypHus nperiea Ha Komucusita no wien 12, naparpad 3;
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p)  CTaHJApTHU ONEpPaTUBHU MPOLEIYPH U HACOKU 32 OCUTYpsIBAHE HA KAYECTBOTO

chriacHo wieH 4, maparpadu 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 (bHHchnpaHe, KaKTO U
ACKJIapallurTe 3a KOH(l)HI/IKT Ha UHTCPECHU HA TCXHUTC NPCACTABUTCIIU, CbINIACHO

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

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

a)  no0OaBeHaTa CTOMHOCT 3a JIbpPKABUTE YICHKH OT CbBMECTHATa paboTa, U3BbPIIBAHA
cbIy1acHo riasa Il, 1 mo-cneunanHo Janu 3paBHUTE TEXHOJIOTUH, ITOAJIEKAIU Ha
CbBMECTHM KJIMHUYHU OLIEHKH B CbOTBETCTBUE C WIEH 7, M KAUeCTBOTO Ha Te3U

CbBMCCTHU KIIMHUYHHU OLICHKU OTTOBAPAT HA HYKAUTC Ha AbPIKABUTC YICHKU,

0) u30ArBaHeToO Ha AYOIMpaHE HAa UCKaHUATA 32 MHPOpMAIUs, JTaHHHU, AaHAJIN3U U IPYTH
JI0Ka3aTeJICTBa 32 ChBMECTHH KIIMHUYHH OIICHKH 110 OTHOIIICHHE HAa HAMAIISIBAHETO Ha
aJIMUHUCTPATHBHATA TEXKECT 32 IbPKABUTE WICHKH U Pa3pabOTUUINTE HA 3/IpaBHA

TCXHOJIOT'HNH,
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B)  (YHKIMOHMPAHETO HA paMKaTa 3a MOJKperna, IpeaABH/IcHa B HACTOsIIaTa I71aBa, 1
HO-CIIEIHATIHO Jalu € HE00OX0AUMO J1a C€ BbBEJIC MEXaHU3bM 3a IUIAIAaHE Ha TaKCH,
4ype3 KOMTo pa3paboTUMLMTE Ha 3paBHU TEXHOJIOTUHU ChLIO /1a y4acTBaT BbB

(bl/IHaHCI/IpaHeTO Ha CbBMCCTHUTC HAYUYHH KOHCYJITAllUU.

2. He mo-kbcHO OT ... [/1Be TOAMHU cJie]l 1aTaTa Ha MpUIaraHe Ha HACTOSIIHUS PEryIaMeHT |

ABPIKABUTC YICHKU JOKJIaABAT HA Komucusra 3a MMpHUJIaraHeTo Ha HACTOAIHA PCTIIAMCHT,
W TIO-CIICIIMAITHO 32 HAUMHHUTE Ha OTYMTAHE Ha ChBMECTHATa padoTa chriiacHo riasa I B
TEXHUTE HalMOHAIHU TiporiecH 3a O3T, BKIIIOYUTEIHO HAYHHA, 110 KOWTO ca OWJIN B3eTH
npeaBua AOKJIaAUTE 3a CbBMCCTHUTC KIIMHUYHU OLICHKU IIPU MMPOBCIKAAHC HA HATWMOHAITHU
O3T cwrinacHo wien 13, maparpad 2, kKakTo u 32 pa0OTHOTO HaTOBapBaHE Ha
KoopaunanuonHnara rpyna. [Ibp)kaBuTe WICHKH JOKJIAJIBAT CHIIIO JAIH Ca B3N PEIABH
METOJAMYHHUTE HACOKH, pa3pabOTEeHH ChITIaCHO wieH 3, maparpad 7, OykBa I') 3a IIeJIUTe Ha

HallMOHATHUTE OLIEHKH, KAaKTO € TTIOCOYEHO B ujieH 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) AOKJIAAWNTE 3a HOBOBB3HUKBAIIHU 3APaBHU TEXHOJIOTHHU, U3TOTBECHU B CbOTBCTCTBUC 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

TO3W JOKJIaJ C LCJI aKTyaJIM3UPaHC HAa HACTOAIIUA PCTIIaMCHT.

I'IABA V
SAK/TIOYUTEJIHUA PA3SITIOPEABU

Ynen 32

Ynpaswcuasane na oenecuparemo

[IpaBomomueTo Aa mpuema JeJerupanu akToBe ce npeaoctans Ha Komucusara npu

CIIa3BaHC Ha MPECABUACHUTC B HACTOAII WA YWICH YCIOBUA.

[IpaBomomueTo 1a mpuemMa JelierupaHu akToBe, IOCOYEHO B 4iieH 9, maparpad 5, ce
npenoctass Ha KoMucusita 3a HeonpeaeneH cpoK, CYUTAHO OT ... [[arara Ha BIIM3aHE B

CHhJia Ha HaCTOAIIHA pCFHaMCHT].

JlenerupaHneTo Ha MPaBOMOIIHS, TOCOYEHO B WieH 9, maparpad S5, Moxe aa 0b/1e
OTTETJICHO I10 BCAKO BpeMe oT EBpormeiickus nmapiaamenT win oT ChBera. C pemeHnero 3a
OTTETJISTHE C€ TPEKpaTsIBa MMOCOYEHOTO B HETO JIeJIETUpaHe Ha paBoMoIusa. OTTETIITHETO
Mopak/ia ACHCTBUE B JICHs CJe/ MyOJIMKYyBaHETO Ha pereHueTo B Oguyuanen 6ecmuux Ha
Esponerickus cvio3 nnv Ha 0-KbCHA JaTa, IOCOYEHA B pemeHuero. To He 3acsra

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

3daKOHOTBOPYCCTBO.

5. Bennara cnen kaTo npueme aenerupas akt, Komucusita Hotudunupa akra eJHOBPEMEHHO

Ha EBponeiickus napiaamenT u Ha CbBeTa.

6. JlenerupaH axT, IpUET ChIVIACHO YieH 9, naparpad 5, BiiM3a B CUjla €JMHCTBEHO aKO HUTO
EBponelickuar napaameHT, HUTO CbBETHT HE Ca IPEACTAaBUIM Bb3PAKEHUS B CPOK OT
JIBa Mecella ciie]] HOTH(GHUIMPAHETO Ha ChIIUs akT Ha EBporelickus napinamenT u ChBeTa
WM aKo IpeIu U3TUYAHETO Ha TO3U CPOK U EBponeiickusaT napiaament, 1 CbBETHT ca
yBenomuin Komucusirta, uye Hima J1a IpeACTaBAT Bb3pakeHus. IlocoueHuAT cpok Moxe aa

ce YOBIKH ¢ J]Ba Mecella [0 MHUlMaTuBa Ha EBponeiickus napaament unu ChBeTa.
Ynen 33
IIpoyedypa na xkomumem

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

Pernament (EC) Ne 182/2011.

2. [Tpu mo3oBaBane Ha HacTosws naparpad ce mpwiara 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 uieHose 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 npeaABua
OTIIMYUTCIIHUTC XapPaAKTCPUCTUKNU HAa CCKTOPUTC HA JICKAPCTBCHUTEC IPOAYKTH,

MCIUIHUHCKUTE U3ACITUA U MCAUIUHCKUTC U3ACIINA 3a MHBUTPO AUArHOCTHUKA.

Ynen 35
Uszmenenue na Jupexmusa 2011/24/EC

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

Bcesiko mmo3oBaBaHe Ha 3aIMUCHUS WICH CE CUMTA 3a II030BaBaHE HA HACTOSIIHS 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

Odunmanen BecTHUK Ha EBporneiickus cbio3.

2. IIpunara ce ot ... [Tpu TOAUHM CJIEJ JaTaTa Ha BIM3aHE B CUJIA HA HACTOSILUS PETJIAMEHT].

HaCTOSIH_II/ISIT PEriIaMCHT € 3aAbJDKUTCIICH B CBOSATA LAJIOCT U CC IIpUJiara npssko BbB BCUYKU

ABbpPKaBH YJIICHKH.

CbCTaBeHO B ... HA

3a Eeponetickus naparamenm 3a Cveema
IIpeoceoamen Ilpeoceoamen
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HNPUJIOXEHMUE 1

Crienudukanuy Ha JOCUETaTa 3a JICKapCTBEHH MPOAYKTH

HOCI/ICTO, IIOCOYCHO B YJICH 9, naparpa(bn 2 OT HACTOSIIHSA PEriIaMCeHT, BKIIFOYBA CJI€aHAaTa

uH(pOopMaLKg 3a JEKaPCTBEHUTE MPOIYKTHU:

a)

6)

JaHHUTC 3a KIMHHU4YHaTa 0e30IacHOCT U e(bI/IKaCHOCT, BKJIFOYCHU B JOCHUCTO, IPCIACTABCHO

Ha EBpormneiickara areHius 1o JIeKkapcrsara;

BCSIKA aKTyaJlHa yOJIMKyBaHa U HenyOIMKyBaHa MH(OpMaIus, TaHHU, aHAIU3HU U APYTH
JI0Ka3aTeJICTBA, KAaKTO U IOKJIAZHU OT IPOYYBAHMS U IPOTOKOJH OT IPOYYBAHUS, U TJIAHOBE
3a aHaJIM3 OT IIPOYYBAHUS C JIEKAPCTBEHUS MPOAYKT, KOUTO Pa3pabOTUMKBT Ha 31paBHU
TEXHOJIOTUH € CIIOHCOPHpAJI, U Ls1aTa HaJTMdHa HH(OpPMAIIHS 32 TEKYIH WIIH TPEKPATeHH
IIPOYYBAHUS C JIEKAPCTBEHUS MPOIYKT, KOUTO Pa3pabOTUUKBT HA 3/[PaBHU TEXHOJIOTUHU €
CIIOHCOPHpAJI WK B KOUTO y4acTBa (PMHAHCOBO IO JPYT HAUYMH, 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
JIOKJIA/INTE 3a KIMHUYHOTO U3CJIe/IBaHE U IPOTOKOJIUTE OT KIMHUYHOTO U3CJIE/IBaHE, aKO

p33pa6OT‘lI/IK’LT Ha 3ApaBHH TCXHOJIOI'HMH pa3Iiiojara € TAX;
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B) noxiaau 3a O3T, oTHacsIIM ce 10 3paBHATA TEXHOJIOTUS, TPEAMET Ha ChbBMECTHATa

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

1) aKo J1aJieHa 3/ipaBHAa TEXHOJIOTHA € Ouiia MpeMET Ha CbBMECTHA HayuyHa KOHCYJTAIIHs,
00sICHEHUETO OT pa3paboTurKa Ha 3[IpaBHU TEXHOJOTUH MPHU BCAKO OTKIIOHCHHE OT

HpernopbYaHuTe JOKA3ATEIICTBA;

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

[ONYyJ1alys MallueHTH,
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 pa3pa60Ttn/1Ka Ha 3JpaBHU TCXHOJOI'MH IIPpU

HU3TOTBAHCTO HAa CbABPIKAHUCTO HA JOCHUCTO,

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

CpaBHUTEIHATA aITepHATHBA;

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

CHCI_[I/I(I)I/IKaI_[I/II/I Ha Jocucrara 3a MCAUIWMHCKHA U3ACTINA U MCIUIIUHCKU U3ACIIUS 3a 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 TPOU3BOIUTENIS 3a KIIMHUYHATA OLICHKA, [Tpe/ICTaBeHa 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 npoueaypara 3a KOHCYJITalluu BbB BPpb3Ka C KIIMHUYHATA OLICHKA;

BCSIKA aKTyaslHa yOJIMKyBaHa U HenyOIMKyBaHa MH(OpMaIus, JaHHU, aHAIU3U U
JOPYTH 10KAa3aTeICTBA, KAKTO U JOKJIAAH OT KIIMHUYHU IIPOYYBAHUS U IPOTOKOIHU OT
KJIMHWYHU [TPOYYBAHUs, U IJIAHOBE 33 aHAIM3 OT KIMHUYHU IIPOYYBAHHUS C
MEIULMHCKOTO U3/IeJINe, KOUTO Pa3pabOTUUKBT Ha 3ipaBHU TEXHOJIOTUH €
CIIOHCOpHpaJI, U Lis1aTa HaJM4Ha UH(OPMAIIHS 3a TeKYILIH UK MTPEeKpaTeHN
KJIMHUYHU [IPOYYBAHUS ¢ MEAUIIMHCKOTO U3/1€JIUE, KOUTO pa3paboTYUKbBT Ha
3/lpaBHU TEXHOJIOTUU € CIIOHCOPHPAJ UM B KOUTO ydacTBa (PMHAHCOBO 110 APYyT
Ha4MH, KAKTO U ChbOTBETHATa MH(OpMAaLUs 3a KIMHUYHU NIPOYUYBAHUS OT TPETH
CTpaHM, aKO UMa TaKaBa, KOSITO € OT 3HAaUeHHUE 3a 00XBaTa Ha OLIEHKaTa, ONpeielieH B
ChOTBETCTBUE € WiieH §, naparpad 6, BKIFOUUTEIHO JOKIAJANUTE 3a KINHUYHOTO
MIPOYYBAHE U MPOTOKOJIUTE OT KIMHUYHOTO MPOYYBaHE, aKO pa3padOTUMKBT HA

3ApaBHU TCXHOJIOTHWHU pas3iojara ¢ TIaX;
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)

noxsagy 3a O3T, oTHacAIM ce 10 3paBHATA TEXHOJIOTHS, IPEIMET HA CbBMECTHA

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 pa3paboTyrKa Ha 3[IpaBHU TEXHOJOTUH TPHU BCIKO
OTKJIOHEHHUE OT MPENOPbhUAHUTE JOKA3aTEIICTBA;

3)  XapaKTepUCTUKHUTE HA 3a00JSIBAHETO, OOCKT HA JICUCHHE, BKIFOUUTEIIHO TapreTHATA
Iornyjanus NauueHTH,

M)  XapaKTCPUCTUKUTE HA MEIUITMHCKOTO M3JIENINe, IIPEAMET Ha OIICHKATAa, BKIFOUUTEITHO
HETOBUTE MHCTPYKIIUU 3a YIOTpeOa;

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

K) OIIMCAaHUECTO HAa METOAUTE, U3IIOJI3BAaHU OT pa3pa60TqI/1Ka Ha 3ApaBHAU TCXHOJOTI'NMH
IIPU U3TOTBSHETO HA ChIIBPKAHUETO HA JIOCUETO;

J)  pe3ynTaTtuTe OT U3BIUYAHETO Ha MH(POpPMAIIHS;

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

cieqHaTa nHpoOpMaNus 32 METUITUHCKUATE U3/ICNUS 32 UHBUTPO JUATHOCTHKA:
a)  JIOKJIaJ Ha IPOU3BOJMTENIS 32 OLICHKA Ha JICUCTBUETO;

6) AOKYMCHTAIMATa Ha IIPOU3BOAUTEIIA 3a OLICHKA Ha I[CﬁCTBPICTO, II0COYCHA B

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

B)  Hay4HOTO CTaHOBHILE, IPEAOCTABEHO OT UMAIUTE OTHOLIEHUE EKCIIEPTHU IPYIIU B

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

r) Jokiana Ha pedepeHtHara iabopatopus ot Crio3a.
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