AvpekTtnea 2001/20/EC EBponeiickoro MapnameHTa u CoBeTa ot 4 anpens 2001 roga no c6nnxeHuio
3aKoHOAATeNbCTB, NPaBu/1 U aAMUHNUCTPATUBHbIX NOCTAaHOBJIEHUI cTpaH-y4yacTHuy EC, kacarowmxcs
peanusauum KaueCTBeHHOW KJIMHMYECKOW NPaKTUKKU NPy NpoBeAeHNN KIIMHMYECKUX UccefoBaHuii

NeKapCTBEeHHbIX CPEACTB A1l MPUMEHEHUS Y JIloAein.

EBPOMAPJIAMEHT 1 COBET EBPOMENCKOIO COO3A,

PaccmoTpes [oroeop 06 yupexaeHun EBponeickoro Coobuiectsa v, B YacTHOCTM, CTaTbto 95 BblleyKka3aHHOIro
[JoroBopa,

PaccmoTpes npeanoxxerve Komunceun (1),

PaccmoTpeB MHeHve KomMuTeTa no 3KOHOMUYECKMM 1 coumarnbHbIM Bonpocam (2),

[eiicTBysi B COOTBETCTBMU C NpoLieaypou, uanoxeHHon B Ctatbe 251 [lorosopa (3),

Mp1HMMas BO BHMMaHWe, YTo:

1. [upektnBa CoBeTa 65/65/EEC oT 26 sHBaps 1965 roga no c6nmMXeHMio MOCTaHOBNEHWUIA, NPeayCMOTPEHHBIX
3aKOHOAATENbCTBOM, NpaBUIaM1 UM aAMUHUCTPATUBHBIMU MEpPaMu, KacaloLMMUCS NEKAPCTBEHHbIX
cpeacTs (4), TpebyeT, UTobbI 3asiBKM Ha NOMyYEHNE Pa3peLLEHNS Ha peanv3aumio IeKapCTBEHHbIX CPEACTB
Ha pbIHKE COMPOBOXAANNCH «AENTOM», COAEPXaLUMM AeTalbHble AaHHble N AOKYMEHTbI, OTHOCSLLMECS K
pesynbTaTaM TECTOB U KIMHUYECKMX UCCNeA0BaHWM, NPOBOAMMbIX ANt IEKAPCTBEHHBIX CPeAcTB. AMpekTunBa
Coseta 75/318/EEC ot 20 masa 1975 roga no cbnmkeHuto 3akoHOAATeNbCTB CTpaH-yyacTHuLY EC B obnactu
CTaQHOAPTOB U MPOTOKOJIOB aHANIUTUYECKMX, (hapMaKOTOKCUKOMOTMYECKMX U KITMHUYECKUX UCCIeOBaHUIA,
CBSA3aHHbIX C UCMblTaHWEM leKapCTBeHHbIX cpeacTB (5), ycTaHaBnMBaeT eauHble Npasuia no KOMNUASLMn
«ena», BK/Ilo4as ero npeacraBnieHue.

2. bBasoBble NPUHLUWMNbI, MPUHATbIE 4SS NPOBEAEHUS KITMHUYECKUX UCCNeA0BaHWI Y NoAei, OCHOBLIBAIOTCS Ha
3awWuMTe NpaB U AOCTOMHCTBA YenoBeKka NPUMEHNUTENBHO K b1onornm u meauumHe, Kak, Hanpumep,
OTpaXkeHOo B XenbcuHckon [deknapauum (Bepcusa 1996 roaa). 3almTa UChbITYeMbIX B KIIMHUYECKUX
nccneaoBaHNaX rapaHTMpyeTcsl NOCPeACTBOM OLEHKM pUCKa, KOTOpasi OCHOBbLIBAETCS Ha pe3y/bTaTax
TOKCUKOOTMYECKMX SKCTIEPUMEHTASBbHbIX MCCNEeA0BaHMIA, BbIMOHSAEMbIX A0 NPOBEAEHUs NoBOro
KIMHUYECKOro NCCNefoBaHns U CKPUHMHIA, U KOTOPas BbIMOHAETCS 3TUYECKMMU KOMUTETaMU 1
KOMMETEHTHbIMX BeAOMCTBaMM CTpaH-y4vacTHuy EC, a Takoke NocpeacTBOM NpaBw Mo 3almuTe AaHHbIX O
JIMYHOW YKM3HU UCTIITYEMbIX.

3.  [ns ropuanyeckn HeMpaBOCMNOCOBHbIX JIUL, KOTOPbIE HE MOMYT Ha 3aKOHHOM OCHOBE MPefoCTaBUTL corniacue
Ha yJacTue B KIMHUYECKUX NCcnefoBaHusx, AoMkHa bblTb obecneveHa cneumanbHas 3awmTa. Ha cTpaHbl-
yyacTtHuubl EC Bo3n0XKeHa 06513aHHOCTb YCTaHOBWTbL COOTBETCTBYIOLWME MpaBuia. Takue nmua He A0MKHbI
BKJTHOYATBCS B K/IMHUYECKME UCCNEA0BaHNS, €C/IN aHaNorMyHble pesynbTaTbl MOryT 6biTb MOAyYeHbl Npu
NPVBMEYEHUN NNLL, KOTOPbIE IOPUANYECKMM MPABOCMOCOOHBI M MOMyT NpeaocTaBuTb cornacve. Kak npaewno,
IOPUANYECKN HEMPABOCMOCOBHbIX WL, CrieayeT BKIOYaTb B KIIMHUYECKUE UCCNefoBaHns TOMbKO B Cyyasix,
KOrza MMeKTCs OCHOBaHMS Npeanonaratb, YTO Ha3Ha4YeHve NeKapCTBEHHOMO npenaparta Morso 6bl
NPUHECTN NAUMEHTY HEMOCPEACTBEHHYIO MOJb3y, NEPEBELIMBAIOLLYIO0 pUCKK. OQHAKo nMeeTcs
HeobX0AMMOCTb NMPOBEAEHUS KITMHUYECKUX UCCNEN0BAHUI Y AETEN C TEM, UTOObI YCOBEPLLEHCTBOBATb
CyLLeCTBYIOLME METOAbI MX NleveHunst. [leTn NpeacTaBnsoT yS3BUMYO Tpynny, KOTOpas OT/IMYAeTCs OT
B3POC/bIX /ML, C TOYKN 3peHNs pa3BuTus, M3NoNornm n ncmxonoruun. NosTtomMy cBsizaHHble C BO3PacTOM M
pa3BUTUEM UCCNIEAOBAHNS MMEIOT BaXKHOE 3HAUEHWUe AN JOCTVKEHUS MOMe3HbIX 3DhEKTOB Y AeTeN.
JlekapcTBeHHble npenapaThl (B TOM Yuc/e BaKUMHbBI) ANs AeTel TpebyoT NpoBeAeHUs HayuHO
060CHOBaHHbIX UCMbITAHUI A0 Hayana X LWMPOKOrO NPUMEHEHMUS. ITO MOXKET BbITb AOCTUrHYTO TOSIbKO MpU
obecneyeHnn BCECTOPOHHENO U3yYeHNS NIEKAPCTBEHHbIX CPEACTB, AN1s1 KOTOPbIX CYLLECTBYEeT BEPOATHOCTb
CYLLECTBEHHOMN KJIMHUYECKOW LIEHHOCTM Anst AeTel. HeobxoamMble Anst 3TOW Lenu KIIMHUYEeCcKme
nccnefoBaHns AOMKHbI BbIMOHATHCS B YC/IOBUSX, NMO3BONSIOWMX 06eCcnevnTb MakCuManbHO BO3MOXHYHO
3alMTy NaLUMEHTOB. B 3Tol CBSI3M HEO6X0ANMO CHOPMYIMPOBATL KPUTEPUM 3aLLUMTbI AETEN B KIIMHUYECKUX
NCCNefoBaHUsIX.

4, B cnyvae, koraa apyrue ropuanyeckn HenpaBoCrnocobHbIe NnUa He MOryT NPeaoCTaBUTb cornacue
(Hanpumep, n1ua co cnaboymmueM, 60nbHbIE C NCUXMYECKMMU 3a60NeBaHNAMU U Ap. ), UX BKITIOYEHMWE B
KJIMHUYECKME UCCIef0BaHUS [JOMMKHO OCYLLECTBASTLCS Ha elle 6onee orpaHMYeHHoM ocHoBe. Viccneayemble
NEKapCTBEHHbIE NMpenapaThl MOryT Ha3Ha4YaTbCs BCEM TaKUM JiMLLAM TOMBbKO B TEX Clyyasix, Koraa UMerTcst
OCHOBaHMS1 OXXnAaTb, YTO HEMOCPEACTBEHHAs MOJb3a A8 NauMeHTa nepeselunBaeT puckn. Kpome toro, Ao
BK/IIOHYEHMS TaKOoro naumeHTa B Ntoboe KIMHMYECKoe UccneaoBaHne HeobXoanMO NonyynTb NMMCbMEHHOE
cornacue ero 3aKOHHOMO NMpeACTaBUTENs NpU y4acTymn levallero Bpava.

5. TloHsITUE «3aKOHHBIV NMPeACTaBUTENb» OTHOCUTCS K CYLLECTBYHOLLIEMY HALMOHANIbHOMY 3aKOHOAATENLCTBY U,
cnepoBaTesibHO, MOXET BKJIOUYaTb (PU3NHECKUX WU KOPUANYECKUX L, KOMMETEHTHYH OpraHn3aumto
n(nnn) CTpyKTypy, KOTOpble NpeayCMOTPeHbl HaLMOHaTbHbIM 3aKOHOAATENbCTBOM.

6. B uensix obecneyeHns onTUManbHOM 3alMThl 340POBbsSt HY B rocyaapcTBax EBponeiickoro CoobLiecTsa, Hu
B TPETbMX CTPaHax He byayT NpoBOAWTLCS MCCNEeA0BaHMS C UCMOIb30BaHMEM YCTApEBLLMX METOAOB U
MOBTOPHbIE UCCNeN0BaHMS. B 3TOM CBA3M HEOBXOAMMO MPUAEPXKMBATLCS FAPMOHMU3ALIMN TEXHUUYECKUX
TpeboBaHUIi K pa3paboTKe NIeKapCTBEHHBIX CPEACTB, UCMONb3Ysl AN 3TOro COOTBETCTBYHOWME hOpPyMbl, B
YyacTHoCTW, MexayHapoaHYo KOHMEPEHLMIO MO rapMOHU3aLMN.

7. YTO KacaeTcs NiekapCTBEHHbIX NpenapaTos, noanagarolwmx nog pamMku Yactu A MpunoxeHus Kk Mpasuny
Coseta (EEC) N2 2309/93 ot 22 utonsa 1993 (B KOTOpPOI yCTaHOBMEHbI Npoueaypbl CoobLuecTsa Asnst



10.

11.

12.

13.

15.

16.

17.

18.

NpeaoCTaBeHUs Pa3peELLEHNS] M KOHTPOSIS 3@ UCMO/b30BaHUEM IEKAPCTBEHHBIX MpernapaToB Y Ntoaeit 1 B
BETEPUHAPKM), a Takxke co3aaHus EBPONeicKoro ynpaBneHus o OLEeHKe SIEKapCTBEHHbIX CPEACTB
/European Agency for the Evaluation of Medicinal Products/ (6) (B nx 4ncno BxoasT npenapartsl,
npeaHasHayeHHble 151 FeHHOM Tepanuun Unv KIETOYHOW Tepanumn), To Ans HUX obs3aTesibHa
npeaBapuTenbHas HayuHasi peLeH3ust EBponeinckoro yrnpasieHust Mo OLEeHKe NIeKapCTBEHHbIX CPEACTB
(manee no TeKCTy MMEHYeMOro «Ynpas/ieHue»), BbiNosHseMas npu coaencTemmn KomuteTa no
NMaTeHTOBaHHbIM JIEKapCTBEHHbIM MpenapaTtamM; v ToNbKo nocne 3Toro KoMmccms MoXeT npeaocTaBuTb
pa3peLLEHMEe Ha X peanu3aumio Ha pbiHKe. B xoze 3Toi 3KcnepTusbl yKasaHHbIN KOMUTET MOXET 3amnpocuTb
BCE NoAPOBHOCTM O pesynbTaTax KIMHUYECKUX UCCNe0BaHMWiA, KOTOPbIE COCTaBNSOT OCHOBY 3asiBKU AJiS
MosTlyYeHns pa3peLLeHmst Ha peanunsaumio Ha pbiHKe, 1, COOTBETCTBEHHO, O CXEME, MO KOTOPOM MPOBOAMNCH
3TW uccnepoBaHns. MoMMMO 3TOro, AaHHbIN KoMUTET MOXKET NnoTpeboBaTh, YTOOLI A1t NOyYeHUst Takoro
pa3peLIeHns 3asiBUTENb NPOBES AaNbHENLLNE KMHUYECKME UCCNeaoBaHuMs. B 3Tol cBA3u HeobxoanMo
npeaycMoOTpeTb MOMOXEHME, NO3BONSIOWEee YNpaBeHo Noy4vaTtb NOHY0 MHMOPMaLMIO O NPOBEAEHNN
NOBbIX KNMHUYECKUX UCCNEefoBaHUIA TaKmX NIEKapCTBEHHbIX CPEACTB.

EanHoe MHeHWe KaXzoW 13 3anHTepecoBaHHbIX CTpaH-yyYacTHUL EC yMeHbLIAeT 3aepXKu B
WMHULMMPOBAHMUN UCCNEeA0BaHMUIA, He co3aaBasl pUcKa Anst 61arononyyms y4acTBYHOLWMX B UCCIIEA0BAHMN
NOAEN U He UCKITIoYasi BO3MOXHOCTU OTKasa OT y4YacTusi B HMX Ha OTAENbHbIX UCCNeaoBaTelbCckuX 6asax.
MHbopMaums o coaep>xaHnm, Hayane v 3aBepLUeHnI BbIMOAHEHUS KITMHUYECKMX UCCNea0BaHUi A0MKHA
UMETbCS B CTpaHax-y4acTHuuax EC, B KOTOPbIX 3TV MCCneaoBaHns NpoBoasaTCs. Bce ocTanbHble CTpaHbl-
yyacTHuUbl EC Takxe Jo/MKHbI MMETb JOCTYMN K 3TOM MHbopMauum. MoaToMy HeobxoamMMo co3aaTth 6asy
[aHHbIX AN KOMUASILMK YKa3aHHOM MHopMaLmKY; Npy 3TOM COOTBETCTBYHOLLMM 00pa3oM JOMKHbI
YUUTBIBATLCS NpaBuia KOHMUAEHLMANBHOCTH.

KnMHUYeckne uccnenoBaHus nNpeacTaBsioT co60i KOMMIEKC AENCTBUIM, KOTOPble 06bIYHO MPOAOSIKATCS
roA, WM HECKOJTbKO IET U B KOTOPbIX MOMYT 6bITb 324€MCTBOBaHbI MHOMOUMUC/IEHHBIE YYACTHUKM U HECKOJIbKO
NCCNeaoBaTeNIbCKUX yUpexaeHuii (4acTo B pas3fiMyHbIX rocyaapcteax-yneHax EC). MpakTuyecku, B CTpaHax-
yyacTHuuax EC cywecTByOT 3HaUUTENbHbIE PA3INYMS B NPaBUax No Hayany v NpoBeAeHUO KIMHNYECKNX
nccrnenoBaHuin. TpeboBaHMs K BbIMOSTHEHMIO 3TUX UCCNIEA0BAHMIM TaKKe CYLLECTBEHHO pasnnyatoTcs. Bce
3TO NPUBOAMUT K 3aZl€PXXKaM U OCIIOXXHEHWUAM, NPENATCTBYIOWMM 3(PhEKTUBHOMY MPOBEAEHMIO TaKMX
nccneposaHuin B EBponeiickom Coobluectse. B 3Toi CBSI3M HEOBXOAMMO YNPOCTUTb M rapMOHMU3UPOBaTh
AAMVHUCTPATUBHbIE MOCTAHOBNEHWS, peryinpytolime Takme UCCNeoBaHuns, YYpeams Ans 3TOro YeTKyto,
«MpOo3payHyto» npoueaypy U CO3AaB yCoBusi, cnocobeTaytowme 3hdekTUBHON KOOpAMHALMK TaKnMX
KJIMHUYECKMX UccrieaoBaHnii B CoobLLECTBE 3aMHTEPECOBAHHBIMU KOMMETEHTHBIMU OPraHN3aLUsIMU.

Kak npaBuno, paspelueHne 4OMKHO NPeAoCcTaBSTLCS MO YMONYaHUIO, T.€., €CIIM UMEETCS MONOXMUTENBHbIN
pe3ynbTaT rosocoBaHMsl DTUYECKOro KOMUTETA, @ KOMMETEHTHAs OpraHu3aLuns B Te4eHne onpeaeneHHoro
CpOKa He Bbipasusia BO3PaXKEHWI, KIMHUYECKME UCCIIeA0BaHMsl MOMyT BbiTb HavaTbl. OAHAKO B
WCKJTIOUUTENbHBIX ClydasiX, KOraa 3aTparmBaroTcst 0CO6EHHO CroXHble NpobreMbl, HEO6X0ANMO YETKO
cchopMynMpoBaHHOE MUCbMEHHOE pa3peLLeHue.

B OTHOLLEHWM UCCNEeayeMbIX NEKAPCTBEHHbIX CPEACTB A0SKHbI MPUMEHSTLCS MPUHLNMbBI KaYeCTBEHHOM
MPOV3BOACTBEHHON MPaKTUKK.

[ns MapKkMpOBKM yKa3aHHbIX CPeACTB crieayeT cchopMynpoBaTh CrieumanbHble NOOXeHWS.
HekoMMepueckme KnHUYecKne uccnefoBaHus, BbINoHsIeMble UccneaoBaTensaMmmn 6es3 yuyactus
npeacTaBuTeneii papMaLeBTUYECKON MHAYCTPUM, MOMYT UMETL CYLLECTBEHHYHO MOMb3Y ANst
COOTBETCTBYOLIMX IPynMn NaLUMeHTOB. B 3Tol cBA3M B MpeKkTMBE HEOOXOAMMO YyUecTb 0cobyio posib
MCCreaoBaHuin, Npy NnaHMpoBaHWM KOTOPbIX He TpebyeTcs npeaycMaTpuBaTh NMPOLECChl MPOM3BOACTBA MU
YMaKOBKW, €C/IN 3TU UCCNef0oBaHNs NPOBOAATCS ANS NIeKapCTBEHHbIX CPEACTB, KOTOPblE pa3peLueHbl ANs
peanun3aumm Ha pbiHKE B paMKax 3HayeHust Jupektusbl 65/65/EEC, KOTOpble N3roTOBAEHbI UK
MMMOPTUPOBAHbI B COOTBETCTBMM C nonoxeHmsmmn Aupektms 75/319/EEC n 91/356/EEC, a Takxe ecnv 3tu
nccnefoBaHns NpoBOAATCS Y NAUMEHTOB C TaKMMM Xe NpU3HaKaMK, Kakue yKasaHbl B pa3peLleHnn ans
peanu3aummn Ha pbiHKe. MapKupoBKa 1MccneayeMblx ekapCTBEHHbIX CPeACTB, NpeAHasHaYeHHbIX A5t TaKoro
pofia UCCnefoBaHuiA, AOMKHA noanaaaTh Nnoa YNpoLleHHbIE NPoLEeaypbl, U3NOXKEHHbIE B PYKOBOAALLMX
NMPUHLIMMNAX KAYECTBEHHOW NMPOV3BOACTBEHHON MPAKTUK ANS UCCNedyeMbIX NpenapaToB U B AUpeKTuBe
91/356/EEC.

MpoBepka cobntoaeHNst HOPM KaYeCTBEHHOW KIIMHUYECKON MPaKTUKM U TpeboBaHMe O NpeacTaBieHnn Ha
NPOBEPKY AaHHbIX, MHDOPMaLMK U JOKYMEHTOB (C TeM, YTobbl MOATBEPANTL, UTO UX CO0P, perncTpaumns 1
npeacTaBieHne OTYETOB MO HUM 6blIM BbINOMHEHbI HaaexXalmM 06pa3oM) MMEET BaXXHOE 3HaYeHve Ansi
060CHOBaHMS y4acTusi NtoAen B KIMHUYECKNX UCCNef0BaHMSX.

Jlvuo, yyacTeyouee B nccnefoBaHunm, AO/MKHO NpefoCTaBUTb COracve Ha U3yYeHUe NIMYHbIX AaHHbIX BO
BpeEMS NMPOBEPKM KOMMETEHTHLIMU OpraHn3aUusaM1 U YNOoSTHOMOYEHHbIMI NPeACTaBUTENSMU NPpK YCIIOBUH,
YTO TaKasi IMYHast MHPOPMaLIMS pacCMaTPUBAETCS KaK CTPOro KOH(UAEHUMANbHas 1 YTO OHa He NOANEXUT
LUMPOKOMY PacrpoCTpaHeHuIo.

[aHHasa [MpeKkTuBa [O/MKHa NpUMeHsTbCs, 6e3 yllepba ans AupekTusbl 95/46/EEC EBponeiickoro
MapnameHTa n CoseTa OT 24 okT6ps 1995 roga no 3awmTe My B TOM, YTO KacaeTcs 06paboTKuM NYHBIX
[aHHbIX ¥ CBOBOAHON Nepeaayn Takux AaHHbIX (7).

Tarke HeobX0AMMO BKTHOUNTL MOJSIOXKEHME O MOHUTOPUHIE HEXENaTebHbIX peakLmniA, HabnoaaoLNXCS B
K/IMHWUYECKVX UCCNeaoBaHusX, UCMonb3ys npoueaypbl EBponelickoro Coobluectsa No Haa3opy
(«dapmakoHaa3op») ¢ TeM, YTOObl HE3aMeANUTENIbHO OCTAHOBUTHL 1I060e KIMHMYECKOE UCCIe0BaHVE, B
KOTOPOM UMEETCS HENMpUEMNIEMbIN YPOBEHb pUCKa.



19. Mepbl, HeObX0AUMbIE ANS peanu3aLmmn AaHHOW JMpPeKTMBbI, LO/MKHbI 6bITb NMPUHSATLI B COOTBETCTBUM C
PewweHnem CoBeTta 1999/468/EC ot 28 mtoHs1 1999 roaa, B KOTOPOM M3M0XEHbI NPOLEeAypbl MO peanu3aumm
UCMOSTHUTESIbHBIX MOSTHOMOYMI, BO3/IOXEHHBIX Ha KoMuccunio (8),

MPUHANN HACTOSALLYIO ANPEKTUBY:

Cratbs 1
Cdepa peictBus

1. [aHHast npeKkTvBa yCTaHaBMBAET CreumasbHbIe NMOTOXEHUS], KacaroLMecs NPOBEAEHUS KITMHUYECKMX
NCCNeaoBaHUsl NEKapCTBEHHbIX CPEACTB, BK/OYAsk MHOMOLIEHTPOBbIE UCCNEeA0BaHuMs, Y Ntoaei B
COOTBETCTBMM C TeM, Kak onpeaeneHo B Cratbe 1 Anpektusbl 65/65/EEC, B 4aCTHOCTU, B OTHOLUEHWUN
OCYLLIECTBMEHUS KQYECTBEHHOWN KITMHWUYECKOW NPaKkTUKKU. JaHHas OupeKkTBa He NPUMEHSIETCS K
NCCNeaoBaHUsIM, He BKJTHOYalOLWMM BMELLATENbCTBA.

2. KayecTBeHHast KNMHUYECKas NpaKTMKa NpeacTaBsieT coboi KOMMIEKC NPU3HAHHbIX B MEXAYHAapPOAHOM
MacluTabe TpeboBaHUIN MO 3TUKE U HAayYHOMY KauyecTBy, KOTOPbIE A0SKHbI COBMoAaTbLCS Npu
nAaHWpoBaHUM, NPOBEAEHMM, PErUCTPALIMM U NMOArOTOBKE OTYETHOCTM MO KIIMHUYECKUM UCCNEA0BAHUSM Y
noaen. CobntofieHne 3TON KaueCTBEHHOM NPaKTVKM obecrneyvBaeT 3alumMTy npas, 6e30MacHOCTU 1
671aronony4Ymns UCMbITYEMbIX M AOBEPUE K pe3y/ibTaTaM KJIMHUYECKUX UCTIbITaHWUIA.

3. TpYHUMMNbI KAYECTBEHHOMN KJIMHUYECKON NPaKTUKK U NMOAPOOHbIE PYKOBOASILLIME UHCTPYKLUW,
cornacyowmecs C TakumMy NpUHLUMNAM1, AOHKHbI MPUHUMATLCS U NMPU HEOBXOAMMOCTM KOPPEKTMPOBATLCS C
YUYETOM AOCTUXKEHUIA HayYHO-TEXHMYECKOro Mporpecca B COOTBETCTBUM C NMPOLEAypaMM, yKasaHHbIMU B
Cratbe 21(2).

3TV AeTaNbHble PYKOBOAALIME UHCTPYKLIMM AOSKHbI BbITb Ory6nmKkoBaHbl KoMuccuei,

1. Yro KacaeTcsa BCeX KIMHUYECKUX VICCJ'Ie,EI,OBaHVIl‘/JI, BKJT1IOHada uccnegoBaHus no 6VIO,U,OCTYI'IHOCTVI n
6VIO3KBVIBaJ'IEHTHOCTVI, TO X NJlaHWPOBaHWE, NpoBeAEHMNE N NOATOTOBKA OTYETHOCTU AOJ/IKHbI MPOBOANUTLCA
B COOTBETCTBMU C NMpUHLUMNAMU KauyeCTBEHHOMN KIMHUYECKOW MPaKTUKMK.

Cratbsa 2
OnpeaeneHus

[Ans uenen HacTosiwe MpekTvBbl MPUMEHSIIOTCS Cleaytowmne onpeaeneHus:

(a) «knuMHMYeckoe UccnenoBaHue»: noboe nccneaoBaHUe y NtoAel, HanpaseHHoe Ha YCTaHOBMEHME Uk
NOATBEPXAEHNE KIMHUYECKNX, hapMakonornyeckux n(unum) dapmakoguHammyeckmx 3eKTos 0OAHOMO Un
HeCcKonbkMx nccnegyemoro(bix) nekapcreeHHoro(bix) cpeacts(a) u(nnu) onpeaeneHne nobbix HexenaTenbHbIX
peakLui, CBSA3aHHbIX C OHUM WM HECKOSTIbKUMM UccneayemMbiM(1) nekapcTBeHHbIM(M) cpeactsoM(amu), u(nnm)
M3y4yeHve BCacbiBaHUs, pacnpeaeneHns, Metabonnsma 1 BbiBeAeHUS OQHOrO UM HECKOJbKMUX SIeKapCTBEHHOMO(bIX)
cpeacTs(B) € Uenblo noaTeepxaeHns ero(nx) 6esonacHocTn n(nnmn) abPekTUBHOCTU.

OTO NOHATME BKIOYAET KIIMHUYECKNE UCCNEL0BAHUS, nposoanMble UK B OAHOM, UNTNM HECKOJIbKUX YYpeXaeHUsax, B
OZHOW UM HECKOMbKMX CTpaHax-y4acTHMUax EC.

(6) «MHOroLEeHTPOBOE UCCNEAOBAHME : KIIMHUYECKOE UCCNeaoBaHNe, NMPOBOAMMOE B COOTBETCTBUM C €AMHbIM
NMPOTOKOJIOM, HO B HECKOJTbKUX YUPEXAEHUSAX N COOTBETCTBEHHO HECKOJSIbKMMWN MCCNEA0BaATENSAMU; MPU 3TOM
nccnenoBaTeNibCkue YUpeXXaeH1st MoryT HbiTb PacrofioXeHbl B OAHOM CTpaHe-yYacTHULe EC, HECKOMbKUX CTpaHax-
yyactHuuax EC n(unu) crtpaHax-yyactHuuax EC n TpeTbmx cTpaHax.

(B) «mccnenoBaHue 6e3 BMeLlaTeNnbCTBa»: UCCNeAOBaHUE, B KOTOPOM NlekapcTBeHHoe(ble) cpeacTso(a)
Ha3HayaeTcA(10TCs) 06bIYHBIM CMOCO6OM B COOTBETCTBUM C YC/IOBUSIMU, U3/TOXKEHHBIMW B pa3peLleHnn Ha PbIHOYHYHO
peanu3auuio. Bonpoc 06 «0THeCeHUU» MaLMeHTa K KOHKPETHOM CTpaTeruy fieveHuns He pellaeTcs 3apaHee B
NpOTOKONE UccneaoBaHus. [aHHbli BONPOC peLlaeTcs B COOTBETCTBUM C CYLLECTBYHOLEN NPaKTUKOM, U Ha3HaueHue
npenapaTa YeTKO OTAENIEHO OT PELLEHNS O BKIIOYEHUM NaLMeHTa B uccnefoBaHue. Hukakve apyrue npoueaypsi
AMArHOCTVIKM UM MOHUTOPUWHIA ANS MaUMEHTOB He MPUMEHSIIOTCS, a AJ1st aHanm3a cobpaHHbIX AaHHbBIX UCMOJb3YHOTCS
3NMAEMUONOrUYECKME METOADI.

(r) «Mccnenyemoe nekapcTBEHHOE CPeACTBO>»: (dapMaLieBTUYeckast hopMa akTUBHOM CybcTaHummu unu nnauebo,



KOTOpas UCMbITIBAETCS UN UCMOSb3YETCA B KaUeCTBE 3TafioHa B KIMHUYECKOM UCCNeAoBaHWUK, BKIOYas CPeacTBa,
[N151 KOTOPbIX Y>XKe MOJTy4YEeHO paspelleHne Ha PbIHOYHYH0 peann3aumio, HO KOTopbIe UCMOMb3YHOTCS UK 0hopMASKOTCS
(cbopMa Bbinycka WK yrnakoBka) MHbIM 06pa3oM (OT/IMYHBLIM OT paspeLLleHHON hopMbI), UK KOraa 3TU CpeacTsa
MCNONb3YKTCS MO NMOKa3aHUAM, HE YKa3aHHbIM B Pa3peLlleHny, UK KOraa OHU NPUMEHSIOTCS A1 NONyYeHus
[OMOJTHUTENBHON MHOPMaLMK O paspeLLeHHoW dhopMe.

(8) «cnoHcop»: hU3nyecKoe ML, KOMMaH1sl, YYpeXaeHne unm opraHmu3aumsi, KOTopasi OTBeYaeT 3a
WMHULMMPOBaHWE, PyKOBOACTBO M(MK) UHAHCMPOBaHME KIIMHUYECKOTO UCCefoBaHus.

(e) «nccnenoBaTenb»: Bpay Unv NpeacTaBuTeNb TOW nNpodeccum, Ans KOTOPOol B CTpaHax-y4vacTHuuax EC
[OCTUrHyTa JOrOBOPEHHOCTb O BO3MOXHOCTU NPOBEAEHUS UCCNEOBAHMIA C YY4ETOM COOTBETCTBYIOLLEN Hay4YHOM
MoAroTOBKM U OMbiTa BEAEHMS NMaUMEHTOB. MccnefoBaTenb OTBEYaEeT 3a NPoBeAeHUe KIIMHUYECKOrO UCTbITaHNS B
NCCNeaoBaTeNIbCKOM YupeXxaeHun. Ecnv ucnbitaHve NpoBOAMTCS B UCCIEA0BaTENBCKOM YUPEXAEHUM FPYMNON NnL,
TO UCCNefoBaTeNEM CUMTAETCS PYKOBOAMTESNb, OTBEYUAIOLWMIA 33 PaboTy rpynmbl; ero Takke MOXHO Ha3blBaTb
«rNaBHbIM UCCNIEAO0BATENEM.

(k) «bpolutopa nccnegoBaTens»: COOPHUK KIIMHUYECKMX U HEKTMHUYECKMX AaHHbIX 06 nccnegyemom(bix)
nekapcTBeHHOM(bIX) cpeacTBe(ax), KOTopble MMEIOT OTHOLLEHME K UCCNeA0BaHMI0 npenapaTa(oB) y ntogen.

(3) «NpOTOKON»: AOKYMEHT, B KOTOPOM U3MOXEHbI Lefib(1), MoAenb, MeToAMKa, CTaTUCTUYECKME acneKTbl U
OpraHv3auMoHHas CTPYKTypa UccneaoBaHus. TEPMUH «MPOTOKOS» OTHOCUTCS K MPOTOKOJTY, NOCNEAYIOWMM BEPCUSIM
MpPOTOKOMA ¥ NonpaBkaM K MNPOTOKOSY.

(M) «UCMbITYEMBIN>»: YEeNOBEK, YYaCTBYHOLWMIA B KIIMHUYECKOM UCMbITAHUWU, KOTOPbIA NM60 NPUHUMAET UCCeayeMbli
NeKapcTBeHHbIN NpenapaT unun nnauebo, MMbo BXOAWUT B KOHTPOSIbHYIO rpynmy.

(K) «MHOpMUpPOBaHHOE corfacue»: pelleHne (KOTopoe A0MKHO BbiTb U3NOXEHO B NMCbMEHHOM (opMe 1 Ha
KOTOPOM A0JSIXKHbI CTOSITb AaTa M NOAMNMCK) 06 y4acTUM B KIIMHUYECKOM UCCefoBaHun. [JaHHOe peLleHre
npyHMMaeTcs A06POBOIbLHO NOC/IE HaaNexallero MHhOPMMPOBaHUS O XapaKTepe, 3Ha4YMMOCTH, NOCIEACTBUSX U
pUCKax MCCNefoBaHUs 1 COOTBETCTBYIOLMM 06pa3oM AOKYMeHTUpyeTCs. PelleHne npuHnMaeTcs iobbiM
[eecrnocobHbIM INLOM, MOTYLUMM AaTb cornacve uam (ecnv nnMuo HeeecrnocobHo 1 He MOXKET AaTb cornacue)
ero(ee) 3aKOHHbLIM NpeacTaBuTeneM. ECnn ykasaHHoe Lo He MOXKET AaTb MUCbMEHHOE cornacue, B
UCKIIOYMTENBHBIX ClTyYasix MOXeT 6bITb MPEAOCTaBIEHO YCTHOE COrflacve B MPUCYTCTBUM, MO KpalHel Mepe, 0AHOro
cBuaeTens (B COOTBETCTBUM C TEM, KaK 3TO NPeAyCMOTPEHO HaUMOHasbHbIM 3aKOHOAATEIbCTBOM).

() «3TUYECKUIA KOMUTET»: HE3aBUCUMbIN OpraH B CTpaHe-y4yacTHuue EC, B cOCTaB KOTOPOro BXOAAT CreumnanucTsbl B
061acTV 34paBoOXpPaHEHNS M NPEACTaBUTENN, HE SBASIOLLMECS MeanKaMKn. KOMUTET OTBEeYaET 3a 3aluTy npas,
6e30macHOCTV 1 61aronosyymsi NaLUMEHTOB, YHaCTBYIOLMX B UCMbITAHUK, a TaKoKe 3a NpeaocTaBieHne nybamyHbIX
rapaHTUi TakoM 3alWTbl, KOTOPasi, MOMMMO NPOYEro, BKIOYAET OLIEHKY NMPOTOKO/A UCC/IEA0BaHNsl, COOTBETCTBUS
nccrnenoBaTens v NPUroAHOCTM YUPEXAEHWI, @ TakXKe METOAOB U JOKYMEHTOB, KOTOPblE ByaAyT MCMONb30BaTbCs Asst
MHOPMMPOBaHUS UCTILITYEMbIX U MOMYYEHUS] UX MHPOPMUPOBAHHOMO COracus.

(M) «MHCMEKLMOHHas NMPOBEPKa»: AENCTBIE KOMMETEHTHOW OpraH13aLmMn, CB3aHHOE C 0pULManbHON NPOBEPKON
[OKYMEHTOB, YUYpeXAEeHWI, 3anucei, Mep No obecneyeHmno KauyecTsa, a Takoke JHobbIX APYrvX UCTOYHWUKOB, KOTOPbIE,
MO MHEHMIO KOMMETEHTHbIX OpraHun3aLmii, MoryT BbiTb CBSi3aHbl C KITMHUYECKUM UCTIbITAHUEM U KOTOPbIE MOTYT
HaxXOAMTCS HA MECTe BbIMOSIHEHWS! UCCNIEl0BaHMS], B YUYPEXAEHUSIX CMIOHCOPA MM KOHTPaKTHOW UCCIe0BaTENIbCKOM
opraHv3aumm, unm nbbix ApYrvx CTPYKTypax, B KOTOPbIX KOMMNETEHTHasi OpraHM3aLmus cYMTaeT LenecoobpasHbiM
MpPOBECTW NPOBEPKY.

(H) «HexenaTesibHOe sIBNeHWe»: Ntoboe HebnaronpusaTHOE A5 340POBbS COBLITME Y NaLMEHTa UK YYacTHUKA
KJIMHUYECKOrO UCCIei0BaHMSI, MPUHUMAIOLLErO JIEKAPCTBEHHLIV NMPenapaT, KOTopoe He 06513aTeNlbHO MMeeT
NPUYMHHYIO CBS3b C 3TUM NpenapaToM.

(0) «HexenaTeNbHas peakums»: Bce HeGNaronpusiTHbIE MM HENPEAYCMOTPEHHbIE OTBETHbIE peakLMu Ha
nccneayemblili MEAULIMHCKUIA NpenapaT, CBA3aHHbIE C NI060 NPUHATON 1030M.

(n) «cepbe3HOe HexenaTenbHOe SIBMIEHME UK Cepbe3Has HeXenaTenbHas peakuus»: nobble HebnaronpusTHble Ans
3[10pOBbs CO6LITUS UMK 3hEKTbI, KOTOPbIE MPU NpUeMe Nto601 A03bl MPUBOAST K CMEPTU, NPEACTaB/ISIOT Yrpo3y
AN KU3HKW, TPEBYIOT rocnuTanmsaumm Unn NPoANIEHUs CyLLECTBYIOLLEN rOCNUTaNM3aLMm, Bbi3bIBAOT MNOCTOSIHHYO
WK 3HAUUMYHO HeZleeCcrocobHOCTb UM MHBANMAHOCTL, WU SIBNSIOTCS BPOXAEHHON aHOMasMeN U BPOXXAEHHbIM
MOPOKOM Pa3BUTUS.

(p) «HenporHosvpyeMasi HeXxxenaTeNlbHas peakums»: HexenaTesibHasi peakumsi, XapakTep Uv cTeneHb TSHXeCTH
KOTOpOMI He cornacyeTcsi C NpuMeHnMoi MHdbopMaLumeli o npenapate (Hanpumep, bpolutopa uccneaosaTens Ans
nccrneayeMoro npenapata, Ha KOTOpbIi He MMEETCS Pa3peLLEHNS], UMM KPaTKOE OMMCaHNe XapakTepuCcTUK npenapara
AN npenapaTa, Ha KOTopbIii UIMEETCS paspeLleHme).

Cratba 3
3awuTa UCnbITyeMbIX, YHaCTBYHOLWMX B KIMHUYECKOM UCCieAoBaHUm

1. [aHHas [IMpekTvBa npuMeHsetcs 6e3 yulepba [/t BCeX HaLMOHasbHbIX MOCTAHOB/IEHWI O 3aluTe
UCTbITYEMbIX, YUACTBYIOLMX B KIIMHUYECKVX UCCNEA0BAHMSX, ECIM MO COAEPXKAHMUIO OHM ABNSOTCA 6onee
MCUEpPbIBAIOLLMMM, YEM MOMOXKEHWST HACTOSILLEN [MPEKTMBbI 1 €C/IM OHWU COrMacytoTcs C NpoLeaypamm 1
BPEMEHHbIMX paMKaMK, yKasaHHbIMM B HAcTOSILLEM AOKyMeHTe. [ocyaapcTBa-ynieHbl EC (B Toii Mepe, B



KaKoW [0 HaCTOSILLEro BPEMEHWN OHW HE peann3oBany 3TO) MPUHUMAIOT AeTallbHble NpaBua C Lebio
3alMTBI OT 3710yNOTPe6AeHUI TEX ML, KOTOPblE HECMOCOBHbLI NPEA0CTaBUTL MHGOPMUMPOBAHHOE CornacKe.
2. KnMHMYeckoe MccneaoBaHne MOXET BbiTb BbINMOIHEHO TOMbKO, EC/N:

(a) npeackasyeMble pUCKU 1 Heya06CTBa BblfiM COM3MEPEHbI C OXXMAAEMOM MOMb301 AJis KaXKAOro OTAENbHOro
MCMbITYEMOrO, Y4aCTBYIOLLEro B UCCeA0BaHMM, a TakKe AN1s APYrnx CYLWeCTByOWNX 1 6yayLlumx naumMeHToB.
KnnHnyeckoe nccneaoBaHme MOXeT 6biTb MHULIMMPOBAHO TOMBKO B Cly4Yae, eciv STUYECKUA KOMUTET n(munm)
KOMMETEHTHasi OpraHn3aumnst NPUXOAUT K 3aK/TIOYEHNIO, YTO OXKMaaeMble nonesHble addhekTbl 4na Tepanum nnm
300PpOBbS ONpaBAbIBAET PUCKK; UCCNELOBaHNE MOXKET BbITb MPOLOIKEHO, €C/IM NMOCTOSIHHO KOHTPONMPYETCS
cobnioaeHvne aaHHOro TpeboBaHus.

(6) yyacTByloLLNIA B UCCNIEAOBAHMMN UCTILITYEMBIN UMK (KOrAa@ OH HE MOXET NPeAoCcTaBUTb MHGPOPMUMPOBaHHOE
Cornacue) ero 3aKOHHbIV NPeAcTaBUTENb B NpeaBapuTeNbHOM cobeceoBaHUM C UCCIEA0BATENEM WU YNIEHOM
nccnefoBaTeNbCKOrO KOIMIEKTUBA MMES BO3MOXHOCTb MOMYYMTb NPEeACTaBIeHNE O Lensix, puckax u Heyaobcraax,
CBSI3aHHbIX C UCCNeaoBaHMEM, 1 06 YCrIOBUSIX, B KOTOPbLIX OHO ByAeT NpoBOAMTLCS, @ Takxke 6bln NponHdopMMpoBaH
0 ero rnpaBe 0TKa3aTbCs OT y4acTus B uccneaoBaHum B toboe Bpems.

(B) rapaHTMpOBaHbI NpaBa MCMbITYyeMOro Ha (PU3NYECKYI0 U NMCUXUYECKYHO HEMPUKOCHOBEHHOCTb, Ha
HEMPUKOCHOBEHHOCTb JIMYHOM XXU3HW U 3aLUMUTY KaCaoLMXCS ero AaHHbIX B COOTBETCTBUM AupekTuBol 95/46/EC.
(r) yyacTByloWMIN B UCCNEAOBAHUM UCMLITYEMBIV UK (KOrda OH HEe MOXET NpeaocTaBUTb MHOPMUPOBAHHOE
COrflacue) ero 3aKOHHbIV NPeacTaBUTENb NPeAOCTaBUT NMUCbMEHHOE COorlacue Mnocsie Toro, Kak 6bis
NPONH(OPMUPOBAH O XapaKTepe, 3HAYMMOCTUN, OCHOBAHUSIX M PUCKaX KITMHUYECKOrO NCCNea0BaHus; ecnm
MCMbITYEMbIN HE MOXET NPEAOCTaBUTb COrNlacMe B MUCbMEHHOW (hopMe, B UCKIOUUTENBHBIX CITy4asX MOXET ObITb
npeaoCcTaBeHo YCTHOE cornacue B MpUCYTCTBUK, MO KpanHel Mepe, OAHOMo CBUAETENS B COOTBETCTBUM C TEM, KaK
nNpeaycMOTPEHO B HaLMOHA/IbHOM 3aKOHOAATENbCTBE.

(2) UCMbITyeMbIN MOXET B N060e BPeMsi 0TKa3aThbCs OT Y4acTUs B KITMHUYECKOM UCCNIEA0BaHUM 6e3 Kakoro-nmbo
CBSI3aHHOMO C 3TUM BpeAaa A/sl HEro, 0TO3BaB CBOE MH(OPMMPOBAHHOE cornacue.

(e) npeaycMaTpuBaEeTCs NOMOXEHME O CTPAXOBaHWM MM KOMMNeHcauun yuiepba C Lenbio oxBaTa OTBETCTBEHHOCTM
nccnenoBaTens UM CroHcopa.

1. MeamumHcKas NomoLLb, NpeaocTassemMas UCMbITYEMbIM, U CBSI3aHHBIE C SIEHEHUEM PeLLEHNS OT UX UMEHU
SIBNSIOTCS OTBETCTBEHHOCTbIO Bpaya COOTBETCTBYHOLLEN KBANMUMUKALMN UK, KOFAa 3TO YMECTHO,
KBaNMULMPOBAHHOIro CToMaTosora.

2. WcnbiryemoMy aosmkHa 6biTb cooblueHa nHdopMaLmns 0 KOHTaKTHOM agpece, rAe OH CMOXET MOoNyyYnTb
AOMNOMHUTENBHYIO MH(OPMaLUIO.

Cratba 4
KnuHuuyeckue uccnegoBaHus y HECOBEpPLUEHHOMIETHUX NTNL

MoM1MO NoBbIX APYr1X COOTBETCTBYHOLMX OFPaHUYEHUA, KIMHUYECKUE UCCNeOBaHNS Y HECOBEPLLEHHONETHUX
MOTYT 6bITb BbINOJSIHEHbI TOMBKO, €CNN:

(a) nonyyeHo MHGOPMMPOBAHHOE COTacke PoAUTENEN UM 3aKOHHOMO NMPeACTaBUTENS; Corflacue A0/MKHO OTpaXaTb
npeanosiaraemMyto BOJO HECOBEPLUEHHONETHEr0; OHO MOXET BbITb 0TO3BaHO B Ntoboe Bpemsi, 6e3 ywepba ans
HeCcoBepLLEHHONETHErO;

(6) HecoBepLUeHHONETHUM MNosTyYeHa MHbopMaums (B popMe, COOTBETCTBYIOLLEN ero CrnocobHOCTU NOHSTL ee) 06
MCCNeaoBaHMK, ero pyUckax M nosib3e OT NepcoHana, UMEKLLEro OnbIT paboTbl C HECOBEPLLEHHONETHUMY;

(B) YeTKoe noxXenaHue HeCoBEPLUEHHONETHErO (KOTOpbIN criocobeH chopMMpoBaTh MHEHME U OLEHUTb 3Ty
MHbOPMaLMIO) 0TKA3aTbCs OT y4acTus UM BbiTb BbIBEAEHHBIM U3 KIIMHUYECKOr0 UCCNeA0BaHMS B Ntoboe BpeMst
YUYUTLIBAETCS MCCNeoBaTeNeM UK, FAe 3TO YMECTHO, MaBHbIM UCCefoBaTeneM;

(r) He NpeaoCTaBNSAOTCS HUKaKME MaTepuanbHble BO3HarpaXaeHns U MHAHCOBbIE MOOLLPEHNS, KpoMe
KoMneHcauum;

(8) B pesynbTaTe KIMHUYECKOrO MCCNeAO0BaHNS MONyYeHa HEMOCPeACTBEHHAs Mob3a AN rpynnbl NALMEHTOB U
TONbKO, KOrAa Takoe Hay4YHOoe WMCCnefoBaHWe UMEET CYLLECTBEHHOE 3HauYeHUe AN NOATBEPXKAEHUS AaHHbIX,
MOSTyYEHHBbIX Y ML, CMOCOBHBIX NPeAoCTaBUTb MHPOPMUPOBAHHOE COracue, Uy Npu NOMOLUM ApPYyrnx METOLOB
nccneposaHus. Kpome Toro, Takoe Hay4dHoe UccnefoBaHue A0MKHO MMETb HEMOCPEACTBEHHOE OTHOLLEHME K
KJIMHUYECKOMY COCTOSIHUIO, OT KOTOPOro CTpafiaeT HECOBEPLUEHHOMNETHUIM, MW HOCUTb TaKoM XapaKTep, B CBSI3U C
KOTOPbIM OHO MOXET ObITb BbIMOIHEHO TONIbKO Y HECOBEPLLEHHONETHHUX;

(e) BbIMONHATCSA COOTBETCTBYIOLUME HAYYHbIE MPUHUMMLI YNIpaBneHus;

(3K) KIMHUYECKME UCCNeAO0BaHMS CNaHMPOBaHbI C Lefbio MUHUMM3aumum 60nm, anckomdopTa, CTpaxa uam apyrux
npeacKasyeMblX PUCKOB, CBSI3aHHBIX C 3a60neBaHMeM 1 3TarnoM B pa3BUTMKM; HEOH6XOAMMO NPOBECTU CreumnanbHoe
ornpeaesneHne nopora pucka 1 cTeneHu AMCTpecca 1 NOCTOSHHO NMPOBOAUTL 3@ HUMMW KOHTPOSb;

(3) ITMYECKMII KOMUTET, UMEIOLLMIA OMbIT PaboTbl C NeAUaTPUYECKUMU NMaLMEHTAMM UM NMOCE KOHCYbTaLui no



KINMHUYECKNM, 3TUHECKNM N NCUXOCOLMaSIbHbIM npo6neMaM B obnactu neamaTpun OﬂO6pVIJ'I NPOTOKON; "
(M) MHTEPECHI NauueHTa BCerga AOMUHUPYOT Had UHTEPECAMN HAaYKU U obuiecTsa.

Cratba 5
KnuHnuyeckue nccneqoBaHus y Hefeecnoco6HbIX B3pOC/bIX JIUL, KOTOPbIe He MOIyT NpPeAoCTaBUTb
npeaycMoTpeHHoe 3aKOHOM MHhOpPpMUPOBaHHOE corsacue.

B cnyvae, koraa Apyrve nuua He MOryT NpeAoCTaBUTb NPeAyCMOTPEHHOE 3aKOHOM MH(OPMUPOBAHHOE COoracue,
NMPUMEHSIOTCS BCE COOTBETCTBYIOLME TpeboBaHUS, NepeyncienHble Ans nuL, CNocobHbIX NPeAoCTaBUTb Takoe
cornacvie. NMoMmUMO ykasaHHbIX TpebOBaHUI, BKIIOUYEHNE B KIIMHUYECKUE UCCIIEA0BaHNS! HeleeCrnoCOBHbIX B3POCSIbIX
JIL, KOTOPbIE He NpeaocTaBuv MHPOPMUPOBAHHOE COrlacue MW He OTKas3anuncb OT ero NpeaocTaB/ieHns 4o
HaCTYMeHNs y HUX HeAeecnoCcobHOCTY, pa3peLlaeTcs TOMbKO, ecu:

(a) nonyyeHo MHMOPMMPOBAHHOE Cornacue 3aKOHHOro NpeaCTaBUTeNs; Corlacue AOMKHO OTpaXaTb
npeanonaraeMyto BOO UCMbITYEMOro 1 MoXeT BbITb 0TO3BaHO B t0boe BpeMs 6e3 yuwepba Ans ucnelTyemoro;

(6) nMUOM, KOTOpPOE He MOXET NPeAOCTaBUTb NPeayCMOTPEHHOE 3aKOHOM MH(OPMUPOBAHHOE Cornacue, nosyyeHa
MHdopMauus, popMa KOTOPON COOTBETCTBYET ero(ee) CnocobHOCTH NMOHUMaTL Te AaHHbIE, KOTOPbIE KacatoTCs
NCCNEeA0BaHMS, PUCKOB M MOMb3bl;

(B) YeTKO BbIpaXKeHHOE MOXKeNaHUe UCMbITYEMOro, KOTOPbIV CnocobeH cchopMMPOBaTL MHEHWE U OLEEHUTb 3Ty
MHOPMaLMIO, OTKA3aTbCA OT y4acTUs B KIIMHUYECKOM UCMbITaHUM Unuy 6biTb BbIBEAEHHBIM U3 HEro B Jlloboe BpeMs,
YUUTbIBAETCS MCCnefoBaTenieM UK, Koraa 3To YMeCTHO, MMaBHbIM UCCiefoBaTeneM;

(r) He NpeaoCTaBNAIOTCA HUKaKMEe MaTepuaribHble BO3HArpaxaeHus n MHaHCOBbIE NMOOLLPEHUs, Kpome
KOMMeHcauuu;

(8) Takoe Hay4yHOe MccneaoBaHVE UMEET CYLLECTBEHHOE 3HaYeHne AN NOATBEPXKAEHWS AAHHbIX, MONYYEHHbIX B
KIMHUYECKMX UCCNEA0BAHMSX Y NnL, CNOCOBHbIX NPeAoCTaBUTb MHPOPMUPOBAHHOE COracue, UM NOAYYEHHbIX Npu
MCNONb30BaHUW APYrMX HAYYHO-UCCNEA0BATENbCKUX METOAOB, U UMEET HEMNoCpPeACTBEHHOE OTHOLEHMWE K
YrpoXaroLeMy XW3HU UK paccTpavBatoLLleMy 340POBbe KIIMHUYECKOMY COCTOSIHUIO, OT KOTOPOro CTpajaeT
3a/1e1CTBOBaHHOE B UCCej0BaHUM HeieecrnocobHoe B3pocsioe nvuo;

(e) KIMHNYecKne UccneaoBaHns CNNaHMPOBaHbI C Lenbio MUHUMU3auuK 60m, auckoMdgopTa, CTpaxa unn Apyrmx
npeackasyeMblX PUCKOB, CBA3aHHbIX C 3ab0neBaHNeM 1 3TarnoM B pas3BuUTuM; He0bXx0aAMMO NPOBECTU CneumanbHoe
onpejeneHne nopora p1ucka u CTeneHn AMCTPEecca U NOCTOSIHHO NMPOBOAWTL 3@ HMW KOHTPO/b;

(k) DTUYECKMIA KOMUTET, UMEIOLLMI OMbIT PaboTbl C COOTBETCTBYIOLLMMM 3a60NIEBaHUSIMU 1 FPyNNaMy NauueHToB Um
nocne KOHCyNbTauui Mo KIAMHUYECKUM, STUYECKUM U NCUXOCOoLMalbHbIM nNpobnemamM B 06n1acTu, CBS3aHHOM C
COOTBETCTBYIOLMMM 3a60M1€BaHUAMY U 3a4€MCTBOBAHHLIMU FPYNNaMu NauMeHToB, 0A06pus NpoTOKOS;

(3) MHTepeckl NaumeHTa BCceraa AOMUHUPYIOT HaA4 UHTEpecamMm Hayku v obLecTsa; v

(1) uMetoTCa OCHOBaHUA MpeanonaraTb, YTO Ha3HaAYeHMe NCCNeAyeMOro IeKapCTBEHHOro CpeacTBa obecneunTt Ans
NaLMeHTOB NOJb3y, MPEBOCXOAALLYIO PUCKM, UK BOODLLE HE CO3AACT PUCKOB.

Cratbsa 6
ITUYECKU KOMUTET

1. [nsa uenel BbINOSHEHUS KIMHWUYECKUX UCCTIEA0BaHNI rocyAapcTBa-yneHbl EC npeanpyvHMMaioT Mepbl,
HeobxoanMble AN co3aaHns n paboTbl ITUHECKMX KOMUTETOB.

2. DTUYecKuii KOMUTET NPeACTaBSIET CBOKO OLEHKY (A0 TOro, Kak HaYHETCS KIIMHUYECKOe UCCieoBaHNe) No
noboMy 3anpoLLeHHOMY BOMpOCy.

3. Mpwu popMmpoBaHMM OLEHKN DTUHECKMM KOMUTETOM, B YAaCTHOCTW, pacCMaTPUBAETCS cieayioLlee:

(a) peneBaHTHOCTb K/IMHWYECKOro UCCEeA0BaHMSl U MOAENM UCCNeA0BaHUS;

(6) y6eanTenbHOCTb NMPOrHO3a OXXMAAEMbIX PUCKOB 1 MOJb3bl, KOTOPbIV TPEBYETCA B COOTBETCTBUM cO CTaThel 3(2)
(a), n 060CHOBaHHOCTb BbIBOAOB;

(B) npoTokon;

(r) KOMNETEHTHOCTb MCCNeaoBaTeNsl U BCNIOMOraTeslbHOro NepcoHana;

(n) 6powiopa nccneposaTens;

(e) KaYeCTBEHHbIW YPOBEHb YUPEXAEHUN;

(>k) LOCTaTOYHOCTb M NOJSIHOTa NPEeAOCTaBASEMOM NUCbMEHHON MHGOPMaLMK U Npoueaypbl, koTopasi byaet
BbINOMHATLCSA 4151 NOMyYeHns: MHDOPMUPOBAHHOMO COrnacus, a Takxke Ans 060CHOBaHWS Hay4YHOro UCCNef0BaHUS Y
MWL, HECMOCOBHBIX MPeAOCTaBNUTb MHAOPMUPOBAHHOE COrlacue, B TOM, YTO KacaeTcsl CreumasibHbIX OrpaHUYeHuni,
M3N0XeHHbIX B CTaTbe 3;

(3) nonoxeHwe o Bo3MeLLeHUM yiuepba Wan NpeaocTaBeHMN KOMMEHCAUMK B CyYasix MpUYNHEHUS Bpeaa Uin



CMepTK, KOTOpble MOryT HbITb OTHECEHbI K KIIMHUYECKOMY UCCIEA0BaHUIO;

(v) moboe cTpaxoBaHue UM BO3MeLLeHWe yulepba s 0XBaTa OTBETCTBEHHOCTU UCCNIEA0BaTeNs N CMIOHCOPa;
(K) cyMMbI 1, KOrA@ 3TO YMECTHO, OpraHn3aLUMOHHbIE Mepbl AJ1s BbIMaThl BO3HArpaXaeHust Uy KoMneHcaumm
UccnefoBaTesisiM U UCTIbITYEMbIM, @ TakXKe 3HaUMMble acrneKThbl N0H0ro cornalleHnst Mexzay CnoHCopoM v 6a3oil, Ha
KOTOPOW BbINONHSIETCSA UCCNIEl0BAHNE;

(n) opraHusauus Habopa UCMbITYEMbIX.

1. HecMmoTpsi Ha nonoxeHus HacTosiwen CTaTbu, CTpaHa-ydacTHULA EC MOXET peLunTb, YTO KOMMETEHTHas
OpraHv3aumsi, KoTopasi Ha3Ha4yeHa eto ans uenei CtaTby 9, OTBEYAET 3a PaCCMOTPEHME U BbipaXKeHue
MHEHWS MO BOMpOCaM, yKasaHHbIM B nyHkTax 3(1), (k) u (n) aaHHoi CtaTbu. Koraa ctpaHa-ydactHuua EC
cama MCnonb3yeT 3TO NOOXeHWe, OHa yBeaomnseT KoMmccunio, Apyrnx CTpaH-y4acTHUL U YnpasneHwve.

2. Y 3TnUYecKoro KOMUTETa MMEETCS MakcMMyM 60 AHeN OT AaTbl MOMyYEHUs AEMCTBUTENbHOMN 3asiBKU ANS
npeaocTaBeHnst 060CHOBAHHOW OLIEHKM 3asiBUTENIO U KOMMETEHTHOWN OpraHM3aummn B COOTBETCTBYHOLLEN
cTpaHe-y4yacTHuue EC.

3. B TeueHue nepuoaa sKcnepTusbl 3asBkK A1 POPMUPOBAHMS OLIEHKU DTUUYECKMIA KOMUTET MOXET OAMH pa3
3anpocnTb UHGPOPMALIMIO, AOMOSHAOLLYO Ty MHMOPMaLMIO, KOTOpas YXe NpeaoCcTaBfeHa 3asBUTENEM.
[JomxkHa 6bITb caenaHa NpMOCTaHOBKa B MCUMCIEHUN NMepUoAa BpeEMEHM, YKa3aHHOro B MyHKTe 5, o
nosly4YeHns: AOMONHUTENbHON MH(OPMaLMn.

4. He paeTca HMKaKoe pa3pelleHune Ha npoaneHne 60-AHEBHOro cpoka (CM. NyHKT 5), 3a NCKIOYEHEM
CNyyasi, Koraa B UCCMef0BaHusi BKIIOYEHbI JIEKAPCTBEHHbIE CPEACTBA A1t FeHHOW Tepanuv Uu
COMAaTUYECKOW KIIETOYHOM Tepanuu Unn nekapCTBEHHbIE CPeACTBa, coaepKallume reHeTUYECKU
MOANMULMPOBaHHbIE OPraHn3Mbl. B 3TOM crlyyae paspeluaeTcs NpoAneHe Cpoka MakcMMyM Ha 30 gHew.
YTo KacaeTcs 3TUX NpernapaToB, TO YKasaHHbI 90-AHEBHbIN NeEpPUOA MOXKET 6bIiTb NMPOAJIEH elle Ha 90 aHel
B CJTy4ae KOHCY bTaLMiA pynnbl UM KOMUTETA B COOTBETCTBMW C MpaBUIamMu U npoleaypamm
3aMHTEpPEeCcoBaHHbIX CTpaH-yyacTHUL EC.B crnyyae kCeHOreHHOM KETOYHOM Tepanuu Ans nepuoga
npeaoCTaBeHns paspeLleHnst BpEMEHHbIE OrpaHNYeHnst OTCYyTCTBYIOT.

Cratba 7
EanHoe MHeHue

[Nt MHOTOLEHTPOBbIX KITMHUYECKUX UCCNEA0BaHUIA, OFpaHUYEHHbIX TEPPUTOPUEN OAHOM CTPaHbI-yYacTHUUBI EC,
CTpaHbl-y4acTHMLbI YUPEXAAIOT npoueaypy, npeaycMaTpuBatoLLyto (He 3aBUCMMO OT KOJTMUYECTBA STUUECKUX
KOMUTETOB) NPUHSATUE eANHOM NMO3ULIMKU TAKoM CTpaHoM-ydacTHuLel EC.

B cnyyae, koraa MHOTOLEHTPOBbIE K/IMHUYECKME UCCIIEA0BaHMS NPOBOASATCS OJHOBPEMEHHO B HECKOJIbKMX
rocygapcrtBax-unieHax EC, eanHoe MHEHVE BbIpaXkaeTcsl KaX/biM rocyAapcTBOM-usieHoM EC, 3a4eMCTBOBaHHbIM B
KJIMHUYECKOM MCTbITaHWUM.

Cratba 8
[eTanbHoe pyKoBOA4CTBO

Komuceuns, B KOHCybTaumm ¢ rocygapcrasamu-yneHamu EC n 3anHTepecoBaHHbIMU CTOPOHaMK, pa3pa6aTb|BaeT 7
I'IY6J'IVIKYET AE€TaNbHblE UHCTPYKLUMN MO dJopMe 3asBKe U AokyMeHTauun. OHKM BKIIOYAKOTCS B 3anpoc Ha NpoBeAeHne
SKCNepTU3bl 3TUHECKNM KOMUTETOM, B YaCTHOCTU, B OTHOLLEHUN npenocrasnﬂeMoﬁ MNCMbITYEMbIM VIHCbOpMaLl,VIVI n
COOTBETCTBYHOLMNX rapaHTvu7| 3aLLUNTBI IaHHBIX O JINYHOW XXUZHU.

CraTtbsa 9
Hauasno KMHu4YecKoro nccreaoBaHus

1. TocypapctBa-uneHbl EC npeanpuHUMMaloT Mepbl s CObMtoaeHns NpoLeaypbl, KOTopast M3M0XKeHa B
HacToslen CTaTbe U KOTopasi NPeAyCMOTPEHA A1t Havana KIIMHUYECKOro UCCeA0BaHus.

CrnoHCOp MOXET He HauMHaTb KIMHWYECKOE [0 MOMyYeHust 61aronpusiTHOM OLEHKM OT ITUYECKOro KOMUTETa, a
TaKXkKe B Cyyasix, KOoraa KOMMeTeHTHasi OpraH13aumst 3aMHTepecoBaHHOro rocyaapctaa-yneHa EC He
npovHbOpMMpoBana CroHCOPa O KakmMx-Mbo OCHOBaHMWSIX A5 0TKasa

MpuHATUSA 3asBKK. Mpoueaypbl, CBS3aHHbIE C MPUHATUEM 3TVX PELUEHWUI, MOTYT OCYLLECTBAATLCS NMapasienbHO Un
He napannenbHo (Ha YCMOTPEHME CMOHCOopa).



1. TNepep Havanom n6Oro KNMHUYECKOro uccnefoBaHus Tpedyercs, YTobbl CMOHCOP NPeACTaBu AOKHbBIM
06pa3oM 0opMIEHHYIO 3asBKY Ha paspeLleHVe B KOMMETEHTHYO OpraH13aumio rocygapcrsa-yneHa EC, B
KOTOPOM CMOHCOP M/IaHUPYET NPOBOAUTL KITMHUYECKOE UccneaoBaHue.

2. Ecnu koMneTeHTHasi opraHv3aums rocyaapcrsa-yneHa EC yBegomnseT crnoHcopa 06 0CHOBaHMSAX ANs
HenpuATUSA 3asBKK1, CNOHCOP MOXET (TOMIbKO OAMH Pa3) BHECTW MOMPaBKN B COAEPXKAHNE 3asiBKM,
YNOMSIHYTOW B MyHKTE 2, YTOObI YKa3aHHbIE OCHOBaHMSI HaLWIM B HEW OTpaxkeHne. Ecm cnoHcop He MoxeT
BHECTW COOTBETCTBYIOLLME MOMPaBKM, 3asiBKa CYUTAETCS OTK/IOHEHHOM, 1 KIIMHWYECKOe UCCefoBaHue He
MOXET 6bITb Ha4aTo.

3. PaccMoTpeHue A0MkHbIM 06pa3oM NOArOTOBNEHHOW 3asiBKM Ha MOJTyYeHUe pa3peLleHunst OT KOMMETEHTHON
opraHusaumn (Kak ykasaHo B MyHKTe 2) BbINOSHAETCS N0 BO3MOXHOCTH BbICTpee, 1 ero Cpok He MoXeT
npe.biWwaTth 60 AHeN. FocyaapcTBa-yneHbl EC MoryT yka3aTb nepuoa meHee 60 AHel B paMkax cdepbl Ux
OTBETCTBEHHOCTM, €C/IN 3TO HE NMPOTUBOPEUUT CYLLECTBYIOLLEN NpaKTUKe. TeM He MEHee 10 OKOHYaHMS
3TOro NepMoia KOMMEeTEHTHas OpraHM3aLms MOXET YBeOMUTb CMOHCOpa 06 OTCYTCTBUM OCHOBaHWM Asis
HEMPUHATMS 3asBKW. Hukakoe JanbHelwee NpoaseHne neproaa, ykasaHHoOro B NepBOM MOAMNYHKTE, He
[OMyCKaeTcs, 3a UCK/OYEHVEM CrTyyasi, KOraa BbIMOMHAOTCS NCCIEeA0BaHMS TEKAPCTBEHHbIX CPEACTB,
yKa3aHHbIX B MyHKTe 6 (ANs HUX paspeluaeTcs npoaneHne MakcumMym Ha 30 aHei). [Ins ykasaHHbIX
npenapatoB 90-AHEBHbIN Nepuos MoXeT ObITb NpoaneH ewe Ha 90 AHeN B crlydae KOHCYNbTaumu rpynibi
WM KOMWUTETa B COOTBETCTBMM C MpaBuIaMun 1 npoueaypamMmm COOTBETCTBYIOLEro rocyaapcraa-yneHa EC. B
Clyyae KCEHOMreHHOW KIIETOYHOW Tepanuy B OTHOLLEHUW Nepuoaa, He06X0AUMOro s MoyYeHus!
pa3peLUeHsi, BPEMEHHbIX OrPaHNYEHNI He CyLLeCTBYeT.

4. be3 ywepba ans nyHkTa 6 MOXeET NoTpeboBaTbCs NMCbMEHHOE pa3peLleHne A0 Havana KIMHUYECKMX
UCMbITaHWIN. DTO KacaeTCsl UCCeoBaHUA TaKMX JIEKAPCTBEHHBIX CPEACTB, ANSt KOTOPbIX OTCYTCTBYET
pa3peLleHne Ha PbIHOYHYIO peanusaumio B paMkax 3HaveHus OupekTuebl 65/65/EEC n KoTopble YNOMSHYTbI
B Yactu A Mpunoxerus K Mpasuny (EEC) N2 2309/93, a Takxe Apyrux ieKapCTBEHHbIX CPEACTB C 0COObIMM
XapaKTepUCTMKaMm, K NpUMepY, TaknX JIEKaPCTBEHHbLIX MpernapaToB, Y KOTOPbIX akTUBHbIN(bIE)
nHrpeaneHT(bl) aBnseTcs(oTcs) buonornyeckum(Mmm) NPoayKTOM(aMmn) YeN0BEYECKOTO UM XXMBOTHOIO
NMPOVCXOXAEHUS UM KOTOpble coaepxxaTt BMonornyeckne KOMMOHEHTbI YENOBEYECKOrO N XMUBOTHOMO
NPOVICXOXAEHUS, UIN AN MPOU3BOACTBA KOTOPbIX TPEOYIOTCA BbllleyKa3aHHbIE KOMMOHEHTHI.

5. TncbMeHHoe paspelueHne TpebyeTcst A0 Havana KIMHUYECKMX UCCNeA0BaHMIN NekapCTBEHHbIX NpenapaToB
A5 FeHHOMN Teparnumn, COMaTUYECKON KNeTOYHON Tepanum 1 BCEX NeKapCTBEHHbIX CPEACTB, COAEPXALLMX
reHeTu4eckn MoanuumMpoBaHHble opraHn3Mbl. He MOryT NpoBOANTLCS HUKAKWE UCCNEA0BaHUS NPenapaTos
FEHHOW Tepanuu, KOTopble NPUBOAAT K MOAUMUKALMMN FeHETUYECKON MAEHTUYHOCTM rarnouaHbIX KIETOK
UCNbITYEMOrO.

6. YkKasaHHoe paspeLleHue BblaaeTca 6e3 yuiepba ans npumeHeHust Avpektu Coseta 90/219/EEC ot 23
anpens 1990 roaa no orpaHMYEHHOMY UCMOIb30BAHMIO FTEHETUYECKN MOANMDULMPOBAHHbIX
MukpoopraHn3mos (9) n 90/220/EEC ot 23 anpens 1990 roaa no npegHaMmepeHHOMY BblI6pOCy reHeTU4ecKn
MoAMMULMPOBaHHbIX OPraHM3MOB B OKpy>katoLyto cpeay (10).

7. B koHCynbTauuu ¢ rocypapcresammn-uneHamm EC Komuceuns nogrotaBnusaeT u nybnvkyeT aeTanbHoe
PYKOBOACTBO MO CreaylowmM Bonpocam:

(a) dbopmMa 1 cogepxxaHme 3asBKkK, YNOMSHYTOW B MyHKTE 2, @ Takke AOKyMeHTaumus (KoTopasi A0/MKHA 6bITb
npefcTaB/ieHa B MOAAEPKKY TakoM 3asiBKW) MO BOMPOCaM KauyecTBa M MPOM3BOACTBA UCCIEAYEMOrO IEKAPCTBEHHOTO
CPeAcTBa, pe3ynbTaThbl S06bIX TOKCMKOIOrMYECKUX U (hapMaKoIorMyeckmx UCCIeaoBaHniA, MPOTOKOM U KITMHUYECKWE
[aHHble 06 nccnegyeMoM nekapCcTBeHHOM CpeacTBe, BKtoYas bpoLutopy uccnegosarens;

(6) bopma 1 copeprkaHne npeanaraeMor Nonpaeky, YNoMsiHyTon B nyHkTe (a) CtaTby 10 B OTHOLLEHUM 3HAYUMbIX
MonpaBoK, BHOCMMbIX B NMPOTOKOJT;

(B) 3asBNeHne 06 OKOHYAHMN KIIMHUYECKOrO UCCEeA0BaHMS.

CraTtbsa 10
BbinoJsiHeHUe KJIMHNYECKOro uccsieaoBaHus

MonpaBKky MOryT BHOCUTLCS! B XOAE BbINOIHEHUS KIIMHUYECKOTO UCCIEA0BaHNUS B COOTBETCTBUM C U3MI0XKEHHOW HUXKE
npoLeaypoii:

(a) mocne Toro, Kak Ha4YHETCS KMHUYECKOe UCCNeA0BaHMe, CMOHCOP MOXET BHECTM NMOMpaBku B MPOTOKo. Ecnn
Takue NornpaBKy CYLLECTBEHHbI U UMEETCS BEPOSITHOCTb TOr0, YTO OHM MOBAUSIIOT Ha 6€30MacHOCTb UCMbITYEMbIX WU
NpuBEAYT K U3MEHEHMIO TOIKOBAHUS Hay4HbIX JOKYMEHTOB B MOAAEPXKKY NPOBEAEHUS UCCNEAOBAHMS, UM YTO OHU
MMEIOT 3HA4YMMOCTb B KaKOM-TO MHOM CMbIC/E, CIOHCOP YBEAOMIISIET KOMMETEHTHbIE OpraHn3aLmm
3apeiicTBoBaHHoOro(ux) rocyaapcre(a)-yneHa(os) EC o npuumnHax 1 coaep)aHum 3TUX NOMpPaBoK, a Takxke
UHOPMUPYeET 3aeNCTBOBaHHbIN(ble) 3TUYeckuii(ne) komuteT(bl) B COOTBETCTBUM cO CTaTbsiMu 6 1 9. Ha ocHoBaHUM
[eTanbHbIX AaHHbIX, YNOMsIHYTbIX B CTaTbe 6(3) U B cOOTBETCTBUM CO CTaTbell 7 ITUYECKUIN KOMUTET NpefoCTaBnseT
OLIEHKY B TeYeHne MakcuMyM 35 AHel ¢ AaTbl NoMyYeHnst NpeanaraeMon NornpaBky B COOTBETCTBYHOLLEN U
Haanexaluei cdopme. Ecnv aTa oueHka HebnaromnpusTHa, COHCOP MOXET He BHOCUTb MOMpPaBKy B MPOTOKOII.

Ecnu 3Tnyeckmin KOMUTET faeT 61aronpusTHYIO OLEHKY U €C/IM KOMMETEHTHbIE OpraH13aLmmn rocyaapcTe-yneHos EC



He NpefCTaBWM OCHOBaHMWIM ANsl HENPUHSTUS BbILLEYTNOMSIHYTbIX CYLLECTBEHHbIX NMOMPAaBOK, CMIOHCOP MPUCTYMAET K
NPOBEAEHMIO KITMHNYECKOrO UCCNIEA0BaHMSI B COOTBETCTBUM CO CKOPPEKTMPOBAHHBLIM NMPOTOKOMOM. Ecnm
00CTOATENLCTBA CKNAAbIBAKOTCS MHLIM 06Pa30M, CMIOHCOP MO0 NPUHMMAET BO BHUMaHWE OCHOBaHWS A4J1s HEMpUATUS
M COOTBETCTBEHHO aZanTUPYET npeaaraeMyto NonpaBKy K MPOTOKOJY MM OTBOAWT MpeasiaraeMyto nornpasky;

(6) 6e3 ywepba ana nyHkTa (a), ¢ y4eToM 06CTOSTENbCTB, 0COBEHHO NMPU Pa3BUTUM NO6Oro HOBOTO SIBNIEHNUS,
OTHOCSILLErocs K MPOBEAEHUIO MCCEA0BaHNS UM pa3paboTke HOBOro NIeKapCTBEHHOIO CPeACTBa, KOrAa Takoe HOBOe
SIBNIEHNE MOXET Oka3aTb BO3AENCTBME Ha 6e30NacHOCTb UCMLITYEMBbIX, CMIOHCOP M UCCNIeAoBaTe b NpeanpUHUMAtOT
Haz/iexalume CpoYHble Mepbl 6€30MacHOCTM C LENbIO 3alMTbl UCMBITYEMbIX OT HEMOCPEACTBEHHOW OMAcHOCTY.
CnoHcop He3aMeanmTeNbHO MHGOPMMPYET KOMMETEHTHbIE OpPraHM3aLmy O TakMX HOBbIX SIBMIEHUSIX U NMPEANPUHATBIX
Mepax, a Takxke obecrneymBaeT 0AHOBPEMEHHOE YBeAOMIEHNE DTUYECKOrO KOMUTETA;

(B) B TeyeHre 90 AHeN Noc/ie OKOHYaHMs KIIMHMYECKOro UcCieaoBaHusi CMOHCOP YBEAOMSIET KOMMETEHTHbIE
OpraHmsaumm CoOTBETCTBYHOLLMX rocyaapcTs(a)-uneHa(os) EC n 3Tnyeckme KOMUTETbI O TOM, YTO KIIMHUYECKOE
nccrnenoBaHMe OKoHYeHo. Ecnin nccnenoBaHme A0MKHO ObiTh 3aBEPLUEHO NPEXAEBPEMEHHO, YKa3aHHbIV nepuoa
cokpallaeTcs Ao 15 aHel, U MPUUMHBI 3TOFO YETKO PasbsICHSIOTCS.

Cratbs 11
06MeH uHdopmaumen

1. TocypapctBa-uneHbl EC, Ha TeppUTOPUM KOTOPbIX BbIMOHAETCS KIIMHUYECKOE UCCNeN0BaHNE, BKIKOYAKOTCA
B €BPOMNECKYI0 6a3y AaHHbIX, K KOTOPOW MOryT MOMYUYUTb AOCTYN TONbKO KOMMETEHTHbIE OpraHM3aLmm
rocygapcrs-uneHoB EC, YnpasneHue n Komnceus:

(a) BbIAEPXKM M3 3asBKN Ha pa3pelleHne, ynomsiHyToe B Ctatbe 9(2);

(6) nobble nonpaBku K 3asiBKe B COOTBETCTBMU C TEM, Kak npeaycMoTpeHo B CtaTbe 9(3);

(B) ntobble MonpaBKM K NPOTOKOJY B COOTBETCTBUM C TEM, KaK NpeaycMOTpeHo Anst nyHkTa (a) Ctatbu 10;
(r) bnaronpusiTHasl oueHka STUYECKOro KOMUTETa;

(n) 3asBneHne 06 OKOHYaHUK KIMHWYECKOro UCCNeaoBaHust;

(e) ccoinka Ha NPOBEPKM Ha NpeaMET COOTBETCTBUSI KQUECTBEHHOW KIIMHUYECKOW NMpaKTUKe.

1. Mo obocHoBaHHOMY 3anpocy Ntoboro rocyaapcrea-yneHa EC, YnpaBneHus unmn Kommnccumn, KoMneTeHTHas
opraHmsaums, B KOTOpYo 6biia npeacTaBeHa 3asBka Ha pa3peLleHne, NpeaocTaBiseT BCO
[JONONHUTENBHYIO MH(MOPMALIMIO, KACaoLLYIOCS KIIMHUYECKOro UCCIe0BaHUs, MO KOTOPOMY MMEKTCS
BOMPOChI, MOMUMO AaHHbIX, KOTOPbIE Y)Ke BHECEHbI B €BPOMENCKYIO 6a3y AaHHbIX.

2. B KoHcynbTaumm ¢ rocyaapcreamMu-yneHamm EC Kommcens nogrotaBnmeaeTt n nybnunkyeT aetanbHoe
PYKOBO/ICTBO MO PENEBAHTHbIM [laHHbIM, KOTOpbIe ByAyT BK/IOYEHbI B €BPONENCKyto 6a3y AaHHbIX. OTa 6asa
[aHHbIX, @ TaKXKe MeTOAbI 3MIEKTPOHHON Nepeaayn AaHHbIX MCNONb3yTCs KoMuccuel npu coaencTamnm
YnpasneHusi. Takum 06pa3oM, NoAroTOBNEHHOE AeTanlbHOe PYKOBOACTBO obecneymBaeT CTporoe
cobnogeHve KOHMNAEHLUMANBHOCTA AaHHbIX.

Cratbsa 12
MpuocTtaHoBKa Uccnefo0BaHUA WIN HapyLUEHUsA

1. B cnyyasx, ecnu rocygaapcrBo-uneH EC nmeeT 06bekTVBHbIE OCHOBaHWS A5 NPEAMnONOXeHUs O TOM, YTO
N3M0XeHHble B 3asBKe Ha pa3pelueHue ycnosus (cM. CtaTtbio 9 (2)) nepecTatoT BbINONHATLCS, UK, eCnn
rocygapcrtso-uneH EC pacnonaraeT AaHHbIMM, CTABALWMMU MO COMHEHME 6e30MacHOCTb UM HAayUHYIO
060CHOBaHHOCTb KJIMHUYECKOr0 UCCeA0BaHMs, OHO MOXET NMPUOCTaHOBUTb UM 3aMpeTUTb KIIMHUYECKoe
nccneaoBaHve, yseaoMms 06 3TOM CrioHcopa.

[10 NpUHATUA peLleHnst rocyaapcTBo-uneH EC (3a UCKIIOUYEHNEM CllyYaeB, KOraa UMEETCS HEM36EXHbIN PUCK)
3anpaLnBaEeT croHcopa M(unmn) uccneaosaTesnis 06 MX OLIEHKE, KOTOpast 0MHKHA BbiTh NPEACTaB/eHa B TEUEHME
of4HOWN Hepenu.

B 3TOM c/yyae 3a4eiCcTBOBaHHas KOMMETEHTHAsH OpraHu3aLmMs He3aMeaIMTEeNIbHO UHOPMUPYET Apyrie
KOMMETEHTHbIE OpraHM3aLunmM, COOTBETCTBYIOLMIA DTUYECKUIA KOMUTET, YrpaBneHne n KoMUCCUIO O CBOEM peLLIEHN
NPUOCTAaHOBUTb WJIN 3aNPETUTb UCCNIEA0BaHME, @ TAKXKE O NPUYMHAX MPUHSATHS 3TOMO PELLEHNS.

1. B cny4dasx, Korga KOMNeTeHTHasa opraHn3auna UMeeT 06BEKTUBHBIE OCHOBaHWUS Ansl TOro, yTOOBbI cyuTaTb,
YTO CMOHCOpP Unn nccneposatesib, Un noboe nHoe nmuo, Yy4yacCTBylollee B NpoBeAeEHNN UCcneaoBaHus,
NEPECTAET BbINOJIHATbL U3TOXXEHHbIE 06s3aTenbCTBa, OHa He3amMeanuTeNnbHO VIHCbOpMVIDYGT ero 06 aTom,
npeanarasa cxemy ,D,EI;IICTBMVI, KOTOPbI€ OH AO/MKEH NPEANPUHATD, yTOOBbI NCNpaBUTb CIOXXMBLLEECA



rnonoXeHve aen. 3aaeincTBoBaHHAs KOMMETEHTHas! OopraHmsaumsa He3aMeannTeNbHO MHd)OpMVIpyeT
STUYECKUi KOMUTET, Apyrve KOMMeTeHTHbIe opraHu3aumm u Kommccuio 06 3TOV CxeMe AenCTBUM.

Cratbsa 13.
U3rotoBneHne u UMNOPT UCC/IeAYyEMbIX JIEKapPCTBEHHbIX NpenapaToB

1. TocyaapctBa-uneHbl EC npeanpvHMMaloT COOTBETCTBYIOLME MepbI C Lienbio obecrneyeHns Toro, YTobbl
M3roTOB/IEHWE UM UMIMOPT UCCedyeMblX SIeKapCTBEHHbIX NPenapaTos noanaaano noj BnageHve
paspeLueHveM. [ns Toro, 4Tobbl MONYYUTb paspeLLeHne, 3asBUTENb U, CliefoBaTeNbHO, BlageneL
paspeLueHnsi, Kak MUHUMYM, YOBNIETBOPSIOT TpeboBaHUAM, onpefeneHHbIM B COOTBETCTBUM C MpoLeaypoi,
yrnomsiHyToi B CtaTbe 21(2).

2. TocynapcrBa-uneHbl EC npeanpuHuMaloT COOTBETCTBYIOLME MePbI C Liefbio 0becneunTb, YTobbl BnagenbLy
paspeLueHns (CM. NYHKT 1) NOCTOSIHHO M HenpepbIBHO Bbln obecneyeHbl ycnyru, Kak MUHUMYM, OAHOMO
KBanMULMPOBaHHOIo MLa, KoTopoe (B COOTBETCTBUM C YCIIOBUSAMU, U3NOXEHHbIMM B CTaTbe 23
[OvpekTumebl BToporo CoseTa 75/319/EEC oT 20 Mas 1975 no cOnmMXeHUIO NOSIOXEHWIA, MPeACTaBNEHHbIX B
3aKOHOAATENBCTBE, HOPMAX U aAMUHUCTPATUBHBIX AENCTBUSIX, OTHOCSLUMXCS K MaTEHTOBAHHBIM
MEeAMUMHCKUM npenapaTam (11)) oTBeyaeT, B YaCTHOCTK, 3a BbINOSIHEHUE 00513aHHOCTEN, YKa3aHHbIX B
nyHkTe 3 HacToswen CtaTby.

3. TocypapcTBa-uneHbl EC npeanpuMHMMAaloT BCE COOTBETCTBYIOLWME Mepbl A1 obecrneyeHns Toro, Y4Tobsl
KBanuduuMpoBaHHoe 1uo, ynomsaHyToe B Ctatbe 21 [upektusbl 75/319/EEC (6e3 ywepba ansa ero
B3aMMOOTHOLLEHUIA C M3rOTOBUTENEM USIM UMMOPTEPOM), HEC/IO OTBETCTBEHHOCTb B KOHTEKCTE MpoLeayp,
ynoMmsiHyTbIX B CTaTbe 25 BbllieyKka3aHHON [AMpeKTyBbl. 3TO HaMpaBieHO Ha obecrneyeHre CreayoLero:

(a) B cnyyae, Korga uccnegyemble NekapcTBeHHble CpecTBa NPOU3BOASATCS B 3aMHTEPECOBAHHOM roCyAapCTBe-yneHe
EC, obecneunBaeTcs, YTobbl NPOM3BOACTBO M NPOBEPKA KaXA0M NapTWUM NeKapCTBEHHbLIX CPEACTB OCYLLECTBASIUCD B
COOTBETCTBUU C TpeboBaHuaMKU AnpekTuBbl Kommceun 91/356/EEC oT 13 utoHst 1991 roaa (B HEN U3MOXEHbI
MHCTPYKLUMMU 1 PYKOBOASLLME NMPUHLMMbBI KQUECTBEHHOMN MPOM3BOACTBEHHONM NPAKTUKK AJIst TEKAPCTBEHHbIX
npenapaToB, NpUMeHsieMbIX Yy ntogei (12)), daiinom co cneundukaumein Ha npenapart, a Takxke uHbopMaumei,
KoTopasi coobliaeTcs cornacHo Ctatbe 9(2) AaHHON [AMPEKTUBbI;

(6) B cnyyae, Koraa uccneayeMble ekapcTBeHHblE CPeACTBa M3roTaBMBAOTCS B TPETbMX CTpaHax, obecneumsaeTcs,
YTO6bI KaXkzasi MapTus NPoAyKLMM 6bin1a U3roTOBMEHA U MPOBEPEHA B COOTBETCTBUM CO CTaHAAPTaMK KauyeCTBEHHOM
NMPOU3BOACTBEHHOW NMPAKTUKK, KOTOpasl, Kak MUHWMYM, 3KBMBANIEHTHA NPaKTUKE, OXapaKTepu3oBaHHON B [IMpeKTuBe
Komuceum 91/356/EEC, 1 B cOOTBETCTBUM C halinioM cnelmndukaLmmn Ha npenapaT; Takke obecneymBaeTcs, YTobbl
KaXxaas napTvsi NpenapaTa NpoLusia NPoBepKY B COOTBETCTBUM C MHOPMaLMEN, KOTOpasi COOBLLAeTCst CornacHo
CraTtbe 9(2) aaHHoOW vpeKkTyBbI;

(B) B Ciyyae, Korga uccnegyemoe f1ekapCcTBeHHOe CpefiCTBO, KOTOPOE SBMSETCH CPeACTBOM NSt CPaBHEHMUS U3
TPEeTbel CTPaHbl U 4SS KOTOPOro MMEETCS Pa3peLLEHNE Ha PeanM3aLmio Ha PbiHKE, HO AJ1si KOTOPOro He MOXET BbiTb
nony4yeHa AOKYMeHTauus, NOATBEPXKAAtoLLas, YTO KaXaas NnapTusi CpeacTBa M3roToB/eHa B YC/IOBUSIX, KOTOPbIE, Kak
MWUHUMYM, SKBWBAJIEHTHbI BbILLIEYNOMSHYTLIM MPUHLMUMNAM KaYeCTBEHHOW NMPOM3BOACTBEHHOW MPAKTUKMY,
obecneunBaeTcs, YTobbl A4St KaXKAON NapTUM CPeACTB Oblv BbINOSIHEHbI BCE PENIeBaHTHbIE METOAbI aHan3a, TeCTbl
WK NPOBEPKM, HeobXoaMMble ANs NOATBEPXKAEHMSI KaYecTBa, B COOTBETCTBUM C MH(OpMaLmen, coobluaemon
cornacHo CtaTbe 9(2) aaHHOM AUpeKTUBbI.

Cnepnyet pa3paboTaTb AeTanbHOe pyKOBOACTBO MO acnekTaM, KOTopble A0MKHbI MPUHUMATLCS BO BHUMaHMWE npu
OLleHKe CPeACTB C Liefblo BbiNycka napTuii npoaykummn B pamkax CoobLuectsa. PykoBOACTBO JOMKHO
COOTBETCTBOBATH MPUHLIMMAM KauyeCTBEHHOM MPOM3BOACTBEHHOW NMPaKTUKM U, B YaCTHOCTY, Mpunoxeruto 13 k
yKasaHHbIM NpuHLUMNamM. Takue pykoBoAsILUME NPUHLUMMBLI By ayT NPUHATLI B COOTBETCTBUM C MPOLIEAYPOW,
ynomsiHyToi B Ctatbe 21(2) faHHON npeKTuBbl, 1 ony6ankoBaHbl B COOTBETCTBUM cO CTaTben 19a MpekTuBbl
75/319/EEC.

MockonbKy cobniogaloTcs NON0XKEHUS, U3N0XeHHble B (a), (6) u (B), HUKaKne AONOMHUTENbHbIE MPOBEPKU
nccnegyemblixX fieKapCTBEHHbIX CPEACTB He NMPOBOASTCS, €CIM OHU MMMOPTUPYIOTCS B ApYroe rocyaapcrso-uneH EC
BMECTe C CepTUPUKATOM Ha BbINyCK MapTUKM, HA KOTOPOM CTOWUT MOAMNWUCb KOMMETEHTHOrO Mua.

4. Bo Bcex cny4vasx KOMAETEHTHOe NNLO A0MKHO NMOATBEPAUTL B PErUCTPE UIN SKBUBANIEHTHOM JOKYMEHTE, YTO
KaXkzasi MapT1s MPOAYKLMM COOTBETCTBYET MOMIOXKEHMAM HacToswel CTaTby. YKasaHHbIN PerncTp um
3KBWBASIEHTHbIN JOKYMEHT BeeTCsl C 06HOBMIEHMEM aHHbIX MO MepPe BbINOSIHEHWSI OMepaLMii; OH OCTaeTcs B
pacrnopskeHUn npeacTaBuUTeNe KOMMNETEHTHOW OpraHn3aLmMy Ha Nepuos, ykasaHHbIM B NpaBuiax 3afefcTBOBaHHbIX
rocynapcts-uneHoB EC. B nto6oM cryyae ykasaHHbIN Neproj A0KEH COCTABNSATb HE MeHee NSTU NET.

5. Mob6oe nnuo, BoBNeYeHHoe B AeATENbHOCTb B KAYeCTBE KOMMETEHTHOro vua (ynomsHyToro B CtaTbe 21
[OvpektuBbl 75/319/EEC B CBA3M C UCCNEAYEMbIMU NIEKAPCTBEHHBIMM CPEICTBAMU Ha BPEMSI NMPUMEHEHUS JaHHON
[OvpekTuBbl B rocyaapcTae-yneHe EC, B KOTOPOM 3TO L0 HAaxoAMUTCsl, HO 6e3 cobnoaeH s YCNOBUM, U3M0XKEHHBIX B
CTaTbsax 23 1 24 Tol e ANPeKTMBbI), YNOJHOMOYEHO NPOA0/HKaTh TaKylo AEATENILHOCTb B COOTBETCTBYIOLLEM
rocynapcree-yuneHe EC.



CraTtbsa 14
MapkupoBka

[eTanbHble AaHHbIE, KOTOPbIE A0/MKHbI BbITb NPEACTaBIIEHbI, MO KpalHel Mepe, Ha oduumanbHoM(biX) s3bike(ax)
rocypapcrtsa-unieHa EC Ha BHeLLHEN YNakoBKe 1CCNeayeMbIX eKapCTBEHHbIX CPEACTB UK (KOraa HET BHELLHEN
YMNaKoBKW) Ha HEMOCPEeACTBEHHON YNaKoBKe NnpenapaTa, nybnmkytoTcs KoMuccuen B pykoBOASILUMX NMPUHLMAAX
KauyeCTBEHHOMN NPON3BOACTBEHHOM MPaKTUKM AJIS UCCeLyeMbIX NIEKAPCTBEHHBIX CPEACTB, KOTOPbIE MPUHSTHLI B
cooTtBeTcTBUM co CTatben 19a AupekTusbl 75/319/EEC.

KpoMme Toro, ykasaHHble MpUHLMIbI U3/1araloT CKOPPEKTUPOBAHHbLIE MOIOXKEHUS, UMEIOLLME OTHOLLEHNE K MapKMPOBKE
nccneayeMblx NeKapCTBEHHbIX CPEACTB, KOTOpble NpeAHa3HaYeHbl 418 KITMHUYECKMX UCMbITaHWIA CO creayowmmm
XapaKTepucTmkamu:

- NJ1aH UCMbITaHUS HE NpeayCMaTpUBaeT NPOLECCOB U3rOTOBMIEHNS UMW YMAKOBKY;

- UCMbITaHWe NPOBOAUTCS B rocyaapcTBax-yneHax EC, 3a4elCTBOBaHHbIX B MCCNeA0BaHUM, C IEKapCTBEHHbIMU
npenapaTamu, Ansl KOTOPbIX MMEETCS pPa3peLUEHME Ha Peann3aunio Ha pbiHKE B paMKax 3HauyeHuns [UpeKTuBbI
65/65/EEC 1 KOTOpble M3roTOB/EHbI AN UMNOPTUPOBaHbI B COOTBETCTBUN C NonoxeHuamu Avpektusbl 75/319/EEC;
- Y YHaCTBYIOLUMX B UCMbITAHUN MALMEHTOB MMEIOTCS TakMe XKe XapaKTePUCTUKK, KAaKMEe yKasaHbl B BbILLEYNOMSHYTOM
pa3peLueHnm.

Cratbsa 15
MpoBepka COOTBETCTBUA UCC/IeAyEMbIX JIEKAPCTBEHHbIX CPEACTB KaueCTBEHHOW KJIMHMUYECKOon U
Npou3BOACTBEHHOW NpaKTuKe

1. ins npoBepkn COOTBETCTBUS NMPaBUIaM KaueCTBEHHOM KIMHUYECKOW U MPOU3BOACTBEHHOM MPAKTUKM
rocyfapcrtaa-unieHbl EC HasHaualoT MHCNEKTOPOB AJ18 NPOBEAEHUS! MHCMEKLMOHHOW NPOBEPKU B YUPEXAEHUSIX,
KOTOpble Y4acTBYIOT B /II060M KIMHWYECKOM UCCNEeAoBaHUM, B YacTHOCTM, Ha MecTe(ax) uccneaoBaHus,
NpoV3BOACTBA MCCNeayeMoro fiekapCTBEHHOMO npenapata v nabopaTopusix, UCNOMb3yeMbIX A5 NPOBEAEHNS
aHaNN30B B paMKax K/IMHWYECKOro UccrefoBanus, n(unm) noapasaeneHuns CnoHcopa.

MHcneKkuMoHHas npoBepka NpoBOAUTCS KOMMNETEHTHOW OpraHM3aumeit 3a4eCTBOBaHHOIO rocyaapcTea-yneHa EC,
KoTopas coobaeT nHhopmMaunio YnpasneHuo; MHCNEKLUMOHHbIE NPOBEPKM NPOBOAATCS 0T uMeHn CoobluecTtsa, U ux
pe3ynbTaTbl MPU3HAOTCS BCEMW OCTalbHbIMKU rocyaapcTBaMmn-yneHammn EC. YkasaHHble MHCNEKLMOHHbIE NPOBEPKM
KOOPANHUPYIOTCS YNpaB/ieHWEM B paMKax ero nosiHoMoumit (Kak 31o npeaycMoTpeHo B Mpasune (EEC) N2 2309/93).
locynapctBo-uneH EC MOXeT 3anpocuTb COAENCTBUE Y APYroro rocyaapcrasa-uneHa EC no gaHHol npobneme.

2. Mocne BbINOIHEHNUS MHCMEKLIMOHHOW NMPOBEPKU MOArOTaBMBAETCS OTYET 06 MHCMEKUMOHHOMN npoBepke. OH
[OJDKEH BbITb MPEACTaBIEH CMIOHCOPY MPY COBMIOAEHUN FAapaHTUIM B OTHOLIEHWUN KOH(UAEHLMAMBHBIX aCMeKTOB.
OTyeT MoXeT 6bITb NpeaocTaBeH ApyrM rocyaapcraam-yneHam EC, TuyeckomMy KoMuteTy 1 YnpasneHuto (no mx
060CHOBaHHOMY 3anpocy).

3. Mo 3anpocy YnpaBneHus (B paMKkax €ro nosIHOMOYMI B COOTBETCTBUM C TEM, Kak OHW NMpeayCcMOTpeHb! B MpaBune
(EEC) N2 2309/93) mnn ogHOro 3 3aelCTBOBaHHbIX rocyAapcTB-yieHoB EC v nocne KoHcynbTaumm ¢
3a/e/iCTBOBaHHbIMU rocyaapcTBaMu-yneHamm EC, KomMmccns MoxeT 3anpocuTb MpoBeAeHMe HOBOM MHCMEKLIMOHHOM
NMPOBEPKM, ECNIN B XOAE BbINOSIHEHHON NPOBEPKM Ha NpeaMeT cobnoAeHMst AaHHON [MPeKTVBbI BbiSIBEHbI pa3nnyms
Mexay rocyfapcreammu-yneHamm EC.

4. Ecnu nmetoTcs kakme-nmbo A40roBOPEHHOCTM, KOTopble 6b1in A0CTUrHYTHI Mexay CoobLuecTBOM 1 TpeTbUMK
cTpaHamu, Komuccusi nocne rnoslyyeHust 060CHOBAHHOMO 3anpoca OT rocyaapcTBa-yneHa EC unum no ceoei
COBCTBEHHOMN MHULMATUBE MOXKET NPEASIOXNUTL, UMW rocyaapcTBO-uneH EC MOXET NpeanoXuTb, YTobbl
MHCMEKLMOHHasi NpoBepka bblfia NpoBeAeHa Ha MCCeaoBaTenbCKoi 6aze n(nnm) B noapasaenieHnsix CrioHCopa,
n(Mnn) Ha NPoM3BOACTBE, CO3AaHHOM B TPETbEN CTpaHe. VIHCMeKUMOHHAs MpoBepKa BbIMOHAETCS MHCNEKTOPaMK
CoobLuecTBa, MMEIOWMMIN HaAexallyto KBanbukaLmio.

5. MNMoapo6Hble pyKOBOASLME MPUHLIMMBI B OTHOLIEHUM JOKYMEHTaLMM, OTHOCALENCS K KITMHUYECKOMY UCTbITaHUIO
(Bkntoyast MHOpMaLMIO O TaBHOM alinie UCCefoBaHNs, apXMBMPOBAHNM, cchepe KOMMETEHLMIN MHCMEKTOPOB U
npoueaypax UHCNEKUMN B Liensix NpoBepKn COOTBETCTBMSI pacCMaTPMBAEMOro KIIMHUYECKOro UccneaoBaHus
TpeboBaHUAM AaHHOW [MpPeKTUBbI) 0A06PAIOTCA U KOPPEKTUPYIOTCS B COOTBETCTBUM C NPOLIEAYPOit, U3MIOXEHHOW B
Cratbe 21(2).

Crartbna 16
YBegomsieHue 0 HeXxenaTtesibHbIX ABJIEHUAX



1. WccnepoBaTenb He3aMeAnUTeNIbHO COOBLLUAET CMOHCOPY 060 BCEX Cepbe3HbIX HEXENATENbHbIX SBMEHUSX, 3a
UCK/IOYEHNEM TeX SIBMIEHUI, KOTOPbIE B MPOTOKOJIE UK 6poLUIope uccnenoBaTens AEHTUGMLMPOBaHbI, Kak He
Tpebytowme HeMeaneHHoro coobLeHns. Nocne CpoyHO NpeacTaBNsSeEMOro oT4eTa AO/KHBI CNeAoBaTh AeTallbHble
NMUCbMEHHbIE OTYETbI. B CPOUHBIX M NOCeayroWwmx oTYeTax UCMblTyeMble MAEHTUMOULMPYIOTCS MO YHUKANbHBIM
KOOOBbIM HOMEpaM, KOTOpbIE UM 6bln MPUCBOEHBI.

2. O6 oTpuLaTenbHbIX SBNEHUSX U(UIN) OTKIOHEHNSIX TabopaTopHbIX MoKa3aTesnel, KOTopble onpeaesnieHbl B
MPOTOKOJE, KaK MMeloLLMe NepBOCTENEHHOE 3HaYeHWe AN OLeHKM 6e30MacHoCTH, COobLaeTcs CNoHCopY B
COOTBETCTBUM C TPEOOBAHUAMU K OTYETHOCTU U B TEYEHWE Nepuoaa BPEMEHU, YKa3aHHOro B MPOTOKONE.

3. Mpw coobLueHnn 0 CMepPTU UCMLITYEMOro UCCNeA0BaTelb NPEAOCTABNSET CNOHCOPY Y DTUYECKOMY KOMUTETY
nto6yto 3anpoLUeHHY0 UMW AOMOMHUTENBHYIO MHPOPMaLMIO.

4. CnoHcop BefeT AeTanbHble 3anncn 060 BCex HexxenaTesNbHbIX SBNEHUSIX, O KOTOPbIX eMy coobLaeT(toT)
nccnegosatens(K). 3TN 3anNncK NPeACTaBSOTCA rocyaapcrsamM-yneHam EC, Ha TeppuTopum KOTOPbIX NPOBOAMTCS
KIIMHUYeCKoe uccreaosaHme (ecnv OHW 3TO 3arnpalumnsaioT).

Cratba 17
YBeaoMJieHUe 0 cepbe3HbIX He)enaTeslbHbIX AB/IeHUAX

1. (a) CnoHcop obecneunBaeT, 4YTobbI BCS 3HaUMMas MHbopMaums 0 npeanonaraeMbiX cepbe3HbiX
HeMpOrHo3MpyeMbIX HeXXenaTesbHbIX peakumusaX, KoTopble ABASoTCS daTanbHbIMM UK NPeACTaBASoT yrpo3y Ans
XKW3HWU, perncTpmMpoBanach 1 coobLuanachk Kak MOXXHO CKOpee KOMMETEHTHbIM OpraH13aumnsaM BO BCEX
3a/leMCTBOBaHHbIX rocyaapcTBax-uneHax EC, a Taoke ITuueckoMy KoMuTeTy (B 1l060M Criyyae He 6ornee, yeM yepes
CeMb AHEN Moc/e TOro, Kak COHCOpP Y3HaN O TakoM Cry4yae). Takxke CnoHcop obecneymBaeT, YTobbl coobLyanack
3HauMMas nocneaytoulas MHbopMaums B TeYEHME eLle 8 AHEN.

(6) O60 BCEX MpeanonaraeMblX Cepbe3HbIX HEMPOrHO3MPYEMbIX HEXeNaTe bHbIX peakumnsax cnegyet cooblatb
3a/1eMCTBOBaHHbIM KOMMETEHTHLIM OpraHU3aLmMsM, a TakkKe 3a4eICTBOBAHHOMY ITUYECKOMY KOMUTETY Kak MOXHO
CKopee, HO He 6oree, YeM B TeueHue 15 fHel oT AaTbl, Koraa CNOHCOP BrepBble Y3HaM O HUX.

(B) Kaxxgoe rocyaapcteo-yneH EC obecneumBaeT permcrpaumio BCex npeanosaraeMbiX HEMPOrHO3UpPYEMbIX
Cepbe3HbIX HEeXenaTesbHbIX PeaKLMii, CBSA3aHHbIX C UCCIEAYEMbIM NTEKApCTBEHHBIM CPEACTBOM, O KOTOPbIX OH 6bli
yBEeAOM/IEH.

(r) CnoHcop Takxe MHOPMUPYET BCEX MUCCeaoBaTENEN.

2. Pa3 B roa Ha NpOTSHXKEHUM BCEro Nepuoaa KIMHUYECKOrO UCCeA0BaHMS CMIOHCOP NPeaoCTaBseT rocyAapcTBam-
uneHam EC, Ha TeppuUTOpUK KOTOPbIX MPOBOAWTCS KIMHUYECKOE UCCefoBaHne, U DTUYECKOMY KOMUTETY nepedeHb
BCEX MpezanosiaraeMbiX CEpbe3HbIX HEXenaTeNbHbIX peakLmii, KOTopble Pa3BUANCL 3a 3TOT NEPUOA, a TakXKe OTYET Mo
6e30MacHOCTU UCMbITYEMbIX.

3. (a) Kaxpgoe rocyaapcteo-uneH EC cnegunt, 4tobbl BCe npeanonaraemMble HEMPOrHO3MpyeMble cepbe3Hble NoboYHbIe
peaKkuMn Ha UCCeayeMbli IeKapCTBEHHbIN MpenapaT, O KOTOPbIX OHO YBEAOMISIETCS, BblIN BHECEHBI B €BPOMENCKYHO
6a3y AaHHbIX, K KOTOPOM B COOTBETCTBUM CO CTaTbel 11(1) MMEeT AOCTYN TOSIbKO KOMMETEHTHbIE OpraH13aLmm
rocyaapcTs-uneHos EC.

(6) YnpaeneHue obecneumnBaet, 4Tobbl NepeaaHHast CoHCOpPOM MHMOpMaums, bbina cooblleHa KOMMETEHTHBIM
OpraHv3aumsaM rocyaapcrs-yuneHos EC.

Crartbsa 18
PykoBOACTBO NO OTYETHOCTHU

Komuceus B KOHCybTaumu ¢ YrnpaBfieHneM, rocyaapctsamMu-uneHamm EC n 3aMHTepecoBaHHbIMI CTOPOHaMM
pa3pabaTbiBaeT M Ny6/UKYeT AeTanbHOE PyKOBOACTBO MO c6Opy, MPOBEpKe U NPeACTaBNEHNIO OTYETOB MO
HeXenaTebHbIM SBNIEHWSIM/PeakLIMaM, a TakKe NpoLeaypbl PAaCKpbITUS KOAA ANt HEMPOrHO3MPYEMbIX CEPbE3HbIX
HeXenaTenbHbIX peakLui.

CraTtbsa 19
O6wume nosioXkeHms

Hacrosauwas MpekTvBa He 3aTparvBaeT rpaXKAaHCKOM 1 Yro/lOBHOW OTBETCTBEHHOCTM CMOHCOPA WM UCCNeA0BaTeNs.
B 3TOM KOHTEKCTE CMOHCOP WM 3aKOHHbIN NPeACcTaBuUTEsb CMOHCOPA A0/MKEH bbiTh yTBEpxaeH B CoobliecTse.

Ecnu rocynapcteamu-uneHamm EC He yCTaHOBNEHbI TOUHbIE YCNIOBUS ANS UCKOUUTENbHBIX 0B6CTOATENLCTB,
nccnegyemble ieKapcTBeHHbIE Npenapathl U (B 3aBUCMMOCTY OT CUTyaLlK) YCTPOWCTBA, UCMOMb3yeMble A UX



NMPUMEHEHUs, NPEeAOCTaBSATCS CMNOHCOPOM 6ecnnaTHo.
locyznapctsa-uneHbl EC nHdopMUpytoT KOMUCCUIO O TaKUX YCIIOBUSIX.

Crartbsa 20
KoppeKkTupoBKa C y4eTOM Hay4YHO-TEXHUUYECKOro nporpecca

HacTosiwas upekTviBa KOPPEKTUPYETCS C YYETOM AOCTMXKEHWI HayYHO-TEXHNYECKOMO NPOrpecca B COOTBETCTBUM C
npoueaypon, ynomsiHyton B Ctatbe 21(2).

CraTtbsa 21
Mpouenypa Komurtera

1. Komucensa paboTtaeT npu cogenctaum MocTosHHOMO KOMUTETa MO SleKapCTBEHHbIM CPeACTBaM NSt UCMOSIb30BaHus!
y ntofieid, Co3aaHHOro B COOTBETCTBUM co CTaTbel 26 AupekTuBbl 75/318/EEC (nanee «KomuteT»).

2. B cnyyasix, Koraa AenaeTcst CCblika Ha AaHHbI NYHKT, npuMeHsitoTcst CtaTtbu 5 u 7 Pewenust 1999/468/EC,
npuHMMas BO BHMMaHWe nonoxeHuns ero Cratbm 8. MNepnoa, 0 KOTOpoM naeT pedb B Ctatbe 5(6) PeleHuns
1999/468/EC, ycTaHaBN“BaeTCs paBHbIM TPEM MecsLaMm.

3. KomuteT yTBEpXAAEeT CBOM NpaBuia npoueaypsbl.

Cratbs 22
MpuMeHeHue

locypapcTBa-uneHsbl EC go 1 mas 2003 roaa ogobpsatoT v nybnmKyoT 3aKkOHOAATENbCTBO, NpaBuia 1
aAMUHUCTPATMBHbIE MOCTaHOBMIEHUS, HEOOXOAMMbIE ANS COBMIOAEHMS! HacTosWeN MPeKTUBbI. 3aTeM OHU
MHOPMUPYIOT 0 HMX KoMuccuio. OHM NPUMEHSIIOT yKa3aHHbIE MOMIOXKEHUS], KOTOpble BCTynatoT B cuny ¢ 1 masi 2004
roaa (camblii No3aHUIA CPoK). Mocne yTBepXXAeHUsl rocyaapcTBaMm-yneHamm EC 3THX NMONOXEHWIN B HUX [IO/KHA
MMETbCS CChINIKA Ha HACTOSILLYO [UPEKTUBY, UM OHU [O/DKHbI COMPOBOXAATLCS TAKOW CCINIKOW NpU KX
oduumansHoM onybnmkoBaHuK. MocyaapcTBa-uneHbl EC ykasblBatoT Cocobbl NpeacTaBieHnst Takon CCbIKK.

2. lTocypapcTtBa-yneHbl EC goBoasT [0 cBefeHWst KOMUCCUM TEKCT MOJSTIOXKEHUN HAaLMOHabHOrO 3aKOHOAATENbCTBA,
KOTOPOE OHY MPUHUMAIOT B chepe, perynmpyeMoi Hactosiel JMpekTuBoil.

CraTtbs 23
Bctynnenue B cuny

HacTosiwas [vpekTviBa BCTYNaeT B CUIYy CO AHS ee onybnnkoBaHust B ObuumanbHOM xypHane EBponeiickux
CoobuecTs.

CraTtba 24
AppecaTtbl

Hactoswasa MpekTrBa agpecoBaHa rocyfapCTBaM-ysieHam EC.
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