JokymeHT npepoctaBneH KoHcynbTaHTINt0C

[HeoduumnanbHbIV nepesoa)] <*>
EBPOMENCKWNI COIO3

PEFIAMEHT (EC) N 536/2014
EBPOMENCKOrO NAP/IAMEHTA U COBETA EC
O KIMHNYECKUX UCTIbITAHUAX IEKAPCTBEHHbIX CPEACTB,
NPEAHA3SHAYEHHbLIX A/1A UCNOJ/Ib3OBAHUA YE/TOBEKOM,
M Ob OTMEHE AUPEKTUBbI 2001/20/EC <**>

(Ctpacbypr, 16 anpens 2014 roaa)

(AeticTBune PernameHTa pacnpocTpaHseTca Ha EBponeiickoe
3KOHOMMYECKOe NMPOCTPaHCTBO)

<*>TMepesogdopowkoBoi E.B.

<**> Regulation (EU) 536/2014 of the European Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC (Text with EEA
relevance). Ony6ankosaH B OdumumanbHoM }KypHane (ganee - OXK) N L 158, 27.5.2014, cTp. 1.

Esponeickuii napnameHT n CoseT EBponeickoro Cotosa,

pyKoBoAcTBYsicb [loroBopom O ¢yHKLMOHMpoBaHUM EBponelickoro Coto3a, M, B YacTHOCTH,
ctatbamu 114 1 168 (4) "c" ykasaHHoro [Jorosopa,

PYKOBOACTBYACHL NpeanokeHnem EBponeiickoi Kommuccum,
nocne nepefaym NpoeKTa 3aKOHOAATEIbHOMO aKTa HaLMOHaIbHbIM MapaaMeHTam,

PYKOBOACTBYACb 3aKatoueHnem EBponeincKkoro Kommuteta Mo 3KOHOMMYECKMM U COLMANbHbIM
Bonpocam<*>,

<*>0MXN C44, 15.2.2013, ctp. 99.

nocne KoOHCybTaunn c Komutetom PEernmoHos,

OEeNCTBYA B COOTBETCTBMM C 0ObIYHOM 3aKOHOAATEIbHOM NpoLLeAypon <*>,

<*> Mo3nuna EBponeiickoro napnameHTa ot 3 anpens 2014 r. (ewe He onybankosBaHa B OX) u
PeweHune CoseTtaECoT14 anpena2014 r.

NPUHNMaA BO BHMMaHMe cneagyrouine obcTosTenbcTBa:

1) Mpy KAMHNYECKOM UCMbITAHUK LONKHbI BbITb 3aLLMLLEHbI MPaBa, 6e30NacHOCTb, AOCTOMHCTBO U
6narococTosiHne cybbeKTOB, @ NOJIyYeHHble AaHHbIe A0KHbI ObITb 4OCTOBEPHbI M HaZEKHbI. MHTepech!
Cy6bEKTOB 0N KHbI BCETAa UMETb MPUOPUTET NepesBceMU APYTMMU UHTEPECaMM.



2) B uensax obecrneyeHua HE3aBUCUMOTO KOHTPOJIA 33 CObB/0AeHUEM YKa3aHHbIX MPUHLMMOB
KAMHUYECKOE UCMbITaHMe A0JIKHO BbITb NpeaBapuTe IbHO aBTOPM30BaHO.

3) CyuwecTsytollee onpeaeneHmne KAMHNYECKOro UCNbITaHWUA, KaK OHO coaepXutca B [upeKtvse
2001/20/EC EBponeiickoro napnameHTta M CoseTta EC <*>, n0/KHO 6biTb yTO4YHeHO. [laa 3Toro
Heobxogumo 6onee TOYHO ONpPeaeIUTb KOHLUEMNLUMIO KAMHUYECKOTO UCMbITaHWA, npeacTasnsan 6onee
LMPOKYHO KOHUENUUIO "KNMHMUYECKOrO UccnenoBaHma", KaTeropue KOTOpon ABASETCA KAMHUYECKoe
ucnbiTaHue. [JaHHaa KaTeropumsa foXKHA ONpeaensaTbCa Ha OCHOBE CMeLMaNbHbIX KpuTepues. JaHHbIN
noxoga Hag/eKalmm o6pa3om yunTbiBaeT MeXKAyHapPOoAHbIe PYKOBOAALLME NPUHLMIMbI U COOTBETCTBYET
npasy Coto3a, perynpytoLLemy OTHOLLEHUSA, CBA3aHHbIE C IeKapCTBEHHbIMW CPpeACcTBaMM, OCHOBaHHOMY
Ha AMXOTOMUM "KNMHUYECKOe UCMNbITaHMe" 1 "HeMHTe pBEHLMOHHOE UccneaoBaHme".

<*> [lupektusa 2001/20/EC Esponeiickoro napnameHta u Coseta EC ot 4 anpensa 2001 r. o
CHNUKEHUM 3aKOHOAATEIbHbIX, PErnameHTapHbIX M aAMUHUCTPATUBHbIX NO0XKE HWUN FOCyAapCTB-4/1IEHOB
EC o HagneKallein KAMHUYECKOW NMpaKTMKe B MpoLecce NPoBeAeHUs KANMHUYECKUX UCC/edoBaHui
JIeKapCTBEHHbIX CPEeACTB, NpeAHa3Ha4YeHHbIX A1 ucnosb3oBaHmaYenosekom (0N L 121, 1.5.2001, cTp.
34).

4) Oupektusa 2001/20/EC HanpasieHa Ha ynNpoLIEHWE M FaPMOHMU3aLMNIO aAMUHUCTPATUBHBIX
NONOXKEHUN, PETYNPYIOLWLMX NPOBEAEHNE KNMHUYECKMX UchblTaHui B EBponeiickom Cotose. OgHako
ONbIT MOKA3blBAET, YTO FAPMOHM3UPOBAHHbLIA NOAXOA K perfiaMeHTaumm KAMHUYECKUX MCMbITaHWMA
OOCTUTHYT NWWb YaCTMYHO. ITO, B YACTHOCTW, 3aTPyAHAET NpoBefeHMe OTAE/bHOIo KAMHWUYECKOro
NCMbITaHMA B HECKOJIbKUX rocygapcteax-yneHax EC. HayuHoe passutue npepgnonaraet, 4yto byayuwme
KAMHUYECKME UCNbITaHMA ByayT HaueeHbl Ha bonee cneunduyeckne NONyNALMM NALMEHTOB, TAKUX KaK
noArpynnbl, MAeHTUOMLMPYEMbIE NOCPEACTBOM re HOMHOM MHPopMaLMn. YTobObl BKAOYNTb AOCTAaTOYHOE
YMCNO MNAUMEHTOB B TaKMeE KAMHUYECKUE UCCAeLO0BaHMA, MOXeT ObiTb He0bX0AMMO 334eiCTBOBATL
HECKONbKO UM BCe rocyaapcTea-yneHbl EC. HoBble npoueaypbl aBTOpPU3aLMK KAMHUYECKUX UCTbITaHWUIA
OOJIKHbI  CTUMY/IMPOBATb BK/IOYEHME KaK MOMHO Oosibliero 4ucna rocygapcrs-yneHos EC.
CnepoBatenbHo, 4TOObl YyNpoOCTUTL Npoueaypbl MOAAYM 33ABOYHOTO [0Cbe ANA  aBTOPM3ALLMM
KAMHUYECKOTO UCMbITaHUA, cneayeT M3beraTb MHOFOKPATHOIO NpeAocTaBaeHus no 6onbliomy cyety
NMaeHTUYHOM MHPOPMALMK, N YKa3aHHOE c/ieayeT 3aMeHUTb Ha NoZady 0O4HOr0 3aABOYHOTO A0Cbe BCEMU
3aMHTEPECOBaHHbIMW rocygapcreamu-yneHamu EC yepes eauHbll nopTan nogaun. MpuHUMas Bo
BHMMAHWE, YTO KANHUYECKMNE UCMbITAHWA, MPOBOAMMbIE B OTAENbHO B3ATOM rocyaapcree-uneHe EC, He
MeHee BarKHbl A/19 e BPONENCKUX KNNHMYECKUX UCCNe A0BAaHWNN, 3aABOYHOE A0CbE AJ1A TAKUX KNMHUYE CKUX
NCMbITaHUMA TaKKe O0JIKHO BbITb MOAaHO0 Yepe3 yKasaHHbIM e AMHbIY nopTan.

5) Yto Kacaetca Aupektusbl 2001/20/EC, onbIT TakK)Ke NOKasbiBaeT, 4TO NpaBoBana ¢opma B BUIE
pernameHTa NpeaoCTaBUT NPEMMYLLECTBA A8 CMOHCOPOB U UccnedoBaTenell, Hanpumep, B KOHTEKCTe
KAMHUYECKMX UCMbITAaHUI, UMEIOLLMX MECTO B bosiee yem 04HOM rocyapcTee-uneHe EC, Tak Kak byaet
BO3MOXHO HaNpAMYO PYKOBOACTBOBATbCA €r0 MOJIOKEHUAMM, @ TAKKe B KOHTEKCTe OTYETHOCTM Mo
6€30MacHOCTM U MapPKMPOBKE NIEKAPCTBEHHbIX CPeACTB. PacxoXKaeHna B Noaxoae Mexay pasinyHbiMU
rocygapcresamu-yneHamm EC Takum obpasom byayT cBe A€HbI K MUHUMYMY.

6) 3aMHTepecoBaHHbIe rocyaapcTBa-yneHbl EC ONKHbI COTPYAHMYATL NPU OLEHKE aBTOPU3aL MM
KAIMHUYECKOTO UCMbITaHWUA. ITO COTPYAHNYECTBO HE L0/1KHO BK/1104aTb aCMeKTbl, MMeoLLME MO CyLLECTBY,
HaLMOHaNIbHOE 3HaYeHUE, TaKMe KaK, Hanpumep, nHGopMMUpoBaHHOE cornacume.

7) Yto6bl M3b6eXKaTb aAMUHUCTPATUBHBIX 3a4ePXKeK nepes Ha4aaomM NposBeaeHUA KANHUYECKOro
MCMbITaHMA, UCNOb3yeman npoueaypa Ao/KHa ObiTb rMbKol M addekTuBHOM, 6e3 yuwepba ana
6e30MacHOCTM NaLMeHTa U 340P0BbA HaceneHus.

8) CpOKM OLEHKM 3aABOYHOIO A0Cbe ANA KIMHUYECKUX NCMbITaHUM OO KHbI 6bITb AOCTaTOYHbIMUN
ana nposeaeHMA OLEHKN d)aﬁna M B TO e BpeMA O0/1KHbI obecneunsatb 6bICprIﬁ A0CTYyNn K HOBbIM,



WHHOBALMOHHbIM METOANKAM NIeYEHUA, @ TaK}Ke rapaHTUPOBaThb, YTO EBponeickuit Coto3 npoaonKaet
OCTaBaTbCA NpPMBAEKATE/IbHbIM MECTOM A1 NMPOBEAEHUA KAMHUYECKMX UCMbITaHMIA. Mcxoaa mn3 aToro,
IOupektnsa 2001/20/EC npepactaBuna KOHUEMUMIO aBTopu3auun no ymondaHuo. Heobxoammo
NPOAOMMKATL NPUAEPKMBATLCA AAHHON KOHUENUUKN ans obecnedyeHusa cobntoaeHnsa cpokos. B cnydae
KPU3NCHOM cuTyaLmum B chepe obLecTBEHHOIO 34PaBOOXPAHEHMSA rOCcy AapCTBa-yie Hbl EC Lo1KHbI UMETb
BO3MOXHOCTb OMEpPaTUBHO OLEHMBATb M ABTOPM30BATb 3adABJEHWE Ha MPOBeAEHME KAMHUYECKMX
ncnbiTaHU. TakMm 06pasom, MMHUMaNbHbIE CPOKM AN 0400pEHUA HE AONKHbI YCTAaHaBAMBATLCA.

9) Heobx041MO cOAEeNCTBOBATb PA3BUTUIO KIMHUYECKUX UCMBITAHUIN A5 pa3paboTKm opdaHHbIX
JIeKapCTBEHHbIX CPEACTB, Kak OHM onpeaeneHbl B PernamenTte (EC) 141/2000 EBponeiickoro napnameHta
n CoseTa EC<*>, n neKkapcTBeHHbIX CPeACTB, NPeAHa3HAUYEHHbIX AN CYyObEKTOB, CTPAAAMLLMX TAXKETbIMM,
N3HYPUTEIbHBIMW 1 3a4aCTYO KU3HEYTPOXKaoLWMMM 6one3HAMK, NopaKalowmmmn He 6oaee yem oaHOTO
yenosekaHa 50000 B Cotose (ynbTpa-peakne 6osesHn).

<*> PernameHT (EC) 141/2000 Esponelickoro napnameHta u Coseta EC ot 16 aexkabpsa 1999 r. 06
opdaHHbIX NeKapcTBeHHbIxcpeacTBax (O N L 18, 22.1.2000, ctp. 1).

10) locypapcTtBa-uneHbl EC 0o/kHbl 3GGEKTUBHO OLEHUBATb BCE 3asAB/EHUS Ha NpoBeaeHue
KNAMHWUYECKMX UCMbITAHWIM B NpeaeiaX yCTaHOB/IEHHbIX CPOKOB. bbICTpas, HO B TO *Ke BpeMs yriybaeHHan
oLeHKa umeeT 0coboe 3HaYeHue oA KNNHUYECKUX UCMIbITAaHUM, KacatloWwmMXCA COCTOAHWUMI, ABAAIOLLMXCA
N3HYPAIOLLMMU U/NAN HUSHEYTPOXKAIOLWMMMN U B OTHOLLIEHMM KOTOPbIX TepaneBTUYECKME BO3MOMKHOCTU
OrpaHNYEeHbl NN OTCYTCTBYIOT, KaK B CIy4ae C peaKUMU UAN YAbTpa-peakumm 6onesHamu.

11) Puck ana 6esonacHocTM cybbeKTa Npu KAMHUYECKOM UCMbITaHUN B OCHOBHOM NPOUCTEKAET U3
ABYX UCTOYHUKOB: MUCCNeyeMoe NeKAPCTBEHHOE CPEeACTBO M BMeELIaTeNbCcTBO. MHOMMe KnMHUYeckue
UCMbITaHWA BAEKYT BO3SHUKHOBEHME INLb MUHUMA/IbHOTO AOMOJHUTENIbHOIO PUCKA A/1a 6e3onacHocTH
cybbeKTa B CpaBHEHMU C OObIYHOM KAMHUYECKOW MPaKTUKOW. B yacTHOCTWM, 3TO cnyyald, Korpa y
NIeKapCTBEHHOIO CPeACTBa MMeeTCA paspeLleHne Ha MAPKETUHT, @ 3HAYUT KavecTBo, 6e30nacHOCTb U
3pPEKTUBHOCTD YiKe Obl/IM OLEHEHBI BO BPEMA NPOLLEeAYPbI BblAAUM paspeLLeHna Ha MapPKETUHT; UK eCn
JleKapcTBeHHOE CPeACTBO He UCMO/1b3yeTCs B COOTBETCTBMM C YC/I0BMSAMM PaspeLleHMA Ha MAaPK €TUHT, TO
€ro UCrnonb3oBaHWE OCHOBAHO Ha AOKa3aTe/IbCTBAX U NOAAE PPKMBAETCA 0Nyb6/IMKOBAHHbIMM HayYHbIMK
JaHHBbIMM 0 6€30MacHOCTM U 3PEKTUBHOCTU AAHHOMO CPeACTBA, M BMELUATENIbCTBO BlEYET OYeHb
OrpPaHUYEHHbIA PUCK AN CyObeKTa Mo CPaBHEHWUIO C OObIMHOW KAMHMYECKOM MpakTUKoW. Takue
KAMHUYECKME UCMbITaHUA C HU3KMM YPOBHEM BMELLATE/IbCTBA YacTo NpMobpeTatoT 60/1blUoe 3HaYEHMe
O/19 OLEHKM CTAaHAAPTHbIX METOAMK N€4EHMA U AMArHO30B, TAKMM 06Pa3oM ONTUMM3INPYA UCMOJ1b30BaHWE
JIEKapPCTBEHHbIX CPeaCTB U CNocobCTBYA CO34aHMIO BbICOKOTO YPOBHA 340p0BbA HaceneHuA. Takue
KAMHUYECKME WCMbITAHUA OOJIKHbl PEryiMpoBaTbCs MeHee CTPOrMMM MpaBuIaMM B OTHOLIEHMM
MOHUTOPUHIA, TpPeboBaHMA K COAEP!KAHUIO OCHOBHOIO [0CbE KAMHUYECKOTO UCMbITAHUS U
OTC/NIEXMBAEMOCTU UCCeaYEMbIX IEKAPCTBEHHbIX cpeacTs. [1nsa obecneyeHna 6€30nacHOCTM CybbeKTa
OHM JOJ/IKHbI MPOXOAMTb TaKYIO Ke NpoLeaypy Noayun 3aaBaeHul, Kak 1 11boe apyroe KANHUYEKoe
ncnoitaHue. K ony61nkoBaHHbIM Hay4YHbIM AaHHbIM, NOATBE PXKAAIOLWMM 6€30MacHOCTb M 3hPEeKTUBHOCTL
nccnenyeMoro IeKapCTBEHHOTO CPeICTBA, UCMO/1b3YEMOrO HE B COOTBETCTBUM CYC0BUAMM PaspeLLeHms
Ha MapKEeTUHT, MOTYT OTHOCUTbCA JOCTOBEPHbIE HAYYHble AaHHble, ONYyb6AMKOBaHHbIE B CTaTbAX Hay4YHbIX
KYPHAN0B, PaBHO KaK U HaUMOHaNbHbIE, PETMOHA/bHbIE NN MHCTUTYLMOHA/IbHbIE MPOTOKOJIbl /IeYEHMS,
0TYeTbl 06 OLEHKE MEANUMHCKUX TEXHOIOMMI M MHbIE COOTBETCTBYIOLLME AOKA3aTE/1bCTBA.

12) PekomeHpaums CoBeTa NO YNpaBAEHUIO KAMHUYECKUMW WCMbITaHMAMM OpraHusauum
3KOHOMMYECKOro coTpyaHuyecTsa v passutua (OECD) ot 10 aekabps 2012 r. npeacTaBuia pas/inyHble
KaTeropum pucka ana KAMHUYECKMX UCMbITaHUA. ITU KaTeropum CBA3aHbl C KaTeropuUAaMM KAUHMUYE CKUX
UCMbITaHWU, onpeaeneHHbIX B HacToAllem PernameHTe, Kak, Hanpumep, Kateropum A n B(1) OECD
COOTBETCTBYIOT OMNPEeAeNneHUI0 KAWHUYECKOro MUCMbITaHWMA C HU3KMM YPOBHEM BMELLATE/bCTB,
YyKasaHHOMYy B HacTosweMm PernameHte, a Kateropun B(2) n C OECD cooTBeTCTBYIOT onpeaeieHno
KIMHMYECKOIO UCNbITaHMA, yKazaHHOMY B HacToAwem PernameHTe.



13) OueHKa 3aABAEHUA Ha NPOBEeAEHME KANMHUYECKOTO MUCMbITaHUA AOJIKHA pPaccMaTpuBaTh, B
YacTHOCTW, Npeanonaraemble TepaneBTUYEeCKME NPerMMyLLECTBa U MOJIb3y A/ 340POBbA Hace eHus
(aKTyanbHOCTb), a TaKXKe PUCK M HeyaobcTBa anA cybbeKTa. YTo KacaeTca aKTyasibHOCTW, cneayet
YUYUTbIBATb PasnMyHble acneKkTbl, B TOM YUC/Ee PEKOMEHAOBaHbl M MM Ha3HayeHbl KAMHUYECKMe
UCMbITAHUA KOHTPOJIMPYIOLLMMM OpPraHaMm, OTBETCTBEHHbIMM 33 OLEHKY JIEKAPCTBEHHbIX CPesCTB U
aBTOPU3aLMIO UX Pa3MELLEHNA Ha PbIHKE, M 06OCHOBaHbI /1M CyppPOraTHbIe KOHEYHbIE TOUYKM, EC/TU TAKOBbIE
NCNoNb3yloTCA.

14) Ecan MHOe He NOATBEPXAEHO B NPOTOKOAE, Cy6beKTbl, YYacTBYIOWME B KAMHUYECKOM
UCMNbITaHUW, LOIKHbI PeACTaBAATb NONYAALUMOHHbIE PYMMbl, HANPUMEP, FPYMMbl N0 BO3PACTY UMK MOY,
KoTopble, BEPOATHO, ByayT UCNONb30BaTh IEKAPCTBEHHOE CPe/CTBO, UCCAeQyeMOoe B KJAMHUYECKOM
nCNbITaHUN.

15) OnA ynydleHns meToauK 1edyeHuns, SOCTYMHbIX 419 YA3BUMbIX Py, TakMX Kak He MOLLHbIE WK
NoXWable N0an, N10AM, CTPagalowme OT HECKONbKUX XPOHUYECKUX COCTOSHUIM, U NtogM, CTpadatowme
HapyLEeHUAMMU NCUXMKK, NEeKapCTBEHHbIE CPEACTBa, KOTOPble, BEPOATHO, By AyT MMeTb 3HaUUTE/IbHYIO
KAMHUYECKYIO LEHHOCTb, JOMXHbl ObiTb MONHOCTBIO W COOTBETCTBYHOLIMM 06pasom WM3y4yeHsbl
OTHOCWUTENIbHO WX BO3AEWCTBMA Ha YKasaHHble cneunduyeckue rpynnbl, BKAOYana TpeboBaHWA B
OTHOLEHUN WX OTAENbHbIX XapPaKTEPUCTUK WM 3alMTbl 340pOBbA W BaArococToAHMA Cy6bLEKTOB,
NpUHaaNEeKaLMX K YKa3aHHbIM rpynnam.

16) Npoueaypa aBTOPU3aLMM JO/IKHA 0becrneynBaTb BO3MOXKHOCTb NPOA/IEHUA COOKOB OLLEHKY,
4yTO6bI NO3BOAUTL CMOHCOPY PACCMOTPETb BOMPOChI AN KOMMEHTaPMM, BO3HUKLINE BO BPEMSA OLEHKM
3aABOYHOro gocbe. bonee Toro, A0NXKHO 6bITb rapaHTMPOBAHO, YTO B TeYeHMeE MPOAEHHOrO CPOKa BCera
MMeeTcA A0CTaTOYHOoE BPeMS 415 OLEHKN NpeACTaBAeHHOMN A0NONHUTENbHOW MHDOPMaLIUK.

17) AsTopu3auma Ha NpoBeAeHME KANHUYECKOro UCMbITaHUA AO/MKHA PAacCMOTPETb BCE acmeKTbl
3alUMTbl CyObeKTa, a TaK¥e [A0CTOBEPHOCTM M HAAEHOCTU AaHHbIX. Takaa aBTopu3auma A0/KHa
COAEepPrKaThCA B € AMHOM aAMMHUCTPATUBHOM pelLie HUM 3anUHTE PeCcoBaHHOro rocyaapcraa-unera EC.

18) CnepayeT oCTaBUTb Ha YCMOTPEHMe 3anUHTEPeCcoBaHHOro rocyaapcrea-yaeHa EC onpesenenve
COOTBETCTBYIOLLErO OpraHa WM OPraHOB, YYacTBYHOLWMX B OLIEHKE 3asfBfeHMA Ha npoBegeHWe
KNMHNYECKOTO UCMbITaHMA, U OPraHM3aLMio y4acTUsi KOMUTETOB NO 3TUKE B paMKax CPOKOB aBTOpPM3aLLmm
[AaHHOTO KNMHMYECKOTro UCMbITaHMA, KaK YKa3aHo B HacTosAleM PernameHTe. Takue pelueHuA ABNAIOTAA
BOMPOCOM BHYTPEHHEW OpraHM3auMmM ANA Kawgoro rocygapcrea-yneHa EC. Tlpu onpepeneHwn
COOTBETCTBYIOLLErO OpraHa WAW OpraHoB rocygapcrea-yneHbl EC go/KHbI obecneuuntb y4yacTue
HecneuuanmncTos, B YaCTHOCTU, MaLUMEHTOB U opraHun3aumii naumeHToB. OHU TaKKe A01KHbI obecneymTb
JOCTYNHOCTb Heobxoammon 3kcnepTusbl. COrnacHo MeXKAyHapoAHbIM PYKOBOAALMM MPUHLMNEM
OLeHKa A0/KHA NPOBOANTLCA KOMIIEMManbHO, PasyMHbIM YACOM NINLL, KOTOPble COBMECTHO 061 aaatoT
Heobxoaumolii KBanndbuKaumen n onbiTom. J/1Mua, oueHUBarLWmMe 3aaB/IeHME, A0 KHbI ObITb HE3aBUCUMbI
OT CMOHCOpa, MecTa NPoBeAeHUA KAMHUUYECKOTO UCMbITaHUA U y4aCcTBYIOLLMX UCC/ieAoBaTe e, a TaKxe
OONXKHbI 6bITb CBOOOAHBI OT KAKOTO-1MBO APYroro HeNnPaBOME PHOTO BAUAHMUA.

19) OueHKa 3aABAEHUN HA aABTOPM3ALMIO KAMHUYECKMX UCMbITAaHUM A0/KHA NPOBOAMTLCA HA
OCHOBE COOTBETCTBYHOLLEN IKCNEPTHU3bI. [PU OLEHKE KINMHUYECKUX UCMBITAHUI C yYacTMeM CybbeKTOB,
HaxoAAWMXCA B YpEe3BblYalHOW CUTyaLMM, HEeCOBEPLUEHHONETHUX, OrPaHWYEeHHO AeecrnoCobHbIX
CYyOBEKTOB, bEpEMEHHBIX U KOPMALLMX KEHLUMH, U, ecnn Heobxoammo, ApYrnx naeHTUGUUMpyembIx
CreumanbHbIX NONYALUMOHHbIX FPYM M, TAKMX KaK NOXKWUJIbIE TIOAM UAU TIOSM, CTPAAAIOLLME OT PeaKUX in
YNbTpa-peaKmx bonesHel, cneayer paccMoTpeTb NPoBeAeHME CNeLnabHOM SKCnepTU3bl.

20) Ha npakTuKe cnoHcopbl He Bceraa obnaaatoT Bceit MHGoOpmaLmein, HeobxoaMmon ana nogaqm
NO/IHOTO 3aABNEHMA Ha aBTOPM3aLMIO KTMHUYECKOTO UCMbITAHWUA BO BCEX rocyaapcTeax-yneHax EC, roe B
utore byaeT NpoBOAUTLCA KMHMYECKoe ucnbiTaHue. ChegyeT o6ecnevymTb BOSMOXKHOCTb /18 CMOHCOPOB
NnogaBaTb 3afB/IEHUE WCK/IOYUTE/IbHO Ha OCHOBE [JOKYMEHTOB, OLLEHEHHbIX COBMECTHO Temu
rocyfapcrsamm-uneHamm EC, B KOTOpbIX, BO3MOXKHO, By A€ T NPOBOAUTLCA KIMHUYECKOE UCTbITaHME.



21) CneayeT paspelinTb CMOHCOPY OT3biBaTb 3asBNeHWE Ha aBTOPM3aLMIO KAMHMYECKOro
ncnbiTaHuna. OgHaKko ana obecrneyeHns HageKHoro GYHKLMOHUPOBAHMA NPOoLEeaypbl OLLEHKK, 3aAB/1eHue
MOXeT 6bITb OTO3BaHO TOJIbKO B OTHOLIEHWWN BCETO KANHUYECKOTO ncnbiTaHuaA. CreayeTt npeaocTasuTb
CMOHCOPY BO3MOXHOCTb MPEACTaBUTb HOBOE 3asiB/IEHWE Ha aBTOPM3aLMIO KANMHWUYECKOTO UCM bITaHWA
nocne oT3blBa 3aBIEHUA.

22) Ha npakTuKe B uensax Habopa 3an/iaHMPOBAHHOIO YMCAA MALMEHTOB MAW B MHbIX LEAX
CNOHCOPbl MOryT O6bITb 3aMHTEPEcOoBaHbl B PACMPOCTPAHEHUN KAMHUYECKOrO UCMbITaHUA Ha
[ONONHUTENIbHOE rocyAapcTBo-yneH EC nociie nepBoHaYaabHOM aBTOPM3aLL MM KNMHUYECKOTO UCTbITaHMA.
MexaHW13M aBTOPM3aLLMM LOIXKEH NMO3BONATL TAKOe pacnpocTpaHeHue 6e3 NoBTOPHOM OLE HKM 3asB/IEHMA
BCEMM 3aMHTEpPeCOBaHHbIMW rocyaapcreammn-uneHamm EC, KoTopble y4yacTBOBa/iM B MepPBOHAYasIbHOM
aBTOPU3aLNU KAMHNYECKOTO UCMbITaHUA.

23) KnnHuyeckune ncnbitTaHnsa o0bblYHO noasepraroTcAd MHOFOYNCNEHHBIM U3MEHEHNAM NOCNEe UX
aBTOpPM3aUMKU. ITU U3MEHEHMA MOTYT KacaTbCA NpoBeaeHuUA, NaaHa, MeTo40N0rMn, uccnegyemoro nin
BCNOMOTIaTe/IbHOIo 1eKapCTBEHHOIO CpeacTBa, UccienoBsaTtena naim mecrta nposengeHnAa KaAmHM4eCKoro
ucnbiTaHmAa. B Tex Cny4anx, Korga st UsSmeHeHUA OKa3blBaloT CyLLLleCTBEHHOE BIMAHUE Ha 6e30nacHoOCTb
WAn npasa Cyﬁ'beKTOB NUIN HaAeXHOCTb U AOCTOBEPHOCTb AaHHbIX, NO/TYy4YE€HHbIX B XO04€ KTNHUYECKOro
MUCNbITaHNA, OHU OOJ1XKHbI I'IpOﬁTVI npoueaypy astopmsaumn, aHai0rmM4yHyro nepBOHaqaanon.

24) CopeprkaHue 3a8BOYHOMO A0Cbe Ha aBTOPM3ALMIO KNIMHUYECKOTO UCMbITaHUSA AOMKHO 6bITh
rapMOHM3MPOBaHO, YTODObI rapaHTMPOBATb, YTO BCEM rocyAapcTBam-yneHam EC goctynHa oavMHaKoBas
MHPOPMALMA U YTOObI yNPOCTUTL NPOLLECC MOAAUM 3aABAEHUIN ANA KIMHUYE CKUX UCTIBITAHUN.

25) [na nosblWeHUs NPO3PaYHOCTM B 061aCTU KNMHUYECKMX UCTIbITAHWUIA AaHHbIE, NOJIyYeHHbIE B
pe3ynbTate KAWMHUYECKOrO WCMbITaHMA, MOryT OblTb NpeacTaBfieHbl B NOAAEPKKY 33ABAEHUA O
KNMHUYECKOM UCMbITaHUU, TOSIbKO €C/TN YKa3aHHOE KIMHUYECKOE UCMNbITaHWe Bbl10 3aperucTpMpoBaHo B
OOCTYMHOW AnA obWecTBEHHOCTM U BecnnaTHOM 6a3e AaHHbIX, KOTopas fABAAETCA OCHOBHbIM MU
NapTHEPCKMM PEECTPOM UM UCTOYHUKOM AaHHbIX Ana MexayHapoaHoi nnatdopmMbl 41a permcTpaumm
KNAMHWUYECKMX UCMbITaHWM Bce MMpHOW opraHmnsaumnmn 3gpasooxpaHeHusa (WHO ICTRP). MCTOYHMKM AaHHbIX
ans WHO ICTRP BHOCAT M BeAyT perncTpaumoHHble 3anmMcu KIMHUYECKUX UCMbITaHUI TakKnm obpasom,
KOTOPbIN COOTBETCTBYET KpuTepuam pernctpaumm WHO. CneayeT npeaycmoTpeTb CrneLlumanbHble
NONOXKEHMUA ANA KNNHNUYECKUX UCTIbITAHMIA, KOTOPbIE HAYaNMCb 40 AaTbl HAYaNa NPUMEHEHMA HaCTOALLENO
PernameHrTa.

26) B cdepe BeaeHua rocygapcre-yneHos EC cnegyeT octaBuTb Tpeb0OBaHUA K A3bIKY 3a9BOYHOTO
aocbe. AnsaobecneyeHus 6ecnpenATcTBEHHOIO GYHKLMOHMPOBAHMSA OLLE HKM 3asB/IEHUA HA aBTOPU3aLMIO
KNMHUYECKOTO MUCMbITaHUA rocyapcrBa-yaeHbl EC 4ONXHbI PaccMOTPETb BOMNPOC O MPUHATUKN A3bIK3,
o6LenpmHATOro B 061aCTM MeAMLMHbI, B KAYeCTBe A3blKa AOKYMEHTALNUNU, HE NpeaHasHavyeHHOoM ana
cybbekTa.

27) YenoBeyeckoe AOCTOMHCTBO M NPABO Ha JIMYHYHO HEMPUKOCHOBEHHOCTb MPU3HatOTCA B XapTum
EBponeiickoro Coto3a 06 ocHOBHbIX npaBax (XapTua). B yactHocTu, XapTua TpebyeT, 4Tobbl HMKaKoe
BMeLLaTeNbCTBO B o0b6aacTm 6uosormmn 1M meauumHbl He npousBoaunocb 6e3 cBoboaHoro wu
MHPOPMMPOBAHHONO COrnacusa 3amHTepecoBaHHoro auua. B Aupextuse 2001/20/EC copeputca
LUMPOKMIA Habop NpaBun NS 3aWMTbl CybbeKTa. YKasaHHble npaBuia Heobxogumo cobntogats. YTo
KacaeTcs NpaBuA, KacalowWwmxca onpeaeieHUsA 3aKOHHbIX NpeacTaBuTene orpaHMYeHHO AeecnoCcobHbIX
JIUL, U HECOBEPLUEHHONIETHUX, TO OHW PasINYaloTCA B rocyfapcrBax-yneHax EC. Takum obpasom,
onpegeseHne 3aKOHHbIX NpeacTaBUTeeit orpaHMYeHHO AeeCnoCobHbIX ML, U HECOBE PLUEHHO/IETHUX
cnelyeT ocTaBuTb B cdhepe BeaeHMa rocygapcre-uneHos EC. 118 3alWmTbl OrpaHMYeHHO AeecnocobHbIX
Cy6bEKTOB, HECOBEPLUEHHONETHUX, HEPEMEHHDIX M KOPMALLMX KEHLLMH TPEOYIOTCA CneunasbHble Mepsbl
3aLLUMTbI.

28) 3a BClo NpeaocTaBaAAe MY CyBHbEKTY Me ANLIMHCKYIO MOMOLLb, BK/HOHYasA MOMOLLb, OKa3blBaeMyto
APYr’UM MeZMUMHCKUM TMePCOHaNoOM, HeceT OTBETCTBEHHOCTb Bpay, UMEOLWMI COOTBETCTBYIOLLYHO



KBanNPUKaLMIo, UM B COOTBETCTBYHOLLMX CNYyYasX KBaNNPULMPOBAHHbIN CTOMATONOT.

29) LenecoobpasHo, yTobbl YHMBEPCUTETbI M APYyrMe WUCCAenoBaTe/IbCKME WMHCTUTYTbI NpuU
onpeaeneHHbIX 06CTOATENbCTBAX B COOTBETCTBMM CMPUMEHMUMbIM 3aKOHOAATE/IbCTBOM O 3aLLMTE AaHHbIX
MOFNM cObMpaThb AaHHbIE KAMHMYECKMX OMNbITOB A5 MCNOAb30BaHMA B By ayLieM Hay4YHOM UCCaeA0BaHUM,
Hanpumep, 419 UCCNeaoBaTeIbCKUX Lienelt B 061acT MegUUMHCKUX, eCTECTBEHHbIX MM COLMANbHBIX
HayK. [na cbopa OaHHbIX B YKasaHHbIX LenAx HeobxoauMmo, 4Tobbl cybbeKkT dan cornacve Ha
MCMNONb30BaHME ero WK ee AaHHbIX BHE MPOTOKOAA KAUHUYECKOro UCNbITaHMA U UME1 NPaBo 0TO3BaTbh
aTo cornacue B ntob6oe Bpems. TakxKe Heobxoanmo, YTobbl Uccie aoBaTebCKME MPOEKTbI, OCHOBaHHbIE Ha
TAKWX JaHHbIX, Nepesnx NposeaeHMEeM MO/ Kanm NepPecMoTpy, KOTOPOMY NOAJ/1eKaT UCC/1e40BaHMA Ha
OCHOBE K/IMHUYECKUX JaHHbIX, HaNpMUMep, B OTHOLWEHNN 3TUYECKMX aCMEKTOB.

30) CornacHO MejKAyHapOAHbIM PYKOBOAALIMM NPUHLUMNAM MHOOPMUPOBAHHOE coriacue
cy6beKTa LONKHO BbITb MUCbMEHHbIM. B TeX cnyyasnx, Koraa cybbeKT He MOXKeT NUCaTb, OHO MOKET ObITb
3aMmMcaHo NP MOMOLLM COOTBETCTBYIOLMX a/IbTEPHATMBHbIX CPeACTB, HAaNnpUmep, NOCPeACTBOM ayamo-
nnu Buaeosanucu. o Aaun MHPOPMUPOBAHHOIO COrTacuA NOTEHLMAbHbINA CyOBEKT A0/IKEH NONYUMTL
MHpOpPMaLMIO Ha NpeaBapuUTebHOM cobeceaoBaHNM Ha A3bIKE, KOTOPbIM OH IerKo NoHUMaeT. CybbeKT
AOJIKEH MMETb BO3MOKHOCTb 33/1aBaTb BOMNPOChI B Ntoboe Bpema. CybbeKTy HE06X0AMMO NpeoCcTaBuTb
COOTBETCTBYlOLLEE BPEMS 4/1A TOTO, YTOObI OH MM OHa NPUHAAK peweHue. C yyeTomM Toro ¢paKTa, uto B
onpeaeneHHbIX rocyaapcraax-yneHax EC e AMHCTBEHHbLIM INLLOM, KBaUOULMPOBAHHLIM B COOTBETCTBUAM
C HaUMOHaNbHbIM 3aKOHOAATENbCTBOM Ha NpoBeZeHne cobecel0BaHUA C NOTEHLMAbHbIM CybbeKTOM,
ABNAETCA Bpay, TOr4a KaK B APYruMx rocygapcrsax-yneHax EC 3To agenatoT apyrve cneumanumcrl,
uenecoobpasHo byaeT npedycMoTpeTb, UTO NpeaBapuTenbHoe cobecegoBaHWe C MOTEHLMANbHbIM
Cy6bEKTOM A0/MKHO NPOBOANUTLCA YEHOM MUCCNe0BaTebCKOM KOMaHAbl, KBanudULUMpPoBaHHbIM ANA
TAKOro 33JaHWA B COOTBETCTBMM C HAUMOHA/IbHbIM 3aKOHOZATE/IbCTBOM rocyaapcTea-ynieHa EC, rae
npomncxoamT Habop UCMbITYEMbIX.

31) YT10b6blI YAOCTOBEPWUTLCA B TOM, 4YTO MHOPOPMMPOBAHHOE cornacMe JAaHo cBoboaHo,
nccnefoBaTe b AONKEH MPUHATL BO BHUMaHME BCe COOTBETCTBYIOLLME 0BCTOATENLCTBA, KOTOPbIE MOMYT
NOB/IUATbL HAa pPeLleHNe NOTEHUMAIbHOMO CybbeKTa 06 y4aCTUM B KIMHMYECKOM UCMbITaHUK, B YaCTHOCTM,
NPUHAANEKNUT N NOTEHUMANbHBIN CyObEKT K SKOHOMMUYECKN UK COUMANBHO He3aLULLE HHbIM Fpynnam
AN HaAXoamMTCA B CUTYaUUMN MHCTUTYLMOHANbHON MAN MepapXmMUYecKoin 3aBUCUMMOCTIN, KOTOpas MOXKET
HeraTMBHO NOBAMATL Ha ero/ee peLeHne 06 yyacTuu.

32) Hactoswmit PernameHT npumeHaetca 6e3  yuwepba AeWCTBUMIO  HaUMOHa/NbHOMO
3aKoHOaTeNbCTBa, Tpebylowero, YTobbl B AOMNONHEHWE K MHPOPMMPOBAHHOMY COracuio, AaHHOMY
3aKOHHbIM NpeACTaBUTEIEM, HECOBEPLLEHHOMETHUM, KOTOPbIN MOKET CHOPMNPOBATL MHEHME U OLLE HUTb
npenocTaBneHHyo emy/et MHPOPMALMIO, AONXMKEH CAMOCTOATENbHO BblPasUTb cornacue, 4Tobbl
Y4aCTBOBATb B K/IMHNUYECKOM UCTbITaHUMN,

33) LenecoobpasHo A1a onpeAeneHHbIX KAWHMYECKUX WCMbITaHWA paspelwnTb noaydeHue
MHGOPMMPOBAHHOIO COrNacuA YNPOLLEHHbIM CMOCOBOM B C/y4asax, Koraa MeToA0/0rMsa UCMbITaHUsA
TpebyeT, 4Tobbl NpUEeM UCC/IedyeMbIX NeKAPCTBEHHbIX CPEeACTB Ha3HauYaAu cCKopee rpynnam cybbe KTos,
He)eNn oTAeNbHbIM CybbeKkTaM. B TaKMx KAMHUYECKMX UCMbITaHMAX UcCielyeMble NeKapCTBeHHble
cpeAcTBa MCNO/b3YIOTCA B COOTBETCTBUM C pPaspelleHUAMU Ha MapKETUHT, U OTAe/IbHblA CyBbeKT
nosiy4yaeT CTaHAAPTHOE JeYyeHne He3aBUCMMO OT TOro, COrNallaeTcs /M OH WAM OHA Ha yvacTue B
KAWMHUYECKOM WCMbITaHUM MM OTKa3blBaeTCA OT Hero, WaM OT3biBaeT cornacue, Takum obpasom,
eAMHCTBEHHbIM MNOCNEACTBMEM HeyyacTua ABAAETCA HEWCMNo/sib3oBaHMe ero/ee AaHHbIX ANA
KJMHUYECKOro UCMbITaHUA. Takue KAMHUYECKME MCMbITaHMA, NOMOralolliMe CpaBHUTb Ha3HauyeHHoe
NleyeHue, ONKHbI BCEra NpoBOAMTLCA B NpeAenax 04Horo rocyaapcrea-yneHaEC.

34) JonHbl 6bITb ONpPeaeNeHbl CneLmanbHble NON0MXKEHWA 419 3alWMTbl 6e peMeHHbIX U KOPMALLYIX
MEHLMH, YYacTBYHOLWMX B KAUHUYECKMX UCMbITAaHWUAX, B YaCTHOCTU, KOrAa KAMHUYECKOE UCMbITaHe
NOTEHUMANbHO HEe HanpasJeHO HENOCPEACTBEHHO HA Y/yYlUeHWE 300P0BbA MaTeEpPU UM IMBPUOH],
naogaunu pebeHka.



35) /lnua, Hecywme 0b6A3aTeNbHYO BOMHCKYIO CYKOY, 1NLa, Haxoaawmecs B MecTax JInleHus
cBo60Apl, 11LLa, KOTOPbIE BC/IEACTBUE IOPUANYECKOTO aKTa He MOTYT NPUHMMATb y4acTU e B KIMHUYECKMX
NCNbITaHUAX, U NG, KOTOPble BCIEACTBME BO3PacTa, MHBAaNMAHOCTM UNU COCTOAHMA 3[0P0BbA 3aBUCAT
OT yX0Za W NO 3TOW MPUYMHE COAEPNKATCA B YYPEXKAEHUAX C MPOKMBAHMEM W YXOAOM, TO €CTb B
yupexaeHuax, npeaocTasAaoWwmx HenpepbiBHYIO NOMOLLb NMLEM, B HEW HYXA3OLWMMCA, HaXo4ATCcA B
cUTYauUMM noAuyMHeHUAa UNU GaKTUYECKOM 3aBUCMMOCTW, BCAEACTBME 3TOro AnA Hux Tpebyota
cneumanbHble 3aWMTHble mepbl. FocyaapctBam-yneHam EC gonxkHo 6biTb NpeaocTaBAeHO MpaBo
YTBEPANTb TaKMe A0NOHUTE IbHbIE Mepbl.

36) HactoAawmin PernameHT [O/KeH onpeaensTb 4YeTKMe npaBuna  OTHOCUTENBHO
MHPOPMUPOBAHHOIO COrNACKA BYPE3BbIYalHbIX CUTYaUMAX. TaKMe CUTYaLMM OTHOCATCA K CAy4Yasm, Korag,
Hanpumep, NauMeHT BHE3aNHO OKa3a/1CA B XU3HEYIPOXKatoLLE M COCTOAHUM BCe ACTBUE MHOXe CTBE HHbIX
TPaBM, YAAPOB UM MHPAPKTOB, TPEDYIOWEM HEMELIEHHOTO MeANLMHCKOrO BMELLATe1bCTBa. B Takmx
Cly4yanx BMELIATENIbCTBO B PaMKax NMPOBOSALLETOCA KAMHMYECKOrO MUCMbITaHUA, KOTOpoe yrKe 6blnio
0406peHO, MoXKeT 6bITb yMecTHbIM. OAHaKO B onpeaeieHHbIX Ype3Bbl4aMHbIX CUTYaALLMAX HE BOSMOXHO
Noay4nTb MHPOPMMPOBAHHOE COrN1acKe A0 BMeLLATe 1bCTBa. HacToAwmi PernameHT A0/ KEH YCTAaHOBUTbL
YyeTKMe NPaBua, COrNACHO KOTOPbIM NAUMEHT MOXKET BbiTb BKAKOYEH B KNMHUYECKOE UCMbITaHWE NOL
OYeHb CTPOTMMW yCNOBUAMMW. TaKKe Ha3BaHHOE KAMHUYECKOE WCMbITaHWE JOJIKHO UMeTb
HenocpeACTBEHHOE OTHOLWEHME K MeANLMHCKOMY COCTOAHUIO, U3-332 KOTOPOro HEBO3MOMXHO B paMKax
TEepaneBTUYECKOro OKHA NOMYyYUTb NpesBaputenbHoe MHPOPMUPOBAHHOE corlace OT CybbekTa nan
ero/ee 3aKoHHOro npeacrasuTend. Jlioboe paHee BblpakeHHOE BO3paykeHMe MaumMeHTa [O/KHO
yBaxaTbcA, U MHbOPMUPOBaHHOE coracue cybbekTa nnm ero/ee 3aKOHHOIO NPEACTaBUTENA AOJIKHO
6bITb NOSIY4EHO KaK MOXKHO CKOpee.

37) OnAa npeaocTaBaeHuMs NaumeHTam npaea Ha AOCTYN K BO3MOXKHOCTM Y4YacTUA B KIMHUYECKOM
ucnbITaHMM U BBeZeHUA 3GPEeKTMBHOrO Hazsopa 33 KAMHWYECKMM WCMbITAHUEM CO  CTOPOHBI
3aMHTEPECOBAHHOMO rocygapcrea-yneHa EC Heobxogumo yBeJOMNATb O Hayane KAMHWUYECKOro
UCNbITaHWA, 3aBepllieHUM Habopa Cy6bLEKTOB ANA KAMHUYECKOTO WCMbITaHMA U 06 OKOHYaHuM
KAMHUYECKOTO MCMbiTaHUA. COrnacHO MeXKAyHapoAHbIM CTaHZAPTaM pesynbTaTbl KAMHUYECKOMo
NCMbITaHWA A0 KHbI 6bITb COOBLLEHbI B TEYEHME FO4a C MOMEHTA OKOHYAHMA KIMHUYECKOTO UCTIbITaHUA.

38) [aToit nepBoro AencTenA No Habopy NOTEHUMANbHbIX CyObEKTOB ABNAETCA AaTa COBEPLUEHMA
nepBoro AencTBUA cTpaTerMu, onmcaHHoM B NPOTOKOE, HaNnpUMep, 4aTa KOHTaKTa C NOTeHLMa IbHbIM
cy6beKToM Unm aata ny6aAnMKaumMm 06bABAEHUA O KOHKPETHOM KTIMHMYE CKOM UCTbITaHUM.

39) CrnoHCcop AO/KEeH MPeACTaBNATb KPaTKUIA OTYET O pesy/bTaTaX KAMHUYECKOro MCMbITaHua
BMECTE C OTYETOM, MOHATHLIM HECMEMANUCTY, U, rAe MPUMEHUMO, OTYET O KNMHMUYECKOM MUCCAe10BaHUM
B TeYeHue onpegesieHHOro CpoKa. B Tex cnyyasx, Koraa HEBO3MOXKHO NPeaCcTaBUTb KPaTKUM OTYET O
pesynbTaTax KAMHUYECKOTO UCTbITaHUA B TeYeHMe onpeaeieHHOro CPOKa No HayuHbIM COOBpaxeHvem,
Hanpumep, Koraa KAMHMYECKOe UCMbITaHMe BCe eLle MAEeT B TPETbUX CTPaHax U AaHHble 06 3Tol YacTu
UCMbITaHUA HEeZOCTYMHbl, YTO AeNaeT CTaTUCTUYECKUI aHa/u3 HepesieBaHTHbIM, CMOHCOP [OJIKEH
060CHOBaTb 3TO B NPOTOKO/1E M YKa3aTb CPOK, B KOTOPbIM By ayT npeacTaBaeHbl pe3yibTaTbl.

40) Ons ouUEeHKM CMOHCOPOM BCeli BO3MOKHO peneBaHTHOM MHpopmauuu no 6esonacHocm
nccnenoBaTe b A0/IKEH, KaK NPaBMA0, coobLLaTb eMy 060 BCEX CEPbE3HbIX HEKENATENbHbIX ABNEHUSAX.

41) CnoHcop [O/IKEH OUEHWUTb MHPOPMaLMIO, NOJMYYEHHYIO OT MccaenoBaTens, U coobwmTb
nHpopmaumio no 6e30MacHOCTU O CepbesHbIX HeXKenaTesbHbiX ABNEHMAX, KOTOpPble Bbi3blBAOT
nofo3peHune Ha cepbesHble HexXenaTte bHble peaKkumn, EBponeinckomy are HTCTBY 1eKapCTBEHHbIX Cpe ACTB
(nanee-"ArentcrBo").

42) AreHTCTBO A0NXKHO HaNpPaBUTb AaHHY0 MHGOPMaLUMIO rocyaapcTBam-4aeHam EC 4ns oueHKu.

43) YneHbl MexayHapoaHoW KOHdEpeHUMM MO rapMOHM3aUUN TEXHMYECKUX TpeboBaHWUM K
perncTpaunmn neKapcTBeHHbIX MPenapaToB 418 MCMo/1b30BaHUsA YenoBekom (ICH) npuwwam K cornawieHunio



O NoApobHONM cucTeEME PYKOBOAALWMX MPUHLUMUMNOB HaZerKalen KAMHMYECKON NpPaKTUKM, KoTopas
ABNAETCA MPUHATbIM Ha MeXAYyHapO4HOM YPOBHE CTaHZAPTOM 4/15 pa3paboTKu, NpoBeAeHWs, Be AeHUA
3anuce i KAMHMUYECKMX UCMTbITAHUIA U /19 OTYETHOCTM O HUX, COOTBETCTBYIOLLMX MPUHLUMMTAM XebCUHKCKOM
AeKnapaumm BceMmpHom meaMLMHCKOM accoumaumu. MNpu paspaboTke, nposeseHNM, BeAe HUM 3anucem
N OTYETHOCTM MO KAMHMYECKMM UCMbITAHUAM MOMKET NoHazobuTtbea 6osee nogpobHas MHPopmaLma
OTHOCUTE/IbHO COOTBETCTBYIOLLENO CTaHAapTa KayecTsa. B Takom cnyyae pykosogsawme npuHumnbl ICH
Hag/eXkawen KANMHUYECKOM MPaAKTUKU [OJIKHbI COOTBETCTBYHOWMM 06pa3om ObiTb Yy4yTeEHbl MpU
NPUMEHEeHMM MpPaBW/, YKasaHHbIX B HacToAwem PernameHTe, npu ycnoBUM OTCYTCTBUA APYroOro
CMeuManbHOro PyKOBOACTBA, BbiMyweHHOro EBponeickoi Komuccvel, M 4To 3TM pyKoBOAALME
NPUHLMMNbI COOTBETCTBYIOT HacToALLEMY PernameHrty.

44) CnoHcopy celyeT OCyLLeCTBAATL COOTBETCTBYHOLLMI MOHUTOPUHT NPOBEAEHUA KANHUYECKOTO
UCMNbITaHUA, 4YTObbI 0becneynTb HadeXKHOCTb M AOCTOBEPHOCTb Pe3ynbTaToB. MOHUTOPUHI TaKke
obecneumnsaeT 6€30MacHOCTb CyHbEKTa C y4eTOM XapaKTEPUCTUK KAMHNYECKOro UCMbITaHUA U YBaXKe HUA
OCHOBHbIX NpaB cybbeKTa. Mpu onpegeneHum ob6bema MOHUTOPUHTA C/iedye T YYeCTb XapaKTe PUCTUKM
KJAMHMUYECKOTO UCMbITaHUA.

45) NInua, yyacTeyoLme B NPOBeAEHUM KAMHUYECKOTO UCMbITaHMA, BYaCTHOCTU, UCCAea0BaTe NN U
apyrue meamumMHCcKMe paboTHUKN AONXKHbI 061a8aTh AOCTaTOYHOMN KBanubUKaumel NS BbiNONHEHUA
3a/la4, U MOMeELUEHMA, B KOTOPbIX AONMHO NPOBOAUTLCA KAMHUYECKOE UCNbITaHUe, A0NMHbI BbiTb
NPUroAHbl 415 Hero.

46) Ytobbl O0becneuntb H6e3onacHOCTb cybbeKTa M HaOeKHOCTb U [0CTOBEPHOCTb AaHHbIX
KJIMHMYECKOro UCMbITaHUA, Lle1ecoobpasHo NpeayCcMOoTPETb YCI0BUA A1 OTCAEKUBAEMOCTU, XPaHeHNs,
BO3BpaTa WM YHWUUTOXEHUA UCCAeAyeMblX JIEKAPCTBEHHbIX CPeACTB B 3aBMCMMOCTM OT XapaKTepa
KAMHWUYECKOTO UCMbITaHWA. M0 3TUM Ke NPUYMHAM TaKune YCA0BUA AOJIKHbI BbITb NpeaycMOTpeHbl ANs
HEeaBTOPW30BaHHbIX BCMOMOTaTe IbHbIX 1€KaPCTBEHHbIX CPeACTB.

47) B npouecce KAMHUYECKOTro UCMbITaHMA CMOHCOPY MOXeT CTaTb M3BECTHO O CepPbe3HbIX
HapyLeHMAX NPaBua NpoBeAeHNA AaHHOTO KAMHUYECKOro UcnbiTaHmA. 06 3Tom Heob6X0AMMO COOOLWLUTD
3aMHTEepecoBaHHbIM rocygapcream-ysneHam EC, yTobbl B HEOBXOAMMBIX C/TyYasX OHW MOTAU Npean PUHATb
aeuncreua.

48) MomuMmo cooblieHUiA O MOAO3PEHUAX Ha Cepbe3Hble HeKenaTesbHble peakumu, Moryt
NPOWU30MTUN M ApYrue ABNEeHWA, KOTOPbIe KacatoTCcA COOTHOLLEHMSA NOb3a-PUCK M 0 KOTOPbIX HE06X0aMMO
CBOEeBpeMeHHO coobLaTh 3anHTEepeCcoBaHHbIM rocygapcream-dneHam EC. Ana 6e3onacHocTu cybbekTa
BaXHO, YTOBbl MOMMMO CePbE3HbIX He)enaTesbHbIX ABNEHUA U peakumit 060 BCEX HEeOMUAAHHbIX
ABNIEHUAX, KOTOPbIE MOTYT MaTePUabHO NMOBAUATL Ha OLEHKY PUCKa-N0/b3bl IEKAPCTBEHHOTO CPeAcTBa
WY KoTopble NPUBEAYT K U3MEHEHMAM B NPUMEHEHUN IEKapCTBEHHOMO CPeLCTBA MU B NMPOBeLeHUM
KAMHWYECKOro MCMbiTaHnAa B 06Llem, cooblianocb 3aMHTepecoBaHHbIM rocyaapcream-daeHam EC.
MprMepbl TaKUX HEOXKMUAAHHbIX ABAEHUIA BKIIOYAIOT yBENYeHME YPOBHA BOSHUKHOBEHWA OXKUAAEMbIX
CepbEe3HbIX HeMKenaTesnbHbIX PeaKkuuii, KOTopble MOTYT 6biTb KAMHWUYECKN Ba’KHbIMM, CyLLECTBEHHaA
0NacHOCTb ANA NONYAALMM NALUMEHTOB, TaKas Kak OTcyTcTBME 3¢ddeKTUBHOCTU IeKapCTBEHHOTO CPeaCTea,
WNW BaXkHble BbiABNEHHble cBegeHNA B 061acTn 6e3onacHOCTM B pesyabTaTe HeAaBHO 3aBepLIeHHOro
MccNe0BaHMA Ha }KMUBOTHbIX (TaKmMe KaK KaHLLeporeHHOCTb).

49) B Tex cny4anx, KOraa HeoXKMAaHHble SBIeHUA TPEOYIOT CPOYHOIro U3MEHEHUSA KNMHUYECKOMO
UCMbITaHWA, CMOHCOP U UCCeaoBaTe b AO/IKHbI MMETb BO3MOMKHOCTb MPWUHATb CPOYHbIE MEepbl Mo
6esonacHoCcTM 6e3 npeaBapuTesibHOW aBTopu3aumMn. Ecnm TakMmn mepamm 6ygeT BpemeHHoe
NPUOCTAaHOBNEHME KAMHMYECKOTO UCMbITAHUA, CNOHCOP A0/IXKEH NOAaTb 3asABAeHMEe O CyLLECTBEHHOM
N3MeHEeHUN [0 BO30OHOBIEHUA KIMHUYECKOTO UCMbITAHWUA.

50) YT1o6bl 06ecneunTb cObAOAEHUE COOTBETCTBUA KIMHUYECKOTO UCMbITaHMA NPOTOKONY U AN
nHdopMMpoBaHMA uccnegoBaTeneir 06 MUccnesyeMblX NEKapCTBEHHbIX CPeACTBaX, KOTOpble OHM
NPUMEHSAIOT, CTIOHCOP LO/IKEH NPEAOCTaBUTb UCCNeoBaTeNAM BpOLLIOPY UCCIeA0BaTENS.



51) WHbopmaumio, NONYYEHHYIO B XO4E KAMHUYECKOTO MUCMbITaHUA, HEOOXOAMMO 3anMCbIBaTh,
XPaHUTb N 06paLLaTbCs C HEel COOTBETCTBYHOLWLMM 06pa3om, 4uTobbl obecneynTb NpaBa U 6e30MacHOCTb
CyOBbEeKTa, AOCTOBEPHOCTb U HAAE HOCTb AAHHbIX, MOJlYYEHHbIX B XOAE KAMHUYECKOTO UCMbITaHUA, TOUHbIE
OoT4YeTbl U UHTeprpeTaunto, 3PpPeKTUBHBIN MOHUTOPUHT CMOHCOPa M 3ddEKTUBHYIO NPOBEPKY CO CTOPOHBI
rocygapcre-yneHos EC.

52) Ytobbl NPOAEMOHCTPMPOBaTb COOTBETCTBME MPOTOKONY M HacTtosAwemy Pernamenty, ans
adpdeKTnBHOrO Hab At AEHUA (MOHUTOPUHI CMOHCOPOM M NPOBEPKM rocygapcTea-yneHa EC) cnoHcop u
nuccnepdoBaTeslb  AOJ/IKHbI  BECTM OCHOBHOE f0Cbe  KAMHMYECKOrO WCMbITaHUA, cogepKallee
COOTBETCTBYIOLLYO AOKYMEHTaLMIO.

53) Ecnn nmetotca l'lpO6fI€MbI B OTHOWEHUN OOCTYNHOCTUN aBTOPU30BAHHbLIX BCMOMOTraTe/1bHbIX
NNeKapCTBeHHbIX CPeACTB, B OMNPaBAaHHbIX CN1y4aAX B KIMHUYECKOM UCMbITAaHUN MOTYT NCMOJ1b30BaTbCA
BCNomoraTte/ibHble 1eKapCTBEHHbIE CpeacTBa. LeHa dBTOPU30BaAHHbLIXBCMOMOTraTE/IbHbIX TEKAPCTBEHHbIX
cpeacTs He JO0/1XKHa CHUTATbCA d)aKTOpOM, BINAOWMM Ha AOCTYNHOCTb TaKUX 1IEKapPCTBEHHbIX CPeACTB.

54) NeKkapcTBeHHbIe cpeacTBa, NpeaHasHaYeHHbIe 415 UCC/1e 40BaHWUS U Pa3BUTUA UCTbITaHUM, He
BX0AAT B chepy npumeHeHua Aupektusbl 2001/83/EC Esponeiickoro napnameHTa u Coseta EC <*>. K
TAaKMM NEeKapCTBEHHbIM CpeACcTBaM OTHOCATCA SIeKapCTBEHHble CPeACTBa, UCMOb3yeMble B KOHTEKCTe
KNAMHNYECKOro UcnbiTaHnA. OHWM JOMXKHBI NO4NAAaTb NOA AeUCTBME CeLnanbHbIX MPaBUA C y4ETOM UX
ocobeHHocTel. Mpn yCTaHOBAEHMM TAKUX NpaBun HeobXOoAMMO NPOBOAMTbL pPasfAefieHue Mexay
nccnenyemMbiMU NIEKAaPCTBEHHBIMU CPeACTBaMMU (MCMbITyeMbld NpenapaT M npenapaTtbl CPaBHEHMUS,
BK/tOYasA niauebo) n BCmomoraTeibHbIMM J1IEKAPCTBEHHBIMWU CPEeACTBaMM (/1eKapCTBEHHbIE CPEeACTBa,
NCNONb3yeMble B KOHTEKCTE KJIMHMYECKOTO UCMbITAHWUA, HO HE B KAYECTBE UCC/IeLyeMbIX JIEKapCTBEHHbIX
CpeacTB), TAKMMU KaK NIeKapCTBEHHbIE CPEACTBA, UCNOAb3yeMble A1 GOHOBOrO IeYEHMA, B KavecTee
TeCTOBbIX/MPOBOKALMOHHBIX areHTOB, MPEenapaToB HEOT/IOKHOW MOMOLM, WMAW UCMOAb3yeMmble 4/Aa
OLLeHKM KPUTMYECKMX TOYEK B KIMHMYECKOM UCMbITaHUW. BcnomoraTe ibHble ieKapCTBEHHble CPeACTBa He
[OOIKHbI BKIKOYATb CONYTCTBYOLWME MPenapaTbl, a MMEHHO NPenapaThbl, He OTHOCALLMECA K KTMHMYE CKOMY
WCNbITAHMIO U HE UMEIOLME OTHOLIEHUA K NAAHY KAMHMUYECKOTO UCMbITAHMUA.

<*> Nlnpektusa 2001/83/EC Esponeickoro napnameHTa n Coseta ECoT 6 HoAbps 2001 r. o Kogekce
CoobulecTBa B OTHOLWEHMM NEeKapPCTBEHHbIX CPECTB AR UCMO/b30BaHMA YyenoBekom (O N L 311,
28.11.2001, cTp. 67).

55) Y106bl 06ecneuntb 6e30MacHOCTb CybbeKTa M AO0CTOBEPHOCTb U HaAeXHOCTb AaHHbIX,
NOJIYYEHHbIX B XO€ KIUHUYECKOTO UCMbITaHUA, YTOObI COAENCTBOBATL pacnpeaeneHmio Nccneayembix 1
BCMOMOraTe/IbHbIX S1IEKAPCTBEHHbIX CPEACTB Ha MecTax NpPOBeAEeHUA KAMHUYECKMX MCMbITaHUI Ha
TeppuTtopum Cotosa, He0b6X0ANMMO Yy CTaHOBUTb NPaBmAa NPOU3BOACTBA M MUMMNOPTA, a TAK}Ke NcCeayembix
M BCMOMOTaTe/IbHbIX IEKapPCTBEHHbIX CPeACTB. KaK yrKe 06cTouT Aeno ¢ AMpeKTUBOM, yKasaHHble npasuia
OO/KHbI  OTparkaTb CyLEeCTBYlOWME MpaBuaa Hagnexalen MpousBOACTBEHHOM MPaKTUKKU Ansd
npenapaTos, noanagatoLwmx nog aeicrsme Aunpextusbl 2001/82/EC. B HeKOTOpbIX 0COBbIX Cayvasx
cnefyeT paspelnTb OTCTYNAEHUSA OT AaHHbIX NpaBu, YTobbl obecneynTb NPoBeAeHNEe KAMHNYECKOM
ucnbiTaHma. Takum obpasom, NPUMEHUMbIE NpPaBuUaa A0JXKHbI NMO3BONATbL HEKOTOPYIO TMOKOCTL NpU
YC/IOBUM, YTO HE HaHOCUTCA ywepba 6e30nacHOCTM cybbeKTa, a TaKKe HaZdeKHOCTU U A0CTOBEPHOCTU
OaHHbIX, NONYYEHHbIX BX0OAE KNMHMUYECKOrO UCNbITaHUS.

56) TpeboBaHMe O NPOXOXKAEHUN aBTOPM3aLMM AR NPOM3BOACTBA UAM MMMOPTA UCCNeayeMbiX
NIEeKapCTBEHHbIX  CPeACTB  He  AO0/IKHO  MPUMEHATbCA K MPUrOTOB/IEHMIO  MCC/eyembiX
pagnodapMaLeBTUHECKMX NEKAPCTBEHHbIX CPeacTB M3 PagUMOHYKAMAHbLIX reHepaTopos, Habopos,
PagMOHYKAUAHbIX NPEKYPCOPOB B COOTBETCTBMM C MHCTPYKLMAMM MPOM3BOANTENA, AN UCNIOb30BAHMWA B
60/bHMULAX, LEHTPaX 340P0BbA WAW KAMHUKAX, NPUHUMAIOLLIMX YHacTUE B 3TOM KE K/MHMYECKOM
UCMbITaHUW B TOM e rocyaapcree-uneHe EC.



57) Wccnegyemble U BCMOMOraTe/ibHble I€KapCTBEHHbIE CpeACcTBa [OJIKHbI MapKMPOBaTbCA
CoOTBETCTBYOWMM 06pa3om, u4Tobbl obecneunTb 6e3onacHOCTb CybbeKTa M OOCTOBEPHOCTb U
HAZEKHOCTb AaHHbIX, MONYYEHHbIX B XOAE KAWHMYECKUX MWCMbITaHWMM WM 4TOObl COAEeNCTBOBaTb
pacnpefeneHunio YKasaHHbIX CPeacTB Ha MeCTax KAMHUMYECKUX UCMbITaHMKA Ha TeppuTtopum Cotosa.
MpaBuaa MapKUMPOBKKU LO/KHbI OblTb aZanTUPOBAHblI K pPUCKam gis 6e30mnacHoCTU cybbeKkta u
OOCTOBEPHOCTM W HALEHOCTM [AAHHbIX, MOJIYYEHHbIX B XO4E KAMHWUYECKMX WCNbITaHui. Ecnu
uccnefyemoe MAM BCMOMOraTesbHOe NeKapCTBEHHOE CPeACTBO YXKe pPasMeLLeHO Ha pPbIHKe Kak
aBTOPU30BaHHOE 1eKapCTBEHHOE CPeACTBO B cooTBETCTBUN ¢ AnpekTmsoi 2001/83/EC 1 PernameHTom
(EC) 726/2004 Esponeiickoro napsiameHtan Coseta EC <*>, no o6uiemy npasuay He oaxHa TpeboBaTbe
OOMONIHUTENDbHAA MapPKUMPOBKA A5 KAMHUYECKMX WCMbITaHUA, B KOTOPbIX HE WCNonb3yeT
MackuposaHue. bonee Toro, B c/nyvyae C HEKOTOPbIMWU CreumanbHbIMU NpenapaTtamu, TaKUMU Kak
paanodapmaLeBTMUYECKME NEKAPCTBEHHbIE CPEACTBA, UCMO/b3yeMble B KayecTBe AMArHOCTUYECKOro
nccneyeMoro 1eKapCTBEHHOTO CpeacTBa, 0bLmMe NpaBmaa MapKMPOBKM HeLenecoobpasHbl BBMAY O4YeHb
KOHTPONIMPYEMbIX YCNOBUI WUCMONB30BaHUA pPaanodapmaLleBTUHECKMX NEKAPCTBEHHbIX CPEeACTB B
KNMHMYECKUX UCMbITAHUAX.

<*> PernameHT (EC) 726/2004 Esponeiickoro napnameHta u Coseta EC ot 31 mapra 2004 r.,
ycTaHaBAMBatowumii npoueaypbl CoobliecTsa No Bblgayve paspelleHnin Ha IeKapCTBEHHbIE CPeaCTBa,
npegHasHavyeHHble A1 YeN0BeKa, U BeTepMHapHbIe NeKapCcTBeHHble CPeacTBa, U HAA30pY 338 HUMU, U
yuypekaatowwmin EBponeiickoe areHTCTBO iekapcTBeHHbIX cpeacts (O N L 136, 30.4.2004, cTp. 1.).

58) B uenax ycTaHOBAEHMA 4YeTKUX obssaHHocTel [dupektusoi 2001/20/EC 6bina BBeAeHa
KOHUenuua "cnoHcopa" KAMHUYECKOTo UCMbITaHUA, COOTBETCTBYHOLLAA MeKAYHAPOAHbIM PYKOBOAALLMM
npuHUMnam. HeobxoamMmo NpoaonKaTb C1eA0BaTb AaHHOMN KOHLUENLUN.

59) Ha npakTuke mexxay uccnenoBatenamm UAM MCCNeaoBaTeNbCKUMUM UMHCTUTYTaMK, KOTOpble
COBMEeCTHO NpoBOAAT KINHNYECKOE UCNbITaHNe, MOTyT 6bITb YCTaHOB/1EHDbI CBO60,CI,Hb|e, Hed>oplv\aanb|e
pa60lw|e CBA3M. ITM CBA3U O0/1KHbI 6bIpr,OCTyI'IHbI COBMEeCTHbIM CNOHCOPaM KNTMHNYECKOTIO UCMbITaHUA.
Y10bbl HE CHU3UTL 3¢¢EKTVIBHOCTb KOHUENUNN OTBETCTBEHHOCTU 3a KTMHNUYECKOE UCNbITaHNE B C/1y4anAX C
HECKOJIbKUMU CNOHCOPaMM, COrnacHoO HacrtoAwemy PernaN\eHTy OHM BCE MCMNONHAT 06A3aHHOCTU
CNOHCOpa. OfHaKo COBMECTHble CMOHCOPbI AO0NXKHbl UMEeTb BO3MOXHOCTb pPa3ae/inTb o0b6a3aHHOCTU
CNOHCOpano cornaweHnw, oCHoBaHHOMY Ha AOorosope.

60) YTob6bl rapaHTUMPOBAaTb BO3MOMKHOCTb MPUHATUA Mep MPUHYAMTENbHOrO XapaKTepa
rocygapcreamm-uneHamm EC M BO3MOXKHOCTb MPOBEAEHUA B COOTBETCTBYIOLWMX CAy4Yanx cyaebHbix
pa3bupaTenbcTs, LenecoobpasHo 06A3aTb CNOHCOPOB, KOTOpble yupexaeHbl He B Cotose, MMeTb
npeacrasuTeneii 8 Cotose Ana npeacTasaeHUs X MHTepecos. O4HaKo BBUAY NPOTMBOPEUMBLIX MOAX0A0B
B rocyaapcraax-useHax EC B OTHOLLEHMM FpaXKAaHCKOM M YroN0BHOM OTBETCTBEHHOCTHU, Lie1eco0bpasHo
OCTaBUTb Ha YCMOTPEHME KaKAoro rocydapcrsa-yseHa EC, 4To KacaeTca ero TeppuTopuu, Bbibop
OTHOCUTEIbHO TOro, TPeb0BaTb UM HET HalMYMe TAaKOro NPeACTaBUTENA, MPU YC0BUN, YTO KaK MUHUMYM
KOHTAKTHbI NYHKT 06pa3oBaH Ha TeppuTopum Cotosa.

61) B Tex cny4anx, Koraa B Xo4e KAMHUYECKOro UCNbITaHMA Bpead, MPUYNHEHHbIN CyOBbeKTY BeyeT
rPaXKOAHCKYIO  WAW  YrONOBHYH OTBETCTBEHHOCTb WCCAe[OoBaTeNs WAM  CMOHCOPa, YCI0BUSA
OTBETCTBEHHOCTU BTAKMX CNYyYanX, BKAOUYAnA BONPOChI NPUYNHHO-CAEeACTBEHHOM CBA3N M pa3mepa Bpeda
M CaHKLMI, f0NKHbI OCTaBaTbCA B chepe AeUCTBUA HaLMOHANbHOIO 3aKOHOAaTe IbCTBa.

62) Mpu KANHNYECKMX UCTIbITaHUAX A0/13KHA BbITb 06ecneyeHa KoMneHcauusa Bpeaa, MPUCyKaeHHan
B COOTBETCTBUM C NPUMEHMMbIM MpaBom. Takum 06pas3om, rocygapcrBa-uneHbl EC  A0NXKHbI
rapaHTUpPOBaTb, YTO MMEIOTCA CUCTEMbI KOMMNEHcauMu Bpeda, MPUUYMHEHHOTO CyBbeKTy, KoTopble
COOTBETCTBYIOT NPUPOJE N BEINUYMHE PUCKA.

63) 3anHTepecoBaHHble rocygapcTBa-yneHbl EC AoaKHbl 06134aTb NOAHOMOYMAMK MO OT3bIBY



dBTOPU3aULNUN KTNHNYECKOTO UCMNbITaHUA, NPUOCTAHOBNEHUIO KTUHNUYECKOTO UCMbITaHUA VITpe6OBaHVI}O oT
CNOHCOpPa namMeHeHMNA KINHNYeCKOro UCnbiTaHUA.

64) Ona obecnevyeHua cobaoaeHns Hactoalero PernameHTa rocyaapcrea-yuneHbl EC A0MKHbI
MMeTb BO3MOXHOCTb MPOBOAUTbL MPOBEPKKU, @ TaK¥Ke JO/KHbl 06/M1afaTb COOTBETCTBYHOLLEN
KOMMeTeHLMeN A npoBepoK.

65) EBponeiickasa Komuccus AONKHA UMETb BO3MOXKHOCTb KOHTPOIMPOBATb NPaBUAbHOCTb Ha430pa
rocygapcre-yneHos EC 3a cobntogeHmem Hactoswero PernameHTa. bonee Toro, EBponeickaa kKomucans
[OJIKHA MMETb BO3MOXKHOCTb KOHTPO/IMPOBaTb, 06ecneunBatoT 1M CUCTEMbI MPABOBOTO PETY/INPOBAHMA
TPETbUX CTPaH Ccob/oAeHME CMeuManbHbIX MOJIOKEHUI HacToAwero PernameHta u [OupekTvsbl
2001/83/EC 0 KAUHUYECKUX UCMIbITAHUAX, MPOBOANMbIX B TPETbUX CTPaHaXx.

66) YTO6bLI YNOPSAA0YMTL NOTOK UHGOPMALMM U COAEMNCTBOBATb €e PaCMPOCTPAHEHMIO MeXay
CNOHCOpaMu 1 rocygapcteamu-uneHamu EC, a Takke mexay rocygapcrsamum-yneHamum EC, AreHTCTBO B
COTPYZHMYECTBe Crocyaapcteammn-yneHamm EC v EBponeiickoli KoMuccue i fOMKHO co34aTb M BECTU Basy
AaHHbIX EC ¢ goctynomyepesnoptan EC.

67) YTob6bl 06ECNEYNTb OCTATOUHDIN YPOBEHb NPO3PaYHOCTN B ChHEpPEe KANHUYECKUX UCMbITAHWUNA,
6a3a gaHHbIX EC onKHa cofeprKaTb BCHO COOTBETCTBYHOLLYO MHPOPMALUNIO OTHOCUTE/TbHO KNTMHNUYECKOTo
UCMNbITaHMA, npeactaBneHHoro 4yepe3 noptan EC. Basa pgaHHbix EC pgomkHa 6bITb AOCTYNHa
06L1eCcTBEHHOCTU, U AaHHble A0JIKHbI 6bITb NpeAcTaBAeHbl B opMaTe C BO3MOMNKHOCTbIO N€TKOT0 NOUCK],
C COOTBETCTBYHOLWMMMN SAHHBIMW U AOKYMEHTaMM, CBS3aHHbIMW BMeCTe HOMepPOM MchbiTaHma EC u
rmnepccbisIKamn, HanpuUMep, CBA3bIBAOWMMKN KPaTKUIM OTYET, OTYET AN1A HecrneLunanmcTos, MPOTO KO U
OTYeT K/JIMHUYECKOro UCCNeA0BaHUA OAHOMO KAMHUYECKOrO UCMbITaHWUA, a TaKXe OTCbIIaloWMMK K
AaHHbIM APYTUX KAWHUYECKUX MCMbITaHWIA, B KOTOPbIX WMCMNO/Ib30Ba/NioCh TaKoe e uccneayemoe
JIeKapcTBEHHOE CpeacTBO. Bce KAMHMYECKMEe UCMbITaHMA OO0 Havana npoBeAeHMa AOJIKHbl ObITb
3aperucTpupoBaHbl B 6ase gaHHbix EC. Kak npasuno, gatbl Hayana v 3aBepluieHns Habopa cybbeKToB
TaKXe A0NKHbI bbITb 0nyb61nKoBaHbI B 6a3e AaHHbIX EC. MHPopmauma B 6ase aaHHbIx EC aonKHa ObiTb
ny61NYHOM, 32 UCKNOYEHMEM C/TyYaEB, KOTAa NO OTAE/IbHbIM NPUYMHAM YacTb MHGOPMA LMK HE A0/HKHa
6bITb ONy6AMKOBaHa B LieNAX 3alWMTbl NPaBa MLA Ha YaCcTHYIO ¥KU3Hb M MpaBa Ha 3alMTy NepCcoHabHbIX
AaHHbIX, MPeayCMOTPEeHHbIX cTaTbaAMM 7 1 8 XapTuu. MybanyHas nHpopmauus, cogepkallanca B b6ase
AaHHbix EC, OonKHa coaelicTBoBaTb 3alUMTe 3/10pOBbA HaceneHuAa UM cnocobcTBoBaTb PasBUTUIO
WHHOBALMOHHbIX BO3MOXHOCTE I eBPONeNCKMX Me ANUMHCKMX UCC/Te 4OBAHWUM, BTO e BPeMs Npu3HaBan
3aKOHHbIE 3KOHOMUYECKMNE MHTEPECHI CTOHCOPOB.

68) [Ana uenel Hacroswero PernameHTa AaHHble, BK/IIOYEHHbIE B OTYET KAMHUYECKONO
nccnenoBaHWA, He OOJIXKHbI CYMTATbCA KOMMEPYECKOW TallHOM C MOMEHTa BblJauM paspelleHus Ha
MapKEeTUHT, 3aBepPLUEHMA NPOoLUEeAYpPbl BblAAYN PaspeLlleHns Ha MapKeTUHr U OT3blBa 3aAB/EHUA Ha
nosiyyeHue paspelleHns Ha MapKeTUHr. Kpome TOro, OCHOBHble XapPaKTEPUCTUKU KAMHUYECKOro
MCMbITaHWA, 3aK/l0YeHWe Mo YacTh | oTyeTa 06 oUEHKe 419 aBTOPM3aLMU KJAMHUYECKOTO UCTbITaHWA,
peweHne 06 aBTOPM3aLMUU KAUHUYECKOFO MCMbITAHUA, CYLWECTBEHHbIE WU3MEHEHWUS KAMHMYECKOM
UCMbITAaHWA U pe3yabTaTbl KAMHUYECKOTO UCMbITAHWA, BKAKOYAA MPUYUHbBI BPEMEHHOTO NPUOCTAaHOBAEHUA
N AOCPOYHOTO NPeKpPaLLEHMA, BOOLLEM HE A0JKHbI CYMTATLCA KOHOMAEHLMANBbHBIMM.

69) B ogHom rocyaapcree-yuneHe EC MoKeT 6bITb HECKO/IbKO OPraHOB, y4acTBYHOLMX B aBTOPMU3aLYM
KAMHUYECKUX UCNbITaHWIA. s coaeinctema 3pdGeKTUBHOMY M yCrneLHOMY COTPYAHMYECTBY rocyAapcTs-
yneHoB EC Kaxkpoe f01KHO HasHauYMTb OAMH KOHTAKTHbIN MYHKT.

70) Mpoueaypa aBTOpPM3aLMK, YKa3aHHas B HacTosleM PernameHTe, B OCHOBHOM KOHTPOJIMPYETCA
rocygapcreamu-uneHamu EC. Tem He MmeHee EBponeiickaa Komuccua M AreHTCTBO  [AOJ1KHbI
cofencTBoBaTb HOPMabHOMY QYHKLIMOHMPOBAHWUIO JAHHOW NpOLLeAypbl B COOTBETCTBUM C HACTOALLUM
PernameHToM.

71) Ona sepeHuA OeATeNbHOCTU, NPeAyCMOTPEHHOM HacToAWMM PernamMeHTOM, rocyaapcrea-



yneHbl EC gonKHbI MMeTb NPaBo B3MMaTb coopbl. OgHako rocygapcrea-yaeHol EC He goKHbl TpeboBsatb
MHOTOUYMC/IEHHbIX NNATEXKEN B Pas3/INyHbIe OpraHbl, y4acTBYOLLME B OTAE/IbHOM rocyapcree -usieHe ECB
OLEeHKe 3aAB/1IeHUA Ha aBTOPM3aALMUIO K/IMHNUYECKOTO UCMbITaHUS.

72) YT1obbl 0becneuynTb eauHble YCAOBMA A8 MMMNAEMEHTaUMM HacTosAwero PernameHTa, Ha
EBpOnencKyto KOMUCCUIO JOKHbI ObITb BO3/10XKEHbI MMMIEMEHTALMOHHbIE MOJIHOMOUYUA B OTHOLLE HUM
YCTaHOBNI€HUA U USMEHEHWA NPABWUJI O COTPYAHUYECTBE MEXKAY rocyaapcTBamm-yneHamm EC npu oueHke
MHbOpMaLMK, NpeaocTaBleHHON cnoHcopom no EBponelickon 6ase AaHHbIX No ¢papMakoHaA30py, U B
OTHOLLEHUN ONpeaeneHnsa NoapobHOro NopsaaKa NpoLesyp NPOBEPOK. YKa3aHHbIE MOJHOMOUYMA LONKHDI
OCYLLEeCTBNATLCA B cooTBeTCTBUM ¢ PernameHTom (EC) 182/2011 Esponelickoro napnameHtau Coseta EC
<*>,

<*> PernameHT (EC) 182/2011 Esponeiickoro napnamexta n Coseta EC ot 16 ¢pespans 2011 r.,
yCTaHaB/MBaKOLLMIA NPaBMIa M 0bLME NPUHLMNbI OTHOCUMTEIbHO MEXAHW3MOB KOHTPO/IA FOCYAapCTBaMM-
yneHamu EC BbinoNHeHMA EBponeickolt Kommnccnet UMNaeMeHTauuMoHHbIX noaHomounii (OX N L 55,
28.2.2011, cTp. 13).

73) Y106bI AONONHWUTL MAM BHECTU WM3MEHEHUA B HEKOTOPble HECYLLECTBEHHbIE 3/1EMEHTbI
HacTosiwero PernameHTa, NPaBO NPUHWMATb aKTbl B COOTBETCTBMM CO cTaTbei 290 [orosopa o
dyHKUMoHMpoBaHUK EBponeickoro Cotosa (TFEU) aonkHO ObITh filenermposaHo EBponelickoit Kommcanm
B OTHOWeEHMU: uameHeHus Mpunoxkenuii |, I, IV n V K HactoAwemy PernameHTy gns agantaumm K
TEXHUYECKOMY NMPOrPeccy WUAM O/iA y4eTa MeXAYyHapOAHbIX PEryiAaTUBHbIX U3MEHEHUI B obnactu
KJMHWYE CKUX UCMbITaHMI, 3aTparusatolumx Cotos unm rocygapcrea-uneHol EC; nsmeHeHus MNpunoxkeHus
Il 8 uenax ynyyweHua uHGopmaumm o 6e30nacHOCTU 1eKapCTBEHHbIX CPEACTB; afanTaLMn TEXHUYE CKUX
TpeboBaHWI K TEXHUYECKOMY MPOrpeccy Uau yyeTa MexAyHapoaHbIX PEryiAaTUBHbIX USMEHEHUN B
obnact TpeboBaHMii N0 6€30MaACHOCTU B KTIMHUYECKUX UCMbITaHUAX, 0A06PEHHbIX OpraHamu, B COCTaB
KoTopbIx BXxoaaT Coto3 unu rocygapcrea-uneHsl EC; onpefeneHns peKomeHgaumin M pyKoBoaaLwyx
MPUHLMNOB HaA/eXalle NPon3BoACTBEHHOM NPAKTUKM M NOAPOOHOro NopAAKa NPoBeAeHUA NPOBEPKM
ansa obecneyveHUs KayecTBa UCCeyeMblX JIEKAPCTBEHHbIX CPeACTB; u3meHeHus Mpunoxenus IV gna
obecnevyeHuns 6e3onacHOCTU cybbeKTa U AOCTOBEPHOCTM U HaAEKHOCTM AAHHBIX, NOJYYEHHbIX B X0
K/MHWYECKOrO UCMbITaHUA, UAW ANA y4YeTa TeXHWYecKoro nporpecca. YpesBbl4alHO BaXKHO, 4TOObI
EBponeiickas KOoMWCCUMA MPOBOAM/IA COOTBETCTBYHOLME KOHCY/IbTALMU B NPOLLECCE NMOArOTOBUTE/1bHOM
paboTbl, B TOM YMCIE HA YPOBHE 3KCNepToB. Mpu NoAroTOBKE U COCTAB/IEHMM AKTOB AE/1ErMPOBaHHOIO
3aKoHoAaTebcTBa EBponeiickan Komucecua AoKHa obecneynTb 0 AHOBPEMEHHYIO, CBOEBPEMEHHYIO U
COOTBETCTBYHOLLYIO Nepeaayy peneBaHTHbIX JOKyMeHToB EBponeiickomy napnameHTy n CoseTty EC.

74) B [dupexTtunse 2001/83/EC npeaycMOTPEHO, YTO OHa He PacnpoCTPaHAETCA Ha NMPUMeHeHWe
HaLMOHaNbHOIO 3aKOHOAATE/IbCTBA, 3anNpeLlalowWwero MAM OrpaHNYMBaloLWEro NPOAANKY, NOCTAaBKY MK
npuMeHeHue NeKapcTBeHHbIX CpeacTB B KadyectBe abopTuBHbIX cpeacts. Aupektmusa 2001/83/EC
npeaycmaTpuBaeT, YTO HaLMOHa/bHOE 3aKOHOAATE/IbCTBO, 3anpeljatolee WUAW OrpaHu4YmMBatoLLee
NCMONb30BaHNE KaKOro-1M060 0TAEIbHOMO BUAA YET0BEYE CKUX MU MKMBOTHbIX KN1ETOK, B LLETOM HE BXOAMT
B chepy NpMmeHeHUA HXU JaHHOWN [MPeKTUBbI, HU KakMx-nnbo PernameHTOB, B HEM YKa3aHHbIX. TaKKe
HacToAWwMA PernameHT He 3aTparMBaeT HaLMOHA/bHOE 3aKOHOAATE/NbCTBO, 3amnpeliatollee U
OrpaHNYMBaIOLLEE NCMNO/Ib30BAaHME KaKOr0-1MB0 OTAEIbHOIO BUAA YE€10BEYE CKUX UMW FKUBOTHbIX K/ETOK,
NpoAarKy, NOCTaBKy AN NPUMEHEHWNE NeKapPCTBEHHbIX CPEACTB B KauecTBe abopTMBHbIX cpeacTs. Kpome
TOro, HacToAWMIN PernameHT He JONKEH BAUATL HA HALMOHaAbHOE 3aKOHOA4ATENbCTBO, 3anpeLuatoLlee
WK OrpaHnYMBatoLEee NPOAAXKY, MOCTABKY UKW MCNONIb30BaHME IEKAPCTBEHHbIX CPEACTB, COAE PrHALUMX
HAapPKOTUYECKME BELLeCTBA B PaMKax 3HAYEHMA COOTBETCTBYHOLUMX AENCTBYHOLWMX MEMKAYHapOAHbIX
KOHBEHLMM, Taknx Kak EanHaa koHBeHLmMAa OOH o HapKoTuueckmx cpeacTeax 1961 r. FocyaapcTBa-yneHbl
EC 0onKHbl COO6LWATb O TAaKMX HAaLLMOHANbHbIX MON0XKeHUAX EBponen ckoi Komuccuu.

75) OupexTtnsa 2001/20/EC 3anpelaeT nposeaeHWe reHHOW Tepanuu, KoTopaa MpUBOAUT K
N3MEHEHUAM B reHETUYE CKOM MAEHTUYHOCTM 3apPOAbILLEBON IMHUU CyObeEKTa.



76) OvpekTtunea 95/46/EC EBponelickoro napnameHTta u Coseta EC <*> npumeHsaeTcs K 06pabotke
nepCoHaNbHbIX AAaHHbIX, OCYLLECTBAAEMOW B rocygapcreax-yneHax EC B pamKkax HactoAwero Pernamenta
noA Hag30pOM KOMMETEHTHbIX OpPraHoB rocygapcre-uieHoB EC, B 4acTHOCTW, He3aBUCUMMBIX
06lLeCcTBeHHbIX OpPraHoB, HasHauYeHHbIX rocyaapcrsamu-yneHamm EC; n Pernament (EC) 45/2001
EBponetlickoro napnameHta u Coseta EC <**> npumeHseTca K 06paboTKe NepcoHasbHbIX AaHHbIX,
ocylectBnAaemon EBponenckoin Kommncenmed n AreHTCTBOM B pamKax HactosAwero PernameHTa nog
Haa3opom EBponenckoro MHCNeKTopa MO 3aWwuTe MNepcoHanbHbIX AaHHbIX. [aHHble AOKYMEHTbI
YKpenAAT Npasa Ha 3awuMTy NepCcoHanbHbIX JAHHbIX, BKOYAA NPaBOo Ha 4,0CTYN, BHECEHWe NONpPaBoK 1
yOANeHUe, a TaKKe ONpeaensatoT CUTyaunn, B KOTOPbIX MOXKET ObiTb BBEAEHO OrpaHNYEeHME YKa3aHHbIX
npae. B uensx cobntogeHMa yKasaHHbIX MpaB Aas 3aWuUTbl OCTOBEPHOCTU M HaZEXKHOCTM AAHHbIX
KAMHNYECKMX UCTIbITAHWIA, UCMOIb3YEMbIX B HAYUYHbIX LEesX, U 6€30MacHOCTM CyObeKTOB, yHaCTBYHOLLWX B
KNMHMYECKMX WUCMNbITaHMAX, UenecoobpasHo npeaycmoTpeTs 6e3 yuwepba pencteuio [AMpeKTuBbI
95/46/EC, u4TO OT3blB MHGOPMMPOBAHHOIO COrNAcMA He [AO/IKEH BAUATb Ha pPesynbTaTbl yxe
BbINO/IHEHHbIX AENCTBUN, TaKUX KaK XPAHEHWE WU WUCMOJib30BaHWE MOMYYEHHbIX AAHHbIX HA OCHOBe
MHPOPMUPOBAHHOIO COrNACKA 10 €70 U3bATUA.

<*> Nlnpektunea 95/46/EC EBponeiickoro napnameHTa n CoseTa EC oT 24 okTa6pA 1995 r. 0 3awuTe
dur3nYecKmxX Ny, npm 06paboTKe NepcoHasbHbIX AaHHbIX M 0 cBOO6OAHOM 06paLLe HUM TaKMX AaHHbIX (OXK
N L 281, 23.11.1995, cTp. 31).

<**> PernameHT (EC) 45/2001 Esponeickoro napiameHTta n Coseta EC ot 18 aekabpsa 2000 r. o
3awmTe OU3MYECKMX v, Npu 0b6paboTKe MNepcoHaNbHbIX AAHHbLIX YUYPEXKAEHWAMM U OpraHamu
Coobluiectsaun o ceobogHOM obpalleHUM Taknx gaHHbIXx (O N L 8, 12.1.2001, cTtp. 1).

77) Cy6beKTbl He fOMKHbI M1aTUTb 33 UCCeyeMble IeKAapPCTBEHHbIe CpeCTBa, BCMOMOraTe IbHble
JIeKapCTBEHHbIE CPeACTBa, MeANUMHCKME NHCTPYMEHTbI, UCNOJIb3yEMbIE 411 UX NMPUEMa, U MPOLLeAYpbI,
Tpebyemble NPOTOKO/IOM, EC/IM TOJIbKO 3aKOHOAATENbCTBO rocyaapcTea-uneHa EC He npeaycmaTpuBaeT
WHoe.

78) Mpoueaypa aBTOpPM3aLMK, YCTAHOBIEHHAA B HacToAweM PernameHTe, 4o1KHA NPUMEHATLCA
KaK MOXHO paHbLUe, YTObbl CNOHCOPbI MOT/1M BOCMO/1b30BaTbCA NPENMYLLECTBOM Y NMPOLLEHHOTO NMOPAIKa
npoueaypbl aBTopusaummn. OgHaKo yHUTbIBAA BaXKHOCTb 06LLIMPHbBIX GYHKLMOHANbHbIX BO3MOXKHOCTEN [T,
HeobxoaMMbIX ANnA MNpoueaypbl aBTOpM3aLuK, LeNecoobpasHO MNpeaycMoTpeTb, YTO HACTOALWMIA
PernameHT 6yeT NPUMEHATLCA C MOMEHTA NOATBEPXKAEHUA TOro, yto noptan EC u 6asa gaHHbix EC
NONIHOLEHHO QYHKLUMOHUPYIOT.

79) OvpekTtnea 2001/20/EC aonrKHa 6biTb OTMEHEHa, YTobbl 06ecneynTb e AUHYHO CUCTEMY NPaBWA,
NPUMEHUMBIX K MPOBEAEHUIO KIMHMYECKMX UchbiTaHuii B Coto3e. YTobbl obecneuntb nepexon K
npasu/iam, yCTaHOBNIEHHbIM B HacTosweM PerfameHTe, CNOHCOPbI A0KHbI UMETb MPAaBO B NepeXoaHbli
nepuoa HaunHaTb U NPOBOAUTbL KNHUYECKOE UCMbITaHME B COOTBETCTBUM C [AnperTmeoii 2001/20/EC.

80) HacrtoAwmit PernameHT COOTBETCTBYET OCHOBHbIM MEXAYHapOAHbIM PYKOBOAALLMM
JOKYMEHTaM MO KAWHWYECKUM MCMbITaHUAM, TakKMM KaK Xe/bCUHKCKan Aeknapauma BcemwupHoi
Me ANLMHCKOM accoumaumm (Bepeuna 2008) 1 Hag/1exKalas KAMHUYECKasa NPaKTUKa, MCTOYHMKOM KOTOPOM
ABNsAeTcA XeNbCUHKCKan AeKnapaums.

81) Yto Kacaetca [Awupekrtmebl 2001/20/EC, onbIT TaK¥e MOKasbiBaeT, 4To 6onbllas 4YacTb
KNMHMYECKMX UCMbITAHUIN NPOBOANTCA HEKOMMEPYECKMMMN COHCOpPaMKU. HeKoMmme pyecKme CnoHCopbI
YyacTo MosaraloTCAd Ha 4YacTUYHoe WAW nonHoe ¢UHaHCUMpoBaHUEe obulecTBeHHbIX GOHA0B WM
61aroTBOPUTEIbHBIX OpraHu3aumMit. B Lenax yBennyeHMa LLEHHOTo BKN3Aa TaKUX HEKOMMEPYECKMX
CNOHCOPOB U Aa/ibHELWEro CTUMY/IMPOBAHUA UX UCC/IeA0BAHUIM, HO 6e3 ylwepba KauecTBy KAUHMYE CKUX
NCMbITaHWUM rocygapcTBamm-uyneHamm EC AonKHbI ObITb MPUHATLI MepPbl A8 MNOOLPEHMA KIUHNYE CKUX
NCMbITaHWUIA, NPOBOAMMbIX TAKMMM CNTIOHCOPAMM.



82) HacroAwmii PernameHT 0oCHOBaH Ha BOMHOM NpaBoBoli ocHoBe cTaTeit 114 1 168 (4) "c" TFEU.
OH HanpaB/ieH Ha CTaHOB/AEHWEe BHYTPEHHEero pblHKa B OTHOLIEHUM KAMHUYECKUX MCMbITaHUN U
JIeKapCTBEHHbIX CPeACTB, NpefiHasHaYeHHbIX A1 UCNO/b30BaHUA YEeN0BEKOM, MMesa CBOell OCHOBOW
BbICOKUIN YPOBEHb 3aLLMTbl 340P0BbA. B TO }Ke BpemaA HacToAwMM PernameHT ycTaHaBAMBaET BbICOKME
CTaHAapTbl KayecTBa n 6€30MacHOCTM 1IeKaPCTBEHHbIX CPEACTB, YTOObI B OTHOLEHUM HUX peLuaTb 0buwue
BONpockl 6besonacHocTn. Obe uenm AoCTUratoTCA 0O4HOBPEMEHHO. YKasaHHbIe ABe Le/in Hepasae/bHo
CBA3aHbl, U HW OAHA He fABAseTcA BTOpocTeneHHon. OTHocuTenbHO cTaTbi 114 TFEU HacToswwmii
PernameHT rapmoHuM3npyeT NpaBuia NpoBeaeHNA KINHUYECKUX UCNbiTaHui B Coto3e, Takum obpasom,
obecneuynBan PyHKLUMOHUPOBAHNE BHYTPEHHErO PbIHKA Cy4eTOM NPOBeAEHUS KTMHUYECKOTO UCMbITaHMA
B HECKONbKMX rocygapcteax-yneHax EC, npuemnemoctun Ha Tepputopmm Cotosa gaHHbIX, MONYYEHHbIX B
X0z KNNHMYECKOTO UCMbITaHWA M NPeaCcTaB/1eHHbIX B 3asiBI€ HUW Ha aBTOPU3ALLMIO APYTOro KAMHMUYECKOTrO
WCMbITaHMA, WUAM C Y4YEeTOM pPasMeELLEHMA Ha pPblHKe JfieKapCTBEHHOro cpeactBa M cBobogHoro
nepemMelLeHMA NEeKAPCTBEHHbIX CPEeACTB, UCMO/Ib3yEMbIX B KOHTEKCTE KJMHMYECKOrO WUCMbITaHUA.
OTHocuTenbHo ctatbm 168 (4) "c¢" TFEU Hactoawmit PernameHT ycTaHaBAMBaEeT BbICOKME CTaHAAPTbI
KauyectBa M 6e30MacHOCTM JIeKAapCTBEHHbIX cpeacTs, obecneunBas AOCTOBEPHOCTb UM HaAeXKHOCTb
NOJIYYEHHbIX B XO4€ KNMHUUYECKMX UCNbITAHUN AaHHbIX, TAKUM 0Opa3om rapaHTMpys, YTO METOAUKK
Jle4YeHUA N NeKapCTBEHHbIE NPenapaThbl, KOTOPble NPegHA3HAYEeHbI 418 yy4YLlle HUA 1IeYeHMA NALNEHTOB,
OCHOBbLIBAIOTCA HA HAAEXHbIX W [AO0CTOBEpPHbIX JAaHHbIX. bonee Toro, HactoAwmn PernameHt
YyCTaHaBAMBAET BbICOKME CTaHAAPTbI KayecTBa M 6€30MacHOCTU IEKAPCTBEHHbIX CPEACTB, MCNOJ1b3yeMbIX
B KOHTEKCTE KAMHUYECKOro WUCMbITaHMA, Takum obpasom rapaHTMpys 6e3onacHocTb CybbeKToB B
KNMHMYECKOM UCMbITaHUW.

83) HacToawmit PernameHT yunTbiBaeT OCHOBHbIE NPaBa u cobatofaeT NPUHLMNbI, NPU3HaBaeMble,
B YaCTHOCTM, XapTueli, 0cobeHHO YenoBeyecKkoe AOCTOMHCTBO, HEMPUKOCHOBEHHOCTb IMYHOCTU, NPaBa
pebeHKa, yBaxeHune YaCTHOW U CeMeMHOM KU3H MU, 3aLLMTY NepCcoHasibHbIX AaHHbIX 1 cB060 4y UCKyCCTBa U
HayKu. HacToAawmin PernameHT J0NXKEH NPUMEHATLCA rocyaapcTBamu-yneHamm EC B cooTBeTCTBUM C
yKa3aHHbIMMW NPaBamm 1 NPUHLMNAMM.

84) EBponemncKkunii MHCNEeKTop Mo 3aluTe AaHHbIX BblAan 3akatodeHue <*> cornacHo crtatbe 28 (2)
PernamenTa (EC) 45/2001.

<*>O0MXN C 253, 3.9.2013, ctp. 10.

85) TaK KaK Le/ib HacToAwero PernameHTa, a UMeHHO obecneyeHne Haae KHOCTU U AO0CTOBE P HOCTU
OaHHbIX KAWHUYECKUX UCMbITaHUI Ha Tepputopum Coto3a BMeCTe C rapaHTMEeMn yBarKeHUs npas,
6€30nacHOCTU, AOCTOMHCTBA U 61aroCOCTOAHUS CYOBEKTOB, HE MOXKET ObITb AOCTUTHYTA B AOCTAaTOYHOM
cTeneHu rocygapcreamu-yneHamu EC, Ho, BBMAY MaclwiTaboB AeNCTBUA, MOXKeT 6biTb 3ddeKTMBHee
AOCTUrHYTa Ha ypoBHe Coto3a, nocnefHWiA BnpaBe MPUHATb MePbl B COOTBETCTBUM C MPUHLMIMOM
cybCcnanapHoCTU, U3N0XKEHHbIM B cTaTbe 5 [loroBopa 0 ¢yHKUMOHMpoBaHMK EBponeitckoro Cotosa. B
COOTBETCTBUMM C MPMHLMNOM MPOMNOPLMOHANBHOCTU, M3/IOKEHHbIM B AAHHOM CTaTbe, HACTOALWaA
[AVpeKT1Ba He BbIXOAMT 32 PaMKM TOTO, YTO HEOB6XOAMMO ANA AOCTUNKEHUA YKa3aHHOW Lienu,

NPUHANW HacToALMM PernameHT:
lnasal. OBLLME MONOXKEHUNA
Cratbal
MpeameT peryinpoBaHuns
Hactosawmii PernameHT pacnpocTpaHAeTCcA Ha BCe KAMHUYECKME UCMbITaHWUA, NpoBogMMble B Cotose.

PernameHT He pacnpoCTPaHAETCA Ha HEMHTE PBEHLIMOHHbIE UCC/Ie 40BaHWA.



Cratba2
Onpepenennsa

1. Ona uenen HacToAwero PernameHTa npumMeHsIOTCA onpeaeneHns "nekapcTBeHHoe cpeacTso’,
"pagnodapmaueBTUYECKOE fleKAPCTBEHHOE cpeacTBo”, "HexenaTesbHaa peakuusa", "cepbesHan
HexenaTenbHasa peakuma”, "'nepBrMyHan ynakosKka", "BTopuyHas ynakoBKa', ykasaHHble B NyHKTax (2), (6),

(11), (12), (23) n (24) cooTBeTcTBEHHO cTaTbn 1 AnpeKkTusbl 2001/83/EC.
2. OnAa uenen HacToawWero PernameHTa Tak:Ke NPUMEHSAIOTCA cneaylollme onpeaeneHus:
1) "KNuHMYecKoe nccnegoBaHme" o3HavaeT ntoboe uccieoBaHnE B OTHOLIEHUM YENOBEKA YTODbI:

a) O0bOHapyUTb WAW  NOATBEPAMTb  KAMHMYEcKMe, dapmakoiormyeckne u  apyrve
dbapmakoamHammyeckue appeKTbl 04HOro UK Bonee NeKapcTBEHHbIX CPeACTB;

b) naeHTUdMUMpPOBaTL Nt0BbIE HeXenaTesbHble peakuun Ha 04HO UK Bonee NeKapcTBeHHoe
CpeAacTBo;

C) M3yyuTb BCacblBaHWe, pacnpegeneHne, meTabonuMsm M BbiBeAeHWe OAHOro WAn 6onee
NNeKApCTBEHHbIX CPEeACTB C UENbl ycTaHoBAeHMA 6e3omacHoCTM u/unm  3GpeKTUBHOCTU  3TUX
NNeKapCTBEHHbIX CPEeACTB;

2) "KAnHMYeCKoe ucnbiTaHMe" 03HavyaeT KAMHUYECKOoe UccnenoBaHMe, KOTopoe yaoB/ieTBopsAeT
Ntobomy 13 ceayoLWmnxX YCI0BuiA:

a) O Ha3HaYeHUU CybBEKTY OTAENbHOM TepaneBTUYECKOW CTpaTernn NpPUHUMaeTCa pelueHve
3apaHee, MU OHO He BbIXOAWUT 33 PAMKM OObIYHOM KAMHMYECKOM MNPAKTUKM 3aMHTEpPEeCOBAHHOM
rocygapcrea-yneHakc;

b) pelleHne o HasHauYeHUU uUccneayeMblX NIeKapCTBEHHbIX CPeACcTB NMPUHUMAETCA BMecCTe C
pelueHneM BKAKUYNTb CybbeKTa B KIMHMYECKOE NCCef0BaHue; Un

C) KcybbeKTam B AOMNOIHEHME K 0ObIYHOM KNMHMYE CKOM NMPAKTUKE NPUMEHAIOTCA AUarHOCTUY e ckme
npoueaypbl UAN NpoLeaypbl MOHUTOPUHTA;

3) "KNMHUYECKOE UCMbITaHUE C HU3KOW CTEMeHbio BMellaTenbcTBa" O3HayaeT KAWMHMYEeCcKoe
MCnblTaHME, KOTOPOE y40B/1€TBOPAET BCEM C1e AYHOLWLKMM YCNOBUAM!

a) uccnenyemble NeKAPCTBEHHbIE CPEACTBA, 33 UCKtoYeHMeM NnaLe 60, aBTOPU30BaHbI;
b) cornacHo NPoOTOKONY KAMHNYECKOTO UCCIEeA0BAHUA:

i) uccnepgyemble NEKAapPCTBEHHblE CPEACTBA WCMOJb3YIOTCA B COOTBETCTBUM C  YCAOBUAMM
paspeLeHns Ha MapKETUHT; UK

ii) Mcnonb3oBaHMe UccnedyeMblX N€KAPCTBEHHbIX CPeACTB OCHOBAHO Ha [A0Kas3aTenbCTBax M
noazeprkmMBaeTca onyb/1IMKOBaHHbIMM HayYHbIMM [OKa3aTe1bcTBaMu 6e3onacHocTn U 3pdeKTUBHOCTU
[AaHHbIX UCCe AyeMbiX IEKAPCTBEHHbIX CPeACTB B KAKOM-1MB60 N3 3aMHTE peCcoBaHHbIX FOCY4aPCTB-4Y/1IEHOB
EC; n

C) AONONHUTENbHbIE AMArHOCTUYECKME NpoLLeaypbl UAK NpoLeaypbl MOHUTOPWUHIA HE BbI3blBatOT
npeBsblLleHNEe MUHUMA/IbHOTO 0N OJIHUTEIBHOTO PUCKA U AOMNONHUTE/NbH O Harpy3KM Ha 6e3onacHocTb
Cy6bbEKTOB NO CPABHEHUIO C 0ObIYHOM KIMHMYECKOM NPAKTUKOM B KAKOM-11MB0 M3 3auMHTepeCcoBaHHbIX
rocyaapcres-yneHos EC;



4) "HeuHTepPBEHUMOHHOE 1UcCc/iegoBaHMe" 03HaYaeT MHOE KMHUYECKOEe UCC/Ief0BaHNE, HEXKeu
KAMHUYECKOE UCTbITaHWE;

5) "uccnepyemoe fneKapCTBEHHOE CPeAcTBO" O3HayaeT NeKapCTBEHHOEe CPeacTBO, KOTopoe
TeCTUpyeTCA AN UCNONb3YEeTCA A/1A CPaBHEHMSA, BKoYasA NnaLe 60, B KNIMHUYECKOM UCNbITaHUK;

6) "00Obl4HAA KNMHMYECKANA MPAKTMKA" 03HAYaAET PeXKMM NeUYeHUs, KOTOPOMY 0ObIMHO CieaytoT ANs
neyeHus, NpodUAAKTUKN MU ANArHOCTUKN BONE3HU UM HapyLLUEeHWUSA;

7) "uccnegyemoe NeKapCTBEHHOE CPEeACTBO C pPacMPEHHbIMM TEpPaneBTUYECKUMUN CBOMCTBAMM'
03HAYaeT MCceayeMoe IEKapCTBEHHOE CPEACTBO, KOTOPOE ABNAETCA IEKAPCTBEHHbIM CPEACTBOM C
n_n

paclMpeHHbIMM TeparneBTMYECKMMM CBOMCTBAMMU, KaK onpeaeneHo B nyHKTe "a" ctatbm 2 (1) PernameHra
(EC) 1394/2007 EBponelickoro napnameHtau CosetaEC <*>;

<*> PernameHT (EC) 1394/2007 Esponeiickoro napnameHta u Coseta EC ot 13 Hosa6ps 2007 T. 0
JIEKAPCTBEHHbIX CPeACTBaX C paclMpeHHbIMKU TePaneBTUYe CKUMM CBOMCTBAMM, BHOCALLMIN U3MEHEHWA B
Onpektusy 2001/83 EC u PernameHT (EC) 726/2004 (OX N L 324, 10.12.2007, cTtp. 121).

8) "BcnomoratenbHoe NEeKapCTBeHHOE Cpe,CI,CTBO" O3Ha4aeT NeKapCTBEHHOE CPeaAcCTBO, KOTOpOoE
ncnonblyeTca onAa LI,EHEI\;I KAUHNYECKOTO UCNbiTaHUA, KaK ONMNCaHO B MPOTOKOJ1e, HO He B Kayectse
nccnegyemoro 1eKapCreBeHHOro cpeacrea,;

9) "aBTOpPU30BaHHOE UCCeayeMOoe NeKapCTBEHHOe CPeACTBO" 03HaYaeT NeKapCTBeHHOE Cpe/iCTBO,
aBTOPU30BaHHOE B cOOTBETCTBUM C PernameHTom (EC) 726/2004 nnun B Kakom-1nb0 3anHTE peCcoBaHHOM
rocygapcree-yneHe EC B cootseTctBumM ¢ Aupektusoi 2001/83/EC, 6€30THOCUTENIBHO U3MEHEHUI B
MapKMPOBKE /NEKAPCTBEHHOrO CPeACcTBa, KOTOPOEe MCNoJb3yeTcd B KayecrBe WUccaenyemoro
JIeKapCTBEHHOTO CPeACTBa;

10) "aBTOpM30BaHHOE BCNOMOraTeslbHOE JIEKAPCTBEHHOE cpeacTBO" 03HAYaeT NeKapCTBEHHoe
CpeAcTBo, aBTOPM30BaHHOE B COOTBETCTBUM C PernameHtom (EC) 726/2004 wnn B Kakom-nwmbo
3anMHTepecoBaHHOM rocyaapcree-yuneHe EC B cootseTcTemu c Aupektmsoin 2001/83/EC, 6e30THOCUTENIBHO
M3MEHEHUI B MAPKMPOBKE JIEKAPCTBEHHOTO CPeACTBA, KOTOpPOe MUCNoab3yeTca B KayecTse
BCNOMOraTe/1IbHOIo 1IeKapCTBEHHOO CPEeACTBA;

11) "KomuTeT No 3TMKe" 03HaYaeT He3aBUCUMbIN OpraH, y4pe KaeHHbIM B rocyaapcree -yseHe EC B
COOTBETCTBMM C 3aKOHOAATE/IbCTBOM AaHHOro rocydapcrea-yneHa EC M ynosHOMOYEHHbIW BblaaBaTh
3aKN0UYEHUNA ANA Lesiel HacTosllero PernameHTa ¢ y4eToM NO3NUMKM HECNEeLMaIUCTOB, B YaCTHOCTY,
NauneHTOB UKW OPraHN3aL Ui NauneHTOB;

12) "3amHTepecoBaHHOeE rocygapcTBo-wieH EC" o3HavyaeT rocyaapcreo-yneH EC, B KoTopom noaaHo
3asB/IEHME Ha aBTOPM3aAUMIO KIMHUYECKOTO MUCMbITAaHUS MAM Ha BHECEHUE CYLLECTBEHHbIX M3MEHEHWI
cornacHo rnasam Il u Il HacToAwero PernameHTa COOTBETCTBEHHO;

13) "cywectBeHHOe uameHeHue" o3HavaeT ntoboe nsmeHeHme NOOBOro acneKkTa KANHUYECKOro
MCMbITaHMA, KOTOPOE CAeNaHO NoCne yBeJOMIEHNA O peLlleHnn, YKasaHHOM B cTaTbax 8, 14, 19, 20 nam
23 1 KoTopoe, BEPOATHO, ByAeT MMeTb CyLLEeCTBEHHOE BAUAHME Ha 6e30MacHOCTb UK NpaBa CybbeKToB
WA HA HaAEKHOCTb U IOCTOBEPHOCTb AaHHbIX, MOJy4EHHbIX B XOA€E KAMHUYECKOTO UCMbITAaHMUS;

14) "cnoHcop" o3HavaeT ¢usnYecKkoe NNLO, KOMMNAHUID, UHCTUTYT UKW OPraHM3aLmio, KOTopble
HecyT OTBETCTBEHHOCTb 33 MHULMATMBY NPOBEAEHMS, yNpaBaeHne U opraHu3aumio GuHaHCMpPOoBaHMA
KJIMHUYECKOro UCMbITaHUA;

15) "uccneposatenb” 03HavyaeT pUsMUYecKoe N1LL0, OTBETCTBEHHOE 33 NPOBeAeHUEe UCNbITaHUA B
MecTe NpoBeeHMA KAMHUYECKOTO UCMbITaHUS;



16) "rnaBHbIV UccnegoBaTeNb" 03HaYaeT UcCcAefoBaTe NS, AB/IAKOLErocs OTBETCTBEHHbIM 1IMAEPOM
KOMaHApl uccieaoBaTeneil, KoTopble NPOBOAAT KAUHUYECKOE MCCieaoBaHWe B MecTe NnpoBeaeHus
KJMHNYECKOTro UCCNeN0BaHMS;

17) "cybbeKT" 03Ha4YaeT PM3MYECKOE NNLLO, KOTOPOE YHACTBYET B KIMHNUYECKOM UCMbITaHUM 1M60 B
KayecTBe peuunueHTa MCCAeayemoro JieKapcTBEHHOro cpeacTsa, NMbo B KayecTBe npencTaBuTeNs
KOHTPO/IbHOW rpynnbl;

18) "HecoBeplueHHONETHUA" o03HavaeT CybbeKTa, KOTOPbIM COrfacHO 3akoHOAATeNbCTBY
3aMHTEpPeCcoBaHHOrO rocypapcrea-yneHa EC He poctur Bospacta AgeecnocobHocTM gna  pauum
MHPOPMMPOBAHHOIO Cornacus;

19) "orpaHnyeHHO AeecnocobHbIli cybbeKT" 03HaYaeTcybbeKTa, KOTOPbIN MO UHBbIM NPUYMHAM,YEM
BO3pacT JeecnocobHocT ana  gaym  MHPOPMMPOBAHHOIO COrnacus, He B COCTOAHMM AaTb
MHPOPMUPOBAHHOE COrNacne B COOTBETCTBMM C 3aKOHOAATE1bCTBOM 3aMHTEPECOBAHHOTO rOCy1apCTBa-
yneHakC;

20) "3aKOHHbI NpeacTaBuTeNb" 03HaYaeT GpU3NYECKoe UK IDPUANYECKOE ML, OPraH, KOTopbI
COrMlaCHO 3aKOHOAATEeNbCTBY 3aMHTEPECOBAHHOIO rocyaapcrea-yneHa EC ynonHomoueH paBaTtb
MHPOPMUPOBAHHOE corlacMe OT MMEHU CybbeKTa, ABNAIOLLErOCA OrpaHUYEHHO AeecnocobHbIM UK
HecoBepLeHHOIETHUM;

21) "nHdopmmnpoBaHHoe cornacue' o3HavyaeT cBobogHoe U A06POBOIbHOE BONEU3bABIEHUE HA
y4yacTve B KOHKPETHOM KAMHMYECKOM UCMbITAaHUN Nocae NoayyeHna MHoopmaumm obo BCeX acrneKTax
KAMHUYECKOTO UCMbITaHUA, KOTOPble OTHOCATCA K pelleHuto cybbeKkTa 06 yyacTum, uam B cnyyae ¢
HecoBepLeHHONETHUMM U OTPAHUYEHHO AeeCnOoCObHbIMM CyObEeKTaMM - paspeLleHne Uan cornacue mx
3aKOHHbIX MPeACTaBMTE IeN Ha BKTIOYEHME UX B KTMHUYECKOE UCTbITAHNE;

22) "npoToKon" o3HayaeT [AOKYMEHT, KOTOPbli OnucbiBaeT UEeAW, NaaH, MeToA0N0MIo,
CTATUCTUYECKME BOMPOCHI MU OpPraHM3aLMio KAMHUYECKOTO UCMbITaHWUA. TepmUH "npoTokon" BKAKOYaeT
nocieayoLme BepPCMm NPOTOKO1a U USMEHEH UA MPOTOKONA;

23) "6poltopanccnenosatens' o3HavaeT KOMNUAALMIO KITUHUYECKUX U HEKNMHUYE CKMX AaHHbIX 06
nuccnenyeMom NeKapcTBEHHOM CPeCTBE UM CPeACTBAX, KOTOPbIE MMEHOT OTHOLLEHME K UCCAEeN0BAHUIO
CpefAcTBa UM CPeacTB Ha 10 AAX;

24) "npowusBoacTBo" 03HayaeT MOJIHOE WM YacTUYHOE MPOM3BOACTBO, @ TaKXKe pas/iMyHble
npoLecchl pacnpeaeneHus, ynakoBKM U MapKUPOBKU (BK/1t0YasA MaCKMpoBaHue);

25) "Hayano KAMHMYECKOro UcnbiTaHMA" o3Ha4YaeT nepsoe AeicTene No Habopy NoTeHLUMaNbHbIX
Cy6bEKTOB 418 OTAE/bHOTO K/IMHWUYECKOTO UCMbITaHUSA, eC/IM MHOE He onpeseeHo B MPOTOKONE;

26) "OKOHYaHUE KNMHUYECKOTO UCMbITaHUA" 03HaYaeT Noc/eAHUI BUSUT nocneAHero cybbekTa win
60/1ee N034HNIN MOMEHT BpEMEHMU, KaK onpesenieHo B NPOTOKoE;

27) "pocpoyHoe 3aBe plUeHME KNTMHUYECKOTO UCMbITaHMA" 03HAYaEeT NpeXKae BpeMeHHOE OKOHY aHue
KAMHUYECKOTO UCMbITaHUA No Ntoboi NpUYMHe A0 YA0BNETBOPEHMA YCIOBUM, YKa3aHHbIX B NPOTOKO/E;

28) '"BpemeHHOe npeKpaleHUe KAMHUYECKOro MCNbITaHuA" o03HavyaeT npepbiBaHWE, He
npeaycMoTPeHHOE MPOTOKO/IOM NPOBEAEHUSA KIUHUYECKOTO UCMbITaHMA, CMOHCOPOM C HaMepeHMeEM
BO306HOBNEHMUSA;

29) '"npuocTaHOB/MEHME KAMHMYECKOrO WCMbITaHMA" oO3HayaeT npepbiBaHME MNpoBeAeHUA
KJMHMYE CKOro UCMbITaHWUA rocy AapCcTBOM-4ieHom EC;

30) "HapneKalan KAMHUYECKan NpakTUKa" 03HaYaeT cucTemy noapoBHbIX 3TUYECKUX U HaYUHbIX



TpeboBaHWit K pa3paboTKe, NPOBEAEHUIO, BbINONHEHNIO, MOHUTOPUHIY, ayauTy, BeAEHUIO 3anucel,
aHaNn3y M OTYETHOCTM KAMHMYECKMX MCMbITaHWi, obecneunBsaroLLlyto 3awmTy npas, 6e3onacHocTv u
6narococToAHMA Cy6bEKTOB, a TaKKe AO0CTOBEPHOCTb M HaAEKHOCTb [AaHHbIX, NOJYYEHHbIX B XO4e
KJIMHUYECKOro UCMbITaHUA;

31) "npoBepKa" o03HayaeT AeWUCTBMA KOMMETEHTHOro opraHa no nposefeHuo oduLManbHOro
OCMOTPa AOKYMEHTOB, NOMELLLEHMIA, 3anuce i, MeponpuaTHiA No obecneyeHnto KauecTsa U NtobbIX APYX
MCTOYHUKOB, KOTOPblE NPU3HaHbl KOMMETEHTHbIM OPraHOM UMEIOLWMMM OTHOLLEHUE K KAMHMYECKOMY
MCMbITAaHUIO W KOTOPble MOFYT HaxoAMTbCA B MeCTe NpoBeAeHMA KAMHWYECKOro WCMbITaHuA, B
NOMELEHMNAX CMOHCOPa WAM UCCNeOBaTe/IbCKOM OpraHM3auMuM Mo KOHTPaKTy WAW B APYIwX
yupeKaeHUAX, KOTopble OpraH cCYUTaeT NoANeKallmmn NPOBEPKE;

32) "HexenaTenbHoe sBNeHWe" o03HayaeT noboe HebnaronpuATHOE MeAMLIMHCKOE cobbiTve,
npowusoulleliee cCybbeKToM, KOTOPbI NPUHMMAaET 1eKapCTBEHHOE CPeACTBO, M KOTOpoe HeobA3aTensbHo
MMmeeT NPUYNHHO-CNEACTBEHHYIO CBA3b C €0 IeYEHUEM;

33) "cepbe3Hoe HexkenaTtesbHOe fiBieHUe" 03HayaeT Nboe HebnaronpuATHOE MeaULMH ckoe
cobbITMe, KOTOPOE BHE 3aBUCMMOCTM OT A03bl JIEKAPCTBEHHOIO cpeacTBa TpebyeT rocnuTanmsaumm B
CTAUMOHAP MM NPOANEHMA CYLLECTBYIOLWEN FOCNUTANN3ALMM, BbIparKaeTca B CTOMKOW MAM SBHO
BbIPa’*XeHHOW WMHBAZIMAHOCTU MM HETPYAOCNOCOOHOCTU, NMPUBOAUT K BPOXKAEHHON aHOMaAUU MU
NOPOKY Pa3BUTUSA, ABNAETCA XKU3HEYIPOXKAIO MM WU ABNAETCA MPUYNHON HACTYMIEHNA CMEPTH;

34) "HenpeABUAEHHAA cepPbe3Has HEXeENAaTeIbHAA peakums" 03HAYAET Cepbe3HYI0 HEXKeNaTe bHyHo
peakumio, NPUpoaa, TAXKECTb UM Pe3y/ibTaT KOTOPOM He COOTBETCTBYET CNpPaBoYHOM MHGOP MaLMK Mo
be3onacHocTy;

35) "oTyeT O KAMHUYECKOM MUCCeaoBaHUM' O3HavaeT OTYeT O KAUHMYECKOM WCMbITaHWK,
npeacTaBneHHbI B dOopmaTe C BO3MOMKHOCTbIO IEFKOr0 NOMCKA, NOATOTOB/IEHHbIN B COOTBETCTBMMU C
npunosxkexuem |, yactoto |, mogynem 5 Aupektusbl 2001/83/EC 1 conpoBoXAatoWmii 3asBneHne Ha
No/sly4YeHUe paspeLleHma Ha MapKeTUHT.

3. Onsa uenel HactoAwero PernameHTa cybbeKT, KOTopbld noanafgaeT nog onpeaesieHue
"HecoBeplieHHoneTHero" M "orpaHuMYeHHO pAeecnocobHoro cybbekTa", cuMTaeTca OrpaHUYEHHO
OeecrnocobHbIM CyObeKTOM.

Cratba3
O6wuit npmMHUMN

KnnHuyeckoe ncnbiTaHne MoXKeT bbiTb npoeeneHoO TO/IbKO eCnn:

a) npaa, 6e30NacHOCTb, AOCTOMHCTBO M 61arocoCToAHUE CYOBEKTOB 3alUMLLEHbI U UMEHOT
npuopuTeT Nepes BceMn ApYrMMU MHTE Pecamu; U

b) oHo HanpaBneHOo Ha NolyYeHUE JOCTOBE PHbIX M HALE HKHbIX SAHHbIX.
Fnasa ll. MPOLLEAYPA ABTOPU3ALMUKNNHNYECKOTO UCTIbITAHUA
Cratba4
MpeaBaputTenbHan aBTopm3auma

KNnHWYeckoe ucnbiTaHWe MOANIEKUT Hay4yHOMW M 3TMYECKOM 3KcnepTuse M aBTOPU3YeTCA B
COOTBETCTBUM C HAcToAWMM PernameHToM.



JTnyeckas 3KCMepTM3a OCYLLeCTBAAETCA KOMMTETOM MO 3TUKE B  COOTBETCTBUM C
3aKOHOAaTeIbCTBOM 3aMHTE PeCOBaHHOrO rocyAapcTBa-yaeHa EC. JKkcnepTr3a KOMUTETA MO STUKE MOXKET
BK/1HOYaTb acnekKTbl, pacCcMaTpuBaemble B YacTh | oTyeTa 06 oLeHKe A1 aBTOPM3aLMM K UHUYECKOro
UCMbITaHWUA, KaK YKas3aHo B CTaTbe 6, U paccmaTpuBaemsble B 4acTu || gaHHoro otyeTa 06 oueHKe, Kak
YKa3aHo B CTaTbe 7, COOTBETCTBEHHO A/1A KaXKA0r0 3aMHTE PeCcoBaHHOTO rocyaapcTea-yneHa EC.

Focypapcrea-uneHbl EC gonKHbl obecneynTb COOTBETCTBME CPOKOB U NMpoueayp ANA 3KCnepTusbl
KOMWUTETOB MO 3TUKE CPOKaM W npoueaypam, YKasaHHbIM B HacTosllem PernameHTte, AnA OLE HKU
3asB/IeHWNA Ha aBTOPU3aLLMIO KNMHUYECKOTO UCNbITaHUA.

Cratbas
Mopaya 3aasneHms

1. [nAa nosydYyeHMs aBTOpPM3aUMKM CMNOHCOP MNogaeT 3anaBOYHOE [AOCbe B OMpeae/eHHble
3aMHTepecoBaHHble rocyaapcTea-yneHbl ECyepesnopTan, ykasaHHbIn B cTaTbe 80 ("nopTan EC").

CnoHcop npeanaraeT 04HO U3 rocyaapcTe-yneHos EC B KayecTse OTYETHOTO.

Ecnv gpyroe 3anHTepecoBaHHOe rocyaapcreo-yneH EC, yem npeanoXKeHHoe B KayeCTBe OTYETHOrO,
BbIPa3uUT XesnaHune BbiTb OTYETHbLIM FrOCyAapcTBOM-4ieHoM EC uamn ecnm npenfoKeHHoe B Kayectse
OTYETHOro rocyfapcTBo-yneH EC He jkenaeT OblTb TaKOBbIM, 06 3TOM He0bX0AMMO yBELOMUTL BCE
3aUHTepecoBaHHble rocyaapcrBa-yneHol EC yepes noptan EC He nosgHee Tpex AHel nocne nogauv
33ABOYHOrO JOChbe.

Ecnun ToNbKO 04HO 3anHTEpPecoBaHHOE rocyAapcTBo-yneH EC nsbasnaeT enaHme 6bITb OTYETHBIM
rocygapcrsom-vneHom EC nam ecnm B KAMHNYECKOM UCMbITaHUM YHaCTBYET TOJIbKO OA4HO rocyAapcTBo-
yneH EC, To gaHHOe rocyaapcTBo-yneH EC cTaHOBUTCA OTYETHbLIM.

EcAn HM 0AHO 3aMHTepecoBaHHOE rocyaapcTso-yieH EC He U3bABUT KeNaHuA BbiTb OTHETHbIM
rocyaapcreom-uneHom EC, To oTyeTHOe rocyaapcreo-ysieH EC 4o/1HO 6bITb M36paHO MO cornalleHUo
Me Xy 3aMHTE PeCcoBaHHbIMU rocygapcrsamm-uneHamm EC cydeTom peKomMmeHAALMM, YKa3aHHbIX B My HKTe

c" ctatbm 85 (2).

Echn mexay 3amHTepecoBaHHbIMM rocygapcTtBammu-yneHamu EC oTcyTcrByeT cornaweHue, 1o
npeanoxeHHoe rocyaapcrso-yneH EC cTaHOBUTCA OTYETHbIM.

OT4yeTHOe rocyaapcTBo-uneH EC A0NKHO yBEAOMMTb CMOHCOPA M APYrMe 3auHTepecoBaHHble
rocyfapcrea-uneHbl EC 0 cBoem craTyce oTyeTHOro Yepes noprtan EC B TeuyeHue Wwectn AHel C Aathl
npeAcTaBneHns 3aABOYHOTO A0Che.

2. MNpun nopaye 3asBNeHMA Ha MPOBEAEHWE KNUHUYECKOrO UCMbITAHWUA C HU3KOW CTEeneHblo
BMeLLATEe/IbCTBA, B KOTOPOM UCC/Ie lyeMOoe SIeKapCTBEHHOE CPeLCTBO HE UCMO/b3YETCA B COOTBETCTBUAN C
YCNOBUAMM paspelleHna Ha MAPKETUMHI, HO WCNOAb30BaHWE JAaHHOMO CPeacTBA OCHOBAHO Ha
[0Ka3aTenbCTBax v NOoAAE PXHKMUBAETCA ONYyH/IMKOBaHHbIMM HayYHbIMM AOKA3aTeIbCTBAMM 0 6e30MacHoCTU
1 3GPEKTUBHOCTM YKa3aHHOTO CPeACTBa, CNOHCOP Npea/iaraeT 04HO U3 3aMHTEPECOBaHHbIX rocyAapCTB-
yneHoBEC, B KOTOPOM CpeiCTBO UCMOJIb3YEeTCA HA OCHOBE AOKA3aTe/1bCTB, B KAUECTBE OTYETHOTO.

3. B TeueHue 10 gHen ¢ gaTbl NOAAYM 3aABOYHOTO A0CbE OTYETHOE rocyaapcTBo-yneH EC gonkHo
Ba/IMANPOBaTb 3asB/IEHUE C YYETOM MHEHWUIM APYrnx 3anHTepecoBaHHbIX rocyaapcre-yneHoB EC wm
yBeAOMUTb CNOoHcopayepesnopTtan EC o cheayowem:

a) nognazaeT N KAMHUYECKOE UCMbITaHWE, O NPOBEAEHUN KOTOPOTO NOAAETCA 3asABEHME, NOJ,
chepy AencTBuA HacToAwero PernameHTa;

b) ABNAETCA 1N 3aABOYHOE A0CbE NMOJ/IHbIM B COOTBETCTBUN C anIl'IO)‘KEHMEM l.



3anHTepecoBaHHble rocyaapcTea-yneHbl EC moryT coobwmtb oT4ETHOMY rocyfapcrey-yuneHy EC
Ntobble MHEeHMA OTHOCUTE/TbHO Ba/INAaUMK 3asiBJIEHNA B TEYEHME CEMM AHEN C AaTbl NOAAYM 3aBOYHOTO
Jocbe.

4. B cnyyae ecnv rocypapcreo-uneH EC He yBe4OMMAO CNOHCOPA B TEYEHME CPOKA, YKA3aHHOTO B
nepsom noanaparpade naparpada 3, CYMTAETCA, YTO KANHMUYECKOE UCTbITAHME, B OTHOLIEHUMN KOTOPOTO
noaaeTca 3asBneHue, noanagaet nog chepy AenCTBUA HacToALWero PernameHTa u 3aaBoYHOE 40Che
CYNTAETCA NOJHbIM.

5. B cny4vae ecnum oTyeTHOE rocyaapcTBo-yieH EC ¢ y4eTOM MHEHUI ApYrMX 3auHTEPeCOBaHHbIX
rocygapcre-4seHoB EC npmuxoauT K 3aKI0YeHUI0, YTO 3aABOYHOE JOCbE ABAAETCA HEMOAHbIM UK YTO
KNMHUYECKOE MUCMbITaHWE, B OTHOLIEHWM KOTOPOro NoAaeTcsa 3asB/ieHMe, He noanagaeT nog coepy
aevicTBua HactoAwero PernameHTa, OHO AO/KHO cOO6WMTL 06 3TOM crnoHcopy Yepes nopTan EC u
npeaocTasuTb CNOHCOopy 10-gHEBHbIM CPOK A/1A KOMMEHTAPMA 3aABEHUA NN AOMNONAHEHWNA 3aABOYHOIO
pocbe yepesnoptan EC.

B TeuyeHue NATU AHEN C 4aTbl NONYYEHNS KOMMEHTAPWEB U NMOJIHOTO 3asiBOYHOTO 4OCbE O TYETHOE
rocypapcreo-yneH EC foKHO yBEAOMUTL CMOHCOPA O COOTBETCTBUM MM HECOOTBETCTBUM 3aABAEHMA
TpeboBaHMAM, yKa3aHHbIM B NyHKTax "a" 1 "b" nepsoro nognaparpacda naparpacda 3.

B cnyyae ecnnm oTyeTHOe rocygapcrtBo-ydneH EC He yBegOMMAO CMOHCOpPa B TeYeHWe CPOKaQ,
YKa3aHHOro Bo BTOPOM noznaparpade, cHUTaeTcA, YTO KAMHMYECKOE UCNbITaHWe nognagaet nog coepy
OeNcTBMA HacTosLWwero PernameHTa 1 3aaBOYHOE AOChE CYUTAETCA MOHbIM.

B cnyuyae ecam cnoHCop He NpeAcTaBul KOMMEHTAPUK MK NOSIHOE 3aABOYHOE AOCbE B TeYeHWe
CPOKa, YKa3aHHOro B NepBoM noAnaparpade, 3asB1eHNE CHUTAETCA He A€ MCTBUTENbHbIM.

6. Ona uenen HacTtoswel rnaBbl gaTta, Korga crnoHcop 6bin yBeAOM/IEH B COOTBETCTBUM C
naparpadamu 3 Unun 5, cuuTaeTcA AaToM BanAnaaLmMm 3aaBieHUA. B cryyae ecam cnoHcop He yBeJoMIEH,
0aTOW BaNnAaLMm cunTaeTca nocnegHui 4eHb COOTBETCTBYHOLMX CPOKOB, YKa3aHHbIX B naparpadax 3 u
5.

Cratbab
OT4yeT 06 OUEHKe - acneKTblyacTu |

1. OtueTHoe rocygapcreo-yneH EC oueHmnBaeT 3adaBeHNE B OTHOLLIEHUM CAe Ay o LWUX aCNeKTOB:

a) ABNAETCA NN KAWHUYECKOE WUCMbITaHWE KAWHUYECKMM WCMbITAaHUEM C HU3KOM CTeneHbto
BMeLlaTeNbCTBa B C/Ty4anAX, 3aAB/IEHHbLIX CMOHCOPOM,

b) cootBeTcTBUA rNaBe V B OTHOWEHUN C/IEAYIOLLETO:

i) Npegnonaraemoro TepaneBTUYecKoro 3pdeKTa U NoNb3bl ANA 340POBbA HAaCENEHUS, Y YMTbIBasA
BCE HMXKecneaytoLllee:

- XapaKTe PUCTUKM U 3HAHWA 06 Nccie ayeMbIX IEKapCTBEHHbIX CPeACTBaX;

- aKTYaNbHOCTb KNMHUYECKOTO UCMbITAaHMA, BKKOYAA NpeACTaBAEeHHOCTb NONYsSLUK, MO A/ eXallei
JIeYEHMIO, TPyNnaMmn CybbEKTOB, Y4YacTBYHOLWMX B KAMHUYECKOM WUCMbITaHUWU, WAWU, €CAU HEeT, TO
obbAcCHEHWE M 0OOCHOBaHWE, NpeacTaBnsemMble B COOTBETCTBMM € nyHKTom "y" naparpada 17
MpunoxeHua | K HacToAwWeMy PernameHTy; COBPEMEHHbIN YPOBEHb HaY4YHbIX 3HAHWIM; peKOMeHA0BaHbI
IV UM Ha3HaYe Hbl KIMHUYE CKME UCTIbITAaHMA KOHTPOAMPYHOWMMNOPraHaMm, OTBETCTBE HHbIMM 33 OLLEHKY
JIEKAPCTBEHHbIX CPeACTB M aBTOPMU3aALMIO MX PasMeLleHMA Ha PblHKe; W, rae npumeHumo, ntoboe
3aK/toyeHue Meamatpuyeckoro kKommurteta o MnaHe nccnegosaHus B neamatpum (PIP) B cooTBeTCcTBUM C
PernamexTtom (EC) 1901/2006 EBponeiickoro napnameHtamnm Coseta EC <*>;



<*> PernameHT (EC) 1901/2006 Esponeiickoro napsiameHTa u Coseta EC ot 12 aekabps 2006 r. o
NeKapCTBEHHbIX CPeACTBaX, NpeAHasHaYeHHbIX 418 UCNO/b30BaHMUA B neanaTpum, n 06 MsmeHeHum
PernamenHTa (E3C) 1768/92, Aupextmsbl 2001/20/EC, Anpektusbl 2001/83/EC u Pernamenta (EC)
726/2004 (OX L 378, 27/11/2006, ctp.1).

- AOCTOBEPHOCTb N HAOEKHOCTb AAdHHbIX, NON1IY4YE€HHbIX BXO04€e KTMHNYECKOro ncnbitaHMA, C y4eTom
CTaTUCTNYEeCKMUX NoAXoA08B, N21aHa KTNHNUYECKOTO UCNbITaHNA U MeTO40/10TUN, BKNHOYaA pasmMmep Bb|60pKM
N paHgoOMU3auUunto, Nnpenapatbl CPaBHEHUNA U KOHEeYHble TOYKU;

ii) puckoB M Heyao6CTB 415 CybbeKTa C Y4ETOM BCETO HUMKECIeAYIOLLErNO:

- XapPaKTePUCTUK " 3HaHUl 06 nccnegyembolxX neKapCrBeHHbIX CpeactBax M BCNOMOIaTe/1bHbIX
NEKAPCTBEHHbIX CPeACTBaX;

- XapaKTePUCTUK MHTEPBEHLMM NO CPAaBHEHMIO COBbIYHOMN KMHUYECKOM NPAKT UKOW;

- Mep 6e3OI'IaCHOCTVI, BK/Z1HOYaA NON10XKeHNA O mepax No CHNXKeHUO PUCKa, MOHUTOPKUHTe, OTYeTe No
6e30nacHOCTU M NaHe no 6e30ﬂaCHOCTVI,'

- PUCKa 4nAa 340p0oBbA CY6'beI-(Ta, BbI3biIBaemMOro megnumMHCKMM COCTOAHMEM, B OTHOLWUEHUU
KOTOpPOro nccneanyeTca nekapcreeHHoe CpeacTseo;

c) coovBeTcTBMA TpebOBaHMAM, KacaloWMMCA MNPOM3BOACTBA M MMMNOPTa MCCAedyembix
NNeKapCTBEHHbIX CPeACTB M BCMOMOraTe /IbHbIX 1IeKapCTBEHHbIX CPEACTB, yKa3aHHbIX B rnase IX;

d) cooTBeTCTBMATPE HOBAHMAM K MaPKMPOBKE, YKa3aHHbIM B r1aBe X;
€) NONIHOTbI U COOTBETCTBUA BPOLLIOPLI UCCe LOBATENS.

2. OtyeTHOe rocyaapcteo-uneH EC rotosut otyeT 06 oueHKe. OueHKA acNeKToB, YKa3aHHbIX B
naparpade 1, coctaBnseTyactb | oTyeTa0b oueHKe.

3. OT4eT 06 oLEeHKe A0/IKeH CoAep)KaTb OAHO U3 C/ieAyoLWMX 3aKA0UYeHMIA No acneKkTam YyacTtu |
oT4eTa 06 oLeHKe:

a) npoBeAeHME KAWHMYECKOTO WUCMbITaHMA AOMNYyCTUMO B cBeTe TpeboBaHMI HacTosawero
PernameHTa;

b) npoBegeHMe KAUMHMYECKOrO WCMbITaHMA AOMYCTUMO B cBeTe TpeboBaHMI HacToAWero
PernameHTa, HO NPY YCIOBUM BbIMOJIHEHWA CELMaNbHbIX TPEOOBaHWI, OTAE/IbHO YKa3aHHbIX B AaHHOM
3aK/II0YEHUU; UK

C) npoBeAeHWE KAMHMYECKOTO WCMbITaHMA HegonycTMMo B cBeTe TpeboBaHW HACTOSALLETO
PernameHra.

4. OT4yeTHOE rocygapcreo-yneH EC npeacrasnaetyepesnoptan EC3akntounTeNbHYO YacTb | oTHeTa
06 ouUeHKe, BK/t0Yas 3aKNH0UYEHUE, CMOHCOPY M APYTMM 3aMHTE PeCOBAHHbIM rocyaapcTBam-yieHam EC B
TeyeHue 45 aHeli ¢ AaTbl BaAnaaunu.

5. AN KNAUHMYECKUX UCMbITAaHUM, BKAOYAIOLWMX 6bonee yem ogHo rocygapcreo-yneH EC, npouecc
OLLEHKM COCTOMUT U3 TPEX 3TAMNOB:

a) aTan nepBOHAYaNbHOW OLEHKM, OCYLLECTB/IAEMbI OTYETHbIM rocyaapcTreom-yneHom EC B
TeyeHue 26 gHel ¢ AaTbl Banuaauuu;



b) aTan KOOPANHUPOBAHHOIO PACCMOTPEHMA, MPOBOAMMbIN B TeYeHue 12 gHel ¢ AaTbl OKOHYaHUA
nepBOHAYa/IbHOTO 3Tana OUEHKM, BK/HOYAIOLLMIA BCE 3aMHTEPECOBaHHbIE rOCyAapcTBa-wWieHbl EC;

C) 3Tan KOHCoONMMnAaauunu, OCVLU,ECTBI]HEMbIl‘/‘I OTYETHbLIM roCya4apCTBOM-4/1€HOM EC B TeueHune cemmn
,ﬂ,HeVI C AaTbl OKOHYaHNA 3TaNa KOOPANUHUPOBAHHOTO PAaCCMOTPEHUA.

Ha aTane nepBoOHa4YabHOM OLEHKM OTYETHOE FOCYAapcTBO-4ieH EC noaroTaBAMBaeT NPOEKT Yactu
| oTyeTa 06 OUEHKe M paccbllaeT ero BCeM 3aMHTEPeCOBaHHbIM rocygapcTeam-yneHam EC.

Ha 3Tane KOOPAMHMPOBAHHOIO PACCMOTPEHMA BCE 3aMHTEPECOBaHHble rOCYAapPCTBA-Y/EHbI
COBMECTHO paccMaTpMBalOT 3aAB/IeHNE, OCHOBbIBAACb HA NpPoOeKTe YacTu | otyeTa 06 OUEeHKe N AeNnATc
MHEHUAMUN OTHOCUTEIbHO 3aABN1IEHNA.

Ha sTane KoHconmaauuu otyeTHoe rocygapcreo-yneH EC npu 3aBeplieHun Yactn | otyeTa 06
OLLeHKEe y4YMTbIBAaeT MHEHUA APYIMX 3aMHTEPECOBAHHbIX rocyAapcTB-yneHoB EC 1 BegeT 3anmncm o Tom,
KaKMM 06pa3om yKasaHHble MHEHMA Obln paccmoTpeHbl. OTYeTHOe rocyaapcTeo-yneH EC npeacrasnset
OKOHYaTenNbHY YacTb | oTyeTa 06 OUEHKE CMOHCOPY U APYIMM 3aMHTEPECOBAHHbLIM FOCYAaPCTBaM-
yneHam EC B TeyeHMe CPOKa, yKasaHHOro B naparpacde 4.

6. Ona uenen HacToALWEN rnasbl AaTa, Ha KOTOPYHO OKOHYaTeNbHas YacTb | otyeTa 06 oueHKe
npeactaBneHa OTYETHbIM rocydapcTBom-dyneHom EC crnoHcopy M ApYrMM  3aMHTEpeCcOoBaHHbIM
rocygapcrsam-uneHam EC, cuntaeTcs OTYETHOM AATOMN.

7. OTyeTHOE rocyaapcTBo-yneH EC Takke MoXKeT NPoA/INTb CPOK, YKa3aHHbIN B naparpade 4, Ha 50
OHeN Ans KAMHUYECKUX UCMbITAHUM C MCNONb30BaHMEM UCCNEAYEMOTO IEKAPCTBEHHOIO CPeAcTBa C
pacwmnpeHHbIMKU TepaneBTUYE CKUMM CBOMCTBAMM MU IEKAPCTBEHHOMO CPEACTBA, YKa3aHHOro B MyHKTe 1
MpunoxeHus Kk PernameHty (EC) 726/2004, ans uenei KOHCyAbTaUuii ¢ sKkcnepTamu. B Takom cnydae
CPOKM, yKasaHHble B naparpadax 5 1 8 HacToAwen cTaTbM, NpuMeHstoTca mutatis mutandis.

8. B nepurog mexxay gaToi BaauaaumMm U OTYETHOM AaTOM TO/IbKO OTYETHOE roCyAapcTBo-uneH EC
MOKEeT 3anpallmBaTh AOMNOAHUTENbHYIO MHPOPMALMIO OT CMOHCOPa, NPMHMMAA BO BHUMaHUE MHEHMUS,
YKa3aHHble B naparpade 5.

ONns nonyyeHuMa M PacCMOTPEHMA TaKoW [OMNOAHUTENbHOM MHPOpPMAUMKM OT CMNOHcopa B
COOTBETCTBUM CTPETbUM M YETBEPTbIM NoAnaparpadom, 0THETHOE rocyAapcTBo-yieH EC moXkeT npoauTb
CPOK, YKa3aHHbIl B naparpade 4, He 6oneeyemHa 31 geHb.

CnoHcop npepacTaBnfaeT 3anpoOLUeHHYK AOMNONMHUTENIbHYI0 MHOOPMAUMIO B TEeYEeHMEe CPOK3,
YKasaHHOro rocygapcrsom-uyneHom EC, KOTopbI He AoneH npesblwaTb 12 aHel ¢ AaTbl NOAYYeHuA
3anpoca.

Mocne nonyyeHua AOMNONHUTENBLHOWM MHOOPMALMN 3aUHTEPECOBaHHbIE rocyaapcTBa-yneHbl EC
COBMECTHO PacCMaTPUBAIOT BCO AOMOJHUTENbHYIO MHPOPMaLMIO, NpeacTaBNEHHYHO CTOHCOPOM BMeCTe
C MepBOHaya/ibHbIM 3aABNEHMEM, M OOMEHMBAOTCA MHEHWAMM OTHOCUTE/IbHO 3asaBAEHMA.
KoopauHMpoBaHHOE PacCMOTPEHME OCYLLECTBASAETCA B CPOK, HE MpeBbIWakolWwmii 12 AHel ¢ MoOMeHTa
nosy4yeHMa AONONHUTENBHOW MHGOPMALMK, U OaNbHElLan KOHCONNAAUMA NPON3BOANTCA B CPOK He
b6onee ceMu gHel c MOMEHTa 3aBepLIeHNA KOOPANHUPOBAHHOrO paccMoTpeHus. MNpy 3aBepLUeHMM YacTH
| oTyeTa 06 OuUEHKe OTYETHOE rocydapcTBo-yneH EC yuymTbiBaET MHEHUA APYIMX 3aUHTEpPeCOBaHHbIX
rocygapcre-uneHoB EC v BeAeT 3anncK 0 TOM, KakKUM 06pa3om yKa3aHHble MHEHUA BblIM PacCMOTPEHDI.

B cnyyae ecnv cnoHcop He NpPeaocTaBuA AOMONHUTENbHYID MHGOPMALMIO B TEYEHME CPOKAQ,
YCTaHOB/IEHHOTO OTYETHbIM FOCYyZapPcTBOM-4neHom EC B COOTBETCTBMM C TpeTbMm nognaparpadom,
3afB/IEHME CYMTAETCA He e ICTBUTEIbHbIM BO BCEX 3aMHTEPECOBAHHbIX rocyaapcreax -dneHax EC.

3anpoc 0 AOMNONHUTENbHOW MHPOPMAUUK U AOMNONAHUTENbHAA MHPOPMAUMA [AO0/KHbI 6biTh
npeacrasneHbl Yyepesnoprtan EC.



Cratba7
OTyeT 06 OLEeHKe - acneKTblyacTu ll

1. Kaxkpgoe 3anHTe pecoBaHHOe rocygapcrBo-yneH EC B 0OTHOLWEHMM CBOe TePPUTOPUN OLLe HUBAET
3anB/IEHNE OTHOCUTE/IbHO C/1EeAYOLLIMX aCMNeKTOB:

a) cooTBeTCTBME Tp66OBaHMFIM K MHd)OpMVIpOBaHHOMy COrnacuio, ykasaHHbIM B rnase V;

b) cooTtBeTcTBME NOpAAKA W YCAOBMI BO3HArParKAEHWS WAW KOMMEHcaumn cybbekTam B
COOTBETCTBUU C TPEOOBAHMAMM, YCTAHOBAEHHLIMU B I1aBe V, a TaKKe Ucc/e40BaTeNAMy;

C) coOTBETCTBME NOPAAKa M YCI0BMI Habopa cybbeKToB TpeboBaHMAM, YKa3aHHbIM B rnase V;
d) cooTBeTcTBME NONONKEHUAM npeKTnebl 95/46/EC;

e) cooTBeTcTBME CTaThe 49;

f) cooTBeTCcTBME CTaTbE 50;

g) cooTBeTCcTBUE CTaTbe 76;

h) cooTtBeTCcTBME NPUMEHMMbIM NpPaBUAam No cOopy, XpaHEHUIO M ByayLiemMy UCMO/b30BaHUIO
6rnonormyeckmx ob6pasLoB cybbEKTa.

OLieHKa acreKToB, YKa3aHHbIX B nepBom nognaparpade, cocrasnseryacTts |l otueta 06 oUegHKe.

2. Kaxpoe 3amMHTE pecoBaHHOe rocyaapcTBo-yieH EC coctaBnfaeT cBOO OLEHKY B TeueHue 45 aHei
C AaTbl BaAngauMmM 1 npeacraBnseT cnoHcopy Yyepes noptan EC yactb Il oTyeTa 06 oueHKe, BKtOYan
3aK/t04eHume.

Kaskpoe 3amMHTepecoBaHHOE rocyaapctBo-yneH EC MMeeT npaBo 3anpocuTb Yy CMOHCOPA Mo
0060CHOBaHHbLIM MPUYMHAM AOMOJHUTENBHYIO MHPOPMALMIO B OTHOLIEHMM acCMeKTOB, YKA3aHHbIX B
naparpacde 1, TO/IbKO B TE4EHWNE CPOKA, YKa3aHHOIo B NepBOM nognaparpade.

3. 1na nonyyeHUn 1 pacCMOTPEHMA 3aNpOLLEHHOM AOMNOIHUTENIbHON MHGOPMALMK, YKa3aHHON BO
BTOPOM noganaparpade naparpada 2, OT CNOHCOpPAa B COOTBETCTBMM CO BTOPbIM W TPETbUM
nognaparpadamu 3aMHTe PeCcoBaHHOE rocy4apcTBo-UieH EC MOXKeT Npoa/nTb CPOK, YKa3aHHbIN B e pBOM
noanaparpade naparpada 2, Ho He 6onee yemHa 31 aeHb.

CrnoHcop npeAacTaBaseT 3anpolUeHHY AOMNOAHUTENbHYI0 UMHGOPMALMIO B TeYeHWe CPOKa,
YKa3aHHOro 3aMHTEepPeCcoBaHHbIM rocyAapcTBOM-4aeHoM EC, KOTOpbIN He A0KeH NpeBbIwaTh 12 aHel ¢
OaTbl MONy4YeHUs 3anpoca.

Mocne nonyyeHwus AOMNOAHUTENbHOW UMHbOPMALUKM 3aMHTEPECOBAHHOE rocydapcTBo-yneH EC
3aBEpPLLAET CBOK OLEHKY B Te4yeHMe He bonee yem 19 gHeli.

B cnydyasx ecnm cnoHcop He NpeaocTaBAsieT AONOJIHUTENBHYIO MHOOPMALMIO B TEYEHME CPOK3,
YCTaHOBAEHHOrO0 3auMHTEPECOBAHHbIM rocygapcTtBom-yneHom EC B cooTBeTCTBMM CO  BTOPbLIM
noanaparpadom, 3afaBNEHUE CUMTAETCA HeAeNCTBUTE IbHbIM B 3TOM 3aMHTEpPeCcoBaHHOM rocyapcTBe-
yneHe EC.

3anpoc o 4ONOAHUTENbHOM MHDOPMALMU U AONONHUTENbHAA MHOOPMALLMA A0MKHbI ObITb NOAAHbI
yepesnoptan EC.

Cratba 8



PelweHne 0 KIMHNUYECKOM UCNbITaHUMN

1. Kaxkpoe 3anmHTepecoBaHHOE rocyAapcTBo-yieH EC yBegomnseT cnoHcopa Yepes noptan EC 06
aBTOPM3aLMKN KIMHMYECKOTO UCMbITaHUA nMbo 06 aBTopu3auMu nog ycnosuem, 1nb6o ob oTkase B
aBTOpM3aLUN.

YBegoMNeHMe OCyLLECTBAAETCA B GOpMe e AMHOTO peLleHMs B TeYeHMe NATU AHe COTYETHOM AaThl
WAKN C NocnefHero AHA OLEHKW, YKa3aHHOM B cTaTbe 7, B 3aBUCMMOCTM OT TOro, Kakas AaTa HacTynur
nosgHee.

ABTOpVI3aLl,MFI KAMHNYECKOTO UCNbITaHMA No4d yChoBUEM OrpaHNUYMUBAETCA YCNOBUAMU, KOTOPbIE MO
csoel npupoae He MmoryT 6bITb BbINOJIHEHbI B MOMEHT TaKOM aBTOpuU3aUnn.

2. B cnyyae ecnm 3aKNt04EHNMEM OTYETHOIO rocyAapcTBa-wieHa EC 8 oTHoweHUKU Yactm | otyeTa 06
OLleHKe ABMAETCA 3aK/AloYeHWe O TOM, YTO MpOBeAeHUe KAWMHMYECKOro UCNbITaHWA AONYCTUMO WM
JONYyCTUMO Npu cobntogeHNN cCneupmanbHbIX YCA0BUIM, TO TaKoe 3aK/toYeHUe CHMTaeTCA 3aKatoUeHNEM
3anHTepeCcoBaHHOro rocyaapcrea-yaeHa EC.

HecmoTpsA Ha MONOMKeHWA nepBoro noagnaparpada, 3aMHTEpPeCcOBaHHOE rocyaapcTeo-yneH EC
MOKET He COrNacuUTbCA C 3aK/1t04eHMEM OTYETHOrO rocyAapcTea-yneHa EC B oTHoweHUM YacTun | otyeTta 06
OLIEHKE TONIbKO MO C/1e Ay LM OCHOBAHUAM:

a) eC/IM OHO COMYTET, YTO MPM YHaCTMU B KIMHUYECKOM UCTbITaHUK CyBbeKT NONyUUT nedeHue 6onee
HM3KOro KayecTBa, YeMm B 06bIYHOM KIMHMYECKOM NPAKTUKE B 3aMHTEPECOBaHHOM rocyapcree -uneHe ECG

b) HapyLweHWe HaLMOHANbHOIO 3aKOHOAATEIBCTBA, KaK YKa3aHo B cTaTbe 90;

C) 3aMeyYaHus OTHOCKTEIbHO 6€30MacHOCTM CybbeKTa M [OCTOBEPHOCTM M HAZEKHOCTU AAHHbIX,
npeacTaBAeHHble BCOOTBETCTBMM c Naparpadammn 5 nam 8 ctatbm 6.

B cnyyae ecnu 3amHTepecoBaHHOe rocyaapctBo-yneH EC He cornacutca C 3akatouYeHWem Mo
OCHOBaHMWAM, YKa3aHHbIM BO BTOPOM Mognaparpade, OHO coOOWAET O CBOEM Hecor/iacum c
npegocrasneHmem nogpobHoro obocHoBaHuA, 4yepe3 noptan EC EBponeickoit KOmMccUM, BCEM
rocygapcream-useHam EC v cnoHcopy.

3. B cnyyae ecnn B OTHOLWEHWW BOMPOCOB, PAaCCMOTPEHHbIX B 4YacTu | oTyeTa 06 oLeHKe,
KAMHUYECKOE UCMbITaHWe AONYCTUMO MAWU AONYCTUMO MpPU COBAOAEHUMU CMEeLMaNnbHbIX YCA0BUM, TO
3aMHTepecoBaHHOe rocyaapcTBo-yneH EC BKAOYaeT B CBOE peLleHune 3aKatoyeHne no Yactu |l otueta 06
OLLeHKe.

4. 3anHTepecoBaHHOEe rocy4apcTBo-ynieH EC oTKasbliBaeT B aBTOPU3aLMM KTMHUYECKOTO UCMbITaHWS,
€C/IN OHO He COFNACHO C 3aK/It0YEHMEM OTHETHOIO rocyAapcTBa-yneHa EC B oTHoweHMMYacTm | otyeTa 06
oLeHKe no Ntobomy 13 0OCHOBaHMM, YKa3aHHbIX BO BTOpOM noanaparpade naparpada 2, uam ecnm oHo
060CHOBaHHO NPUAET K BbIBOAY O HECOOTBETCTBMM acneKToB YacTu |l otyeTa 06 oueHKe, UK B cydae
€Ci  KOMUTET NO 3TWKEe BblAaN OTPULATENbHOE 3aK/OYEHUE, KOTOpPOE B COOTBETCTBMMU C
3aKOHOZATE/IbCTBOM 3aMHTEPECOBAHHOINO rocygapcrea-yneHa EC pgencreyeT Ha TeppuTOpMM BCEro
rocygapcrea-yneHa EC. [laHHoe rocygapctBo-uneH EC gonkHo obecneunTs npoueaypy o6xkanoBaHua
TAKOro OTKasa.

5. B chy4dae ecnum 3akntodeHMeM OTYETHOrO rocyfapcTBa-yieHa EC B OTHOWeEHUKN YacTu | oTyeTa 06
OouUeHKe ABNAEeTCA 3aKN1l04eHNe 0 TOM, YTO KIMHNYeCKoe UCNblTaHMe He 40 NYCTUMO, TO TaKOoe 3aK/1toYeHne
CYMTAETCA 3aKN0UYEHMEM BCEX 3aUHTEPECOBAHHbIX rocyaapcTas-yneHos EC.

6. B cnyyae ecnm 3amHTEpecoBaHHOe rocygapcreo-yieH EC He yBegOMWMAO CNOHCOPA O CBOEM
peweHnnmBTe4eHMe COOTBETCTBYOLWLKMX COOKOB, YKa3aHHbIX B naparpad)e 1, TOo 3aKNtO4EeHME B OTHOLLEHUN



yactu | otyeTa 06 OLEHKe CYMTaeTCa peLleHeM 3aMHTe PecoBaHHOMo rocyaapcrea-yneHa EC no 3anske Ha
aBTOPU3ALMIO KIMHMUYECKOTO UCTbITaHUA.

7. 3avHTepecoBaHHble rocygapcrBa-yneHbl EC  He [o/KHbI 3anpawmBaTb Yy CNOHCOpPa
[ONONHUTENBHYIO MHPOPMALMIO OTHOCMTEIbHO acneKToB YacTu | oTyeTa 06 oLeHKe nociae oT4eTHOM
4aTbl.

8. [lna ueneit HacToAWeN rnasBbl AAaTOM yBeAOM/IEHMA CUMTAETCA AaTta, Korga CroHcop 6bin
yBeJoOMNEeH O pelleHUn, yKazaHHoOM B naparpade 1.

9. ECNM HX OAMH CYyBbEKT HE NMPUHAM YHaCTUA B KAUHMYECKOM UCMbITAHUU B 3aMHTE PECOBaHHOM
rocygapcree-uneHe EC B TeyeHuMe ABYX /IET C AaTbl aBTOPM3aLLMM, aBTOPU3ALMA NpeKpaLLaeT e cTeue B
AaHHOM 3aMHTepecoBaHHOM rocygapctee-yneHe EC, ecnv ToNbKo NO 3anpocy croHcopa He 6bino
0a06peHo ee NpoaneHne B COOTBETCTBUM CNpoLLeaypoit, yKasaHHOM B rnase .

Cratba9
Jlnua, oueHMBaloLLMeE 3aAB/IEHNE

1. TocygapctBa-yneHbl EC rapaHTUpylOT, YTO AMUQ, OUEHMBAOWME 3aABAEHME, HEe WMEKT
KOHNMKTA MHTEPECOB, HE3aBUCUMbI OT CMOHCOPa, MeCTa NPOBEAEHUS KNNHUYECKOrO UCMbITAaHUS U
yYacTBYIOLWMX UccaegoBaTenen, ot AnL, GUHaAHCUPYIOLWMX NPOBEAEHNE KNTMHUYECKOrO UCMbITaHUS, a
TaK»Ke cB0OOAHbI OT /11060ro HeHaa/1eKallero BAUAHUA.

Ons obecneyeHWAa HE3aBMCMMOCTM W MNPO3PAYHOCTM rocygapcrBa-yneHbl EC  gonKHbI
rapaHTUpPOBATb, YTO /IMLA, NPUHUMAIOLLME 3aABNEHME U OLLEHMBAIOLME €r0 OTHOCUTEJIbHO aCneKToB
yactu | u Il oTyeTa 06 oUEeHKE, HE UMEOT GUHAHCOBOM AN NMYHOM 3aUHTE PECOBAaHHOCTU, KOTOPasA MO
6bl MOBAUATL HA X 6ECNPUCTPACTHOCTb. YKa3aHHbIe NLA A0KHbI €KerogHo NogaBaTtbh AeKaAapaumio o
CBOEM Y4acCTUn B GUHAHCUPOBAHMM KAaNUTANOBAOKEHUIA.

2. TocypapcrBa-yneHbl EC A0NKHbI obecneyntb COBMECTHOE nposegeHMe OoUeHKN PasyMHbIM
KOnn4ecTBomM 1L, KOTOpble COBMECTHO o6na,a,a10T HEO6XO,CI,MMOI\;1 KBan Md)MKaLl,Meﬁ M OonbITOM.

3. B oueHKe AoNKEeH Y4acTBOBATb KAk MMHUMYM OAMH HecneLunanucr.
CraTtba 10
CneumanbHble NON0KEHUA A4/1A YA3BUMbIX NONYAALNIA

1. B cny4vyae ecnum CY6'beKTaMM ABNAKOTCA HECOBEPLUEHHONETHUE, HeO6XO,£I,MMO paccmaTpunBaTb
OUEHKY 3aAB/1eHNA Ha aBTOPU3aUN0 KAMHNYECKOIO UCMbITaHMA Ha OCHOBE He,ﬂ,ManquCKOVI 9KCNepTU3bl
NAn nocne KOHCy1ibtTaunn No KAIMHNUYECKUM, STUHECKUM U FICVIXOCOLI,MOI'IOFM‘-IECKVIMﬂpO6J’I€MaM Bobnactn
neanaTpun.

2. B cnyyae ecnm cybbeKkTamum ABNAKOTCA OFPaHUYEHHO AeecnocobHble, He0bX0AMMO PacCMOTPETL
OLIEHKY 3asB/IEHMA HA aBTOPM3ALMIO KNMHMYECKOrO MUCMbITaHUA Ha OCHOBE 3KcCnepTusbl B obaactu
cooTseTcTBytOWEN 6ONE3HN M pacCmaTPUBAEMO NOMYAALUN MALMEHTOB UAM MOCNE KOHCY/1bTal, UK Mo
KNIMHUYECKUM, 3TUYECKMM M NCUXOCOLMONOMMYECKMM BONPOCcam B 061acTv COOTBETCTBYOLWEN 601€3HM 1
paccmaTtpyBaeMoi NoNyAALMM NaLUMEHTOB.

3. B cnyyae ecnu cybbekTamm ABAAOTCA BepemeHHble U KOPMALLME KeHLWMHbI, HeobXxoamMmo
paccMOTpeTb OLLEHKY 3aAB/IeHMA Ha aBTOPM3aLMIO KNMHUYECKOrO UCMbITaHUA Ha OCHOBE 3KCMepPTU3bl B
06/1acT  COOTBETCTBYIOWMX COCTOSHUIM M MONyAAuMWM, NPEACTaBNIEHHON pPaccMaTpuBaeMbIMU
cybbeKTamum.



4. EC'v COrNACcHO MNPOTOKOJY KIMHUYECKOE UCMbITaHWE BKIOYaeTy4acTue CreumanbHbIX rpynn uwimn,
rae aTo NPUMEHMMO, NOArpynn cybbeKkToB, 0coboe BHUMaHNE HEOHX0AMMO YAE/TUTb OLEHKE 3aAB/eHUA
Ha aBTOPM3aUMIO [OAHHOTO K/AWHWYECKOrO WCMbITaHMA Ha OCHOBE 3KCNepTu3bl MOMNyAaLMM,
npeacTaBNeHHON paccMaTpMBaeMbIMU CyBbeKTamu.

5. B ntobom 3asaBNEHUN Ha aBTOPM3ALMIO KJIMHUYECKOTO UCMbITaHWUSA, YKa3aHHOro B cTaTbe 35,
HeobxoAMMo paccMoTpeTb 06CTOATENbCTBA NPOBEAEHNA KNTMHUYECKOTO UCMbITaHUS.

Cratba 11

Mopaaya M oueHKa 3aBNEHWUI, COAE PrKALLMX TONBKO acneKThbl
yactu | unmyactu |l otyeta 06 oueHKe

Mo TpE‘6OBaHVIPO CMOHCOpa 3aAaB/1eHNneE Ha aBTOPU3aUNO KTMHUYECKOTO UCNbITaHWUA, €ro oueHKa n
3aK/1lo4eHne moryT ObITb OrpaHN4Y€eHbI TOJZ1IbKO aCNEKTaMMN HaCTu | oTyeTa 06 oLEeHKe.

Mocne yBeAOMAEHUA O 3aK/OYEHMM MO acnekTam Yactu | otyeTta 06 oLEeHKe CNOHCOp B TeyeHue
ABYX NeT MOXKeT 06paTWTbCA 33 aBTOPU3aLLME N, BKKOYaKOLLEN TOIbKO acneKTbl YacTu Il otyeTa 06 oLie HKe.
B AaHHOM 3a8B1I@HUU CMOHCOP AeKNapupyeT, YTO eMy HEM3BECTHO O KaKo-11b0 HOBOI CyLL,Ee CTBEHHOM
NMHpOpPMaLMKM, KoTopaa Morna 6bl NOBAMATL Ha Ba/IMAHOCTb KAKOro-1nM60 NyHKTa NoAaHHOTO 3aaBAeHNs
no acnekTamyacTv | otyeTa 06 oLleHKe. BaToM cnyyae Takoe 3aAB/IeHME OLLeHUMBAETCA B COOTBETCTBMM CO
cTaTbeli 7, M 3auHTepecoBaHHOe rocyaapcTeo-YaeH EC yBeoMnsfeT 0 CBOeM pelLleHUMN No KNMHUYECKOMY
MCMbITaHWUIO B COOTBETCTBUM CO CTaTbel 8. B rocyaapcteax-uneHax EC, B KOTOPbIX CMOHCOP He obpallaeTc
3a aBTOpM3aLUMel, BKAIOYatOLLEl TONbKO acneKTbl YacTu Il oTyeTa 06 oueHKe B TeyeHWe AByX /€T,
3anB/eHNe, CoAepIKalLllee TONbKO acneKTblvacTi | oTyeTa 06 oLEeHKe, CHUTAeTCA He Ae NCTBUTE/IbHbIM.

CraTtba 12
OT13bIB

CnoHcop MOXeT 0TO3BaTb 3asAB/ieHMe B Noboe Bpema [0 OTYETHOM AaTbl. B Takom cnyyae
3asB/IeHNE MOMKET ObITb OTO3BAHO TO/IbKO B OTHOLLEHMM BCEX 3aMHTEPECOBAHHbIX rocyaapcT-yieHos EC.
O npunumnHax oT3biBa He06X0AMMO co0bLWMTL Yepe3 nopTan EC.

Cratba 13
MNoBTopHaa nogaya

HactoAwana rnasa npumeHsaeTtca 6e3 yuepba 418 BO3MOMKHOCTM CMOHCOPA NoOC/ie OTKasa B
aBToOpPU3aLMN UAM OT3biBa 3aAB/IEHMA NOBTOPHO MOAATb 3asAB/lieHWEe Ha asBTopu3auuio B t06oe
3aMHTepecoBaHHOEe rocyaapctso-yneH EC. JTo 3aAB/leHME CUMTAETCA HOBbIM 3asnBAEHMEM Ha
aBTOPU3aLMIO APYTOro KANHUYECKOrO UCMbITaHUA.

Cratba 14

MNMocneaytouwee BCTynieHNe 3aMHTE PECOBAHHOTO
rocygapcrea-dneHa kEC

1. B cnyyae ecnum CNOHCOP M3BABUT XenaHue pacnpoCTPaHUTb aBTOPMU30BaHHOE KAWHMYeCKoe
UcnbiTaHMe Ha Apyroe rocygapcreo-yneH EC ("aononHutenbHoe rocyaapcrso-yneH EC"), To oH nogaer
32ABOYHOE 40Cbe B AaHHOe rocyaapcteo-yvaeH ECuepesnoptan EC.

3aABOYHOE A0CbEe MOMKET bbiTb NPeACTaBAEHO TONbKO NOC/Ie AaTbl YBEAOMIEHWA O PELIEHUN NO
nepBOHaYaibHOM aBTOPM3aLLMMN.



2. OTyeTHbIM rocygapcrsom-yneHom EC no 3aABoYHOMY JOCbe, YKa3aHHOMY B naparpade 1, byaer
rocygapcreo-uneH EC, apnstoLLeecs oT4ETHbIM B e PBOHAYa/IbHOM NPOLLE Ay PE aBTOPM3ALUN.

3. [ononHuTenbHoe 3aMHTEpPecoBaHHOe rocyaapcTeo-ynaeH EC yBegomnseT cnoHcopa vepes
noptan EC B TeyeHue 52 AHei c AaTbl NodayM 3asBOYHOrO AOCbe, YKasaHHOro B naparpade 1,
nocpeacTBOM eAMHOro pelweHna 06 aBTOPU3aLMU KAMHUMYECKOTO UCMbITaHUA MAM aBTOPU3aLMU MOL
ycnosuem, unm ob oTkase B aBTOPU3aLUMN.

ABTOPM3aLMA KNMHUYECKOTO MCMbITaHWA NOA YCI0BUEM OrpaHNYMBAETCA YCI0BUAMM, KOTOPbIE MO
CBOEW NpMpoAe He MOryT 6bITb BbINONHEHbI B MOMEHT TaKO aBTOPU3aLMN.

4. B cny4ae ecam 3aK104eHMEM OTYETHOrO rocygapcTea-uneHa EC B oTHOWeEHMUM YacTu | oTyeTa 06
OLIeHKe ABNAETCA 3aK/l0YEHME O TOM, YTO NPOBEAEHME KAMHUYECKOrO UCMbITaHWA AOMYCTUMO MM
[0MYCTUMO NpU COBNI0AEHUM CeLnabHbIX YCI0BUIA, TO TaKOE 3aK/I0YEHME CYMTAETCA 3aK/H0HEHUEM
Z[ONONHUTENIbHOTO 3aMHTE PECOBAHHOIO rocyAapcTea-yneHa EC.

HecmoTpa Ha nonoxeHuAa nepsoro nognaparpada, AONONAHUTENbHOE 3auHTepeCcoBaHHOE
rocygapcreo-uneH EC moXKeT He cornacmtbCA C 3aKAKo4eHMem OTYeTHOro rocydapcrea-yneHa EC B
OTHOLWEHNNYacTM | 0T4eTa 06 OLLEHKE TO/IbKO NO C/1e Ay OLWMM OCHOBAHUSM:

a) €C/IN OHO COoYTET, YTO NPNYy4H4aCTUn B KIMHNYECKOM UCNbITaHUN Cy6'beKT nonyvynT neyeHume 6onee
HU3KOro Ka4yectBa, 4YemB O0BbIYHOW KNNHMYECKOW NPaKTUKe B3anHTEpPEeCOBaAaHHOM roCcyaapcree -yneHe EC

b) HapyLweHWe HaLMOHANbHOIO 3aKOHOAATEIbCTBA, KaK YKa3aHo B cTaTbe 90;

C) 3aMeYaHusi OTHOCMTEIbHO 6€30MacHOCTM CybbeKTa M AOCTOBEPHOCTU U HAZEKHOCTU AAHHBIX,
npeacTaBAeHHble BCOOTBETCTBMM c Naparpadamn 5 nnm 6.

B cnyyae ecnu JonosiHUTENbHOE 3aMHTEPECOBaHHOE rocygapcTBo-uneH EC He cornacutes c
3aK/N0YEHMEM NO OCHOBAHWAM, YKasaHHbIM BO BTOPOM nognaparpade, oHO coobuwaeT o cBoem
Hecornacuu c npegocrasneHmMem noapobHoro o6ocHoBaHUA, Yepes nopTan EC EBponeiickoi Komuccum,
BCEM rocyapcream-yneHam EC v cnoHcopy.

5. C aaTbl N04a4uM 3aABOYHOIO A0Cbe, YKa3aHHOM B naparpade 1, M 3a NaTb AHEN 40 AaTbl OKOHYAHUA
CPOKa, YKa3aHHOro B naparpade 3, AONONHUTEIbHOE 3auHTEepeCcoBaHHOE rocyaapcTBo-yneH EC moxer
COO6LWMTb OTY4ETHOMY rocyaapcTBy-uneHy EC n apyrmm 3amMHTe pecoBaHHbIM rocyaapcrsam-yaeHam EC
Nobble MHEeHMA OTHOCUTE/IbHO 3asABeHnAYepe3 nopTan EC.

6. C gaTbl NoAaym 3aaBOYHOrO AOChbe, YKa3aHHOM B naparpade 1, n A0 AaTbl OKOHYAHUA CPOKa,
yKasaHHOro B naparpade 3, 4O0NOAHUTEIbHOE rocyAapCcTBO-4YneH EC MOXKeT 3anpocuTb AOMONHUTEIbHYIO
NMHGOPMaLMIO OT CNOHCOPA, KacatoLLyoCA acneKToB YacTu | oTyeTa 06 OLEeHKe, C y4eTOM COOBparKe HUiA,
yKasaHHbIX B naparpade 5.

[N nonyyeHUs 1 paccMOTPEHMA YKa3aHHOW A0NOAHUTENbHOW MHPOPMALMK, NpeaoCcTaB/ieHHOM
CMOHCOPOM B COOTBETCTBUM C TPETbUM U YeTBEPTLIM Noanaparpadamm, oT4eTHOE rocy4apcTBo-ynieH EC
MOXeT NPOoA/INTb CPOK, YKa3aHHbI B mepBomM nognaparpade naparpada 3, Ho He 6onee YemHa 31 aeHb.

CnoHcop npeacTaBAseT 3anpolUeHHYH AOMOAHUTENbHYI0 MHOOPMALMIO B TEYEHME CPOKa,
YCTaHOB/IEHHOIO OTYETHbIM rocygapcTBom-uyneHom EC, He npesblwatowero 12 gHel ¢ MOMeHTa
nosyyeHusA 3anpoca.

Mocne nonyyYyeHUs [ONONAHUTENbHONM WHPOPMAUMM  OOMOJHUTENIbHOE 3aMHTEpPEeCOBaHHOE
rocyfapcreo-uneH EC BMecTe ¢ gpyrMmm 3aMHTEpecoBaHHbIMK rocydapcTBamm-yaeHamm EC coBmecTHo
paccMaTpuBalOT  AOMONHUTENbHYIO MHOOPMAUMIO, NPEeAOCTaBAEHHYID CMOHCOPOM, BMeCTe C
nepBOHAYa/ibHbIM 3anaBAeHMEM W OOMEHMBAIOTCA MHEHUAMM O 3anasBiaeHuU. KoopauHMpoBaHHoOe
paccMOTPEHUE OCYLLECTBASETCA B CPOK, He npesblwalowmin 12 gHeil ¢ MOMEHTA NOJyYeHus



AONONIHUTENIbHOM MHPOPMALMK, U AaNbHEWLWan KOHCONMAALUMA NPOU3BOAUTCA B CPOK, He bosiee cemu
AHEeV C MOMeHTa 3aBepLIeHNA KOOPANHUPOBAHHOTO paccmoTpeHusa. Npu3aBeplueHmMmyactm | otyeta ob
OLEeHKe oT4YeTHoe rocygapcreo-usieH EC yuyntbiBaeT MHEHUA APYrMX 3aMHTEPECOBAHHbIX rocyAapcTB-
yneHoB EC 1 BeeT 3aNmnCK 0 TOM, KaKMM 06Pa3om 3TM MHEHMSA Bbl1IM PACCMOTPEHDI.

B cnyyae ecnm CnoHCop He npeacTaBua AOMNONHUTENbHYIO MHOOPMAUMIO B TEYEHME CPOKa,
YCTaHOBE€HHOIO OTYETHbIM FOCyZapcTBOM-4yneHom EC B COOTBETCTBMM C TpeTbMm noanaparpadom,

3aABJsIeHNe cHUTaeTCA He,El,ef/'ICTBMTE‘}'I bHbIM B AONO/THUTE/IBHOM 3aUHTEPECOBAHHOM roCy AapcCTrBe-4yieHe
EC.

3anpoc 0 AOMNOAHUTENbHOW MHPOPMALMM U AOMNOAHWUTENAbHAA MHOOPMAUMA AO/KHbI OblTb
npeacrasneHblyepesnoptan EC.

7. JononHutenbHoe 3anHTepecoBaHHOe rocyaapcTso-uneH EC oueHnBaeT B OTHOLIEHUM CBOEN
TEepPUTOPUM acneKTbl YactTu |l otyeTa 06 OLEHKEe B TeYEHMe CPOKa, yKasaHHoro B maparpade 3, u
npeAacTaBnsfeT cnoHcopy Yyepes noptan EC vacTb || otyeTa 06 oueHKe, BKAtOYAs 3aKI04eHmue. B TeueHne
3TOr0 CPOKa OHO MOXET 3amnpoCuUTb Yy CMOHCOpPa MO O60CHOBAHHLIM MPUYMHAM AOMOAHUTE IbHYIO
MHGOPMaLMIO B OTHOLLEHUM acneKToBYacTu |l oTyeTa 06 OLEHKe MO Mepe TOro, HaCKO/IbKO 3TO KacaeTc
ero TeppuTOpPUN.

8. [ns nonyyeHUs N paccMoTpeHMA AONOHUTeNbHOM MHGOPMaLMK, YKa3aHHOW B naparpade 7,
npesoCcTaBNeHHON CMNOHCOPOM B COOTBETCTBMM C TpPeTbMM M 4eTBepTbiM nognaparpadamu,
[OMNONHUTENIbHOE 3aMHTEpPECOBaHHOE FrOCyAapcTBO-YneH EC MoOMKeT NpoasinTb CPOK, YKasaHHbIA B
naparpade 7, Ho He bonieeyemHa 31 geHb.

CnoHcop npeacTaBAfeT 3aMNpOLIEHHYK AOMNOAHUTENbHYIO WHGOPMALMIO B TeYeHWe CPOKQ,
YCTAHOB/IEHHOTO AOMNOJ/IHUTE/IbHBIM 3aUHTE PECOBAHHbIM rocyAapcTBom-4ieHom EC, He npeBblwatowero
12 gHel ¢ MOMEHTa NoJIy4YeHUs 3anpoca.

Mocne nosnydveHUsa AONOAHUTENLHON MHOOPMALMK 3aMHTepecoBaHHOe rocyaapcreo-dneH EC
3aBepLUaeT CBO OLLEHKY He no3aHee 19 aHel.

B cnyyae ecnn CnoHcop He NpeacTaBuUN [ONOAHUTENbHYHD WMHGOPMALMIO B TEYEHUE CPOKQ,
YCTaHOBNIEHHOTO AOMNO/IHUTENbHbIM 3aUHTEPEeCOBaHHbIM rocygapcTsom-yneHom EC B cooTBeTCTBUM CO
BTOpPbIM  noanaparpadom, 3aaBNEHME CYUTAETCA HeAeWCTBUTENIbHbIM B AOMNOJAHUTENIbHOM
3aMHTepecoBaHHOM rocyaapcree-yneHe EC.

3anpoc o AOMNOAHUTEeNbHON MHbOPMaUMU W OOMOAHUTENbHAs MHPOPMaLUA [A0NXKHbI ObiTb
npeacrasneHol yepesnoptan EC.

9. B c/lyvae ecnum B OTHOLLEHMM acnekToB YacTu | otyeTta 06 oLeHKe npoBeaeHNE KINHMUYECKOro
UCMbITaHNA AOMYCTUMO UAM AOMYCTUMO NPU cOBNI0AEHMUM CNELMaNbHbIX YCN0BUIA, TO AOMONHUTEIbHOE
3auHTepecoBaHHOEe rocyaapcTBo-uneH EC BK/IOYaeT B CBOE peLleHue 3aKknto4eHne no yactu |l otueTa 06
OLEHKe.

10. JononHutenbHOe 3aMHTEPECOBaHHOEe rocyAapcTBo-yneH EC oTKasbiBaeT B aBTOPU3ALMM
KJIMHNYECKOTO UCMbITAaHWUA, €C/IN OHO HEe COIIaCHO C 3aK/ItoYeHMEeM OTYETHOTO rocydapcTea-yneHa EC B
OTHOWeEHUNYacTu | oTyeTa 06 oLeHKe No N1t0HOMY U3 OCHOBAHWUIA, yKa3aHHbIX BO BTOPOM nognaparpade
naparpada 4, nnv ecnv oHo 060CHOBaHHO NPUAET K BbIBOAY O HECOOTBETCTBUM acneKToBYacTu Il oTyeTa
00 OUEeHKe, UK B Clyvyae ecin KOMUTET MO 3TUKe Bbl4asl OTpMLATENIbHOE 3aK/10YEeHUE, KOTOPOE B
COOTBETCTBMM C 3aKOHOAATE/IbCTBOM LOMOJIHUTENIbHOIO 3aMHTEPECOBaHHOIO rocygapcrea-ynieHa EC
OeViCTBYeT Ha TeppuTopuMM Bcero rocydapcrea-usieHa EC. [laHHoe rocygapctBo-yneH EC gonxkHo
obecneuntb NpoLesypy 06KanoBaHMA TaKoro OTKa3a.

11. B cnyyae ecan pononHuTesnbHOE 3auMHTEPECOBaAHHOE rocyaapcreso-yneH EC He yBegomwio
CNOHCOPa O CBOEM PELLUEHUN B TEYEHME CPOKA, YKA3aHHOro B naparpade 3, uam ecam sToT CPpoK Hbin



npoaneH B COOTBETCTBMM C naparpadamm 6 uamM 8, KoOraa [OMONHUTENbHOE 3aMHTepecoBaHHOe
rocygapcreo-uneH EC He yBe4OMUIO CNOHCOPa O CBOEM peLleHUN B TeYeHne NpoaeHHOro CPoKa, To
3aK/l04eHMe B OTHOLIEHMM 4YacT | oTyeTa 06 OLEHKe cyMTaeTca pelleHWeM AO0MOAHUTENbHOM
3aMHTEPeCOBAHHOIO rocyaapcTea-yneHa EC no 3asBaeHMI0 HA aBTOPU3ALLMIO KTMHUYECKOTO UCMbITaHMA.

12. CnoHcop He J0/IKeH NpeaoCcTaB/iATb 3aABOYHOE 0Cbe B COOTBETCTBUM C HACTOALLEN CTaTbel,
ecnu no npoueaype, ykasaHHol B rnase |, pelweHne B OTHOLWEHUU KAMHUYECKOTO UCMbITaHUA He
NPUHATO.

Mnhasa lll. MPOLUEAYPA ABTOPU3ALIMM CYLLIECTBEHHOIO USMEHEHMA
RINHUYECKOIO UCMbITAHUA

Cratba 15
O6wme npmMHUMNbI

CywecrBeHHOe WM3MEHEeHMe, BKAKYaAA AOMNOAHUTENbHOE MeCTO MpoBeAeHUA KAMHUYECKOro
MUCNbITaHNA UIN CMEHQA TNaBHOINo mnccnepnoBatesia B MeCte KIMHUYECKOTO UCNbITAaHUA, MOXKET 6bITb
nponseeneHoO To0/1bKO nocne o,a,o6peva B COOTBETCTBUU C npou,ep,ypoﬁ, YCTaHOBl'IeHHOﬁ B HaCTOFlLLI,eﬁ
rnase.

Cratba 16
Mopaya 3aaBneHms

Ona nonyyeHua aBTOpM3aLMWM CMNOHCOP MNOJAET 33aABOYHOE [JOCbe B 3auMHTEpPecoBaHHOe
rocygapcreo-4yneH ECyepesnopTtan EC.

Cratbal7

Banupaauus 3asBneHUsA Ha aBTOPU3aLMIO CYLLECTBEHHOTO U3MEHEHUSA
acnekKTa, paccMaTpmMBaemoro B YacTu | oTyeTa 06 oLeHKe

1. OTyeTHbIM rocygapcrsom-yneHom EC npu aBTopu3aumm CyLLeCTBEHHOrO M3MeHeHUa byaet
rocyfgapcreo-uneH EC, apnatolLeecs oTYETHbIM B NePBOHAYa/IbHOW NpoLeaype aBToOpU3aLnm.

3anMHTepecoBaHHble rocygapcTea-yneHbl EC moryT coobuwuTb oT4eTHOMY rocyaapcTey-yneHy EC
Ntobble MHEHWA OTHOCUTENbHO BaNMAaLMM 3asiBIEHUA O CYLLEe CTBEHHOM U3MEHEHUWN B TEYEHUE NATU JHEN
C AaTbl NOAA4YM 33BOYHOIO 4OCbeE.

2. B TeuyeHue wecTtn gHen ¢ AaTbl NOAAYM 3a8BOYHOIO AOCbE OTYETHOE rocyaapcTBo-uneH EC
BaNMANPYET 3aiBIE€HNE CYYETOM MHEHUI, BblParXKeHHbIX IPY MMM 3aMHTE PECOBAHHbIMM rOCy1apCTBaMM-
yneHamu EC, n ysegomnsneT cnoHcopayepesnoptan ECob oagHoM U3 cnegytoulero:

a) CyLLeCTBEHHOM M3MEHEHMM, KOTOPOE KacaeTcsa acneKTayactm | otyeTa 06 oLeHKe; 1
b) 3asBOYHOM A0OCbE, KOTOPOE ABNAETCA NOJIHbIM B COOTBETCTBUM C MpunoxkeHnemll.

3. Echn otyeTHOe rocygapcteo-yaeH EC He yBe4OMMAO CNOHCOPA B TeYeHUEe CPOKa, YKa3aHHOIo B
naparpade 2, cynTaeTcs, YTO CyLLECTBEHHOE U3MEHEHME, O KOTOPOM NOAAHO 3asBAEHME, KacaeT
acnekTayvactu | oT4eTa 06 OLLEHKE, 3 3aABOYHOE JOCbE CYUTAETCA NOJHBIM.

4, B cnyyae ecnmn oT4yeTHOe rocyaapctBo-yneH EC ¢ yyueToM MHEHUI ApYTrUX 3auHTE pPeCcoBaHHbIX
rocypapcre-yneHoB EC npuxoauT K 3aKAH0YEHUIO, YTO 3aABAEHME HEe KAacaeTca acnekTta Yactu | otyeTa 06
OLEHKEe UINYTO 3aABOYHOE 0ChE ABNAETCA HENOTHbIM, OHO 0/1XKHO CO0BLNTE 06 3TOM CNOHCOPY Yepes



noptan EC n npegocrasmTb cnoHcopy 10-AHEBHbIN CPOK A1 KOMMEHTAPWA 3aABAEHNA AN AONOSHEHNA
32ABOYHOro gocbe yepesnoptan EC.

B TeyeHue NATU AHEN C AaTbl MONYYEHUS KOMME HTapMEB UM MOJTHOTO 3asABOYHOTO A0CbEe OTYETHOE
rocyfapcreo-yneH EC fonKHO yBEJOMUTL CMOHCOPA O COOTBETCTBUM MW HECOOTBETCTBUM 3aABAEHUA
TpeboBaHMAM, yKa3aHHbIM B NyHKTax "a" 1 "b" naparpada 2.

B cnyyae ecnm oTyeTHOe rocygapcrteo-dneH EC He yBegOMMAO CMOHCOpPaA B TeYeHWe CPOKaQ,
YKa3aHHOro Bo BTOpOM noznaparpade, cuuTaeTcs, YTO CyLWEeCTBEHHOE N3MEHEHME KAcaeTCss BOMPOCa,
paccmaTpuBaemoro B 4acTu | otTyeTa 06 oLLleHKe, U 3aBOYHOE 0CbE CHUTAETCA MOJTHBIM.

B cnydae ecnv cnoHCop He NpeaocTaBu/l KOMMEHTAPUKU UKW NOHOE 3aABOYHOE [0CbE B TEYEHUe
CPOKa, YKasaHHOro B MepBOM nognaparpade, 3asBieHMEe CYMTaeTcs HenelCTBUTE/IbHbIM BO BCEX
3aMHTEpeCcoBaHHbIX rocydapcrBax-uieHax EC.

5. Ona uenein cratein 18, 19 n 22, parta, Korga cnoHcop 6bln yBeAOMNEH B COOTBETCTBUU C
naparpadamu 2 unu 4, cumTaeTcA AaTOM BannaaLmMm 3aaBieHUA. B cnyyae ecam cnoHcop He yBeLOMIIEH,
0aToN BaNNAALMM cuMTaeTCcA NocnegHUM AeHb COOTBETCTBYHOLMX CPOKOB, YKa3aHHbIX B Naparpadax 2 u
4.

Cratba 18

OLEeHKa CyLLLeCTBEHHOTO U3MEHEHUA acneKTa
yactu | otueta 06 oueHKe

1. OTyeTHOE rocyaapcCrBo-4sieH ECoueHnBaeT 3aABNEHME B OTHOLWEHMM acneKTayacTn | otyeTta 06
OoUeHKe, BTOMYNCNE OTHOCUTENNIBHO TOIO, OCTAaHETCA U KAMHNUYECKOE UCNblTaHNE UCNbITaHKUEM C HU3KOM
CTeneHbro BMeLlaTeIbCTBa NoC/1e ero CywecrBeHHOro usmeHeHuA, U CoCTaBaIAeT OTHeET 06 OoLUeHKe.

2. OTyeT 06 OLEHKe A0/IKEH coae pXKaTb 0AHO U3 C/le AYHOLMX 3aKA0YEHUIA B OTHOLLE HUM aCNeKToB
yactu | oTyeTa 06 oL EHKe:

a) cylecTeeHHOE U3MeHeHKe A0NYCTUMO B cBeTe TpeboBaHMI HacTosALLero PernamenTa;

b) cywecTBeHHOE M3MEHEHME A0NYCTUMO B cBeTe TpeboBaHUIM HacToAlero PernameHTa, HO npu
YC/I0BMU BbIMOIHEHMA CeLMa/ibHbIX Tpe60BaHMIA, OTAE/IbHO YKa3aHHbIX B 3TOM 3aK/1H04E HUK; UK

C) cywecTBeHHOE U3MeHeHMe He4oNYCTMMO B cBeTe TpeboBaHUI HacTosAwwero PernameHTa.

3. OT4yeTHOe rocyaapcTBo-uneH EC npeacrasnset Yyepes noptan EC 3akn0UNTENbHbBIN OTYET 06
OLleHKe, BK/IOYAA 3aK/toyeHmne, CNOHCOoPY U APYrMM 3auHTEpecoBaHHbIM rocygapcream-yneHam EC B
TeyeHue 38 AHel ¢ AaTbl BaAnAaLnu.

Ons uenen Hactoswei cratbn M craten 19 m 23, oTYeTHOM AaTon cneayeT cuMTaTb AaTy
npeacTaBneHUA 3aKNOYUTENbHOTO oTyeTa 06 OLEHKe CMOHCOPY M APYrMM  3auHTepecoBaHHbIM
rocygapcrsam-yneHam EC.

4. [InA KNMHUYECKUX UCMbITaHWUIA, B KOTOPbIX y4acTByeT 6o/iee yeM OAHO rocyAapcTeo-yneH EC,
MPOLECC OLEHKM CYyLLLECTBEHHOTO M3MEHEHMA BK/IKOYaeT TpM 3Tana:

a) aTan nepBOHAYa/bHOW OLEHKM, OCYLLECTB/IAEMbI OTYETHbIM rocyaapcreom-yneHom EC B
TeyeHue 26 gHel ¢ AaTbl BaaMgaumu;

b) 3Tan KOOPANHMPOBAHHOIO PACCMOTPEHUA, NPOBOAUMbIN B TedeHMe 12 AHel ¢ AaTbl OKOHYAHMA
3TananepBOHaYa/bHOM OLEHKM Cy4YacTMEM BCEX 3aMHTEPE COBaHHbIX rOCYAapcTB-yneHos EC;



C) 3Tan KOHCONMAAUMM, OCYLLECTBAEMbIA OTYETHbLIM rocyaapcTBom-yneHom EC B TeueHume cemu
AHel ¢ AaTbl OKOHYaHWUSA 3Tana KooPAUHUPOBAHHOTO PACCMOTPEHUA.

Ha stane nepBoHayan bHOW OLEHKM OTYETHOEe rocyaapcTeo-yneH EC nogrotaBnmseaet NpoeKT 4actm
| oTyeTa 06 OUEeHKe N pacCblslaeT ero BCem 3anHTepPeCOBAaHHbIM rOCyAapCTBaM-4/1€HaM EC.

Ha aTtane KOOPANHUPOBAHHOIO PaCCMOTpPEHUNA BCE 3aMHTEpPeCOBaHHble TroCyaapcCrBa-4eHbl
COBMECTHO paCcCMaTpuMBatoT 3aABsieHNe, OCHOBbIBAACb Ha MPOEKTe OT4eTa 06 oueHKe, n obmeHuBatoTCA
MHEHNUAMUN OTHOCUTE/IbHO 3aAB/1eHUA.

Ha sTane KoHconuaauum oTyeTHOe rocygapcreo-yneH EC npu 3aBeplweHum otyeta 06 oueHKe
YUYMTbIBAET MHEHUA APYIUX 3aMHTEPECOBAHHbIX rOCyAapcTB-4neHoB EC 1 BeAeT 3anncK 0 TOM, KakuUM
06pa3om yKasaHHble MHeHUus Bblin paccmoTpeHbl. OTyeTHoe rocygdapcrBo-yneH EC npeacrasnser
OKOHYaTeNbHbIM 0TY4ET 06 OLLEHKE CMIOHCOPY M APYIMM 3aMHTE peCcoBaHHbIM rocydapcream-uneHam EC go
OTYETHOM AaTbl.

5. OTyeTHOE rocyaapcTBo-yaeH EC TakKe MoXKeT NpoannNTb CPOK, YKa3aHHbIM B naparpade 3, Ha 50
OHeN AnAa KAMHUYECKUX MCMbITAHU C MCNONIb30BaHMEM UCCNEeAYyEMOrO JIEKAPCTBEHHOIO CPeacTBa ¢
pacWMpPEHHbIMM TepaneBTUYECKMMM CBOMCTBAMM UK IEKAPCTBEHHOMO CPEACTBA, YKa3aHHOTO B MyHKTe 1
npunoxenusa Kk PernamenTy (EC) 726/2004, ans ueneit KOHCynbTaumMii ¢ aKkcnepTamu. B Takom cnydae
CPOKM, yKasaHHble B naparpadax 4 n 6 HacToAwen cTaTbM, NpuMeHstoTca mutatis mutandis.

6. B nepunoa mexay AaToin BaAnAaLUMmM U OTYETHOM AaTOM TO/IbKO OTYETHOE rocyAapcTBo-UneH EC
MOMKeT 3anpallmBaTh A0MNONAHUTENbHYIO MHPOPMALMIO OT CMOHCOPa, NPUHUMAA BO BHUMaHUE MHEHMA,
yKasaHHble B naparpade 4.

ONns nonyyeHuMa M pPacCMOTPEHMA TaKoW [OMNOAHUTENbHOM MHPOPMAUMM OT CMNOHCopa B
COOTBETCTBMM C TpeTbMM M 4yeTBepTbiM noanaparpadamum oTyeTHOe rocygapcreo-yneH EC moxker
NPOo4/INTb CPOK, YKa3aHHbIM B NepBom noanaparpade naparpada 3, Ho He bonee yemHa 31 geHb.

CnoHcop npenocTaBnseT 3anpoLEeHHYI0 AOMONHUTENbHYIO MHOOPMALMIO B TEYEHME CPOK3,
yKa3aHHOro rocygapcreom-yneHom EC, KoTopblii He JonKeH npesbiwaTtb 12 gHel ¢ AaTbl NOAYYeHuA
3anpoca.

Mocne nonyyeHMA AONOAHUTENBHON MHPOPMALMM 3aUHTEPECOBAHHbIE rOCYAapcTBa-yneHbl EC
COBMECTHO PaccMaTpPUBAIOT BCHO AONONHUTENbHYIO MHGOPMALLMIO, NPeACTaBAEHHYIO CMTOHCOPOM BMeCTe
C MepBOHaya/ibHbIM 3aABJEHMEM, M OOMEHMBAOTCA MHEHUAMW OTHOCUTENbHO 3asB/IEHWA.
KoopanHnpoBaHHOE pacCMOTPEHME OCYLLECTBAAETCA B CPOK, HE MpeBbiwalowmn 12 gHen ¢ MoOMeHTa
Noay4YeHusa JONONHUTENBHOM MHPOPMALUK, U JanbHENLLAs KOHCONNAALMA NPOU3BOAUTCA B CPOK He
bonee cemn fHel ¢ MOMEHTa 3aBepLUEHUA KOOPAUHUPOBAHHOTO PaccMOTpeHuA. Mpu 3aBepLueHUM
oTyeTa 06 oOLEHKe OTYeTHOe rocyaapcTBo-yneH EC yunmTbiBaeT MHEHMA APYIMX 3auMHTEPECOBAHHbIX
rocypapcre-yneHos EC v BeaeT 3anncK o TOM, KakMm 06pa3om yKasaHHbIE MHEHMA BblaIM PaCCMOTPEHDI.

B cnydae ecnu cnoHcop He MNpeAocTaBun AOMOAHUTENbHYIO MHGOPMALMIO B TeYeHUe CPOKa,
YCTAHOB/IEHHOrO OTYETHbIM roCyAapCcTBOM-YneHom EC B COOTBETCTBUM C TpeTbMM nognaparpadom,
3anB/IeHME CYMTAETCA HeAe MCTBUTEIbHBIM BO BCEX 3aMHTE PeCcoBaHHbIX rocydapcreax-dneHax EC.

3anpoc 0 AOMNONHUTENbHOW MHPOPMAUUK U AOMNONAHUTENbHAA MHPOPMAUMA [O0/KHbI BbiTh
npeacTaeBneHbl Yyepesnoprtan EC.

Cratba 19

PelweHue o cylwecTBEHHOM U3MEHEHUM acneKTa
yactu | oTyeTa 06 oueHKe

1. Karkpoe 3anHTepecoBaHHOe rocyaapcTeo-uneH EC ysegomnsaeT cnoHcopa vepes nopTtan EC 06



aBTOPU3ALMM CYLLECTBEHHOIO U3MEHEHMS, 06 aBTOPM3ALMM CYLLLECTBEHHOTO M3MEHEHWS MO YCN0BYEM
nnn ob oTKase B aBTOpPM3aLUML.

YBegomneHue OCYLLEeCTBNAETCA B d)opme €JUNHOTO pelleHnA BTEYEHNE NATHU LI,HEIZ COTYETHOM AaTbl.

ABTOpPM3aLMA CYLLLECTBEHHOIO M3MEHEHWNA NOAYC/I0BUEM OrPaHNUYNBAETCA YCI0BUMAMM, KOTOPbIE MO
CBOEW NpMpoae He MOryT 6bITb BbINONHEHbI B MOMEHT TaKO aBTOPU3aLMN.

2. B cnyyae ecnm 3ak/104eHMEM OTYETHOO rocyaapcrea-uneHa EC aBaseTca 3aKa04eHME 0 TOM, YTO
CyLLEeCTBEHHOE M3MEHEHMWe A0MNYCTMMO MAM A0NYCTUMO Npu COB0AEHUM CneumanbHbIX YCN0BMUIR, TO
TaKoe 3aK/1H0YeHNE CUMTAETCA 3aK/1H04e HUEM 3aMHTE PeCOBAHHOrO rocyAapcTaa-yneHa EC.

HecmoTpsa Ha nososkeHua nepsoro nognaparpada, 3aMHTEpPecoBaHHOE rocyaapcrso-uneH EC
MOXET He COrNacuTbCA C 3aKNoYeHMeM OTYETHOro rocyaapcrea-uneHa EC ToNbKO No cneaytolpm
OCHOBAHMWAM:

a) €CNM OHO COMTET, YTO MPU YYaCTUM B KTMHUYECKOM UCMbITaHUU CyBbeKT NoNy4uunT nedyeHme bonee
HM3KOro KayecTBa, 4eM B 06bIYHOM KAMHUYECKOM NPaKTMKeE B 3aMHTEPeCcoBaHHOM rocyaapcree -uneHe EC

b) HapyLlweHMe HALUMOHANbHOIO 3aKOHO4ATENbCTBA, KaK YKa3aHo B cTatbe 90;

C) HanuumMe 3ameYaHnin OTHOCUTENbHO 6e30MacHOCTU cybbeKTa U A0CTOBEPHOCTU U HaAEKHOCTH
JaHHbIX, NPeACcTaBNeHHbIX B COOTBETCTBMM C Naparpadamm 4 unm 6 cratbm 18.

B cnydae ecnu 3amHTepecoBaHHOe rocyaapcTso-uneH EC He cornacutca C 3ak/alodeHuem no
OCHOBAHMAM, YKa3aHHbIM BO BTOPOM nognaparpade, oHO cooblaeT O CBOEM Hecornacuu, c
npenoctaBneHnem noapobHoro obocHoBaHuA, 4yepe3 noptan EC EBponemckolt Komuccuu, BCem
rocygapcrsam-uyneHam EC v cnoHcopy.

3anHTepecoBaHHOe rocyaapcTeo-wieH EC 0TKasbiBaeT B aBTOPM3aLiMM CyLLLe CTBEHHOMO U3MEHEHMS,
€C/1M OHO He COMNacHo C 3aK/1I04eHNEM OTYETHOIO rocyAapcTBa-ysieHa EC B oTHoleHUn YacTn | otueta ob
oueHKe no No6oMy U3 OCHOBaHMUM, YKa3aHHbIX BO BTOPOM nognaparpade, M B TOM C/yyae, ec/m
KOMMTET M0 3TUKE Bblan oTpMLATENbHOE 3aK/1I0YEHME, KOTOPOE B COOTBETCTBUM C 3aKOHOJATe IbCTBOM
3aMHTEPEeCcoBaHHOrO rocyaapcrea-yneHa EC aeiicteyeT Ha TeppMTOPMM BCEro rocydapcraa-yneHa EC.
[aHHoe rocyaapctBo-uieH EC nokHO obecrneunTs npoueaypy 06xKanoBaHNA Takoro 0TKasa.

3. B cayyae ecnu 3aknt04eHMeM OTYETHOro rocyaapcrea-yneHa EC B oTHOLWeHMM cyLLLecTBE HHOrO
M3MEeHEeHMA acnekToB YactTh | oTyeTa 06 oLeHKe fBAAETCA 3aK/JOYEHUE O TOM, YTO CyLLECTBEHHOE
U3MEeHeHWe HeJoNyCTUMO, TO TaKoe 3aK/oYeHMe CHMTAETCA 3aKJ0YEHNEM BCEX 3aUHTEpPeCOBaHHbIX
rocygapcre-uneHos EC.

4. B cnyyae ecnm 3anmHTepecoBaHHOe rocygapcreso-yieH EC He yBe4OMMIO CNOHCOpPA O CBOEM
pelleHnn B TeYEHNE CPOKA, YKazaHHOro B naparpade 1, To 3akntoveHMe oTyeTa 06 OLEHKe cunTaeTe
pelweHnem 3auHTEe pecoBaHHOro rocygapcraa-yneHa EC no 3aaBneHMIo Ha aBTOPU3aLMIO CYLLLE CTBE HHOTO
NU3MeHeHusA.

CraTtba 20

Bannpauma, oueHKau peleHune B OTHOLWEHWM CYLLLECTBEHHOTO
n3meHeHus acnekTayvactu Il otyeta 0b oueHKe

1. B TeueHune 6 aHeli c AaTbl NOAAYM 3aABOYHOTO A0OCbe, 3aUHTEPECOBAaHHOE rocyaapcTBo-yneH EC
[OJIXKHO YBE 4OMUTb coHcopavepe3nopTtan EC o cneaytowem:

a) 3aTparnmBaeT Jin CyueCtBeHHOe USMEHEHME aCNEKT YacCTU Il oTyeTa 06 OLeHKe,



b) ABnseTca v 3asBOYHOE AOCbE NMOSHbIM B COOTBETCTBUM C MpunoxkeHuemll.

2. B cnyyae ecnm 3anHTepecoBaHHOe rocyaapctBo-yneH EC He yBegOMMAO COHCOPA B TeyeHue
CPOKa, yKa3aHHoro B naparpade 1, cUMTAaeTCH, YTO CYLLECTBEHHOE M3MEHEHME 3aTparnBaeT acneKT 4acTu
Il  3aABOYHOE AOCbE CHUTAETCA MOJIHBIM.

3. B cny4ae ecam 3anMHTepecoBaHHOE rocyAapcTBo-uneH EC npuxoauT K 3aK/104EHMIO O TOM, YTO
CylLleCTBEHHOE M3MEHEHMe He 3aTparneaet acnekT YacTu |l otyeTa 06 oLEeHKe UM YTO 3aABOYHOE 40Che
ABNAETCA HENOJIHbIM, OHO A0/1HO CO0bWMTL 06 3TOM cnoHcopy Yepes noptan EC u npeaocTaBuTb He
6onee 10 oHeW ANA KOMMEHTaPUSA 3aABAEHMA UM 4ONONHEHMSA 3aABOYHOIO Aockbe Yepe3 nopTan EC.

B TeyeHMe NATU AHEN C AaTbl NONYYEHUA KOMMEHTAPMEB MM NMOJIHOTO 3aSiBOMHOTO JOCbE OTYETHOE
rocyfapcreo-yneH EC fonKHO yBe4OMMUTb CMOHCOPA O COOTBETCTBUM UM HECOOTBETCTBUM 3anB/1EHUA
TpeboBaHMAM, yKa3aHHbIM B NyHKTax "a" 1 "b" naparpada 1.

B cnyyae ecnu otyeTHoe rocyfapctso-yneH EC He yBeZlOMUNO CMOHCOPa B TeyeHMe CPOKa,
YKa3aHHOro BO BTOPOM nognaparpade, cduTaeTcsi, YTo CyLWeCTBEHHOE U3MEHEHMEe 3aTparMBaeT acneKT
yactu |l oTyeTa 06 OLLEHKE N 3aSBOYHOE 0CbEe CYMTAETCA MOMHbIM.

B cnyuyae ecnm cnoHCoOp He NpeacTaBu/ KOMMEHTAPUM UK NOJIHOE 3aABOYHOE AO0ChE B TeyeHue
CPOKa, YKa3aHHOro B nepBomM mnognaparpade, 3asBAEHME CUMTAETCA HeAeNCTBUTE/IbHbIM B
3aMHTepecoBaHHbIX rocyaapcreax-uneHax EC.

4, [lna uenei HactoAwen cTaTbM gaTta, Korga crnoHcop 6bln yBeAOMAeH B COOTBETCTBUM C
naparpadamu 1 unum 3, cuMTaeTcAa AaToN BannaaLMM 3aaBNeHUA. B cnyyae ecam cnoHCop He yBeJOMIIEH,
0aTOW BaNAaLMm cunTaeTca nocnegHui geHb COOTBETCTBYHOLMX CPOKOB, YKa3aHHbIX B naparpadax 1u
3.

5. 3aMHTepecoBaHHOe rocyaapcrso-uneH EC oueHMBaeT 3aAaBneHNe U NPeaoCTaBAseT CrOHCopY
uepes noptan EC vactb Il oTyeTa 06 OUEHKE, BK/IIOUYaA CBOE 3aKNOUEHME, U pelueHne 06 aBTopusaLmm
CYLLLeCTBEHHOTO M3MEHEHUA, 06 aBTOPU3aLMM CYLLLECTBEHHOTO M3MEHEHUA NOA YCA0BUEM UM 06 OTKase
B aBTOPU3aLMN.

YBegomneHue ocyuiectsaserca B popme e 4MHOTO pelleHnsa BTeyeHme 38 gHen ¢ AaTbl BanMaaLnu.

ABTOpVIBGLI,Mﬂ cyuwiecrtBeHHOro nsmeHeHumA noaycnosmem orpaHnMvymBaeTca ycai1oBnMAMKU, KOTOpble Mo
csoel npupoae He moryT 6bITb BbINOJIHEHbI B MOMEHT TaKoM aBTOpPU3aUnn.

6. B TeyeHue CpOKa, YKasaHHOro BO BTOPOM noanaparpade naparpada 5, 3aMHTEepecoBaHHOE
rocygapcrso-uneH EC  vmeeT npaBo 3anpocutb Yy CroHcopa Mo 06OCHOBAHHbIM  MPUYMHAM
[JONONHUTENIbHYIO NHGOPMALMIO B OTHOLLIE HUM CYLLE CTBEHHOrO U3MEHEHUA MO MEPE TOro, HACKOJIbKO 3TO
KacaeTcs ero TeppuTopun.

Ona nonyyeHus U paccMOTPEHUS 3anpoLIEeHHOW AOMNONHUTENbHOW MHPOPMALMM OT CMOHCOPa
3aMHTEepecoBaHHOE rocyaapcTBo-yneH EC MmoxKeT Npoa/inTb CPOK, YKa3aHHbIN BO BTOPOM noanaparpade
naparpada 5, Ho He 6onee yemHa 31 aeHb.

CnoHcop npeacTaBAseT 3anpolUeHHYH AOMOAHUTENbHYI0 MHOOPMALMIO B TEYEHME CPOKa,
YCTaHOB/IEHHOIO 3aMHTEPECOBAHHbLIM rocygapcTeom-uneHom EC, KOTOpbI He AO0/KeH NpeBbiwaTtb 12
AHel ¢ gaTbl NoNyYeHWA 3anpoca.

Mocne nonyvyeHuAa OOMNONAHUTENbHOW MHPOPMALMM 3aMHTEpPeCcoBaHHOE rocydapcrBo-uneH EC
3aBepLUIAET CBOIO OLEHKY B Te4yeHue He bonee yem 19 gHen.

B cay4asx ecam CnoHCop He NpeaocTaB/iAeT AONOHUTENbHYH MHGOPMALIMIO B TEYEHME CPOKA,
YCTAHOB/IEHHOMO 3aMHTEPECOBaHHbIM rocyAapcTBom-yieHom EC B COOTBETCTBMM C  TpeTbim



noanaparpadom, 3aABNEeHNE CYUTAETCA HEAE MCTBUTEIbHLIM B AaHHOM rocyaapcree-uneHe EC.

3anpoco fONONAHUTENbHOW MHGOPMALMK U AONOTHUTE bHAA MHGOPMALLMA A0/ KHbI ObITb MOAAHbI
yepesnoptan EC.

7. 3auHTepecoBaHHOe rocyZapcTBo-yneH EC oOTKasbiBaeT B aBTOPM3aLMKM  CyLECTBEHHOMO
M3MEHEeHMUA, eCIM OHO 060CHOBAHHO NPUAET K BbIBOAY O HecobatogeHMM acnekToB Yactu |l otyeTa 06
OLLEHKE MM eCIY KOMUTET MO 3TUKE BblAan OTpULATEeIbHOE 3aK/10UeHe, KOTOPOe B COOTBETCTBUN C
3aKOHOAATe/IbCTBOM 3aMHTEPECOBaHHOro rocydapcrea-yneHa EC aeicTByeT Ha TeppuTOpUM BCETO
rocygapcrea-uneHa EC. [laHHoe rocygapctso-uneH EC gonxkHo obecneunts npoueaypy obxkanosaHus
TaKoro oTKasa.

8. B cnyyae ecnn 3anHTepecoBaHHoe rocyaapcreo-yneH EC He yBe4OMKMIO CNOHCOpPA O CBOEM
peleHnn B TEYEHME CPOKOB, YKa3aHHbIX B naparpadax 5 n 6, cywecTrBeHHOe U3MEHEHME CYUTAETCA
aBTOPM30BaHHbIM B 3TOM rocygapctee-yneHe EC.

Cratba 2l

CywectBeHHOE M3MeHeHue acnektosyactml unll
oTyeTa 0b oueHKe

1. B cnyyae ecnm cyLLecTBEHHOE U3MEHEHME OTHOCUTCA KacnekTam Yactu | 1 Il otyeTa 06 oueHke,
3asAB/IeHMEe Ha aBTOPM3aLLMIO STOTO CYLLECTBEHHOTO M3MEHEHNA BaIMANPYETCA B COOTBETCTBUM CO CTaTbEN
17.

2. AcnekTblyacTu | oTyeTa 06 OLLEHKe OLLe HMBAIOTCA B COOTBETCTBMM CO CTaTbel 18 1 acneKTbl Yyactn
Il oTyeTa 06 OLIEHKE OLIEHMBAIOTCA B COOTBETCTBMM CO CTaTben 22,

CrtaTtbAa 22

OueHKa cyLwecTBeHHOro UsmeHeHUA acnekTos4yactm l u Il otyeta
06 oueHKe - OueHKa acrneKkroB4acTu |l otTyeTa 06 oueHKe

1. Kaxgoe 3anHTe pecoBaHHOe rocyaapcTso-4nieH EC B OTHOLEHMM CBOE TEPPUTOPUN OLLe HUBAET
CyLLlecTBEHHOE M3MeHeHMe acnekToB Yacti || otyeTa 06 oueHKe M NpeAacTaBAAeT YKa3aHHbIA OTYer,
BK/110YasA 3aK/1t04eHMe, cnoHcopy Yepes noptan EC s TeueHune 38 aHel ¢ 4atbl Banmaaumm.

2. B TeyeHMe cpoKa, yKasaHHoro B naparpade 1, 3anHTepecoBaHHOe rocyaapcreso-yneH EC no
060CHOBAHHbIM MPUUYNHAM MOXKET 3aNPOCUTb AOMNOHUTENbHY0 MHGOPMALLMIO OT CMOHCOPA B OTHOLLEHUM
CYLLLeCTBEHHOIO U3MEHEHMUSA MO Mepe TOro, HAaCKO/IbKO 3TO KacaeTcs ero Te ppuUTopuu.

3. na nonyyeHua n pacCMOTPEHMUA AONONHUTENBHOM MHbOPMALMK, YKa3aHHOM B naparpade 2,
NpeaocTaB/IEHHON CMOHCOPOM B COOTBETCTBUM C TPETbMM W 4YeTBepTbiM noanaparpadpamuy,
3aMHTepecoBaHHOe rocygapcTBo-4neH EC MoXKeT npoaimTb CPOK, YKasaHHbIN B Naparpade 1, Ho He bonee
yemHa 31 geHeb.

CrnoHcop npeacTaBAseT 3aMnpoLIEHHYH AOMNOAHUTENbHYIO WMHGOPMALMIO B TeYEeHWEe CPOKQ,
YCTAHOBNEHHOTO AONONHUTENIbHbIM 3aMHTEPECOBAHHbIM roCcy4apcTBOM-4ieHoM EC, He npeBbILAoLWEro
12 gHen ¢ MOMEHTa NoayYeHUs 3anpoca.

MNocne nonyyeHus OOMNOAHUTENbHOW MHbOPMALMM 3aMHTepecoBaHHOEe rocyaapcTBo-yneH EC
3aBepPLLAET CBOK OLEHKY He no3gHee 19 gHell.

B cnyyae ecam cnoHcop He npeactaBua AONONAHUTENbHYIO Mchopmau,mo B TeyeHUe CPOKa,
YCTaHOB/NEHHOINO 3aMHTEpPECOBAHHbIM TOCYyAapPCTBOM-Y/1IEHOM EC B cooTBeTCTBMU CO BTOPbIM



noanaparpadom, 3aABNEeHNE CYUTAETCA HEAE MCTBUTEIbHLIM B AaHHOM rocyaapcree-uneHe EC.

3anpoc o AOMNOAHUTEeNbHON MHbOPMAUMKM U OONOAHUTENbHAs MHPOPMaLMA [A0AXKHbI ObiTb
npeacrasneHblyepesnoptan EC.

Cratba 23

PelweHue o cywecTBeHHOM U3MEHEHMM acreKToB
yactn | n Il oTyeta 06 oueHKe

1. Kaxkgoe 3anHTepecoBaHHoOe rocyaapcreo-uneH EC yBegomnseT cnoHcopa yepes noptan EC 06
aBTOPU3aALUK CYLLECTBEHHOIO U3MEHEHUA, 06 aBTOPM3aLLMM CyLLLECTBEHHOTO M3MEHEHMA NOL YCNOBMEM
nnun o6 oTKase B aBTOpU3aL UK.

YBegomneHue ocylecTsaseTca B Gopme e AMHOro pelleHnA BTeYeHne NAaTU AHEN COTYETHOM AaThl
WAU C AaTbl UCTEUYEHMA CPOKA OLLeHKM, YKa3aHHOro B cTaTbe 22, B 3aBUCMMOCTU OT TOFO, YTO HaCTynuT
nosaHee.

ABTOPU3ALLMA CYLLLECTBEHHOTO U3MEHEHMSA NOA,YC/I0BUEM OrPAaHUYMBAETCA YCAOBUAMM, KOTOPbIE MO
CBOEN Npupoae He MOryT BbITb BbINOAHEHbI B MOMEHT TaKOM aBTOPM3aLUMN.

2. B cnyyae ecnmzakntoveHnMem oOTHETHOIO rocygapcrea-yneHa EC ABnAeTcA 3aKA04eHUE O TOM, YTO
cyuwecreeHHOe nameHeHmne gonyctmumo nam gonyctmmo npu C06!'IIOAEHMM cneunanbHbIX YCHOBMVI, TO
TaKoe€ 3aK/Iin4YeHUNE CHNTAETCA 3aKNl0OHEHNEM 3anUHTEePeCOBaHHOTIO rocygapcrea-4sieHa EC.

HecmoTpsA Ha MONOMeHWA mepBoro nognaparpada, 3aMHTEpPecoBaHHOe rocyaapcreo-yneH EC
MOET He COrNacuTbCA C 3aK/NYeHMEM OTYETHOro rocyaapcrsa-yneHa EC TofbKO no cnegyouym
OCHOBAHMAM:

a) eC/IM OHO COYTET, YTO NPU YHACTMM B KAMHMYECKOM UCMbITaHNKN CyGbeKT NONYUUT e YeHne bonee
HW3KOTO KayecTBa, YeM B 0BbIYHOMN KNMHUYECKOM MPaKTUKeE B3anHTePeCcoBaHHOM rocyaapcTee -uneHe EG

b) HapyLweHWe HaLMOHANbHOIO 3aKOHOAATEIbCTBA, KaK YKa3aHo B cTaTbe 90;

C) 3ameyaHus OTHOCUTENbHO Be30NacHOCTM cybbeKTa U 0CTOBEPHOCTU U HAZEKHOCTU AaHHbIX,
npeacTaBAeHHbIX BCOOTBETCTBMM C Naparpadamm 4 unm 6 ctatom 18.

B cnyyae ecnu 3avMHTepecoBaHHOEe rocydapcrBo-yneH EC He cornacutca € 3aKkalo4YeHuem o
CYLW,eCcTBeHHOM M3MEHEHMUM acneKTOBYacTu | N0 OCHOBAHMAM, YKa3aHHbIM BO BTOpomMnoAnaparpade, oHo
coobllaeT 0 CBOEM Hecornacuu, ¢ npeaocrtasneHMem noapobHoro obocHoBaHMA, Yepes nopTan EC
EBponeiickoi Komnccum, Bcem rocyaapcream-yneHam EC u cnoHcopy.

3. B cnyyae eciv B OTHOLLEHMM CYLLLECTBEHHOTO M3MEHEHMA acnekToB YacTh | oTyeTa 06 oueHke
CYLLECTBEHHOE M3MEHEHME AONYCTUMO WAM AONYCTUMO MpU COBAOAEHUN CneLmanbHbIX YCI0BUNA,
3aMHTepecoBaHHOE rocypapcTeo-vieH EC BKAKOYaeT B CBOe pelleHMe 3aK/II0UYeHME O CyLLeCTBEHHOM
n3meHeHUn acnekToBYacTu Il otyeTa 06 oueHKe.

4. 3avHTepecoBaHHOe rocyfapctBo-yneH EC OTKasbiBaeT B aBTOpPM3auMM CyLLECTBEHHOrO
N3MEHEHMUA, eC/IN OHO He COrNacHO C3aKNtoYeHMeM OTYETHOrO rocyAapcTea-yaeHa EC B OTHOLWEHMM YacTy
| otyeTa 06 oLeHKe No Nto6oMy U3 OCHOBaHMIA, yKa3aHHbIX BO BTOPOM noanaparpade naparpada 2, wim
ecnm 060CHOBAHHO NPUAET K BblBOAY O HecobtoaeHMM acneKTos YacTu || oTyeTa 06 oueHKe, UK ecm
KOMMTET M0 3TUKE BblAan oTpMLaTeIbHOE 3aK10UeHMe, KOTOpPOoe B COOTBETCTBUM C 3aKOHOA4aTeIbCTBOM
3aMHTEPeCcoBaHHOro rocyaapcrea-yneHa EC aelicteyeT Ha TeppMTOPMM BCero rocydapcraa-yneHa EC.
YKazaHHoe rocyiapcTBo-yneH EC gonkHo obecneuntb npoLeaypy 06xKasioBaHUsA TAaKOro OTKasa.

5. B cnyyae ecnu 3akatoveHMeM OTYETHOTO rocyaapcrBa-yneHa EC B OTHOLEHMM CyLLLeCTBE HHOMO



M3MEHEHMA acneKToB YacTu | oTyeTa 06 OLEHKe ABNAETCA 3aK/NOYEHME O TOM, YTO CyLLEeCTBEHHOe
U3MEeHEeHWe HeJoMnyCTUMO, TO TaKoe 3aK/IloUYeHMe CYMTAEeTCA 3aK/JYEHNEM BCEX 3aUHTEpPeCOBaHHbIX
rocygapcre-yneHos EC.

6. B cnyyae ecnu 3aMHTEpPECOBaHHOE rocyAapcrBo-uneH EC He yBeAOMMNO CNOHCOPA O CBOEM
pelleHnn B TeYEHMe CPOKA, YKasaHHOro B naparpade 1, To 3aKkNt04YEeHMUE O CyLLEeCTBEHHOM M3MEHEHUN
acnekToBYacTu | otyeta 06 oLeHKe cYMTae TCA pelleHnem 3aMHTe peCcoBaHHOro rocyaapcrea-yneHa EC no
3anB/1IEHWNIO HA aBTOPU3ALMIO CYLLIE CTBEHHOTO M3MEHEHMUA.

Cratba 24
Jlvua, oueHmBatoLWme 3aas/eHne O CyLeCTBEHHOM U3MEHEHUN
K oueHKam, NpoBOANMbIM B COOTBETCTBUMN C HACTOALLE M INaBo, NpUMeHAeTcA cTaTbA 9.
Mnaea IV.3AABOYHOE AOCbBE
Cratba 25
[aHHble, npeacTaBnaemble B 3aABOYHOM JOCbe

1. 3asBOYHOE AOCbe Ha aBTOPM3ALMIO KAMHMYECKOrO MCMbITaHUA AONXHO COAEPXaTb BCH
TpebyemMyto JOKYMEHTaUMo U MHpopmaunio, Heobxoammble A41a BaANOALMU U OLEHKW, YKa3aHHbIX B
rnase |l u oTHOCAWMXCA K:

a) nposeaeHuo KAINHNYECKOro ncnbiTaHnA, BKa04YaA HaqubIVI KOHTEKCT M NPUHNMaEMbIe MeEPbI;

b) CMOHCOopam, nccnenoBatenam, NnOTeEHUMA/IbHbIM Cy6'bEKTaM, Cy6'beKTaM M MecCtam nposeaeHuA
KANHNYEe CKUX MCI'IbITBHVIVI,‘

C) nccnegyembiMm neKapCrBeHHbIM CpeactBam U npu HEO6XO,CI,I/IMOCTVI BCnomoraTte/ibHbiMm
NeKapcrBeHHbIM CpeacTBam, BHaCTHOCTHU, NX CBOVICTBaM, MapKHUPOBKE, MPON3BOACTBY U KOHTPOJHO,

d) mepam no 3auuTe cybbEKTOB;

e) ob6ocHoBaHMIO NPUYNH, noyemy KAMHUYECKOE UCNbITaHNE ABNAETCA UCMbITaHUEM C HU3KOM
CTeNeHbIo BMeLlaTeIbCTBa B C/1y4adaX, KOrAa 3TO 3aAB/1€HO CMOHCOPOM.

MepeyeHb HEOHXOANMON AOKYMEHTALMM U MHPOPMaLUUM yKa3aH B MpunoskeHnnl.

2. 32ABOYHOE [0Cbe HA ABTOPU3AUMIO CYLLECTBEHHOIO M3MEHEeHMA AOMKHO coaeprKaTb BCHO
Tpebyemyto JOKYyMeHTaLUuo U MHbOopMaLUIo, Heobxoaumble A1 BanMAaLUMn U OLLEHKM, YKa3aHHbIX B
rnase lll:

a) CCblIKAa Ha KAMHWYECKOE UCMbITaHWE UAU KNMHUYECKUE UCMbITaHUA, KOTOPbIE CyLLeCTBEHHO
N3MEeHAITCA, C YKazaHMeM HoMepa ucnbiTaHuA EC, KaK yKasaHo B ctaTbe 81 (1) ("Homep ucnbitaHma EC");

b) YeTKoe onncaHume CcyuecrBeHHOro uasmeHeHunA, B4aCTHOCTH, CyLlecTtea U NpUvnH CyLle CTBEHHOIO
N3MeHeHunAa;

C) npeseHTaunAa gaHHbIX U nNpu HEO6XO,CI,MMOCTM AONO/THUTENIbHaA MHd)OpMaLI,Mﬂ B noAanepXry
CyuwecCrtBeHHOro usmeHeHuA,

d) YeTKoe onncaHme I'IOCITE[],CTBVIVI CyweCTtBeHHOro usmeHeHnA B OTHOWEHNN NMPaB n 6e3onacHoCTH
CY6'beKTa, ad TaKXe [JO0CTOBEPHOCTU U HAAEXKHOCTU AaHHbIX, MOJYYe€HHbIX B XO04€e KIUHUYECKOro
NUCNbITaHUA.



MepeyeHb Tpebyemoi 4OKYMeHTaUUn U HGOopMaLMM yKasaH B MNpunoxeHum 1.

3. HeknuHnueckaa nHpopmauus, npeacraBnaeMas B 3asiBOYHOM A0Cbe, AO1KHa 6bITb OCHOBaHa Ha
AaHHbIX MCCNeaoBaHWUI, COOTBETCTBYIOLWMX 3aKoHoaaTenbcTBsy Coko3a O NpUHUMNAX Hagekallen
NnabopaTopHOW NPAKTUKM, B 3aBUCMMOCTM OT 06CTOATEIbCTB BO BPEMSA NPOBEAEHMA TaKUX UCCEeA0BAHUN.

4. B cnydyae ecnu B 3aABOYHOM A0OCbe COAEPMKUTCA CCblIKA Ha AaHHble, MOJyYeHHble B XOoae
KAMHUYECKOro MCCeaoBaHMA, TO YKasaHHOe wucciedoBaHMe A0/KHO 6bl1o BbiTb NpoBeeHO B
COOTBETCTBUM C HACTOALMM PernameHTom, Uin, eCv OHO MPOBOANIOCH A0 AaTbl, yKa3aHHOW BO BTOPOM
naparpade cratbi 99, - B cooTBeTCcTBMMU ¢ AnpeKtrson 2001/20/EC.

5. B cnyyae ecnm KNMHUYeCKoe UCTbITaHMe, yKasaHHoe B naparpade 4, npoBoanA0Ch 3a npeaenamm
Colo3a, TO OHO [O/IKHO OblI0 MPOBOAUTLCA B COOTBETCTBMM C MPUHLMMAMM, SKBMBAIEHTHBIMM
MPMHUMNAM HacToAWEro PernameHTa B OTHOLEHUM NpaB M 6e30MacHOCTM cybbeKTa U 0CTOBE PHOCTU U
HaAeKHOCTU AaHHbIX, MOYYEHHbIX B XOA€ KANHUYECKOro UCMbITaHUA.

6. JaHHble KAMHMYECKOro UCMbITAaHWA, HayaBLeroca ¢ AaTbl, YKasaHHOW BO BTOpom naparpade
cTaTbm 99, NpeACTaBAAIOTCA B 3aABOYHOM A0Cbe, TO/IbKO eC/IN YKa3aHHOE K/IMHMYE CKOe UCMbITaHWe A0 ero
Hayana 6b110 3aperncTpnpPoBaHo B NyBANYHOM peecTpe, KOTOPbIA ABNAETCA OCHOBHbLIM MW MAPTHEPCKUM
peecTpom Unu UCTOYHUKOM AaHHbIX ana WHO ICTRP.

[aHHble KAWMHWYECKOrO MUCMbITaHUS, HayaBLLIeroca A0 AaTbl, yKa3aHHOW BO BTOpPOM naparpade
ctaTb 99, npeAacTaBNAOTCA B 3aABOYHOM J0OCbe, €CIM 3TO K/AMHWYECcKoe uchbiTaHue 6biio
3apermcTpupoBaHo B Ny6AMYHOM peecTpe, KOTOPbIN ABAAETCA OCHOBHbLIM WM MapTHEPCKUM peecTpom
WAKN UCTOYHMKOM AaHHbix a8 WHO ICTRP, au ecam pesynbTaTbl YKa3aHHOTO KAMHMYECKOTO UCMbITaHWA
6b111 ONYH61MKOBaHbI B HE3aBUCMMOM PeLLeH3UPOBaAHHOM HayYHO M Nyb6anKaLMu.

7. [laHHble, NpeAcTaBAfeMble B3aABOYHOM A0CbE, KOTOPbIE HE COOTBETCTBYHOT Naparpadam 3 1 6,
He y4YUTbIBAIOTCA MPU OLEHKE 3aABAEHUA Ha aBTOPM3ALMIO KTIMHNUYECKOTO UCMbITAHMA UM CYLL,E CTBE HHOMO
n3MeHeHus.

CraTtba 26
TpeboBaHMA K A3bIKY

A3bIK 32ABOYHOrO AOCbE UNU €r0 yacteron penenaeTca sanHTepecoBaHHbIM rocy4apCTrBOM-4/1€HOM
EC.

Mpu npumeHeHMM nepBoro mnaparpada rocygapcrsa-yneHol EC ans  goKymeHTauuu, He
npeaHasHadyeHHoW Ana cybbeKkTa, A0MKHbI PAaCCMOTPETb MCMO/Ab30BaHWe A3blKa, 06LLENPUHATOrO B
obnactTu meANUMHDI.

Cratba 27

MpuBeaeHWe B COOTBETCTBUE MYTEM NPUHATUA aKTOB
AeNerMpoBaHHOro 3aKOHO4ATe/IbCTBA

Ha EBponeicKkyto KOMUCCUIO AONXHbl OblTb BO3/IOXKEHbI MOJAHOMOYMA NO MNPUHATUIO AKTOB
AeNerMpoBaHHOro 3aKOHOAATe/IbCTBa B COOTBETCTBUM CO CTAaTbe 85 B OTHOLLEHUW BHECEHUA N3MEHEHUIA
B MpunoxkeHua | n |, yTobbl a4aNTUPOBaTb UX K TEXHUYECKOMY NPOTrpeccy Uan yYecTb MeXKayHapoaHble
perynatueHble n3meHeHuA Coto3a u rocyaapcre-yneHos EC B 061aCTM KAMHUYECKMX UCMbITAHWUIA.

lnasa V. 3ALLNTA CYBbEKTOB M1 MHPOPMMNPOBAHHOE COT/TACUE

CrtaTtbAa 28



O6wue npasuna

1. KAnHMYecKoe ncnbiTaHe MOKET BbiTb NPOBEAEHO, TONIbKO ecnu cobat0AeHbI BCe Caeaytolme
ycnosus:

a) osKMaaeman nNosb3a A8 cybbeKToB MK 340POBbA HAaceIeHMA ONpaBabIBaeT npeanoaraembie
PUCKM M Heyao6cTBa, U coB10AeHME HACTOALLLErO YC/10BUA NOCTOAHHO KOHTPO/IMPYETCS;

b) cybbeKT unu, ecnn cybbeKT HecnocobeH aatb MHPOPMMpPOBAHHOE cornacue, ero Mau ee
3aKOHHbIN NpeacTaBUTe b, NPONHPOPMUPOBAHbI B COOTBETCTBMM CO cTaTbe 29 (2) - (6);

C) cybbeKT unmecnmn cybbekT HecnocobeH AaTb MHGOPMUPOBAHHOE COr1acKe, ero Uam ee 3aKOoHHbIN
npeacraBuTe b, 43I UHGOPMUPOBAHHOE COr/lacne B COOTBETCTBUM co cTaTbeln 29 (1), (7) u (8);

d) npaBa cy6beKkToB Ha PUBMUYECKYIO U NMCUXUYECKYHO HEMPUKOCHOBEHHOCTb, IMYHYIO }KU3Hb U
3alLMTY NEePCOHaNbHbIX AaHHbIX B COOTBETCTBUM C AnpekTnson 95/46/EC 3alwmLLeHbl;

€) KNMHMYECKoe UCTbITaHMe pa3paboTaHo TakMm 06pa3om, YTOObI MMHUMM3NPOBATb, HACKObKO
3TO BO3MOMHO, 60/1b, ANCKOMbOPT, CTPax U KaKon-1nMbo Apyroii npeanosiaraemMbiii pUCK 415 CyObEeKTOB,
M B NPOTOKO/1E A0NKHbI BbITb OTAENBHO ONpeseneHbl CTeNEHb MyYeHUI U Npesienbl PUCKa, KOTopble
[OJIKHBI NOCTOSAHHO KOHTPOIMPOBATLCS;

f) 3a npepocTaBneHne meAULMHCKOM MOMOLLM cybbeKTam HeceT OTBETCTBEHHOCTb Bpay, MME HOLLMIA
COOTBETCTBYIOLLYO KBaIMPUKALNIO, UM B COOTBETCTBYHOLLMX C/Ty4anX KBanudULMPOBaHHbIA CTOMATO/OT;

g) cybbeKkTy Unu, ecnm cybbekT He cnocobeH AaTb MHPOPMMPOBAHHOE COorslacue, ero Uau ee
3aKOHHOMY NpeacTaBuTeNto, bblIn NPeAoCTaBNEHbI KOHTAKTHbIE AaHHbIE OPraHU3aLUK, TAe MOXKET bbb
nosyyeHa ganbHelwan HGoOpMaLMA B Cly4ae He0bX0AMMOCT U;

h) Ha CY6BEKTbI, ydyacrsywouie B KJAMHUYECKOM UCNbITaHUW, HE OKa3blBAETCA HUKAKOIO
HEHa,CI,/'Ie)KaLLI,EFOBJ'IMHHMFI,BTOMLIMCﬂed)MHaHCOBOFOXBpaKTepa.

2. be3s yuiepba aevictemio Anupektmsbl 95/46/EC cnOHCOP MOXET MOMPOCUTL CybbeKTa UK, ecau
cyb6beKT HecnocobeH aaTb MHGOPMUPOBAHHOE COracue, ero U ee 3aKOHHOTO NPEACTaBUTENA B MOMEHT
Ja4n cybbeKTOM MM ETO UMW e€ 3aKOHHbIM NpeacTaBuTeNeM MUHGOPMUPOBAHHOTO COrNACKA HA y4acTme
B KJIMHWUYECKOM UCMbITaHUM, paspelleHne Ha UCNOoJb30BaHWE ero WAM ee AaHHbIX BHe NPOTOKONa
KAMHNYECKOTO UCCNe LOBAHNA UCKNOUUTENbHO A1A HAYUHbIX Lie1el. YKasaHHOoe cornacue B atoboe Bpemsa
MOKeT BbITb 0TO3BaHO CYObEKTOM UM €0 UK €€ 3aKOHHbIM NPeaCcTaBUTENEM.

Haquble nccnengoBaHMA C UCNOJTIb30BaHNEM A@aHHbLIX BHE MPOTOKOJ/1a KIMHUYECKOTo UCcnenoBaHUA
AO/TXKHbI NPOBOAUNTLCA B COOTBETCTBUUN C MTPUMEHUMbIM 3aKOHO4ATE/TbCTBOM O 3alLlMTE AAaHHbIX.

3. Mo6oi1 cybbeKT Mnun, ecnun cybbekT HecnocobeH aaTb MUHPOPMUPOBAHHOE COrnacKe, ero Un ee
3aKOHHbIN NpeacTaBuTeIb MoryT be3yuepba ans cebsa nbe3 HeobxoaAMMOCTU NpeACcTaBNATb Kakoe-1Mbo
oboCcHOBaHME MPEKPATUTb yYyacTUe B KAMHUYECKOM MUCMbITaHUM, OTO3BaB CBOe WMHGOPMMPOBaAHHOE
cornacue. bes yuep6a aencremio Anpektusbl 95/46/EC 0T3bIB MHOPMUPOBAHHOIO COMrNAcKA He BAUAET
Ha yrKe NpoBeAeHHble AeNCTBUA U MCNONb30BaHWE AAHHbIX, NOY4EHHbIX HA OCHOBE MHGOPMMNPOBAHHOMO
cornacua oo ero oT3biBa.

CraTtbAa 29
NHbopmmMpoBaHHOE cornacue

1. UHdOpMHMpPOBaAHHOE cornacme AOMKHO ObiTb COCTABNAEHO B NUCbMEHHOW dopme, AaTUPOBAHO U
noAnncaHo AMLUOM, MPOBOAALWMM UHTEPBbIO, YKa3aHHbIM B NyHKTe "c" naparpada 2, u cybbekTom nnm,



ecnin cybbeKT HecnocobeH aaTb MHGOPMMPOBAHHOE COTIACUE, €T0 UM €€ 3aKOHHbIM NpeacTaBUTENEM,
nocne Hag/ieKaliero MHGOPMMPOBaAHUS B COOTBETCTBUM C Maparpadom 2. B cnyyae ecnm cybbekT He
MOMET NUcaTb, COrnacue Mo¥KeT bbITb 4aHO W 3aNMCaHO NPY NOMOLLM COOTBETCTBYHOLLMX a/1bTe PHATUBHbIX
CpeacTB B MPWUCYTCTBUM KaK MUHMMYM OAHOIO He3auHTepecoBaHHOro csugeTtens. B atom ciyvae
cBMAETENb NOANUCHIBAET U AaTUPYET AOKYMEHT 06 nHdopmmnposaHHoM cornacun. CybbeKkTy nam, ecam
cybbeKT HecnocobeH gaTb MHGOPMUPOBAHHOE COr/lacMe, €ro WAM ee 3aKOHHOMY MpeacTaBuTenNto
NpefoCTaBAAETCs KONWUA AOKYMEHTA (MW 3anucb), NOCPeACcTBOM KOTOPOro A3aHO MHGOPMUPOBaHHOE
cornacue. MHpopmmupoBaHHOE cornacue JoKHO ObITb 3a80KYMeEHTUPOBaHO. CyObeKTY Uan ero uam ee
3aKOHHOMY MPeACTaBUTEO AO0J/IKHO ObiTb NPeAoCTaBNAeHO COOTBETCTBYIOLLEE BpeMs A5 MPUHATHA
peLleHns 06 y4acTUM B KAMHUYECKOM UCMbITaHUN.

2. WHdopmaumsa, npepoctaBnseman cybbekTy uaum, ecam cybbekT HecnocobeH AaTtb
nHbopMMpOBaHHOE cOr/lacMe, ero WauM ee 3aKOHHOMY MpeACTaBUTeNto, B LEAAX MOyYeHus
MHOOPMMPOBAHHOIO COrNacua, AONXKHA:

a) NO3BOJIATb Cy6'bEKTy Unneronnnm ee 3aKOHHOMy NpeacTaBuUTENTIO MOHATb:

i) Nnpupoay, uenu, NpenmyLLeCTBa, BO3MOMKHbIE NOC/EACTBUSA, PUCKM N HEYA06CTBA KAMHUYECKOro
UCNbITaHUA;

ii) npaBa v rapaHTUM cyb6beKTa B OTHOLLIEHMM 70 U/ €€ 3aLLUUTbI, BYACTHOCTU, €10 UM ee Npasa Ha
OTKa3 OT y4acTua 1 npasa Ha NpPeKpaLleHne yyacTna B KAMHUYECKOM UCMbITaHnK B ntoboe Bpema 6e3
ywepba ans cebam 6e3npeacraBneHma KaKoro-1M60 060CHOBaHUS;

ii) ycnoBua, NpuM KOTOPbIX MPOBOAMTCA KAMHUYECKOE WCMbITaHWE, BKOYAA OMKUOAEMYIO
NPOAOIKUTENIBHOCTb Y4aCTUA CyObEKTA B KTMHUYECKOM UCMbITaHUK; U

iv) BO3MOXXHOE a/IbTePHATUBHOE NeYeHMNe, BKIt0Yas Nocieaytolme meponpuaTis, B Ciy4yae ecam
yyacTve cybbeKTa B KIMHNYECKOM UCMbITAaHUM NPEKPaLLAeTCs;

b) 6bITb NOHATHON, KPATKOM, ACHOM, PeNeBaHTHOM U NOHATHOMN HeCNeLManncTy;

C) NpenocCTaBAATbCA BO BPeMA MPeABapUTEIbHOIO MHTEPBbLID C YJEHOM MCCNe0BaTe 1bCKON
KOMaHZpbl, KOTOPbIi MMEEeT COOTBETCTBYIOWYH KBa/MPUKALMIO COMTAacHO 3aKOHOAATEbCTBY
3aMHTEepeCcoBaHHOIO rocyaapcrea-yneHa EC;

d) BK/tOYaTL MHPOPMALMIO O CUCTEME KOMMNEHCALMM MPUYMHEHHOTO yLiepba, yKasaH Hyto B CTaTbe
76 (1);n

e) BKNtoYaTb Homep McnbiTaHua EC u MHGopmMaumio 0 AOCTYNHOCTU Pe3y/1bTaToB KANHUYECKOTO
MCMbITaHWA B COOTBETCTBUM C Naparpadom 6.

3. UHPopmauma, yKasaHHas B naparpade 2, Ao1KHa 6bITb NpeAoCcTaBAeHa B MMCbMEHHON GopMe U
[OCTYNHa cybbekTy UK, ecin cybbeKT HecnocobeH AaTb MHPOPMMPOBAHHOE COracue, ero Uamn ee
3aKOHHOMY MPeACTaBUTEeIo.

4, B nHTepBbto, YKa3aHHOM B NyHKTe "c" naparpada 2, cneayeT yaenuTb ocoboe BHUMaHue
MHPOPMALMOHHbIM NOTPeBHOCTAM CneumnanbHbIX NONYAAUMIA NAaUMEHTOB U OTAE/bHbIX CyObEKTOB, a
TaK)Ke MeTogam npeaoctaBieHus MHGopmaLmm.

5. B MHTepBblO, YKa3aHHOM B NyHKTe "c" naparpada 2, 4onXKHO ObiTb YAOCTOBEPEHO, MOHUMaHWe
cybbeKkTom uHdopmaumm.

6. CybbeKT gonxeH 6biTb NPOMHPOPMMPOBAH O TOM, YTO UTOrOBbIE CBEAEHMA O PEe3y/bTarax
KAMHUYECKOTO UCMbITAaHUA U KPaTKUIA OTYET, NpeacTaBiaemMblii B opme, NOHATHOM Hecneuuanucty, byayt
JocTynHbl B 6a3e aaHHbIx EC, ykasaHHOW B cTaTbe 81 ("6a3a gaHHbix EC"), cornacHo cratbe 37 (4)



6€30THOCUTEIbHO pe3y/ibTaTa KINMHUYECKOTO UCMbITAHMA U B CIYYasX, KOrga 3TO BO3MOXHO, O TOM, B
KaKOWM CPOK ByayT AOCTYMNHbI KpaTKME OTYETHI.

7. Hacroawuit PernameHT npumeHsetca 6e3 yuiepba [OeWCTBUIO  HaLMOHa/bHOrO
3aKOHOAaTeNbCTBa, KOTOpoe TpebyeT nognucaHmne Gopmbl MHGOPMUPOBAHHOMO COrNACUA U OrPaHNYEHHO
AeecnocobHbIM IMLOM, U €10 UM ee 3aKOHHbIM NpeacTaBuTenem.

8. Hactoswuit PernameHT npumeHseTtca 6e3 ywepba [AeWCTBUIO  HaALMOHANbHOIO
3aKOHOAaTeNbCcTBa, KOTOpoe TpebyeT B AoNoAHeHWEe K MHPOPMUPOBAHHOMY COMacuio, AaHHOMY
3aKOHHbIM MpeacTaBUTeIemM, YTobbl HecoBepLLIEHHONETHWUI, CMOCOBHbIM COCTaBUTb MHEHME U OLEHUTb
npeaocTaBaeHHY0 MHGOPMALMIO, TaKKe Aas cornacme, YTobbl y4acTBOBaTb B KIMHUYECKOM UCT bITaHUM.

CraTtba 30
MHbOopmMMpOoBaHHOE cornacue B KNacTepPHbIX UCMbITaHMAX

1. B cnyyvae ecnu KAMHUYECKOE UCMbITaHME NPOBOAUTCA UCKNOYUTENBHO B O4HOM rocyaapcree-
yneHe EC, aaHHoe rocyzapcTeo-yuneH EC moxeT 6e3 ywepba aelictemio ctatb 35 nyTem Y4acTUYHOIO
oTcTyneHus ot nyHkToB "b", "c" n"g" ctatbun 28 (1), ctatbn 29 (1), nyHkTa "c" ctaTbm 29 (2), ctatbm 29 (3),
(4) »n (5), nyHktoB "a", "b", n "c" cratbu 31 (1) n nyHkToB "a", "b" n "c" cratbu 32 (1) paspewwutsb
uccnepoBaTento Noayvyute MHGOPMUPOBAHHOE COrIacMe YMPOLEHHbIM CMOCOOOM, YKasaHHbIM B
naparpade 2 HacTosLWen cTaTby, NPU YCIOBUM BbINOIHEHMA BCEX YCNOBUI, YKa3aHHbIX B naparpade 3

HaCTOﬂLLLEVI CTaTbu.

2. ANa KNUHNYECKUX UCTbITaHUIA, KOTOPbIE YA0BAETBOPAIOT YCNOBUAM, YKaszaHHbIM B naparpade 3,
MHPOPMMPOBAHHOE COFNACKE CHUTAETCA MOYYEHHBIM, ECNU:

a) uHdopmaumsa, Tpebyemas cornacHo nyHktam "a", "b", "d" n "e" cratbm 29 (2), npegocraBneHa s
COOTBETCTBUM CMPOTOKO/IOM, 10 BK/HOHYEHUA CyObeKTa B KIMHUYECKOE UCMbITaHKe, U B3TOM nHbopmaumm
AICHO YKa3aHO, B YaCTHOCTM, YTO CYObEKT MOKET OTKa3aTbCA OT y4acTus uam B Ntoboe Bpems NpeKkpaTutL
y4yacTue B KIMHUYECKOM UCMbITaHUM 6e3yuepba o cebs;

b) noTeHUManbHbINM CybbEKT Nocne noayvyeHua MHPopmaLMM He BO3paxKaeT NMPOTMB y4acTusa B
KAMHNYECKOM UCTMbITAaHWUMN.

3. MHPopMMpOBaHHOE COracne MOXKET BbiTb MONYUYEHO YNPOLLEHHbIM CNOCOBOM, YKa3aHHbIM B
naparpade 2, ecnu BbIMONHAKOTCA BCE CAeAyoLLIme YCI0BUA:

a) ynpoleHHbIh cnocob noaydeHus WUHOOPMMPOBAHHOrO COr/acua He NPOTUBOPEYUUT
HaLMOHaIbHOMY 3aKOHOAaTe1bCTBY 3aMHTE PECOBAaHHOrO rocyAapcTea-yaeHa EC;

b) meTogonorMa KAMHWMYECKOro McnbiTaHua TpebyeT, uyTobbl NMPUEM pasHbIX MCCaeayembiX
NIeKapCTBEHHbIX CPEACTB B KAMHUYECKOM MCNbITaHUM Ha3Havyaaca rpynnam cybbekTos, a He oTAe N bHbIM
cybbeKTam;

C) KNUHUMYECKOE WCMbITaHWEe SNBAAETCA KAMHMYECKMM UCMbITAHUEM C  HU3KOW CTeneHbto
BMeLllaTeNnbCTBa, UNCCNeayemMblie 1eKapPCTBEHHbIE CPeACTBA UCMOJIb3YHOTCA B COOTBETCTBUN C YC1O0BUNAMU
paspeweHnA Ha MapKETUHT;

d) HE NPOn3BOANTCA BMeLaTeNIbCTB, UHbIX, YeM CTaHOAPTHOE evYeHne yKa3aHHbIX CY6'beKTOB,'

e) B NpPOTOKoJie 060CHOBaHbI MPUYMHbI NOAYYEHUS MHOOPMMUPOBAHHOTO COMACUSA YMPOLLLE HHbIM
cnocobom M onucaHa WHbopmaumsa, MpeaocTaBleHHas cybbekTam, a TaKkKe cnocobbl ee
npefocTaBneHus.

4. WccnepoBaTenb O0NXeEH 3a40KYMEHTUPOBATb BCE OTKasbl U nMNpekpaweHuna ydactma u



rapaHTUPOBaTb, YTO COOP AaHHbIX CyOBbEKTOB, OTKA3aBLUMXCA OT YYaCTMA UAM MPEKPATUBLUMX yYacTue B
KAMHNYECKOM UCMbITAaHUN, He BeeTCS.

CraTtba 31

KAMHMYECKMe UCNbITAHWUA C y4acTMEM OrpaHMUYEHHO
AeecrnocobHbix Cy6bbeKToB

1. B cnyuae ecnu orpaHMYeHHO AeecnocobHble cybbeKTbl, KOTOPbIE He Jasn UM OTKa3ancb Aatb
MHPOPMMPOBAHHOE COrnacMe [0 YCTaHOB/MEHWA OrpaHUYeHMsa [eecnocobHOCTM, KAWHWYeCcKoe
MCnbITaHNE MOKeT BbITb MPOBEAEHO TO/IbKO, €C/IN B JIOMOJ/IHEHME K YCI0BMAM, YKa3aHHbIM B CTaTbe 28,
cobntoaeHbl Bce CeayoLme yC10BUA:

a) Nnony4yeHo VIHd)OpMVIpOBaHHOE cornacune nx 3aKoOHHoOro npeacraBuTenA,

b) orpaHnyeHHO AeecnocobHbie cybbeKTbl NOAYYUAM NMHPOPMALMIO, YKa3aHHYIO B cTaTbe 29 (2),
COOTBETCTBYHOLLMM CNOCOBOM, YUUTHIBAIOLLMM UX CNOCOOHOCTL €€ NOHMMATb;

C) ABHO BbIPAXXEHHOE XeflaHWe OrpaHUYeHHO AeecnoCobHOro CybbeKTa, KOTOPbIA MOMKET
chopmmnpoBaTb MHEHWUE U OLEHUTb MHPOPMALLMIO, YKA3aHHYIO B cTaTbe 29 (2), 0TKas3aTbCA OT yyacTus B
NCMbITAaHUN AN BbITb UCKNIOYEHHbBIM U3 ero NpoBeaeHus B Nto6oe Bpema, AOMKHO BbITb MPUHATO BO
BHUMaHMWe UccnepoBaTenem;

d) cybbeKTbl U MX 3aKOHHblE MPEACTaBUTENM HE MNOAYYAOT HUKAKOIO BO3HArpa)kaeHua wam
$OUHAHCOBOTO NOOLLPEHMA, KPOME KOMMEHCAUMM PacXxoLoB M MoTepu 3apaboTHOM NaaTbl, UME WYX
NPAMOE OTHOLIEHME K y4aCTUIO B KIMHMYECKOM UCTbITaHWUWK;

€) KAWMHUYecKoe UcnbiTaHne HeobXxoANMMO UMEHHO B OTHOLLUEHWUM OrpaHUYEHHO [ieeCcnocobHbIX
CyOBEKTOB, U AaHHbIE TaKOW ¥Ke Ba/IMAHOCTU HE MOTYT BbITb NOTyYeHbI B X04e KNMHUYECKUX UCMbITaHWUM C
y4acTmeM nuL, cnocobHbIX AaTb MUHGOPMUPOBaAHHOE Corlacue, UM C UCMOJ1b30BaHUEM APYTUX MeToA0B
nccnenoBaHus;

f) KAMHUYECKoe MCnbITaHWEe MMeeT HeNoCPeACTBEHHOE OTHOLLEHNE K MeANLMHCKOMY COCTOAHMIO,
OT KOTOPOro CTPaZaeT CybbeKT;

g) MMeTCA Hay4YHble OCHOBaHWMA NO1araTb, YTo y4acTtue B KIMHNYECKOM UCNbITaHUN MPUHECET:

i) HemocpeACTBEHHYIO MO/b3y ANA OrpaHUYEHHO AeecnocobHOro cybbeKTa, MpeBbilUatoLLyo
CYLLECTBYIOLLME PUCKM U HArpy3Ku;

ii) HekoTopyto nonb3y Ans MNonynauMu, NpeacTaBleHHON 3aMHTEpPeCcoBaHHbIM OFPaHUYEHHO
[eecnocobHbIM CyObeKTOM, B TOM C/ly4ae, eCN KAMHUYECKOE UCMbITaHWME HaMpPAMYI OTHOCUTCA K
KU3HEYIPOXKaoLLLE MY WU UCTOLLIAIOLLLE MY MeONUMHCKOMY COCTOAHMIO, OT KOTOPOTO CTPaAAET CyObeKT, u
TaKoe UCMbITaHWE BbIZOBET MUHMUMANIbHBIN PUCK U MMHUMANbHYIO HarpysKy ANnA 3auMHTEpeCcoBaHHOM
OrpaHUYeHHO AeecnocobHOro cybbeKTa Mo CPaBHEHMUIO CO CTaHAAPTHLIM Je4YeHUEeM MeULMHCKOTO
COCTOAHMA OrpaHUYEeHHO geecnocobHoro cybbekTa.

2. NyHkT "g"ii" naparpada 1 npumeHseTca 6e3 yuwepba aencTeunto bonee CTPOrMx Hauy OHa N bHbIX
npaBWA, 3anpeLlawWwmx NpoBedeHMe TaKUX KAMHUYECKMX WCMbITAHUWA C y4acTUEM OrpaHuyeHHO
AeecnocobHbIX CybbeKToB, B C/ly4ae eCIn OTCYTCTBYIOT HayYHble OCHOBAHWMA MoJsiaraTb, YTO y4acTue B
KJMHNYECKOM UCMbITaHUKU MPUHECET NPAMYIO M0/b3Y CYObEKTY, MPEBbILLAIOLLYIO CYLLECT BYOLLME PUCKU U
HarpysKku.

3. CybbeKT [O0/MKEeH, HacKONbKO 3TO BO3MOXHO, NPMHMMATb ydyacTMe B npoueaype
MHGOPMMPOBAHHOTO COrnacus.



Cratbna 32
KNMHUYeCcKne UcnbiTaHmA C y4yacTUEeM HECOBEPLLEHHOTIETHMUX

1. KnuHnueckoe ucnbiTaHWe € yyacTueM HeCcoBePLIEHHOMETHMX MOKET BbITb NPOBEAEHO TO/ILKO B
TOM C/ay4yae, ecNu B AOMNOJHEHUE K YCI0BUAM, YKa3aHHbIM B cTaTbe 28, cobtoAeHbl BCe cneaytolpe
ycnosus:

a) nony4yeHo MHd)OpMMpOBaHHOG cornacume X 3aKOHHOro npeaAcTtasuTen |,

b) #o cBegeHMA HecoBepLIEHHONETHUX AOBeAeHa MHPOpMaUUs, YKasaHHasa B cTaTbe 29 (2), B
dopme, aganTMPOBAHHOM ANA UX BO3PacTa U MCUXMUUYECKOM 3pe0CTU, UCCAe0BaTeNAMM UK YTeHaMK
nccnenoBaTeNbCKOM KOMaHAbl, KOTOPble 0B6yUYeHbl UM UMELOT ONbIT PaboTbl CAeTbMU;

C) ABHO BbIPaXKEHHOE }KelaHMe HeCOBE PLUEHHONIETHErO, KOTOPbIM MOXKeT chOpPMMUPOBATb MHEHME 1
OLEeHUTb MHOOPMaLMIO, YKa3aHHY0 B cTaTbe 29 (2), OTKas3aTbCA OT y4yacTUa B MCMbITaHUM UK BbiTb
MCK/IIOYEHHBIM M3 ero nposBedeHusa B nwboe Bpemsa, AO/MKHO 6biTb MPUHATO BO BHMMaHWe
nccneposaTenem;

d) cybbeKTbl U UX 3aKOHHble MPEeACTaBUTENIN HE MNOAYYAOT HMKAKOrO BO3HArparKaeHua uam
dMHAHCOBOro NOOLWpPEHMA, KPOME KOMMEHCAUMM PacXodoB M noTepu 3apaboTHOM NaaTbl, UMeOLMX
NPAMOE OTHOLIEHME K y4aCTUIO B KIMHMYECKOM UCTbITaHWUW;

E) KNINHN4YeCKoe UcCnbiTaHMe HanpaB/1eHO Ha nccnengoBaHme nevyeHmna me anMUnNHCKUX COCTOFlHMl‘;I,
XapPaKTEePHbIX TO/IbKO ON1A HeCOBEPLIEHHONETHUX, UTU KNUHNYECKOE UCNbITaHUE HeO6XO,CI,MMO MMeHHO B
OTHOWEeEHNN HecoBepLlWeHHONETHUX ONA noAaTBepXAeHUA OAaHHbIX, NONYYEHHbIX B Xo4e KAUHWNYeCKUX
WCMbITaHUM C ydyactmem nuu, CNOCOBHbIX AaTb VIHd)OpMMpOBaHHOG cornacue, nam npun nCNosib3oBaHn
MHbIX MeTO40B NCCNnenoBaHUA,

f) KnMHUYecKoe ncnbiTaHne NMbBO HeNocpeaACTBEHHO OTHOCUTCA K MeAULMHCKOMY COCTOSIHUIO, OT
KOTOpPOro CTpagaeT 3auHTEPEeCcOBaHHbIN HECOBEpPLIEHHONETHWUM, MO0  UMeeT  XapakTep,
npegno/siaratoLLMii ero NnpoBeAeHME TO/IbKO MPY y4acTUM HECOBE PLUEHHONETHUX;

g) MMEeTCA Hay4YHble OCHOBAHUA NOMAraTb, YToO y4actne B KAIMHNYECKOM UCMTbITAaHUN NPUHECET!

i) HenocpeACTBEHHYIO NOJb3Y AN1A HECOBEPLUEHHO/IETHETO, MPEBbILLIAOLLYHO CYLLLE CTBYHOLLME PUCKU
W HArpysKku; unm

ii) HEeKOoTOpylo  MOAb3y  A/s nonynsuMM,  NpeacTaBleHHOM  3aMHTEPECOBaHHLIM
HecoBepLEHHOETHUM, U TAKOE UCMbITAaHWUE BbI30BET MUHNUMA/IbHBIM PUCK M MMHMMA/IbHYIO HarpysKy ana
3aMHTEPEeCOBAHHOIO HECOBE PLUIEHHOIETHErO NO CPABHEHMIO CO CTAaHAAPTHbLIM IeYEHMEM ME ANLMHCKOTO
COCTOAHUA HECOBEPLUEHHO/IETHETO.

2. HecoBepLUEHHONETHWI A0IKEH NPUHMMATb y4acTue B npoLeaype MHGOPMMPOBaHHOTO COTacus
B dopmMe, aanTMPOBaHHOW A5 €10 NN ee BO3PacTa U NCUXNYECKOMN 3PESTOCTH.

3. Eciv BO BPemMA KAMHUYECKOrO WCMbITaHUA HECOBEPLUEHHONETHUI AOCTUIHET Bo3pacTa
fAeecnocobHocTM gna  Aaunm MHOOPMMPOBAHHOrO COrnacusa, OnNpeaeneHHOro 3aKoHO4ATEe/IbCTBOM
3aMHTepeCcoBaHHOro rocyaapcrea-yaeHa EC, cyb6beKT A0MKeH BbIpasuTb MHPOPMMPOBAHHOE CoracKe A0
MPOAONKEHUA YYaCTMA B UCCIE A0BaAHUN.

Cratbna 33

KNAnHWYecKkmne UCnbITaHKA C ydacTuem bepemMeHHbIX
NN KOPMALLUX XKEHLMH



KnuHuyeckoe ucnbiTaHWe € ydyacTuem 6epeMeHHbIX UM KOPMALMX MKEHLWMUH MOXKeT ObiTb
NpoBeAeHO, TONbKO eC/M B AOMNOJIHEHME K YCI0BUAM, YKa3aHHbIM B cTaTbe 28, cobatoeHbl cneayopme

ycnosuaA:

a) KNMHMYECKOE UCNbITaHWE NOTEHLUMANbHO MOXKET NPMUHECTU NPAMYIO NOJb3Yy 3anHTE peCcoBaHHOM
6epemMeHHON WM KOPMSALWEN XKeHWMHe, ee 3MOPUOHY, naody, MAu pebeHKy, MpeBbllatoLLyto
CYLLECTBYIOLME PUCKM U HAarpy3Ku;

b) ecnv Takoe KAMHMYECKOE UCMbITaHWE HE MPUHOCUT MPAMOM N0J1b3bl 6€ PEMEHHOMN M KOPMALLIEHA
KeHLWuHe, ee aMBPUOHY, NA04Y AN pebeHKY, OHO MOKET 6bITb NPOBEAEHO TOIbKO EC/IN:

i) KAMHMYECKOE UCNbITaHME CPAaBHUMOM 3GPEKTUBHOCTM HE MOKET BbITb NPOBEAEHO Ha XKEHLLMHAX,
KOTOpble He ABNATCA 6e peMeHHbIMU MU KOPMALLMMU;

ii) KIMHUYeCcKoe MCNbITaHWe NOMOraeT NoJy4YUTb pe3ybTaTbl, KOTOPbIE MOTYT MPUHE CTU NONb3Y
6epeMeHHbIM U KOPMALLMM KeHLLMHAM MU APYTUM KEHLMHAM B OTHOLEHUW PENPOAYKTUBHOCTH, WK
APYTMM 3MBPUOHAM, NI0AAM UNU AETAM; U

iii) KNMHMUECKoe MCMbITaHME BbI3bIBAET MUHMMA/bHbIM PUCK M HArpysKy Ha 3auHTEpPEeCOBAHHYHO
6epeMeHHYI0 TM KOPMALLYHO XKEHLUUHY, ee SMBPUOH, 104 NNV pebeHKa;

C) ecnun uccnefoBaHMe NPOBOAUTCA HA KOPMALLMX eHLuHax, ocobo cneayet msberatb Ato60ro
BpeAHOro Bo3aeicTBuMA Ha 300poBbe pebeHKa; u

d) cybbeKT He MoJ/iy4yaeT HMKAKOFO BO3HArpaxkAeHWa MAM GUHAHCOBOIO MOOLLPEHUA, KPpOME
KOMMEHCaLuMM pacxogoB U NnoTepun 3apaboTHOM NaaTbl, MUMEOWMX NPSIMOE OTHOLIEHUWE K Y4acTUIO B
KAMHUYECKOM UCTMbITaHUMN.

Cratba 34
JononHutebHble HAUWMOHANbHbIE MEPbI

Focypapcrea-uneHbl EC MoryT npogonkatb NPUMEHATb AOMO/HUTEIbHbIE MePbl B OTHOLLEHUM /UL,
NpPoxoAsaLmX 0653aTeNbHYI0 BOEHHYIO CYXKOY, N1L, Haxo4AalWMXCA B MecTax AulieHusa ceoboapl, 1u,
KOTOpble BCAeAcTBME CyAebHOro pelleHuns He MOTyT NPUHUMATb y4acTUe B KAMHUYECKMX UCMbITAHUSX,
WAN JINL, KOTOPbIE COAEPMKATCA B yUPEKAEHNAX, B KOTOPbIX UM NPEA0CTaBAAIOTCA MPOXKMBAHUE U YXO4,

Cratba 35

KAMHMYECKMe UCMbITaHUA B YPe3BblYaMHbIX CUTYaLMAX
1. NMyTemyacTMyHOro oTcTynaeHus oT nyHKToB "b" n"c" ctatbun 28 (1), nyHkToB "a" n"b" ctatbm 31
(1) nnyHKTOB"a" M "b" cTaTbm 32 (1) NONYUYUTL UHGOPMUPOBAHHOE COT/TacMEe Ha YYacTUe B KMHUYECKOM
MCNbITaHUN U NPeAO0CTaBUTb MHGOPMALMIO O KIMHNYE CKOM UCTbITaHUU MOXKHO MOC/Ie NPUHATUA peLleHns
0 BKOYEHUN CYBbEKTA B KNMHUYECKOE UCMbITaHME MPU YCNO0BUU, YTO TaKoe peLleHne NPUHNUMaeT B
MOMEHT NepPBOro MeAULMHCKOro BMeLLaTe 1IbCTBa B COOTBETCTBUM C MPOTOKO/1I0M AaHHOTO KAMHUYE CKOro
MCNbITaHUA M NPU COBNIOAEHUN BCEX CeAYIOLWMX YCAOBUIA:

a) B pesynbTaTe HEOT/IOKHOM CUTyauuW, BbI3BAHHOW BHE3AMHbIM YKU3HEYTPOXKaoWMM WK
BHE3AMHbIM CEPbE3HbIM MeAULMHCKMM COCTOAHMEM, CYObEKT HE B COCTOAHUM AaTb NpefBapuUTesbHoe
MHPOPMUPOBAHHOE COrNacue U NoNyYUTb NPeaBapUTe ibHY 0 MHGOPMALLMIO O KIMHMYECKOM UCMbITaHWUK;

b) MMmetoTcs HayyHble OCHOBAHWA OXKMAATb, YTO yyacTue CyObeKTa B KJAMHUYECKOM WCMbITaHWM
NPUHeceT NPAMYIO KAMHUYECKYIO NONb3y AN Cy6beKTa, BbipaxKatoLLytoca B U3MEPUMOM YayYLLlEHUM
340p0BbA, 0bsieryalolem cTpagaHna u/uamn B yaydweHnn 300poBba cybbeKTa uau B gMarHose ero



COCTOAHMS;

C) B pamMKax TepaneBTUYECKOro OKHa HEBO3MOXHO MPeaoCTaBUTb BCHO MNpPeaBapuTE/IbHYO
MHOOPMaLMIO M NOYYUTH NPEABaPMTE/IBHOE COr1acue ero UM ee 3aKOHHOro NpeAcTaBuTeNs;

d) uccneposatenb NOATBEPKAAET, UTO €My WAWU €l HEM3BECTHO O KaKUX-NMB0 BO3parKeHMsX
OTHOCUTE/IbHO Y4aCTMA B KNMHUYECKOM UCMbITaHWU, paHEee BblPaKeHHbIX Cy6beKToM;

E) KINHN4YeCKoe ucnbiTaHne OONXKHO MMEeTb HenocpeacrBeHHoOe OTHOoWeHne K meguunHCcKkomy
COCTOAHUIO, N3-3a KOTOPOIo HEBO3MOXHO B paMKaX TepaneBTUYEeCKOro OKHa noay4mnTb npeasapute ibHoe
VIHd)OpMMpOBaHHOE cornacue Cy6'b€KTa nan ero nnn ee 3aKOHHOro npeacrasuTesia U NpenocraBuUTb
npeasaputTenbHyro I/IHd)OpMaLI,I/IIO, MU KJAMHUYECKOE WUCMbITaHME HOCUT TaKoMm XapaKTep, 4YTO MOXKeT
npoBOAUTLCA TOIbKO B l-Ipe3BbI‘-I<':llL/'IHbIX CUTYyauUmnAax,

f) K/IMHWYECKOE MCMNbITaHWE Bbl3biBa€T MUHMMANbHbIN PUCK N OKa3bliBAET MUHUMAJIbHYHO HArpys3ky
Ha Cy6'bEKT No CPaBHEHUIO CO CTaHAAPTHbIM 1e4eHNEM €Tro COCTOAHUA.

2. Mocne BmewaTenbCTBa cornacHo naparpady 1 A0AKHO 6biTb NOAYYEHO MHPOPMMPOBAHHOE
cornacue B COOTBETCTBMM CO CTaTben 29 AN NPOAOKEHUA y4aCTUA CY6bEKTA B KIMHUYECKOM UCTbITaHUK,
a TaKe [0/1Ha 6bITb NpeaocTasneHa MHGOPMaLMA O KINHUYECKOM MCMbITaH UM B COOTBETCTBUM CO
cneayomMmm TpeboBaHUAMM:

a) B OTHOWEHMW OrpaHUYEeHHO nOeecnocobHbIX CyObEeKTOB W  HecoBepLIeHHOETHMX
nccnegoBaTeieM 40J1XKHO bbITb 6e3oTnaratesbHO Noy4YeHo MHPOPMUpPOBAHHOE cornacue cybbeKTa unm
ero/ee 3aKOHHOIO NpPeACTaBUTENA, a TaKKe MHPOPMaLMS, yKa3aHHanA B cTaTbe 29(2), B KpaTyalLume CPoKu
[ONKHA 6bITb NPeA0CTaBNeHA CyObeKTY UM ero/ee 3aKOHHOMY NPEeACTaBUTEN 0, B 3aBUCMMOCTU OT TOTO,
yTo bbICTPEE;

b) B oTHOWeEHUN apPYyrMx cybbEKTOB, UcCnefoBaTeNeM A0/KHO 6biTb 6e30TaratesIbHoO NOAYYEHO
MHGOPMMpPOBaAHHOE cornacme cybbeKTa MAK ero UAn ee 3aKOHHOTO NPeAcTaBUTeNs, B 3aBUCMMOCTU OT
TOro, UTo BbICTPEE, a TaKKe MHPOPMALMA, YKa3aHHanA B cTaTbe 29 (2), B KpaTyaliLme CPOKKN A0NKHa BbITb
npeaocTaBaeHa cybbeKTy UM ero 3aKOHHOMY NpeACTaBUTE N0, B 3aBUCUMOCTU OT TOTO, YTO bbicTpee.

Ons ueneit nyHkTa "b" B TOM cnyyae, ecin nosnyvyeHo MHGOPMMUPOBAHHOE COrlace 3aKOHHOTO
npeacraBuTeNnn, ANA MNPOAO/IKEHUA y4acTUS B KJAMHWMYECKOM MCMbITaHUM HEeobXoaumMo MNoJy4YuTb
MHPOPMUPOBAHHOE COrnacue CybbEKTA, KaK TO/IbKO OH UKW OHA ByAyT B COCTOAHMM €r0 AaThb.

3. EcnM cyObEKT Wunu, rae 3To NPUMEHUMO, er0 UKW ee 3aKOHHbIN NpPeacTaBUTe/lb He AatoT
MHGOPMMPOBAHHOIO COracus, TO MY UK el AONXKHO BbITb Pa3bACHEHO NPaBO Ha BO3paXKeHWA NPOoTUB
NCNO/1b30BaHMA A@HHbIX, MOAYYEHHbIX BX0A€ K/IMHNYECKOIO UCMbITaHUA.

lhasa VI.HAYAO, 3ABEPLUEHME, BPEMEHHOE NPMOCTAHOBJ/IEHUNE
N JOCPOYHOEMPEKPALLUEHUE KMTMHUYECKOTO UCTbITAHUA

Cratba 36

YBefoMneHue o Hauyane KAMHNYECKOro UCMbITaHMA
M 0 3aBepLIEHUN Habopa cybbeKTOB

1. CnoHCOp OO/IKeH YBeAOMMUTb KasKaoe 3aMHTepecoBaHHOe rocyaapcrso-yneH EC o Havane
KJIMHUYECKOTO UCMbITaHUA B AAHHOM rocyaapcree-yneHe ECuepesnoptan EC.

YBegomneHue AoNKHO ObITb caenaHo BTeueHue 15 aHen ¢ aaTbl Havana KNMHUYECKOFO UCNbITaHWA
B AaHHOM rocygapcree-yneHe EC.

2. CI'IOHCOp AO/KEH YyBEAOMUTb Ka*XA0€ 3anHTepPECOBAHHOE ToCyaapcCTtBO-4Y/1€EH EC o nepsom



BU3UTE NepBoro cybbekTa B AaHHOM rocygapcree-yneHe ECuepesnopran EC.

YBegomneHue goNKHObbITb caenaHo BTeveHne 15 aHel c 4aTbl NepBOro BU3UTa NepBoro cybbeKra
B AaHHOM rocygapcree-yneHe EC.

3. CnoHCcop A0NKEeH YBeAOMUTb Kaxaoe 3auHTepecoBaHHoe rocyaapcrso-yneH EC o 3aseplueHum
Ha6opa CY6'beKTOB ONA KNMHUYECKOTO UCMbITaHMA B ZaHHOM rocyaapctee-yneHe EC.

YBegomaeHue goNKHO bbITb caenaHo B TeyeHue 15 aHel ¢ aatbl 3aBeplieHma Habopa cybbeKTos.
B cnyuyae Bo3o6HOBEeHMA Habopa NpumeHseTcsa naparpad 1.

Cratba 37

3aBepLueHne KAMHNYECKOro UCMbITaHKUA,
BpemMeHHOE NPUoCTaHOBNEHNE N AOCPOYHOE NPpeKpaLleHne
KINHNYECKOTOo UCNbITaHUA, a TaKXKe npeacraBneHne pesysibTaTtos

1. CnoHcop A0/IKEH YBEAOMUTb KaXKA0€e 3anHTe pecoBaHHoe rocyaapcTso-yneH EC o 3aBepLieHum
KAMHWYECKOTO UCMbITaHUA B AAHHOM rocygapcree-yneHe EC.

YBegomneHue OOMKHO BbITb caenaHo B TeyeHue 15 aHen ¢ AaThl 3aBepLUEHUA KAUHMYECKOTo
MCMbITaHMA B AaHHOM rocyaapcree-yneHe EC.

2. CnoHCop A0MKEH YBEAOMUTb KarKaoe 3auHTepecoBaHHOE rocyAapcTeo-yneH EC o 3aBeplueHmmn
KJIMHMYE CKOrO UCMbITaHWUA BO BCEX 3aMHTEPECOBAHHbIX rocyAapcTBax-4neHax ECyepesnoptan EC.

YBegomneHue OoMKHO BbITb caenaHo B TedyeHue 15 aHen ¢ AaTbl 3aBepLUEHUSA KAUHMYECKOTo
WCMNbITAaHMA B NOCNeAHEM 3aUHTE PeCOBaHHOM rocygapcree-yneHe EC.

3. CnoHCop A0/MKEH YBEAOMUTb Kaxka0€e 3anHTe pecoBaHHoe rocyaapcTBo-yneH EC o 3aBepLueHmmn
KJMHWYECKOTO UCMbITAaHMS BO BCEX 3aMHTEPECOBAHHbIX rocygapcreax-yneHax EC n Bo Bcex TpeTbux
CTPaHax, B KOTOPbIX MPOBOANIOCH KNMHMYECKOE UCMbITaHMe, Yepe3 nopTan EC.

YBegomneHue OONKHO BbITb caenaHo B TeyeHue 15 aHen ¢ AaTbl 3aBepLUEHUA KAUHMYECKOTo
MCMbITaHMA B MocieaHeM U3 3auHTepecoBaHHbIX rocyaapcTe-uneHoB EC U TpeTbux cTpaH, B KOTOPbIX
NPOBOANNOCH KNMHUYECKOE UCMbITaHKE.

4. He3aBMCMMO OT pe3y/ibTaTa KAMHMUYECKOTO UCMbITAaHUA CMOHCOP A0JIXKEeH NpeacTaBuTb B 6asy
AaHHbIXx EC oTyeT 0 pe3ysbTaTax KJAMHMYECKOrO MCMbITaHUA B TeYeHue roga C AaTtbl 3aBeplieHud
KNIMHMYECKOTO WCMbITAaHUA BO BCEX 3aMHTepecoBaHHbIX rocygapcreax-yneHax EC. CopeprkaHue
YKa3aHHOro otyeTaykasaHo B [punoxeHun V.

K oTyeTy gonxkeH 6biTb NPUNOKEH KPATKMUIA OTYET, COCTABAEHHbI TakKMmM 06pa3om, YTobbI ObiTb
NOHATHbIM Hecneunannctam. CoaepraHue AaHHOIo oT4YeTa yKasaHo B MpuaoskeHunV.

OpgHako B C/lydyae ecau NO Hay4YHbIM MPUYMHAM, W3/TOXKEHHbIM B MPOTOKO/IE, HEBO3MOMKHO
NpeACcTaBUTb OTYET O pe3y/ibTaTax B TeYEHMeE rofa, OTYET O pe3y/ibTaTax Lo/KeH ObiTb NpeacTaBneH
Hes3ame/IMTeIbHO NOC/Ie ero CoCTaBAeHuUA. B ,aHHOM cnyyae B MPOTOKO/E A0/KHO ObITb OnpeaeneHo,
Korga byayT npeacTaBaeHbl pesyibTaTbl BMeCTe COO0CHOBaHUEM.

B gononHeHWe K oTYeTYy O pesy/sibTaTax, B C/lydae eCciu KNNMHUYeCcKoe UCMbiTaHue NPoBOoANIOCh C
LeNblo NONYYEHUA pa3pelleHMa Ha MapKeTUHT Ha uccaelyemoe NeKapCTBeHHOe CpeacTBo, 3aABUTE b
OOKEH NpeacTaBuTb B 6a3y AaHHbIX EC oTyeT 0 KnMHMYeckom ncciegoBaHum B TeyeHue 30 AHen nocne
noayyeHus paspelleHns Ha MapKeTUHT, 3aBepLUeHNs NpoLeaypbl BblAauyM paspelleHma Ha MapKeTUHr
WA NOoCNe 0T3bIBa 3aAB/IEHMA O BblAaye pa3pelleHUa Ha MapKeTUHT 3aaBUTENEM.



Ona Tex cny4vaes, KOr4a CMNOHCOP MPUHMMAET pelleHMe O COBMECTHOM MCMOoJ/ib30BaHMM
HeobpaboTaHHbIX AaHHbIX Ha [06poBOJIbLHON OcHOoBe, EBponeickaa Komuccma [OJKHA MPUHATb
pyKoBoAALME NPUHLMMbI AN1A GOPMaTMPOBaHMA U NPeACTaBEHNA STUX AAHHbIX.

5. CnoHcop AO0NIKEH YBEAOMUTDL KaXK0e 3auHTepecoBaHHOE rocyapcTBo-wieH EC o BpemeHHOM
NPUOCTAaHOBNEHMM KJANHUYECKOTO MCMbITaHUA BO BCeX rocygapcreax-yieHax EC mo npuynHam, He
3aTparnBatowmm 6anaHc "puck-nonbsa", yepesnoptan EC.

YKasaHHOe yBeAOMAEHUE A0/KHO 6bITb caenaHo B Te4yeHue 15 LI,Heﬁ C [AaTbl BpEMEHHOIO
NPUOCTaHOBNEHUA KNTNHNYECKOIO UCNbITAaHNA BO BCEX 3aMHTEPECOBAHHbIX roCydapcCrBax-v4aeHax ECwu
AO0NXKHO coaepXaTb NPUYUHDBI TAKOIo NPUOCTaHOBNEHNA.

6. Echn BpemeHHO NPUOCTAHOBNEHHOE KAMHWYECKOE MUCMbITaHWE, YKa3aHHOe B naparpade 5,
BO30OHOB/IEHO, CMOHCOP AOJIKEH YBEAOMUTb KaXKa0e 3aMHTEepeCcoBaHHOE rocyaapcTeo-yaeH EC yepes
noptan EC.

370 yBeAOMNEHME A0/IKHO BbIThb cienaHo B TeyeHune 15 aHel ¢ AaTbl BO306HOBAEHNA BpEMEHHO
MPUOCTAHOBEHHOIO K/IMHMYECKOrO UCMbITaHUA BO BCEX 3aMHTEPECOBaHHbIX rocyaapcraax-uneHaxEC.

7. Echv BpemMeHHO NpMOCTaHOBIEHHOE KANHUYECKOe UCMbITaHMe He BO306HOB/NEHO BTEYeHMe AByX
NeT, AaTa OKOHYaHNA AaHHOIo CPOKa UK Oata peleHnAa cnoHcopa 06 0TKa3e BO30H6HOBUTb KTMHNYECKoe
ncnbiTaHMe, B 3aBUCUMOCTU OT TOTO, KakKaA AaTa HAaCTynuT paHblle, 6y,u,eT CYUTaATbCA ,El,aTOVI 3aBeplieHnAa
KINHNYECKOro ncnbiTaHUA.

B cnyyae AoCpoYHOro nNpeKpalleHUA KAMHUYECKOTO UCMbITaHMA NO MPUYMHAM, He 3aTParnBatoLLLm
6anaHc "pucK-nonb3a', CNoOHCOP AOMKEH YBEAOMUTD KaXKA0e 3anHTE peCcoBaHHOE FroCyAapcTBo-4YneH EC
yepes nopTtan EC o npuymMHax Takoro 3aBepLlIEHUA U, Tae NPUMEHMMO, O NOC/eayoLWmMX Mepax 4
cybbeKTOoB.

8. be3 yuwepba aencreuio naparpacda 4 B TOM C/1y4ae, eCNU NPOTOKOJ KAMHUYECKOTO MUCC/Ee A0BaHNS
npeaycmaTpmusaeT ZaTy NPOMEKYTOUYHOIo aHa/n3a AaHHbIX 0 3aBepLIeHUA KNUMHUYECKOTO UCNbITaHWA U
COOTBETCTBYIOLIME PE3YNbTaTbl KAMHUYECKOTO UCMbITaHMA AOCTYMHbI, TO OTYET O TAKUX pesynbTartax
OOJIKeH ObITb NpeacTaBsieH B 6asy AaHHbIX EC B TeueHMe 04HOro roaa ¢ AaTbl MPOMEKYTOYHOIO aHaNM3a
JOaHHbIX.

Cratba 38

BpemeHHOE NPMOCTaHOBAEHUE U [LOCPOYHOE
npeKpaLLeHMe UCMIbITAHWUA CTOHCOPOM MO NMPUYMHAM,
Kacatowmmcea besonacHocTu cybbekTa

1. AnAa ueneli HacToAwero PernameHTa 0 BpeMeHHOM NpeKpPaLLEHUN NN OCPOYHOM 3aBe PLUEHUM
KNIMHMYECKOIO UCMbITAaHMA NO NpPUYMHAM M3MeHeHus 6anaHca "puck-nonb3a" HeobxoaMMo yBE 4OMUTD
BCe 3aMHTepecoBaHHble rocygapcrea-yneHol ECuepesnoprtan EC.

YKasaHHOe yBegoMAeHMe A0NKHO bbITb cieNaHo 6e30TNaraTenbHo, HO He no3gHee 15 aHeli c aaThl
BPEMEHHOIO NPUOCTAaHOBAEHUA MU AOCPOYHOTO NPeKpaLLeHUs. B HeM JOMKHbI COAEPHKATLCA MPUYUHDI
TAKOro NPMOCTaHOBAEHMSA UK MPEKPaLLEHMA M onpeaeneHbl oc/eayowme mepbl.

2. Bo306HOBNAEHME KIMHUYECKOTO UCMbITaHWA NOC/IE BPEMEHHOTO NMPUOCTAaHOBAEHWA, YKa3aHHOIO B
naparpade 1, cYMTaeTCA CyLLEeCTBEHHbIM WM3MEHEHMEM, NOAMENALMM MpoLesype aBTopuM3aLmMy,
yKasaHHoM B rnase lll.

CraTtbAa 39



MNpunBeaeHWe B COOTBETCTBME COAE PKAHMA KPATKOrO OTYeTa
O pe3ynbTaTax noT4yeTa ANnA Hecneunaancrtos

Ha EBpOMNEMCKYI0 KOMMUCCUIO AO0MXKHbI ObiTb BO3/0MKEHbl MOJHOMOYMA MO MNPUHATUIO aKTOB
AeNlerMpoBaHHOMO 3aKOHOAATEIbCTBA B COOTBETCTBMM CO CTaTbel 89 /1A BHECEHWA M3MEeHeHUl B
MpunoxeHus IV u V B uensax agantaumm UX K TEXHUYECKOMY MPOrpeccy Uan yyeTa MeKayHapoaHbIX
perynaTuBHbIX U3MEHEHWUI, KoTopble 3aTparnsatoT Coko3 MM rocydapcrea-yneHbl EC, B obnactu
KAMHNYECKMX UCMBbITAHWUIA.

Fnasa VII. OTHET MO BE3OMACHOCTW/ B KOHTEKCTE
KTMHNYECKOTO UCMbITAHNA

Cratba 40
OneKTpoHHaA 6as3a AaHHbIX 414 OTYETHOCTM No 6e3onacHOCTH

1. EBponeiickoe areHTCTBO /IEKAaPCTBEHHbIX CPEACTB, ycTaHoBAeHHOe PernameHtom (EC) 726/2004
("AreHTcTBO"), 4ONKHO CO34aTh Y BECTU 3/IEKTPOHHY0 633y A4/15 OTYETHOCTU, NpeayCMOTPEHHOM CTaTbAMM
42 v 43. YKasaHHaA 6a3a JaHHbIX ABAAeTCA Moaynem 6asbl AaHHbIX, YKa3aHHOW B cTaTbe 24 PernameHra
(EC) 726/2004 ("EBponeiickan 6a3a AaHHbIX No dapmakoHaazopy").

2. AreHTCTBO B COTpyAHMYeCTBE C rocyaapcrsamm-yneHamu EC paspabaTbiBaeT CTaHAapTHYIO
CeTeBYIO CTPYKTYPMPOBAHHYIO GOpPMYy ANA OTYETHOCTU CNOHCOPOB Yepes 6asy AaHHbIX, YKa3aHHYIo B
naparpade 1, 0 Nog03peHNAX OTHOCUTENbHO HeNpPeABUAEHHDbIX CEPbe3HbIX HEeXKeNaTelbHbIX peaKumi.

Cratba 4l

OTyeTHOCTb UCCNeaoBaTeNA nepencnoHCOPOM O HEXKENNATENNbHbIX
ABNEHUAX N CEPDbE3HbIX HEXEeNaTE/IbHbIX AB/IEHUNAX

1. UccnepoBatenb AONXEH BECTM 3aMUCM M OOKYMEHTUPOBATb HEMKeNaTebHble ABAEHUA UK
nabopaTtopHble OTKNOHEHMS, YKa3aHHbIe B NPOTOKO/E KaK KPUTUYECKUE ANA OUeHKU 6e30MacHoCTy, 1
co06LWaTh O HUX CMOHCOPY B COOTBETCTBUM C TPEBOBAHUAMM K OTYETHOCTU U B CPOKM, YCTAHOB/IEHHbIE
MPOTOKO/IOM.

2. NccnepoBaTtenb A40NKeH BECTM 3aNNCU U OKYMEHTMPOBATbL BCe HeXenaTe ibHble AB/IEHUA, eCn
MHOE He yCTaHOBNEeHO NPOTOKOIOM. NcchepoBatenb AONKEH C006IJ.I,aTb CNOHCOpY 060 Bcex cepbe3HbIX
HeXXelaTeibHbIX ABNE€HUAX, BOSHUKAOLWNUX Y CY6'beKTOB, KOTOPbIX OH U1K OHa N1e4YNUT B KTNHNUYECKOM
UCnbITaHUN, eC MHOE He YCTaHOB/IEHO MPOTOKOJIOM.

WccnepoBatenb go/KeH coobuiath CNoHCOpY 060 BCEX Cepbe3HblX HerKenaTesbHbIX ABNeHUAX
6e3oTnaraTeIbHO, HO He No3aHee 244acoB C MOMEHTA, KaK eMy CTa/10 U3BECTHO 06 YKa3aHHbIX ABNEHUSX,
€CN1 NPOTOKOJIOM He OnpeesieHo, YTo 418 ONpesesieHHbIX CEPbe3HbIX HEXKeNaTe lbHbIX ABNEeHUN He
TpebyeTcAa Hemen/ieHHbI OTYeT. B COOTBETCTBYIOWMX CAyYasX WCCnenoBaTeNb OO/KEH OTMNPaBuUTb
CNOHCOpPY NOCNeAYy WA OTYET ANA OLLEHKM BAUAHUA CEPbE3HOMO HEeXenaTeNbHOro ABeHuA Ha banaHc
"PUCK-N0/1b3a" KNIMHUYECKOrO UCMbITAHUA.

3. CnoHCOp A0/IKEH XPaHUTb NoAPO6HbIE 3aMnCK BCEX CEPbE3HbIX HEMXKEeNaTebHbIX ABNEHUI, O
KOTOPbIX COOBLLEHO NCCeA0BaTENIEM.

4. Echv ucchepoBaTtento CTaHET U3BECTHO O cepbe3HOMHeXKenarteJibHOM AB1IEHUN CNOA03PEHNEM
Ha NPUYNHHO-CNeaCTBEHHYIO CBA3b C UCC/IeAyeMbIM ZIEKAPCTBEHHbIM CPpeaCTBOM, KOTOPOE BO3HUK/IO
nocne 3asepweHna KAMHUYECKOro MUCnbiTaHUA Yy CY6'beKTa, KOTOpPOro OH WA OHa neyvynnun, T0
nccnegosateib A0N1KeH He3ameaNnTeIbHO COO6|J.I,VITb O Cepbe3HOM HeXenaTe/ibHOM ABJIEHUN CNOHCOopPY.



Cratba 42

OT4yeTHOCTb CNIOHCOpa Nepea AreHTCTBOM
0 HenpeaBnAeHHbIX HeXKeNaTe IbHbIX PeakLmsax

1. CNoHCOpP KANHUYECKOro UCMbITaHWNA, MPOBOAMMOTO Kak MMHUMYM B OJHOM FrOCYapCTBe -UneHe
EC, AoNKeH He3ameAINTE IbHO COOBLLMTL B 31EKTPOHHOMN hopme B 6asy AaHHbIX, YKa3aHHYIO B cTaTbe 40
(1), BCto cooTBeTCTBYOLLYIO MHPOPMALMIO O CAeAYHOLIMX NOA03PEHUNAX Ha HENpeABUAE HHbIE CEPbe3Hble
HesKenartesibHble peaKkumm:

a) Bce Nogo3peHMA Ha HenpeaBUAEHHbIE CEPbe3HbIe HeXKenaTeslbHble peakumm Ha uccnegyemble
NIeKapCTBEHHbIe CPeACTBA, BO3HUKAKOLWME B JAHHOM KJAMHUYECKOM UCMbITAHUKU, HE3AaBUCMMO OT TOTO,
BO3HWK/a I HENpPeABMAE HHAA HeXenaTe/IbHan peakums B MecTe KAMHNYECKOTo UcnbiTaHKUA B Cotose win
B TPETbeW CTpaHe;

b) Bce nogo3peHus Ha HenpeaBUAEHHbIE CEPbE3HbIE HEMKeNaTeNbHble Peakuuun, MMetoLume
OTHOLLUEHME K OZ4HOMY M TOMY e aKTUBHOMY Be LLLeCTBY HE3aBMCMMO OT UCC/e lyeMoit hapmaL,eBTUHECKOM
bopMbl MU AO3MPOBKM MK NOKa3aHWU, BXOAAWEMY B COCTaB MCCAEAYEMbIX IEKAaPCTBEHHbIX CPE/CTS,
MCMONb3YEMbIX B KJAMHWYECKOM WCMbITaHUKM, KOTOPbIE BO3HWMKAIOT B KAMHMYECKOM MCMbITaHWK,
NPOBOAMMOM UCKIOUNTEIbHO BTPETbE CTPaHe, eC/IM 3TO UCMbITaHUE CMOHCUPYETCA:

i) AAHHbIM COHCOpPOM:

ii) ApyrMm CnoHCOPOM, KOTOpPbLIA ABAAETCA AMBO YaCTblo TOM e OCHOBHOM KOMMaHWM, YTO M
CMOHCOP KNMHMYECKOrO UCMbITaHMSA, UM KOTOPbIN COBMECTHO pa3pabaTbiBaeT iekapCcTBeHHOe cpeacTBo
Ha ocHOBe 0dULMaNbHOrO CornalleHMs co CMOHCOPOM KAMHUYECKOTO UCMbITaHMSA; U

C) BCE NOAO3PEHNA Ha CePbE3HbIE HEXeNaTe/IbHble peaKUMN Ha Uccnengyembie 1eKapCTBeHHbIe
cpencrtea, BO3HUKawWwWMe 'y  KaKUX-N néo cy6be KTOB K/INHUYECKOro UCNblTaHUA, KOTOpblE
VILI,EHTVId)MLI,VIpOBaHbI NN 3ameYdeHbl CNOHCOpPOM NMocC/ie 3aBeplleHNA KAIMHNYeCKOoro UcnblTaHUA.

2. Cpok pgna COO6LLI,eHVIﬂ CNOHCOPOM AreHTCTBY O NOA03PeHUM Ha HenpeaBuaeHHble cepbesHble
HeXXenaTe/ibHble peakunn JO0/1KEH Y4UTbIBATb CEPbE3HOCTb Peakunm N COCTaBIATb Cheadytoulee:

a) B CyYae NoA03PEHUIN HA CMePTE/IbHbIE UV XKU3HEYTPOXKAOLWME HENPeaBUAEHHbIE CEPbe3Hble
He)KenaTtesibHble Peakuuu - B KpaTyailume CPOKM 1 B 1I06OM Cyyae He NosaHee Cemu AHe nocae Toro,
KaK CMOHCOPY CTa/10 M3BECTHO O peakuuu;

b) B cnyyae noaospeHWit Ha HecmepTenbHble UKW HeXU3Heyrpoxatollme HenpeasuaeHHble
cepbe3Hble HexenaTteNbHble Peakumnn - He nosgHee Yyem 15 AHel ¢ Toro MOMEHTA, Kak CMOHCOopY cTano
M3BECTHO O peakuuu;

C) B CyyYae NoAo3peHuit Ha HenpeaBuAEeHHYIO Cepbe3HYI0 HeXKenaTe/lbHYH peaKkLumio, KoTopas
M3HaYaNIbHO CYMTaNACb HECMEPTENbHOM U HEXMU3HEYIPOXKaloLLEe, HO KOTOPas OKasanacb CMepPTe 1bHOM
WIN KMU3HEYrpoXKalowWwew, - B KpaTyailume CpoKM M B Nt0boM cyyae He NnosgHee cemu AHel ¢ Toro
MOMEHTa, KaK CMOHCOpYy CTafo M3BECTHO O TOM, YTO peakuusa crana CmepTenbHOW Wan
XU3HEYrpoXKatoLLen.

B Heobxogumbix cnaydasx ana obecnevyeHUs cBOEBPEMEHHOW OTYETHOCTU CMOHCOP MOXKET B
COOTBETCTBMM C pasgenom 2.4 lMpunoxeHua Il cHayana npeactaBuUTb HEMOJIHbIM OTYET, @ 3aTEM
nocneaylowmin NoHbIA OTYET.

3. B cniyyae ecv cnoHCcop No NpuMYmMHe HegoCTaTKa PECYPCOB HE MOXKET NPeACTaBUTb OT4YeT B 6asy
JaHHbIX, YKa3aHHyto B cTatbe 40 (1), M y Hero ecTb cornaleHue ¢ 3auHTEePECOBAHHbIM roCyAapcTBOM-
yneHom EC, To OH MoXKeT cooblmTb 06 3TOM TOMy rocyfapcTey-yneHy EC, B KOTOPOM BO3HMK/O
nogo3peHue Ha HenpeABUAEHHYIO CE Pbe3HYIO HeXKeNaTe/bH Yo peaKumto. [JaHHoe rocyaapcreo-yneH EC



OOJIKHO COOOWMTL O MOAO3PEHUM HA HenpeaBUAEHHYIO CEPbE3HYIO HEXKEeNATeNbHYI pPeakumio B
COOTBETCTBMM C Naparpadom 1 HacToAWen CTaTby.

Cratba 43
ExerogHan OTYETHOCTb CNOHCOpPa nepeaAreHTCTBOM

1. B OTHOWEHUN UCCAeayeMblX NEeKapCTBEHHbIX CPEACTB, Kpome naauebo, CMoHCOp AO/KeH
e)XeroaHo npeacTasnaTb AreHTCTBy 4Yepe3 6asy [AaHHbIX, yKasaHHyto B cratbe 40 (1), oTtyeT no
6e3onacHOCTU.

2. B cnyyae ¢ KAMHUYECKMM UCTIbITaHMEM, B KOTOPOM MCNo/b3yeTca 6oaee 04HOro UCCaeLyemoro
NNeKapCTBEHHOrO CPeACTBa, CMOHCOP MMEET NPaBo, eC/IN 3TO NPeAyCMOTPEHO NPOTOKO/IOM, NPeACTaBUTb
eauHbIN oT4eT 0 6@30NacHOCTM MO BCEM MCC/IeLyeMbIM IeKapCTBEHHbIM CPeACTBaM, MCMNOJb3yeMbIM B
AaHHOM KJIMHUYECKOM UCTbITaHWUU.

3. Fo0BOI OTYET, YKa3aHHbIN B naparpade 1, A0/1KeH CoAepKaTh TONbKO 061ume 1 06e31udeHHble
JaHHble.

4, 06Aa3aTenbCTBO, yKasaHHoe B naparpade 1, BO3HMKAeT C MOMEHTa NepBOi aBTOPU3aALMM
KAMHUYECKOTO WCMbITaHWUA B COOTBETCTBMM C HacToAwwMm PernameHtom. OHO npekKpaliaeTca c
3aBepLIeHNeM NoCcNeAHErO KNMHUYECKOTO UCMbITaHUA, MPOBOAUMOrO CMOHCOPOM C MCMOJIb30BaHUEM
JAHHOTO UCC/ieayeMOoro JIeKapCTBEHHOro CpeacTBa.

Cratbad4
OueHKarocygapcrs-yneHos EC

1. AreHTCTBO AONKHO HanpasBUTb B 3NEKTPOHHOM GOpMe 3aMHTEpPEeCOBAHHbIM rOCyAapCTBaAM-
yneHam EC oTyeTHY0 MHGOPMaLMIO, NOAAHHYHO B COOTBETCTBMM CO CTaTbAMM 42 1 43,

2. TocyaapcTBa-yneHbl EC A0/1KHbI COTPYAHNYATL MPYU OLEHKE OTYETHON MHbOPMALLMK, NOAAHHON
B COOTBETCTBMM CO CTaTbsiMu 42 1 43, EBponecKan KOMUCCUA MOKET NOCPe ACTBOM UMMNIE MEHTAUMOHHbIX
aKTOB yCTaHaB/MBaTb U M3MEHATb NMPaBUIa TaKOro COTPYAHMYECTBA. YKa3aHHble MMMNAEeMEeHTaLMOHHbIE
aKTbl JOJIKHbI ObITb MPUHATLI B COOTBETCTBMM C MPOLLEAYPOMN NPOBEPKY, YKa3aHHOM B cTaTbe 88 (2).

3. KoMUTET Mo 3TUKe A0KEH Y4acTBOBATb B OLLEHKe MHPOPMaLMK, YKa3aHHOM B Naparpadax 11 2,
€C/1 3TO NpelyCMOTPEHO 3aKOHOAATEIbCTBOM 3aMHTE PECOBAHHOTO rocyAapcTBa-yneHa EC.

Cratba 45
TexHWYecKmne acnekKTbl

TexHUYecKkMe acneKTbl A1 OTYETHOCTM NO 6e30MacHOCTU B COOTBETCTBMM CO cTaTbamun 41 - 44
yKasaHbl B lMpunoxeHuun lll. B Heobxoanmbix cnyyaax AnA NOBbILEHMA YPOBHA 3alLUTbl CYObEKTOB
EBponeickaa KomMMCCUA HaZenAaeTca MNOAHOMOYMAMM MO  MNPUHATUIO aKTOB Ae/erMpOoBaHHOM
3aKOHO4ATe1bCTBA B COOTBETCTBUM CO CTaTbel 89 oA BHeceHMA nsmeHeHUn B MpunorkeHue Il B uenax:

a) ynyyweHua nHbopmaumm o 6e30nacHOCTU N1eKapCTBEHHbIX CPeaCTB;
b) aganTaumm TexHMYecKMx TpeboBaHMI K TeXHMYECKOMY Nporpeccy;

C) yyeTa MeXKayHapoAHbIX PErynATUBHbIX U3MEeHEHWUIN B 061acTn TpeboBaHUI Mo 6e30NacHOCTM B
KAMHNYECKUX UCMbITaHMAX, 0A00PEHHbIX OPraHaMu, B COCTaB KOTOPbIX BXoauT Coto3 MM rocyaapcTea-
yneHbl EC.



Cratba 46

OTYETHOCTb B OTHOLLEHWW BCMOMOraTe 1bHbIX
NeKapCTBEHHbIX CPeacTB

OTtyeTHOCTb Mo 6€30MacHOCTM B OTHOLIEHWM BCMOMOraTe/IbHbIX JEKAPCTBEHHbLIX CPeacT8
npeacTaBnAeTcA BCOOTBETCTBUM C rnasoit 3 pasgena IX Aunpextusbl 2001/83/EC.

Mnasa VIII.MPOBEAEHUNE KTMHNYECKOIO UCNbITAHNA,
HAZ30P CNNOHCOPA, MOArOTOBKA 1 ONbIT, BCMMOMOTATE/IbHbBIE
JIERAPCTBEHHbIE CPEACTBA

Cratba 47
CobntogeHMe NPOTOKONA M HaAeKallas KIMHMYECKas NPaKTUKa

CI'IOHCOp KAUHNYECKOTo uCnblTaHMA U UcCcnenoBatesib AO0NXKHbI obecneyntb nposegeHue
KINHNYECKOTro UcnbiTaHMA B COOTBETCTBUU C NMPOTOKO/ZIOM U NPUHUUNNaAMU Ha,u,nemau.l,eﬁ K/TMHWYE CKOM
NPaKTUKU.

be3 yuwepba AelCTBUIO KaKMX-TMBO Apyrnx MosioXKeHuit npasa Colo3a MAM PYKOBOAALIMX
npuHuMnos EBponeiicko KOMWUCCUWM CMOHCOP WM UccaenoBaTesb NPU MOAFOTOBKE MNPOTOKOAA M
npUMeHeHuM HacTosLero PernameHTa M NpoTOKO1a TaKKe A0/ KHbl COOTBETCTBYOLMM 06Pa3oM yyecrb
CTaHAAPTbl KayecTBa 1 pyKoBoasawme npuHumnbl ICH HagneKale i KTMHUYECKOM NPaKTUKMK.

EBponeiickas KOMUCCUA LOMKHA O0BECTM 0 BCeoblero cBeaeHus noapobHblie pyKoBoAALLe
npuHumnbl ICH HagneKalle i KNTMHNUYECKOM NPaKTUKM, YKasaHHble BO BTOPOM naparpade.

Cratbad8
MOHWUTOPUHT

CnoHcop A0NXKEeH COOTBETCTBYIOWMM 06pa3som BECTM MOHUTOPUHI NPoBeAeHUA KNUHUYECKOTO
MCMbITaHMA, YTOObI yAOCTOBE PUTLCS, YTO NpaBa, 6e30nacHOCTb M 61arococToAHNE CybbeKTOB 3aLLMLLEHbI,
coobuaemble faHHble AOCTOBEPHbI M HAAEMHbl, U YTO KJAMHMYECKOE MCMblTaHWMEe MNPOBOAMUTCA B
COOTBETCTBMM C TpeboBaHMAMM HacToAwero PernameHta. O6bem M CyLIECTBO MOHUTOPMUHIA
onpeAaensaoTcA CNOHCOPOM Ha OCHOBE OLEHKM, KOTOPan YYUTbIBAET BCE XapaKTEPUCTUKM KNNHNYECKOro
MCNbITaHWA, BKAIOYaA Cieaytolime:

a) ABNAETCA IN KTMHNYECKOE UCMbITaHME UCMbITAHNEM CHMU3KOM CTENEHbIO BMeLLATenN bCTBa,
b) Luenbun meToaonorna KAinHM4eCKOro UCnbiTaHUA; 1

C) YPOBEHb OTK/IOHEHWNA BMELLATENbCTBA OT 0ObIYHOM KIMHUUYECKON MPAKTUK .
Cratba 49

MpodeccroHanbHan NPUroAHOCTb JINLL, YHACTBYIOLLMX
B NPOBEAEHMMU KIMHUYECKOrO UCMbITaHMA

UccnepoBaTenb 4ONXKEH 6bITb Bpayom, KaKk 3TO onpeaesieHo B HaLLlMOHA/IbHOM 3aKOHOATE/1bCTBE,
UWain UMeTb npod)eccmo, KOTOpPaA NPU3HaAeTCA B 3aUHTEPECOBAHHOM roCygapcrBe-4ynieHe EC Kak
cooTBeTCTBYHOLWAA Tpe6OBaHVIFIM, npeabvAaBaaemMbiMm K Uccnegosatesito, OTHOCUTENTbHO HeO6XO,CI,VIMbIX
Hay4HbIX 3HaHUI M oNbITano yXxoay 3a 60/1bHbIMMU.



Opyrve nuua, ydacTBylolwMe B NPOBEAEHUM KAMHUYECKOTO WCMbITaHMA, AOJIKHbI MMETb
cooTBeTCTBYylOLLEee 0bpa3oBaHMe, NOATOTOBKY M OMbIT ANA BbINO/IHEHWUSA 334au4.

Cratba 50
CooTBeTCTBME MECT NPOBeAEHUA KTUMHUYECKUX UCTbITaHWI

MomeleHuA, rae A0/IKHO MPOBOAUTLCA KIMHUYECKOE UCMbITaHUe, A0MXKHbI 6bITb MPUrogHbl AN
NpoBeAeHUA KNMHNYECKOTo UCMbITaHUA cornacHo TpeboBaHMAM HacTosWero PernameHTa.

Cratba 51

OTCcneXknMBaemMocTb, XpaHeHNe, BO3BPAT U YHUUTOXKEHME
ncenegyemblX neKapCrBeHHbIXCpeacTs

1. Wccnepyemble neKapcTBEHHbIe CPeacTBa AO0/KHbI 6biTb OTCnexmnBaembl. OHW  A0NXKHbI
XPaHUTLCA, A0MXHbI ObiTb BO3BPALLEHbI W/WUAN YHUUTOMEHbI HaNeXallMM UM COOTBETCT BYHOLLMM
obpasom, yTobbl obecneunTtb 6e30MNacHOCTb CyObEKTa M AOCTOBEPHOCTb U HAAEMNKHOCTb AAHHbIX,
MO/Iy4eHHbIX B XOAE KNMHMYECKOro UCNbITaHWUA, BYACTHOCTU, MPUHNUMAA BO BHUMaHMWeE TOT GaKT, ABNAETH
NuccneayeMoe neKapcTBeHHOe CpeiCTBO aBTOPM30BaHHbIM UCC/IE AYEMbIM1EKA PCTBE HHbIM CPE ICTBOM
N ABNACTCA N KNNHUYECKOE UCMbITaHWE UCMbITaHWUEM C HU3KOM CTeMNeHbIo BMeLaTe IbCTBa.

MepBblit Nognaparpad TakKe AO0NKEH MPUMEHATLCA K HEABTOPM30BaHHbIM BCNOMOTaTE 1bHbIM
N1eKapCTBEHHbIM CPeACTBaM.

2. CooTtBeTcTBYlOLLAA MHd)OpMaLl,VIﬂ 06 OTCNneXnBaemocCtun, XpaHeH1n, Bo3BpatTe U YHUYTOXKXeHU
NEKAPCTBEHHbIX CPeACTB, YKAa3aHHbIX B naparpad)e 1, nonxkHacopne PXaTbCA B 3aABOYHOM A0CbE.

Cratba 52
CoobLeHune o cyLLeCTBEHHbIX HapyLeHUAX

1. CNOHCOP A0/MKEH HEMEO/IEHHO MW HEe MO3AHEee CEMM AHEW C MOMEHTa, Kak eMy CTafo 370
M3BECTHO, YBEAOMMWTb 3aMHTEpPecoBaHHble rocyaapcrBa-yneHbl EC O CywecTBEHHOM HapylieHuM
HacToawero PernameHTa nam o BepPCMMU NPOTOKO1a, MPUMEHSAEMOr0 BO BPEMSA HapyLLUEHUA, Yepes nopTan
EC.

2. Ona uenen HacToAlen cTaTbM '"cepbesHoe HapyleHue" o03Ha4yaeT HapyleHue, KOTOpPOE,
BEPOATHO, B3HAUYUTE/IbHOM CTENEHM NOBAUSIET Ha NpaBa M 6€30NacHOCTb Cy6beKTa N A0CTOBEPHOCTb U
HaZeXHOCTb AaHHbIX, MOJYYEHHbIX BXOAE KAMHMUYECKOTO UCMbITaHMA.

Cratba 53

MHble 0653aTe1bCTBA MO OTYETHOCTM B OTHOLLIEHUM
6e30MacHOCTU cybbeKTa

1. CnoHcop A0/IPKeH YyBEAOMUTL 3aMHTEPECOBAHHbIE rocyaapcTBa-yneHbl EC yepes noptan EC o6o
BCEX HenpeaBUAEHHbIX ABNEHUAX, KOTOpPble OKasblBalOT BAMAHME Ha 6anaHc "pucK-nonbza"
KAMHUYECKOTO UCMbITaHWA, HO NMPW 3TOM OTCYTCTBYIOT NOAO3PEHMA Ha HenpeaBuaeHHbIe cepbesHble
He)KenaTtesibHble PeaKUMK, KaK YKasaHo B cTaTbe 42. YKasaHHOe yBeAOM/IeHMe cneayeT caenatb
Hesame/IMTe IbHO, HO He No3aHeeYeM BTedeHue 15 AHen CTOro MOMEHTA, KaK CMOHCOPY CTa0 U3BECTHO
06 aTOM ABNEHUN.

2. CNOHCOp A0NKeH NpeacTaBUTb 3aUHTE PeCOoBaHHbIM rocyaapcream-vaeHam EC yepesnoptan EC



BCE OT4YeTbl O NPOBEpPKAX, NMPOBEAEHHbIX OpraHamu TPeTbuX CTPaH B OTHOLIEHWUM KAMHUYECKOro
ucnoiTaHuAa. Mo 3anpocy 3anMHTepeCcoBaHHOro rocygapcrea-yneHa EC cnoHcop fonXeH npeacrasurb
nepeBog0TYETA UM KPATKOrO OT4eTa Ha oduLManbHOM A3bike COtO3a, YKazaHHOM B 3anpoce.

Cratba 54
HeoTnoHble Mepbl, CBA3aHHble ¢ 6€30MacHOCTbIO

1. B cnyyae ecnn HenpeasuaeHHoe ABNEHME, BEPOATHO, CyLLLEeCTBEHHO NOBAMAET Ha 6anaHc "pucK-
no/sib3a", CNOHCOP U UCCeA0BaTE b [O/KHbI NPEANPUHATL COOTBETCTBYOWME Mepbl 6e30MacHoOCTV ans
3aWMTbI CyOBEKTOB.

2. CnoHcop AoMKeH yBeOMMUTb 3auHTepecoBaHHble rocygapcrea-yneHbl EC yepes noptan EC o
ABNEHUM U MPUHATLIX Me pax.

YKasaHHoe yBegomneHue HGO6XOLI,MMO caenaTtb He3amMmeaInTeNIbHO, HO HE NMo3aHee CeEMU LI,HEVI C
AaTbl, KOrga 6binn NPUHATbI MEPbI.

3. HactosAwasn ctaTba npumeHaeTcs 6e3yuwepba gevictauto rnas i n VII.
Cratba55
bpowtopauccnegosatensa

1. CnoHcop AoNXeH NpeaocTaBuTb UccegoBaTe o 6poLwopy ucciegosaTens.

2. B cnyyae nocTynaeHna HoBOM M peneBaHTHOM MHGOopMaLmn B 6poLwopy Uccae A0BaTeNA AOKHbI
BHOCUTBCA M3MEHEHMA, @ TaK}KE OHa A0J13KHA NepecmaTpMBaTbCA CTOHCOPOM Kak MUHUMYM Pas B ro,

Cratba 56
3anucb, 06paboTka, xpaHeHuMe 1 obpalleHme cuHbopmaumen

1. CnoHcop UK uccnefoBaTeb, rae NPUMEHUMO, LOKHbI 3aMUCbIBAaTb, 06pabaTbiBaTh, XPaHUTL U
ob6pawaTbea co Bcer nHGopmaument No KNMHUYECKOMY UCMbITaHMIO TAaKMM 06pa3om, YyToObl OHa Mor/1a
6bITb TOYHO MNpPeAcTaB/eHa, WHTepPnpeTMpoBaHa WM YAOCTOBEPEHA C OAHOBPEMEHHOM 3alMTOW
KOHOUAEHUNANBHOCTM 3aNMCEN U NEePCOHANbHbIX AaHHbIX CyObeKTOB B COOTBETCTBUM C NPUMEHUMbIM
3aKOHOZATE/IbCTBOM O 3aLUMTE NEPCOHAbHbIX AAaHHbIX.

2. [lomKHbl BbITb NPeANPUHATLI COOTBETCTBYHOWME TEXHUYECKME U OPraHM3aLMOHHbIE Mepbl /1A
3aWmTbl UHGOPMALMU U 06PabOTaHHBIX NEPCOHA/IbHbIX AAHHbIX OT HE3aKOHHOTO AOCTYMA, Pa3rialleHus,
pacnpocTpaHeHUs, U3MEHEHWA UWN YHUUTONKEHUSA MU CIYYaHOW yTepK, B YacTHOCTU, ecnm 06paboTka
BK/ItOYaeT nepeady no cetu.

Cratba 57
OcHOBHOE A0Cbe KNMHUYECKOTO NUCMbITaHUA

CnoHcop W wuccnepoBaTenb AO/IKHbI XPaHUTb OCHOBHOE [OCbe K/AMHUYECKOrO WUCMbITaHMUA.
OCHOBHOE [0Cbe KNMHMYECKOTO UCTbITaHWA LONKHO 065A3aTe/IbHO CoAe PrKaTb HE0DOX0AMMbIE SOKYMEHTbI
OAHHOTO KNMHWYECKOro MCMbITaHWA, KOTOpble MO3BOJIAIOT NOATBEPAUTHL NPOBEAEHME KAUHUYECKOro
WCMbITAaHMA M Ka4yeCTBO MOJYYEHHbIX AaHHbIX C y4ETOM BCEX XapPaKTEPUCTUK KIMHUYECKOTO UCMbITaHWS,
BK/110MAA, B YaCTHOCTK, NOATBEPKAEHME TOro, ABAAETCA I KANHUYECKOE UCMbITAaHWE UCMbITAHMEM C
HW3KOW CTEMNEHbIO BMeLLaTe1bCTBA. [loCbe A0MKHO bbITb1€TKO M HENOCPEACTBEHHO AOCTYMHO MO 3anpocy
rocygapcre-yneHos EC.



CozeprkaHne OCHOBHOMO A0Cbe KAMHMYECKOTO UCMbITaHUSA, KOTOPOe BeAeTCA UCCe0BaTeleM U
KOTOpOe BeZeTCs CMOHCOPOM, MOMKET BbITb Pa3/INYHbIM, €C/IM 3TO ONPaBAAHO PasIninemM B 0683aHHOCTAX
nccnepoBaTeNa v CnoHCopa.

Cratba 58
XpaHeHWe OCHOBHOIO A0CbE KNMHMYECKOTO UCMbITaHUSA

Ecnn npaso Coto3a He TpebyeT 6osee ANUTENLHOTO CPOKa XPaHEHMS, CNIOHCOP U UcC/ie40BaTe b
[OOJIKHbI XPaHWUTb COZE PXMMOE OCHOBHOIO A0CbE KANHMUYECKOTO UCMbITaHMA Kak MUHUMYM B TeyeHue 25
NleT nocse 3aBepLIeHUn KINHUYECKOTO UcNbITaHMA. OgHAaKo MeanunHcKme Gannbl cybbeKTOB AOIKHbI
XPaHUTLCA B COOTBETCTBMM C HAaLMOHa/IbHbIM 33aKOHO4ATe/1bCTBOM.

Cop,epmmmoe OCHOBHOIo gocCb€e KANHUNYECKOro UcnbiTaHMA OO/1IXKHO XPAHUTLCA TaKUM o6pa30M,
yTobbl 06ECNEUYUTD HEI'IOCpeLI,CTBEHHbIl\;I AO0CTYyN NO 3anpocy KoMneTeHTHbIX OPraHoOB.

Nioban nepegaya npasa COBCTBEHHOCTM Ha cooepxmmoe OCHOBHOrNro AocCbe KAMHUYECKOro
MCNbITaHMA OO0NXKHa 6bITb AOOKYMEHTUPOBaHa. HoBblit cOBCTBEHHMK AONXKEH NPUHATb O6F|33HHOCTVI,
YCTaHOB/1eHHbIE HaCTOFILLI,El‘/JI cTaTben.

CrNOHCOP A0NXEH Ha3HaYUTb /1ML, OTBETCTBEHHbIX 3@ apXuBbl. JOCTYN K apXxuBam A0/KeEH bbiTb
paspeLLeH TONbKO AaHHbIM TMLAM.

CpefctBa, MCNOAb3yemble ONA XPaHEHMA COAEPKMMONO OCHOBHOIMO [0Cbe KAWHWYECKOTO
MCMbITaHWA, LONKHbI 06ecneymnBaTb NOAHOTY M UMTAEMOCTb B TEYEHME BCETO CPOKA, YKa3aHHOIO B NMepBOM
naparpade.

Ntob0oe nameHeHUe Coae PHKUMOTO KAMHUYECKOTO UCNbITaHUA AONKHO OTC1EKMBATLCA.
Cratba 59
BcnomoratenibHble NeKapCTBEeHHbIe cpeacTBa

1. B KAMHMYECKOM UCMbITaHUN MOTYT UCMNOJZIb30BaTbCA TOJ/IbKO aBTOPWMU30BaHHbIE BCMOMOTraTe/1bHblE
NeKapCTBeHHbIE CpeacTBa.

2. Naparpad 1 He npumeHsaeTca, B ciydae ecnm B Colo3e He MMeeTca aBTOPM30BaHHOM
BCMOMOraTe/1IbHOTrO /IEKapCTBEHHOMO CPeACTBa WM €CNM CMOHCOP He mpeAnonaraeT UCMo/b30BaHue
aBTOPU30BAHHOIO BCMOMOraTe/IbHOIO JIEKapCTBEHHOro cpeactsa. O60CHOBaHME TaKOro pelueHus
[LOIKHO BbITb 3aHECEHO B MPOTOKO.

3. TocypapctBa-yneHbl EC gonHbI rapaHTMPOBaTb, YTO HEABTOPM30BAHHbIE NE€KAPCTBEHHbIE
CpeacTBa MOryT MOCTYNaTb Ha UX TEPPUTOPUIO ANA LeNeit UCNONb30BaHUA B KIMHUYECKOM UCMbITaHUN
cornacHo naparpady 2.

Mnhasa IX. MPON3BOACTBO M NUMMOPTUCCNEAYEMbIXJIEKAPCTBEHHbIX
CPEACTB N BCMOMOTATE/IbHLIX TEKAPCTBEHHbLIX CPEACTB

Cratba 60
CdepanpumeHeHUs HacToALLEN rnaBsbl

HacTtoAwan rnasa npMMeHseTcA K NPOMU3BOACTBY M MMMOPTY UCC/1eAyeMbIX IEKAPCTBEHHbIX CPEACTB
1 BCMOMOTaTe IbHbIX 1eKapCTBEHHbIX CPeACTB.



Cratbabl
ABTOpM3aUMA NPOU3BOACTBA N MMNOPTA

1. lMpon3BoacTBO M MMMNOPT UCCAedyeMbIX NEeKApPCTBEeHHbIX cpeacTts Ha Tepputopumn Corosza
noaJsiexaT aBTOpu3aLmu.

2. lna nonyyeHua aBTOpM3aLMK, YKa3aHHOM B naparpade 1, 3asBUTENb AONKEH COOTBETCTBOBATh
cnepyowmm TpeboBaHMAM:

a) OH A0/IKEH MMETb B CBOEM PaCcropsXKeHUM Noaxoaallume U 40CTaToOYHbIe ANA NPon3BoACTBaA UK
MMMNopTa NOMeLLEeHUs, TexHudYeckoe obopyaoBaHME U cpeacTBa KOHTPOAS, COOTBETCTBYIOLLIME
TpeboBaHMAM, YyCTaHOB/IEHHbIM HacTOALWMM PernameHTom;

b) oH fLONKEH MMETb HAa NOCTOAHHOW M HEMPEPLIBHOM OCHOBE B CBOEM PaCNOPAKEHUWN YCYIY KaKk
MMHUMYM OZHOTO KBaNMUUMPOBAHHOIO MLA, KOTOPOE YA0BNETBOPAET YC/OBUAM O KBanndUKaL MW,
yKa3aHHbIM B cTaTbe 49 (2) u (3) Anpekrtusbl 2001/83/EC ("kBanudumumposaHHoe amuo").

3. 3anBMTENb JONKEH YKa3aTb B 3aABAE€HMM Ha aBTOPM3ALIMIO TUMbI U dapMaLeBTUUYECKME GOPMbI
NPOM3BOAMMOrO WAW WMMMOPTUPYEMOTO WUCCNEeAyeMOro /IEKAapCTBEHHOMO CPeacTBa, onepauuu no
NMPOU3BOACTBY WAM  WMMOPTY, MNPOM3BOACTBEHHbIM NpoLEecc, r4e 3TO MNPUMEHMMO, MecCTo
npegnosiaraeMoro NPoM3BoACTBa UCCAeAyeMbIX /1EKAPCTBEHHbIX CPEACTB UAN MECTO Ha TeppUTOpUM
Cot03a, Kyaa OHVM UMNOPTUPYIOTCSA, a TaKKe NoapobHY MHGOPMALMIO O KBaAUPULMPOBAHHOM NMLE.

4, Ctatbn 42 - 45 n nyHKT "e" cratbu 46 AunpekTtnebl 2001/83/EC npumeHsatoTca mutatis mutandis K
aBTOpM3auUMK, yKasaHHOM B naparpade 1.

5. Naparpad 1 He NpMmeHseTcs K cneayowe il 4eaTebHOCTH:

a) MOBTOPHOM MapKMPOBKE WAM TMOBTOPHOW YMaKOBKE, €CAM YKasaHHaa [AeATefbHOCTb
ocyLecTenaeTca B 601bHULAX, LEHTPAX 340P0BbA AN KANHMKAX GpapmaLe BTamu AN APYTUMK TULAMMU,
aBTOPM30BaHHbIMM 33aKOHOAATE/IbCTBOM B 3aMHTEPECOBaHHOM rocygapcrBe-yneHe EC gns Takol
AeATeNbHOCTM U eCNn Ucciedyemble eKapcTBeHHble CpeacTBa npeaHasHayeHbl ANA UCNOAb30BaHMA
NCKNOYUTENbHO B 6O/IbHULIAX, LIEHTPaX 340P0BbA MAN KAUHMKAX, MPUHUMAIOLLMX YYacTUe B 3TOM Xe
KAMHMYECKOM UCTIbITaHUM B TOM e rocygapcree-uneHe EC;

b) npurotoBneHue pagnodapmalieBTUHECKUX NEKAPCTBEHHbIX CPEACTB, MCMO/b3yeMblX B Kayecrse
AMarHOCTUYECKMX N1IeKapCTBEHHbIX CPeACTB, B TOM CNyyae, ecnuv 3Ta AeATeNbHOCTb OCYLLEeCT BNAET B
601bHMLAX, LeHTPaX 340POBbA UNU KAMHMKaX papmaLie BTamMmu UAU 4pyrMmMm ANLAMK, aBTOPMU30BaHHbIMK
3aKOHOAATEIbCTBOM B 3aMHTE PeCOBAaHHOM rocyapcree-ysieHe EC ana npoBefeHns Takoro AeicTeus, u
€CNun uUccnedyemble 1eKapcTBEHHble CpeAcTBa NpeAHasHayeHbl 4158 UCNOb30BaHMA UCKAOUYNTENBHO B
60/bHMLIAX, LEHTPaxX 340P0OBbA WAW KAMHMKAX, MPUHMMAIOLWMX YYacTUe B 3TOM e KAUHMYECKOM
MCNbITaHUW B TOM e rocygapcree-uneHe EC;

C) NpUroToBNEHME NEKAPCTBEHHbIX CPEACTB, YKa3aHHbIX B NyHKTax (1) u (2) ctatbn 3 AnpeKTuBbl
2001/83/EC, ana ncnonb3oBaHUA B Ka4yecTBe UCCieayeMblX IeKapCTBEHHbIX CPeACTB B TOM C/ly4Yae, ecim
3Ta AeATeNbHOCTb OCylllecTBAAETCA B 60NbHULAX, LeHTPaX 340P0BbA UM KAUHMKaX dapmaL.eBTamu Uam
APYTMMU NMLaMK, aBTOPM30BaHHbIMM 3aKOHO4aTeN1bCTBOM B 3aMHTEPECOBaHHOM rocyaapcree -uneHe EC
0N TaKOW [eATeNbHOCTU, U eCcu Ucciedyemble NeKapCTBeHHble cpeacTBa NpegHasHayeHbl ans
MCMONb30BaHUA WUCKAOUUTENIbHO B BONbHULAX, LIeHTPax 3[10pOBbA WAU KAWHUKAX, NPUHMMaIOLWMX
y4acTve B 3TOM e KAMHUYECKOM UCMbITaHUW B TOM 3Ke rocyapcree-yneHe EC;

6. TocypapctBa-uneHbl EC J0MKHbI YCTAaHOBUTb COOTBETCTBYIOWME WU MPOMNOPUUOHAbHbIE
TpeboBaHMA K AeATEeIbHOCTU, YKa3aHHOW B Naparpade 5, B uenax obecrnevyeHns 6e3onacHocTy cybbekTo
N JOCTOBEPHOCTU M HAAEKHOCTM AAHHBIX, MOJIYYEHHbIX B XOA4E KNMHUYECKOTO UCNbITaHWA. OHWU S0 KHbI
perynapHo NpoBOAUTbL NPOBEPKM YKA3aHHOM AEATEIbHOCTU.



Cratba 62
0653aHHOCTU KBAIMPULMPOBAHHOIO NNLA

1. KeanndumumposaHHOe NNLO AOMKHO rapaHTMPOBaTb, YTO Kakaas YNakKoBKa Mccneayembix
NIeKapCTBEHHbIX CPecTB, UMMNopPTUPYeMbIX B COlO3, COOTBETCTBYET TpeboBaHMUAM, YCTAaHOBAEHHbIM B
cTaTtbe 63, 1M y40CTOBEPSAET, YTO 3TM TpeboBaHMUA cobNoaeHbI.

2. CnoHcop aJonxeH obecneuynTb AOCTYMHOCTb YAOCTOBEPEHWA, yKasaHHoro B naparpade 1,
3aMHTepecoBaHHOMY rocyaapcTay-yneHy EC no 3anpocy.

Cratba 63
MNpon3BoAaCTBO M UMNOPT

1. WNccnepmyemblie fieKapCTBEHHble CpeacTBa AO0/KHbI MPOM3BOAUTLCA B COOTBETCTBUWN C
NPOW3BOACTBEHHOMN MPaKTUKOW, KOTOpPaa rapaHTUpPyeT KauyecTBO TaKMX N1eKapCTBEHHbIX CPeAacTs, A8
obecnevyeHmn 3aWmUTbl CY6EKTOB M HAZEXHOCTU W AO0CTOBEPHOCTU AaHHbIX, MOAYYEHHbIX B XoAe
KNMHUYECKOro ncnbiTaHus ("Hagnekallan nponsBoAcTBeHHas npakTuka'"). Ha EBponenckyto Komuccumio
[OJIKHbI 6bITb BO3/103KEHbI MOJTHOMOYMA MO MNPUHATUIO aKTOB [e1erMPOBaHHOIO 3aKOHOAATEIbCTBA B
COOTBETCTBUM CO cTaTbeit 89 B UeNAX onpeaeeHns NPUHLMNOB U PEeKOMEHAALMN Haanexalluen
NPOU3BOACTBEHHON MPAKTUKM M MNoApobHOro nopadxka NpoBefeHMA NPOBEpPOoK AnAa obecneveHus
KayecTBa ucc/ieAyeMblIX IeKapCTBEHHbIX CpeacTs cyveTom 6e30nacHOCTN CybbeKTOB UM AOCTOBE PHOCTU
N HaAeXHOCTU JaHHbIX, TEXHNYECKOro nporpecca n rnobanbHbIX PEryAATUBHbIX U3SMEHEHMWIA, KOTOpble
3aTparusatoT Coto3 unum rocyaapcrea-yneHsbl EC.

Takxe EBponeiickaa KOMUCCUA AONXHA NPUHATbL U OonNyb6AMKOBaTb NoApPo6Hble pyKosoAsAluye
NPUHUMMbI, COOTBETCTBYIOLLME YKa3aHHbIM NPUHUMNAM Hag/1eKallen NPon3BoACTBEHHON NPaKTUKK, U
nepecmaTpmBaTh MX NPU HEOBXOAMMOCTU, YTOBbI yYeCTb TEXHUUYECKUI M Hay4YHbIM Nporpecc.

2. Maparpad 1 He NnpMmeHAeTCs K AeATeIbHOCTH, YKa3aHHOM B cTaTbe 61 (5).

3. Wccnepyemble NneKapCTBEHHble CPeACTBa, MMMOPTUMPOBaHHble B COHO3, [0/KHbI ObITh
npouseeAeHbl C NPUMEHEHNEM CTAaHOAPTOB KaYecTBa KaK MWUHUMYM 3KBMBA/IEHTHbIX YKA3aHHbIM B
naparpade 1.

4. TocypapcTtBa-yneHbl EC gonkHbl obecneunTtb cobnogeHne TpeboBaHMN HACTOALLEN CTaTbU
nocpeAcTBOM MPOBeAeHNA MPOBEPOK.

Cratba 64

MoanduKauma aBTOpM30BaHHbIX UCCAEAYEMbIX
NeKapCTBEHHbIX CPeacTs

Cratbn 61, 62 1 63 NPUMEHAIOTCA K aBTOPMU30BAHHbIM UCCeAYyEeMbIM IEKAPCTBEHHbIM CpeacTBam
TO/IbKO B OTHOLIEHMM KaKoM-TM60 moanduKaLmMm TakMX CpeacTB, He noAnafalowmx nog aeincrsve
pa3speLUeHns Ha MapPKETUHT.

Cratba 65

npOVI3BOLI,CTBO BCNOMOraTe/1IbHbIX 1IEKAPCTBEHHbIXCPEACTB

B cnhy4vyae ecnanm BCnomorate/ibHoOe JeKapCTrBeHHOe CpeAacCTBO He aBTOPMU30BAHO WAKN eCn
dBTOPMU30BaHHOE NeKapCTBeHHOE CpeacTtso MOLI,M(I)MLI,MpOBaHO, npn 3TOM TaKaA MOLI,VId)VIKaLI,Mﬂ He



nognagaeT noz AeMCTBUE paspeLleH s Ha MapKETUHT, TO OHO 4O/IXKHO NMPOU3BOANTLCA B COOTBETCTBUM C
Haf/ieXkallell Npou3BOACTBEHHOM MNPaKTUKOM, yKasaHHOW B cTatbe 63 (1), MAM KaK MUHUMYM
3KBMBAJIEHTHbIM CTaHAAPTOM A/17 06e cnevyeHMA COOTBETCTBYIOLLErO KayecTBa.

Fnasa X. MAPKUPOBKA
Cratba 66

HeaBTopM3OBaHHbIe nccnegyemble nBCnomoratesibHble
NNeKapCTBeEHHbIE CpeacTBa

1. Cnepyowasn nHbopmauma goNXKHA ObITb YKa3aHa Ha BTOPUYHOM YNaKOBKE M Ha MepBUYHON
YNaKOBKE HEaBTOPM30BaAHHbIX WCCIEAYyEeMbIX JIEKAPCTBEHHbIX CPeacTB M HeaBTOPM30BaHHbIX
BCMOMOTaTe/IbHbIX 1EKAPCTBEHHbIX CPEACTB!

a) nHdopmauma 41a UAEHTUOUKALUMN KOHTAKTHBIX JINLL MW NNL, YHACTBYIOLIMX B KAMHUYECKOM
UCNbITaHUW;

b) uHbopMmauma ans naeHTUPUKALMM KINHNYECKOTO UCMbITaHUS;
) uHpopmaumsa AN NAeHTUOUKALMM NEeKAPCTBEHHOIO CPeACTBa;
d) nHdopmaums No cNoNb30BaHMIO NeKAPCTBEHHOIO CpeaCcTBa.

2. UHdpopmaLms, KoTopan A0AXKHa 6bITb YKa3aHa Ha BTOPUUYHOM YNaKoBKe 1 NepBUYHOI YNaKoBKe
OOJI’KHa obecneymBaTb 6€30MacHOCTb CYy6bEKTOB M AOCTOBEPHOCTb M HAAEKHOCTb AAHHbIX, N O1y4eHHbIX
B XOZ€ KNMHMYECKOTO UCTbITAaHMSA, CY4eTOM MN1aHa KNMHUYECKOTO UCMbITAHWA, CYYEeTOM TOTO, ABAETCA U
NleKapcTBEHHOE CPeACcTBO MUCCeAyeMbIM WAM BCMOMOraTe/lbHbIM, UMEIOTCA 1N Y NIeEKAPCTBEHHOO
CpeacTBa KOHKpeTHble 0COHBEHHOCTH.

NHbopmauus, ykasbiBaeMas Ha BTOPUYHOM M MePBUYHOM YNaKoBKe, A0/13KHa ObITb 1IETKO YMTaema.

MepeyeHb MHPOPMALMKM, KOTOPAA AONKHA OblTb YKa3aHa Ha BHELWWHEN M BHYTPEHHE YNAKOBKE,
copepKutcas MNpunoxeHun VI.

Cratba 67

ABTOpM3OBaHHbIe nccnegyemble MaBTOpU30BaHHDbIE
BCromoraTte/ibHble 1eKapCTBeHHble CpedCTBa

1. ABTOpPU30BaHHbIE nccnegyemble  NeKapCTBeHHbIE cpencrea n dBTOPMU30BaAHHbIE
BCNoOMoOraTe/ibHble 1eKapCTBEHHbIE CpeaCTBa A0/1KHbI 6bITb MapKUpPOBaHbI:

a) B COOTBETCTBUM CO CTaTben 66 (1); nnu
b) B cootseTcTBMM Cc pasaenomV Oupektusbl 2001/83/EC.

2. HecmoTpa Ha nonoxkeHua nyHKTa "b" naparpacda 1, rae Toro TpebyloT cneunanbHble yCa0Bua,
npeaycmMoTpeHHble NPOTOKOIOM, Ana obecneveHna 6e30nacHOCTU CyOBEKTOB U AOCTOBEPHOCTU U
HaZeXHOCTU AAHHbIX, MONYYEHHbIX B XO4€ KAMHUYECKOTO MUCMbITaHUA, Ha BTOPUYHOM U MNepBUYHON
YNaKOBKe aBTOPM30BaHHbIX JIEKAPCTBEHHbIX CPEACTB A0/1KHbl ObITb YKa3aHbl ONO/IHUTE/IbHbIE CBE AeHNS
OTHOCUTE/NIbHO MAEHTUPUKAUMM KAMHMYECKOTO MCMbITAaHMA M KOHTAKTHOro nuua. MepeyeHb TaKux
[OMNONHUTEIbHBIX CBE e HUI, YKa3blBaEMbIX Ha BTOPUYHOM M NePBUYHOM YNaKOBKe, YKa3aH B pasaene C

MpunoxkennaVil.

Cratba 68



PagnodapmaueBTMYECKME IEKAPCTBEHHbIE CPEACTBA,
MCNoNb3yeMble B KaueCTBe UcCaeayeMblX SIeKaPCTBEHHbIX CPeACTB
WK B Ka4YeCTBe BCMOMOraTe IbHbIX 1EKAaPCTBEHHbIX CPeACTB
4217 NOCTaHOBKM Me ANUMHCKOIo AMarHo3a

CTaTbM 66 M 67 He NpuUMmeHATCA K paavodapmaLeBTUYECKUM NIEKAPCTBEHHbIM CPeaCTBam,
NCNONb3yeMbIM B KayeCTBe AMAarHOCTUYECKUX UCCneayeMblX 1eKapCTBEHHbIX CPeaCTB UAN B KayecTse
OMNArHOCTMYEe CKMX BCMOMOTaTe/IbHbIX JIEKAPCTBEHHbIX CPeACTB.

JlekapcTBeHHble CpeacTBa, YKasaHHble B MepBom naparpade, AO/KHbI ObiTb MapKMPOBaHbI
COOTBETCTBYIOLWMM 06pa3om, YTobbl obecneynTb 6e30MacHOCTb CyObEKTA, @ TaKKe LOCTOBEPHOCTb U
HaZeXHOCTb AAHHbIX, MOJIyYEHHbIX BXOAE K/IMHWUYECKOTO UCMbITaH KA.

CrtaTtba 69
A3bIK

A3bIK, Ha KOTOPOM YyKasbiBaeTcaA WMHOOPMALMA MAPKUMPOBKM, AO0MXEH 6biTb onpegeneH
3aMHTepeCcoBaHHbIM rocyaapcTBomM-yneHom EC. JleKkapCTBEHHOEe CpeACTBO MOXKET H6bITb MapKMPOBAHO Ha

HeCKOJIbKUX A3bIKaX.

Cratba 70
AKTbI e NIerMpoBaHHOI0 3aKOHOAAaTEIbCTBA

Ha EBpOMEMnCKYyt0 KOMMUCCUIO AO0/KHbI OblTb BO3/IOXKEHbI MOJHOMOYMA MO MPUHATUIO aAKTOB
AeNerMpoBaHHOr0 3aKOHOAATE/IbCTBA B COOTBETCTBUM CO CTaTbei 89 B OTHOLLEHMWMW BHECE HUA U3MEHEHNI
B MpunoxkeHue VI, s obecneveHns 6€30NacHOCTU CyObEKTOB, @ TaK»Ke JOCTOBEPHOCTU U HAZLEKHOCTU
[AaHHbIX, NONYYEHHbIX B XOA€E KNMHUYECKOro UCMbITaHMA, AN ANA yYeTa TEXHUYECKOro nporpecca.

lnasa XI. CNNOHCOP 1 UCC/TEAOBATE/1b
Cratba71
CnoHcop

KnuHuyeckoe ucnbiTaHme MoKeT CHOHCUPOBATLCA OAHMM MW HECKONTbKUMM CMOHCOPaMM.

o601 cnoHCOp MOXKET AenernposaTb NyTeM NMCbMEHHOTO AOTOBOPa HEKOTOPbLIE UM BCE CBOM
0653aHHOCTM ULY, KOMNAHUWU, UHCTUTYTY UK OpraHusaumn. Takoe aenerMpoBaHue npumeHsaertca bes
ywepba OTBETCTBEHHOCTM CMOHCOPA, B YACTHOCTM, B OTHOLWEHMM 0E30MacCHOCTU CYOBEKTOB M
[OCTOBEPHOCTU M HaAEKHOCTM AaHHbIX, MOJTYYEHHbIX B XO4€E KTMHUYECKOTO UCMbITAHWUA.

UccneposaTtenbu CMOHCOP MOTYT ABNATLCA O AHUM TNLUOM.

Cratba 72
CoBMeCTHOE CMOHCOPCTBO

1. bes ywepba gelicTBuio cTaTbM 74 B TOM CAyYae, €CNU KAMHUYECKOE UCTMbITaHUE CMIOHCUPYIOT
60nee 04HOro CNOHCOPA, BCE CMOHCOPbI UCMONHAKT 06A3aHH OCTM CNOHCOPA, YCTAHOB/IEHHblE HACTOALLYM
PernameHTOM, eC/i TONIbKO OHU He NPUHANMK peLleHne 06 06paTHOM NyTem 3aKAHYEHUA MUCbMEHHOTO
[OroBOpa, YCTaHAB/IMBAIOLLETO COOTBETCTBYOLWME 00A3aHHOCTM Kaxka0oro U3 Hux. Ecan B gorosope He



OroBOPEHO, Ha KOM M3 CMOHCOPOB /IEXMT KaKaa-1nMbo 06583aHHOCTb, TO TaKyt 0643aHHOCTb UCMIONHAKOT
BCE CMOHCOPbI.

2. MNyTem YacTMYHOro OTCTYNAeHMA OT NONOXKEHUN naparpada 1 CNOHCOPbl COBMECTHO HecyT
OTBETCTBEHHOCTb 33 YTBEPIKAEHME:

a) cnoHcopa, OTBETCTBEHHOrO 3a BbIMOJIHEHME 06f3aHHOCTEN CcrnoHcopa B npouenypax
ABTOpPM3auMK, YKasaHHbIX B rnasax [l u lll;

b) CNOHCOpa, ABAAKOWErocA KOHTAKTHbIM MYHKTOM 414 MNoay4vyeHuA BOMpPOCOB CY6'bEI-(TOB,
Mccnep,OBaTeneﬁ nnun nobbix 3aNHTEPEeCOBAHHbIX TOCYy4apCTB-4/1€HOB EC OoTHOCUTENIbHO KAMHUYECKOro
UCNbITaHUA U NpeacTaB/eHNA OTBETOB,

C) CNoHcopa, OTBETCTBEHHOTIO 3a BbINO/IHEHWE MepP, NPeANPUHATLIX B COOTBETCTBUM CO CTaTben 77.
Cratba73
[naBHbIN UccneagoBaTe b

FNaBHbIN MCCNeoBaTe b AONKEH 06ECNeYnTb COOTBETCTBME KTMHWUYE CKOTO UCMbITaHWA U MeCTa ero
nposeaeHus Tpeb6oBaHUAM HacTosLero PernameHTa.

FnaBHbIM UccnegoBaTeNb pacnpeaenser 33434 MeXay YaeHaMn NCC/ie 40BaTeIbCKOM KOMaHdpbl
6e3 ywepba 6€30MacHOCTM CybbeKTOB M AOCTOBEPHOCTU U HAZEKHOCTU AaHHbIX, MONYYEHHbIX B X04e
KAMHUYECKOTO UCMbITaHMSA, B JAHHOM MeCTe NpoBeAeHUA UCNbITaHUA.

Cratba 74

3aKOHHbIN NpeacTaBuTeNb cnoHcopa B Cotose

1. B cnyyae eciv CNoHCOP KAMHUYECKOTO UCMbITaHWA 3aperncTpmupoBsaH He B COlo3e, TO OH A0/KeH
Ha3HauUTb GU3NYECKOe MW oPUANYECKOE NNLO, 3aperncTpupoBaHHoe B Colo3e, B KayecTBe CBOEro
3aKOHHOrO npeAacTaBuTens. Takol 3aKOHHbIM NpeaCTaBUTEIb HECET OTBETCTBEHHOCTb 3a 0becneyeHne
cobtoaeHna 06a3aHHOCTEN CNOHCOPa COrIacHO HacToALWEeMY PernameHTy u ABNAETCA agpecaTom A/iA
MHGOPMALIMOHHOTO B3aMMOAENCTBMA CO CMOHCOPOM, MPeayCMOTPEHHOro HacToAWMM PernameHTtom.
Nloboe wuHOOPMaLMOHHOE B3aMMOAENCTBME C TaKMM 3aKOHHbIM MNpPeACTaBUTENIEM CYMTaeTCa
B3aMMOAENCTBMEM CO CMIOHCOPOM.

2. TocypapcTtBa-yneHbl EC moOryt He NpPUMEHATb MNOJOXKEHMA naparpada 1 B OTHOLIEHMM
KNMHUYECKMX UCMbITAaHUI, KOTOPblE NMPOBOAATCA WCKAKUYUTENIbHO Ha WX TEPPUTOPUN U TePPUTOPUU
TpeTbel CTpaHbl, NPU YCIOBMM, YTO OHWU TFAPAHTUPYIOT, YTO CMOHCOP HA3HAYUT KaK MUHUMYM OZHO
KOHTAKTHOE /INLO HA CBOEN TEPPUTOPUM B OTHOLIEHUM AAHHOMO KAMHUYECKOrO MUCMbITAaHWUSA, KOTOpoe
6yaeT agpecatom gns MHOOPMALMOHHOIO B3aMMOZEWCTBMA CO CMOHCOPOM, MpeayCMOTPEHHOM
HacToAWwMM PernameHTOM.

3. B OTHOLEHMM KIMHMYECKMX UCMbITAaHWUI, KOTOPbIe NPOBOAATCSA 6oleeyYem B O4HOM rocygapcrae-
yneHe EC, Bce 3T rocygapcrBa-yneHbl EC moryT He npumeHATb naparpad 1 npu ycnoBuK, YTO OHM
rapaHTUPYIOT, YTO CMOHCOP HAa3HAYUT KakK MUHUMYM OAHO KOHTAaKTHOE /INLO HA CBOEN TEPPUTOPUUN B
OTHOLIEHWUWN AAHHOTO KAWHWYECKOTO UCMbITaHUA, KoTopoe byaeT agpecatom Ana UHPOPMALLMOHHOM
B3aMMOZENCTBUA CO CMOHCOPOM, NPeayCMOTPEHHOIO HAaCTOALLMM PerfnameHTOM.

Cratba 75

OTBETCTBEHHOCTb



HacTtoAwan rnasa He pacnpoCTPaHAETCA Ha FPaXKAAHCKY 0 M YrO/10BHYO OTBETCTBEHHOCTb COHCOPA,
nccneaoBaTens UM 1L, KOTOPbIM CMIOHCOP AeIerMpoBan 3a4a4un.

lnasa XII. KOMTIMEHCALUWMABPEOA
Cratba76
KomneHcauma speaa

1. locypapctBa-uneHbl EC rapaHTUMpYyHOT Hanuume CUCTEM KOMMeHcauuu nwboro Bpeaa,
HaHeCeHHOro CybbeKkTy B pesysabTaTe ero y4yacTus B KJAMHUYECKOM UCMbITAaHUKU, NPOBOAMMOM Ha WX
Tepputopun, B GopmMme CUCTEM CTPaxOBaHMA, FAapPaHTUN UAM AHANOIMYHbIX Mep, 3KBMBAJIEHTHbIX B
OTHOLWEHNM 33434 M COOTBETCTBYIOLLMX NPUPOAE U Pa3Mepy PUCKa.

2. CnoHcop U wucciepoBaTe b UCMNOb3YIOT CUCTEMbI, YKasaHHble B naparpade 1, B dopme,
noaxoAsLiei Ans 3auHTePeCcoBaHHOro rocyaapcraa-yneHa EC, rae npoBoAMTCA KAMHUYECKOE UCTbITaHMe.

3. TocypapcTBa-uneHbl EC He moryT TpeboBaTb OT CMOHCOPa KAMHUYECKOTo UCTMbITaHMA C HU3KOM
CTeneHblo BMeLLaTe 1bCTBa A0MNONHUTEIbHOTO UCMO/1b30BaHWUA CUCTEMbI, YKa3aHHOM B naparpade 1, ecu
No60oi BO3MOXKHbIA Bpes, KOTOPbIN MOMET ObiTb HaHECEH CyOBLEKTY B pesy/ibTaTe UCMO/1b30BaHUsA
nccnenyemoro J1IeKapCTBEHHOIO CpeacTBa B COOTBETCTBUM C MPOTOKO/IOM AAHHOIO K/IMHWYECKOro
UCMbITaHMA Ha TEPPUTOPUM YKa3aHHOTO rocy4apcTBa-unieHa EC, NoKpbIBAETCsA yKe MMeoLencsa CUCTeMOM
KoMneHcauumu Bpeaa.

Fnhasa XIll. HAQ30P rOCYJAPCTB-4/1IEHOB EC,
NMPOBEPKW COIO3A N CUCTEMbIKOHTPOJIA

Cratba 77

KoppeKTupylowme mepbl, NpeanpuHMmMaemble
rocygapcresamum-yneHamm EC

1. B ciyyae ecnum 3aMHTepecoBaHHOE rocyAapcTeo-yieH EC umeeT AOCTaTOYHbIe OCHOBaHUA AN
MNPUHATUA pPeLleHUA O TOM, 4To TpeboBaHWA, YCTAaHOBNEHHblE HacToAWMM PernameHToMm, He
c06/1104a0TCA, OHO MOKET MPEANPUHATb CIe AyHoLLME MePbl Ha CBOEW TEPPUTOPUN:

a) 0T3bIB aBTOPM3ALMM KTNHNYECKOTO UCMbITAHUS;
b) npuocTtaHoBNEHME KIMHUYECKOTO UCTIbITAHUS;
C) TpeboBaHMe K CNOHCOPY 06 U3MEHEHUMN KaKOTO-IMB0 acneKTa KIMHNUYECKOTO UCTbITaH KA.

2. [1o NpUHATMA 3aMHTEpPECOBaHHbIM rocyaapcTBoM-4ieHoM EC Kakux-nmbo mep, yKasaHHbIX B
naparpade 1, OHO MOXKET, 338 UCKNIOYEeHMEM C/yYaeB, rae TpebyeTca HeMedeHHOe pearmpoBaHue,
3anpocuTb Y CNOHCOpa U/MAK UccnefoBaTeNa UX 3aKNtoUYeHMe. YKasaHHoe 3aK/atoueHue AOTKHO BbiTb
npeAcTaBNeHo BTeyeHMe CemMu JHeN.

3. 3anHTepecoBaHHOe rocyaapcreo-yneH EC nocne NpuHATUA Mep, yKasaHHbIX B naparpade 1,
LONKHO HEMe 4/1eHHO MHGOPMMPOBATbL BCE 3aMHTEPeCOBaHHble rocygapcTea-yneHbl ECuepes noptan EC.

4. Kaxpoe 3auHTepecoBaHHOe rocygapcrso-ysiieH EC mMoOXeT KOHCyAbTUPOBATLCA C APYrUmM
3aMHTEPeCoBaHHbIMM rocyaapcTeamm-duneHamm EC nepe npuHATUEM MEP, YKA3aHHbIX B naparpade 1.

Cratba 78



MNposepKurocygapcrea-uneHaEC

1. TocypapcTea-yneHbl EC A0MKHbI Ha3HAYUTb MHCMEKTOPOB A1 NpoBeAeHNA NPOBEPOK C Le/bio
Haga3opa 3a cobntogeHMem Hactosawero PernameHta. OHM  OOMKHbBI FapPaHTUPOBATb, YTO TaKue
MHCNEeKTopbl 06/1a4a0T COOTBETCTBYOWE M KBanMdUKaLMen U NOArOTOBKOW.

2. 3a NpoBepKM HECET OTBETCTBEHHOCTb roCcy4apcTBO-4sieH EC, B KOTOPOM NPOBOAUTCA NPOBEPKa.

3. Bcnyvae ecnum 3aMHTEpecoBaHHOE rocyaapcTBo-yneH EC Hame peHo NpoBeCTUNPOBEPKY Ha CBOEM
TEPPUTOPUU NN B TPETbEN CTPaHE B OTHOLLIEHMM OAHOMO UAN HECKONbKUX KANHUYECKUX UCTIbITaHWUI,
KoTopble npoBoaATca 6osiee Yem B OAHOM 3aMHTEPECOBAHHOM rocygapcree-yieHe EC, OHO [0/KHO
YyBEAOMUTbL O CBOEM HaMepPeHUM Apyrue rocyaapcrea-uneHsl EC, EBponelickyto KOMUCCUIO U AreHTCTBO
yepesnopTan EC v nponHpopmMmnpoBaTh UX O pe3ynbTaTax.

4. OT nnaTbl 32 NPOBEPKM MOTYT 6bITb 0CBO60)'K,CI,EHI>I HEKOMMepYeCKne CnoHCopPbI.

5. B uensx apdeKTMBHOro UCNosb30BaHMA AOCTYMHbIX PeCypcoB v Bo n3bexkaHne aybnvposaHua
AreHTCTBO [O/IKHO KOOPAMHMPOBATb COTPYAHMYECTBO MeXAy 3auHTepeCcoBaHHbIMW roCyAapcTBAMMU -
yneHamu EC B OTHOWeEHMM NPOBEPOK, NPOBOAMMBIX B rocyfapcrBax-yneHax EC, TpeTbux cTpaHax, u
NPOBEPOK, MPOBOAMMbIX B PaMKax 3asaB/eHUA HA aBTOPU3aLmIo cornacHo PernameHTy (EC) 726/2004.

6. Mocne NnpoBepKM OTBETCTBEHHOE 3a ee NpoBeAeHMe rocyAapcTBo-yieH EC 4onKHO NoaroToButs
oT4YeT 0 NposepKe. YKasaHHoe rocyaapcreo-yneH EC npeacraBnaeT oT4eT O NPOBEPKEe NPOBEpPAeMoi
OpraHM3aLUKn U CNOHCOPY COOTBETCTBYIOLLEFO KMHMYECKOTO UCMbITAHUS, @ TaKXKe NpeacTaBaaeT oTyeT
yepesnoptan EC.

7. EBponeickasa Komuceua onpeaenaeTt NOCPeACTBOM aKTOB Ae/IerMpoBaHHOroO 3aKOHOAATe/IbCTBA
nogpobHbie mepbl 41A nNpouesyp NPOBEPOK, BKAOYaA TpeboBaHNA K KBanMbUKaLMM U NOATOTOBKE
MHCNEKTOPOB. YKa3aHHble MMMNAEMEHTALMOHHbIE aKTbl AO/KHbI ObiTb NPUHATHI B COOTBETCTBUM C
npoueaypoi NpoBepKK, yKasaHHOM B cTaTbe 88 (2).

Cratba 79
Cucrembl KoHTpona Coto3a

1. EBpOHeVICKaﬂ KOMUCCUA MOXKET OCYLLECTBNATL KOHTPO/b, yTObbI YOOCTOBEPUTLCA BTOM, YTO!

a) rocypapctBa-yneHbl EC npaBM/IbHO OCYLLECTBAAIOT Haa30p 3a cobatoaeHMEeM HaCcTOSLEro
PernameHTa;

b) cuctema npaBoBOro perympoBaHus, MPMMeHAEMasn K KNMHNYECKUM UCTbITaHUAM, MPOBOAMMbIM
3a npegenamm Coto3a, obecrneymnsaet cobatogeHne NyHKTa 8 BBeAeHMA U 06LWMX NPUHLMNOB, YKa3aHHbIX
B MpunoxeHunn | K Aupektuse 2001/83/EC;

C) cucTema NpaBoOBOro PeryIMPOBaHMA, MPUMEHSAEMan K KITMHUYE CKUM UCMbITaHUAM, TPOBOAUMbIM
3a npegenamu Cotosa, obecneymsaet cobnogeHne ctatbu 25 (5) HacToAwero PernameHTa.

2. Cuctema KoHTpons Coto3a, ykasaHHan B NyHKTe "a" naparpada 1, gonrkHa bbiTb OpraHM3oBaHa B
COTPYZHMYECTBE C3aUHTEPECOBAHHbIMM rocyAapcTBaMm-yaeHamu EC.

EBponelickas KOMUCCMA O0/KHA NOArOTOBUTL B COTPYAHMYECTBE C rocyfapcTBamm-yaeHamm EC
nporpammy cuctem KoHTpoasA Coto3a, ykasaHHbIX B NyHKTax "b" 1 "c¢" naparpada 1.

EBponeiickan KOMUCCUA [OO0/KHA MPeACcTaBUTb OTYET O pesynbTaTax NposeaeHWs MpPorpamm
KoHTpona Coto3a. YKasaHHble OTYeTbl A0/IKHbI COAEPXaTb PEKOMeHAauuu, rae 370 NPUMEHMMO.
EBponeickas KoMuUccua AONKHA NPEACTaBUTb AaHHble oTYeTblYepe3noptan EC.



lnasa XIV. IT-MHOPACTPYKTYPA
Cratba 80
MopTan EC

AreHTCTBO B COTpyaHMYecTBe C rocygapctBamu-yneHamm EC wn EBponeiickoir Komuccueit
yCTaHaB/IMBaET M OCYLLECTBASET NOAAEPKKY NopTana Ha ypoBHe Colo3a B KayecTBe eAMHCTBEHHOrO
KaHana ana npeacraBfeHus AaHHbIX U MHPOPMAUMKM, OTHOCALMXCA K KAUHUYECKUM UCMbITAHUAM, B
COOTBETCTBUM C HAacToAWMM PernameHTom. MopTan EC gosKeH ObITb TEXHUYECKM OCHALLLEH U ya06eH ana
Nnonb30BaTe /s BO n3berkaHne nanuHe paboTbl.

Cratba8l
ba3a gaHHbIX EC

1. AreHTCTBO B COTpygHMYecTBe C rocygapctBammn-uneHamu EC n EBponeickon Komuccueit
YCTaHaB/IMBaET M OCYLLECTB/AAET NOAAEPKKY 6asbl AaHHbIX Ha ypoBHe Coto3a. AreHTCTBO CYMTaeTa
JINLLOM, KOHTPOAMPYIOWMM 6a3y AaHHbIX EC, B 06513aHHOCTN KOTOPOTrO BXOANUT HEAOMYLLEHWE HEHYKHOMO
aybnvpoBaHua mexay 6a3oi gaHHbIx EC 1 6a30i AaHHbIX N0 dapmaKkoHaa30py.

basa gaHHbIX EC gonrkHa cogepkaTb gaHHble M MHPOPMALMIO, NPeaCcTaB/IEHHbIE B COOTBETCTBMM C
HacToAWwMM PernameHToM.

basa gaHHbIx EC gonkHa nae HTMOULMPOBATb KaXKA0€e KNMHUYECKOE UCMbITAaHWE MYyTEM NPUCBOEHNS
YHUKanbHOro Homepa ucnbitaHma EC. CNOHCOp AONKEH CCbINaTbCA Ha 3TOT HOMep ucnbiTaHuA EC npu
nrobom nocnesyowem npeacTaBaeHUN MHGOPMALLMN, UMEIOLLEN OTHOLLIEHWUE K SaHHOMY KANHUYECKOMY
NCMbITaHMIO.

2. Basa paHHbix EC ponkHa ObITb co3fgaHa Aana obecneyeHusa COTPYAHUYECTBA MeXKay
KOMMNETEHTHbIMM OpraHamM 3auMHTepecoBaHHbIX rocyaapcTe-yaeHoB EC B o6beme, Heobxoammom ans
NpMMeEHeHMA HacToAwero PernameHTa U MOUCKA OTAE/bHbIX KAMHUYECKUX UCMbITaHUA. OHa TaKke
obecneunt WHOOPMALMOHHOE B3aUMOZENCTBME MeXKAY CNOHCOPaMM W 3aUHTepeCcoBaHHbIMMI
rocygapcreamum-uneHamu EC M gacT BO3MOXKHOCTb CroHcOpam o06pallaTbCAd K paHee MNoJaHHbIv
33ABNEHMAM Ha aBTOPU3ALMIO KIMHMUYECKOTO UCNbITAHMA UAKU CYLLLEeCTBEHHOIO n3meHeHUA. OHa Takxe
Jact poctyn rpaxgaHam Coto3a K KAMHUYECKON MHPOpMALUUM O eKapCTBEHHbIX cpeacTBax. B cBaAsm ¢
3TUM BCE AaHHble, coaepKawmecs B 6ase gaHHbix EC, aomkHbl 6bITb B dopmaTte, obecrneymBatowem
JNIETKUI NOWUCK, a TaKXe BCe peneBaHTHbIEe JaHHble AO/KHbI ObiTb CrpyNnMPOBaHbl BMECTe No HOMepy
ncnbiTaHma EC, a Bce rmnepccbiikM AONKHbI 06ecneumnBaTb CBA3b MeXAy AaHHbIMU U AOKYMEHTaMM,
cogepawmmmnca B 6ase gaHHbIX EC n B gpyrmnx 6asax AaHHbIX AreHTCTBa.

3. basa gaHHbIx EC gonHa noadepKuBaTh 3anmcb U npeacrasneHue B CNoBapb IeKapCTBeHHbIX
cpeAcTs, copeprKawmiica B EBponelickoii 6a3e JaHHbIX No GapMaKoHAZA30py, BCEX [HAHHbIX MO
JIeKapCTBEHHbIM CpecTBam 6e3 paspelueHms Ha MapKeTHHT B Colo3e M BCeX BeLLLEeCTB, HEaBTOPU30BaHHbIX
B KayecTBe COCTAaBHOM 4acTU fieKapcTBeHHOro cpeactea B Coto3e, KOTopble HeobXxoaAMMbl ANA BeAeHUS
yKasaHHoro Cniosapsa. s 3TUx uenei, a Takke ana obecneyeHna BO3MOKHOCTU cnoHcopa obpallateea
K paHee NoAaHHbIM 3aABJEHUAM, KaXK4OMY JIeKapcTBEHHOMY CpeACcTBY 6e3 paspelleHmns Ha MapKeTUHT
AoneH 6bITb NPUCBOEH HOME P IeKapCTBeHHOro cpeAcTBa EC, M KaxAoMy HOBOMY aKTUBHOMY BeLLLECTBY,
paHee He aBTOPM30BaHHOMY B KauecTBe COCTaBHOW YacTu eKapcTBeHHOro cpeacTtaa B Coto3e, A0NMKeEH
6bITb NPUCBOEH KOA aKTUBHOTO BelecTBa EC. Homepa v Kogp! A0 KHbI 6bITb MPUCBOEHBI [0 UM BO Bpems
noJaun 3asaBieHUA Ha aBTOPU3aLMIO MEPBOro KAMHMYECKOTO UCMbITAHUA C AAaHHbIM 1eKapCTBEHHbIM
CpeACTBOM UM aKTUBHbIM BE L, CTBOM B COOTBE TCTBMM C HACTOALLMM PernameHToM. ITM HOMe pa A0 IKHbI
6biTb YKasaHbl BO BCeX MNOCAEAYIOLIMX 3aABAEHUAX HA KAMHUYECKME WCMbITaHUA U BHeceHue



CYLLECTBEHHbIX USMEHEHUN.

[aHHble, npejacTaB/eHHble B COOTBETCTBMM C MepBbIM nognaparpadom, onpeaenstolpme
NeKapCTBEHHble cpecTBa U BELLECTBa, J0/1KHbl COOTBETCTBOBATL CTaHAapTam Coto3a U Me XK AyHapoAHbIM
cTaHAapTam no MAeHTUGUKaLMU NIeKapCTBEHHbIX CPEACTB M aKTUBHbIX Belllects. Ecan uccneayemoe
NIeKapCTBEHHOE CPEICTBO, YKe umerolliee paspeLueHne Ha mapkeTuHr B Cotose, A01XHO UCNOJ1b30BaThA
B K/JMHMYECKOM MCNbITaHUW, HOMEpPA COOTBETCTBYIOLLEro JIEKAPCTBEHHOrO CPEACTBA M aKTUBHOTO
BELLECTBA I0/1KHbI BbITb YKa3aHbl B 3aAB/IEHWMM Ha MPOBEAeHUE KMHUYECKOro UCMbITaHUA.

4. ba3za aaHHbIx EC 0/13KHa 6bITb OTKPbLITOM A5 06LLero A0CTyna, €C/M TONbKO BCA MHGOopMaLLma
WU ee YacTb, coaepallanca B 6ase 060CHOBAHHO, He ABNAETCA KOHGUAEHLUMANIBHOM NO CAeayOLLMM
OCHOBAHMWAM:

a) 3almMTa NepCcoHanbHbIX AaHHbIX B cooTBeTCTBUM ¢ PernameHTom (EC) 45/2001;

b) 3awmTa MHPOpPMaLMM, COCTaBNAIOLLEN KOMMEPYECKYIO TalHY, B YaCTHOCTU, NOCPEeACTBOM yyeTa
CTaTyca paspeLleHns Ha MapKeTUHT IEKAPCTBEHHOIO CPEeACTBA, EC/IM TOJIbKO B PACKPbITUKN MHPOPMALWK
He npeobnagaeT obLeCcTBEHHbIN UHTEPEC;

C) 3anTa KOHd)VILI,EHLI,MaJ'IbHOCTVI VIHd)OpMaLI,VIOHHOI'O B3ammope ncreuns mexay rocygapcrsamm-
yneHamn EC B oTHOWEHUM noAroToBKM OTHETA 06 OLUEeHKe,;

d) obecneyeHne 3¢PeKTMBHOrO Hag3opa 33 MNPOBEAEHMEM KAMHUYECKOrO WCMbITaHuA
rocygapcrsamm-yneHamum EC.

5. bes ywepba geictemio naparpada 4, ecnm ToNbKo B PacKpbIiTUKM MHPopMaLmKn He npeobnagger
061LLeCTBEHHbIM MHTEPEC, AaHHbIE, COAe prKaLLMeca B 3aABOYHOM A0CbE, HE JONXKHbI ObITb OTKPbITbI ANA
o6Lwero AocTyna Ao NPUHATUS PeLLEeHNA O KTUHUYECKOM UCMbITaHUN.

6. B 6a3e gaHHbIX EC fonKHbI COAE PKATLCA MEPCOHA/bHbIE AaHHbIE, TO/IbKO €C/1M 3TO HE0HX0 MO
ans uenen naparpada 2.

7. MNepcoHanbHble AaHHbIe He A0NXHbI 6bITb OTKPbITbI 415 06LLero AoCTyNa.

8. Monb3oBaTenbCKUt UHTE pdeiic 6asbl AaHHbIX EC AoKeH 6bITb LOCTYNEH Ha BCeX 0pULMaNbHbIX
A3blkax Coto3a.

9. CnoHcop A0NKeH NOCTOSAHHO 06HOBAATL MHPOopMauuio B 6ase gaHHbIx EC B cBA3M € Nt06bIMK
N3MEHEHUAMM B KAUHNYECKMX UCMbITAHUAX, HE ABAAIOLMMMUCA CYLLECTBEHHbIMW, HO OTHOCALLMMUCA K
HaA30pY 32 KNMHUYECKMUM UCMbITaHMEM 3aMHTE PeCoBaHHbIX rocyaapcTa-yneHos EC.

10. AreHTcTBO, EBpOnenckana Kommcecua M rocyaapcrea-vaeHbl EC gonKHbI rapaHTUPOBATb, YTO
CybBbEeKTbl NePCOHaNbHbIX AaHHbIX MOTrYT 3GPEKTUBHO OCYLLECTBAATL CBOM NpaBa Ha WMHbOpMaLMIO,
[JOCTYN, BHECEHWE M3MEHEHWA M BO3paXkeHusa B cooTseTcTBum ¢ PernameHtom (EC) 45/2001 wu
HaLMOHaNbHbIM 3aKOHOAATE/IbCTBOM O 3alUUTe AaHHbIX, MMMIeMeHTUpyWwmm Aupektusy 95/46 EC
cooTBeTCTBEHHO. OHM JOMKHbI 0b6ecneunTb 3PPeKTUBHOE OCYLLECTBEHUE CyOBEKTAMM NEPCOHAbHbIX
JaHHbIX NPaBa Ha AOCTYM K AaHHbIM, KOTOPble K HUM OTHOCATCA, M MPaBOo Ha UCMpaB/eHMe WK yaaneHue
HENOHbIX AaHHbIX. B pamKax cBOMX COOTBETCTBYOLWMX 06513aHHOCTel AreHTCTBO, EBponeickana Kommnconn
M rocygapcTea-yneHbl EC 401KHbI rapaHTMPOBaTb, YTO HETOUHbIE UM HE3aKO HHO 06paboTaHHbIe AaHHble
yAaneHbl B COOTBETCTBMM C MPUMEHUMbIM 3aKOHOZATE/IbCTBOM. VIicnpaBneHne n yganeHne OO/KHbI
NPOBOANTLCA HE3aMe/INTEIbHO, HO He no3gHee 60 AHeW € AaTbl 3anpoca cybbekTa NepcoHanbHbIX
OAHHbIX.

CraTtba 82

dyHKuMoHanbHocTb nopTana ECm 6a3bl aaHHbIX EC



1. AreHTCTBO B COTPYAHMYECTBE CrocyaapcrBamm-yneHamm EC n EBponeiicKoin Komuccue i o1KHO
COCTaBUTb GYHKUMOHANbHbIe cneumduKkaumm gnanoptana EC v 6a3bl gaHHbIX EC 1 onpeaenntb CPOKM mX
UMnNAeMeHTauum.

2. MpasneHne AreHTCTBA AO/IKHO HA OCHOBE HE33aBUMCMMOTO aygUTOPCKOro oTyeTa COObWMUTL
EBponeickon Komuccumn, ecnun ycraHosneHo, yto noptan EC u 6a3a gaHHbix EC gocturnv nosiHon
dYHKLMOHANBbHOCTU, U CcUCTEMBI OTBEYalOT QYHKUMOHANAbHbIM crneunduKaumam, COCTaBNEHHbIM B
COOTBETCTBMM C Naparpadom 1.

3. Korga EBponeickas Komuccusa yoeamntes, YTo yCNoBMA, YKasaHHble B naparpade 2, cobatoaeHsl,
OHa A0/1KHa onyb6/IMKOBATb yBEAOM/IEHUE COOTBETCTBYIOLLETO COAe PKaHUA B OPpuUMaNbHOM KypHanie
EBponeiickoro Coto3a.

lnasa XV.COTPYAHUYECTBO MEXKAY TOCYOJAPCTBAMMU-YNEHAMMW EC
Cratba 83
HaunoHanbHble KOHTAKTHbIE MYHKTbI

1. Kaxkpoe rocypapcrteo-usieH EC O1KHO Ha3HAYUTb OAMH HALMOHAbHBIN KOHTAKTHbBIW NYHKT A1
obecneyeHuUa GyHKUMOHMPOBAHNA NpoLeayp, yCTaHOBAEHHbIX B rnasax |l u 1.

2. Kaxkgoe rocygapcrBo-uneH EC 4onKHO cOOBWMUTb 0 KOHTAaKTHOM NMYHKTE, yKasaHHOM B Naparpade
1, EBponelickoi Komuccun. EBponeiickas KoMUccUAa A0KHa ony6MKOBaTb NepeyYeHb HalMoHaAbHbIX
KOHTaKTHbIX MYHKTOB.

Cratba 84
Moanep:kka AreHTcTBa U EBponeickoii Komucecum

AreHTCTBO AOMKHO Noane pXusatb GyHKLNMOHMPOBaAHME COTPYAHMYECTBA rocyaapcTe-yaeHos EC B
pamKax npoueayp aBTopm3aumnm, yctaHosae HHbIX B rnasax |l v |l HacToAwero PernameHTa, nocpeaCcTBOM
noanepraHuna n obHosneHua noptana EC n 6a3bl AaHHbIX EC B COOTBETCTBMM C OMbITOM, MOJIy4YEHHbIM B
npouecce MMMNJieMeHTaUMM HacToAwero PernameHTa.

EBponelickas KoMuMccna A0MKHA NOAAEPMKMBATb COTPYAHMYECTBO rocyaapcTs-yneHos EC, Kak
yKasaHo B ctatbe 44 (2).

CraTtba 85

KoopanHaumoHHas u KOHCyIbTaTMBHas rpynna
Mo KAMHUYECKMUM UCTbITaHUAM

1. Hactoawum yupexpaetca KoopanHAUMOHHAA M KOHCYNbTaTUBHAA rpynna No KAWHUYECKUM
ncnbiTaHuam (CTAG), cocToAwasn U3 HaUMOHa/bHbIX KOHTAKTHbIX MYHKTOB, YKa3aHHbIX B cTaTbe 83.

2. 3agaum CTAG:

a) noagepmBatb obmeH MHPopMaUmelt mexay rocygapcrsamu-uneHamu EC u EBponeiickoit
KOMWCCMEN NO ONbITY, NOJy4eHHOMY B OTHOLLIEHMM UMNAEe MEHTALMUN HacToAWero PernameHra;

b) okasbiBaTb cogeiicTene EBponeickoit Komuccnm B obecneyeHUM Noaae PRk, yKkasaHHOM BO
BTOpoM naparpade crtatbu 84;



C) noarotaBAMBaTb PEKOMEHAALMN NO KPUTEPUAM B OTHOLLEHUM BbI6OPa OTYETHOTO rocy4apcTea-
yneHakC.

3. CTAG Bo3rnasnseTcs npeacrasmtenem EBponeiickoi Kommccuu.

4. CTAG cobupaeTcayepes paBHble MPOMENKYTKN BPEMEHN U B Cy4ae, eCAN TOro TpebyeTcuTyauus,
no 3anpocy EBponenckoi kKommccnm unum rocyaapcrea-yneHa EC. Mo 3anpocy EBponeickoit Kommuceum win
rocygapcrea-yneHa ECytBepkaaetca Nt060M NyHKT NOBECTKU cOBpaHUs.

5. CekpeTapuat obecneumBaerca EBponeiickoi Komuccuen.

6. CTAG gonxHa onpegenunTtb npasuaa npoueaypsl. lNpasuaa npouenypbl A0NKHbI HAXOAUTLCA B
OTKpPbITOM ZoCTYyne.

lnasa XVI. CEOPbI
Cratba 86
O6wWmit NnpUHLMN
Hactoswuii PernameHT npumeHaeTca 6e3yuepba npasy rocygapcte-yneHos EC B3umatb nnaty 3a
OENCTBMA, yKasaHHble B HacTosAwem PernameHTte, npu ycioBUMM, YTO pPasMep NAaTbl YCTAHOB/IEH,
Nnpo3payeH M OCHOBAH Ha NPUHLMMNAX BO3Me e HMA n3ae prrekK. locyaapcrea-yneHbl EC MmoryTycTaHoBUTb
CHUMKEHHbIe CTaBKM ANA HEKOMME PYECKUX KTMHUYECKUX UCTIbITAHUNA.
Cratba 87

OAauH nnatex 3a gelcTeBme B 0A4HOM rocygapcree-yneHe EC

3a oueHKy, yKasaHHyto B rnasax Il u lll, rocygapcrBo-uneH EC He BnpaBe TpeboBaTb BHECEHUA
HECKONbKUX NAaTeXKel B pa3/IMYHble OpraHbl, y4acTBytoLLMe B JAHHON OLLeHKe.

Mnasa XVII. UMNNEMEHTAUMOHHBIE AKTbI N AKTbI
OENETMPOBAHHOIO 3AKOHOOATE/IbLCTBA

Cratba 88
Mpoueaypa komuteTa
1. EBponeMnckoin KoMMcCcUM OKasblBaeT cogencTame MNOCTOAHHBbIM KOMUTET MO NeKapCTBEHHbIM

cpeactBam, npeAHasHauYeHHbIM A1 WUCMONb30BaHUA Ye/I0BEKOM, YCTaHOB/EHHbIN [npeKTnsoi
2001/83/EC. [daHHbI KomUTET ABAAETCA KOMUTETOM B 3Ha4eHuM PernamenrTa (EC) 182/2011.

2. Mpwu ccblike Ha HacToAwmn naparpad npumeHseTca cratba 5 PernamenTa (EC) 182/2001.
B cnyyae ecnn KomuteT He BblgaeT 3akntoveHne, EBponeiickaa KOMUCCUA HE MPUHUMAET NPOEKT

MMNAEMEHTALMOHHOTO aKTa M NpuMeHaeTca TpeTuit noanaparpad crtateu 5 (4) Pernamenta (EC)
182/2011.

Cratba 89
OcyuwecTsneHue genermpoBaHms

1. MonHOMOYMA MO MNPUHATUIO AKTOB [eSIerMPOBAHHONO 3aKOHOAATE/IbCTBA BO3M1AralOTCA Ha
EBponeickyo Komnccuio ¢ cobitogeHMEM YCN0BUI, YKa3aHHbIX B HACTOALLE M CTaTbe.



2. MoNHOMOYMA MO NPUHATUIO aKTOB AeN1erMPOBAaHHOIO 3aKOHOAATE/1bCTBA, YKa3aHHble B CTATbAX
27, 39, 45, 63 (1) u 70, Bo3naratoTcA Ha EBPONEMCKY0 KOMUCCUIO HA CPOK 5 /IeT HauuHaa ¢ Aathl,
YKa3aHHOM Bo BTOpom naparpade ctatbm 99. EBponeiickan KOMUCCUS COCTABASAET OTYET O BO3/10XKEHHbIX
NMO/THOMOYMAX He Mo3gHee LWecTM MecAUEeB A0 OKOHYaHMA MATUAETHEro cpoka. [enernposaHue
NOJIHOMOYMIN aBTOMATMYECKM NPOAIAETCA Ha TAKOM e CPOK, ecnm EBponeickmin napnameHT namn Coset
EC He BO3pasnamM NpoTMB TAaKOro NPOANEHNA HE MO34HEE TPEX MECALLEB A0 OKOHYAHUSA KAXKA0r0 CPOKa.

3. JenernpoBaHune NoSIHOMOYUI, YKa3aHHoe B cTaTbsAx 27, 39, 45, 63 (1) u 70, moxeT bbb
OoTMeHeHOo B ntoboe Bpema EBponelickum napnameHTom uam Cosetom EC. PeweHne 06 oTmeHe
npeKpallaeT gencTene AenermpoBaHHOro NoJIHOMOYMA, YKa3aHHOTO B TaKOM pelueHnn. OHO BCTyMaeT B
CUNY Ha cneaylo WM AeHb nocie onybamkosaHus B OdumumanbHOM KypHane EBponelickoro Coto3aunm s
60nee NO34HMI CPOK, B HEM YKa3aHHbIN. ITO He NpeKpalwaeT AeNCTBME APYTUX aKTOB Ae/1eTMPOBaHHOM
3aKOHOAATENbCTBA, BCTYMUBLUUX B CUITY.

4, Mo Mmepe NPUHATUS aKTa AeNerMpoBaHHOro 3akoHogdaTenbcTBa EBponeickas Komwuccma
nHdopmMmmpyeT oaHoBpeMeHHo EBponeiickunii napnameHT n CoseT EC.

5. AKT genermpoBaHHOr0 3aKOHOAaTeNbCTBA, MPUHATbIM B COOTBETCTBMM CO cTaTbamM 27, 39, 45, 63
(1) n 70, BcTymaeT B cuny TONIbKO B TOM C/ay4yae, eCiM He NOCTYNUT BO3paykeHui oT EBponelickoro
napnameHTtam CoseTta EC B TeueHMe ABYyX MeCALLEB CO AHA MX U3BELLEHMA O MPUHATUN AHHOTO aKTa, UK
00 UCTeYeHMA 3TOro CpokKa, ecnun EBponencknini napnameHT n CoseT EC yBepomunu EBponeickyto
KOMWCCUIO O HaMepPEeHUU He 3aABAATb BO3PaXKeHUN. YKasaHHbI Nepunos MoxeT 6biTb Npoa/ieH Ha A8a
mecsua no nHuumaTuee EBponeiickoro napnameHTta mamn Coseta EC.

Fnasa XVIII. MPO4YUE MOJTOXKEHNA
Cratba 90

CneuuanbHble Tpe60BaHMA ANA OTAENbHbIX
rpynn IeKapcTBEHHbIX CPeacTB

HactoAawmii PernameHT He 3aTparMBaeT NpPUMeEHEHWe HaLMOHaNAbHOro 3aKOHOAATENbCTB3,
3anpeLLaoLWwero Uin orpaHMYMBaloLLErO UCMOJb30BaHWe Nt060ro cneLmanbHOIo BUAA KAETOK Yes10BeKa
WAW KMUBOTHbIX, UAM NPOAAXKY, MOCTABKY UIN UCNO/Ib30BAaHME 1E€KAaPCTBEHHbIX CPeACTB, COAE PXKaLluX,
COCTOALLNX U3 3TUX KNETOK MU MPOUCXOSALLMX U3 HUX, NN IEKAPCTBEHHbIX CPeACTB, MCNOJIb3yEeMbIX B
KayecTBe abOPTUBHbLIX CPEACTB, MU NEKAPCTBEHHbIX CPEACTB, COAE PXKALLMX HAPKOTUYECKME BELLECTBa B
3HAYeHWM COOTBETCTBYHOLUMX A NCTBYHOLUMX MEKAYHAPOAHbIX KOHBEHLUNM, TaKMX KaK EAMHasA KoHBeHLWA
OOH o HapKoTunuecknx cpeacteax 1961 r. locyaapcrBa-yneHbl EC gonkHbl coobwmts EBponeiickoin
KOMWCCUM O TaKOM HaLlMOHa/IbHOM 3aKOHOAATeNbCTBe.

3anpewaeTca npoBedeHNe KAUHUYECKUX WUCMbITaHMIA FeHHOW Tepanuu, KoTopas MNpuMBOAUT K
N3MEHEHUSIM B FeHETUYECKOM MAEHTUYHOCTM 3apOAblLLe BON TNHUM CyObEKTA.

Cratba 91
B3sanMmocBAa3sb ¢ ApyrMm 3akoHozaTenbcTtBom Cotosa

Hactoawmii PernameHT npumeHseTcsa 6e3 yuwepba agelictemnio Aupektusbl 97/43/Espatom <1>
Coseta EC, Oupektusbl 96/29/Espatom <2> Coseta EC, Awupertmsbl 2001/18/EC Esponeiickoro
napnameHta n Coseta EC <3>, inpeKktusbl 2004/23/EC EBponelickoro napnameHta n Coseta EC <4>,
OupekTtnebl 2002/98/EC EBponeickoro napniameHTa u Coseta EC <5>, Oupektusbl 2010/53/EC
Esponelickoro napnameHTta u Coseta EC <6>, AupekTtunsbl 2009/41/EC EBponeickoro napnameHTa u
CoBeTaEC<7>.




<1> Oupektnea 97/43/Espatom Coseta EC ot 30 utoHa 1997 r. 06 uHAMBMAYaNbHO W 3aWmTe OT
MOHUBUPYIOLWETO M3NYYeHUss B CBASM C MeAUUMHCKMM obsyyeHMeM, oTMeHsoWwaa OupeKtmsy
84/466/Espatom (O N L 180, 9.7.1997, ctp. 22).

<2> upektnsa 96/29/Espatom Coseta EC ot 13 mas 1996 r., ycraHasnusaiowan 6a3osble
CTaHAApPTbl 6€30MacHOCTU ANA 3aWmTbl 340P0BbsS PAabOTHMKOB M O6LLECTBEHHOCTM OT OMAaCHOCTEN,
BbI3BaHHbIX MOHU3UPYIOLWMM n3nydyeHnem (O N L 159, 29.6.1996, cTp. 1).

<3> upektmea 2001/18/EC Esponeiickoro napnameHta u Coseta EC ot 12 mapta 2001 r. o
npeaHame peHHOM BbIMyCKe B OKPY KatOLLYO cpeay reHeTuye ckM MoanduunMpoBaHHbIX OpraHM3MoB 1 06
oTmeHe [upekTtnebl 90/220/ESC CoseTa EC (O N L 106, 17.4.2001, cTp. 1).

<4> Nunpekrtnsa 2004/23/EC Esponeiickoro napnameHTta n Coseta EC ot 31 mapta 2004 r. 06
YCTAHOBNEHMWN CTAHAAPTOB KavecTBa M 6e30macHOCTM Ans AOHOPCTBA, NPUObpeTeHMsn, KOHTPOoAs,
06paboTKK, COXPaAHEHMA, XPAaHEHMA U pacnpeaeneHns YenoBedYecknx TKaHel n knetok (O N L 102,

7.4.2004, ctp. 48).

<5> Nupektmea 2002/98/EC Esponeiickoro napnameHTta u Coseta EC oT 27 axsapa 2003 r.,
yCTaHaBNMBalOLWAA CTaHAAPTbl KadvectBa M bHesonacHoctM ansa cbopa, TecTuposaHuA, 06paboTkuy,
XPaHEeHUs 1 peanmnsaumm KpoBM YeT0BEKA U ee KOMNOHEHTOB U 06 n3meHeHunn Aunpektmebl 2001/83/EC
(OXN L 33, 8.2.2003, cTp. 30).

<6> [upektusa 2010/53/EC Esponeickoro napnameHta u Coseta EC oT 7 wiona 2010 r. o
CTaHpapTax KayecTBa M 6e30MacHOCTN YeN0BEYECKMX OPraHOB, MPeAHA3HAYEHHbIX 418 TPAHCMIaHTaLmm
(O N L 207, 6.8.2010, cTp. 14).

<7> Oupektusa 2009/41/EC Esponeiickoro napnameHta u Coseta EC ot 6 masa 2009 r. 06
OrpaHUYEeHUN UCNONb30BAHMA FreHeTUYECKN MOoAUDULMPOBAHHbIX MUKpoopraHuamos (O N L 125,

21.5.2009, cTp. 75).
Cratba 92

Wccnenyemble NeKapcTBEHHbIE CPeACTBa,
WHble IeKapCTBEHHbIE CPeaCcTBa U NpoLeaypbl,
npegocTaBnfemble cybbekTy Ha 6e3B03mMe34HON OCHOBE

bes ywepba aelicteuio chepbl NONHOMOUMI rocyfapcTe-yneHoB EC no onpeseneH1to NOAUTHKM B
06/1aCTV 34paBOOXPAHEHMA, @ TaKMKe OpraHM3aUMM M OKasaHuA yCayr B chepe 34paBoOOXpPaHEHUA U
MeAMUMHCKOTo 06CNYyXM1BaHNA, pacxobl Ha UccnesyemMble 1eKapCTBEHHbIe CpeACcTBa, BCoMOoraTe ibHble
NIeKapCTBEHHbIE CPeACTBa, MeaMNLMHCKOoe 0bopyaoBaHMe /A UX NpUema U Npouesypbl, CNeLMansHo
Tpebyemble NPOTOKO/IOM, HE OOJIXKHblI BO3M1araTbCA Ha CybbekTa, ecin MHOoe He npeayCMOTPEHO
3aKOHOAaTeIbCTBOM 3aMHTE peCoOBaHHOrO rocyAapcTBa-yaeHa EC.

Cratba 93
3awmTa AaHHbIX

1. Tocypapcrea-yneHbl EC npumeHsatoT Aunpektnsy 95/46/EC K 06paboTke nepcoHanbHbIX AaHHbIX,
oCcyLwecTBaaeMyo rocygapcresammn-yneHamm EC cornacHo Hactoawemy PernameHTy.

2. PernamenT (EC) 45/2001 npumeHseTcs K 06paboTKe nepcoHasbHbIX AaHHbIX, MPOBOANMON
EBponeickolt Komuccme U AreHTCTBOM COr/TacHO HacTosweMy PernameHTy.

Cratba 94



CaHKuMmn

1. TocypapcTBa-uneHbl EC ycTaHaBAMBAOT NpaBuUia O CaHKUMAX, MPUMEHSEMble B pe3y/bTare
HapyleHuiA HacToalero PernameHTa, U NPUHMMAIOT BCe HEOBXOAMMble Mepbl AN obecrneyeHmna mx
ncnonHeHua. MpeagycMoTPeHHbIE CAaHKUMKN AO0KHbI ObiTb 3GPEKTUBHBIMK, NMPOMOPUMOHANBHBIMA U
OKas3blBaOLLMMU CAE PKMBAIOLLEE BO3AENCTBUE.

2. MpaBwnna, ykasaHHble B Naparpade 1, pacnpoctpaHatoTca interalia Ha cnepgytowee:

a) Hecobt0AEHUE NONOXKEHWUM, YCTAHOBAEHHbIX HAacTOALLMM PernameHToM, No NpeAcTaB/eHno B
6a3y gaHHbIX EC nHpopmaumm, npeaHasHavyeHHOM Ana obuero AocTyna;

b) HecobnioaeHWe NONOXKEHUN, YCTAaHOBAEHHbIX HacToAWwMM PernameHTom, o 6e3onacHocu
cybbekTa.

Cratba 95
[parkgaHCKas M yroNoBHanA OTBETCTBEHHOCTb

Hactoswuii PernameHT npumeHnaeTcs 6e3yuwepba Ae MCTBUIO HALMOHAIbHOTO 3aKOHO4aTE/1bCTBA U
3aKoHopaaTenbcTBa Colo3a 0 rpaykAaHCKOM M YrON0BHOM OTBETCTBEHHOCTM CMOHCOPa U UccieaoBaTenA.

Fnasa XIX. 3AK/TKOMUTE/IbHBIE MOJIOXKEHUA
CtaTba 96
OTmeHa

1. Anpektnea 2001/20/EC yTpaumBaeT cMAy C AaTbl, YKa3aHHOW BO BTOpPOM naparpade ctatbm 99.

2. Ccbinku Ha Aunpertmsy 2001/20/EC cuMTatOTCA CCbIIKAMM Ha HacToALLMIA PernameHT u yntatloTal
B COOTBETCTBUU C KOPPENALMOHHOM Tabnuueit, ykasaHHoM B MpunoxkeHuun VIl.

Cratba 97
MNepecmoTp

Yepe3nAaTbieT cAaThbl, yKa3aHHOM BO BTOpOM naparpade ctatbi 99, u Kaxaple nocneaytolme narb
net, EBponeickaa Komuccua npeactasndetr EBponeickomy napnameHty u Cosety EC oTueT o
NpPMMeHeHMn Hactosawero PernameHTa. YKasaHHbI OTYET LOMXKEH BKAOYATb OLLEHKY BAWUAHMA
PernameHTa Ha Hay4YHbIN M TEXHONOIMYECKMI NPOTPECC, NCYEPMbIBAOLLY IO MHPOPMALMIO O Pa3UYHBIX
BMAAX KAMHWYECKMX WUCMbITaHWA, aBTOPM30BAHHbLIX COMIAaCHO HacToAwemy PernameHTy, U Mepbl,
TpebyeMmble gna NOAAE PPKAHNA KOHKYPEHTOCNOCOOHOCTM €BPONENCKOTO KAMHMYECKOTO NccnefoBaHmA. B
HeobX0AUMbBIX CAy4Yasax OTYeT [JOJ/IKEH COMPOBOMAATLCA 3aKOHOAATE/NIbHBIM  MPEe/0XKEHMEM,
OCHOBAHHbIM Ha OTYeTe, ANA NPMBEAEHUA B COOTBETCTBME NONOKEHUIM HAacToALLero PernameHTa.

Cratba 98
MNepexoaHble NON0XKeHNA
1. NyTem YacTUYHOro OTCTYNAeHMA oT cTaTbk 96 (1) HacToAwero PernameHTa B TOM ciyyae, ecam
3anpoc Ha aBTOPM3ALMIO KAMHUYECKOrO MCMbITAHUA MpeacTaBNeH A0 AaTbl, YKa3aHHOW BO BTOPOM

naparpage cratbu 99 HacToAwero PernameHta B cooTBeTcTBMM € [upektmsoin 2001/20/EC,
OCyLLEeCTBNEHNE OAHHOTO KAWMHWYECKOTO MCMbITaHUA MPOAO/IKAET PEerynpoBaTbCA MOJOXKEHUAMA



yKasaHHOM IMpeKTUBbLI 4O UCTEYEHUATPEX NeT.

2. MlyTemMy4yacTUYHOro oTCTyNnAeHuA oT cTaTbm 96 (1) HacToAwero PernameHTa, B C/1y4ae eCiu 3anpoc
Ha aBTOPM3ALMIO KIMHUYECKOTO UCMbITAaHUA NPeAcTaBAAeTCA MeXay LeCcTbio MecAuamm nocae aatbl
nybanKaumMm yBe4OMAEHUA, YKa3aHHOTO B cTaTbe 82 (3) HacTosAwero PernameHTa, n 18 mecsauamum nowie
4aTbl Ny6AMKauumn JaHHOTO YBEAOMAEHUSA, UK, ecn NyBAnKauusa 3TOro yBeOMAEHUA NPOUCXOaUT
paHee 28 Hosbpsa 2015 r., ecnun 3anpoc nogaeTca B nepuog mexay 28 maa 2016 r. n 28 man 2017 r,,
YKa3aHHOE KAMHMYECKOE UCMbITaHME MOKEeT ObITb HAYaTO B COOTBETCTBMM CO CTaTbAMM 6, 71 9 [iIMpeKTUBDI
2001/20/EC. OcyuwecTBneHUe AaHHOMO KAMHWUYECKOrO WCMbITaHMA MPOAO/IKAeT pPeryampoBaTtha
YKa3aHHoOM [lMpeKTnBoi fo ncteveHmna 42 mecaues nocse Aatbl NyH6AMKaumm yBe JOMIEHUSA, YKa3aHHOMO
B cTaTbe 82 (3) HacToAlero PernameHTa, nan, ecnum nybamKkauma npomsoliia paHee 28 Hosbpa 2015 r.,
[0 28 mas 2019 r.

Cratba 99
BcTynneHue Bcuny

HactoAawmii PernameHT BCTynaeT B cuy Ha [ABajuaTblid AeHb nocne ero onybnuvkoBaHuA B
OduupnanbHoM KypHane Esponeickoro Cotosa.

OH J0NXKeH NPUMEHATLCA MO UCTEYEHUW LWECTU mMecAleB C AaTbl Nyb6anKauumn yBeaoMAeHus,
yKas3aHHoro B ctatbe 82 (3), Ho B tobom cnyyae He paHee 28 mas 2016 .

Hactoawmii PernameHT aBnseTca ob6s3aTe/ibHbIM B MOJHOM 06beMe W MOAJ/IEKUT MPSMOMY
NPUMeHEeHMIo BO BCeX rocyaapcTBax-yneHax EC.

CoBeplueHo B Ctpacbypre 16 anpena 2014 r.

(Nognucn)

MpunoxkeHune |
3AABOYHOE 40OCbE NPU NEPBOHAYA/IbHOM 3AABJIEHUU
A. BCTYNMJIEHUE N OBLLUWE NPUHLLATIBI

1. CnoHcop, rae 3To NPUMEHUMO, AO/XKEH COC/AThbCA Ha npeablaylipne 3assneHusa. Ecnmn takue
3aABneHMA BblAM  npeacTaBieHbl APYrMM CMOHCOPOM, HeobxoAumMo MpPeAcTaBUTb MUCbMEHHoe
cornaiwieHue.

2. B cnydyae eCcnan KnmHu4yeckoe ucnbiTaHMe CnoHCUpyeTcA bonee uem OAHUM CNOHCOPOM,
ﬂO,ﬂ,pO6Haﬂ VIHd)OpMaLI,VIﬂ 06 ob6s3aHHOCTAX KaXXaoro n3 CrnoHcopoB AO0/1XKHa 6bITb npeacras/jieHa B
3aABOYHOM A0OCbe.

3. 3asBneHue [OO0NKHO 6bITb NnoAMNuUCaHO CrOHCOPOM WAW ero npepacrasutenem. loanuch
noarsepXxgaeT, YTo CNOHCOP CHUTAET, YTO!:

a) npefocTasieHa nosiHasa nHdopmaums;

b) npunaraemble 4OKYMEHTbI COAEPKAT MONHbIN OTYET O AOCTYMHOW MHOOPMALNK;



C) KAINHN4YeCKoe NcnbiTaHe NpoBOo4aUnUTCA B COOTBETCTBUUN C MPOTOKO/IOM; U
d) KAMHWYECKOE UCMbITaHMe NPOBOAMTCA B COOTBETCTBUM C HACTOALWMM PernameHTOM.

4. Ha 3a8BOYHOE JOCbe K 3asiB/IEHUIO, COAEPrKALLLEMY TONbKO acneKTbl YacTu | oTyeTa 06 ougeHKe,
yKa3aHHOro B cTaTbe 11, pacnpocTpaHATCA TONbKO pasaenbl B-J u Q HacToAwero MNpunokeHus.

5. bes ywepba gencTeuto ctatbM 26 Ha 3a8BOYHOE AOCbE K 3aABAEHWIO, COAE PKALLEMY TOJIBKO
acnektbl Yactu |l oTyeTa 06 oueHKe, yKa3aHHOro B ctaTbe 11, M Ha 3aABOYHOE AO0Cbe K 3anB/IEHUIO,
YKa3aHHOMY B cTaTbe 14, pacnpoCcTpaHAKTCA TONbKO pasaenbl K- R HacToawero MNpunoxeHumsa.

B. CONPOBOANTE/NIbHOE MNCbMO

6. B conpoBoauUTENIbLHOM NUCbME HEOBX0AMMO YKa3aTb HOMeP UCnbITaHua EC U yHMBEpcanbHbIi
HOMEP UCMbITaHWA M aKLEeHTUPOBaTb BHUMaHME Ha KaKMX-1MB0 0cob6eHHOCTAX KNMHUYECKOTO UCMbITaHUA.

7. OHaKo B COMNPOBOANTEILHOM MUCbME HET HE0DXOAMMOCTM BOCTPOM3BOAUTL MUHPOPMALMIO, yiKe
cogepraluytoca B dopme 3anasneHmnaA EC, 32 UCKNOYEHMEM C/le Ay IOLLErO:

a) CI'IELI,VId)M‘-IECKVIe NPU3HaKn nonynaunm KAIMHN4YECKOro ncnblTaHA, Takne Kak Cy6'beKTbI, KOTOpble
He B COCTOAHUN OaTb MHCI)OpMVIpOBaHHoe cornacume, HecosepLleHHONEeTHNE U 6e peMeHHbIE U KOpMALLME
KEeHLWMWHbI;

b) BKNOYaeT I KAMHNUYeCKoe UCMbITaHME nepBoe Ha3HayeHuWe HOBOIo aKTMBHOIO BeLleCTBa
Ye/10BEKY,

c) 6blna NN NoNyyYeHa Hay4YHas KOHCy/NbTauma AreHTCTBa, rocyaapcrea-uneHa EC vnu TpeTbei
CTPaHbl B OTHOLIEHWM KANHUYECKOTO UCMbITaHWUA MU UCCAEAYEMOTO IEKAPCTBEHHOTO CPEACTBa;

d) ABNSETCA IN KNMHUYECKOE UCTbITaHME YaCTbo MW NPEAHA3HAYEHO AN1A TOTo, YTOObI CTaTb YacTbio
MnaHa nccneposaHua B neanatpun (PIP), KaKk ykasaHo B pasgene |l rnasbl 3 Pernamenrta (EC) 1901/2006
(ecnn AreHTCTBO YyrKe BblHecno peweHue o PIP, conpoBoauTenbHOE NMUCbMO COAEPXMUT CCbIKY Ha
pelleHne AreHTCTBa Ha cBoe M Beb-calite);

e) ABNAITCA N nccnegyemble IeKapCTBEHHbIE CPeICTBa UM BCMOMOTaTe ibHble J1IeKapCTBEHHbIe
cpeacTBa HaPKOTUYECKMMM, MNCUXOTPOMHLIMM MAKN  paanodapmMaLeBTUYECKUMM 1eKapCTBEHHbIMM
cpeacTBamu;

f) cocToaT nn mccnesyemblie NeKapcTBEHHbIE CPEACTBA U3 FeHeTUYeCcKu MoandUUMPOBaHHOTO
OpraHM3ma UM OPraHM3MOB MM COAE PIKAT UX;

g) Noly4mn I CNOHCOP cTaTyc 0pdaHHOIO IEKAPCTBEHHOTO CPEeACTBA B OTHOLLEHMM UCC/IeAyEMOTO
JleKapCcTBEHHOTro cpeacTBa ANs 0pdaHHOro COCTOAHMUS;

h) ncyepnbiBaloWMin NepeyeHb, BKAKOYAA NPaBOBOW CTaTyC, BCEX /IEKAPCTBEHHbIX CPEACTB M
nepeyeHb BCEX BCIOMOTATEIbHbIX IEKAPCTBEHHbIX CPEACTB; U

i) nepeyeHb MeaNUMHCKOTro 060pyA0BaHMA, KOTOPOE UCCAELYETCA B KIMHUYECKOM UCMbITaHUK, HO
KOTOpOE He ABNSETCA YacTblo UCCNeyemMoro JIeKapCTBEHHOrO CpeacTBa WAWM CPeacTB, BMecCTe C
yTBEpPXKAEHMEM 0 MapKupoBKe CE 060pyoBaHUA AnsA NpeAnosiaraeMoro Mcnosb30BaHus.

8. B conpoBoauTebHOM NUCbME HEOBXOAMMO YKasaTb, r4e B 33aABOYHOM [OCbE COAEPMKUTCA
nHdopmaLma, yKkasaHHaA B naparpade 7.

9. B conposoauTeslbHOM nNncbme HeO6XO,D,MMO YKa3aTb, CYUTAET 21K CNOHCOP KAUHWUNYECKoe
WCMbITaHME UCMbITAHNEM C HU3KOM CTENEHbIO BMeLWaTeNnbCTBa, BKAKOYaAnA I'IO,CI,pO6HO€‘ obocHoBaHMe.



10. B conpoBoauTEIBHOM NMUCbME He0HX0AMMO YKa3aTb, TPebyeT I MeToA0N0TUA KTMHUYECKOrO
MCMbITaHUA HAa3HAYEHUA NPUEMA Pa3/IUYHbIX UCCeLyeMbIX IEKAPCTBEHHbIX CPEeACTB rpynne cybbeKTos,
HeXXenn oTAEeNbHbIM CybbeKTam, U, Kak cneactsue, byaet m nonyyeHo MHGOPMMUPOBAHHOE cornacve
YN POLLEHHbIM COCO6OM.

11. B conpoBoAMTENbHOM NMUCbME HEOHXOAMMO YKa3aTb, IAe B 3afBOYHOM [AOCbE COAEPHKUTCA
nHdopmauma, Heobxoanmas AnA OLLEHKU TOro, ABASETCA /1M HeXenaTeNbHasa peakuma Nno4o3peHMeM Ha
HenpeaBnAEHHYIO CEPbE3HYI0 HEXeNaTeNbHY0 peakL Mo, ABAAOLWAACA CNPaBOYHOM MHPOpMaumel no
6e3onacHocTu.

12. B cnyyae NOBTOPHOM MoJayn B COMPOBOAMTEIbHOM MUCbME HeobXoAMMO yKasaTb Homep
ucnbiTaHna EC npeaplaywiero 3adBfeHMsA O KAMHWYECKOM WCNbITaHUK, BbIAEAUTb M3MEHEHMs Mo
CPaBHEHMIO C MpeablayliMm 3afBNeHUEM, W, FAe NPUMEHUMO, YKasaTb, Kakum obpasom 6biau
paccMoTpeHbl BOMPOCHI, He pa3peLleHHble NpU NepBo Nogade 40KYMeHTOB.

C. POPMA 3AABNEHUAEC
13. dopma 3asBneHus EC, 3anonHeHHaA HagneKalmm o6pasom.
D. NMPOTOKON

14. MNpoToKkon onucbiBaeT Ueab, NAaH, MeTOAONOrMIo, CTaTUCTMYEeCKMe BOMPOCHI, 3ajayn u
OpraHn3aumio KTMHNYECKOrO UCMbITaHUA.

15. MpoToKoA naeHTUPUUMpPYETCA NYTEM YKA3aHUA Ha:

a) HaMMeHOBaHMe KNMHUYECKOro UCMbITaHuUS;

b) Homep ucnbiTaHua EC;

C) HoMep KoZa NPOTOKO/1a CNOHCOPa, ONpeae ieHHbIN A1 BCeX ero Bepcuit (rae npumMeHnmo);

d) gaTy n Homep Bepcumn, NoaiesKalle i NpMBe AeHUIO B COOTBETCTBME NPU BHECEHWUU UBMEHEHWIA;
€) KpaTKoe Ha3BaHMe UM HauMeHOoBaHUe, NPUCBOEHHOE MPOTOKOAY; U

f) HaMmeHoOBaHME M aApec CNOHCOPA, a TaKKe HaMmeHOoBaHMe U 0683aHHOCTU NpeacTaBUTENA U
npeacraBuTenie CNOHCOpPa, aBTOPU30BAHHOIO MOAMUCHIBATL MPOTOKOA UK ntoboe cylecTBeHHoe
M3MeHeHMe NPOoTOoKoa.

16. NMpoTOKO/ NPeanoYTUTE/IbHO COCTaBAATbL MO BO3MOXKHOCTU B MUCbMeHHOM popme 1 dopmarte C
BO3MOXHOCTb}0 JIEFKOT0 A0CTYNa M NOUCKA, HEXKEN B CKAHUPOBAHHbIX U306paKe HUAX.

17. NpOTOKOAN KaK MMHUMYM JO/KEH BKAOYaTb ceaytollee:

a) 3asAB/IEHME O TOM, YTO KAMHUYECKOE UCTMbITaHWE NPOBOAUTCA B COOTBETCTBUM C NPOTOKOJIOM,
HacToALWMM PernamMeHTOM U NPUHLMNAMM HaZ/1eKalle i KNMHUYE CKOW NPaKTUKY;

b) MC‘-IepFIbIBaPOLLI,VIﬁ nepedyeHb BCeEX WUCCneayeMbIX NeKapCTBEHHbLIX Cpeacts UM BCeEX
BCMOMOTraTe/IbHbIX 1IE€KAPCTBEHHbIX CPe ACTB,

C) KpaTKI/Iﬁ OTHET O CBedeHMAX, NONTy4YEeHHbIX B XOo4e HeKIUHN4YeCKUxX MCCJ'Ie,CI,OBaHMlZ, KOTOpble
noTeHUManbHO o6nap,a+0T K/IMHMYE CKOM 3HAYMMOCTbIO, U APYTrnMX KINHN4YeCKnxX NCMbITaHUN, peneBaHTHbIX
AaHHOMY KTMHNYECKOMY UCNbITAHUIO,

d) KpaTKoe WUn3NnoxXeHune U3BEeCTHbIX U NOTEHUWMANIbHbIX PUCKOB U MOJ1b3bl, BK/IKOYAA OUEHKY



0XXMAAeMOM NOJb3bl U PUCKOB A/151 OLLEHKWU B COOTBETCTBUM CO CTaTbeM 6; 419 CyObEKTOB, HAXOAALLMXCA B
ypesBblyaliHOM CUTYyaUUM, AOJKHbI OblTb AOKYMEHTUPOBAHbI HayYHble 060CHOBAHMWA, NO3BOASIOLLME
0XXMAaTb, YTO yYyacTue CybbeKTOB MOTEHUMANbHO NPUHECETNPAMYIO M0J1b3Y B KIMHUYECKOM OTHOLLEHWUM;

e) B cly4yae ecnuv NaumeHTbl y4acTBOBaIM B Pa3paboTKe KAMHMYECKOTO UCMbITaHUA - ONMCaHUe MX
y4yactus;

f) onucaHune n obocHoBaHMe O03bI, PEXKMMA AO3UPOBAHUS, CNOCOD NpMema U BBeAeHUSA, Nepurog,
JleYeHun AN Bcex UCC/eayeMblX IEKAaPCTBEHHbIX CPEACTB M BCMOMOraTe/1bHbIX IEKAPCTBEHHbIX CPEACTB;

g) 3asBneHMe O TOM, aBTOPM30BaHbl M WCCAeAyeMble JIeKapCTBEHHble CcpeacTBa M
BCMOMOraTe ibHble /IeKapCTBEHHbIE CPEACTBA, MWCMO/b3yeMble B KAMHUYECKOM WCMbITaHUW, ecau
aBTOPW30BaHbI, TO, NPEANOoNaraeTca M, YTO OHU ByAyT UCMOb30BaHbl B COOTBETCTBMM C YC/I0BUAMM
paspellieHna Ha MapKeTUHI, €CAM He aBTopu30BaHbl - TO O06OCHOBaHWE WCMO/1b30BaHKA
HEeaBTOPM30BaHHbIX BCMOMOTaTe IbHbIX IEKAPCTBEHHbIX CPEACTB B KNMHUYECKOM UCMbITaHWK;

h) onucaHue rpynn uam noAarpynn cyb6beKToB, y4acTBYHOLLMX B KTMHUYECKOM UCMbITaHUK, BKOYaS,
rae NPUMEHUMO, rpynnbl Cy6beKTOB C 0COBbIMU HY}KAaMW, HaNnpPUMep, Y4UTbIBan BO3PacT, Mo, yyactve
3[10POBbIX BO/IOHTEPOB, CyObEKTOB C PeAKUMMU U YAbTPa-pe kMM 6onesHAMNY;

i) CCbI/IKM Ha /NUTeEPATypy U LOaHHble, KOTOpPble OTHOCATCA K KAWMHUYECKOMY UCNbITAHUIKO U
06eCI'IeLIVIBaI-OTeI'OOCHOBaHI/Ie;

j) paccmoTpeHMe BoOMpoOCa aAKTya/llbHOCTM K/JAMHMYECKOTO WCMbITaHMA ana  obecrneyeHus
BO3MOXHOCTW OLLeHKM B COOTBETCTBUM CO CTaTbeM 6;

k) onucaHue Bnaa NPoOBOAMMOroO KAMHUYECKOrO UCMbITAHUA M PacCMOTPEHME BOMPOCa MJaHa
MCNbITaHUA (BKAKOYaA CXeMaTUYECKYI0 AMarpammy MaaHa MWCMbiTaHWA, npoueayp W 3Tanos, rae
NPUMEHUMO);

|) CI'IELI,VId)VIKaLI,VIﬂ NePBUYHBIX KPUTUYECKUX TOYEK, €C/IM TaKOBblE MMEKTCA, noanexKalux
M3mepeHUo B npouecce KINHNYECKOro UCnbiTaHUA,

m) onncaHne mep, npegnpuHnmaemblX gna MUHUMN3aUNN CUCTEMATUYECKUX owmnbokK OLUEHKMN,
BKNKOYaAdA, rge npumMmeHMmo, paH4omMn3agnio u MaCKMpoBaHue,

n) onucaHWe OXMOAEeMOM  MPOAO/KUTENbHOCTM  y4acTua  cybbekTa W onucaHue
nocnea0BaTeIbHOCTU U NPOAO/IKUTEIbHOCTU BCEX MNEPUOAOB KAMHUYECKUX WCMbITaHWA, BKAOYas
nocneayloulee HabnoaeHue;

O) 4yeTkoe MU OAHO3Ha4YHOEe onpegeneHue 3aBepuieHnAa pacCMmaTpmuBaemMoro KanMHUYeCKoro
MCMNbITAHNA CY4ETOMTOrO, YTO UM HE ABNAETCA AaTa NocnegHero sBu3nTa nocnegHero Cy6'b€KTa,yKa3aHMG
pacquHof/'l AaTbl 3aBeplieHnAnee O6OCHOBaHMe,'

p) OonuncaHne Kputepues npekpaweHma yacTel KAMHUYECKOro MCMbITaHUA U KAMHUYECKOro
MCMNbITAaHUA B LENTOM;

g) Mepbl MO COXPAaHHOCTU PAHAOMMU3ALMOHHbIX KOLOB CXEM 1eYEHUA B KTMHMUYECKOM UCMbITaHUW U
npoueayp PackpbITUA KOAOB, r4e NPUMEHUMO;

r) onucaHue npoueayp MaeHTUGUKaALUUKN OaHHbIX, NOAJEKALUMX 3aHECEHMIO B MHAMBUAYAbHbIE
PerncTpaumoHHble KapTbl, PaCCMaTPMBAEMbIE B KQYECTBE UCTOYHWUKA AAHHbIX;

S) onucaHne mep No cobnAeHUIO NPUMEHMMbIX NpaBun ana cbopa, XxpaHeHus U byayuiero
MCNob30BaHMA Bonornyeckmx 06pasuoBs CybbeKToB KAMHMYECKOro UCMbITaHWA, TAe NPUMEHUMO, eI
OHO He COAle PXKUTCA B OTAE/IbHOM JOKYMEHTE;



t) onucaHWe mep MO OTCAEXMBAHWUIO, XPAHEHUIO, YHUUTOMKEHUIO U BO3BPaTy MUCCaedyemoro
NeKapCTBEHHOrO CpeacTBa U HeaBTOPWM30BAHHOIO BCMOMOTATE/IbHOIMO JIEKAPCTBEHHONO CpeacTBa B
COOTBETCTBMM CO CcTaTbeln 51;

U) onnucaHne npnumMmeHAeMbIX CTaTUCTUYECKUX MEeTOA0B, BK/1KOYaA, rae aTo NpuMeHNMO:

- Bpema noboro 3an/1aHNPOBAHHOIO MPOMEXKYTOYHOINO aHanAn3a U KO/N4YecCTBO Cy6'beKTOB,
3an/1aHNPOBaHHOE ANA KOHTPOANA,

- NPUYMHbBI ONpeeneHNa pasmepa BbiIbopKuy;

- pacyeT MOLWHOCTU KIMHNYECKOTO UCMbITAHNA U KTMHNYECKOMN 3HAYMMOCTH;
- UCNOJIb3YEMbI YPOBEHb 3HAYMMOCTH;

- KpUTEPUU NPEKPALLE HAA KNMHUYECKOTO UCNbITaHUA;

- npoueaypbl pacyeTa YTePAHHbIX, HEUCNO/ZIb3OBAHHbLIX U JZIOXHbIX AdHHbLIX W NpoLledypbl
OTYETHOCTM 0 N1t0ObIX OTKNOHEHUAX OT Ne PBOHA4Ya/bHOIO CTaTUCTUYECKOIO NJ1aHa; U

- Bbl60p CY6'be KTOB, BKZ1lOYaEMbIX B aHaU3;

V) OonmncaHune Kputepues on1Aa BKAKOYEHNA U ANA OTKA3a BO BK/IKOYEHUU CY6'bEKTOB, B TOM 4yucne
Kputepuun gna UCKAKYeHUA CY6'bEKTOB n3nevyeHnAa U KNNHN4YeCKoro NcnbitaHmA,

W) onncaHme npoueayp no NUCKAKYeHUo CYG'beKTOB M3 nevyeHnAa nan KAINHM4YeCKoro ncnbiTtaHuAa, B
TOM 4ucne npouenypbli no c6opy AAdHHbIX B OTHOWEHUU UCKZTHOYEHHDbIX Cy6'bEKTOB, npoueayp no 3ameHe
cy6be KToB M nocneaywuiee Habn rogeHne 3a CY6'bEKTaMM, KOTOpbIe 6bI/IN UCKNTHOYEHDI U3 TIEYEHMA NN U3
KANHNYECKOro ncnbiTaHuA,

X) obocHOBaHWe ANnA BKAOYEHUA CyOBEKTOB, KOTOPbIE HE B COCTOAHMU AaTb MHPOPMUPOBAHHOE
cornacue, unu Apyrmx ocobbix NONYyAALMM, TaKMX Kak HECOBEPLLUEHHONETHME;

y) obocHOBaHMe pacnpeaeieHns nona u Bo3pacta cybbeKToB U, ecn OTAebHaA rpynna no nosy
WV BO3PACTY UCK/IOYEHA U3 KTMHUYECKUX UCMbITAHUI MU HELOCTAaTOYHO NPeaCcTaB/ eHa, - 06bACHEHWe
NPUYMH M 0OOCHOBAHME KPUTEPMEB OTKA3a BO BKIIOYEHWM;

z) noapobHoe onucaHue npoueayp Habopa 1 NoNyYeHns HGOPMMPOBAHHOTO Corlacua, 0CobeHHO
ecnu cybbeKTbl He B COCTOAHMM AaTb MUHPOPMUPOBAHHOE COrNacue;

aa) onncaHne nevyeHuA, BKAKOYAA J1IeKapCTBEHHbIE CPeAaACTBa, KOTOPble paspelweHbl Wan He
pa3peweHbl 40 UK BO BpeMA KTUHNYECKOTO UCNbITaHUA,

ab) onucaHMe npoueayp y4yeta NOCTaBKM M Ha3HAYEHWUS| NEeKAPCTBEHHbIX CPEACTB CybbeKTam,
BK/110Yas COXPaHEHWE MaCKMPOBaHUA, rAe NPUMEHNMO;

ac) onucaHune npoueayp MOHUTOPUHTA cOBN0AEHUA CyObeKTOM, rae NPUMEHUMO;
ad) onucaHMe meponpUATUIA MO MOHUTOPUHTY NPOBE AEHWNA KNNHNYECKOTO UCMbITaHUS;

ae) onucaHWe MeponpuATMI NO yxody 3a CybbeKkTamu Moc/ie MX 3aBepLIeHMs y4yacTusa B
KJAMHMYE CKOM UCTbITaHUW, €CAU TaKOM AONONHUTENbHbIN YX04 He0BX0AMM BCAeACTBUE YYacTuA cybbeKTa
B KAMHMYECKOM MCMbITaHUM W €CAU COCTOAHME OTAMYAETCA OT OXWAAEMOro B OTHOLUEHUM
paccmaTpMBaeMOoro meauUMHCKOTO COCTOAHMNSA;

af) cneundukauma napameTpoBs 3PpPeKTUBHOCTU M 6E30MACHOCTH, a TaKKe MeTOA0B U CPOKOB ANA
OUEHKM, 3aMnUCN M aHaNU3a 3TMX NapameTpOB;



ag) onucaHue 3TUYECKUX BOMPOCOB B OTHOLUEHUW KIMHUYECKOTO UCMbITaHWUA, eC/IN TaKoBble He
onucaHbl rae-nunbo ele;

ah) 3anBneHue cnoHcopa (B NPOTOKO/E UK B OTAENbHOM AOKYMEHTE), NOATBEPXKAAOLLEE, YTO
nccneaoBaTeNIn U MHCTUTYThI, yYacTByoLWME B KNTMHUYECKOM UCMbITaHUK, JOAXKHbI AaTb paspeLleHe Ha
MOHWUTOPUHI B OTHOLIEHUU KNMHUYECKOTO WUCMbITaHMA, ayauT n obasaTesibHble NPOBEPKM, BKIOYAA
obecneyeHne NPAMOro AOCTYNa K UCTOYHMKY JaHHbIX U JOKYMEHTaM;

a|) onmncaHne NOJINTUKU B OTHOLWWEHUN FIY6!'IVIKaLl,VIVI,'

aj) Hagnexawmm o6pasom 060CHOBaAHHbIE MPUYUHbI MPEACTABAEHMA KPATKOro oTyeTa o
pesynbTaTax KANHUYE CKUX UCTIbITAHWIA N0 UCTEYEHUMU FO43;

ak) onvcaHne meponpuATUiA gna cobatoLeHNA NPUMEHSAEMbIX NPaBWA O 3alumUTe NepPCoHabHbIX
AaHHbIX; B YaCTHOCTW, OPraHM3aUMOHHbIe U TEXHUYECKME MepOonpUuaATAA, KOTopble ByayT BbINOAHEHbI BO
n3berkaHue HeCaHKUMOHMPOBAHHOIO AOCTYNA, PacnpPOCTPaHEHWS, pasrnalleHnsn, U3MeHEHUA UK yTepn
MHbOpPMaLMM U 06paboTaHHbIX AaHHbIX;

al) onucaHue mep, KoTopble ByayT BbINOAHEHbI ANA 0becneyeHUa KoOHPUAEHUMaNbHOCTU 3anmcei
M NepPCoHaNbHbIX AaHHbIX CYyObEKTOB;

am) onucaHMe Mep MO CHUMKEHMIO BO3MOXHbIX HebnaronpuaTHbix 3¢deKToB, KoTopble 6yayT
BbINOJIHEHbI B C/1yYae HapyLueHUs 6e30MacHOCTM AaHHbIX.

18. EcnuM KAMHMYECKOE WCMbITaHWe MPOBOAUTCA C MCMO/Ab30BaHMEM aKTUBHOIO BelLEeCTsa,
poctynHoro B Colo3e nof pasHbIMW TOProBbIMM HAaMMEHOBAaHMAMW B PAfe aBTOPU30BaHHbIX
NIeKapCTBEHHbIX CPeACTB, B NPOTOKO/E MOMKHO OMUCaTb NeYeHne B TePMMHaX Ha3BaHWUA aKTUBHOTO
BELLECTBA MM TO/IbKO aHaTOMO-Te panesBTuyecko-xmmmueckoro (ATC) Koaa (ypoBeHb 3 - 5) M He yKa3biBaTb
TOProBoe HauMeHOBaHME KaXaoro cpeacTea.

19. B OTHOWEHWM YBEAOM/IEHUA O HeXKesaTe/ibHbIX fB/IEHUAX B MPOTOKOAE A0JIKHbl OblTb
NMAEHTUOULMPOBAHbI KaTEFOPUMK:

a) cepbesHble ABNEHMA WAW NabopaTopHble OTKAOHEHWA, ABAAIOLLMECA KPUTUYECKMMMU AnA
oueHMBaHMA 6e30NacHOCTM U O KOTOPbIX UCCef0BaTe b 401 XKEH COOBLMTL CNOHCOPY, U

b) cepbesHble HerkenaTesbHble ABAEHUS, O KOTOPbIX He TpebyeTca HemeneHHO COObLWMUTL
CroHcopy;

20. B npoToKone A0MKHbI 6bITb ONMCaHbI CeayroLwme Npoueaypbl:

a) BbIAB/MIEHME M 3aMUCb HEMKENATENbHbIX ABEHMUI UCCNea0BaTENEM, @ TaKKe COOBLLEHNE O HUX
CroHCopY;

b) cooblieHne nccneaoBaTe s CIOHCOPY 06 3TUX CEPbE3HbIX HEXKENaTeIbHbIX ABEHMUSAX, KOTOpble
6611 MAEHTUGMLMPOBAHbI B NPOTOKO/1E KaK He Tpebylolime Hemea/1eHHOMo CO0b e HUS;

C) coobuLieHMe cnoHcopa 0 NOA03PEHMAX HA CEPbe3HbIE HEXeNaTebHble peaKunn B 6asy AaHHbIX
no ¢papmakoHaa3opy; u

d) nocnepayrouwee HabnogeHMe 3a cybbekTaMm MOCe HeXXenaTelbHbIX PeaKkLUuii, BKAoYan ero Bug,
N NPOAONKUTENbHOCTb.

21. B cnyyae ecnum CNOHCOP HaMepeH NpeacTaBuUTb eAuHbIA oT4eT No 6e30NacHOCTM MO BCEM
nccnegyembiM 1€ KapCTBEHHbIM Cpe ACTBaM, UCMO/1b3YyeMbIM B KTIMHUYECKOM UCMbITAHWUM B COOTBETCTBUM
co cTtatbein 43 (2), B NpOTOKONE A0NKHbI ObITb YKa3aHbl MPUYMHbI.



22. B npoToKone [o/KHbI ObiTb PAacCMOTPEHbI BOMPOCHI, KacalolMecs MAapKUPOBKM U CHATUSA
MaCKMPOBKU UCC/Ie AyeMbIX JIEKAapCTBEHHbIX CPeACTB NPU HE0BX0ANMOCTY.

23. npOTOKOl'I AO0KEH CONPOBOXKAATLCA Ycrasom Komuteta no MOHUTOPUHTY N 3alLNTE AaHHbIX
naunMeHTos, rae NPUMeHMUMO.

24. K NpOoTOKONY JONKHO ObITb NPUNOMKEHO KPATKOE U310KEHNE NPOTOKONA.
E. BPOLUHOPA UCCNELOBATENA (1B)

25. Heobxoammo npeactaBuTb IB, COCTaBNEHHYIO B COOTBETCTBUM C YPOBHEM HayUHbIX 3HaHUI U
MeXOYHAPOAHbIX PEKOMEHAALMN.

26. 3apaueli IB ABnseTcA npeaocTaBAeHMe UCCAef0BaTENAM U APYTMM YYaCTHUKAM KAMHMYE CKOMo
ncnbiTaHna MHGopMaLMn AnA COAENCTBUA B NMOHMMaHUM OCHOBAHWA ANA KAKOYEBbIX XapaKTe PUCTUK
NpPoTOKo/1a M obecneyeHmns nx cobntofeHms, TakMx KaK A403a, YacToTa npuema/uHTepBas npMema, cnocob
NPUMeHeHMWsA U NpoLLeaypbl MOHUTOPUHIA 6€30MacHOCTH.

27. UHdpopmauums B IB fonKHa 6bITb KPAaTKOM, NPOCTON, 06 bEKTUBHOM, LONKHA ObITb NPeAcTaBAeHa
B cbanaHcMpoBaHHOW ¢GoOpMe M He [0NKHA HOCUTb PEKAAaMHOr0 XapakTepa, 4Tobbl Bpay uau
nccnepoBaTesib MOMIN MOHATb M MPOBECTU OOBEKTUBHYIO OLEHKY aKTya/IbHOCTU Npezanosiaraemoro
KAMHUYECKOTO MCMbiTaHUA. B Hee [o/XHaA O6biTb BKAKOYEHa BCA AOCTYyNHas uHOOpMaums U
[OKa3aTenbCTBa, KOTOPble NOATBEPXKAAIOT OCHOBAHMA NPEAN0NaraeMoro KAMHNYECKOro UCMbITaHUA U
6e30MacHoe UCNo/b30BaHWE MCCAeLyeMOro NeKapCTBEHHOMO CPeACTBA B KAMHUYECKOM WUCMbITAaHUK,
TaKkKe |B gosi»kHa 6bITb NpeAcTaBieHa B BUAE KPATKMX CMPABOK.

28. Ecm nccneaiyemoe neKkapCTBeHHOe CpeACcTBO aBTOPM30BaHO M MCMNO/b3YeTCA B COOTBETCTBMM C
YCA0BUAMM paspelleHna Ha MapKeTUHr, 04obpeHHasa cnpaBKa O XapaKTepPMCTUKaX eKapCTBEHHOr
cpeactea (SmPC) 6yaet sapnatbca IB. EcAvM ycioBMA MCNONb30BAHWA KAMHWMYECKOTO MCMblTaHMA
OT/INYAKOTCA OT aBTOPU30BaHHbIX, SMPC pOomkHa 6biTb AOMNOMHEHA KPaTKOW ChnpaBKoOM Mo
COOTBETCTBYHOLMM HEKNMHUHECKUM U KNMHUYECKUM AaHHbIM, KOTOPbIE MOATBE PXAA0T UCMO/1b30BaHMe
nccnesyemMoro NeKapCTBEHHOro CpeacTBa B KAMHMYECKOM  McnbiTaHuW, Ecnm  uccneayemoe
NNeKapCTBEHHOEe CPeACcTBO NAEHTUGMLMPOBAHO B NPOTOKO/1E TO/IbKO MO aKTUBHOMY BELLLECTBY, CNOHCOP
fomKeH BblbpaTbh ogHy SmPC B KauecTse 3KBMBaseHTa IB 41 BCex neKapCTBEHHbIX CPeacTB, KOTopble
cofiepKaT laHHOE aKTUBHOE BELLECTBO M UCMO/b3YHOTCA B 1I106OM MeCTe NpoBeAeHUA UCMbITaHUA.

29. B OTHOWEHWM MHOFOHAUMOHANbHOMO KJAMHUYECKOro WCMbITAHWA B TOM CAy4vae, ec/iu
NCNO/Ib3yeMOe JIeKapCTBEHHOE CpeacTBO aBTOPM30BaHO Ha HAUMOHA/IbLHOM YPOBHE B KaXKAOM
rocygapcree-uneHe EC 1 SmPC oTnunyaeTca B 3aMHTEpPeCOBaHHbIX rocygapcresax-4aeHax EC, cnoHcop
OONKeH BblbpaTb ogHY SMPC gn5 BCEro KAMHUYECKOTOo UCnbITaHus. JaHHaa SmPC gonXKHa HauayyLwmm
obpasomobecneuymBaTb 6€30MaCHOCTb NaLMEHTA.

30. Ecnu IB He aBnaeTca SmMPC, To oHa AOMXKHA coAeprKaTb YeTKo naeHTMdnUmpyemblin pasgen,
nmeHyembln "CnpasoyHas MHopmauma no 6esonacHocTn" (RSI). B cootseTcTeum c naparpadamm 10 m 11
Mpunoxenus lll, RSI gonrkHa cogepkatb MHGopmaunio 0b nccnesyeMom IeKapCTBEHHOM CpeacTBe U 0
TOM, KaK onpefenuTb, KaKuMe HexenaTesibHble peakuuMum OyayT cuuTaTbCa NpeasuavMbivMm
HeXenaTeIbHbIMM PEAKLMUAMM, @ TAKXKE 0 YACTOTE U MPUPOLE ITUX HEXKeNaTebHbIX PeaKLMNA.

F. JOKYMEHTALLMA O COOTBETCTBUM HALJTEXKALLEEM NPOU3BOA,CTBEHHOWN
MPAKTUKE (GMP) MO UCCNEAYEMOMY JIEKAPCTBEHHOMY CPEACTBY

31. B oTHOLWEHUN AOKYMeHTaumm no cobnroaeHnio GMP npumeHsaeTca cneaytollee.

32. He TpebyeTca npeAcTaB/eHUA HUKAKOW AOKYMEHTaLMK, ECAN UCCNeAyEeMOe NeKapCTBEHHoe
CpeACTBO aBTOPM30BAHO M He Bbl10 MOANDULMPOBAHO, HE3aBMCMMO OT TOTO, NPOoM3BeAeHo oHo B Coto3e



WU HET.

33. Ecin mccheayemoe neKapcrBeHHoe CpeacTBo He 6bl10 aBTOPM30BAHO M Y HEro OTCYTCTBYET
paspeleHne Ha MapKeTUHI TPETbe N CTPaHbl, ABAAIOLLEACA y4acTHUKOM KoHde peHLpM No rapMoHmM3aumm
TeXHMYECKMX TpeboBaHUI K perucTpaumm GapmaueBTUYECKOM NpoayKuMM, npefHasHayeHHoW ANns
ncnonb3oBaHus yenosekom (ICH), n He npoussegeHo B Colo3e, TO Ao/KHa ObiTb NpeacTaBfieHa
cneyoLLan AoOKyMeHTaums:

a) Konua aBTOpPM3aLMK, YKasaHHOM B cTaTbe 61; 1

b) noarteepxaeHune KBannduumMposaHHoro nnua Cotosa, YTO NPOU3BOACTBO cooTBEeTCTBYET GMP,
KaK MUHUMYM 3KBMBaNeHTHO GMP Coto3a, ecv BO B3aMMHbIX COTalleHnsax mexay Coo30M 1 TpeTbmm
CTpaHaMM He NpeayCcMOTPeHbl Kakme-n11Mbo crneumanbHble MeponpuaTus.

34. Bo Bcex MHbIX Cny4daax gosxHa 6bITb npeacrassieHa Konma aBTopun3auunu, yKa3aHHOI7I B CTaTbe
61.

35. 1na npoueccos, CBA3aHHbIX C UCCeayeMbiM N€KAPCTBEHHbIM CPeACTBOM, YCTAaHOB/IEHHbIX B
ctatbe 61 (5), KoTopble noanekaT aBTOpPU3aLMM B COOTBETCTBUU CO CTaTbei 61, AoNXHaA ObiTb
npeacraBneHa JOKYyMeHTaumaA 418 AOKa3aTe1bCTBa COOTBETCTBUA TPe bOBaHUAM, YKa3aHHbIM B CTaTbe 61

(6).
G.JOCbE UCCNEAYEMOIO NEKAPCTBEHHOTO CPEACTBA (IMPD)

36. IMPD npegoctasnaeT MHGOpPMaUMIO O KavecTBe NOHOro Mccnemyemoro neKapCTBeHHOro
cpeacTBa, O MPOM3BOACTBE, KOHTPO/IE MCCNeAyemoro JIeKapCTBEHHOrO CPeacTBa WM AaHHbIX
HEKNUHUYECKUX UCCNEA0BAHNIN U KNMHUYECKOrO MCNO/Ib30BaHMA.

1.1. laHHble No uccnegye Momy neKapCTBEHHOMY CpeacTBY
BcTrynneHue

37. B oTHOWeEHMM AaHHbIX IMPD moxeT ObiTb 3aMeHEeHO ApYyron AOKYMeHTauuen, KoTopan
npeacTaBNAeTCs OTAENbHO UAM BMeCTe ¢ ynpoueHHbiM IMPD. deTanu Takoro "ynpouweHHoro IMPD"
yKasaHbl B pasgene 1.2 "YnpouweHHoe IMPD nyTem OTCbIZIKM K UHOM AIOKYMEHTauun".

38. Mepea Kaxxapim pasgenom IMPD gonKHbl HaX0AMTbCA COAE PHKaHNE N TNOCCaPUA.
39. UHdopmauma B IMPD gonHa 6bITb KpaTKOM.
[aHHble 0 KayecTBe

40. laHHble O KayecTBe A0JIXKHbI ObITb NPeACTaB/AEHbI B BUAE NOrMYECKOM CTPYKTYPbI, TAKOM Kak
moaynb 3 0buwero popmarta TeXHUYECKUX JOKYMeHTOB ICH.

[aHHble N0 HEKNNHUYECKOM d)apMaKOﬂOI'VIVI M TOKCHUKONOTNMN

41. IMPD ponKHO TaKKe coaeprKaTb KPaTKYyH CBOAKY AAaHHbIX MO HEKMHMYECKON dapMmaKonomm
N TOKCUKOIOTMN aNna ntoboro nccinenyemoro 1eKapCcTBEHHOIO CPeACTBA, UCMONb3YEMOTO B KMHUYE CKOM
UCMbITaHUN B COOTBETCTBUU C MEXKAYHAPOAHbIMU PpeKOMeHJauMAMN. B gocbe JONXKeH coaepaTbaa
CNPaBOYHbIN NepeyeHb NPOBEeAEHHbIX NCCAeA0BaHMM U CCbITIKM HA COOTBETCTBYIOLLYO NnTepaTtypy. [oe
3TO uenecoobpasHo, NPeAnoYTUTEIbHO NPEACTABAATb AaHHble B dopmMe Tabauubl C NPUNOKEHNEM
KPaTKOro onucaHumsa, BblaenstoleroHanbonee cyuectBe HHble No3mumn. KpaTkne oTyeThbl 0 NPOoBe AEHHbIX
nccnepoBaHMAx obecneyaT oLeHKY TOYHOCTU UCCNe L0BaHUA U TOTo, Obla10 1M UCC/e A0BaHWE NPOBEAEHO
B COOTBETCTBUU C HAZ/ 1€ KALLMM NPOTOKO/IOM.



42. [laHHble NO HEKNMHMYECKOM GapMaAKOIOrMK U TOKCUKOIOTUN SO/KHbI ObITb NpeacTaBieHbl B
BMAE /IOMMYECKOM CTPYKTYPbI, TaKOM Kak moaynb 4 Obuwero popmaTa TeXHUUYECKUX AOKYMeHTOB ICH.

43. IMPD [0nKHO He CTOJIbKO MPejCTaBAsATb TO/bKO (PaKTUYECKMA OTYET O MNpOBe/eHHbIX
nccnenoBaHUAX, CKOIbKO 06eCneUnTs KpUTUYECKUIM aHANU3 A@aHHbIX, BKAOYasa 060CHOBaHME HETOYHOCTU
JaHHbIX U OLEeHKY 6e@30MacHOCTM CpeACcTBA B KOHTEKCTE NPeAnoiaraeMoro KIMHUYECKOro UCMbITaHUSA.

44. B IMPD gon»KHo cofepKaTbCs 3aABAEHNE O CTAaTyCe Hag/1eKallen N1abopaTopHO NPaKTUKM UK
3KBMBAJIEHTHbIX CTAaHAAPTAX, KaK yKa3aHo B cTaTtbe 25 (3).

45. TecToBbIli MaTepwnan, UCMOJIb3YEMbI B TOKCMKOIOMMYECKMX UCCAed0BaHMNAX, A0NKEH bbiTh
penpeseHTaTMBHbLIM A5 KAMHWUYECKOTO UCMbITAaHWUA B 3HAYEHUAX KAaYeCTBEHHOIO U KOJIMYeCTBEHHOMO
cofeprKaHua npumecei. MNpurotosaeHMe TECTOBOTO MaTepurasa NoA/1eXRUT KOHTPOO 15 obecneyeHms
penpes3eHTaTMBHOCTU U, TaKMM 06pa3om, BaiMAHOCTU UCC/1e A0BAHUS.

[aHHble NpeablayLmxX KNMHUYECKUX UCTIbITaHWUIA U UCCne JOBaHNI Ha o AsaX

46. [JaHHble npeablayWwmx KNMHUYECKUX UCMbITAaHUA U UCCNeaoBaHU Ha Nogax A0MXKHbI ObiTb
npeactaBneHbl B BUAE SIOTMYECKON CTPYKTYpPbI, TAKON Kak moaynb 4 Obuwero dopmata TEXHUYECKUX
AOKymeHTOB ICH.

47. Hactoswmin pasgen obecrneymBaeT U3/OKEHUE BCeX AOCTYMHbIX AaHHbIX MpeablayLpx
KJAMHWUYE CKUX UCMBITAHMI U UCCEA0BaHMIA Ha It0AAX C UCMOIb30BAHWEM UCCAEAYEMbIX JIEKAPCTBEHHbIX
cpeacrs.

B HacToswem paszene JO/IKHbI COAEPKATbCA 3aABNEHNE O COOTBETCTBUU TaKMX MpeablayLumxX
KNAMHUYECKUX WUCMbITAHUI HagNe’Kalen KNAMHUYECKOW NPaKTMKe, a TaKKe CCbiKa Ha nybaunyHyio
perucTpauuio, ykasaHHas 8 ctatbe 25 (6).

O61Las OLEHKa COOTHOLLEHMA PUCKA U NO/b3bI

48. HacTtosAwMmi pasgen NpeacTaBAsieT KPaTKUIA CBOAHbLIA OTYET, B KOTOPOM KPUTUYECKU
aHa/IN3UPYIOTCA HEKNMHUYECKUE U KIMHUYECKUE OAHHble B OTHOLIEHMM MOTEHLMANbHbIX PUCKOB M
No/b3bl OT UCC/Ie AyEMOTO NEKAPCTBEHHOTO CPeICTBA B NPeANoarae MOM KNMHUYECKOM UCNbITaHWUM, ECIU
TO/IbKO MHPOPMALLMA yiKe He NpeAcTaB/eHa B NPOToKoe. B nocieaHem ciyvyae He0bX0AMMO COCNATLCA
Ha COOTBETCTBYIOWMIA pasgen B MPOTOKoae. B TeKcTe Ao/KHblI 6biTb MAEHTUOUUMPOBAHBI Ntobble
nccnefoBaHMA, KOTopble OblIM NpeKpalleHbl NpeXaeBPeMEHHO, U A0JIKHbI ObITb PAacCMOTPEHDI
npuYKnHbl. Jllobas oueHKa NpeanosiaraeMbiX PUCKOB U OXMAAEMOM NONAb3bl UCC/IEA0BAHUI C yYacTMem
HecoBepLWEeHHONETHUX UKW OTPaHMYEHHO AeeCnoCObHbIX B3POC/bIX AOKHA YYMTbIBATb CreLMabHble
NOJ/IOXKEHUSA, YyCTaHOB/IEHHbIE HAacTOAWMM PernameHTom.

49. Tpe 310 UenecoobpasHo, HEOOXOAUMMO paccmMoTpeTb Npoduan 6e30NacHOCTU B 3HAYEHUAX
OTHOCUTENIbHOTO  CMUCTEMATMYECKOrO BO3AENCTBMA  MCCAEAYyeMOro JIEKApCTBEHHOMO  CPeAcTBa,
npeanoyYTUTEIbHO OCHOBaHHbIX Ha AaHHbIX "naowaau noa dapmakokuHeTudeckor kpusoi" (AUC) wiu

AaHHbIX MWUKOBOM KOHLEHTpauumm (Cmax), B 3aBMCMMOCTW OT TOro, Kakue AaHHble byayt 6onee
peneBaHTHbIMM, HEMENINM B 3HAYEHUAX NPUMeHseMoMn [03bl. HeobxoouMo TaK¥Ke paccMoTpeTb
KNMHUYECKYI0 PeIEBAHTHOCTb S1106bIX CBE A€ HUI HEKTMHNYECKUX U KTMHUYE CKUX UCCNe i0BaHUIA BMeCTe C
peKkomeHAauusmM nNo  AanbHeMnlemy MOHUTOPUHTY 3¢PdeKkToB U  6e30NacHOCTU  KAMHUYECKMX
ncciesoBaHUNA.

1.2. YnpouweHHoe IMPD co ccbinKoii Ha UHYH AOKYMEHTaLMIo

50. 3aaBUTEIb MOKET COCNATHLCA Ha UHYIO AOKYMEHTaUMIO, NpeACTaBNeHHY0 OTAeNbHO UK BMecCTe
c ynpouieHHbim IMPD.



Bo3MOXHOCTb CCbINKK Ha |IB

51. 3asBuTenb MoxeT npeactaButb Mbo otaenbHoe IMPD, nnbo cocnatbea Ha IB B oTHOLWweEHMH
CNPaBOYHOM MHPOPMALINMU U KPATKUE OTYETbI AOKINHUYECKUX U KNUHUYECKMX YacTel IMPD. B nocneaHem
CNlydyae KpaTkoe 00606LieHUe AOKANUHUYECKON MHPOPMALUN U KAUHMYECKON MHPOPMaUUM A0NKHO
BK/IlOYATb [JaHHble, MpeanoytTuTenbHo B Tabauuax, nNpefocTaBaAlolMe AOCTAaTOYHO MNOAPOOGHbIX
cBeAeHUN, 4yTobbl NO3BONUTbL OLLEHNBAOLWMM INLAM NPUHSTL PeLlleHMe 0 NOTeHUNAIbHOM TOKCUYHOCTU
nccnenyemMoro IeKapCcTBEHHOrO cpeacTBa M 6e30MacHOCTM ero MCNo/b30BaHMA B NpeanosaraeMom
KNMHUYECKOM UCNbITaHUU. ECnn nmeeTca Kakon-nmbo cneumanbHbliacne KT SOKANHUYECKUX AaHHbIX UK
KNMHWYECKMe daHHble, KoTopble TpebyloT noapobHOro 0b6bACHEHWUA 3KCMepTa WAW PacCMOTPEHMA
BOMPOCOB, BbIXOAALLMX 3@ Npeaebl TOro, YTo 06bIYHO BK/tOYAETCA B |B, AOKNIMHMYECKAs N KNMHMYe CKan
nHbopmauma npeacTasnseTca B Buae yactm IMPD.

Bo3MOKHOCTb cCbiN1KM Ha SMPC

52. 3aasutenb moxeT npeactaBuTb Bepcmto SmPC, BannaHyo Ha MOMEHT NoZayn 3aaBNeHUA, B
KauectBe IMPD, ecnum nccnefyemoe neKkapcTBEHHOE CpeacTBO aBTOpPU30BaHO. NoapobHbie TpeboBaHMA
npeacrasneHbl B Tabanue 1. Echm npeactaBnatoTca HOBble AaHHbIE, TO OHM A0/XHbI ObITb YeTKO
naeHTUPULMPOBaHbI.



CopepxaHue ynpoweHHoro IMPD

Buabl npeapbiayuie i oueHKM

[aHHble
KauecTsy

no

HeKknnHuyeckmne
JaHHble

KnnHunyeckune
JaHHble

Nccnepyemoe  neKapcTBeHHoe — CpeacrBO
aBTOPM30BAHO UAM MMEETCA paspeLleHne Ha
MapKeTuHr ctpaHbl ICH, n oHO ncnonbsyeTcas
KAMHUYECKOM UCTbITAHUM:

- B pamKax ycnosuit SmPC

- BHe ycnosuit SmPC

- nocne  moauduKaumm (Hanpumep,
CMeLNBaHKA)

SmPC

SmPC

Ecnun
uenecoobpasHo

Ecnu
uenecoobpasHo

P+A

SmPC

SmPC

Opyraa  dapmaueBTnyeckas ¢opma MM
[03MPOBKA MUCCAeayeMoro J1eKapCTBeHHOro
cpeacTBa  aBTOpM30BaHa WAM  UMEEeT
paspeLleHne Ha MapKeTUHT cTpaHbl ICH, 1 oHo
nocTaBnsfeTCcA BAAAe/bLEeM paspelleHns Ha
MapKeTUHT

SmMPC+P+A

[a

[a

Nccnepgyemoe nekapcTBeHHOe CpeacTBO He
O6blO  aBTOpPM30BaHO, W oTCcyTCTBYEeT
paspeleHne Ha MapKeTuHr ctpaHbl ICH, HO
aKTUBHOE BELLECTBO cofepxuTca B
ABTOPM30BAHHOM JIEKapCTBEHHOM CPeACTBE, U
- MOCTaB/IAETCA TEM XKe NPOoM3BoAMTEIEM

- MOCTaBAAETCA APYTMM NpOon3BOauTEIEM

SmMPC+P+A

Ja

Ja

SMPC+S+P+A

[a

[a

Uccnegyemoe  neKapcTBeHHoe — CpeacTBo
ABNANOCL NpeaAmMEeTOM paHee MoJaHHOro

Ccblnka Ha paHee NoJaHHoOe 3aaB/eHne

Tabnnua 1



33ABJIeHMA HA KJ/IMHMYEeCKOoe WucnbiTaHMe W | HoBble gaHHble HoBble gaHHble HoBble aaHHble

6bl10 aBTOPM30BaHO B 3aUHTEpPeCOBaHHOM
rocygapcree-uneHe EC, He 6bino | Ecm Ecnn Ecnn
MOAMULMPOBAHO, U LuenecoobpasHo uenecoobpasHo |uenecoobpasHo
- C AaTbl nocneaHero UsMeHeHuA 3anaBeHus
Ha KAMHWYECKoe UCMbITaHWe HOBble AaHHble
He NocTynunu,

- C AaTbl nocneaHero USMeHeHuA 3anaBeHus
Ha K/AWHMYECKoe WucMbiTaHMe NoCTynuam
HOBblE AaHHblE,

- UCNONb3YETCA NPU APYTUX YCI0BUAX

(S: AdaHHble, UMmetlowmMe OTHOLIEHME K aKTUBHOMY BellecTBy; P: [aHHble, nmelolwme OTHOWEHUE K
nccnegyemomy fneKapcTtBeHHomy cpeactsy; A: JlononHuTenbHas WHbopmauus o6 ycnoBusx U
obopynoBaHmM, OueHKa 6€30NacHOCTM B OTHOLLIEHWUWN 3aHECEHHbIX areHToB, HoBble BCNOMOraTesibHble
BellecTBa M PacTBoputenn ana pactBopeHus U pasbasutenm)




53. Ecnm uccnegyemoe ieKapCTBEHHOE CpeACcTBO Onpeae/ieHo B MPOTOKO/1e B MOHATUAX aKTUBHOE
Beuwectso uan Kog ATC (cm. Bbiwe, naparpad 18), 3aaBuTenb MoXKeT 3amMeHuTb IMPD opaHol
penpeseHTaMBHOM SMPC 419 KaXKA0r0 aKTMBHOTO BeLLLe CTBA/aKTMBHOIO BELL,ECTBA, OTHOCALLETOCS K 3TOM
rpynne ATC. Kak afibTepHaATUBHbI BapUaHT, 3aABUTE/Ib MOMKET NPeAoCTaBUTb 06 beANHEHHbIN AOKYMEHT,
cogepKalumin MHGOPMALLMIO, SKBMBANEHTHYO COAEPrKALLEeNca B penpe3eHTaTMBHOM SMPC ana Kaxgoro
aKTMBHOIO BELLECTBA, KOTOPOE MOMKET OblTb MCMO/Ib30BAHO B KNMHUYECKOM UCMbITAHUN B KayecTtse
nccneagyemoro ieKapCTBe HHOro cpeacTBa.

1.3. IMPD B cnyyasnx nnaue6o

54. Ecnv uccnefyemoe nNeKapcTBEHHOE CPpeaAcTBO aABnAeTca naauebo, TpebosaHua K MHdopmaLym
OrpaHMYMBaOTCA AaHHbIMM NO KayecTsy. JlonoaHuTenbHOM nHbopmaLmmn He TpebyeTca, ecnm naauebo
MMeeT TaKOoM e COCTaB, YTO U TeCcTUpyemoe Ucciedyemoe NeKapcTBeHHoe CPeCcTBO (3a UCKAYEHeM
aKTUBHOIO BELLECTBA), MPOM3BOANTCA TEM Ke MPOM3BOAUTENEM U HE ABAAETCA CTEPUbHBIM.

H. JOCbE BCITOMOTATE/IbHOIMO NIEKAPCTBEHHOIO CPEACTBA

55. bes ywepba aeicTBuio ctatbM 65 TpeboBaHMA K 4OKYMEHTAUNK, yCTAHOBNAEHHbIEe B pasaenax F
M H, TakXe MNPMMEHAIOTCA K BCNOMOraTesibHbIM NeKapcTBeHHbIM cpeactBam. OpgHako ecau
BCNOMOraTe/ibHOe J1IeKapCTBEHHOE CPeACTBOaBTOPM30BaHO B 3aNMHTEPECOBAaHHOM rocygapcree-yeHe EC,
TO AONONHUTEIbHOM MHPOPMaLMK He TpebyeTcs.

I. HAYYHBIE KOHCYNbTALLUM UM NTAH UCCNELOBAHUAY OETEN (PIP)

56. Mo BO3MOXKHOCTU LOMKHA ObITb NPeACTaBfeHa KOMUA CMPABKKU MO Hay4yHOMW KOHCY/bTauym
ATeHTCTBa MU KaKoro-nmbo rocyaapcrea-yneHa EC, uaun TpeTbelt CTpaHbl B OTHOLIEHMU KIMHNYECKOro
UCNbITaHUA.

57. EcnnM KnuHMYecKoe ucnbiTaHWe ABAAETCA 4acTbio cornacoBaHHoro PIP, gonkHbl 6biTbh
npeacrasneHbl KONUA pewweHna AreHTCcTBa No cornawenuto o PIP 1 3akntoyeHue lMNeamaTpuyeckoro
KOMWTETA, €CIM YKa3aHHble AOKYMEHTbI He 4OCTYMNHbI NocpeacTsom ceTu UHTepHeT. B nochegHem cnydae
HeobXxoAuMa CCbl/IKa Ha AaHHYI0 AOKYMeHTaumio (cm. pasaen B).

J. COOEPHKAHME MAPKNPOBKWN UCCNTEOYEMbIX JTEKAPCTBEHHbIX CPEACTB

58. HeobxoauMmo npeacTaBuUTb OMNUCaHME  COAEPrKAaHWA  MaPKUPOBKM  UCCAEedyeMOro
NleKapCTBEHHOrO cpeacTBa B COOTBETCTBMU C MNpunoxeHmnemVI.

K. MEPOMPUATUA NO HABOPY (MH®OPMALIMA MO 3AUHTEP ECOBAHHbBIM
rOCYAAPCTBAM-YTIEHAMEC)

59. Ecnv nHOe He onpeaeneHo NPOTOKOA0M, B OTAE/IbHOM AOKYMEHTE A0/KHbI BbITb N0APO6HO
onucaHbl NpoLeaypbl MO BKAOYEHMIO CYyOBEKTOB M A0/1KHO BbITb YETKO YKa3aHO, UTO ABASAETCA NePBbIM
Aencresnemno Habopy.

60. B cnyyae ecnv Habop NPOUCXOAUT MO PeKJAMHOMY 06bABAEHWIO, A0NKHbI 6bITb NPeAcTaBNEHb!
KOMWUW peKNaMHOro matepuana, BkAto4asa Nobble neyaTHble MaTepuanbl, 1 ayamo- U BUAeO3anucw.
[onKHbl 6bITb ONpeaeneHbl NpoLeaypbl 06paboTKM 0TBETOB Ha 06bABNEHMA. TaKOBbIE BK/1HOYAOT KOMUM
COO0BLLEHNI, UCNONBb3YEMBIX AN1A NPUTaEHNA CYyBBHEKTOB 4/1A Y4acTUA B KNMHUYECKOM UCMbITaHUK, U
MeponpuATUA N0 UHPOPMMPOBAHMIO WAW KOHCYNbTUPOBAHUIO CYyOBEKTOB, He MNoAXOoAAwmX ANS
BK/1HOYE HUA B K/IMHNYECKOE UCTbITaHME.

L. UHOOPMALMA O CYBBEKTE, POPMA NHOOPMWPOBAHHOIO



COMNACHMA N NPOLEAYPA UHOOPMWPOBAHHOTO COMMACUA (MHPOPMALINA
MO 3AMHTEPECOBAHHbBIM rOCYAAPCTBAM-YNEHAM EC)

61. Bca uHdopmauma, npegocrasaseman cyobbektam (Mau, rae 3To NPUMEHMUMO, UX 3aKOHHBbIM
npeacTaBuTeNIAM) A0 UX peLleHnsA 06 y4acTUM UK BO3AE PHKAHUM OT y4acTUSA A0JIPKHA ObITb NpeAcTaBneHa
BMecTe ¢ $opMoit UHPOPMMPOBAHHOTO COrNACUA UNU APYTUX a/IbTE PHATUBHbIX CPEACTB COrNacHO CTaTbe
29 (1) pna 3anmcn MHPOPMMPOBAHHOTO COrNacUs.

62. OnucaHue npoueayp, Kacalowmxca MHGOPMUPOBAHHOIO Cornacusa, ANA BCEX CyObEKTOB, 1, B
YacTHOCTK:

a) B c/ly4ae ¢ KAMHUYECKUMM UCTIbITAHUSAMM C y4acTMEeM HeCOBEPLLUEHHONETHUX MUY OrPaHUYEHHO
[eecnocobHbIx cybbeKToB, A0/KHbI ObiTb OMMcaHbl Mpoueaypbl NOAyYeHUAs UHGOPMUPOBAHHOIO
COrlacus 3aKOHHbIX NMPeacTaBUTEsIEN, a TaKKe y4vyacTue HeCcOBepLUEHHONIETHEro WU OrpaHUYEeHHO
AeecnocobHoro cybbekTa;

b) ecin npumeHseTca npouedypa NOAYYEHWA  CcOrflacuA,  3acBMAETE/IbCTBOBAHHaA
He3aMHTepPeCcoBaHHbIM CBUAETEIEM, TO A0/1}KHA BbITb NpeAcTaBAeHa COOTBETCTBYOLWAn MHGopMaLUua O
NPUYMHAX WMCNONb30BAHMA HE3aMHTEPECOBAHHOMO CBUAETEeNs, O Bblbope He3auMHTepPeCcOBaHHOMO
CBUAETENA N O NpoLeaype noayyeHns MHGOPMMPOBAHHOIO cornacus;

C) B C/1y4ae C KAMHN4YeCKMMU UCMNbITAaHNAMU B ‘-IpeBBblqaﬁHbIX CUTYaUMAX, KaK YKa3aHo B cTaTbe 35,
AO0NXKHa ObITb ONMCcaHa npoueaypa nonyvyeHuA MHd)OpMMpOBaHHOFO cornacua Cy6'b€‘KTa W11 3aKOHHOIO
npeacrasutTena anAa npoaosiKeHnAa KAIMHU4YeCKoro UCnblTaHUA,;

d) B cnyyae ¢ KAMHMYECKMMM UCMbITAaHUAAMM B YPE3BbIYalHbIX CUTYaUMsAX, KaK YKasaHo B cTaTbe 35,
OMNUCaHWE BbINOJIHEHHbIX Mpoueayp ANA onpefeneHus 3KCTPEHHOCTM cUTyauum Wan gns ee
AOKYMEHTUPOBaHWUSA;

e) B C/lydae C KNMHUYECKMMM UCMbITAaHUAMMU, B KOTOPbIX MeTodoorma TpebyeT, 4Tobbl npuem
nccnepyemMblix SIEKApCTBEHHbIX CPEACTB HA3HAYya/CcA CKopee rpynnam CybbeKToB, YemM OTAE/bHbIM
cybbeKTam, KaK yKasaHo B cTaTbe 30, U ecnu, KaKk cneAcTBue, 6yayT MUCno/ib30BaHbl YN PoLLEHHbIE CNOco6bI
nosy4yeHMA UHPOPMMPOBAHHOTO COFNACUSA, AOJIKHbI BbITb ONUCaHbI TAKME YNPOLLEHHbIE CNocobbl.

63. B cnyyasx, yKasaHHbIXx B naparpade 62, fdosixkHa 6biTb npegoctaBneHa WMHbopmaums,
npezocrasnaeMas cybbeKTy Uam ero 3aKOHHOMY NPeACTaBUTENIO.

M. COOTBETCTBUE UCCNELOBATENA (MHOOPMALLMA
MO 3AMHTEPECOBAHHbIM rOCYAAPCTBAM-YNEHAM EC)

64. onxeH 6bITb npeacrassieH nepedyeHb N1aHUPyeEMbIX MeCT NpoBeaeHUNA NCNbliTaHNA, UMeHa U
AONXKHOCTUTNAaBHbIX MCCI'Ie,EI,OBaTenel‘/'I nnnaHnpyemoe4umncno CY6'be KTOB B3TUX MeCTaX.

65. 1onHO 6bITb NPeACTaBAEeHO ONUcaHue KBaanduKaLmMm nccnegoBaTene i B TEKYLWMX aHKEe THbIX
JaHHbIX WM ApyrMe COOTBETCTBYIOLME AOKYMeHTbl. [osiskHa 6biTb onucaHa nwobas npeablayLias
NOAroTOBKa N0 NPUHLMNAM HaZeKallle i MPOn3BOACTBE HHOM NPAKTUKM MM ONbIT, NONYHEHHbIN B CBA3M
c paboToii B chepe KNMHUYECKUX UCMIbITaHUI M yX04a 3a NaLueHTamM.

66. [oKHbl ObITb YKasaHbl /t0Oble YCAOBMA, TaKMe KaK 3SKOHOMMUYECKME MHTepechbl U
addNANPOBAHHOCTb UHCTUTYTAM, KOTOPbIE MOTYT MOB/INATL HAa BECNPUCTPACTHOCTb UCCNeoBaTeNeN.

N. NMPUrOAHOCTb YCNOBUWN (MHPOPMALMA MO 3AUHTEPECOBAHHbIM
rOCYOAPCTBAM-YJIEHAMEC)

67. [onxHo 6bITb npeacraBieHO HadseXalle 0b60OCHOBaHHOE MUCbMEHHOE 3asBfeHMe O



NPUroAHOCTN YCAOBUIMN KAMHUYECKMUX MCMbITAHUKM, afanTUPOBaHHbIX K MPMpPoOAe M MCMO/b30BaHMIO
nccneyemMoro 1eKapCTBEHHOMO CPeACTBA, BKAKOYAsA ONMCAaHUE NPUIOAHOCTU YCA0BUN, 060pYA0BaHMS,
TPYAOBbLIX PECYPCOB M OMUCaHWE 3KCMEepPTU3bl, BblAaHHOE [NaBON KAUHUKU/UHCTUTYTA Ha MecTe
KNMHMYECKOFO WCMbITAHUA WAM  APYTMM  OTBETCTBEHHbIM JIMLOM B COOTBETCTBMM C CUCTEMOM
3aMHTepeCcoBaHHOro rocyaapcrea-yneHa EC.

O. AOKA3ATE/IbCTBO CTPAXOBOTIO OBECNEYEHNA
WU TAPAHTUN BOSMELLEHMA (MHPOPMALLMA NO 3AMHTEPECOBAHHbBIM
rOCYOAPCTBAM-YJIEHAMEC)

68. Tae 3To NPUMEHMMO, AOMKHbI ObITb NPeACcTaBAeHbl AOKA3aTEIbCTBA CTPAXOBAHUA, rAPaAHTUM
WAN gpyrmx nogobHbIX mep.

P. ®AUHAHCOBbIE N APYTUE MEPbI (MHPOPMALUA
MO 3AMHTEPECOBAHHbIM rOCYAAPCTBAM-YNEHAM EC)

69. ﬂ'OI'I)'KHO 6bITb npeacraBz1eHo KpaTKoe onncaHmne d)MHaHCMpOBaHMFI KNTNMHNYECKOro UcnbiTaHUA.

70. [onkHa 6biTb npeAacTaBneHa MHOOPMauUMA O OUHAHCOBbLIX CAE/NKAX M KOMMNEHCcauwm,
BbIN/Ia4eHHOW Cy6beKTamM 1 UccaeAoBaTeNto/MeCTy NPOBEAEHNA 33 yHACTHE B KMHUYECKOM UCMbITAHWM.

71. JonkHO 6bITb NpeacTaBA€HO ONMCAaHME KaKoro-11bo gpyroro cornaleHUs mexay CioOHCOPOM
N MECTOM NPOBeAEHUA UCNbITAHUA.

Q. AOKA3ATENBCTBO ONJIATbI CBOPA (MHO®OPMALIMA
MO 3AMHTEPECOBAHHbBIM rOCYAAPCTBAM-YNEHAM EC)

72. Tae 370 NPUMEHMMO, [OKHO BbITb NPeACTaBNEeHO AOKa3aTeIbCTBO ONAaThI.

R. AOKA3ATE/IbCTBO OBPABOTKN AAHHbLIX B COOTBETCTBUI
C3AKOHOAOATE/IbCTBOM COHO3A O BALLMTE JAHHbIX

73. JonHo 6bITb NpeAcTaBieHo 3a8BAeHNE CNOHCOPa UKW ero 3aKOHHOro NPeAcTaBUTeNA, YTo
AaHHble 6yayT cobpaHbl u 06paboTaHbl B cooTBeTCTBUM C MpeKTnsoii 95/46/E3C.

MpunoxeHue
A. BCTYMNJIEHUE N OBLUME NPUHLUNMbI

1. B cnydae ecnm cyllecTBeHHOe M3MeHeHMWe 3aTparMsaeT 6onee 4yem OAHO KAMHUYecKoe
MCMbITaHWE TOTO YKe CNOHCOPa U C TEM ¥Ke UCC/eyeMbIM 1eKapCTBEHHbIM CPeACTBOM, CMOHCOP MOMKET
caenaTtb eAMHbIN 3aNpPoC Ha aBTOPM3aLMIO CYLLECTBEHHOTO M3MeHeHUs. B conpoBoanTeIbHOM Nucbvie
OOMKEH COMlepPKaTbCA NepeyeHb BCeX KINHUYECKUX UCMbITAHUIN, K KOTOPbIM OTHOCUTCA 3aAB/leHue O
CYLLEeCTBEHHOM U3MEHEHUU C YKa3aHUEeM HOMEPOB MCMbITaHUi EC M COOTBETCTBYIOLMX HOMEPOB KOA0B
N3MEHEHMIN KaXKa0oro U3 YKasaHHbIX KNUHUYECKUX UCTIbITaHUIA.

2. 3asBneHWe AO/IKHO ObITb MOAMNUCAHO CMOHCOPOM WAKM ero npeacrasutesnem. Moanucb
NoATBEPXAAET, YTO CNOHCOP 3aABNAAET O TOM, YTO:

a) npeAcTaBneHa nosiHasa nHGopmauus;



b) npnnoMKeHHbIe AOKYMEHTbI COAEPHKAT NOAPOOHbIA OTYET 0 4OCTYNHOM MHDOPMaALMM; U

C) KZIMHUYECKOE UCTbITaHME NMPOBOAUTCA B COOTBETCTBMM C MPUJIOKEHHOMN AOKYMEHTaLMeN.
B. CONPOBOANTENBHOE NMMCbMO

3. ConpoBoanTeIbHOE MUCbMO COAE PHKUT Ceay LY MHPOPMALMIO:

a) B Teme nucbMa - Homep ucnbiTaHma EC ¢ HAMMEHOBaHMEM KIMHUYECKOTO UCTMbITaHUA M HOMepa
KOJA CYWECTBEHHONO0 MW3MEHEHWs, KOoTopble 06ecneymMBaloT YHUKANbHYIO  UAEHTUOUKALWMIO
CYLLLeCTBEHHOTO M3MEHEHUA U CUCTEMATUYECKM UCMOb3YIOTCA B 3aABOYHOM A40ChE;

b) aeHTUdUKaLMA 3aABUTENS;

C) VI,D,EHTMCI)VIKaLI,VIFI CyweCtBeHHOro MsmeHeHumA (Homep KOda CywecCTBEHHOINo MU3MEHEHMWA,
NPUCBOEHHOIO CNOHCOPOM, U p,aTa), C MOMOLWbIO KOTOPOIro UameHeHne MOXKET OTCbI/Z1aTb K HECKOJ1IbKUM
M3MEHEHUNAM B MPOTOKO/1E UM NOATBEPHKAALWNX HAYYHbIX JOKYMEHTAX,;

d) BblgeneHHOe yKasaHWe Kakux-1mbo 0cobbix BONPOCOB B OTHOLIEHUWN U3MEHEHMSA U YKa3aHWE Ha
TO, rZle B 3aABOYHOM JOCbEe HAXOAATCA COOTBETCTBYOLLAA MHOOPMALMA UU TEKCT;

e) naeHTUPUKauma N1 bon nHdopmaLmn, He coae palieinca B dopme 3aaBNEHNSA O CYLLLECTBE HHOM
N3MEHEHWUKN, KOTOPasA MOXKET NOBAUATb Ha PUCK 15 CYyObEKTOB; U

f) roe npumeHuMo, nepeyeHb KAMHUYECKMX UCMbITaHUMA, KOTOPbIE CYLWEeCTBEHHO U3MEHEHbI, C
yKasaHMeM HOMepOoB MCMbITaHUM EC 1 HOMePOB KOA0B COOTBETCTBYHOLMX U3SMEHEHNNA.

C. POPMA 3AAB/IEHNA OB U3MEHEHNI
4. dopma 3aABNEHUA, 3aN0NHEHHAA Hag/ e Kalumm obpazom.
D. ONMMCAHUNE USMEHEHWNA

5. UameHeHMe A0NKHO 6bITb npeacraBneHoO nonncaHo cneayroumnm 06pa30M:

a) BblAEPIKKA U3 JOKYMEHTOB, NOAJ/1EXALMX U3MEHEHMIO, YKa3blBaAOLLAA NPeablayLLyto U HOBYHO
$bopMyNPOBKY NOCPEACTBOM MAPKUPOBAHHBIX UCMIPABEHWUI, @ TaKXKe BblAEPIKKa, YKa3blBaOLLAA TOJIbKO
HOBY0 GOPMYNNPOBKY M NOACHEHUE USMEHEHUIA; U

b) HEeCMOTPA Ha MNYHKT a, eC/ln U3MeHeHMNA HACTOJIbKO MHOrNovYmcineHHbl m WUpPoKo
pPacnpocCTpaHeHbl, YTO OHM NPeacCTaBAAKT HOBYHO peaaKuno BCero AOKYMEHTA (B TaKUX CNny4daax B
AOI'IOI'IHI/ITeJ'IbHOVI T36]’IVILI,e nepevyncnarTca UISMeHeHUA B JOKYMEHTbI, NTOCPeACTBOM KOTOPbIX MOXHO
crpynnmnpoBaTtb TOXAECTBEHHbIE M3MEHEHVIF|).

6. HoBaa pegaKkuma JOKYMeHTa UAe HTUPULMPYETCA AaTON M HOBbIM HOMEPOM.
E. COMPOBOXOAKLWAA NHOOPMALUNA

7. Tpe ato NMPUMEHNUMO, AONO/THUTEIbHAA CONPOBOXKAAOLWaA MHd)OpMaLI,MFI KaK MUHUMYM O0/1XKHa
BK/N1KO4ATb:

a) KpaTKue CNpaBKuM Mo AaHHbIM;
b) o6HoBNEHHaA 0611an OLLeHKA PUCKa/NOb3bI;

C) BO3MOXHble nocneacreunAa ana CY6'be KTOB, Y€ BK/TFO4YEHHDbIX B KIMHN4YE€CKOE UCMbITaHUE,



d) BO3MOMKHble NOC/1eACTBUA 419 OLLEHKU pe3yNbTaToB;

€) OOKYMEeHTbl, KOTOpble OTHOCATCA K Jt0ObIM M3MEHEHUAM WMHPOPMALMMK, NPeSOCTaB/eHHOM
CybbeEKTaM MM UX 3aKOHHbIM MpPeacTaBUTENAM, Npoueaypbl MHPOPMUPOBAHHOTO cornacus, Gopmbl
MHPOPMUPOBAHHOIO cornacua; MHGOPMaLUOHHbIE TNUCTbI UAN MPUFAACUTENbHbIE MNCbMA; U

f) obocHoBaHWe U3mMeHeHMI1, 0 KOTOPbLIX NOAAETCA 3aABEHUNE O CyLLeCTBEHHOM U3MEHEHWMN.
F. OGHOBJ/IEHUE ®OPMbI 3AAB/IEHNA EC

8. Ecnu cyecTBeHHOE M3MEHeHMe BNeYeT nameHeHus B rpadax popmbl 3aaBneHmaA EC, yKasaHHOM
B MpunoxeHnn |, To AoNKHa BbITb NpeAcTaBNeHa M3MEHEeHHanA peaakuma 3Tol Gopmbl.

G. JOKA3ATE/IbCTBA ONNATbI CEOPA (MHPOPMALUA
MO 3AMHTEPECOBAHHbBIM rOCYAAPCTBAM-YNIEHAM EC)

9. Tae 3TO NPMMEHMMO, AOJIKHbI 6bITb npeacras/sieHbl AOKa3aTe1bCTBa ONJ1aThbl.

Mpunoxkenne lli
OTHETHOCTb NO BE3ONACHOCTU

1. COOBLUEHME NCCNEOOBATE/IA O CEPBE3HbIX
HEXE/TATE/IbHbIX ABJTEHNAX CITOHCOPY

1. Wccneposatenb He 06A3aH BeCTM aKTMBHbI MOHUTOPWUHI CybbEKTOB Ha npeamer
He’KelaTeslbHbIX ABNEHWUIA MOC/TE 33aBEPLUEHUS KAMHMYECKOrO WUCMbITaHWA B OTHOLUE HUM CYyBBHEKTOB,
HaXOAMBLUMXCA'Y HETO HA JIEYEHUU, €C/TU MHOE He NpeLyCMOTPEHO B NPOTOKOIE.

2. COOBLLUEHNE CNNOHCOPA O NMOAO3PEHNAX HA CEPbE3HbIE
HEME/TATE/IbHBIE PEAKLIMMN (SUSAR) ATEHTCTBY
B COOTBETCTBWM CO CTATbEM 42

2.1. HexkenartesbHble ABNEHUA N NPUYUHHO-CNeACTBEHHAA CBA3b

2. 06 owwubKax [A03MpOBaHMA, BEPEMEHHOCTM M WCNOAb30BaHMA, MOMWMMO YKa3aHHOIO B
NPOTOKO/e, BK/tOYasA HeNnpaBuabHOE NPUMEHEHWE UAN HenpaBuabHoe ynoTpebieHne NeKapcTBe HHOro
CpeAcTBa, TaKKe HeobXoAMMO CO0bLLATh, KaK U 0 HeXKeNaTe IbHbIX peakumax.

3. an onpeaeneHnn Toro, ABNAeTCA 1N HeXxelatesibHoe ABneHune HeenaTenbHoM peaKumeﬁ,
HGO6XO,EI,I/IMO y4yecTtb, CywecrtByeT /M npegnosiaraeémaa BEPOATHOCTb YCTaHOBNAEHUA MNPUYUHHO-
CJ'IE,EI,CTBEHHOﬁ CBA3N MmeXay ABneHnem n nccnegyembim n1eKapcrBeHHbIM Cpeactsom, OCHOBaHHOM Ha
dHa/1n3e MMerLWnxXca A40OKa3aTe1bCTB.

4. B oTcyTcTBME MHbOPMALMKN O MPUYUHHO-CNEACTBEHHOM CBA3WU, NPeAoCTaB/eHHOM OTYEeTHbIM
nccnepoBaTesiem, CMOHCOP AOKEH MPOKOHCYbTUPOBATLCA CHUM M PEKOMEHL0BATL BbIPA3UTb MHEHMWE
Ha 3ToT cyeT. OUEHKa MccnegoBaTeeM NPUYNHHO-CEeACTBEHHOM CBA3N HEe A0J/1XKHA ObiTb 3aHUMKeHa
crnoHcopoM. Ecin cnoHcop He corslaceH c OLeHKoW uccaeaoBaTens NPUYNHHO -CNeACTBEHHOM CBA3K, TO C
OTYETOM JONKHbI BbITb NpeacTaBaeHbl 063 MHEHMUS.

2.2. OXKngaemoctb, HenpeasnaeHHocTb U RSI



5. Mpwu onpegeneHnmn Toro, ABAAETCA 1N HeXeaTe/IbHOe ABNeHMEe HenpeaBuaeHHbIM, cieayeTt
Yy4ecTb, MNPUBHOCUT /1N ABJEHUE 3HAYMMYID WHPOPMAUMIO K  CneunduyHOCTH, yBEIUYEHUO
pacrnpoCTPaHEHNA UNKN TAXKECTU U3BECTHOM, YIKE 3a40KYMEHTMPOBAHHOWM CePbe3HOMN HeXKenaTteIbHOM
peakuuu.

6. OXKMOaemocCTb HerkenaTesbHOW peakuuMu onpegenserca cnoHcopom B RSI. OxuaaemocTb
onpeaenseTcs Ha OCHOBe paHee HabadaeMblX ABIEHUI C aKTUBHbIM BELLECTBOM, HO HE OCHOBbIBAACH
Ha OXMaaemblx papMaKoNOrMyecKMx CBOMCTBAX 1€KAPCTBEHHOIO CPeACTBA, UAU ABAEHUIA, MMEOLMX
OTHOLWEeHWe K 6osie3HM cybbeKTa.

7. RSl copepxutca B8 SmMPC unu IB. B conpoBoauMTeNbHOM NMUCbME AO0/IXKHA ObITb OTCbIIKA K
MecToHaxoxaeHuto RSI B 3aaBoYyHOM gocke. Ecnm nccie gyemoe neKkapcTBeHHOE CpeACTBO aBTOPU30BaHO
B HECKO/IbKMX 3aMHTEepecoBaHHbIX rocygapcTBax-uneHax EC ¢ pasnuyHbimm SmPC, cnoHcop BbibupaeT
Hambosiee cooTBETCTBYOWMI 6esonacHocTM cybbekta SmPC, Kak 1 RSI.

8. RSI MOXKeT MeHATbCA HAa NPOTAXKEHUM KINHMYECKOTO UcnbiTanuA. Ana uenen otyeTHocTM 0 SUSAR
OO0NKHa NpUMeHATbCA pedakums RSI, cywecteytowan B MOMeHT BO3HUKHOBeHUA SUSAR. Taknm obpasom,
06 uM3MeHeHuM BO3gelicTBus RSl Ha pAg HexenaTenbHbIX peakunin Heobxoaumo coobliatb, Kak
coobuwaeTtcao SUSAR. YTo KacaeTca npumeHeHua RSI ans uenei rogosoro otyeta no 6e30nacHocTu, cm.
pasgen 3 HactoAawero MpunoxeHuA.

9. Ecnm MHd)OpMaLl,VIﬂ O BEPOATHOCTU 6bina npenocrassieHa OT4eTHbIM NCCNeaoBaTeENIEM, TO 3TO
AO0NXKHO 6bITb y4TE€HO CNOHCOPOM.

2.3. Uudopmaumsa gna coobuweHmns o SUSAR

10. MHbOopMaLMA KaK MUHUMYM A01XKHA BKAOYATb:
a) BanNAHbIN Homep ucnbiTaHuA EC;

b) Homep nccnenoBaHMA CNOHCOPA;

C) naeHTUOGULMpPYEMbI KOAUPOBAHHbIN CYyObEKT;
d) ngeHTdULUMpyemoe oT4EeTHOE 1LO;

e) SUSAR;

f) nopospesBaemoe uccnesyemoe fieKapCTBEHHOE CPeACTBO (BK/IOYaA HavMMeHOBaHMe -Kop,
aKTUBHOrO BELLEeCTBa);

g) oueHKa npUYMHHO-Ce ACTBEHHOM CBS3N.

11. Takke p[1a Hagne)Kawen 31eKTPOHHON 06paboTKM oTYeTa HeobXoouMMO MpPesoCcTaBUTbL
cneayrowyo nHbopmaumio:

a) YHUKaNbHbIN MaeHTUPMKaTOp oTYeTa no 6e3onacHoCTM oTNpaBuTens (cnydas);
b) aaTy nonyyeHmna nepBoHa4anbHON MHGOPMALMK M3 NEPBUYHOTO UCTOUHUKA;
C) Aaty nony4deHusa nocnegHen MHpopmaumu;

d) meKayHapoaHbI YHUKaNbHbIA MAe HTUGUKALUMOHHbI HOMEP CyYas;

e) uaeHTUPUKaToOp OTNPaABUTENA.

2.4. Nocnepytowme otyeTbl 0 SUSAR



12. Ecnm nepBoHavanbHbIi oT4eT 0 SUSAR, yKasaHHbIN B NyHKTe "a" ctatbk 42 (2), (neTanbHaa wim
XMU3HEYrpoXaLwan) HenoAHbIM, Hanpumep, B TOM C/ydYae, eClu CMOHCOP He MpeaocTaBui BCIO
MHGOPMaLMIO B TEHEHNE CEMM AHEN, TO OH A0KEH NPeACcTaBUTb MO/HbIM OTYET Ha OCHOBE MePBUYHOI
MHPOPMALMM B TeYEHWNE AOMNONHUTENbHbBIX BOCbMU AHEN.

13. OTcyeT cpoKa gnsa npeaocTaBneHUA NepBoHavYanbHon otyeTHoCTM (AeHb 0 = Di 0) HauMHaeTcs
MOMEHTA NoJIyYeHMA CMOHCOPOM MHPOPMaLMK, COAE PHKALLE M MUHMMANbHbIE KPUTEPUM OTYETHOCTMU.

14. Ecnm cnoHcop noayyaeT 3HauMMyto HOBYO MHGOpMaumio 06 yrKe coobLeHHOM cyyae, oTcHeT
CPOKa CHOBa HayuHaeTca co gHA 0, KOTopbIN ABNAETCA AATOM MosydYeHus HoBOM MHPopmaumn. 06
MHPOpMaLMM HeoBX0aMMO COObLWNTL B MOCeayoLLEM OTYeTe BTeueHue 15 aHeln.

15. Echv nepBoHavanbHbIli ot4eT 0 SUSAR, yKasaHHbIl B cTatbe 42 (2) "c¢", (nepBoHavYanbHoO He
CYMTAIOLMIACA NeTaNbHOM NN KU3HEYTPOKaloLLe ) HENO/HBIN, TO NOCAEAYIOLLMIA OTYET AONXKEH BbiTh
npeacTaBAeH Kak MOXHO paHblle, HO B TEYEHME CEMU AHEN C MOMEHTA, KaK CTa/10 U3BECTHO O TOM, YTO
peaKkuma NeTaNbHas UK KU3HeyrporKatowan. CnoHCop A0NKEH NPeACTaBUTbL NOJHbIN OTYET B TeYeHue
AOMOJIHATEIbHBIX BOCbMM AHEN.

16. B cnyyasax ecnm SUSAR cTaHOBUTCA NeTaNbHOM UK KU3HEYTPOXKAIOLLEN, ECAN CHAYaNA OHA He
CYMTANACb NETANbHOM NN HKU3HEYIPOXKAIOLWEN M NepBOHaYa bHbIN OTYET ele He NpeacTaBeH, To
HeobXxoAMMO COCTaBUTb 06 beAMHEHHbI OTYET.

2.5. PackpbITre Ha3HaYeHHOro fievyeHns

17. UccnepoBaTenb MOXKET PAcKpbITb Ha3HaYeHHOE ieYeHNe CybbeKTa B KTMHMYECKOM UCMbITaHUK,
€C/IN 3TO OTHOCUTCA K Be3onacHoCTU cybbeKTa.

18. Mpwn coobuweHnn o SUSAR AreHTCTBY CNOHCOP pPacKpbiBaeT HasHaYeHHOe sieYeHue TOMbKO
cybbeKTa, y KoToporo BosHuKMa SUSAR.

19. Ecnu saBneHue noteHumanbHo asnseTcs SUSAR, To packpbiTe B OTHOLIEHWKW 3TOrO CybbeKTa
NpPOoM3BOANTCA TONIbKO CMOHCOPOM. MacKMpoBaHMe AaHHbIX COXpaHAeT CBOe AeNCTBUE ANA UHbIX UL,
OTBETCTBEHHbIX 33 NPOBEAEHUE KANMHUYECKOTO UCMbITAaHUA (TaKUX KaK MeHezgyKepbl, HabawogaTtenu,
uccnenoBaTenn), n N1L, OTBETCTBEHHbIX 3@ aHANM3 AAHHbIX U MHTEPNpPETaLMIO Pe3ybTaToB B KOHLE
KAMHNYECKOTO UCMbITaHUA, TAKMX KaK NepcoHan no buomeTtpun.

20. PacKpbITan nHGOpMaLms A0JIHKHA ObITb 4OCTYMNHA TO/IbKO JIMLLAM, KOTOPbIE AOKHbI TPUHUMATL
yyacTve B NpeaoCTaBA€HMM OTYETHOCTU AreHTCTBY, HE3aBMCMMbIM KOMWUTETaM MO MOHMUTOPUHIY
6e3onacHocTM gaHHbIX ("DSMB") unun anuam, NnpoBoAALLMM TEKYLLYIO OLLE HKY 6€30MacHOCTM B NpoLecce
npoBeAeHUsA KIMHNUYECKOTO UCMbITaHUA.

21. OfHaKo AN KAMHWYECKUX UCMbITaHUI, NPOBOAALLMXCA B OTHOWEHMM 6ONE3HM C BbICOKOW
3260/1€BaEMOCTbIO UM BbICOKOM CMEPTHOCTbIO, TAe KPUTHMYECKME TOUKM 3PHEKTUBHOCTM TaKKe MOTyT
6b1Tb SUSAR, Uaun ecnm cMepTHOCTb UK APYroi "cepbesHbli™ pesybTaT, 0 KOTOPOM MOMKHO COOBLWMTL
Kak o SUSAR, sBnsetca spPpeKTUBHOM KPUTUHECKON TOYKOM KNMHMYECKOrO MCMbITAaHUA, LEeNOCTHOCTb
KAMHUYECKOTO MCMbITaHUA MOKeT OblTb HapylweHa, eCM MacKMpOoBaHME AaHHbIX CUCTEMATUYECKU
HapylwaeTcs.

22. Ecnv nocne packpbiTvA ABfeHWe oKasbiBaeTcs SUSAR, To npuMeHATCA Npasuaa coobLeHms o
SUSAR, ycTaHOBNEHHbIe B CTaTbe 42 1 pasgene 2 HacToAwero NMpunoxxeHums.

3. EXKEFrO4HbIA OTYET O BE3OMACHOCTW CNOHCOPA

23. B npuaoxeHUn K oTYETY AOJIPKHA COAepKaTbCs MHbopmauma o gencteyrowem RSl n Hayane
nepuoaa OTYETHOCTW.



24. RSI, pencreytowas B Ha4yane nepmosa OTYETHOCTU, MPOLO/IIKAET AEMNCTBOBATb HA MPOTAMXKEHWUM
BCEro nepmoaa oT4ETHOCTH.

25. Ecnun B RSI BHOCATCA CyLLLECTBEHHbIE MI3MEHEHUA B TEHEHME OTYETHOrO Nepuoaa, TO OHM A0/1KHbI
6bITb YKa3aHbl B rogoBOM oT4yeTe no 6e3onacHocTu. bonee Toro, B 3Tom cnyyae nepecmoTpeHHas RSI
OO0/1KHa ObITb NpeAcTaB/eHa B KAYeCTBE NPUIOMKEHUSA K OTYETY, AOMOJIHUTEIbHO K RSI, AelicTBytowel Ha
Hayano nepuoaa oT4eTHoCTU. HecmoTps Ha nsmeHeHua B RSI, RSI, gelcreytowan Ha Hayano nepuoda
OTYETHOCTM, NPOLO/IIKAET AENCTBOBATL HA NPOTAXKEHWUM BCETO NEpPUOAa.

MpunoxeHwne IV

COAEPXAHUE KPATKOTO OTHETA
O PE3YJ/IbTATAX KIMHUYECKOIO UCIMbITAHUA

KpaTKnit oTyeT 0 pesynbTaTax KAMHUYECKOrO UCMbITaHUA AO/MKEH coAep)KaTb MHbOPMaLMIO O
cneyoLmx 3N1e MeHTax:

A. UHOOPMALNA O KMTMHNYECKOM UCTIbITAHNI

1. naeHTUPMKaLMA KIMHNYECKOTO UCMbITaHWS (BKHOYan HAMMEHOBAHME KNTMHUYECKOTO UCTMbITaHUA
N HOMep NPOTOKOo/1a);

2. MaeHTMOMKaTOPbI (BKAKOYAA HOMep UcnbITanusA EC, n apyrue);
3. laHHble O CNoHCcope (BKAKYAA Hay4YHble N 06LLEeCTBEHHbIE KOHTAKTHbIE NMYHKTbI);

4. nepnatpuyeckue perynatTuBHble OCO6eHHOCTVI, BK/1HOYaA I/IHd)OpMaLI,I/IIO O TOM, ABNAETCA NN
KNINMHNYECKOE UCNbITaHME YaCTbHO NJ1aHa UCCiea0BaHNA B I'IELI,VIanVIVI),'

5. aTan aHanu3a pe3ynbTaTos (BKAOYasA MHPOPMaLUIO O NPOMEXKYTOYHOM AaTe aHanM3a AaHHbIX,
NPOoMe}KYTOUHbI NN GUHANbHBIN 3Tan aHaAu3a, AaTy 06LLero 3aBepLIeHNA KANHNYECKOTO UCMbITaHMA).
ONA KNMHUYECKUX UCMbITaHWUIA, BOCNPOM3BOAALLMX UCCe0BaHMA YXKe aBTOPU30BaHHbIX UCC/Ieaye MbiX
JIeKapCTBEHHbIX CPeACTB U UCNONb3YyEeMbIX B COOTBETCTBMU C YC/IOBUSAMM paspelleHnsa Ha MapKeTUHT,
KPaTKUIA OTYET O pe3y/bTaTax TaK¥Ke [A0/IKEeH YKasbiBaTb Ha 0BHapyKeHHble BOMPOChl cpean obuwmx
pe3ynbTaToOB KAMHUYECKOTO UCMbITAaHUA, OTHOCALLMECA K COOTBETCTBYIOLWMM acneKkTam 3 pdeKTUBHOCTU
paccmaTpMBaeMoro IeKapCcTBEHHOro CPpeacTBa;

6. 06wWan MHPOPMaLMA O KANHNYECKOM UCMbITaHWUM (BKAOYan MHGOPMALMIO 06 OCHOBHBbIX LLEISX
MCMbITaHWA, NNaHE UCMbITaHWUA, HAy4YHOM OCHOBE, Pa3bACHEHUM OCHOBAHWUSA A/1A UCMbITaHWA, AaTe Havana
UCMbITaHWA, NPEANPUHATBIX Mepax Mo 3almuTe CyObEKTOB, OCHOBHOM NeYEHUN WU UCMOJ/b3YEMbIX
CTaTUCTUYECKUX METOaX);

7. nonynAuuu cybbeKToB (BKAOYas UHOOPMALMIO O AelCTBYOWEM HOMepe CcybbeKTos,
BK/HOUYEHHbIX B K/IMHUYECKOE UCMbITAaHWE B 3aMHTE pecoBaHHOM rocyaapctee-uneHe EC, B Coto3e U TpeTbux
CTpaHax, 0 pacnpeseneHum No BO3PACTHbIM Fpynnam).

B. TPYNMNPOBAHUNE CYEBEKTOB
1. Habop (BKAOYaA MHGOOPMALMIO O KOJIMYECTBE OCMOTPEHHbIX CYyOBLEKTOB, OTOOpPAHHbLIX U

NUCKNTIOYEHHDbIX, O KPpUTEPUAX BKAKOYEHUNA WU OTKa3a BO BK/JIKOYEHUU, pPaHOOMU3AUUNKN U OeTanax
MaCKMpPOBaHKA, 06 ncnon b3yeMbIX NccneayembiX 1€KapCTBEHHbIX Cpe,EI,CTBaX);



2. nepvoanpensapuUTeIbHOro HasHaYeHUsA;

3. nepuoapl Noc/eayoLLero HasHaYeHUA.

C. OCHOBHbIE XAPAKTEPUCTUKU
1. oOcCHOBHbIe XapaKTepUCTUKM (06A3aTeIbHO) BO3PACT;
2. OCHOBHbIE XapaKTePUCTMKM (06s3aTeNbHO) no;

3. OCHOBHbIE XapaKTePUCTUKK (HeobsA3aTeIbHO) 0CObble XapaKTe PUCTUKM UCCAeA0BaHWA.
D. KPUTUYECKUE TOYKH

1. onpefeneHnn KPUTUYECKUX TOUEK <*>,

<*>UHbopmaLma NnpefoCTaBAAETCA /1A BCEX KPUTUYECKUX TOUYEK, ONpeaeieHHbIX B MPOTOKOe.
2. Kputnyeckaatouka N 1.
Cratuctuyeckue pacyeTbl
3. Kputnueckaatouka N 2.
CraTuctudeckue pacyeTsl
E. HEXXENATE/IbHbBIE AB/TIEHNA
1. nnbopmauma 0 HeXKenaTeIbHbIX ABNEHUAX;
2. rpynna oT4eTHOCTU NO HeXKeNaTeNbHbIM ABNEHUAM;
3. cepbe3Hoe HeXenaTenbHoe ABNEeHe;
4. Hecepbe3HOe HeXenaTe/ibHoe ABNeHue.

F. AONOJIHNTE/IbHAA UHOOPMALIMNA

1. obwme cywecTBEHHbIE UBMEHEHUS;
2. obwme NpMocTaHoBAEHNA N BO30OOHOBNEHUA;

3. OrpaHWYeHus, Kacalowmeca WCTOYHMKOB BO3MOMHbIX OTKJIOHEHUI M MOrPeLHOCTEN,
npeaynpexxaeHus;

4. peknapaums npeaoCcTaBAAOLWE CTOPOHbI 0 TOYHOCTU NPEA0CTaBAEHHOM MHbOPMaLMM.

MpunoxeHne V

COAEPXAHUE KPATKOTO OTHETA



O PE3YJIbTATAX KIMHUYECKOI O UCMNbITAHWUA ANA HECMELUWAZTUCTOB

KpaTKVIVI OTYET O pe3yaibTaTaX KINMHNYECKOTO NcnblTaHNA anAa Hecneuymnaamcrtos 401 KeH COAE PHKaTb
Mchopmau,mo O ChneayloWwmnX aneMeHTax:

1. naeHTUOMKAUMA KAMHUYECKOTO WMCMbITaHUA (BKAOYAA WHPOPMALMIO O HauMeHOBaHWM
MCMbITaHWA, HOMEP NPOTOKONa, HOMep UcnbiTaHWA ECu gpyrue naeHTUdUKaTopbl);

2. HAaMMeHOBaHue CMOHCOpPA N KOHTAKTHaA MH(I)OpMaLI,VIﬂ;

3. 06wan MHPopmaLMsa O KNMHUYECKOM UCMbITaHUK (BKAOYan MHOOPMaLMIO O TOM, TAe U Koraa
NPOBOAMNOCH KNMHUYECKOE UCMbITaHWe, 06 OCHOBHBIX Le/AX UCMbITaHUA U PasbACHEHWUU NPUYUH €ro
nposeaeHua);

4. nonynauus cybbeKToB (BKAOYAs MHOOPMALMIO O KONMYECTBE CyOBLEKTOB, BK/IHOUYEHHBIX B
UCnbITaHWe B 3aMHTepecoBaHHOM rocyaapcree-yneHe EC, B Colo3e 1 TpeTbUX CTpaHax, pacnpeaeeHnm
MO BO3PACTHbIM FPYNMam U1 Mo NojY, 0 KPUTEPUAX BKAOYEHMA U OTKA3a BO BKAOYEHUM);

5. ncnonbsyemble ncciedyemble 1eKapCTBEHHbIE CPeACTBa;

6. onMcaHMe HeXKenaTebHbIX PeakL i MYacToTa X BOSHUKHOBEHMWS;

7. obwue pesynbTaTbl KNMHUYECKOTO UCMbITAHUSA;

8. KOMMEHTaPUN O pPe3ynbTaTe KAMHUYECKOTO UCTIbITAHUS;

9. yKasaHue Ha BepoATHOCTb NPOoBeAeHUA NOC/Aeay o LUNX KNNHNUYECKUX UCMIbITaHWIA;

10. yKa3aHne Ha UCTOYHMKN AOMNONAHUTENbHOW MHPOPMaLUW.

MNpunoxkeHue VI

MAPKUPOBKA UCCNEAYEMbIX NEKAPCTBEHHbIX CPEACTB
U BCNOMOTATE/IbHbIX IEKAPCTBEHHbIX CPEACTB

A. HEABTOPU30OBAHHbIE UCCNEOQYEMbIE JIEKAPCTBEHHbIE CPEACTBA

A.1. O6wme npasBuna
1. Cnepytowime NonoxKeHMA A01KHbI OblTb YKa3aHbl HA BTOPUYHOWN U NEePBUYHOM YNAKOBKE:

a) HaMmeHoBaHMe, agpec U Homep TesiedoHa OCHOBHOMO KOHTAKTHOrO Ainua no MHbopmauumn o
JIeKapCTBEHHOM CPeACTBE, KIMHNYECKOE UCMbITaHWE M 3KCTPEHHOE PACKPbITME; 3STOMOKET BbI Tb CMIOHCOP,
KOHTaKTHas nccieAoBaTe 1bCcKkan opraHu3aLma uan uccneaosate b (Ona uene it Hactoawero NpuaoskeHus
MMeHyemoe "0CHOBHOM KOHTaKT");

b) HaMmeHoOBaHMe BelwecTBa, ero A03MPoBKa M 3PHEKTUBHOCTb U, B C/y4yae CO CAenbivu
KAMHUYECKUMWN UCCNe0BaHUAMM, HaUMEHOBaHME BeLWeCcTBa [AO/IKHO ObiTb yKasaHO BmecTe C
HaMMeHOBaHMeM NpenapaTta cpaBHeHUA UK NaaueboHa ynakoBKe U HEaBTOPU30BaHHOIO UCCe Ly eMOro
JIeKapCTBEHHOIO CPeACTBA M NpenapaTta cpaBHeHMA uan nnauebo;

c) dbapmaueBTnyeckaa dopma, cnocob NnpumeHeHUs, KONMYECTBO eAMHULL, 103U POBaHUS;



d) Homep NapTMK AU KOAA, NAEHTUOULMPYIOLLETO COLE PHUMOE M ONEePALLMIO NO YNaKOBKe;

€) CNpaBOYHbIN KO KAMHMYECKOTO UCMbITAaHWUA, NMO3BONAOWMI MAEHTUPULMPOBATDL UCTIbITAHME,
MeCTO NpoBeeHuWs, UccnenoBaTeNs U CNOHCOoPa, EC/TN HE YKa3aHO B MIHOM MeCTE;

f) naeHTUGMKALMOHHDIN HOMep cybbeKTa U/MAnM HOMEP leYeHUA U, Fae 3TO NPUMEHUMO, HOMEP
BU3UTa;

g) HaumeHoBaHWe uccnegoBatens (ecnuHe BrkaoYeHo B "a" unu "e');

h) yKasaHus no npumeHeHuo (MoXeT bbITb cenaHa CCbilka Ha MHOOPMALMOHHbIN NUCTOK UK
OPYroi pPasbACHAKLWMIA AOKYMEHT, NpegHa3sHayYeHHbI 418 cybbeKTa WM nua, HasHa4yaloLWero
JleKapCcTBEHHOE CPeCTBO);

i) "ToNbKO ANA UCMONb30BAHUSA B KNIMHMYECKOM UCMbITaHUN" K nogo6bHas GopmyNPOBKa;
j) ycnoBus xpaHeHus;

k) nepuog wncnonb3oBaHMA (CPOK TOAHOCTM WMAM AaTa MNOBTOPHONO TECTMPOBAHMWA, TAe 3TO
npuMmeHMmMo), B popmate "mecaun rog" v Takum cnocobom, 4tTobbl n3berKaTb pasHOUTEHUI; U

[) "XpaHuTb B MecTax, He4OCTyMHbIX AN geten", 3a UCKAOYEHUEM CyYaeB, Korga cpeacrso
npeaHasHauYeHo AN1A KNMHUYECKUX UCMbITAaHWUI, B KOTOPbIX CPEACTBO HE BbIAAETCA HA PYKM MaUMeHTaMm.

2. CMMBO/IbI MW MUKTOrPAMMbl MOTYT ObiTb TaK¥Ke YyKasaHbl AN ACHOCTU Onpeae/eHHoW
MHPOpPMALMKM, YKasaHHOW Bbllwe. MoxKeT 6biTb YyKasaHa [ONONHUTENbHAA WHPopmMaLms,
npeaynpexaeHUs UM MHCTPYKLMM Mo 0bpaLleHuIo.

3. A,u,pec n HOMEP TEI'IEd)OHa OCHOBHOIO KOHTaKTa Heoba3aTeNbHO YKa3blBae€TCA Ha MAapKUPOBKeE,
ecnum Cy6'beKTaM BblAaeTcA VIHCI)OpMaLI,VIOHHbII‘;I JINCTOK WU KapTO4Ka C TakKMMU OaHHbIMU, U OHU
NPOUHCTPYKTUPOBAHbI O HEO6XOLI,MMOCTM BCeraa aepxatb UX npu cebe.

A.2. OrpaHM4YyeHHaA MapKUPOBKA M MepBUYHAA YNAKOBKa

A.2.1. NepBMYHaAA N BTOPUYHAA YNAKOBKA, NpeAcTaBfeHHble BMecTe

4. Echm neKapcTBeHHOEe CPeAcTBO Nepenaetca cybbekTy Uan AnLy, HasHavaroLe My NPUMEHEHNE
NIeKapCTBEHHOIO CpeacTBa B NEPBMYHOM YMaKOBKe, MAYLLEN BMECTe CO BTOPUYHOM YNAKOBKOM, U Ha
BTOPMYHOM YyMaKOBKe YKasaHbl MOJIOXKeHMsA pasgena A.l.,, cneaylowme NONOXKEHUA OO/KHbI ObiTb
YKas3aHbl Ha NepPBUYHOM ynaKoBKe (MAM ntobom 3aneyaTaHHOM [03aTope, CoAepPMKaLLeEM NepPBUYHYLO
YNaKOBKY):

a) HanMmeHOBaHMWe OCHOBHOIO KOHTAKTa:

b) dapmauesTnyeckaa dopma, cnocob npumeHeHUs (MOXKET He YKasblBaTbCA AN1A TBepPAbIX
NleKapcTBEHHbIX GOPM), KONMYECTBO € ANHUL, A03MPOBaAHMUA, U B CyYae C KNAMHUYECKUMU UCMbITAaHUAMM,
KOTOPbIe He BKOYAIOT MacKMpPOBaHMeE, HAMMeHOBaHWe/MAEHTUPUKATOP U J03UPOBKa/3ddeKTUBHOCTD;

C) HoMep NapTUK U/Mnr Koaa, NAEHTUGULMPYIOLLETO COAE PIKUMOE M OMNEPaLLMIO MO YNAaKOBKE;

d) cnpaBOYHbIN KOA KAMHUYECKOTO MUCMbITaHWUS, NO3BOIAKOWNN MAEHTUOMLMPOBATL UCTIbITaHUE,
MeCTO NpoBeZeHus, uccnenoBaTeNs U CNOHCOPa, eC/IN3TO He YKa3aHo B UHOM MecTe;

e) MaeHTUPUKALMOHHbIN HOME P cybbeKTa U/Mam HoMep eveHmns, a TakKe, rae 3To NPUMEHUMO,
HOMEp BU3NTA;

f) nepuop ucnonb3oBaHUs (CPOK FrOAHOCTM WM JaTa MOBTOPHOrO TECTUPOBaHMUA, rae 370



npumeHumo), B dopmate "mecaym rog" n Takmum cnocobom, 4Tobbl M36eKaTb PpasHOUTEHMIA.

A.2.2. ManaanepBuYHaA ynakoBKa

5. Ecv nepBUYHan ynakoBKa MmeeT Gopmy 6A1CTE POB UK HEBONbLUMX EANHWLL, TAKMUX KAaK aMMy/bl,
Ha KOTOPbIX HEBO3MOXHO YKa3aTb CBeAEeHMA, YKasaHHble B pa3gesie A.1, TO Ha BTOPUYHOM ynaKoBKe
[O’KHa BbITb MapKMPOBKa C A@aHHbIMU CBeAeHUAMWU. Ha nepBUYHOM YNaKoBKe AOMKHO ObITb YKa3aHO
cnegytoulee:

a) HaMMeHOBaHWE OCHOBHOTIO KOHTAKTaQ;

b) cnoco6 npumeHeHUn (MOXKeT He YKa3blBaTbCA 419 TBE PAbIX 1E€KAPCTBEHHbIX OPM), U B CyYae C
KANHUYE CKUMM UCMbITAaHUAMM, KOTOPbIE HE BK/IOYaOT MacKMpOoBaHWe, Hanme HoBaHWe/naeHTUdUKaTop
M A03UPOBKa/3PPEKTUBHOCT;

C) HoMep NapTuK U/Man Koaa, UAEHTUGULMPYIOLLMI COAE PXHMMOE U ONepaLmio NO YNaKoBKe;

d) CI'IpaBOLIHbIﬁ KOO, KNUHNYECKOro ncnbiTaHUA, I'IOSBO/'IFHOLIJ,VIVI VIAeHTMd)MLI'MpOBaTb ncnbiTaHWe,
MecCTO npoBeaeHnA, uccnenoBatena ncCnoHCopa, eCIMN3TO HE YKa3aHO B UHOM MecCTe;

e) naeHTUPMKALMOHHBIN HOMep CybbeKTa U/Mnn HoMep leYeHus, a TakxKe, rae 3To NPUMEHUMO,
HOMep BU3UTa; U

f) nepnoauncnonb3oBaHmA (CPOK rogHOCTN MNM AaTa NOBTOPHOMO TECTUPOBAHMUA, TAE NPUMEHNMO),
B popmarte "mecay n rog" u Takmm cnocobom, YTobbl 3beKaTb PasHOUTEHUIA.

B. HEABTOPN30OBAHHbLIE BCMTOMOTATE/IbHbIE TEKAPCTBEHHbIE CPEACTBA

6. Cneaytowme cBe AeHMA L0MKHbI ObITb YKa3aHbl Ha NEPBUYHOM M BTOPMYHOM YNAKOBKE:
a) HaMMeHOBaHWe OCHOBHOTO KOHTAKTa;

b) HaMmeHOBaHMe NeKapPCTBEHHOrO CPEACTBa C YKasaHMeM [A03NPOBKU U dapmalieBTUYECKON
dopmbl;

C) YKasaHWe aKTUBHbIX BELLECTB, BbIPAXKEHHbIX KOJMYECTBEHHO M KAuyeCTBEHHO Ha eauHuLy
O03UPOBKY;

d) Homep napTUmn n/Unn Koaa, MAEHTUOULMPYIOLLETO COAE PHMMOE M ONepPaLmio NO YNaKoBKe;

e) Cl'lpaBO‘-IHbIﬁ KOo4, KTINHNUYECKOIro UcnbiTaHmA, I'IO3BOJ1$-HOU.I,M171 MAEHTMCI)VILI,MpOBaTb ncnbiTaHue,
MeCTO npoBeaeHUA, uccnenosatena, CnoHCopau CY6'be KTa;

f) ykasaHMA no npumeHeHU o (MoXKeT BbITb caeslaHa CCbi/IKa Ha MHOOPMALMOHHbBIN IUCTOK UK
OPYron pasbACHAOLWNIA AOKYMEHT, npeAHasHayeHHbi ana cybbekta uManM Auvua, HasHayalolero
JNleKapcTBEHHOE CPEACTBO);

g) "TonbKo ANA UCNONBb30BAHMA B KIMHMUYECKOM UCMbITaHUKU" an noaobHaa GopMynnpoBKa;
h) ychosus xpaHeHus;

i) nepnoa ncnonb3oBaHMA (CPOK rOAHOCTU UM AaTa NOBTO PHOIO TECTUPOBAHUSA, rae NPUMEHUMO).

C. AONOJIHATENTbHAA MAPKUPOBKA A1 ABTOPU3OBAHHbIX
JIEKAPCTBEHHbIX CPEACTB

7. B cOOTBETCTBMM CO CTaTbe 67 (2) cneaytowme cBeAeHUA A0JIKHbI BbITb YKa3aHbl Ha NepBUYHOI



M BTOPMYHOM YNaKoOBKe:
a) HaMMeHOBaHMe OCHOBHOTO KOHTaKTa;

b) Cl'lpaBO‘-IHbe/'I KOo4, KTMHNUYECKOro ucnbitTaHmAa, ﬂO3BOﬂFII'OLLI,Ml\;1 VI,D,eHTMd)VILI,VIpOBaTb ncnbiTaHue,
MecCTO npoBeaeHUA, uccnenosatenda, CnoHCopau cy61>e KTa;

¢) "TonbKo ANA UCMONBb30BAHMA B KIMHUYECKOM UCMbITaHUK" unn nogobHas dopmyanposka.
D. 3AMEHA MHOOPMAL NN

8. CBefeHuA, NnepeyncieHHble B pasgenax A, B v C, Hble, Yem yKasaHbl B naparpade 9, MoryT He
cofep:aTbhCA B MaPKMPOBKE, a YKasblBaTbCA WMHbIMM crnocobamu, Hanpumep, C MCMONb30BaHWEM
LeHTPaNN30BaHHOMN 3N1EKTPOHHOMN CUCTEMbI PaHAOMM3ALMKN, C UCMONb30BAHMEM LIEHTPANM30BaHHOM
MHOOPMALLMOHHOM CUCTEMDI, NMPU YCNOBUKU, YTO He HaHocuTca yuepba 6esonacHocTu cybbekTa u
[0CTOBEPHOCTM U HAZE KHOCTU A@HHbIX. ITO A0JKHO 6bITb 060CHOBAHO B NPOTOKOJIE.

9. CBegeHMs, yKasaHHble B C/1eAyoLWMX MyHKTax, 06A3aTeIbHO A0JIMKHbI ObITb YKa3aHbl MapKMUPOBKe
JIeKapCcTBEHHOro CpeacTBa:

a) naparpad) 1’ I'IyHKTbI Ilb||’ IICII’ lldll, IIfII, Iljll M Ilkll,_
b) naparpad 4, nyHkrel "b", "c", "e" n"f";
c) naparpa¢ 5, nyHktbl "b", "c", "e" n "f";

d) naparpad 6, nyHktbl "b", "d", "e", "h" u
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REGULATION (EU) No. 536/2014
OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
ON CLINICAL TRIALS ON MEDICINAL PRODUCTS FOR HUMAN USE,
AND REPEALING DIRECTIVE 2001/20/EC

(Strasbourg, 16.1V.2014)
(Text with EEA relevance)

The European Parliament and the Council of the European Union,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114
and 168(4)(c) thereof,

Having regard to the proposalfrom the European Commission,
Aftertransmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee <*>,

<*>0JC44, 15.2.2013, p. 99.

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure <*>,

<*> Position of the European Parliament of 3 April 2014 (not yet published in the Official Journal)
and decision of the Council of 14 April 2014.

Whereas:

(1) In aclinical trial the rights, safety, dignity and well-being of subjects should be protected and the
data generated should be reliable and robust. The interests of the subjects should always take priority
overall otherinterests.

(2) Inordertoallow forindependentcontrolas to whetherthese principles are adhered to, a clinical
trial should be subject to prior authorisation.

(3) The existing definition of a clinical trial as contained in Directive 2001/20/EC of the European
Parliamentand of the Council <*> should be clarified. For that purpose, the concept of clinical trial should
be more precisely defined by introducing the broader concept of "clinical study" of which the clinical trial
is a category. That category should be defined on the basis of specific criteria. This approach takes due
account of international guidelines, and s in line with the Union law governing medicinal products, which
builds on the dichotomy of "clinical trial" and "non-interventional study".




<*> Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the
approximation of the laws, regulations and administrative provisions of the Membe r States relating to the
implementation of good clinical practice in the conduct of clinical trials on medicinal products for human
use (OJL 121, 1.5.2001, p. 34).

(4) Directive 2001/20/EC aims to simplify and harmonise the administrative provisions gove rning
clinical trials in the Union. However, experience shows that a harmonised approach to the regulation of
clinical trials has only been partly achieved. This makes it in particular difficult to perform a given clinical
trial in several Member States. Scientific development, however, suggests that future clinical trials will
target more specific patient populations, such as subgroups identified through genomic information. In
ordertoinclude a sufficient number of patients for such clinical trials it may be necessary toinvolve many,
or all, Member States. The new procedures for the authorisation of clinical trials should stimulate the
inclusion of as many Member States as possible. Therefore, in order to simplify the procedures for the
submission of an application dossier for the authorisation of a clinical trial, the multiple submission of
largely identical information should be avoided and replaced by the submission of one application dossier
to all the Member States concerned through a single submission portal. Given that clinical trials carried
out in a single Member State are equally important to European clinical research, the application dossier
for such clinical trials should also be submitted through that single portal.

(5) As regards Directive 2001/20/EC, experience also indicates that the legal form of a Regulation
would present advantages for sponsors and investigators, for example in the context of clinical trials
taking place in more than one Member State, since they will be able to rely on its provisions directly, but
also in the context of safety reportingand labelling of investigational medicinal products. Divergences of
approach among different Member States will be therefore kepttoa minimum.

(6) The Member States concerned should cooperate in assessing a request for authorisation of a
clinical trial. This cooperation should not include aspects of an intrinsically national nature, such as
informed consent.

(7) In order to avoid administrative delays for starting a clinical trial, the procedure to be used
should be flexible and efficient, without compromising patient safety or public health.

(8) The timelines for assessing an application dossier for clinical trials should be sufficientto assess
the file while, at the same time, ensuring quick access to new, innovative treatments and ensuring that
the Union remains an attractive place for conducting clinical trials. Against this background, Directive
2001/20/EC introduced the concept of tacit authorisation. This concept should be maintained in orderto
ensure that timelines are adhered to. In the event of a public health crisis, Member States should have
the possibility to assess and authorise a clinical trial application swiftly. No minimal timelines for approval
should therefore be established.

(9) Clinical trials forthe development of orphan medicinal products as definedin Regulation (EC) No
141/2000 of the European Parliament and of the Council <*> and of medicinal products addressed to
subjects affected by severe, debilitating and often life-threatening diseases affecting no more than one
personin 50000 in the Union (ultra-rare diseases) should be fostered.

<*> Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December
1999 on orphan medicinal products (OJ L 18, 22.1.2000, p. 1).

(10) Member States should efficiently assess all clinical trials applications within the given timelines.
Arapid yetin-depth assessmentis of particularimportance for clinical trials concerning medical conditions
which are severely debilitating and/or life threatening and for which therapeutic options are limited or
non-existent, asin the case of rare and ultra-rare diseases.



(11) The risk to subject safety in a clinical trial mainly stems from two sources: the investigational
medicinal product and the intervention. Many clinical trials, however, pose only a minimal additional risk
to subject safety compared to normal clinical practice. This is particularly the case where the
investigational medicinal product is covered by a marketing authorisation, that is the quality, safetyand
efficacy has already been assessed in the course of the marketing authorisation procedure" or, if that
productis not used in accordance with the terms of the marketing authorisation, that use is evidence-
based and supported by published scientific evidence on the safety and efficacy of that product, and the
intervention poses only very limited additional risk to the subject compared to normal clinical practice.
Those low-intervention clinical trials are often of crucial importance for assessing standard treatments
and diagnoses, thereby optimising the use of medicinal products and thus contributing to a high level of
public health. Those clinical trials should be subject to less stringent rules, as regards monitoring,
requirements forthe contents of the masterfile and traceability of investigational medicinal products. In
orderto ensure subject safety they should however be subject to the same application procedure as any
other clinical trial. The published scientific evidence supporting the safety and efficacy of an
investigational medicinal product not usedin accordance with the terms of the marketing authorisation
could include high quality data published in scientific journal articles, as well as national, regional or
institutional treatment protocols, health technology assessmentreports or otherappropriate evidence.

(12) The Recommendation of the Organisation for Economic Cooperation and Development (OECD)
Council on the Governance of Clinical Trials of 10 December 2012 introduced differentrisk categories for
clinical trials. Those categories are compatible with the categories of clinical trials defined in this
Regulation as the OECD Categories A and B(1) correspondto the definition of a low-intervention clinical
trial as set out in this Regulation, and the OECD Categories B(2) and C correspond to the definition of a
clinical trial as set out in this Regulation.

(13) The assessment of the application fora clinical trial should address in particular the anticipated
therapeutic and public health benefits (relevance) and the risk and inconvenience for the subject. In
respect of the relevance, various aspects should be taken into account, including whetherthe clinical trial
has been recommended or imposed by regulatory authorities in charge of the assessment of medicinal
products and the authorisation of their placing on the market and whether surrogate end-points, when
they are used, are justified.

(14) Unless otherwise justified in the protocol, the subjects participating in a clinical trial should
represent the population groups, forexample genderand age groups, that are likely to use the medicinal
productinvestigated in the clinical trial.

(15) In order to improve treatments available for vulnerable groups such as frail or older people,
people suffering from multiple chronic conditions, and people affected by mental health disorders,
medicinal products which are likely to be of significant clinical value should be fully and appropriately
studied fortheireffectsin these specificgroups, including as regards requirements related to their specific
characteristics and the protection of the health and well-being of subjects belonging to these groups.

(16) The authorisation procedure should provide for the possibility to extend the timelinesfor the
assessmentin orderto allow the sponsorto address questionsor comments raised during the assessment
of the application dossier. Moreover, it should be ensured that, within the extension period, there is
always sufficient time forassessing the additional information submitted.

(17) The authorisation to conduct a clinical trial should address all aspects of subject protection and
datareliability and robustness. That authorisation should therefore be containedin a single administrative
decision by the Member State concerned.

(18) It should be left to the Member State concerned to determine the appropriate body or bodies
to be involved in the assessment of the application to conduct a clinical trial and to organise the
involvement of ethics committees within the timelines for the authorisation of that clinical trial as setout
in this Regulation. Such decisions are a matter of internal organisation for each Member State. When



determining the appropriate body or bodies, Member States should ensure the involvement of
laypersons, in particular patients or patients' organisations. They should also ensure that the necessary
expertise is available. In accordance with international guidelines, the assessment should be done jointly
by a reasonable number of persons who collectively have the necessary qualifications and experience.
The persons assessing the application should be independent of the sponsor, theclinical trial site, and the
investigatorsinvolved, as well as free from any otherundue influence.

(19) The assessment of applications for the authorisation of clinical trials should be conducted on
the basis of appropriate expertise. Specific expertise should be considered when assessing clinical trials
involving subjects in emergency situations, minors, incapacitated subjects, pregnant and breastfeeding
women and, where appropriate, other identified specific population groups, such as elderly people or
people suffering fromrare and ultra rare diseases.

(20) In practice, sponsors do notalways have all the information needed for submittinga complete
application forauthorisation of a clinical trial in all of the Member Stateswhereaclinical trial is eventually
going to be conducted. It should be possible for sponsors to submit an application solely on the basis of
documents assessed jointly by those Member States where the clinical trial might be conducted.

(21) The sponsorshould be allowed to withdraw the application for authorisation of a clinical trial.
To ensure the reliable functioning of the assessment procedure, however, an application forauthorisation
of a clinical trial should be withdrawn only forthe entire clinical trial. It should be possible forthe sponsor
to submit a new application for authorisation of a clinical trial following the withdrawal of an application.

(22) In practice, in order to reach recruitment targets or for other reasons, sponsors may have an
interestin extendingthe clinical trial to an additional Member States after the initial authorisation of the
clinical trial. An authorisation mechanism should be provided to allow for such extension, while avoiding
the re-assessment of the application by all the Member States concerned which were involved in the
initial authorisation of the clinical trial.

(23) Clinical trials are usually subjectto many modifications afterthey have been authorised. Those
modifications may relate to the conduct, the design, the methodology, the investigational or auxiliary
medicinal product, or the investigator or clinical trial site involved. Where those modifications have a
substantial impact on the safety or rights of the subjects or on the reliability and robustness of the data
generated in the clinical trial, they should be subject to an authorisation procedure similar to the initial
authorisation procedure.

(24) The content of the application dossierforauthorisation of a clinical trial should be harmonised
in order to ensure that all Member States have the same information available and to simplify the
application processfor clinical trials.

(25) In order to increase transparency in the area of clinical trials, data from a clinical trial should
only be submitted in support of a clinical trial application if that clinical trial has been recordedinapublicly
accessible and free of charge database whichis a primary or partnerregistry of, or a data providerto, the
international clinical trials registry platform of the World Health Organization (WHO ICTRP). Data
providers to the WHO ICTRP create and manage clinical trial records in a manner that is consistent with
the WHO registry criteria. Specific provision should be made for datafrom clinical trials started before the
date of application of this Regulation.

(26) It should be left to Member States to establish the language requirements forthe application
dossier. To ensure that the assessment of the application for authorisation of a clinical trial functions
smoothly, Member States should consider accepting a commonly understood language in the medical
field as the language for the documentation not destined forthe subject.

(27) Human dignity and the right to the integrity of the person are recognised in the Charter of
Fundamental Rights of the European Union (the "Charter"). In particular, the Charter requires that any



interventionin the field of biology and medicine cannot be performed without freeand informed consent
of the person concerned. Directive 2001/20/EC contains an extensive set of rules for the protection of
subjects. These rules should be upheld. Regarding the rules concerning the determination of the legally
designated representatives of incapacitated persons and minors, those rules divergein Member States. It
should therefore be left to Member States to determine the legally designated representatives of
incapacitated persons and minors. Incapacitated subjects, minors, pregnant women and breastfeeding
women require specific protection measures.

(28) An appropriately qualified medical doctor or, where appropriate, a qualified dental practitioner
should be responsible for all medical care provided to the subject, including the medical care provided by
other medical staff.

(29) It is appropriate that universities and otherresearch institutions, under certain circumstances
that are in accordance with the applicable law on data protection, be able to collect data from clinical
trials to be used forfuture scientificresearch, forexample for medical, natural or social sciences research
purposes. In order to collect data for such purposes it is necessary that the subject gives consent to use
his or herdata outside the protocol of the clinical trial and has the right to withdraw that consentat any
time. Itis also necessary that research projects based on such data be made subject to reviews that are
appropriate for research on human data, for example on ethical aspects, before being conducted.

(30) In accordance with international guidelines, the informed consent of a subject should be in
writing. When the subjectis unable to write, it may be recorded through appropriate alternative means,
for instance through audio or video recorders. Priorto obtaining informed consent, the potential subject
should receive information in a prior interview in a language which is easily understood by him or her. The
subject should have the opportunity to ask questions atany moment. Adequate time should be provided
for the subjectto consider his or her decision. In view of the fact that in certain Member States the only
person qualified under national law to perform an interview with a potential subject is a medical doctor
while in other Member Statesthis is done by other professionals, it is appropriate to provide that the prior
interview with a potential subject should be performed by a member of the investigating team qualified
for this task underthe national law of the Member State where the recruitment takes place.

(31) In order to certify that informed consent is given freely, the investigator should take into
accountall relevant circumstances which mightinfluence the decision of a potential subject to participate
in a clinical trial, in particular whether the potential subject belongs to an economically or socially
disadvantaged group or is in a situation of institutional or hierarchical dependency that could
inappropriately influence heror his decision to participate.

(32) This Regulation should be without prejudice to national law requiring that, in addition to the
informed consent given by the legally designated representative, a minor who is capable of forming an
opinion and assessing the information given to him or her, should himself or herself assent in order to
participate in a clinical trial.

(33) It is appropriate to allow that informed consent be obtained by simplified means for certain
clinical trials where the methodology of the trial requires that groups of subjects rather than individual
subjects are allocated to receive different investigational medicinal products. In those clinical trials the
investigational medicinal products are used in accordance with the marketing authorisations, and the
individual subject receives a standard treatment regardless of whether he or she accepts or refuses to
participate in the clinical trial, or withdraws fromit, so that the only consequence of non-participation is
that data relating to him or her are not used for the clinical trial. Such clinical trials, which serve to
compare established treatments, should always be conducted within a single Member State.

(34) Specific provisions should be defined for the protection of pregnant and breastfeeding women
participating in clinical trials and in particular when the clinical trial does not have the potentialto produce
results of direct benefitto herorto her embryo, foetus or child after birth.



(35) Persons performing mandatory military service, persons deprived of liberty, persons who, due
to a judicial decision, cannot take part in clinical trials, and persons, who due to their age, disability or
state of health are reliant on care and forthat reason accommodated in residential care institutions, that
is accommodations providing an uninterrupted assistance for persons who necessitate such assistance,
are in a situation of subordination or factual dependency and therefore may require specific protective
measures. Member States should be allowed to maintain such additional measures.

(36) This Regulation should provide for clear rules concerning informed consent in emergency
situations. Such situations relate to cases where for example a patient has suffered a sudden life-
threatening medical condition due to multiple traumas, strokes or heart attacks, necessitatingimmediate
medical intervention. For such cases, intervention within an ongoing clinical trial, which has already been
approved, may be pertinent. However, in certain emergency situations, it is not possible to obtain
informed consent priorto the intervention. This Regulation should therefore set clear rules whereby such
patients may be enrolled in the clinical trial undervery strict conditions. In addition, the said clinical trial
should relate directly to the medical condition because of which it is not possible within the therapeutic
window to obtain prior informed consent from the subject or from his or her legally designated
representative. Any previously expressed objection by the patient should be respected, and informed
consentfromthe subject orfrom his or herlegally designated representative should be soughtas soon as
possible.

(37) In orderto allow patients to assess possibilities to participate in a clinical trial, and to allow for
effective supervision of a clinical trial by the Member State concerned, the start of the clinical trial, the
end of the recruitment of subjects for the clinical trial and the end of the clinical trial should be notified.
In accordance with international standards, the results of the clinical trial should be reported within one
yearfrom the end of the clinical trial.

(38) The date of the first act of recruitment of a potential subjectis the date on which the first act
of the recruitment strategy described in the protocol was performed, e.g. the date of a contact with a
potential subject or the date of the publication of an advertisement fora particular clinical trial.

(39) The sponsor should submit a summary of the results of the clinical trial together with a
summary thatis understandable to alayperson, and the clinical study report, where applicable, within the
defined timelines. Where it is not possible to submit the summary of the results within the defined
timelines for scientific reasons, for example when the clinical trial is still ongoing in third countries and
data from that part of the trial are not available, which makes a statistical analysis not relevant, the
sponsor should justify this in the protocol and specify when the results are going to be submitted.

(40) In order for the sponsor to assess all potentially relevant safety information, the investigator
should, as a rule, reportto him all serious adverse events.

(41) The sponsor should assess the information received from the investigator, and report safety
information on serious adverse events which are suspected unexpected serious adverse reactions to the
European Medicines Agency ("the Agency").

(42) The Agency should forward thatinformation to the Member States forthemto assessit.

(43) The members of the International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) have agreed on a detailed set of guidelines on good
clinical practice which is an internationally accepted standard for designing, conducting, recording and
reporting clinical trials, consistent with principles that have their origin in the World Medical Association's
Declaration of Helsinki. When designing, conducting, recording and reporting clinical trials, detailed
guestions may arise as to the appropriate quality standard. In such a case, the ICH guidelines on good
clinical practice should be taken appropriately into account for the application of the rules set out in this
Regulation, provided that there is no other specific guidance issued by the Commission and that those
guidelines are compatible with this Regulation.



(44) The conduct of a clinical trial should be adequately monitored by the sponsorin orderto ensure
the reliability and robustness of the results. Monitoring may also contribute to subject safety, takinginto
account the characteristics of the clinical trial and respect for fundamental rights of subjects. When
establishing the extent of monitoring, the characteristics of the clinical trial should be takeninto account.

(45) The individuals involved in conducting a clinical trial, in particular investigators and other
healthcare professionals, should be sufficiently qualified to perform their tasks, and the facilities where a
clinical trial is to be conducted should be suitable for that clinical trial.

(46) In orderto ensure subject safety and the reliability and robustness of data from clinical trials,
it is appropriate to provide that there should be arrangements for traceability, storage, return and
destruction of investigational medicinal products, depending on the nature of the clinical trial. For the
same reasons, there should also be such arrangements for unauthorised auxiliary medicinal products.

(47) During a clinical trial, a sponsor may become aware of serious breaches of the rules for the
conduct of that clinical trial. This should be reported to the Member States concerned in order for action
to be taken by those Member States, where necessary.

(48) Apart from the reporting of suspected unexpected serious adverse reactions, there may be
otherevents which are relevantin terms of benefit-risk balance and which should be reportedin a timely
manner to the Member States concerned. It is important for subject safety that, in addition to serious
adverse events and reactions, all unexpected events that might materially influence the benefit-risk
assessment of the medicinal product or that would lead to changes in the administration of a medicinal
product or in overall conduct of a clinical trial are notified to the Member States concerned. Examples of
such unexpected events include an increase in the rate of occurrence of expected serious adverse
reactions which may be clinically important, a significant hazard to the patient population, such as lack of
efficacy of a medicinal product, or a major safety finding from a newly completed animal study (such as
carcinogenicity).

(49) Where unexpected events require an urgent modification of a clinical trial, it should be possible
forthe sponsorand the investigator to take urgent safety measures without awaiting prior authorisation.
If such measures constitute atemporary halt of the clinical trial, the sponsorshould apply fora substantial
modification before restarting the clinical trial.

(50) In orderto ensure compliance of the conduct of a clinical trial with the protocol, and in order
forinvestigators to be informed about the investigational medicinal products theyadminister, the sponsor
should supply the investigators with an investigator's brochure.

(51) The information generatedin aclinical trial should be recorded, handled and storedadequately
for the purpose of ensuring subject rights and safety, the robustness and reliability of the data generated
in the clinical trial, accurate reporting and interpretation, effective monitoring by the sponsor and
effective inspection by Member States.

(52) In order to be able to demonstrate compliance with the protocol and with this Regulation, a
clinical trial master file, containing relevant documentation to allow effective supervision (monitoring by
the sponsor and inspection by Member States), should be kept by the sponsor and by the inves tigator.
The clinical trial master file should be archived appropriately to allow for supervision afterthe clinical trial
has ended.

(53) Where there are problems with respect to the availability of authorised auxiliary medicinal
products, unauthorised auxiliary medicinal products may be used in a clinical trial in justified cases. The
price of the authorised auxiliary medicinal product should not be considered as having an effect on the
availability of such medicinal products.

(54) Medicinal products intended for research and development trials fall outside the scope of
Directive 2001/83/EC of the European Parliament and of the Council<*>. Such medicinal products include



medicinal products used in the context of a clinical trial. They should be covered by specific rules taking
account of their peculiarities. In establishing these rules, a distinction should be made between
investigational medicinal products (the tested product and its reference products, including placebos) and
auxiliary medicinal products (medicinal products used in the context of a clinical trial but not as
investigational medicinal products), such as medicinal products used for background treatment, challenge
agents, rescue medication, or used to assess end-points in a clinical trial. Auxiliary medicinal products
should not include concomitant medications, that is medications unrelated to the clinical trial and not
relevantforthe design of the clinical trial.

<*> Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on
the Community code relating to medicinal products for humanuse (OJ L 311, 28.11.2001, p. 67).

(55) Inorderto ensure subject safety and the reliability and robustness of data generated in a clinical
trial, andin orderto allow forthe distribution of investigational and auxiliary medicinal products to clinical
trial sites throughout the Union, rules on the manufacturing and import of both investigational and
auxiliary medicinal products should be established. As is already the case for Directive 2001/20/EC, those
rules should reflect the existing rules of good manufacturing practices for products covered by Directive
2001/83/EC. In some specific cases, it should be possible to allow deviations from those rulesin orderto
facilitate the conduct of a clinical trial. Therefore, the applicable rules should allow for some flexibility,
provided thatsubjectsafety, as wellas reliability and robustness of the datagenerated in the clinical trial
are not compromised.

(56) The requirement to hold an authorisation for manufacture or import of investigational
medicinal products should not apply to the preparation of investigational radiopharmaceuticals from
radionuclide generators, kits or radionuclide precursors in accordance with the manufacturer's
instructions for use in hospitals, health centres or clinics taking part in the same clinical trial in the same
Member State.

(57) Investigational and auxiliary medicinal products should be appropriately labelled in order to
ensure subject safety and the reliability and robustness of datagenerated in clinical trials, and in orderto
allow for the distribution of those products to clinical trial sites throughout the Union. The rules for
labelling should be adapted to the risks to subject safety and the reliability and robustness of data
generated in clinical trials. Where the investigational or auxiliary medicinal product have already been
placed on the market as an authorised medicinal product in accordance with Directive 2001/83/EC and
Regulation (EC) No 726/2004 of the European Parliament and of the Council <*>, as a general rule no
additional labelling should be required for clinical trials that do not involve the blinding of the label.
Moreover, there are specific products, such as radiopharmaceuticals used as diagnostic investigational
medicinal product, where the general rules on labelling are inappropriate in view of the very controlled
setting of the use of radiopharmaceuticals in clinical trials.

<*> Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004
laying down Community procedures for the authorisation and supervision of medicinal products for
human and veterinary use and establishinga European Medicines Agency (OJ L 136, 30.4.2004, p. 1).

(58) Inordertoensure clearresponsibilities, the concept of a"sponsor" of aclinical trial, in line with
international guidelines, was introduced by Directive 2001/20/EC. This conceptshould be upheld.

(59) In practice, there may be loose, informal networks of researchers or research institutions which
jointly conducta clinical trial. Those networks should be able to be co-sponsors of a clinical trial. In order
not to weaken the concept of responsibility in a clinical trial, where a clinical trial has several sponsors,
they should all be subjectto the obligations of a sponsor under this Regulation. However,the co-sponsors



should be able to split up the responsibilities of the sponsor by contractual agre ement.

(60) In order to ensure that enforcement action may be taken by Member States and that legal
proceedings may be broughtin appropriate cases, it is appropriate to provide that sponsors that are not
establishedin the Union should be represented by a legal representative in the Union. Howeverin view
of the divergentapproaches of the Member States as regards civil and criminal liability, it is appropriate
to leave to each Member State concerned, as regards its territory, the choice as to whether or not to
require such a legal representative, provided that at least a contact personis established in the Union.

(61) Where, inthe course of aclinical trial, damage caused to the subject leads to thecivil or criminal
liability of the investigator or the sponsor, the conditions for liability in such cases, including issues of
causality and the level of damages and sanctions, should remain governed by national law.

(62) In clinical trials compensation should be ensured for damages successfully claimed in
accordance with the applicable laws. Therefore Member States should ensure that systems for
compensation for damages suffered by asubjectare in place which are appropriate to the nature and the
extent of the risk.

(63) The Member State concerned should be given the power to revoke the authorisation of a
clinical trial, suspend aclinical trial or require the sponsorto modify a clinical trial.

(64) In order to ensure compliance with this Regulation, Member States should be able to conduct
inspections and should have adequate inspection capacities.

(65) The Commission should be able to control whether Member States correctly supervise
compliance with this Regulation. Moreover,the Commissionshould be able to controlwhetherregulatory
systems of third countries ensure compliance with the specific provisions of this Regulation and Directive
2001/83/EC concerning clinical trials conducted in third countries.

(66) In order to streamline and facilitate the flow of information between sponsors and Member
States as well as between Member States, the Agency should, in collaboration with Member States and
the Commission, set up and maintain an EU database, accessed through an EU portal.

(67) Inorderto ensure asufficientlevel of transparency in the clinical trials, the EU database should
contain all relevant information as regards the clinical trial submitted through the EU portal. The EU
database should be publicly accessible and data should be presented in an easily searchable format, with
related data and documents linked together by the EU trial number and with hyperlinks, for example
linking togetherthe summary, the layperson's summary, the protocoland the clinical study report of one
clinical trial, as well as linking to data from other clinical trials which used the same investigational
medicinal product. All clinical trials should be registered in the EU database prior to being started. As a
rule, the start and end dates of the recruitment of subjects should also be published in the EU database.
No personal data of data subjects participating in a clinical trial should be recorded in the EU database.
The information in the EU database should be public, unless specific reasons require that a piece of
information should not be published, in orderto protect the right of the individual to private life and the
right to the protection of personal data, recognised by Articles 7 and 8 of the Charter. Publicly available
information contained in the EU database should contribute to protecting public health and fosteringthe
innovation capacity of European medical research, while recognising the legitimate economicinterests of
sponsors.

(68) For the purposes of this Regulation, in general the dataincluded in aclinical study report should
not be considered commercially confidential once a marketing authorisation has been granted, the
procedure for granting the marketing authorisation has been completed, the application for marketing
authorisation has been withdrawn. In addition, the main characteristics of a clinical trial, the conclusion
on Part | of the assessment report forthe authorisation of a clinical trial, the decision on the authorisation
of a clinical trial, the substantial modification of a clinical trial, and the clinical trial results including



reasons fortemporary halt and early termination, in general, should not be considered confidential.

(69) Within a Member State, there may be several bodies involved in the authorisation of clinical
trials. In order to allow for effective and efficient cooperation between Member States, each Member
State should designate one contact point.

(70) The authorisation procedure set out in this Regulationis largely controlled by Member States.
Nevertheless, the Commission and the Agency should support the good functioning of that procedure, in
accordance with this Regulation.

(71) In order to carry out the activities provided for in this Regulation, Member States should be
allowed to levy fees. However, Member States should not require multiple paymentsto different bodies
involved in the assessment, in a given Member State, of an application for authorisation of a clinical trial.

(72) In orderto ensure uniform conditions for the implementation of this Regulation, implementing
powers should be conferred on the Commission in respect of the establishment and modification of rules
on cooperation between the Member States when assessing the information provided by the sponsor on
the Eudravigilance database and the specification of detailed arrangements for inspection procedures.
Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European
Parliamentand of the Council <*>.

<*> Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February
2011 laying downthe rules and general principles concerning mechanisms for control by Member States
of the Commission's exercise of implementing powers (0J L55, 28.2.2011, p. 13).

(73) In orderto supplement oramend certain non-essential elements of this Regulation, the power
to adopt acts in accordance with Article 290 of the Treaty on the Functioning of the European Union
(TFEU) should be delegated tothe Commission in respect of: the amendment of Annexes|, Il, IV and V to
this Regulationin orderto adapt themto technical progress or to take account of international regulatory
developments in which the Union or the Member States are involved, in the field of clinical trials; the
amendment of Annex Illin ordertoimprove the information on the safety of medicinal products, to adapt
technical requirements to technical progress orto take account of international regulatory developments
in the field of safety requirements in clinical trials endorsed by bodies in which the Union or the Member
States participate; the specification of the principles and guidelines of good manufacturing practice and
the detailed arrangements for inspection for ensuring the quality of investigational medicinal products;
the amendment of Annex VI in order to ensure subject safety and the reliability and robustness of data
generatedina clinical trial or to take account of technical progress. Itis of particular importance that the
Commission carry out appropriate consultations during its preparatory work, including at expert level.
The Commission, when preparing and drawing-up delegated acts, should ensure a simultaneous, timely
and appropriate transmission of relevant documentsto the European Parliament and to the Council.

(74) Directive 2001/83/EC provides that that Directive does not affect the application of national
legislation prohibiting or restricting the sale, supply or use of medicinal products as abortifacients.
Directive 2001/83/EC provides that national legislation prohibiting or restricting the use of any specific
type of human oranimalcells is not, in principle, affected by eitherthat Directive orany of the Regulations
referred to therein. Likewise, this Regulation should not affect national law prohibiting or restricting the
use of any specific type of human or animal cells, or the sale, supply or use of medicinal products used as
abortifacients. In addition, this Regulation should not affect national law prohibiting or restricting the sale,
supply or use of medicinal products containing narcotic substances within the meaning of the relevant
international conventionsin force such as the Single Convention on Narcotic Drugs of 1961 of the United
Nations. Member States should communicate those national provisions to the Commission.

(75) Directive 2001/20/EC provides that no gene therapy trials may be carried out which result in



modifications to the subject's germline geneticidentity. It is appropriate to maintain that provision.

(76) Directive 95/46/EC of the European Parliament and of the Council <*> applies to the processing
of personal data carried out in the Member States within the framewaork of this Regulation, under the
supervision of the Member Statescompetent authorities, in particular the public independent authorities
designated by the Member Statesand Regulation (EC) No 45/2001 of the European Parliament and of the
Council <**> applies to the processing of personal data carried out by the Commission and the Agency
within the framework of this Regulation, under the supervision of the European Data Protection
Supervisor. Those instruments strengthen personal data protection rights, encompassing the right to
access, rectification and withdrawal, as well as specify the situations when restriction on those rights may
be imposed. With a view to respecting those rights, while safeguarding the robustness and reliability of
datafrom clinical trials used forscientific purposes and the safety of subjects participatingin clinical trials,
it is appropriate to provide that, without prejudice to Directive 95/46/EC, the withdrawal of informed
consentshould not affect the results of activities already carried out, such as the storage and use of data
obtained on the basis of informed consent before withdrawal.

<*> Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the
protection of individuals with regard to the processing of personal dataand on the free movement of such
data (OJ L 281, 23.11.1995, p. 31).

<**> Regulation (EC) No 45/2001 of the European Parliament and of the Council of 18 December
2000 on the protection of individuals with regard to the processing of personal data by the Community
institutions and bodies and on the free movementof such data(OJL 8, 12.1.2001, p.1).

(77) Subjects should not have to pay for investigational medicinal products, auxiliary medicinal
products, medical devices used for their administration and procedures specifically required by the
protocol, unless the law of the Member State concerned provides otherwise.

(78) The authorisation procedure set outin this Regulation should apply as soon as possible, in order
for sponsors to reap the benefits of a streamlined authorisation procedure. However, in view of the
importance of the extensive IT functionalities required for the authorisation procedure, it is appropriate
to provide that this Regulation should only become applicable once it has been verified that the EU portal
and the EU database are fully functional.

(79) Directive 2001/20/EC should be repealed to ensure that only one set of rules applies to the
conduct of clinical trials in the Union. In order to facilitate the transition to the rules set out in this
Regulation, sponsors should be allowed to start and conduct a clinical trial in accordance with Directive
2001/20/EC during a transitional period.

(80) This Regulation is in line with the major international guidance docume nts on clinical trials,
such as the 2008 version of the World Medical Association's Declaration of Helsinki and good clinical
practice, which hasits origins in the Declaration of Helsinki.

(81) Asregards Directive 2001/20/EC, experiencealso shows thata large proportion of clinical trials
are conducted by non-commercial sponsors. Non-commercial sponsors frequently rely on funding which
comes partly or entirely from public funds or charities. In order to maximise the valuable contribution of
such non-commercial sponsors and to further stimulate their research but without compromising the
quality of clinical trials, measures should be takenby Member States to encourage clinical trials conducted
by those sponsors.

(82) This Regulation is based on the double legal basis of Articles 114 and 168(4)(c) TFEU. It aims at
achieving an internal market as regards clinical trials and medicinal products for human use, taking as a
base a high level of protection of health. At the same time, this Regulation sets high standards of quality



and safety for medicinal products in order to meet common safety concerns as regards these products.
Both objectives are being pursued simultaneously. Thesetwo objectives are inseparably linked and one is
not secondary to another. Regarding Article 114 TFEU, this Regulation harmonises the rules for the
conduct of clinical trials in the Union, therefore ensuringthe functioning of the internal marketin view of
the conduct of a clinical trial in several Member States, the acceptability throughout the Union of data
generatedin a clinical trial and submitted in the application for the authorisation of another clinical trial
or of the placing on the market of a medicinal product, and the free movement of medicinal products
used in the context of a clinical trial. Regarding Article 168(4)(c) TFEU, this Regulation sets high standards
of quality and safety for medicinal products by ensuring that data generated in clinical trials are reliable
and robust, thus ensuring that treatments and medicines which are intended to be an improvementofa
treatment of patients build on reliable and robust data. Moreover, this Regulation sets high standards of
quality and safety of medicinal products usedin the context of a clinical trial, thus ensuring the safe ty of
subjectsin a clinical trial.

(83) This Regulation respects the fundamental rights and observes the principles recognised in
particular by the Charter and notably human dignity, the integrity of the person, the rights of the child,
respect for private and family life, the protection of personal data and the freedom of art and science.
This Regulation should be applied by the Member States in accordance with those rights and principles.

(84) The European Data Protection Supervisor has given an opinion <*> pursuant to Article 28(2) of
Regulation (EC) No 45/2001.

<*>0JC 253, 3.9.2013, p. 10.

(85) Since the objective of this Regulation, namely to ensure that, throughout the Union, clinical
trial data are reliable and robust while ensuring respect for the rights, safety, dignity and well-being of
subjects, cannot be sufficiently achieved by the Member States but can rather, by reason of its scale, be
better achieved at Union level, the Union may adopt measures, in accordance with the principle of
subsidiarity as set out in Article 5 of the Treaty on European Union. In accordance with the principle of
proportionality, as set out in that Article, this Regulation does not go beyond what is necessary in order
to achieve that objective,

Have adopted this Regulation:
Chapterl. GENERALPROVISIONS
Article 1
Scope

This Regulation applies to all clinical trials conducted in the Union.
It does notapply to non-interventional studies.

Article 2

Definitions
1. For the purposes of this Regulation, the definitions of "medicinal product”,
"radiopharmaceutical”, "adverse reaction", "serious adverse reaction", "immediate packaging" and

"outerpackaging" set out in points (2), (6), (11), (12), (23) and (24), respectively, of Article 1 of Directive
2001/83/EC apply.



2. For the purposes of this Regulation, the following definitions also apply:
(1) "Clinical study" means any investigation in relation to humansintended:

(a) to discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or
more medicinal products;

(b) to identify any adverse reactions to one or more medicinal products; or

(c) to study the absorption, distribution, metabolism and excretion of one or more medicinal
products;

with the objective of ascertaining the safety and/or efficacy of those medicinal products;
(2) "Clinical trial" means a clinical study which fulfils any of the following conditions:

(a) the assignment of the subject to a particular therapeuticstrategy is decided in advance and does
not fall within normal clinical practice of the Member State concerned;

(b) the decision to prescribe the investigational medicinal products is taken together with the
decisionto include the subjectin the clinical study; or

(c) diagnostic or monitoring procedures in addition to normal clinical practice are applied to the
subjects.

(3) "Low-intervention clinical trial" means a clinical trial which fulfils all of the following conditions:
(a) the investigational medicinal products, excluding placebos, are authorised;
(b) according to the protocol of the clinical trial,

(i) the investigational medicinal products are used in accordance with the terms of the marketing
authorisation; or

(ii) the use of the investigational medicinal productsis evidence-based and supported by published
scientific evidence on the safety and efficacy of those investigational medicinal products in any of the
Member States concerned; and

(c) the additional diagnostic or monitoring procedures do not pose more than minimal additional
risk or burden to the safety of the subjects compared to normal clinical practice in any Member State
concerned;

(4) "Non-interventional study" means aclinical study other than a clinical trial;

(5) "Investigational medicinal product" means a medicinal product which is beingtested orused as
areference, includingas a placebo, in a clinical trial;

(6) "Normal clinical practice" means the treatment regime typically followed to treat, prevent, or
diagnose a disease or a disorder;

(7) "Advanced therapy investigational medicinal product" means an investigational medicinal
product which is an advanced therapy medicinal product as defined in point (a) of Article 2(1) of
Regulation (EC) No 1394/2007 of the European Parliament and of the Council <*>;

<*> Regulation (EC) No 1394/2007 of the European Parliamentand of the Council of 13 November
2007 on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC)



No 726/2004 (OJL 324, 10.12.2007, p. 121).

(8) "Auxiliary medicinal product" means a medicinal product used for the needs of a clinical trial as
describedin the protocol, but not as an investigational medicinal product;

(9) "Authorised investigational medicinal product" means a medicinal product authorised in
accordance with Regulation (EC) No 726/2004 or in any Member State concerned in accordance with
Directive 2001/83/EC, irrespective of changesto the labelling of the medicinal product, which is used as
an investigational medicinal product;

(10) "Authorised auxiliary medicinal product" means a medicinal product authorised in accordance
with Regulation (EC) No 726/2004, or in any Member State concerned in accordance with Directive
2001/83/EC, irrespective of changes to the labelling of the medicinal product, which is used as an auxiliary
medicinal product;

(11) "Ethics committee" means an independent body established ina Member State in accordance
with the law of that Member State and empowered to give opinions for the purposes of this Regulation,
taking into account the views of laypersons, in particular patients or patients' organisations;

(12) "Member State concerned" means the Member State where an application for authorisation
of a clinical trial or of a substantial modification has been submitted under Chapters Il or Il of this
Regulation respectively;

(13) "Substantial modification" means any change to any aspect of the clinical trial which is made
after notification of a decision referred to in Articles 8, 14, 19, 20 or 23 and which is likely to have a
substantial impact on the safety or rights of the subjects or on the reliability and robustness of the data
generated in the clinical trial;

(14) "Sponsor" means an individual, company, institution or organisation which takes responsibility
for the initiation, for the managementand for setting up the financing of the clinical trial;

(15) "Investigator" meansan individual responsible for the conduct of a clinical trial at a clinical trial
site;

(16) "Principal investigator" means an investigator who is the responsible leader of a team of
investigators who conduct a clinical trial at a clinical trial site;

(17) "Subject" means an individual who participates in a clinical trial, either as recipient of an
investigational medicinal product or as a control;

(18) "Minor" means a subject who is, according to the law of the Member State concerned, under
the age of legal competence to give informed consent;

(19) "Incapacitated subject" means a subject who is, for reasons other than the age of legal
competence to give informed consent, incapable of giving informed consent according to the law of the
Member State concerned;

(20) "Legally designated representative" means anatural or legal person, authority or body which,
according to the law of the Member State concerned, is empowered to give informed consent on behalf
of a subjectwhoiis an incapacitated subject ora minor;

(21) "Informed consent" means a subject's free and voluntary expression of his or her willingness
to participate in a particular clinical trial, after havingbeeninformed of all aspects of the clinical trial that
are relevanttothe subject's decision to participate or, in case of minors and of incapacitated subjects, an
authorisation or agreement from their legally designated representative to include them in the clinical
trial;



(22) "Protocol" means a document that describes the objectives, design, methodology, statistical
considerations and organisation of a clinical trial. The term "protocol" encompasses successive versions
of the protocol and protocol modifications;

(23) "Investigator's brochure" means a compilation of the clinical and non-clinical data on the
investigational medicinal product or products which are relevant to the study of the product or products
in humans;

(24) "Manufacturing" means total and partial manufacture, as well as the various processes of
dividing up, packaging and labelling (including blinding);

(25) "Start of a clinical trial" means the first act of recruitment of a potential subject for a specific
clinical trial, unless defined differently in the protocol;

(26) "End of a clinical trial" means the last visit of the last subject, or at a later point in time as
definedinthe protocol;

(27) "Early termination of a clinical trial" means the premature end of a clinical trial due to any
reason before the conditions specified in the protocol are complied with;

(28) "Temporary halt of a clinical trial" means an interruption not provided in the protocol of the
conduct of a clinical trial by the sponsorwith the intention of the sponsorto resume it;

(29) "Suspension of aclinical trial" meansinterruption of the conduct of a clinical trial by a Member
State;

(30) "Good clinical practice" means a set of detailed ethical and scientific quality requirements for
designing, conducting, performing, monitoring, auditing, recording, analysing and reporting clinical trials
ensuring that the rights, safety and well-being of subjects are protected, and that the data generatedin
the clinical trial are reliable and robust;

(31) "Inspection" means the act by a competent authority of conducting an official review of
documents, facilities, records, quality assurance arrangements, and any otherresources that are deemed
by the competent authority to be related to the clinical trial and that may be located at the clinical trial
site, at the sponsor'sand/or contract research organisation's facilities, or at otherestablishments which
the competentauthority sees fitto inspect;

(32) "Adverse event" means any untoward medical occurrence in a subject to whom a medicinal
productis administered and which does not necessarily have a causal relationship with this treatment;

(33) "Serious adverse event" means any untoward medical occurrence that at any dose requires
inpatient hospitalisation or prolongation of existing hospitalisation, results in persistent or significant
disability or incapacity, results in a congenital anomaly or birth defect, is life-threatening, or results in
death;

(34) "Unexpected serious adverse reaction" means aserious adverse reaction, the nature, severity
or outcome of which is not consistent with the reference safety information;

(35) "Clinical study report" means a report on the clinical trial presented in an easily searchable
format, prepared in accordance with Annex |, Part1, Module 5 of Directive 2001/83/EC and accompanying
an application for marketing authorisation.

3. For the purposes of this Regulation, a subject who falls under the definition of both "minor" and
"incapacitated subject" shall be deemedto be an incapacitated subject.

Article 3



Generalprinciple

A clinical trial may be conducted only if:

(a) the rights, safety, dignity and well-being of subjects are protected and prevail over all other
interests; and

(b) it is designed to generate reliable and robust data.
Chapterll. AUTHORISATION PROCEDURE FORA CLINICALTRIAL
Article 4
Prior authorisation

A clinical trial shall be subject to scientific and ethical review and shall be authorised in accordance
with this Regulation.

The ethical review shall be performed by an ethics committee in accordance with the law of the
Member State concerned. The review by the ethics committee may encompass aspects addressed in Part
| of the assessmentreportforthe authorisation of a clinical trial as referred toin Article 6 and in Part Il of
that assessmentreportas referredtoin Article 7 as appropriate foreach Member State concerned.

Member States shall ensure that the timelines and procedures for the review by the ethics
committees are compatible with the timelines and procedures set out in this Regulation for the
assessment of the application for authorisation of a clinical trial.

Article 5

Submission of an application

1. In order to obtain an authorisation, the sponsor shall submit an application dossier to the
intended Member States concerned through the portalreferred toin Article 80 (the "EU portal").

The sponsorshall propose one of the Member States concerned as reporting Member State.

If a MemberState concerned otherthan the proposed reporting Member State is willing to be the
reporting Member State or where the proposed reporting Member State does not wishto be the reporting
Member State, this shall be notified through the EU portal to all Member States concerned not later than
three days afterthe application dossieris submitted.

If only one Member State concerned is willing to be the reporting Member State or if the clinical
trial involves only one Member State, that Member State shallbe the reporting Member State.

If there is no Member State concerned willing to be the reporting Member State orif there is more
than one Member State concerned willing to be the reporting Member State, the reporting Member State
shall be selected by agreement among the Member States concerned taking into account the
recommendations referred toin point (c) of Article 85(2).

If there is no agreement among the Member States concerned, the proposed reporting Member
State shall be the reporting Member State.

The reporting Member State shall notify the sponsorand the other Member States concerned that
it is the reporting Member State, through the EU portal, within six days from the submission of the
application dossier.



2. The sponsor shall, when applying for a low-intervention clinical trial, where the investigational
medicinal productis notusedin accordance with the terms of the marketing authorisation but the use of
that productis evidence-based and supported by published scientificevidence on the safety and efficacy
of that product, propose one of the Member States concerned where the use is evidence -based, as
reporting Member State.

3. Within 10 days from the submission of the application dossier, the reporting Member State shall
validate the application taking into account considerations expressed by the other Member States
concerned and notify the sponsor, through the EU portal, of the following:

(a) whetherthe clinical trial applied for falls within the scope of this Regulation;
(b) whetherthe application dossier is complete in accordance with Annex |;

Member States concerned may communicate to the reporting Member State any considerations
relevant to the validation of the application within seven days from the submission of the application
dossier.

4. Where the reporting Member State has not notified the sponsor within the period referredtoin
the first subparagraph of paragraph 3, the clinical trial applied for shall be deemed to fallwithin the scope
of this Regulation and the application dossiershall be considered complete.

5. Where the reporting Member State, taking into account considerations expressed by the other
Member States concerned, finds that the application dossier is not complete, or that the clinical trial
applied for does not fall within the scope of this Regulation, it shall inform the sponsor thereof through
the EU portal and shall set a maximum of 10 days for the sponsor to comment on the application or to
complete the application dossierthrough the EU portal.

Within five days from receipt of the comments or the completed application dossier, the reporting
Member State shall notify the sponsor as to whether or not the application complies with the
requirements set outin points (a) and (b) of the first subparagraph of paragraph 3.

Where the reporting Member State has not notified the sponsor within the period referred to in
the second subparagraph, the clinical trial applied for shall be deemed to fall within the scope of this
Regulation and the application dossiershall be considered complete.

Where the sponsor has not provided comments or completed the application dossier within the
period referredtointhe first subparagraph, the application shallbe deemed to have lapsed in allMember
States concerned.

6. For the purposes of this Chapter, the date on which the sponsor is notified in accordance with
paragraph 3 or 5 shall be the validation date of the application. Where the sponsor is not notified, the
validation date shall be the last day of the respective periods referred toin paragraphs 3 and 5.

Article 6
Assessment report - Aspects covered by Part |

1. The reporting Member State shall assess the application with regard to the following aspects:
(a) Whetherthe clinical trial is a low-intervention clinical trial, where claimed by the sponsor;
(b) Compliance with ChapterV with respectto the following:

(i) The anticipated therapeuticand public health benefits taking account of all of the following:



- the characteristics of and knowledge about the investigational medicinal products;

- the relevance of the clinical trial, including whether the groups of subjects participating in the
clinical trial represent the populationto be treated, orif not, the explanation and justification provided in
accordance with point (y) of paragraph 17 of Annex | to this Regulation; the current state of scientific
knowledge; whether the clinical trial has been recommended or imposed by regulatory authorities in
charge of the assessment and authorisation of the placing on the market of medicinal products; and,
where applicable, any opinion formulated by the Paediatric Committee on a paediatric investigation plan
in accordance with Regulation (EC) No 1901/2006 of the European Parliamentand of the Council <*>;

<*> Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12 December

2006 on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive
2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004 (OJL 378, 27.11.2006, p. 1).

- the reliability and robustness of the data generatedin the clinical trial, taking account of statistical
approaches, design of the clinical trial and methodology, including sample size and randomisation,
comparator and endpoints;

(ii) The risks and inconveniences for the subject, taking account of all of the following:

- the characteristics of and knowledge about the investigational medicinal products and the auxiliary
medicinal products;

- the characteristics of the intervention compared to normal clinical practice;

- the safety measures, including provisions for risk minimisation measures, monitoring, safety
reporting, and the safety plan;

- the risk to subject health posed by the medical condition for which the investigational medicinal
productis beinginvestigated;

(c) Compliance with the requirements concerning the manufacturingand import of investigational
medicinal products and auxiliary medicinal products set out in ChapterIX;

(d) Compliance with the labelling requirements set outin ChapterX;
(e) The completeness and adequateness of the investigator's brochure.

2. The reporting Member State shall draw up an assessment report. The assessment of the aspects
referredtoin paragraph 1 shall constitute Part | of the assessmentreport.

3. The assessment report shall contain one of the following conclusions concerning the aspects
addressedin Part | of the assessmentreport:

(a) the conduct of the clinical trial is acceptable in view of the requirements set out in this
Regulation;

(b) the conduct of the clinical trial is acceptable in view of the requirements set out in this
Regulation, but subject to compliance with specific conditions which shall be specifically listed in that
conclusion; or

(c) the conduct of the clinical trial is not acceptable in view of the requirements set out in this
Regulation.

4. The reporting Member State shall submit, through the EU portal, the final Part | of the assessment



report, including its conclusion, to the sponsorandtothe other Member States concernedwithin 45 days
from the validation date.

5. For clinical trials involving more than one Member State, the assessment process shall include
three phases:

(a) an initial assessment phase performed by the reporting Member State within 26 days from the
validation date;

(b) a coordinated review phase performed within 12 days from the end of the initial assessment
phase involving all Member States concerned,;

(c) a consolidation phase performedby the reporting Member State within seven days from theend
of coordinated review phase.

During the initial assessment phase, the reporting Member State shall develop a draft Part | of the
assessmentreportand circulate it to all other Member States concerned.

During the coordinated review phase, all Member States concerned shall jointly review the
application based on the draft Part | of the assessmentreportand shallshare any considerations relevant
to the application.

During the consolidation phase, the reporting Member State shall take due account of the
considerations of the other Member Statesconcernedwhen finalising Part | of the assessment report and
shall record how all such considerations have been dealt with. The reporting Member State shall submit
the final Part| of the assessment reportto the sponsorand all other Member States concerned within the
periodreferredtoin paragraph 4.

6. For the purposes of this Chapter, the date on which the final Part | of the assessment report is
submitted by the reporting Member Stateto the sponsorand to the other Member Statesconcerned shall
be the reporting date.

7. The reporting Member State may also extend the period referredto in paragraph 4 by a further
50 days forclinical trials involving an advanced therapy inve stigational medicinal products or a medicinal
productas definedin point 1 of the Annex to Regulation (EC) No 726/2004, forthe purpose of consulting
with experts. In such case, the periods referred toin paragraphs 5 and 8 of this Article shall apply mutatis
mutandis.

8. Between the validation date and the reporting date, only the reporting Member State may
request additional information from the sponsor, taking into account the considerations referred to in
paragraph 5.

For the purpose of obtaining and reviewing this additional information from the sponsor in
accordance with the third and fourth subparagraph, the reporting Member State may extend the period
referred toin paragraph 4 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the
reporting Member State which shall notexceed 12 days from the receipt of the request.

Uponreceipt of the additional information, the Member States concerned shall jointly review any
additional information provided by the sponsortogether with the original application and shall share any
considerations relevant tothe application. The coordinated review shallbe performed within a maximum
of 12 days of the receipt of the additional information and the further consolidation shall be performed
within a maximum of seven days of the end of coordinated review. When finalising Part | of the
assessment report, the reporting Member State shall take due account of the considerations of the
Member States concerned and shall record how all such considerations have been dealt with.



Where the sponsor does not provide additional information within the period set by the reporting
Member State in accordance with the third subparagraph, the application shall be deemed to have lapsed
in all Member States concerned.

The request for additional information and the additional information shall be submitted through
the EU portal.

Article 7
Assessmentreport - Aspects covered by Part |

1. Each Member State concerned shall assess, forits own territory, the application with respectto
the following aspects:

(a) compliance with the requirements forinformed consentas set outin ChapterV;

(b) compliance of the arrangements for rewarding or compensating subjectswith the requirements
setout in ChapterV and investigators;

(c) compliance of the arrangements for recruitment of subjects with the requirements set out in
ChapterV;

(d) compliance with Directive 95/46/EC;
(e) compliance with Article 49;
(f) compliance with Article 50;
(g) compliance with Article 76;

(h) compliance with the applicable rules for the collection, storage and future use of biological
samples of the subject.

The assessment of the aspects referred to in the first subparagraph shall constitute Part Il of the
assessmentreport.

2. Each Member State concerned shall complete its assessment within 45 days from the validation
date and submit, through the EU portal, Part Il of the assessmentreport, including its conclusion, to the
sponsor.

Each Member State concernedmay request, with justifiedreasons, additional information from the
sponsor regarding the aspects referred to in paragraph 1 only within the period referred to in the first
subparagraph.

3. For the purpose of obtaining and reviewing the additional informationreferredtoin the second
subparagraph of paragraph 2 from the sponsor in accordance with the second and third subparagraph,
the Member State concerned may extend the period referred toin the first subparagraph of paragraph 2
by a maximum of 31 days.

The sponsorshall submit the requestedadditional information within the period set by the Member
State concerned which shall not exceed 12 days from the receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its
assessment within a maximum of 19 days.

Where the sponsor does not provide additional information within the period set by the Member
State concerned in accordance with the second subparagraph, the application shall be deemed to have



lapsedin that Member State concerned.

The request for additional information and the additional information shall be submitted through
the EU portal.

Article 8
Decision on the clinical trial

1. Each Member State concerned shall notify the sponsor through the EU portal as to whetherthe
clinical trial is authorised, whether it is authorised subject to conditions, or whether authorisation is
refused.

Notification shall be done by way of one single decision within five days from the reporting date or
fromthe last day of the assessmentreferred toin Article 7, whicheveris later.

An authorisation of a clinical trial subject to conditions is restricted to conditions which by their
nature cannot be fulfilled at the time of that authorisation.

2. Where the conclusion of the reporting Member State as regards Part | of the assessmentreport
is that the conduct of the clinical trial is acceptable or acceptable subject to compliance with specific
conditions, that conclusion shall be deemed to be the conclusion of the Member State concerned.

Notwithstanding the first subparagraph, a Member State concerned may disagree with the
conclusion of the reporting Member State as regards Part | of the assessment report only on the following
grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an
inferior treatmentthanin normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred toin Article 90;

(c) considerations as regards subject safety and data reliability and robustness submitted under
paragraph 5 or 8 of Article 6.

Where a Member State concerned disagrees with the conclusion on the basis of the second
subparagraph, it shall communicate its disagreement, together with a detailed justification, through the
EU portal, to the Commission, to all Member States, and to the sponsor.

3. Where, regarding the aspects covered by Part | of the assessment report, the clinical trial is
acceptable or acceptable subject to compliance with specific conditions, the Member State concerned
shall include in its decisionits conclusion on Part Il of the assessment report.

4. A Member State concerned shall refuse to authorise a clinical trial if it disagrees with the
conclusion of the reporting Member State as regards Part | of the assessment report on any of the grounds
referred to in the second subparagraph of paragraph 2, or if it finds, on duly justified grounds, that the
aspectsaddressed in Part Il of the assessment report are not complie d with, or where an ethics committee
has issued a negative opinion which in accordance with the law of the Member State concerned is valid
forthat entire Member State. That Member State shall provide foran appeal procedure in respect of such
refusal.

5. Where the conclusion of the reporting Member State as regards Part | of the assessment report
is that the clinical trial is not acceptable, that conclusion shall be deemed to be the conclusion of all
Member States concerned.

6. Where the Member State concerned has not notified the sponsor of its decision within the



relevant periods referred to in paragraph 1, the conclusion on Part | of the assessment report shall be
deemed to be the decision of the Member State concerned on the application for authorisation of the
clinical trial.

7. The Member States concerned shall not request additional information regarding the aspects
addressedin Part | of the assessmentreport fromthe sponsorafterthe reporting date.

8. For the purposes of this Chapter, the notification date shall be the date on which the decision
referred to in paragraph 1 is notified to the sponsor. Where the sponsor has not been notified in
accordance with paragraph 1, the notification date shall be deemed to be the last day of the period
provided forin paragraph 1.

9. If nosubjecthasbeenincluded in the clinical trial in a Member State concerned within two years
from the notification date of the authorisation, the authorisation shall expire in that Member State
concerned unless an extension, on request of the sponsor, has been approved following the procedure
setout in Chapterlil.

Article 9
Persons assessing the application

1. Member States shall ensure that the persons validating and assessing the application do not have
conflicts of interest, are independent of the sponsor, of the clinical trial site and the investigatorsinvolved
and of persons financing the clinical trial, as wellas free of any otherundue influence.

Inorderto guarantee independence and transparency, the Member States shall ensure that persons
admittingand assessing the application as regards the aspects addressed in Parts | and Il of the assessment
report have no financial or personal interests which could affect their impartiality. These persons shall
make an annual declaration of their financial interests.

2. Member States shall ensure that the assessmentis done jointly by a reasonable number of
persons who collectively have the necessary qualifications and experience.

3. At least one layperson shall participate in the assessment.
Article 10
Specific considerations for vulnerable populations

1. Where the subjects are minors, specific consideration shall be given to the assessment of the
application for authorisation of a clinical trial onthe basis of paediatric expertise or aftertaking advice on
clinical, ethical and psycho-social problemsin the field of paediatrics.

2. Where the subjects are incapacitated subjects, specific consideration shall be given to the
assessment of the application for authorisation of a clinical trial on the basis of expertise in the relevant
disease and the patient population concerned or aftertaking advice on clinical, ethical and psychosocial
guestionsin the field of the relevant disease and the patient population concerned.

3. Where the subjects are pregnant or breastfeeding women, specific consideration shall be given
to the assessment of the application for authorisation of a clinical trial on the basis of expertise in the
relevant condition and the population represented by the subject concerned.

4. If according to the protocol a clinical trial provides for the participation of specific groups or
subgroups of subjects, where appropriate, specific consideration shall be given to the assessment of the
application for authorisation of that clinical trial on the basis of expertise in the population represented



by the subjects concerned.

5. Inany application for authorisation of a clinical trial referred to in Article 35, specificconsideration
shall be given to the circumstances of the conduct of the clinical trial.

Article 11

Submission and assessment of applications
limited to aspects covered by Part | or Part Il
of the assessmentreport

Where the sponsor so requests, the application for authorisation of a clinical trial, its assessment
and the conclusion shall be limited to the aspects covered by Part | of the assessmentreport.

Afterthe notification of the conclusion on the aspects covered by Part | of the assessmentreport,
the sponsor may within two years apply for an authorisation limited to aspects covered by Part Il of the
assessment report. In that application the sponsor shall declare that he is not aware of any new
substantial scientific information that would change the validity of any item submitted in th e application
on the aspects covered by Part | of the assessmentreport. In this case, that application shall be assessed
in accordance with Article 7 and the Member State concerned shall notify its decision on the clinical trial
in accordance with Article 8. In those Member States where the sponsor does not apply for an
authorisation limited to aspects covered by Part Il of the assessment report within two years, the
application on the aspects covered by Part | of the assessmentreportshallbe deemedto have lapsed.

Article 12
Withdrawal

The sponsor may withdraw the application at any time until the reporting date. In such a case, the
application may only be withdrawn with respect to all Member States concerned. The reasons for the
withdrawal shall be communicated through the EU portal.

Article 13
Resubmission

This Chapteris without prejudice to the possibility for the sponsorto resubmit, following the refusal
to grant an authorisation or the withdrawal of an application, an application for authorisation to any
intended Member State concerned. That application shall be deemed to be a new application for
authorisation of another clinical trial.

Article 14
Subsequent addition of a Member State concerned

1. Where the sponsor wishes to extend an authorised clinical trial to another Member State
("additional Member State concerned"), the sponsorshall submit an application dossierto that Member
State through the EU portal.

The application dossier may be submitted only after the notification date of th e initial authorisation
decision.

2. The reporting Member State for the application dossier referred to in paragraph 1 shall be the
reporting Member State for the initial authorisation procedure.



3. The additional Member State concerned shall notify the sponsor through the EU portal, within
52 days from the date of submission of the application dossier referred toin paragraph 1, by way of one
single decision as to whetherthe clinical trial is authorised, whetheritis authorised subject to conditions,
or whetherthe authorisationis refused.

An authorisation of a clinical trial subject to conditions is restricted to conditions which by their
nature cannot be fulfilled at the time of that authorisation.

4. Where the conclusion of the reporting Member State as regards Part | of the assessment report
is that the conduct of the clinical trial is acceptable or acceptable subject to compliance with specific
conditions, that conclusion shall be deemed to be the conclusion of the additional Member State
concerned.

Notwithstanding the first subparagraph, an additional Member State concerned may disagree with
the conclusion of the reporting Member State as regards Part | of the assessment report only on the
following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an
inferior treatment thanin normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred toin Article 90;

(c) considerations as regards subject safety and data reliability and robustness submitted under
paragraph 5 or 6.

Where an additional Member State concerned disagrees with the conclusion on the basis of the
second subparagraph, it shall communicate its disagreement, together with a detailed justification,
throughthe EU portal, to the Commission, to all Member States, and to the sponsor.

5. Between the date of submission of the application dossier referred to in paragraph 1 and five
days before the expiry of the period referred toin paragraph 3, the additional Member State concerned
may communicate to the reporting Member State and the other Member States concerned any
considerations relevantto the application throughthe EU portal.

6. Between the date of submission of the application dossier referred to in paragraph 1 and the
expiry of the period referred toin paragraph 3, onlythe reporting Member State may request additional
information fromthe sponsor concerningthe aspects addressed in Part | of the assessment report, taking
into account the considerations referred toin paragraph 5.

For the purpose of obtaining and reviewing this additional information from the sponsor in
accordance with the third and fourth subparagraphs, the reporting Member State may extend the period
referred toin the first subparagraph of paragraph 3 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the
reporting Member State which shall notexceed 12 days from receipt of the request.

Uponreceipt of the additional information, the additional Member State concerned together with
all other Member States concerned shall jointly review any additional information provided by the
sponsor together with the original application and shall share any considerations relevant to the
application. The coordinated review shall be performed within a maximum of 12 days from the receipt of
the additional information and the further consolidation shall be performed within a maximum of seven
days fromthe end of the coordinated review. The reporting Member State shall take due account of the
considerations of the Member States concerned and shall record how all such considerations have been
dealt with.

Where the sponsordoes not provide additional information within the period set by the reporting



Member State in accordance with the third subparagraph, the application shall be deemed to have lapsed
in the additional Member State concerned.

The request for additional information and the additional information shall be submitted through
the EU portal.

7. The additional Member State concerned shall assess, for its territory, the aspects addressed in
Part Il of the assessmentreport withinthe period referredtoin paragraph 3 and submit, through the EU
portal, Partll of the assessment report, including its conclusion, to the sponsor. Within that period it may
request, with justified reasons, additional information from the sponsor regarding aspects addressed in
Part Il of the assessmentreport as far as its territory is concerned.

8. For the purpose of obtaining and reviewing the additional information referred to in paragraph 7
from the sponsor in accordance with the second and third subparagraphs, the additional Member State
concerned may extend the period referred toin paragraph 7 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the
additional Member State concerned which shall not exceed 12 days from receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its
assessment within a maximum of 19 days.

Where the sponsor does not provide additional information within the period set by the additional
Member State concernedin accordance with the second subparagraph, the application shall be deemed
to have lapsedin the additional Member State concerned.

The request for additional information and the additional information shall be submitted through
the EU portal.

9. Where, regarding the aspects covered by Part | of the assessment report, the conduct of the
clinical trial is acceptable or acceptable subject to compliance with specific conditions, the additional
Member State concerned shallinclude in its decision its conclusion on Part Il of the assessmentreport.

10. The additional Member State concerned shallrefuse to authorise the clinical trial if it disagrees
with the conclusion of the reporting Member State as regards Part | of the assessment report on any of
the grounds referred to in second subparagraph of paragraph 4, or if it finds, on duly justified grounds,
that the aspects addressedin Part Il of the assessmentreport are not complied with, or where an ethics
committee has issued a negative opinion which, in accordance with the law of the additional Member
State concerned, is valid for that entire additional Member State. That additional Member State
concerned shall provide foran appeal procedure in respect of such refusal.

11. Where the additional Member State concerned has not notified the sponsor of its decision
within the period referred toin paragraph 3, or in case that period has been extended in accordance with
paragraph 6 or 8 where that additional Member State concerned has not notified the sponsor of its
decision within the extended period, the conclusion on Part | of the assessment reportshall be deemed
to be the decision of that additional Member State concerned on the application for authorisation of the
clinical trial.

12. A sponsor shall not submit an application dossier in accordance with this Article where a
procedure setoutin Chapterlllis pendingas regards that clinical trial.

Chapterlll. AUTHORISATION PROCEDURE FORA SUBSTANTIAL
MODIFICATION OF ACLINICALTRIAL

Article 15



Generalprinciples

A substantial modification, including the addition of a clinical trial site or the change of a principal
investigatorin the clinical trial site, may only be implemented if it has been approved in accordance with
the procedure setoutin this Chapter.

Article 16
Submission of application

In orderto obtain an authorisation, the sponsorshall submitan application dossierto the Member
States concerned throughthe EU portal.

Article 17

Validation of an application
for the authorisation of a substantial modification
of an aspect covered by Part | of the assessmentreport

1. The reporting Member State for the authorisation of a substantial modification shall be the
reporting Member State for the initial authorisation procedure.

Member States concerned may communicate to the reporting Member State any considerations
relevant to the validation of the application of a substantial modification within five days from the
submission of the application dossier.

2. Within six days from the submission of the application dossier, the reporting Member State shall
validate the application taking into account considerations expressed by the other Member States
concerned and notify the sponsorthrough the EU portal as to whether:

(a) the substantial modification concerns an aspect covered by Part | of the asse ssment report; and
(b) the application dossieris complete in accordance with Annex .

3. Where the reporting Member State has not notified the sponsor within the period referredtoin
paragraph 2, the substantial modification applied for shall be deemed to concern an aspect covered by
Part | of the assessmentreportand the application dossier shall be deemed to be complete.

4, Where the reporting Member State, taking into account considerations expressed by the other
Member States concerned, finds that the application does not concernan aspect covered by Part| of the
assessment report or that the application dossier is not complete, it shall inform the sponsor thereof
through the EU portal and shall set a maximum of 10 days for the sponsorto commenton the application
or to complete the application dossierthrough the EU portal.

Within five days from receipt of the comments or the completed application dossier, the reporting
Member State shall notify the sponsor as to whether or not the application complies with the
requirements setoutin points (a) and (b) of paragraph 2.

Where the reporting Member State has not notified the sponsor within the period referred to in
the second subparagraph, the substantial modification applied for shall be deemedtoconcernan aspect
covered by Part | of the assessmentreportand the application dossiershall be deemed to be complete.

Where the sponsor has not provided comments or completed the application dossier within the
periodreferredtointhe first subparagraph, the application shallbe deemed to have lapsed in allMember
States concerned.



5. Forthe purposes of Articles 18, 19 and 22, the date on which the sponsoris notified in accordance
with paragraph 2 or 4 shall be the validation date of the application. Where the sponsor is not notified,
the validation date shall be the last day of the respective periods referred to in paragraphs 2 and 4.

Article 18

Assessment of a substantial modification of an aspect
covered by Part | of the assessmentreport

1. The reporting Member State shall assess the application with regard to an aspect covered by Part
| of the assessmentreport, including whetherthe clinical trial will remain a low-intervention clinical trial
afterits substantial modification, and draw up an assessmentreport.

2. The assessment report shall contain one of the following conclusions concerning the aspects
addressedin Part | of the assessmentreport:

(a) the substantial modification is acceptable in view of the requirements set outin this Regulation;

(b) the substantial modification is acceptable in view of the requirements set out in this Regulation,
but subjectto compliance with specific conditions which shall be specifically listed in that conclusion; or

(c) the substantial modification is not acceptable in view of the requirements set out in this
Regulation.

3. The reporting Member State shall submit, through the EU portal, the final assessment report
including its conclusion, to the sponsorand to the other Member States concerned within 38 days from
the validation date.

For the purposes of this Article and Articles 19 and 23, the reporting date shallbe the date on which
the final assessmentreportis submitted to the sponsorand to the other Member States concerned.

4. For clinical trials involving more than one Member State the assessment process of substantial
modification shall include three phases:

(a) an initial assessment phase performed by the reporting Member State within 19 days from the
validation date;

(b) a coordinated review phase performed within 12 days from the end of the initial assessment
phase involving all Member States concerned; and

(c) a consolidation phase performedby the reporting Member State within seven days from theend
of coordinated review phase.

During the initial assessment phase, the reporting Member State shall develop a draft assessment
reportand circulate it to all Member States concerned.

During the coordinated review phase, all Member States concerned shall jointly review the
application based on the draft assessment report and shall share any considerations relevant to the
application.

During the consolidation phase, the reporting Member State shall take due account of the
considerations of the other Member States concerned when finalising the assessment report and shall
record how all such considerations have been dealt with. The reporting Member State shall submit the
final assessmentreporttothe sponsorand all other Member States concerned by the reporting date.

5. The reporting Member State may extend the period referred to in paragraph 3 by a further 50



days for clinical trials involving an advanced therapy investigational medicinal product or a medicinal
product as setout in point 1 of the Annex to Regulation (EC) No 726/2004, for the purpose of consulting
with experts. Insuch case, the periods referred toin paragraphs 4 and 6 of this Article shall apply mutatis
mutandis.

6. Between the validation date and the reporting date, only the reporting Member State may
request additional information from the sponsor, taking into account the considerations referred to in
paragraph 4.

For the purpose of obtaining and reviewing this additional information from the sponsor in
accordance with the third and fourth subparagraph, the reporting Member State may extend the period
referred toin the first subparagraph of paragraph 3 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the
reporting Member State which shall notexceed 12 days from receipt of the request.

Upon receipt of the additional information, the Member States concerned shall jointly review any
additional information provided by the sponsortogether with the original application and shall share any
considerations relevant to the application. The coordinated review shallbe performed within a maximum
of 12 days from receipt of the additional information and the further consolidation shall be performed
within a maximum of seven days from the end of the coordinatedreview. When finalising th e assessment
report, the reporting Member State shall take due account of the considerations of the other Member
States concerned and shall record how all such considerations have been dealt with.

Where the sponsor does not provide additional information within the period determined by the
reporting Member State in accordance with the third subparagraph, the application shall be deemed to
have lapsedin all Member States concerned.

The request for additional information and the additional information shall be submitted through
the EU portal.

Article 19

Decision on the substantial modification of an aspect
covered by Part | of the assessmentreport

1. Each Member State concerned shall notify the sponsorthrough the EU portal as to whetherthe
substantial modification is authorised, whether it is authorised subject to conditions, or whether
authorisation is refused.

Notification shall be done by way of a single decision within five days fromthe reporting date.

An authorisation of a substantial modification subject to conditions is restricted to conditions which
by their nature cannot be fulfilled at the time of that authorisation.

2. Where the conclusion of the reporting Member State is that the substantial modification is
acceptable or acceptable subject to compliance with specific conditions, that conclusion shall be deemed
to be the conclusion of the Member State concerned.

Notwithstanding the first subparagraph, a Member State concerned may disagree with that
conclusion of the reporting Member State only on the following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an
inferior treatmentthan in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred toin Article 90;



(c) considerations as regards subject safety and data reliability and robustness submitted under
paragraph 4 or 6 of Article 18.

Where the Member State concerned disagrees with the conclusion on the basis of the second
subparagraph, it shall communicate its disagreement, together with a detailed justification, through the
EU portal, to the Commission, to all Member States and to the sponsor.

A MemberState concerned shall refuse to authorise a substantial modification if it disagrees with
the conclusion of the reporting Member State as regards Part | of the assessment report on any of the
grounds referred to in the second subparagraph, or where an ethics committee has issued a negative
opinion which, in accordance with the law of that Member State concerned, is valid for that entire
Member State. That Member State shall provide for an appeal procedure in respect of such refusal.

3. Where the conclusion of the reporting Member State, as regards the substantial modification of
aspects covered by Part | of the assessmentreport, is that the substantial modification is notacceptable,
that conclusion shall be deemed to be the conclusion of all Member States concerned.

4, Where the Member State concerned has not notified the sponsor of its decision within the period
referred toin paragraph 1, the conclusion of the assessment report shallbe deemed to be the decision of
the Member State concerned on the application for authorisation of the substantial modification.

Article 20

Validation, assessmentand decision regarding a substantial
modification of an aspectcovered by Part |l
of the assessmentreport

1. Within six days from the submission of the application dossier, the Member State concerned shall
notify the sponsorthrough the EU portal of the following:

(a) whether the substantial modification concerns an aspect covered by Part Il of the assessment
report; and

(b) whetherthe application dossier is complete in accordance with Annex 1.

2. Where the Member State concerned has not notified the sponsor within the period referred to
in paragraph 1, the substantial modification applied for shall be deemed to concern an aspect covered by
Part Il of the assessmentreportand the application dossier shall be deemed to be complete.

3. Where the Member State concerned finds that the substantial modification does notconcernan
aspectcovered by Part |l of the assessment report orthat the application dossier is not complete, it shall
inform the sponsorthereof through the EU portal and shall seta maximum of 10 days for the sponsorto
commentonthe application or to complete the application dossierthrough the EU portal.

Within five days from receipt of the comments or the completed application dossier, the reporting
Member State shall notify the sponsor as to whether or not the application complies with the
requirements setoutin points (a) and (b) of paragraph 1.

Where the Member State concerned has not notified the sponsor within the period referred to in
the second subparagraph, the substantial modification shall be deemed to concernan aspect covered by
Part Il of the assessment report and the application dossier shall be deemed to be complete.

Where the sponsor has not provided comments nor completed the application dossier within the
period referred to in the first subparagraph, the application shall be deemed to have lapsed in the
Member State concerned.



4. For the purpose of this Article, the date on which the sponsoris notified in accordance with
paragraph 1 or 3 shall be the validation date of the application. Where the sponsor is not notified, the
validation date shall be the last day of the respective periods referred toin paragraphs 1 and 3.

5. The Member State concerned shall assess the application and shall submit to the sponsor,
through the EU portal, Part Il of the assessment report, including its conclusion, and the decision as to
whether the substantial modification is authorised, whether it is authorised subject to conditions, or
whetherauthorisation is refused.

Notification shall be done by way of a single decision within 38 days from the validation date.

An authorisation of a substantial modification subject to conditions is restricted to conditions which
by their nature cannot be fulfilled at the time of thatauthorisation.

6. During the period referred to in the second subparagraph of paragraph 5, the Member State
concerned may request, with justified reasons, additional information from the sponsor regarding the
substantial modification as far as its territoryis concerned.

For the purpose of obtaining and reviewing this additional information from the sponsor, the
Member State concerned may extend the period referred toin the second subparagraph of paragraph 5
by a maximum of 31 days.

The sponsorshallsubmit the requestedadditionalinformation within the period set by the Member
State concerned which shall not exceed 12 days from receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its
assessment within a maximum of 19 days.

Where the sponsor does not provide additional information within the period set by the Member
State concerned in accordance with the third subparagraph, the application shall be deemed to have
lapsedin that Member State.

The request for additional information and the additional information shall be submitted through
the EU portal.

7. A Member State concerned shallrefuse to authorise a substantial modification if it finds, on duly
justified grounds, that the aspects covered by Part Il of the assessment report are not complied with or
where an ethics committee has issued a negative opinion which, in accordance with the law of that
Member State concerned, is valid for that entire Member State. That Member State shall provide for an
appeal procedure in respect of such refusal.

8. Where the Member State concerned has not notified the sponsor of its decision within the
periods set out in paragraphs 5 and 6, the substantial modification shall be deemed to be authorised in
that Member State.

Article 21

Substantial modification of aspects covered by Parts|
and Il of the assessmentreport

1. Where a substantial modification relates to aspects covered by Parts | and Il of the assessment
report, the application for authorisation of that substantial modification shall be validated in accordance
with Article 17.

2. The aspects covered by Part | of the assessment report shall be assessed in accordance with
Article 18 and the aspects covered by Part |l of the assessment report shall be assessed in accordance with



Article 22.

Article 22

Assessment of a substantial modification of aspects covered
by Parts| and Il of the assessmentreport - Assessment
of the aspects covered by Part II
of the assessmentreport

1. Each Member State concerned shall assess, for its own territory, the aspects of the substantial
modification which are covered by Part Il of the assessment report and submit, through the EU portal,
that report, including its conclusion, to the sponsor within 38 days from the validation date.

2. During the period referred to in paragraph 1, the Member State concerned may request, with
justified reasons, additional information from the sponsor regarding this substantial modification as far
as its territory is concerned.

3. For the purpose of obtaining and reviewing the additional information referred to in paragraph 2
from the sponsorin accordance with the third and fourth subparagraph, the Member State concemed
may extend the period referred to paragraph 1 by a maximum of 31 days.

The sponsorshallsubmit the requestedadditionalinformation within the period set by the Member
State concerned which shall not exceed 12 days from the receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its
assessment within a maximum of 19 days.

Where the sponsordoes not provide the requested additional information within the period set by
the Member State concerned in accordance with the second subparagraph, the application shall be
deemedto have lapsedin that Member State.

The request for additional information and the additional information shall be submitted through
the EU portal.

Article 23

Decision on the substantial modification of aspects
covered by Parts | and Il of the assessmentreport

1. Each Member State concerned shall notify the sponsorthrough the EU portal as to whetherthe
substantial modification is authorised, whether it is authorised subject to conditions, or whether
authorisation is refused.

Notification shall be done by way of a single decision within five days from the reporting date or
from the last day of the assessment period referred to in Article 22, whicheveris later.

An authorisation of a substantial modification subject to conditions is restricted to conditions which
by their nature cannot be fulfilled at the time of that authorisation.

2. Where the conclusion of the reporting Member State is that the substantial modification of
aspects covered by Part | of the assessmentreportisacceptable oracceptable subject to compliance with
specific conditions, that conclusion shall be deemed to be the conclusion of the Member State concerned.

Notwithstanding the first subparagraph, a Member State concerned may disagree with the
conclusion of the reporting Member State only on the following grounds:



(a) when it considers that participation in the clinical trial would lead to a subject receiving an
inferior treatmentthanin normal clinical practice in the Member State concerned,;

(b) infringement of its national law as referred toin Article 90;

(c) considerations as regards subject safety and data reliability and robustness submitted under
paragraph 4 or 6 of Article 18.

Where the Member State concerned disagrees with the conclusion regarding the substantial
modification of aspects covered by Part | of the assessment report on the basis of the second
subparagraph, it shall communicate its disagreement, together with a detailed justification through the
EU portal to the Commission, to all Member States, and to the sponsor.

3. Where, regarding the substantial modification of aspects covered by Part | of the assessment
report, the substantial modification is acceptable or acceptable subject to compliance with specific
conditions, the Member State concerned shall include in its decision its conclusion on the substantial
modification of aspects covered by Part |l of the assessmentreport.

4. AMemberState concernedshallrefuse to authorise a substantial modification if it disagrees with
the conclusion of the reporting Member State as regards the substantial modification of aspects covered
by Part | of the assessmentreport on any of the grounds referred to in second subparagraph of paragraph
2, or if it finds, on duly justified grounds, that the aspects covered by Part |l of the assessmentreport are
not complied with, or where an ethics committee hasissued a negative opinion which in accordance with
the law of the Member State concerned, is valid for that entire Member State. That Member State
concerned shall provide foran appeal procedure in respect of such refusal.

5. Where the conclusion of the reporting Member State as regards the substantial modification of
aspects covered by Part | of the assessmentreportis that the substantial modification is not acceptable,
that conclusion shall be deemed to be the conclusion of the Member State concerned.

6. Where the Member State concerned has not notified the sponsor of its decision within the
periodsreferredto in paragraph 1, the conclusion on the substantial modification of aspects covered by
Part | of the assessment report shallbe deemed to be the decision of the Member State concerned on the
application for authorisation of the substantial modification.

Article 24

Persons assessing the application
for a substantial modification

Article 9 appliesto assessments made under this Chapter.
Chapter|V. APPLICATION DOSSIER
Article 25
Data submittedin the application dossier
1. The application dossier for the authorisation of a clinical trial shall contain all required

documentation and information necessary for the validation and assessment referred toin Chapterlland
relating to:

(a) the conduct of the clinical trial, including the scientific contextand arrangements taken,

(b) the sponsor, investigators, potential subjects, subjects, and clinical trial sites;



(c) the investigational medicinal products and, where necessary, the auxiliary medicinal products,
in particular their properties, labelling, manufacturing and control;

(d) measuresto protect subjects;

(e) justification as to why the clinical trial is a low-intervention clinical trial, in cases where this is
claimed by the sponsor.

The list of required documentation and informationis setout in Annex .

2. The application dossier for the authorisation of a substantial modification shall contain all
required documentation and information necessary for the validation and assessment referred to in
Chapterlll:

(a) a reference to the clinical trial or clinical trials which are substantially modified using the EU trial
numberreferredtoin the third subparagraph of Article 81(1) (the "EU trial number");

(b) a clear description of the substantial modification, in particular, the nature of and the reasons
for substantial modification;

(c) a presentation of data and additional information in support of the substantial modification,
where necessary;

(d) a clear description of the consequences of the substantial modification as regards the rights and
safety of the subjectand the reliability and robustness of the data generated in the clinical trial.

The list of required documentation and informationis setout in Annex|I.

3. Non-clinical information submitted in an application dossier shall be based on data derived from
studies complying with Union law on the principles of good laboratory practice, as applicable at the time
of performance of those studies.

4. Where reference is made in the application dossierto datagenerated in aclinical trial, that clinical
trial shall have been conducted in accordance with this Regulation or, if conducted prior to the date
referredtoin the second paragraph of Article 99, in accordance with Directive 2001/20/EC.

5. Where the clinical trial referredtoin paragraph 4 has been conducted outside the Union, it shall
have been conductedin accordance with principles equivalent to those of this Regulation as regards the
rights and safety of the subject and the reliability and robustness of the data generatedin the clinical trial.

6. Data from a clinical trial started as from the date referred to in the second paragraph of Artide
99 shall only be submitted in an application dossierif that clinical trial has been registered priorto its start
in a public register which is a primary or partnerregistry of, or a data providerto, the WHO ICTRP.

Data from a clinical trial started before the date referred to in the second paragraph of Article 99
shall only be submitted in an application dossier if that clinical trial is registeredin a public register which
is a primary or partner registry of, or a data provider to, the WHO ICTRP or if the results of that clinical
trial have been publishedinan independent peer-reviewed scientific publication.

7. Data submitted in an application dossier which do not comply with paragraphs 3 to 6 shall not be
considered in the assessment of an application for authorisation of a clinical trial or of a substantial
modification.

Article 26

Language requirements



The language of the application dossier, or parts thereof, shallbe determined by the Member State
concerned.

Member States, in applying the first paragraph, shall consideraccepting, forthe documentation not
addressedtothe subject,acommonly understood language in the medical field.

Article 27
Update by way of delegated acts

The Commission shall be empowered to adopt delegated acts in accordance with Article 85 in
respect of amending Annexes | and Il in order to adapt them to technical progress or to take account of
international regulatory developmentsin which the Union or the Member States are involved, in the field
of clinical trials.

ChapterV.PROTECTION OF SUBJECTSANDINFORMED CONSENT
Article 28
Generalrules

1. A clinical trial may be conducted only where all of the following conditions are met:

(a) the anticipated benefits to the subjects or to public health justify the foreseeable risks and
inconveniences and compliance with this conditionis constantly monitored;

(b) the subjects,or whereasubjectis not able to give informed consent, his or her legally designated
representative, have beeninformed in accordance with Article 29(2) to (6);

(c) the subjects, orwhereasubjectis not able to give informed consent, his or her legally designated
representative, have giveninformed consentin accordance with Article 29(1), (7) and (8);

(d) the rights of the subjects to physicaland mentalintegrity, to privacy and to the protection of the
data concerningthemin accordance with Directive 95/46/EC are safeguarded;

(e) the clinical trial has been designed to involve as little pain, discomfort, fear and any other
foreseeable risk as possible for the subjects and both the risk threshold and the degree of distress are
specifically defined inthe protocoland constantly monitored;

(f) the medical care provided to the subjectsis the responsibility of an appropriately qualified
medical doctor or, where appropriate, a qualified dental practitioner;

(g) the subject or, where the subject is not able to give informed consent, his or her legally
designated representative has been provided with the contact details of an entity where further
information can be receivedin case of need;

(h) no undue influence, including that of a financial nature, is exerted on subjects to participate in
the clinical trial.

2. Without prejudice to Directive 95/46/EC, the sponsor may ask the subject or, where the subject
is not able to give informed consent, his or her legally designated representative at the time when the
subject or the legally designated representative gives his or her informed consent to participate in the
clinical trial to consenttothe use of his or her data outside the protocol of the clinical trial exclusively for
scientific purposes. That consent may be withdrawn at any time by the subject or his or her legally
designated representative.



The scientific research making use of the data outside the protocol of the clinical trial shall be
conducted in accordance with the applicable law on data protection.

3. Any subject, or, where the subject is not able to give informed consent, his or her legally
designated representative, may, without any resulting detriment and without having to provide any
justification, withdraw from the clinical trial at any time by revoking his or herinformed consent. Without
prejudice to Directive 95/46/EC, the withdrawal of the informed consent shall not affect the activities
already carried outand the use of data obtained based oninformed consent before its withdrawal.

Article 29
Informed consent

1. Informed consent shall be written, dated and signed by the person performing the interview
referred toin point (c) of paragraph 2, and by the subject or, where the subject is not able to give informed
consent, his or herlegally designated representative after havingbeen duly informed in accord ance with
paragraph 2. Where the subject is unable to write, consent may be given and recorded through
appropriate alternative meansin the presence of at least one impartial witness. Inthat case, the witness
shall sign and date the informed consent document. The subject or, where the subjectis not able to give
informed consent, his or her legally designated representative shall be provided with a copy of the
document (or the record) by which informed consent has been given. The informed consent shall be
documented. Adequate time shall be given forthe subject or his or herlegally designated representative
to consider his or her decision to participate in the clinical trial.

2. Information given to the subject or, where the subject is not able to give informed consent, his
or her legally designated representative for the purposes of obtaining his or her informed consent shall:

(a) enable the subject or his or her legally designated representative to understand:
(i) the nature, objectives, benefits, implications, risks and inconveniences of the clinical trial;

(ii) the subject's rights and guarantees regarding his or her protection, in particular his or her right
to refuse to participate and the right to withdraw from the clinical trial at any time withoutany resulting
detrimentand without having to provide any justification;

(iii) the conditions underwhich the clinical trial is to be conducted, including the expected duration
of the subject's participation in the clinical trial; and

(iv) the possible treatmentalternatives, including the follow-up measures if the participation of the
subjectin the clinical trial is discontinued;

(b) be kept comprehensive, concise, clear, relevant, and understandable to a layperson;

(c) be provided in a prior interview with a member of the investigating team who is appropriately
qualified according to the law of the Member State concerned;

(d) include information about the applicable damage compensation system referred to in Article
76(1); and

(e) include the EU trial numberand information about the availability of the clinical trial results in
accordance with paragraph 6.

3. The information referred to in paragraph 2 shall be prepared in writing and be available to the
subject or, where the subject is not able to give informed consent, his or her legally designated
representative.



4. In the interview referred to in point (c) of paragraph 2, special attention shall be paid to the
information needs of specific patient populations and of individual subjects, as well as to the methods
used to give the information.

5. In the interview referred to in point (c) of paragraph 2, it shall be verified that the subject has
understood the information.

6. The subjectshall be informed that the summary of the results of the clinical trial and a summary
presentedinterms understandable to a layperson will be made available in the EU database, referred to
in Article 81 (the "EU database"), pursuant to Article 37(4), irrespective of the outcome of the clinical trial,
and, to the extent possible, when the summaries become available.

7. This Regulation is without prejudice to national law requiring that both the signature of the
incapacitated person and the signature of his or herlegally designated representative may be required on
the informed consent form.

8. This Regulation is without prejudice to national law requiring that, in addition to the informed
consentgiven by the legally designated representative, a minorwho is capable of forming an opinionand
assessing the information given to him or her, shall also assentin order to participate in a clinical trial.

Article 30
Informed consentin clustertrials

1. Where a clinical trial is to be conducted exclusively in one Member State, that Member State
may, without prejudice to Article 35, and by way of derogation from points (b), (c), and (g) of Article 28(1),
Article 29(1), point (c) of Article 29(2), Article 29(3), (4) and (5), points (a), (b) and (c) of Article 31(1) and
points (a), (b) and (c) of Article 32(1), allow the investigatorto obtain informed consent by the simplified
means set out in paragraph 2 of this Article, provided that all of the conditions set out in paragraph 3 of
this Article are fulfilled.

2. For clinical trials that fulfil the conditions set out in paragraph 3, informed consent shall be
deemedto have been obtainedif:

(a) the information required under points (a), (b), (d) and (e) of Article 29(2) is given, in accordance
with what is laid down in the protocol, prior to the inclusion of the subject in the clinical trial, and this
information makes clear, in particular, that the subject can refuse to participate in, or withdraw at any
time from, the clinical trial withoutany resulting detriment; and

(b) the potential subject, after beinginformed, does not object to participating in the clinical trial.

3. Informed consent may be obtained by the simplified means set out in paragraph 2, if all the
following conditions are fulfilled:

(a) the simplified means for obtaining informed consent do not contradict national law in the
Member State concerned;

(b) the methodology of the clinical trial requires that groups of subjects rather than individual
subjects are allocated to receive differentinvestigational medicinal productsin a clinical trial;

(c) the clinical trial is a low-intervention clinical trial and the investigational medicinal products are
used in accordance with the terms of the marketing authorisation;

(d) there are no interventions otherthan the standard treatment of the subjects concerned;

(e) the protocol justifies the reasons for obtaining informed consent with simplified means and



describes the scope of information provided to the subjects, as well as the ways of providing information.

4, The investigator shall document allrefusals and withdrawals and shall ensure that no dataforthe
clinical trial are collected from subjects that refuse to participate in or have withdrawn from the clinical
trial.

Article 31
Clinical trials on incapacitated subjects

1. In the case of incapacitated subjects who have not given, or have not refusedto give, informed
consent before the onset of their incapacity, a clinical trial may be conducted only where, in addition to
the conditions set out in Article 28, all of the following conditions are met:

(a)the informed consent of their legally designated representative has been obtained;

(b) the incapacitated subjects have received the information referred to in Article 29(2) in a way
that is adequate in view of their capacity to understandit;

(c) the explicit wish of an incapacitated subject who is capable of forming an opinion and assessing
the information referred toin Article 29(2) to refuse participationin, or to withdraw from, the clinical trial
at any time, is respected by the investigator;

(d) no incentives or financial inducements are given to the subjects or their legally designated
representatives, except for compensation for expenses and loss of earnings directly related to the
participation in the clinical trial;

(e) the clinicaltrial is essential with respect to incapacitated subjects and data of comparable validity
cannot be obtained in clinical trials on persons able to give informed consent, or by other research
methods;

(f) the clinical trial relates directly to a medical condition from which the subject suffers;
(g) there are scientific grounds for expecting that participation in the clinical trial will produce:
(i) a direct benefitto the incapacitated subject outweighing the risks and burdensinvolved; or

(ii) some benefit for the population represented by the incapacitated subject concerned when the
clinical trial relates directly to the life-threatening or debilitating medical condition from which the subject
suffers and such trial will pose only minimal risk to, and will impose minimal burden on, the incapacitated
subject concerned in comparison with the standard treatment of the incapacitated subject's condition.

2. Point (g)(ii) of paragraph 1 shall be without prejudice to more stringent national rules prohibiting
the conduct of those clinical trials on incapacitated subjects, where there are no scientific grounds to
expect that participation in the clinical trial will produce a direct benefit to the subject outweighing the
risks and burdens involved.

3. The subjectshall as far as possible take part in the informed consent procedure.
Article 32
Clinical trials on minors

1. A clinical trial on minors may be conducted only where, in addition to the conditions set out in
Article 28, all of the following conditions are met:



(a) the informed consent of their legally designated representative has been obtained;

(b) the minors have received the information referred to in Article 29(2) in a way adapted to their
age and mental maturity and from investigators or members of the investigatingteam who are trained or
experienced in working with children;

(c) the explicit wish of a minor who'is capable of forming an opinion and assessing the information
referredtoin Article 29(2) to refuse participation in, or to withdraw from, the clinical trial at any time, is
respected by the investigator;

(d) no incentives or financial inducements are given to the subject or his or her legally designated
representative except for compensation for expenses and loss of earnings directly related to the
participation in the clinical trial;

(e) the clinical trial is intended to investigate treatments for a medical condition that only occurs in
minors or the clinical trial is essential with respect to minors to validate data obtained in clinical trials on
persons able to give informed consent or by otherresearch methods;

(f) the clinical trial either relates directly to a medical condition from which the minor concerned
suffers oris of such a nature that it can only be carried out on minors;

(g) there are scientific grounds forexpecting that participation in the clinical trial will produce:
(i) a direct benefit forthe minor concerned outweighing the risks and burdensinvolved; or

(ii) some benefitforthe population represented by the minor concerned and such a clinical trial will
pose only minimal risk to, and will impose minimal burden on, the minor concerned in comparison with
the standard treatment of the minor's condition.

2. The minor shall take part in the informed consent procedure in a way adapted to his or her age
and mental maturity.

3. If during a clinical trial the minor reaches the age of legal competence to give informed consent
as defined in the law of the Member State concerned, his or her express informed consent shall be
obtained before that subject can continue to participate in the clinical trial.

Article 33
Clinical trials on pregnantor breastfeedingwomen

A clinical trial on pregnant or breastfeeding women may be conducted only where, in addition to
the conditions set out in Article 28, the following conditions are met:

(a) the clinical trial has the potential to produce a direct benefit for the pregnantor breastfeeding
woman concerned, orherembryo, foetusor child after birth, outweighing the risks and burdens involved;
or

(b) if such clinical trial has no direct benefit for the pregnant or breastfeeding woman concemed,
or her embryo, foetus or child after birth, it can be conducted only if:

(i) a clinical trial of comparable effectiveness cannot be carried out on women who are not pregnant
or breastfeeding;

(ii) the clinical trial contributes to the attainment of results capable of benefitting pregnant or
breastfeedingwomenorotherwomeninrelation to reproduction or otherembryos, foetuses or children;
and



(iii) the clinical trial poses a minimal risk to, and imposes a minimal burden on, the pregnant or
breastfeedingwoman concerned, herembryo, foetus or child after birth;

(c) where research is undertaken on breastfeeding women, particular care is taken to avoid any
adverse impact on the health of the child; and

(d) no incentives or financial inducements are given to the subject except for compensation for
expenses and loss of earnings directly related to the participation in the clinical trial.

Article 34
Additional national measures

Member States may maintain additional measures regarding persons performing mandatory
military service, persons deprived of liberty, persons who, due to a judicial decision, cannot take partin
clinical trials, or personsinresidential care institutions.

Article 35
Clinical trials in emergency situations

1. By way of derogation from points (b) and (c) of Article 28(1), from points (a) and (b) of Article
31(1) and from points (a) and (b) of Article 32(1), informed consent to participate in a clinical trial may be
obtained, and information on the clinical trial may be given, after the decision to include the subject in
the clinical trial, provided that this decision is taken at the time of the first intervention on the subject, in
accordance with the protocolfor that clinical trial" and that all of the following conditions are fulfilled:

(a) due tothe urgency of the situation, caused by a sudden life-threatening or other sudden serious
medical condition, the subject is unable to provide prior informed consent and to receive prior
information on the clinical trial;

(b) there are scientific grounds to expect that participation of the subject in the clinical trial will
have the potential to produce a direct clinically relevant benefitforthe subjectresultingin a measurable
health-related improvementalleviating the sufferingand/orimproving the health of the subject, orin the
diagnosis of its condition;

(c) it is not possible within the therapeutic window to supply all prior information to and obtain
prior informed consent from his or her legally designated representative;

(d) the investigator certifies that he or she is not aware of any objectionsto participate in the clinical
trial previously expressed by the subject;

(e) the clinical trial relates directly to the subject's medical condition because of which it is not
possible within the therapeuticwindow to obtain prior informed consent from the subject orfrom his or
her legally designated representative and to supply prior information, and the clinical trial is of such a
nature that it may be conducted exclusively inemergency situations;

(f) the clinical trial poses a minimal risk to, and imposes a minimal burden on, the subject in
comparison with the standard treatment of the subject's condition.

2. Following an intervention pursuant to paragraph 1, informed consentin accordance with Article
29 shall be sought to continue the participation of the subjectin the clinical trial, and information on the
clinical trial shall be given, in accordance with the following requirements:

(a) regarding incapacitated subjects and minors, the informed consent shall be sought by the
investigator from his or her legally designated representative without undue delay and the information



referred to in Article 29(2) shall be given as soon as possible to the subject and to his or her legally
designated representative;

(b) regarding other subjects, the informed consent shall be sought by the investigator without
undue delay from the subject or his or herlegally designated representative, whicheveris soonerand the
information referredtoin Article 29(2) shall be given as soon as possible to the the subjector his or her
legally designated representative, whicheveris sooner.

For the purposes of point (b), where informed consent has been obtained from the legally
designated representative, informed consent to continue the participation in the clinical trial shall be
obtained from the subject as soon as he or she is capable of giving informed consent.

3. If the subject or, where applicable, his or herlegally designated representative does not give
consent, he or she shall be informed of the right to object to the use of data obtained from the clinical
trial.

ChapterVI.START, END, TEMPORARY HALT, AND EARLY
TERMINATION OF A CLINICALTRIAL

Article 36

Notification of the start of a clinical trial
and of the end of the recruitment of subjects

1. The sponsorshall notify each Member State concerned of the start of a clinical trial in relation to
that Member State through the EU portal.

That notification shall be made within 15 days from the start of the clinical trial in relation to that
Member State.

2. The sponsor shall notify each Member State concerned of the first visit of the first subjectin
relation to that Member State through the EU portal.

That notification shall be made within 15 days from the first visit of the first subject in relation to
that Member State.

3. The sponsorshall notify each Member State concerned of the end of the recruitment of subjects
for a clinical trial in that Member State through the EU portal.

That notification shall be made within 15 days from the end of the recruitment of subjects. In case
of re-start of recruitment, paragraph 1 shall apply.

Article 37

End of a clinical trial, temporary halt
and early termination of a clinical trial
and submission of the results

1. The sponsorshall notify each Member State concerned of the end of a clinical trial in relation to
that Member State through the EU portal.

That notification shall be made within 15 days from the end of the clinical trial in relation to that
Member State.

2. The sponsor shall notify each Member State concerned of the end of a clinical trial in all Member
States concerned through the EU portal.



That notification shall be made within 15 days from the end of the clinical trial in the last Member
State concerned.

3. The sponsorshall notify each Member State concerned of the end of a clinical trial in all Member
States concerned and in all third countries in which the clinical trial has been conducted through the EU
portal.

That notification shall be made within 15 days from the end of the clinical trial in the last of the
Member States concerned and third countries in which the clinical trial has been conducted.

4, Irrespective of the outcome of a clinical trial, within one year from the end of a clinical trial in all
Member States concerned, the sponsor shall submit to the EU database a summary of the results of the
clinical trial. The content of thatsummaryis setoutin AnnexIV.

It shall be accompanied by a summary written in a manner that is understandable to laypersons.
The content of that summary s setout in AnnexV.

However, where, for scientific reasons detailed in the protocol, it is not possible to submit a
summary of the results within one year, the summary of results shall be submitted as soon as it is
available. In this case, the protocolshall specify when the results are going to be submitted, together with
a justification.

In addition to the summary of the results, where the clinical trial was intended to be used for
obtaining a marketing authorisation for the investigational medicinal product, the applicant for marketing
authorisation shall submit to the EU database the clinical study report within 30 days after the day the
marketing authorisation has been granted, the procedure for granting the marketing authorisation has
been completed, orthe applicant for marketing authorisation has withdrawn the application.

For cases where the sponsor decides to share raw data on a voluntary basis, the Commission shall
produce guidelinesforthe formatting and sharing of those data.

5. The sponsorshall notify each Member State concerned of a temporary halt of a clinical trial in all
Member States concerned for reasons not affecting the benefit-risk balance through the EU portal.

That notification shall be made within 15 days from the temporary halt of the clinical trial in all
Member States concerned and shall include the reasons for such action.

6. When a temporarily halted clinical trial referred to in paragraph 5 is resumed the sponsor shall
notify each Member State concerned through the EU portal.

That notification shall be made within 15 days from the restart of the temporarily halted clinical
trial in all Member States concerned.

7. If a temporarily halted clinical trial is not resumed within two years, the expiry date of this period
or the date of the decision of the sponsor not to resume the clinical trial, whichever is earlier, shall be
deemedto be the date of the end of the clinical trial. In the case of early termination of the clinical trial,
the date of the early termination shall be deemed to be the date of the end of the clinical trial.

Inthe case of early termination of the clinical trial forreasons not affecting the benefit-risk balance,
the sponsor shall notify each Member State concerned through the EU portal of the reasons for such
action and, when appropriate, follow-up measures forthe subjects.

8. Without prejudice to paragraph 4, where the clinical trial protocol providesfor an intermediate
data analysis date prior to the end of the clinical trial, and the respective results of the clinical trial are
available, a summary of those results shall be submitted to the EU database within one year of the
intermediate data analysis date.



Article 38

Temporary halt or early termination by the sponsor
for reasons of subject safety

1. For the purposes of this Regulation, the temporary halt or early termination of a clinical trial for
reasons of a change of the benefit-risk balance shall be notified to the Member States concerned through
the EU portal.

That notification shall be made without undue delay but not later than in 15 days of the date of the
temporary halt or early termination. It shall include the reasons for such action and specify follow-up
measures.

2. The restart of the clinical trial following a temporary halt as referred to in paragraph 1 shall be
deemedto be a substantial modification subject to the authorisation proce dure laid downin Chapterlll.

Article 39

Update of the contents of the summary of results
and summary forlaypersons

The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in order
to amend Annexes IV and V, in order to adapt them to technical progress or to take account of
international regulatory developments,in which the Union orthe Member States are involved, in the field
of clinical trials.

ChapterVII. SAFETY REPORTING IN THE CONTEXT
OF A CLINICALTRIAL

Article 40
Electronic database for safety reporting

1. The European Medicines Agency established by Regulation (EC) No 726/2004 (the "Agency") shall
set up and maintain an electronic database for the reporting provided for in Articles 42 and 43. That
database shall be a module of the database referred to in Article 24 of Regulation (EC) No 726/2004 (the
"Eudravigilance database").

2. The Agency shall, in collaboration with Member States, develop a standard web-based structured
form for the reporting by sponsors to the database referredto in paragraph 1 of suspected unexpected
serious adverse reactions.

Article 41

Reporting of adverse eventsand serious adverse events
by the investigatorto the sponsor

1. The investigatorshallrecord and document adverse eventsor laboratory abnormalities identified
in the protocol as critical to the safety evaluation and reportthem to the sponsorin accordance with the
reporting requirements and within the periods specified in the protocol.

2. The investigator shall record and document all adverse events, unless the protocol provides
differently. The investigator shall report to the sponsor all serious adverse events occurring to subjects



treated by him or herin the clinical trial, unless the protocol provides differently.

The investigator shall report serious adverse events to the sponsor without undue delay but not
later than within 24 hours of obtaining knowledge of the events, unless, for certain serious adverse events,
the protocol provides that noimmediate reportingis required. Whererelevant, theinvestigator shall send
a follow-up report to the sponsor to allow the sponsor to assess whether the serious adverse event has
an impact on the benefit-risk balance of the clinical trial.

3. The sponsorshall keep detailed records of all adverse eventsreported toit by the investigator.

4. If the investigator becomes aware of aserious adverse event with a suspected causal relationship
to the investigational medicinal product that occurs afterthe end of the clinical trial in a subjecttreated
by him or her, the investigator shall, without undue delay, report the serious adverse event to the sponsor.

Article 42

Reporting of suspected unexpected serious adverse
reactions by the sponsorto the Agency

1. The sponsorof a clinical trial performedin at least one Member State shall report electronically
and without delay to the database referred toin Article 40(1) all relevantinformation aboutthe following
suspected unexpected serious adversereactions:

(a) all suspected unexpected serious adverse reactions to investigational medicinal products
occurring in thatclinical trial, irrespective of whetherthe suspected unexpected seriousadverse reaction
has occurred at a clinical trial site in the Union or in a third country;

(b) all suspected unexpected serious adverse reactions related to the same active substance,
regardless of pharmaceutical form and strength or indication investigated, in investigational medicinal
products used in the clinical trial, occurring in a clinical trial performed exclusively in a third country, if
that clinical trial is sponsored:

(i) by that sponsor, or

(ii) by anothersponsorwhois either part of the same parent company as the sponsor of the clinical
trial, or who develops a medicinal product jointly, on the basis of a formal agreement, with the sponsor
of the clinical trial. For this purpose, provision of the investigational medicinal product or information to
a future potential marketing authorisation holder on safety matters shall not be considered a joint
development; and

(c) all suspected unexpected serious adverse reactions to investigational medicinal products
occurring in any of the subjects of the clinical trial, which are identified by or come to the attention of the
sponsor afterthe end of the clinical trial.

2. The period for the reporting of suspected unexpected serious adverse reactions by the sponsor
to the Agency shall take account of the seriousness of the reaction and shall be as follows:

(a)in the case of fatal or life-threatening suspected unexpected serious adversereactions, as soon
as possible and in any event not later than seven days after the sponsorbecame aware of the reaction;

(b) in the case of non-fatal or non-life-threatening suspected unexpected seriousadverse reactions,
not later than 15 days afterthe sponsor became aware of the reaction;

(c)in the case of a suspected unexpected serious adverse reaction which was initially considered to
be non-fatal or non-life threatening but which turns out to be fatal or life-threatening, as soon as possible
and in any event notlater than seven days after the sponsorbecame aware of the reaction beingfatal or



life-threatening.

Where necessary to ensure timely reporting, the sponsor may, in accordance with section 2.4 of
Annex I, submit aninitial incomplete reportfollowed up by a complete report.

3. Where a sponsor, due to a lack of resources, does not have the possibility to report to the
database referred toin Article 40(1) and the sponsorhasthe agreement of the Member State concermed,
it may report to the Member State where the suspected unexpected serious adverse reaction occurred.
That Member State shall report the suspected unexpected serious adverse reaction in accordance with
paragraph 1 of this Article.

Article 43
Annualreporting by the sponsorto the Agency

1. Regarding investigational medicinal products other than placebo, the sponsor shall submit
annually through the database referred to in Article 40(1) to the Agency a report on the safety of each
investigational medicinal product usedin a clinical trial for which it is the sponsor.

2. In the case of a clinical trial involving the use of more than one investigational medicinal product,
the sponsor may, if provided for in the protocol, submit a single safety report on all investigational
medicinal products used in that clinical trial.

3. The annual reportreferred toin paragraph 1 shall only contain aggregate and anonymised data.

4, The obligation referred to in paragraph 1 starts with the first authorisation of a clinical trial in
accordance with this Regulation. It ends with the end of the last clinical trial conducted by the sponsor
with the investigational medicinal product.

Article 44
Assessment by Member States

1. The Agency shall, by electronic means, forward to the Member States concerned the information
reportedin accordance with Article 42 and 43.

2. Member States shall cooperate in assessing the information reported in accordance with Articles
42 and 43. The Commission may, by means of implementing acts, set up and modify the rules on such
cooperation. Those implementing acts shall be adopted in accordance with the examination procedure
referred toin Article 88(2).

3. The responsible ethics committee shallbe involved in the assessment of the information referred
to in paragraphs 1 and 2, if it has been provided forin the law of the Member State concerned.

Article 45
Technical aspects

Technical aspects for safety reporting in accordance with Articles 41 to 44 are contained in Annex
I1l. Where necessary in order to improve the level of protection of subjects, the Commission shall be
empowered to adopt delegated actsin accordance with Article 89 in orderto amend Annex Il for any of
the following purposes:

(a) improving the information on the safety of medicinal products;



(b) adapting technical requirements to technical progress;

(c) taking account of international regulatory developments in the field of safety requirements in
clinical trials, endorsed by bodies in which the Union or the Member States participate.

Article 46
Reporting with regard to auxiliary medicinal products

Safety reporting with regard to auxiliary medicinal products shall be made in accordance with
Chapter 3 of Title IX of Directive 2001/83/EC.

ChapterVIIl. CONDUCT OF A CLINICALTRIAL,
SUPERVISION BY THE SPONSOR, TRAINING AND EXPERIENCE,
AUXILIARY MEDICINALPRODUCTS

Article 47
Compliance with the protocol and good clinical practice

The sponsor of a clinical trial and the investigator shall ensure that the clinical trial is conductedin
accordance with the protocoland with the principles of good clinical practice.

Without prejudice to any other provision of Union law or Commission guidelines, the sponsorand
the investigator, when drawing up the protocoland when applying this Regulation and the protocol, shall
also take appropriate account of the quality standards and the ICH guidelines on good clinical practice.

The Commission shall make publicly available the detailed ICH guidelines on good clinical practice
referredtoin the second paragraph.

Article 48
Monitoring

In orderto verify that the rights, safety and well-being of subjects are protected, that the reported
data are reliable and robust, and that the conduct of the clinical trial is in compliance with the
requirements of this Regulation, the sponsor shall adequately monitor the conduct of a clinical trial. The
extent and nature of the monitoring shall be determined by the sponsor on the basis of an assessment
that takes into consideration all characteristics of the clinical trial, including the following characteristics:

(a) whetherthe clinical trial is a low-intervention clinical trial;
(b) the objective and methodology of the clinical trial; and

(c) the degree of deviation of the intervention from normal clinical practice.
Article 49

Suitability of individuals involved
in conducting the clinical trial

The investigator shall be a medical doctor as defined in national law, or a person following a
profession which is recognised in the Member State concerned as qualifying for an investigator because
of the necessary scientificknowledge and experience in patient care.



Other individuals involved in conducting a clinical trial shall be suitably qualified by education,
training and experience to performtheir tasks.

Article 50
Suitability of clinical trial sites

The facilities where the clinical trial is to be conducted shall be suitable forthe conduct of the clinical
trial in compliance with the requirements of this Regulation.

Article 51

Traceability, storage, return and destruction
of investigational medicinal products

1. Investigational medicinal products shall be traceable. They shall be stored, returned and/or
destroyed as appropriate and proportionate to ensure the safety of the subject and the reliability and
robustness of the data generated in the clinical trial, in particular, taking into account whether the
investigational medicinal product is an authorised investigational medicinal product, and whether the
clinical trial is a low-intervention clinical trial.

The first subparagraph shall also apply to unauthorised auxiliary medicinal products.

2. The relevantinformation regarding the traceability, storage, return and destruction of medicinal
productsreferredtoin paragraph 1 shall be contained in the application dossier.

Article 52
Reporting of serious breaches

1. The sponsorshall notify the Member States concerned about a serious breach of this Regulation
or of the version of the protocolapplicable at the time of the breach through the EU portal without undue
delay but not later than seven days of becoming aware of that breach.

2. For the purposes of this Article, a "serious breach" means a breach likely to affect to a significant
degree the safety and rights of a subject or the reliability and robustness of the data generated in the
clinical trial.

Article 53
Otherreporting obligations relevant for subject safety

1. The sponsor shall notify the Member States concerned through the EU portal of all unexpected
events which affect the benefit-risk balance of the clinical trial, butare not suspected unexpected serious
adverse reactions as referred toin Article 42. That notification shall be made without undue delay but no
later than 15 days from the date the sponsor became aware of this event.

2. The sponsorshall submitto the Member States concerned, through the EU portal, all inspection
reports of third country authorities concerning the clinical trial. When requested by a Member State
concerned, the sponsor shall submit a translation of the report or of its summary in an official language
of the Unionindicated in the request.

Article 54



Urgentsafety measures

1. Where an unexpected eventis likely to seriously affect the be nefit-risk balance, the sponsorand
the investigatorshall take appropriate urgent safety measures to protect the subjects.

2. The sponsor shall notify the Member States concerned, through the EU portal, of the eventand
the measures taken.

That notification shall be made without undue delay but no later than seven days from the date the
measures have been taken.

3. This Article is without prejudice to Chaptersllland VII.
Article 55
Investigator's brochure

1. The sponsorshall provide the investigator with the investigator's brochure.

2. The investigator's brochure shall be updated where new and relevant safety information
becomes available, and shall be reviewed by the sponsorat least once peryear.

Article 56
Recording, processing, handling and storage of information

1. All clinical trial information shall be recorded, processed, handled, and stored by the sponsoror
investigator, as applicable, in such a way thatit can be accurately reported, interpreted and verified while
the confidentiality of records and the personaldata of the subjects remain protected in accordance with
the applicable law on personal data protection.

2. Appropriate technical and organisational measures shall be implemented to protectinformation
and personal data processed against unauthorised or unlawful access, disclosure, dissemination,
alteration, or destruction or accidental loss, in particular where the processinginvolves the transmission
overa network.

Article 57
Clinical trial masterfile

The sponsor and the investigator shall keep a clinical trial master file. The clinical trial master file
shall at all times contain the essential documents relating to that clinical trial which allow verification of
the conduct of a clinical trial and the quality of the data generated, taking into account all characteristics
of the clinical trial, including in particular whether the clinical trial is a low-intervention clinical trial. It shall
be readily available, and directly accessible uponrequest, tothe Member States.

The clinical trial master file kept by the investigator and that kept by the sponsor may have a
different content if this is justified by the different nature of the responsibilities of the investigator and
the sponsor.

Article 58

Archiving of the clinical trial masterfile

Unless other Union law requires archiving for alonger period, the sponsorand the investigator shall



archive the content of the clinical trial master file for at least 25 years after the end of the clinical trial.
However, the medicalfiles of subjects shall be archived in accordance with national law.

The content of the clinical trial master file shall be archived in a way that ensures that it is readily
available and accessible, upon request, tothe competent authorities.

Any transfer of ownership of the content of the clinical trial master file shall be documented. The
new owner shall assume the responsibilities set out in this Article.

The sponsorshall appoint individuals within its organisation to be responsible for archive s. Access
to archives shall be restricted to those individuals.

The media usedto archive the content of the clinical trial masterfile shall be such that the content
remains complete and legible throughout the period referred to in the first paragraph.

Any alteration to the content of the clinical trial masterfile shall be traceable.
Article 59
Auxiliary medicinal products

1. Only authorised auxiliary medicinal products may be usedin a clinical trial.

2. Paragraph 1 shall not apply where no authorised auxiliary medicinal product is available in the
Union or where the sponsor cannot reasonably be expected to use an authorised auxiliary medicinal
product. A justification to this effect shall be included in the protocol.

3. Member States shall ensure that unauthorised auxiliary medicinal products may enter their
territories for the purpose of their use in a clinical trial in accordance with paragraph 2.

ChapterIX. MANUFACTURING AND IMPORT OF INVESTIGATIONAL
MEDICINALPRODUCTS AND AUXILIARY MEDICINALPRODUCTS

Article 60
Scope of this Chapter

This Chapter shall apply to the manufacture and import of investigational medicinal products and
auxiliary medicinal products.

Article 61
Authorisation of manufacturingand import

1. The manufacturing and import of investigational medicinal productsin the Union shall be subject
to the holding of an authorisation.

2. In order to obtain the authorisation referred to in paragraph 1, the applicant shall meet the
following requirements:

(a) it shall have atits disposal, for manufacture orimport, suitable and sufficient premises, technical
equipment and control facilities complying with the requirements set out in this Regulation;

(b) it shall have permanently and continuously at its disposal the services of at least one qualified
person who fulfils the conditions of qualification set out in Article 49(2) and (3) of Directive 2001/83/EC
("qualified person").



3. The applicant shall specify, in the application for authorisation, the types and pharmaceutical
forms of the investigational medicinal product manufactured or imported, the manufacturing or import
operations, the manufacturing process where relevant, the site where the investigational medicinal
products are to be manufactured orthe site in the Union to which they are to be imported, and detailed
information concerningthe qualified person.

4, Articles 42 to 45, and point (e) of Article 46 of Directive 2001/83/EC shall apply mutatis mutandis
to the authorisation referred toin paragraph 1.

5. Paragraph 1 shall not apply to any of the following processes:

(a) re-labelling or re-packaging, where those processes are carried out in hospitals, health centres
or clinics, by pharmacists or other persons legally authorised inthe Member State conce rned to carry out
such processes, and if the investigational medicinal products are intended to be used exclusively in
hospitals, health centres orclinics taking part in the same clinical trial in the same Member State;

(b) preparation of radiopharmaceuticals used as diagnostic investigational medicinal products
where this process is carried out in hospitals, health centres or clinics, by pharmacists or other persons
legally authorised in the Member State concerned to carry out such process, and if the investigational
medicinal products are intended to be used exclusively in hospitals, health centres or clinics taking part in
the same clinical trial in the same Member State;

(c) the preparation of medicinal products referred to in points (1) and (2) of Article 3 of Directive
2001/83/EC for use as investigational medicinal products, where this process is carried out in hospitals,
health centres or clinics legally authorised in the Member State concerned to carry out such processand
if the investigational medicinal products are intended to be used exclusively in hospitals, health centres
or clinics taking part in the same clinical trial in the same Member State.

6. Member States shall make the processes set out in paragraph 5 subject to appropriate and
proportionate requirements to ensure subject safetyand reliability and robustness of the data generated
in the clinical trial. They shall subjectthe processesto regularinspections.

Article 62
Responsibilities of the qualified person

1. The qualified person shall ensure that each batch of investigational medicinal products
manufactured in orimported into the Union complies with the requirements set out in Article 63 and shall
certify that those requirements are fulfilled.

2. The certification referred toin paragraph 1 shall be made available by the sponsorat the request
of the Member State concerned.

Article 63

Manufacturingand import

1. Investigational medicinal products shall be manufactured by applying manufacturing practice
which ensures the quality of such medicinal products in orderto safeguard the safety of the subjectand
the reliability and robustness of clinical data generated in the clinical trial ("good manufacturing
practice"). The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in
order to specify the principles and guidelines of good manufacturing practice and the detailed
arrangements forinspection for ensuring the quality of investigational medicinal products, taking account
of subject safety or datareliability and robustness, technical progress and global regulatory developments
in which the Union or the Member States are involved.



In addition, the Commission shall also adopt and publish detailed guidelines in line with those
principles of good manufacturing practice and revise them when necessary in order to take account of
technical and scientific progress.

2. Paragraph 1 shall not apply to the processes referred toin Article 61(5).

3. Investigational medicinal products imported into the Union shall be manufactured by applying
quality standards at least equivalent to those laid down pursuantto paragraph 1.

4, The Member States shall ensure compliance with the requirements of this Article by means of
inspections.

Article 64

Modification of authorised investigational
medicinal products

Articles 61, 62 and 63 shall apply to authorised investigational medicinal products only as regards
any modification of such products not covered by a marketing authorisation.

Article 65
Manufacturing of auxiliary medicinal products

Where the auxiliary medicinal productis notauthorised, or where an authorised auxiliary medicinal
product is modified while such modification is not covered by a marketing authorisation, it shall be
manufactured according to the good manufacturing practice referredtoin Article 63(1) or to at least an
equivalent standard, in orderto ensure appropriate quality.

ChapterX. LABELLING
Article 66

Unauthorised investigationaland unauthorised
auxiliary medicinal products

1. The following information shall appear on the outer packaging and on the immediate packaging
of unauthorised investigational medicinal products and unauthorised auxiliary medicinal products:

(a) information to identify contact persons or personsinvolvedin the clinical trial;
(b) information to identify the clinical trial;

(c) information to identify the medicinal product;

(d) information related to the use of the medicinal product.

2. The information which is to appear on the outer packaging and immediate packaging shall ensure
subject safety and reliability and robustness of the data generated in the clinical trial, while taking account
of the design of the clinical trial, whetherthe products are investigational or auxiliary medicinal product,
and whetherthey are products with particular characteristics.

The information which is to appearon the outer packaging and immediate packaging shall be clearly
legible.

A list of information which is to appear onthe outer packaging and immediate packaging is set out



in Annex VI.
Article 67

Authorised investigationaland authorised
auxiliary medicinal products

1. Authorised investigational medicinal products and authorised auxiliary medicinal products shall
be labelled:

(a) in accordance with Article 66(1); or
(b) in accordance with Title V of Directive 2001/83/EC.

2. Notwithstanding point (b) of paragraph 1, where the specific circumstances, provided for in the
protocol, of a clinical trial so require in order to ensure the safety of the subject or the reliability and
robustness of data generatedin a clinical trial, additional particulars relating to the identification of the
clinical trial and of the contact personshall appearon the outer packaging and the immediate packaging
of authorised investigational medicinal products. A list of these additional particulars appearing on the
outer packaging and immediate packagingis set out in section C of Annex V1.

Article 68
Radiopharmaceuticals used as investigational medicinal
products or as auxiliary medicinal products

for a medical diagnosis

Articles 66 and 67 shall not apply to radiopharmaceuticals used as diagnostic investigational
medicinal products or as diagnostic auxiliary medicinal products.

The products referred toin the first paragraph shall be labelled appropriately in orderto ensure the
safety of the subjectand the reliability and robustness of data generated in the clinical trial.

Article 69
Language

The language of the information on the label shall be determined by the Member State concemed.
The medicinal product may be labelled in severallanguages.

Article 70
Delegated act
The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in
respect of amending Annex Vlin orderto ensure subject safety and the reliability and robustness of data
generatedin a clinical trial or to take account of technical progress.
Chapter XI. SPONSORAND INVESTIGATOR

Article 71

Sponsor



A clinical trial may have one or several sponsors.

Any sponsor may delegate, in a written contract, any or all of its tasks to an individual, a company,
an institution or an organisation. Such delegation shall be without prejudice to the responsibility of the
sponsor, in particular regarding the safety of subjects and the reliability and robustness of the data
generated in the clinical trial.

The investigator and the sponsor may be the same person.
Article 72
Co-sponsorship

1. Without prejudice to Article 74, where a clinical trial has more than one sponsor, all sponsors
shall have the responsibilities of a sponsorset outin this Regulation, unless the sponsors decide otherwise
in a written contract setting out their respective responsibilities. Where the contract does not specify to
which sponsora given responsibility is attributed, that responsibility shall lie with all sponsors.

2. By way of derogation from paragraph 1, the sponsors shall be jointly responsible for establishing:

(a) a sponsor responsible for compliance with the obligations of a sponsor in the authorisation
proceduressetoutin Chapters |l andlll;

(b) a sponsor responsible for being a contact point for receiving all questions from subjects,
investigators or any Member State concerned regarding the clinical trial and providing answers to them;

(c) a sponsor responsible forimplementing the measures taken in accordance with Article 77.
Article 73
Principal investigator

A principal investigator shall ensure compliance of a clinical trial at a clinical trial site with the
requirements of this Regulation.

The principal investigator shall assign tasks among the members of the team of investigators in a
way which is not compromising the safety of subjects and the reliability and robustness of the data
generated inthe clinical trial at that clinical trial site.

Article 74
Legal representative of the sponsorin the Union

1. Where the sponsor of aclinical trial is not established in the Union, that sponsor shall ensure that
a natural or legal personis establishedin the Union as its legal representative. Such legal representative
shall be responsible for ensuring compliance with the sponsor's obligations pursuant to this Regulation,
and shall be the addressee forall communications with the sponsor provided for in this Regulation. Any
communication to that legal representativeshallbe deemed to be a communication to the sponsor.

2. Member States may choose not to apply paragraph 1 as regards clinical trials to be conducted
solely ontheirterritory, oron theirterritory and the territory of a third country, provided that they ensure
that the sponsorestablishes at least a contact person on theirterritory in respect of that clinical trial who
shall be the addressee forall communications with the sponsor provided forin this Regulation.

3. As regards clinical trials to be conducted in more than one Member State, all those Member



States may choose not to apply paragraph 1 provided that they ensure that the sponsor establishes at
least a contact person in the Union in respect of that clinical trial who shall be the addressee for all
communications with the sponsor provided forin this Regulation.

Article 75
Liability

This Chaptershall not affect the civil and criminal liability of the sponsor, investigator, or persons to
whom the sponsor has delegated tasks.

ChapterXIl. DAMAGE COMPENSATION
Article 76
Damage compensation

1. Member States shall ensure that systems for compensation for any damage suffered by asubject
resulting from participation in a clinical trial conducted on their territory are in place in the form of
insurance, a guarantee, or a similar arrangement that is equivalent as regards its purpose and which is
appropriate to the nature and the extent of the risk.

2. The sponsorand the investigator shall make use of the system referred to in paragraph 1in the
formappropriate for the Member State concerned where the clinical trial is conducted.

3. MemberStates shall not require any additional use of the systemreferred toin paragraph 1 from
the sponsor for low-intervention clinical trials, if any possible damage that could be suffered by asubject
resulting from the use of the investigational medicinal product in accordance with the protocol of that
specific clinical trial on the territory of that Member State is covered by the applicable compensation
system already in place.

ChapterXIll. SUPERVISION BY MEMBER STATES,
UNION INSPECTIONS AND CONTROLS

Article 77
Corrective measuresto be taken by Member States

1. Where a Member State concerned has justified grounds for considering that the requirements
setout in this Regulation are no longer met, it may take the following measures onits territory:

(a) revoke the authorisation of a clinical trial;
(b) suspend aclinical trial;
(c) require the sponsorto modify any aspect of the clinical trial.

2. Before the Member State concerned takes any of the measuresreferred toin paragraph 1itshall,
exceptwhereimmediate action is required, ask the sponsorand/orthe investigator fortheir opinion. That
opinion shall be delivered within seven days.

3. The Member State concerned shall immediately after taking a measure referred to in paragraph
1 inform all Member States concerned through the EU portal.

4, Each Member State concerned may consult the other Member States concerned before taking



any of the measuresreferred toin paragraph 1.
Article 78
Member State inspections

1. Member States shall appointinspectors to performinspections in order to supervise compliance
with this Regulation. They shall ensure thatthose inspectors are adequately qualified and trained.

2. Inspections shall be conducted under the responsibility of the Member State where the
inspection takes place.

3. Where a Member State concernedintends to carry out an inspection on its territory or in a third
country with regard to one or severalclinical trials which are conducted in more than one Member State
concerned, it shall notify its intention to the other Member States concerned, the Commission and the
Agency, through the EU portal, and shall inform the m of its findings after the inspection.

4. Inspectionsfees, if any, may be waived for non-commercial sponsors.

5. In order to efficiently use the resources available and to avoid duplications, the Agency shall
coordinate the cooperation between Member States concerned on inspections conducted in Member
States, in third countries, and inspections conducted in the framework of an application for a marketing
authorisation under Regulation (EC) No 726/2004.

6. Following an inspection, the Member State under whose responsibility the inspection has been
conducted shall draw up an inspection report. That Member State shall make the inspection report
available to the inspected entity and the sponsor of the relevant clinical trial and shall submit the
inspection reportthrough the EU portal.

7. The Commission shall specify, by means of implementing acts, the detailed arrangements for the
inspection procedures including the qualification and training requirements for inspectors. Those
implementing acts shall be adopted in accordance with the examination procedure referredtoin Article
88(2).

Article 79
Union controls
1. The Commission may conduct controls in order to verify:
(a) whether Member States correctly supervise compliance with this Regulation;
(b) whetherthe regulatory system applicable to clinical trials conducted outside the Union ensures
that point 8 of the Introduction and general principles contained in Annex | to Directive 2001/83/EC is
complied with;

(c) whetherthe regulatory system applicable to clinical trials conducted outside the Union ensures
that Article 25(5) of this Regulation is complied with.

2. The Union controls referred toin point(a) of paragraph 1 shall be organised in cooperation with
the Member States concerned.

The Commission shall prepare in cooperation with the Member States a programme forthe Union
controls referred toin points (b) and (c) of paragraph 1.

The Commission shall report on the findings of each Union control carried out. Those reports shall,



if appropriate, contain recommendations. The Commission shall submit those reports through the EU
portal.

Chapter XIV.IT INFRASTRUCTURE
Article 80
EU portal

The Agency shall, in collaboration with the Member States and the Commission, set up and maintain
a portalat Union level as a single entry point for the submission of data and information relating to clinical
trials in accordance with this Regulation. The EU portal shall be technically advanced and user-friendly so
as to avoid unnecessary work.

Data and information submitted through the EU portal shall be storedin the EU database.
Article 81
EU database

1. The Agency shall, in collaboration with the Member States and the Commission, set up and
maintain a EU database at Union level. The Agency shall be considered to be the controller of the EU
database and shall be responsible for avoiding unnecessaryduplication between the EU database and the
EudraCT and Eudravigilance databases.

The EU database shall contain the data and information submitted in accordance with this
Regulation.

The EU database shall identify each clinical trial by a unique EU trial number. The sponsorshallrefer
to this EU trial numberin any subsequent submission relating or referring to that clinical trial.

2. The EU database shall be established to enable cooperation between the competent authorities
of the Member States concernedto the extent that it is necessary for the application of this Regulation
and to search for specific clinical trials. It shall also facilitate the communication between sponsors and
Member States concerned and enable sponsors to refer to previous submissions of an application for
authorisation of a clinical trial or a substantial modification. It shall also enable citizens of the Union to
have access to clinical information about medicinal products. To this end all data heldin the EU database
shall be in an easily searchable format, all related data shall be grouped together by way of the EU trial
number, and hyperlinks shall be provided to link together related data and documents held on the EU
database and other databases managed by the Agency.

3. The EU database shallsupport the recording and submission to the Medicinal Product Dictionary,
contained in the Eudravigilance database, of all the data on medicinal products without a marketing
authorisation in the Union and substances not authorisedas part of amedicinal productin the Union, that
are necessary forthe maintenance of that dictionary. To this effect and also with the purpose of enabling
the sponsorto cross-referto priorapplications, an EU medicinal product number shall be issued forevery
medicinal product without a marketing authorisation and an EU active substances code shallbe issued for
each new active substance not previously authorised as part of a medicinal product in the Union. This
shall be done before or during the application for authorisation of the first clinical trial with that product
or active substance submitted in accordance with this Regulation. Those numbers shall be mentionedin
all subsequentapplications for clinical trials and for substantial modifications.

The data submitted, in accordance with the first subparagraph, describing medicinal products and
substances shall comply with Union and international standards for the identification of medicinal
products and active substances. Whenan investigational medicinal product which already has a marketing



authorisation in the Union and/or an active substance which is part of a medicinal product with a
marketing authorisation in the Union, is to be used in a clinical trial, the relevant product and active
substance numbers shallbe referred toin the application for that clinical trial.

4. The EU database shall be publicly accessible unless, for all or part of the data and information
contained therein, confidentiality is justified on any of the following grounds:

(a) protecting personaldata in accordance with Regulation (EC) No 45/2001;

(b) protecting commerecially confidential information, in particular through taking into account the
status of the marketing authorisation for the medicinal product, unless there is an overriding public
interestin disclosure;

(c) protecting confidential communication between Member States in relation to the preparation
of the assessmentreport;

(d) ensuring effective supervision of the conduct of a clinical trial by Member States.

5. Without prejudice to paragraph 4, unless there is an overriding public interestin disclosure, data
contained in the application dossiershallnot be publicly accessible before the decision on the clinical trial
has been made.

6. The EU database shall contain personal data only insofar as this is necessary for the purposes of
paragraph 2.

7. No personal data of subjects shallbe publicly accessible.
8. The userinterface of the EU database shall be available in all official languages of the Union.

9. The sponsor shall permanently update in the EU database information on any changes to the
clinical trials which are not substantial modifications but are relevant for the supervision of the clinical
trial by the Member States concerned.

10. The Agency, the Commission and Member States shall ensure that the data subject may
effectively exercise his or her rights to information, to access, to rectify and to objectin accordance with
Regulation (EC) No 45/2001 and national data protection legislation implementing Directive 95/46/EC,
respectively. They shall ensure that the data subject may effectively exercise the right of access to data
relating to him or her, and the right to have inaccurate or incomplete data corrected or erased. Within
their respective responsibilities, the Agency, the Commission and Member States shall ensure that
inaccurate and unlawfully processed data are deleted, in accordance with the applicable law. Corrections
and deletions shall be carried out as soon as possible, but no later than 60 days of a requestbeing made
by a data subject.

Article 82
Functionality of the EU portal and the EU database

1. The Agency shall, in collaboration with the Member States and the Commission, draw up the
functional specifications for the EU portal and the EU database, together with the time frame for their
implementation.

2. The Management Board of the Agency shall, on the basis of an independentauditreport, inform
the Commission when it has verified that the EU portal and the EU database have achieved full
functionality and the systems meet the functional specifications drawn up pursuantto paragraph 1.

3. The Commission shall, when it is satisfied that the conditions referred to in paragraph 2 have



been fulfilled, publish a notice to that effectin the Official Journal of the European Union.
ChapterXV.COOPERATION BETWEEN MEMBER STATES
Article 83
National contact points

1. Each Member State shall designate one national contact point in order to facilitate the
functioning of the procedures setoutin Chaptersll and|ll.

2. Each Member State shall communicate the contact point referred to in paragraph 1 to the
Commission. The Commission shall publish a list of the national contact points.

Article 84
Support by the Agency and the Commission

The Agency shall support the functioning of the cooperation of the Member Statesin the framework
of the authorisation procedures set out in Chapters Il and Il of this Regulation by maintaining and
updating the EU portal and the EU database in accordance with the experience acquired during the
implementation of this Regulation.

The Commission shall support the functioning of the cooperation of the Member States referred to
in Article 44(2).

Article 85
Clinical Trials Coordination and Advisory Group

1. AClinical Trials Coordination and Advisory Group (CTAG),composed of the national contact points
referredtoin Article 83 is hereby established.

2. The CTAG shall have the following tasks:

(a) tosupportthe exchange of informationbetween the Member States and the Commission on the
experience acquired with regard to the implementation of this Regulation;

(b) to assist the Commissionin providing the supportreferredtointhe second paragraph of Article
84,

(c) to prepare recommendations on criteria regarding the selection of a reporting Member State.
3. The CTAG shall be chaired by a representative of the Commission.

4. The CTAG shall meet at regular intervals and wheneverthe situation requires, on a request from
the Commission or a Member State. Any item of the agenda of the meeting shallbe placed at the request
of the Commission or a Member State.

5. The secretariat shall be provided by the Commission.

6. The CTAG shall draw up its rules of procedure. The rules of procedure shall be made public.
ChapterXVI. FEES

Article 86



Generalprinciple

This Regulation shall be without prejudice to the possibility for Member Statesto levy a fee forthe
activities setout in this Regulation, provided that the level of the fee is set in a transparent mannerand
on the basis of cost recovery principles. Member States may establish reduced fees for non-commercial
clinical trials.

Article 87

One payment peractivity per Member State

A Member State shall not require, for an assessment as referred to in Chapters Il and Ill, multiple
payments to different bodies involved in this assessment.

Chapter XVII. IMPLEMENTING ACTS AND DELEGATED ACTS
Article 88
Committee procedure

1. The Commission shall be assisted by the Standing Committee on Medicinal Products for Human
Use established by Directive 2001/83/EC. That committee shall be a committee within the meaning of
Regulation (EU) No 182/2011.

2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.

Where the committee delivers no opinion, the Commission shall not adopt the draft implementing
act and the third subparagraph of Article 5(4) of Regulation (EU) No 182/2011 shall apply.

Article 89
Exercise of the delegation

1. The powerto adoptdelegated acts is conferred on the Commission subject to the conditions laid
downin this Article.

2. The powerto adopt delegated acts referred to in Articles 27, 39, 45, 63(1) and 70 shall be
conferred onthe Commission for a period of five years from the date referred tointhe second paragraph
of Article 99. The Commission shall draw up a reportin respect of the delegated powers not laterthan six
months before the end of the five year period. The delegation of powers shall be tacitly extended for
periods of an identical duration, unless the European Parliament or the Council opposes such extension
not later than three months before the end of each period.

3. The delegation of power referred to in Articles 27, 39, 45, 63(1) and 70 may be revoked at any
time by the European Parliament or by the Council. A decision of revocation shall put an end to the
delegation of the powerspecified in that decision. It shall take effect the day following the publication of
the decisionin the Official Journal of the European Union or at a later date specified therein. It shall not
affect the validity of any delegated acts already in force.

4. As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the
European Parliament and to the Council.

5. A delegated act adopted pursuant to Articles 27, 39, 45, 63(1) and 70 shall enterinto force only
if no objection has been expressed either by the European Parliament or the Council within a period of



two months from notification of that act to the European Parliament and the Council or if, before the
expiry of that period, the European Parliamentand the Council have both informed the Commission that
they will not object. That period shall be extended by two months at the initiative of the European
Parliamentor the Council.

ChapterXVIIl. MISCELLANEOUS PROVISIONS
Article 90

Specific requirements for special
groups of medicinal products

This Regulation shall not affect the application of national law prohibiting or restricting the use of
any specific type of human or animal cells, or the sale, supply or use of medicinal products containing,
consisting of or derived fromthose cells, or of medicinal products used as abortifacients or of medicinal
products containing narcotic substances within the meaning of the relevantinternational conventionsin
force such as the Single Convention on Narcotic Drugs of 1961 of the United Nations. The Member States
shall communicate that national law to the Commission.

No gene therapy clinical trials may be carried out which resultin modifications to the subject's germ
line geneticidentity.

Article 91
Relation with other Union legislation

This Regulation shall be without prejudice to Council Directive 97/43/Euratom <1>, Council
Directive 96/29/Euratom <2>, Directive 2001/18/EC of the European Parliament and of the Council <3>,
Directive 2004/23/EC of the European Parliament and of the Council <4>, Directive 2002/98/EC of the
European Parliament and of the Council <5>, Directive 2010/53/EC of the European Parliament and of the
Council <6>, and Directive 2009/41/EC of the European Parliament and of the Council <7>.

<1> Council Directive 97/43/Euratom of 30 June 1997 on health protection of individuals against
the dangers of ionizing radiation in relation to medical exposure, and repealing Directive 84/466/Euratom
(OJL 180, 9.7.1997, p. 22).

<2> Council Directive 96/29/Euratom of 13 May 1996 laying down basic safety standards for the
protection of the health of workers and the general public against the dangers arising from ionizing
radiation (OJ L 159, 29.6.1996, p.1).

<3> Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the
deliberate release into the environment of genetically modified organisms and repealing Council Directive
90/220/EEC (OJL 106, 17.4.2001, p. 1).

<4> Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on
setting standards of quality and safety for the donation, procurement, testing, processing, preservation,
storage and distribution of human tissues and cells (OJ L 102, 7.4.2004, p. 48).

<5> Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 setting
standards of quality and safety for the collection, testing, processing, storage and distribution of human
blood and blood components and amending Directive 2001/83/EC (OJ L 33, 8.2.2003, p. 30).

<6> Directive 2010/53/EU of the European Parliament and of the Council of 7July 2010 on standards



of quality and safety of human organsintended fortransplantation (OJ L 207, 6.8.2010, p. 14).

<7> Directive 2009/41/EC of the European Parliament and of the Council of 6 May 2009 on the
contained use of genetically modified microorganisms (OJ L 125, 21.5.2009, p.75).

Article 92

Investigational medicinal products, otherproducts
and procedures, free of charge forthe subject

Without prejudice to the Member States' competence forthe definition of their health policy and
for the organisation and delivery of health services and medical care, the costs for investigational
medicinal products, auxiliary medicinal products, medical devices used for their administration and
procedures specifically required by the protocol shall not be borne by the subject, unless the law of the
Member State concerned provides otherwise.

Article 93
Data protection

1. Member States shall apply Directive 95/46/EC to the processing of personal data carried out in
the Member States pursuant to this Regulation.

2. Regulation (EC) No 45/2001 shall apply to the processing of personal data carried out by the
Commission and the Agency pursuant to this Regulation.

Article 94
Penalties
1. Member States shall lay down rules on penalties applicable to infringements of this Regulation

and shall take all measures necessary to ensure that they are implemented. The penalties provided for
shall be effective, proportionateand dissuasive.

2. The rulesreferred toin paragraph 1 shall address, interalia, the following:

(a) non-compliance with the provisions laid down in this Regulation on submission of information
intended to be made publicly available to the EU database;

(b) non-compliance with the provisions laid down in this Regulation on subject safety.
Article 95
Civil and criminal liability

This Regulation is without prejudice to national and Union law on the civil and criminal liability of a
sponsoror an investigator.

ChapterXIX. FINALPROVISIONS
Article 96
Repeal

1. Directive 2001/20/EC is repealed as from the date referred toin the second paragraph of Article



99.

2. References to Directive 2001/20/EC shall be construed as references to this Regulation and shall
be read in accordance with the correlation table laid downin Annex VII.

Article 97
Review

Five years after the date referred to in the second paragraph of Article 99, and every five years
thereafter, the Commission shall presenta reportto the European Parliament and to the Council on the
application of this Regulation. That report shall include an assessment of the impact that the Regulation
has had on scientific and technological progress, comprehensive information on the different types of
clinical trials authorised pursuant to this Regulation, and the measures required in orderto maintain the
competitiveness of European clinical research. The Commission shall, if appropriate, present a legislative
proposalbased on that reportin orderto update the provisions set out in this Regulation.

Article 98
Transitional provision

1. By way of derogation from Article 96(1) of this Regulation, where the request for authorisation
of a clinical trial has been submitted before the date referred toin the second paragraph of Article 99 of
this Regulation pursuantto Directive 2001/20/EC, that clinical trial shall continue to be governed by that
Directive until three years from that date.

2. By way of derogation from Article 96(1) of this Regulation, where the request for authorisation
of a clinical trial is submitted betweensix months after the date of publication of the notice referredtoin
Article 82(3) of this Regulation and 18 months after the date of publication of that notice, or, if the
publication of that notice occurs earlier than 28 November 2015, where that request is submitted
between 28 May 2016 and 28 May 2017, that clinical trial may be started in accordance with Articles 6, 7
and 9 of Directive 2001/20/EC. That clinical trial shall continue to be governed by that Directive until 42
months afterthe date of publication of the notice referred toin Article 82(3) of this Regulation, or, if that
publication occurs earlier than 28 November 2015, until 28 May 2019.

Article 99
Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in the
Official Journal of the European Union.

It shall apply as from six months after the publication of the notice referredto in Article 82(3), but
in any eventno earlier than 28 May 2016.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Strasbourg, 16 April 2014.

Annex |



APPLICATION DOSSIER FOR THE INITIAL APPLICATION
A. INTRODUCTION AND GENERALPRINCIPLES

1. The sponsor shall, where appropriate, refer to any previous applications. If these applications
have been submitted by anothersponsor, the written agreement from that sponsor shall be submitted.

2. Where a clinical trial has more than one sponsor, detailed information of the resp onsibilities of
each of the sponsors shall be submitted in the application dossier.

3. The application shall be signed by the sponsoror a representative of the sponsor. This signature
confirmsthat the sponsoris satisfied that:

(a) the information providedis complete;

(b) the attached documents contain an accurate account of the information available;
(c) the clinical trial is to be conducted in accordance with the protocol; and

(d) the clinical trial is to be conducted in accordance with this Regulation.

4. The application dossierforan application limited to Part| of the assessmentreportreferredtoin
Article 11 shall be limited to sections B to J and Q of this Annex.

5. Without prejudice to Article 26, the application dossierforan application limited to Part Il of the
assessment report referred to in Article 11 and the application dossier for an application referred to in
Article 14 shall be limited to sections K to R of this Annex.

B. COVERLETTER

6. The cover letter shall specify the EU trial number and the universal trial number and shall draw
attention to any features which are particular to the clinical trial.

7. However, inthe coverletteritis not necessary to reproduce information already contained in the
EU application form, with the following exceptions:

(a) specific features of the clinical trial population, such as subjects not able to give informed
consent, minors and pregnantor breastfeedingwomen;

(b) whetherthe clinical trial involves the first administration of a new active substance to humans;

(c) whetherscientificadvice relating to the clinical trial or the investigational medicinal product has
beengiven by the Agency, a Member State ora third country;

(d) whether the clinical trial is part oris intended to be part of a Paediatric Investigation Plan (PIP)
as referred to in Title 1, Chapter 3, of Regulation (EC) No 1901/2006 (if the Agency has already issued a
decision on the PIP, the coverletter contains the link to the decision of the Agency onits website);

(e) whether investigational medicinal products or auxiliary medicinal products are a narcotic,
psychotropicor radiopharmaceutical;

(f) whether the investigational medicinal products consist of or contain a genetically-modified
organism or organisms;

(g) whether the sponsor has obtained an orphan designation for the investigational medicinal
product for an orphan condition;



(h) a comprehensive list, including the regulatory status, of all investigational medicinal products
and a list of all auxiliary medicinal products; and

(i) a list of medical devices which are to be investigated in the clinical trial but which are not part of
the investigational medicinal product or products, together with a statement as to whetherthe medical
devices are CE-marked forthe intended use.

8. The cover letter shall indicate where the information listed in paragraph 7 is contained in the
application dossier.

9. The cover letter shall indicate if the clinical trial is considered by the sponsor to be a low-
intervention clinical trial and shall contain a detailed justification thereof.

10. The cover letter shall indicate if the methodology of the clinical trial requires that groups of
subjects rather than individual subjects are allocated to receive different investigational medicinal
productsin a clinical trial, and as a consequence whetherinformed consent will be obtained by simplified
means.

11. The cover letter shall indicate the location in the application dossier of the information
necessary forassessing whetheran adverse reaction is a suspected unexpected serious adverse reaction,
that is the reference safety information.

12. In the case of a resubmission, the cover letter shall specify the EU trial numberforthe previous
clinical trial application, highlight the changes as comparedto the previous submission and, if applicable,
specify how any unresolved issuesin the first submission have been addressed.

C. EU APPLICATION FORM
13. The EU application form, duly completed.
D. PROTOCOL

14. The protocol shall describe the objective, design, methodology, statistical considerations,
purpose and organisation of the clinical trial.

15. The protocol shall be identified by:

(a) the title of the clinical trial;

(b) the EU trial number;

(c) the sponsor's protocol code number specificfor all versions of it (if relevant);
(d) the date and number of the version, to be updated whenit is amended;

(e) ashorttitle or name assigned to the protocol; and

(f) the name and address of the sponsor, as well as the name and function of the representative or
representatives of the sponsor authorised to sign the protocol or any substantial modification to the
protocol.

16. The protocol shall, when possible, be written in an easily accessible and searchable format,
rather than scanned images.

17. The protocol shall at least include:

(a) a statement that the clinical trial is to be conducted in compliance with the protocol, with this



Regulation and with the principles of good clinical practice;

(b) a comprehensive list of all investigational medicinal products and of all auxiliary medicinal
products;

(c) a summary of findings from non-clinical studies that potentially have clinical significance and
from otherclinical trials that are relevant to the clinical trial;

(d) a summary of the known and potential risks and benefits including an evaluation of the
anticipated benefits and risks to allow assessment in accordance with Article 6; for subjects in a clinical
trial in an emergency situation, the scientific grounds for expecting that the participation of the subjects
has the potentialto produce a directclinically relevant benefitshall be documented;

(e) where patients were involved in the design of the clinical trial, a description of theirinvolvement;

(f) a description of, and justification for, the dosage, the dosage regime, the route and mode of
administration, and the treatment period for allinvestigational medicinal products and auxiliary medicinal
products;

(g) a statement of whether the investigational medicinal products and auxiliary medicinal products
used in the clinical trial are authorised; if authorised, whether they are to be used in the clinical trial in
accordance with the terms of their marketing authorisations, and, if not authorised, ajustification forthe
use of non-authorised auxiliary medicinal productsin the clinical trial;

(h) a description of the groups and subgroups of the subjects participating in the clinical trial,
including, where relevant, groups of subjects with specific needs, forexample, age, gender, participation
of healthy volunteers, subjects with rare and ultra rare diseases;

(i) references to literature and data that are relevant to the clinical trial, and that provide
background forthe clinical trial;

(j) a discussion of the relevance of the clinical trial in order to allow assessmentin accordance with
Article 6;

(k) a description of the type of clinical trial to be conducted and a discussion of the trial design
(including a schematic diagram of trial design, procedures and stages, if relevant);

() a specification of the primary end-points and the secondary end-points, if any, to be measured
during the clinical trial;

(m) a description of the measures taken to minimise bias, including, if applicable, randomisation
and blinding;

(n) adescription of the expected duration of subject participation and a description of the sequence
and duration of all clinical trial periods, including follow-up, if relevant;

(o) a clear and unambiguous definition of the end of the clinical trial in question and, if it is not the
date of the last visit of the last subject, a specification of the estimated enddate and ajustification thereof;

(p) a description of the criteria for discontinuing parts of the clinical trial or the entire clinical trial;

(q) arrangements for the maintenance of clinical trial treatment randomisation codes and
proceduresforbreaking codes, if relevant;

(r) a description of procedures for the identification of data to be recorded directly on the Case
Report Forms considered as source data;



(s) a description of the arrangements to comply with the applicable rules for the collection, storage
and future use of biological samples from clinical trial subjects, where applicable, unless contained in a
separate document;

(t) a description of the arrangements for tracing, storing, destroying and returning the
investigational medicinal product and unauthorised auxiliary medicinal product in accordance with Article
51,

(u) a description of the statistical methods to be employed, including, if relevant:

- timing of any planned interim analysis and the number of subjects plannedto be enrolled;
- reasons for choice of sample size;

- calculations of the power of the clinical trial and clinical relevance;

- the level of significance to be used,;

- criteria forthe termination of the clinical trial;

- procedures for accounting for missing, unused, and spurious data and for reporting any deviation
from the original statistical plan; and

- the selection of subjectsto be included in the analyses;

(v) a description of the subject inclusion and exclusion criteria, including criteria for withdrawing
individual subjects from treatment or from the clinical trial;

(w) a description of proceduresrelating to the withdrawal of subjects from treatment or from the
clinical trial including procedures for the collection of data regarding withdrawn subjects, procedures for
replacement of subjects and the follow-up of subjects that have withdrawn from treatment or from the
clinical trial;

(x) a justification for including subjects who are incapable of giving informed consent or other
special populations, such as minors;

(y) ajustification forthe genderand age allocation of subjects and, if a specificgenderorage group
is excluded from or underrepresented in the clinical trials, an explanation of the reasons and justification
for these exclusion criteria;

(z) a detailed description of the recruitment and informed consent procedure, especially when
subjects are incapable of giving informed consent;

(aa) a description of the treatments, including medicinal products, which are permitted or not
permitted, before orduring the clinical trial;

(ab) a description of the accountability procedures for the supply and administration of medicinal
products to subjects including the maintenance of blinding, if applicable;

(ac) a description of procedures for monitoring subject compliance, if applicable;
(ad) a description of arrangements for monitoring the conduct of the clinical trial;

(ae) a description of the arrangements for taking care of the subjects after their participation in the
clinical trial has ended, where such additional care is necessary because of the subjects' participation in
the clinical trial and where it differs from that normally expected for the medical condition in question;



(af) a specification of the efficacy and safety parameters as well as the methods and timing for
assessing, recording, and analysing these parameters;

(ag) a description of ethical considerations relating to the clinical trial if those have not been
described elsewhere;

(ah) a statement from the sponsor (either in the protocol or in a separate document) confirming
that the investigators and institutions involved in the clinical trial are to permit clinical trial-related
monitoring, audits and regulatory inspections, including provision of direct access to source data and
documents;

(ai) a description of the publication policy;

(aj) duly substantiated reasons for the submission of the summary of the results of the clinical trials
after more than one year;

(ak) a description of the arrangements to comply with the applicable rules on the protection of
personaldata; in particular organisational and technical arrangements that will be implemented to avoid
unauthorised access, disclosure, dissemination, alteration or loss of information and personal data
processed;

(al) a description of measures that will be implemented to ensure confidentiality of records and
personaldata of subjects;

(am) a description of measures that will be implemented in case of data security breach in orderto
mitigate the possible adverse effects.

18. If a clinical trial is conducted with an active substance available in the Union under different
trade names in a number of authorised medicinal products, the protocol may define the treatmentin
terms of the active substance or Anatomical Therapeutic Chemical (ATC) code (level 3 - 5) only and not
specify the trade name of each product.

19. With regard to the notification of adverse events, the protocolshall identify the categories of:

(a) adverse events or laboratory anomalies that are critical to safety evaluations and must be
reported by the investigatorto the sponsor, and

(b) serious adverse events which do not require immediate reporting by the investigator to the
sponsor.

20. The protocol shall describe the proceduresfor:

(a) eliciting and recording adverse events by the investigator, and the reporting of relevant adverse
events by the investigator to the sponsor;

(b) reporting by the investigator to the sponsor of those serious adverse events which have been
identified in the protocol as not requiringimmediate reporting;

(c) reporting of suspected unexpected serious adverse reactions by the sponsor to the
Eudravigilance database;and

(d) follow-up of subjects after adverse reactions including the type and duration of follow-up.

21. In case the sponsorintends to submit a single safety report on all investigational medicinal
products usedin the clinical trial in accordance with Article 43(2), the protocol shall indicate the reasons
thereof.



22. Issues regarding labelling and the unblinding of investigational medicinal products shall be
addressedin the protocol, where necessary.

23. The protocol shall be accompanied by the Charter of the Data Safety Monitoring Committee, if
applicable.

24. The protocol shall be accompanied by a synopsis of the protocol.
E. INVESTIGATOR'S BROCHURE(IB)

25. An IB, which has been prepared in accordance with the state of scientific knowledge and
international guidance, shall be submitted.

26. The purpose of the IB is to provide the investigators and othersinvolved in the clinical trial with
information to facilitate their understanding of the rationale for, and their compliance with, key features
of the protocol, such as the dose, dose frequency/interval, methods of administration, and safety
monitoring procedures.

27. The information in the IB shall be presentedina concise, simple, objective, balanced and non-
promotional form that enables a clinician or investigator to understand it and make an unbiased risk-
benefit assessment of the appropriateness of the proposed clinical trial. It shall be prepared from all
available information and evidence that supports the rationale for the proposed clinical trial and the safe
use of the investigationalmedicinal productin the clinical trial and be presented in the form of summaries.

28. If the investigational medicinal productis authorised, andis used in accordance with the terms
of the marketing authorisation, the approved summary of product characteristics (SmPC) shall be the IB.
If the conditions of use in the clinical trial differ fromthose authorised, the SmPCshall be supplemented
with a summary of relevant non-clinical and clinical data that support the use of the investigational
medicinal product in the clinical trial. Where the investigational medicinal product is identified in the
protocol only by its active substance, the sponsor shall select one SmPC as equivalent to the IB for all
medicinal products that contain that active substance and are used at any clinical trial site.

29. For a multinational clinical trial where the medicinal productto be usedin each Member State
concerned is authorised at national level, and the SmPC varies among Member States concerned, the
sponsorshallchoose one SmPCforthe whole clinicaltrial. This SmPCshall be the one best suited to ensure
patientsafety.

30. If the IBis notan SmPC, it shall contain a clearly identifiable section called the "Reference Safety
Information" (RSI). In accordance with paragraphs 10 and 11 of Annex Ill, the RSl shall contain product
information on the investigational medicinal product and on how to determine what adverse reactions
are to be considered as expected adverse reactions, and on the frequency and nature of those adverse
reactions.

F. DOCUMENTATION RELATING TO COMPLIANCEWITHGOOD
MANUFACTURING PRACTICE (GMP) FORTHE INVESTIGATIONAL
MEDICINALPRODUCT

31. Asregards documentation relatingto GMP compliance, the following shall apply.

32. No documentation needs to be submitted where the investigational medicinal product is
authorised and is not modified, whether or not it is manufactured in the Union.

33. If the investigational medicinal product is not authorised, and does not have a marketing
authorisation from a third country that is party to the International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH), and is not



manufactured in the Union, the following documentation shall be submitted:
(a) a copy of the authorisation referred toin Article 61; and

(b) certification by the qualified person in the Union that the manufacturing complies with GMP at
least equivalentto the GMP in the Union, unlessthere are specific arrangements provided forin mutual
recognition agreements between the Union and third countries.

34. In all othercases, a copy of the authorisation referred toin Article 61 shall be submitted.

35. For processes related to investigational medicinal products set out in Article 61(5), which are
notsubjectto an authorisation in accordance with Article 61, documentation to demonstrate compliance
with the requirements referred to in Article 61(6) shall be submitted.

G.INVESTIGATIONALMEDICINALPRODUCT DOSSIER (IMPD)

36. The IMPD shall give information on the quality of any investigational medicinal product, the
manufacture and control of the investigational medicinal product, and data from non-clinical studies and
fromits clinical use.

1.1. Data relating to the investigational medicinal product
Introduction

37. Regarding data, the IMPD may be replaced by other documentation which may be submitted
alone or with a simplified IMPD. The details of this "simplified IMPD" are set out in section 1.2 "Simplified
IMPD by referring to other documentation".

38. Each section of the IMPD shall be prefaced with a detailed table of contents and a glossary of
terms.

39. The informationin the IMPD shall be concise. The IMPD must not be unnecessarily voluminous.
It is preferable to present data in tabular form accompanied by a brief narrative highlighting the main
salient points.

Quality data

40. Quality data shallbe submitted in alogical structure such as that of Module 3 of the ICH Common
Technical Document format.

Non-clinical pharmacology and toxicology data

41. The IMPD shall also contain summaries of non-clinical pharmacology and toxicology datafor any
investigational medicinal product used in the clinical trial in accordance with international guidance. It
shall contain a reference list of studies conducted and appropriate literature references. Wherever
appropriate, it is preferable to present datain tabular form accompanied by a brief narrative highlighting
the main salient points. The summaries of the studies conducted shall allow an assessment of the
adequacy of the study and whetherthe study has been conducted according to an acceptable protocol.

42. Non-clinical pharmacology and toxicology data shall be submitted in a logical structure, such as
that of Module 4 of the ICH Common Technical Document format.

43. The IMPD shall provide a critical analysis of the data, including justification for omissions of data,
and an assessment of the safety of the product in the context of the proposed clinical trial rather than a
mere factual summary of the studies conducted.



44. The IMPD shall contain a statement of the good laboratory practice status or equivalent
standards, as referred toin Article 25(3).

45. The test material used in toxicity studies shall be representative of that of the clinical trial use
in terms of qualitative and quantitative impurity profiles. The preparation of the test material shall be
subjecttothe controls necessary to ensure this and thus support the validity of the study.

Data from previous clinical trials and human experience

46. Data from previous clinical trials and human experience shallbe submitted in alogical structure,
such as that of Module 5 of the ICH Common Technical Document format.

47. This section shall provide summaries of all available data from previous clinical trials and human
experience with the investigational medicinal products.

It shall also contain a statement of the compliance with good clinical practice of those previous
clinical trials, as wellas a reference to the public entry referred toin Article 25(6).

Overall risk and benefitassessment

48. This section shall provide a brief integrated summary that critically analyses the non-clinicaland
clinical data in relation to the potential risks and benefits of the investigational medicinal product in the
proposed clinical trial unless this information is already provided inthe protocol. In the latter case, it shall
cross-refertothe relevant sectioninthe protocol. The text shallidentify any studies that were terminated
prematurely and discuss the reasons. Any evaluation of foreseeable risks and anticipated benefits for
studies on minors or incapacitated adults shall take account of the specific provisions set out in this
Regulation.

49. Where appropriate, safety margins shall be discussed in terms of relative systemicexposure to
the investigational medicinal product, preferably based on "area under the curve" (AUC) data, or peak

concentration (Cmax) data, whicheveris considered more relevant, ratherthan in terms of applied dose.
The clinical relevance of any findings in the non-clinical and clinical studies along with any
recommendations for further monitoring of effects and safety in the clinical trials shall also be discussed.

1.2. Simplified IMPD by referring to other documentation

50. The applicant may referto other documentation submitted alone or with a simplified IMPD.

Possibility of referring to the IB

51. The applicant may either provide a stand-alone IMPD or cross-referto the IB forthe reference
safety information and the summaries of pre-clinical and clinical parts of the IMPD. In the latter case, the
summaries of pre-clinical information and clinical information shall include data, preferably in tables,
providing sufficient detail to allow assessors to reach a decision on the potential toxicity of the
investigational medicinal product and the safety of its use in the proposed clinical trial. If there is some
special aspect of the pre-clinical data or clinical data that requires a detailed expert explanation or
discussion beyond what would usually be included in the IB, the pre-clinical and clinical information shall
be submitted as part of the IMPD.

Possibility of referringto the SmPC

52. The applicant may submit the version of the SmPCvalid at the time of application, as the IMPD
if the investigational medicinal product is authorised. The exact requirements are detailed in Table 1.
Where new data are provided, it should be clearly identified.



Content of the simplified IMPD

Types of previous assessment Quality data Non-clinical data | Clinical data
The investigational medicinal product is
authorised or has a marketing authorisation in
an ICH country and is usedin the clinical trial:
- within the conditions of the SmPC SmPC
- outside the conditions of the SmPC SmPC If appropriate If appropriate
- after modification (for example blinding) P+A SmPC SmPC
Another pharmaceuticalform orstrength of the [SmPC+ P + A Yes Yes
investigational medicinal product is authorised
or has a marketing authorisation in an ICH
country and the investigational medicinal
product is supplied by the marketing
authorisation holder
The investigational medicinal product is not
authorised and has no marketing authorisation
in an ICH country but the active substance is
contained in an authorised medicinal product,
and
- is supplied by the same manufacturer SmPC+P+A Yes Yes
- is supplied by another manufacturer SmPC+S+P+A Yes Yes

The investigational medicinal product was
subject to a previous clinical trial application

Table 1



and authorised in the Member State concemed
and has not been modified, and

- no new data are available since last|Referencetoprevioussubmission
amendmentto the clinical trial application,

- new data are available since last amendment |[New data New data New data
to the clinical trial application,

- is used underdifferent conditions If appropriate If appropriate If appropriate

(S: Data relating to the active substance; P: Data relating to the investigational medicinal product; A:
Additional information on Facilities and Equipment, Adventitious Agents Safety Evaluation, Novel
Excipients, and Solvents for Reconstitution and Diluents)




53. If the investigational medicinal product is defined in the protocol in terms of active substance
or ATC code (see above, paragraph 18), the applicant may replace the IMPD by one representative SmPC
foreach active substance/active substance pertaining to that ATC group. Alternatively, the applicant may
provide a collated document containing information equivalent to that in the representative SmPCs for
each active substance that could be used as an investigational medicinal product in the clinical trial.

1.3. IMPDin cases of placebo

54. If the investigational medicinal product is a placebo, the information requirements shall be
limited to quality data. No additional documentationis required if the placebo has the same composition
as the tested investigational medicinal product (with the exception of the active substance), is
manufactured by the same manufacturer, and is not sterile.

H. AUXILIARY MEDICINALPRODUCT DOSSIER

55. Without prejudice to Article 65, the documentation requirements set out in sections F and G
shall also apply to auxiliary medicinal products. However, where the auxiliary medicinal product is
authorised in the Member State concerned, no additional information is required.

[. SCIENTIFICADVICEAND PAEDIATRIC
INVESTIGATIONPLAN (PIP)

56. If available, a copy of the summary of scientific advice of the Agency, or of any Member State
or third country, with regard to the clinical trial shall be submitted.

57. If the clinical trial is part of an agreed PIP, a copy of the Agency's decision onthe agreementon
the PIP, and the opinion of the Paediatric Committee, unless these documents are fully accessible via the
internetshall be submitted. Inthe latter case, a link to this documentation in the cover letteris sufficient
(see section B).

J. CONTENTOF THE LABELLING OF THE INVESTIGATIONAL
MEDICINALPRODUCTS

58. A description of the content of the labelling of the investigational medicinal product in
accordance with Annex VI shall be provided.

K. RECRUITMENT ARRANGEMENTS (INFORMATION PER MEMBER
STATE CONCERNED)

59. Unless described in the protocol, a separate document shall describe in detail the procedures
for inclusion of subjects and shall provide a clear indication of what the first act of recruitmentis.

60. Where the recruitment of subjects is done through advertisement, copies of the advertising
material shall be submitted, including any printed materials, and audio or visual recordings. The
procedures proposed for handling responses to the advertisement shallbe outlined. This includes copies
of communications used to invite subjects to participate in the clinical trial and arrangements for
information or advice to the respondents found not to be suitable for inclusion in the clinical trial.

L. SUBJECT INFORMATION, INFORMED CONSENTFORM AND INFORMED
CONSENTPROCEDURE (INFORMATION PER MEMBER STATE CONCERNED)

61. All information given to the subjects (or, where applicable, to their legally designated
representatives) before their decision to participate or abstain from participation shall be submitted



togetherwith the form for writteninformed consent, or other alternative means according to Article 29(1)
for recordinginformed consent.

62. A description of procedures relatingto informed consent for all subjects, and in particular:

(a) inclinical trials with minors or incapacitated subjects, the procedures to obtain informed consent
from the legally designated representatives, and the involvement of the minor or incapacitated subject
shall be described;

(b) if a procedure with consent witnessed by an impartial witness is to be used, relevant information
on the reason for using an impartial witness, on the selection of the impartial witness and on the
procedure forobtaining informed consent shall be provided;

(c)in the case of clinical trials in emergency situations as referred to in Article 35, the procedure for
obtaining the informed consent of the subject or the legally designated representative to continue the
clinical trial shall be described;

(d) in the case of clinical trials in emergency situations as referred to in Article 35, the description
of the procedures followed to identify the urgency of the situation and to documentit;

(e) inthe case of clinical trials where their methodologyre quires that groups of subjects rather than
individual subjects are allocated to receive differentinvestigational medicinal products, as referredto in
Article 30, and where, as a consequence, simplified means for obtaining informed consent will be used,
the simplified means shall be described.

63. In the cases set outin paragraph 62, the information given to the subject and to his or her legally
designated representative shall be submitted.

M. SUITABILITY OF THE INVESTIGATOR (INFORMATION PER MEMBER
STATE CONCERNED)

64. A list of the planned clinical trial sites, the name and position of the principal investigatorsand
the planned number of subjects at the sites shall be submitted.

65. Description of the qualification of the investigators in a current curriculum vitae and other
relevant documents shallbe submitted. Any previous trainingin the principles of good clinical practice or
experience obtained from work with clinical trials and patient care shall be described.

66. Any conditions, such as economic interests and institutional affiliations, that might influence the
impartiality of the investigators shall be presented.

N.SUITABILITY OF THE FACILITIES (INFORMATION PER MEMBER
STATE CONCERNED)

67. A duly justified written statement on the suitability of the clinical trial sites adapted to the nature
and use of the investigational medicinal productand including a description of the suitability of facilities,
equipment, human resources and description of expertise, issued by the head of the clinic/institution at
the clinical trial site or by some other responsible person, according to the system in the Member State
concerned, shall be submitted.

O. PROOF OF INSURANCE COVER OR INDEMNIFICATION
(INFORMATIONPER MEMBER STATE CONCERNED)

68. Proof of insurance, a guarantee, ora similar arrangement shall be submitted, if applicable.



P. FINANCIALAND OTHER ARRANGEMENTS (INFORMATION PER MEMBER
STATE CONCERNED)

69. A brief description of the financing of the clinical trial.

70. Information on financial transactions and compensation paid to subjects and investigator/site
for participating in the clinical trial shall be submitted.

71. Description of any otheragreement between the sponsorand the site shall be submitted.

Q. PROOF OF PAYMENT OF FEE (INFORMATION PER MEMBER
STATE CONCERNED)

72. Proof of payment shall be submitted, if applicable.

R. PROOF THAT DATA WILL BE PROCESSED IN COMPLIANCE
WITH UNION LAW ON DATA PROTECTION

73. Astatement by the sponsoror his or herrepresentative that data will be collected and processed
in accordance with Directive 95/46/EEC shall be provided.

Annex ||
APPLICATION DOSSIER FOR SUBSTANTIAL MODIFICATION
A. INTRODUCTION AND GENERALPRINCIPLES

1. Where a substantial modification concerns more than one clinical trial of the same sponsorand
the same investigational medicinal product, the sponsor may make a single request for authorisation of
the substantial modification. The cover letter shall contain a list of all clinical trials to which the application
for substantial modification relates, with the EU trial numbers and respective modification code numbers
of each of those clinical trials.

2. The application shall be signed by the sponsoror a representative of the sponsor. This signature
shall confirm that the sponsoris satisfied that:

(a) the information provided is complete;
(b) the attached documents contain an accurate account of the information available; and

(c) the clinical trial will be conducted in accordance with the amended documentation.
B. COVERLETTER

3. A cover letter with the following information:

(a) in its subject line, the EU trial number with the title of the clinical trial and the substantial
modification code numberwhich allows unique identification of the substantial modification, and which
shall be used consistently throughout the application dossier;

(b) identification of the applicant;



(c) identification of the substantial modification (the sponsor's substantial modification code
number and date), whereby the modification may refer to several changes in the protocol or scientific
supporting documents;

(d) a highlighted indication of any special issues relating to the modification and an indication as to
where the relevantinformation or textis located in the original application dossier;

(e) identification of any information not contained in the modification application form that might
impact on the risk to subjects; and

(f) where applicable, alist of all clinical trials which are substantially modified, with EU trial numbers
and respective modification code numbers.

C. MODIFICATION APPLICATION FORM
4. The modification application form, duly completed.
D. DESCRIPTION OF THE MODIFICATION

5. The modification shall be presented and described as follows:

(a) an extract from the documents to be amended showing previous and new wording in track
changes, as well as an extract showing only the new wording, and a explanation of the changes; and

(b) notwithstanding point (a), if the changes are so widespread or far-reaching that they justify an
entirely new version of the document, anew version of the entire document (in such cases, an additional
table lists the amendments to the documents, whereby identical changes can be grouped).

6. The new version of the document shall be identified by the date and an updated version number.
E. SUPPORTING INFORMATION

7. Where applicable, additional supportinginformation shall at least include:
(a) summaries of data;

(b) an updated overallrisk/benefit assessment;

(c) possible consequences forsubjects already included in the clinical trial;
(d) possible consequences forthe evaluation of the results;

(e) documents which relate to any changesto the information provided to subjects or their legally
designated representatives, the informed consent procedure, informed consent forms, information
sheets, orto letters of invitation; and

(f) ajustification for the changes soughtin the application for a substantial modification.
F. UPDATE OF EU APPLICATION FORM

8. If a substantial modificationinvolves changes to entries on the EU application form referred toin
Annex |, a revised version of that form shall be submitted. The fields affected by the substantial
modification shall be highlighted in the revised form.

G.PROOF OF PAYMENT OF FEE (INFORMATION PER MEMBER
STATE CONCERNED)



9. Proof of paymentshall be submitted, if applicable.

Annex Il
SAFETY REPORTING

1. REPORTING OF SERIOUS ADVERSE EVENTS
BY THE INVESTIGATORTO THE SPONSOR

1. The investigator does not need to actively monitor subjects for adverse events once the clinical
trial has ended with regard to the subjects treated by him, unless otherwise provided forin the protocol.

2. REPORTING OF SUSPECTED UNEXPECTED SERIOUS
ADVERSE REACTIONS (SUSARS) BY THE SPONSORTO THE AGENCY
IN ACCORDANCE WITH ARTICLE 42

2.1. Adverse Events and Causality

2. Medication errors, pregnancies and uses outside what is foreseen in the protocol, including
misuse and abuse of the product, shall be subjectto the same obligation to report as adverse reactions.

3. In determiningwhetheran adverse eventis an adverse reaction, consideration shall be givento
whetherthere is a reasonable possibility of establishing a causal relationship between the eventand the
investigational medicinal product based on an analysis of available evidence.

4. In the absence of information on causality provided by the reporting investigator, the sponsor
shall consult the reporting investigator and encourage him to express an opinion on this issue. The
causality assessment given by the investigator shall not be downgraded by the sponsor. If the sponsor
disagrees with the investigator's causality assessment, the opinion of both the investigator and the
sponsorshall be provided with the report.

2.2. Expectedness, unexpectedness and the RSI

5. In determiningwhetheran adverse eventis unexpected, consideration shall be given to whether
the eventadds significant information on the specificity, increase of occurrence, or severity of a known,
already documented serious adverse reaction.

6. The expectedness of an adverse reaction shallbe set out by the sponsorin the RSI. Expectedness
shall be determined on the basis of events previously observed with the active substance and not on the
basis of the anticipated pharmacological properties of a medicinal product or events related to the
subject'sdisease.

7. The RSl shall be contained in the SmPCor the IB. The covering lettershall refertothe location of
the RSlin the application dossier. If the investigational medicinal productis authorised in several Member
States concerned with different SmPCs, the sponsor shall select the most appropriate SmPC, with
reference to subject safety, asthe RSI.

8. The RSI may change during the conduct of a clinical trial. Forthe purpose of reporting SUSARSs the
version of the RSl at the moment of occurrence ofthe SUSAR shallapply. Thus, achange of the RSl impacts
on the number of adverse reactions to be reported as SUSARs. Regarding the applicable RSI for the



purpose of the annual safety report, see section 3 of this Annex.

9. If information on expectedness has been provided by the reporting investigator, this shall be
takeninto consideration by the sponsor.

2.3. Information forthe reporting of SUSARs

10. The information shall at least include:

(a) a valid EU trial number;

(b) a sponsorstudy number;

(c) an identifiable coded subject;

(d) an identifiable reporter;

(e)a SUSAR;

(f) a suspectinvestigational medicinal product (including active substance name-code);
(g) a causality assessment.

11. In addition, in orderto properly process the report electronically, the following administrative
information shall be provided:

(a)the sender's (case) safety report unique identifier;

(b) the receive date of the initial information from the primary source;
(c) the receipt date of the mostrecentinformation;

(d) the worldwide unique case identification number;

(e) the senderidentifier.

2.4. Follow-up reports of SUSARs

12. If the initial report of a SUSARreferredto in point (a) of Article 42(2) (fatal or life-threatening)
is incomplete, for example if the sponsor has not provided all the information within seven days, the
sponsor shall submit a completed report based on the initial information within an additional eight days.

13. The clock for initial reporting (day 0 = Di 0) starts as soon as the information containing the
minimum reporting criteria has been received by the sponsor.

14. If significant new information on an already reported case is received by the sponsor, the clock
starts again at day zero, that is the date of receipt of the new information. This information shall be
reported as a follow-up report within 15 days.

15. If the initial report of a SUSARreferred toin Article 42(2)(c) (initially considered to be non-fatal
or non-life-threatening but which turns out to be fatal or life-threatening) is incomplete, a follow-up
report shall be made as soon as possible, but within a maximum of seven days of first knowledge of the
reaction beingfatal or life-threatening. The sponsorshallsubmita completed report within an additional
eight days.

16. In cases where a SUSAR turns out to be fatal or life-threatening, whereas initially it was
considered as non-fatal or not life-threatening, if the initial report has not yet been submitted, a combined



reportshall be created.
2.5. Unblinding treatment allocation

17. The investigator shall only unblind the treatment allocation of a subjectin the course of a clinical
trial if unblinding is relevant to the safety of the subject.

18. Whenreportinga SUSARtothe Agency, the sponsorshallonly unblind the treatment allocation
of the affected subjecttowhom the SUSARrelates.

19. If an eventis potentially a SUSAR the blind shall be broken forthat subject only by the sponsor.
The blind shall be maintained for other persons responsible for the ongoing conduct of the clinical trial
(such as the management, monitors, investigators) and those persons responsible for data analysis and
interpretation of results at the conclusion of the clinical trial, such as biometrics personnel.

20. Unblinded information shallbe accessible only to persons who need to be involved in the safety
reporting to the Agency, to Data Safety Monitoring Boards ("DSMB"), or to persons performing ongoing
safety evaluations during the clinical trial.

21. However, for clinial trials carried outin high morbidity or high mortality disease, where efficacy
end-points could also be SUSARs or when mortality or another "serious" outcome, that may potentially
be reported as a SUSAR, is the efficacy end-point in a clinical trial, the integrity of the clinical trial may be
compromised if the blind is systematically broken. Under these and similar circumstances, the sponsor
shall highlightin the protocolwhich serious events are to be treated as disease-related and are not subject
to systematicunblinding and expedited reporting.

22. Iffollowing unblinding, an eventturns outto be a SUSARthe reporting rules for SUSARs set out
in Article 42 andin Section 2 of this Annex shall apply.

3. ANNUALSAFETY REPORTING BY THE SPONSOR
23. The report shall contain, in an appendix, the RSl in effect at the start of the reporting period.

24. The RSl in effect at the start of the reporting period shall serve as RSl during the reporting p eriod.

25. If there are significant changes to the RSI during the reporting period they shall be listed in the
annual safety report. Moreover, in this case the revised RSI shall be submitted as an appendix to the
report, in addition to the RSl in effect at the start of the reporting period. Despite the change to the RS|,
the RSl in effect at the start of the reporting period serves as RSI during the reporting period.

Annex |V

CONTENT OF THE SUMMARY
OF THE RESULTS OF THE CLINICALTRIAL

The summary of the results of the clinical trial shall contain information on the following elements:
A. CLINICALTRIALINFORMATION

1. Clinical trial identification (including title of the trial and protocol number);



2. Identifiers (including EU trial number, otheridentifiers);
3. Sponsordetails (including scientific and public contact points);

4. Paediatric regulatory details (including information whether the clinical trial is a part of a
Paediatric Investigation Plan);

5. Result analysis stage (including information about intermediate data analysis date, interim or
final analysis stage, date of global end of the clinical trial). For clinical trials replicating studies on already
authorised investigational medicinal products and used in accordance with the terms of the marketing
authorisation, the summary of the results should also indicate identified concernsin the overall results of
the clinical trial relating to relevant aspects of the efficacy of the related medicinal product;

6. General information about the clinical trial (including information about main objectives of the
trial, trial design, scientific background and explanation of rationale for the trial; date of the start of the
trial, measures of protection of subjects taken, background therapy; and statistical methods used);

7. Population of subjects (including information with actual number of subjects included in the

clinical trial in the Member State concerned, in the Union and in third countries; age group breakdown,
genderbreakdown).

B. SUBJECT DISPOSITION

1. Recruitment (including information on the number of subjects screened, recruited and
withdrawn; inclusion and exclusion criteria; randomisation and blinding details; investigational medicinal
products used);

2. Pre-assignment Period;
3. Post Assignment Periods.
C. BASELINE CHARACTERISTICS
1. Baseline Characteristics (Required) Age;
2. Baseline Characteristics (Required) Gender;
3. Baseline Characteristics (Optional) Study Specific Characteristic.
D. END POINTS

1. End point definitions <*>

<*>Information shallbe provided foras many end points as defined in the protocol.
2.End PointN 1

Statistical Analyses

3. End Point N 2

Statistical Analyses

E. ADVERSEEVENTS



1. Adverse eventsinformation;
2. Adverse eventreporting group;
3. Serious adverse event;

4. Non-serious adverse event.
F. ADDITIONALINFORMATION

1. Global Substantial Modifications;
2. Global Interruptions and re-starts;
3. Limitations, addressing sources of potential bias and imprecisions and Caveats;

4, A declaration by the submitting party on the accuracy of the submitted information.

AnnexV

CONTENT OF THE SUMMARY
OF THE RESULTS OF THE CLINICALTRIAL FOR LAYPERSONS

The summary of the results of the clinical trial for laypersons shall contain information on the
following elements:

1. Clinical trial identification (including title of the trial, protocol number, EU trial numberand other
identifiers);

2. Name and contact details of the sponsor;

3. Generalinformation about the clinical trial (including where and when the trial was conducted,
the main objectives of the trial and an explanation of the reasons for conducting it);

4. Population of subjects (including information on the number of subjects included in the trial in
the Member State concerned, in the Union and in third countries; age group breakdown and gender
breakdown;inclusion and exclusion criteria);

5. Investigational medicinal products used;

6. Description of adverse reactions and their frequency;
7. Overall results of the clinical trial;

8. Comments on the outcome of the clinical trial;

9. Indication if follow up clinical trials are foreseen;

10. Indication where additionalinformation could be found.



Annex VI

LABELLING OF INVESTIGATIONAL MEDICINAL PRODUCTS
AND AUXILIARY MEDICINAL PRODUCTS

A. UNAUTHORISED INVESTIGATIONALMEDICINALPRODUCTS

A.l. Generalrules
1. The following particulars shall appearon the immediate and the outer packaging:

(a) name, address and telephone number of the main contact for information on the product,
clinical trial and emergency unblinding; this may be the sponsor, contract research organisation or
investigator (forthe purpose of this Annex thisis referred to as the "main contact");

(b) the name of the substance and its strength or potency, and in the case of blind clinical trials the
name of the substance is to appear with the name of the comparator or placebo on the packaging of both
the unauthorised investigational medicinal product and the comparator or placebo;

(c) pharmaceutical form, route of administration, quantity of dosage units;
(d) the batch or code numberidentifying the contents and packaging operation;

(e) aclinical trial reference code allowingidentification of the trial, site, investigator and sponsor if
not given elsewhere;

(f) the subject identification number and/or the treatment number and, where relevant, the visit
number;

(g) the name of the investigator (if not includedin (a) or (e));

(h) directions for use (reference may be made to a leaflet or otherexplanatory documentintended
for the subject or person administering the product);

(i) "Forclinical trial use only" or similar wording;
(j) the storage conditions;

(k) period of use (expiry date or re-test date as applicable), in month and year format and in a
manner that avoids any ambiguity; and

() "Keep out of reach of children", except when the productis for use in trials where the productis
not taken home by subjects.

2. Symbols or pictograms may be included to clarify certain information mentioned above.
Additional information, warnings or handling instructions may be displayed.

3. The address and telephone number of the main contact shall not be required to appear on the
label if subjects have been given a leaflet or card which provides these details and have beeninstructed
to keep thisin their possession at all times.

A.2. Limited labelling of immediate packaging

A.2.1. Immediate and outer packaging provided together



4. Whenthe product is provided to the subject or the person administering the medicinal product
in an immediate packaging and outer packaging intended to remain together, and the outer packaging
carries the particulars listed in section A.1., the following particulars shall appear on the immediate
packaging (or any sealed dosing device that contains the immediate package):

(a) name of the main contact;

(b) pharmaceutical form, route of administration (may be excluded for oral solid dose forms),
guantity of dosage units and, in the case of clinical trials which do not involve the blinding of the label,
the name/identifierand strength/potency;

(c) batch and/or code numberidentifying the contents and packaging operation;

(d) aclinical trial reference code allowingidentification of the trial, site, investigator and sponsor if
not given elsewhere;

(e) the subject identification number and/or the treatment number and, where relevant, the visit
number; and

(f) period of use (expiry date or re-test date as applicable), in month and year format and in a
manner that avoids any ambiguity.

A.2.2. Small immediate packaging

5. If the immediate packaging takes the form of blister packs or small units such as ampoules on
which the particulars required in section A.1. cannot be displayed, the outer packaging provided shall bear
a label with those particulars. The immediate packaging shall contain the following:

(a) name of the main contact;

(b) route of administration (may be excluded for oral solid dose forms) and, in the case of clinical
trials which do not involve the blinding of the label, the name/identifier and strength/potency;

(c) batch or code numberidentifying the contents and packaging operation;

(d) a clinical trial reference code allowingidentification of the trial, site, investigatorand sponsor if
not given elsewhere;

(e) the subjectidentification number/treatmentnumberand, whererelevant, the visit number; and

(f) period of use (expiry date or re-test date as applicable), in month and year format and in a
manner that avoids any ambiguity.

B. UNAUTHORISED AUXILIARY MEDICINALPRODUCTS

6. The following particulars shall appearon the immediate and the outer packaging:

(a) name of the main contact;

(b) name of the medicinal product, followed by its strength and pharmaceutical form;

(c) statement of the active substances expressed qualitatively and quantitatively per dosage unit;
(d) batch or code numberidentifying the contents and packaging operation;

(e) clinical trial reference code allowing identification of the clinical trial site, investigator and
subject;



(f) directions for use (reference may be made to a leaflet or otherexplanatory documentintended
for the subject or person administering the product);

(g) "For clinical trial use only" or similar wording;
(h) the storage conditions; and

(i) period of use (expiry date or retest date as applicable).

C. ADDITIONALLABELLING FORAUTHORISED INVESTIGATIONAL
MEDICINALPRODUCTS

7. In accordance with Article 67(2), the following particulars shall appear on the immediate and the
outer packaging:

(a) name of the main contact;

(b) clinical trial reference code allowing identification of the clinical trial site, investigator, sponsor
and subject;

(c) "For clinical trial use only" or similar wording.
D. REPLACING OF INFORMATION

8. The particulars listed in sections A, B and C, other than those particulars listed in paragraph 9,
may be omitted from the label of a product and made available by other means, for example by use of a
centralised electronic randomisation system, use of a centralised information system, provided that the
safety of the subjectand the reliability and robustness of data are not compromised. This shall be justified
in the protocol.

9. The particulars referred to in the following points shallnot be omitted from thelabel of a product:
(a) paragraph 1, points (b), (c), (d), (), (j) and (k);

(b) paragraph 4, points (b), (c), (e), and (f);

(c) paragraph 5, points (b), (c), (e), and (f);

(d) paragraph 6, points (b), (d), (e), (h), and (i).



AnnexVII

CORRELATION TABLE

Directive 2001/20/EC This Regulation

Article 1(1) Article 1 and Article 2(1) and (2) points (1), (2) and
(4)

Article 1(2) Article 2(2) point (30)
Article 1(3), first subparagraph -
Article 1(3), second subparagraph Article 47, third subparagraph
Article 1(4) Article 47, second subparagraph
Article 2 Article 2
Article 3(1) -
Article 3(2) Articles 4, 28, 29 and 76
Article 3(3) Article 28(1)(f)
Article 3(4) Article 28(1)(g)
Article 4 Articles 10(1), 28, 29 and 32
Article 5 Articles 10(2), 28, 29 and 31
Article 6 Articles 4 to 14
Article 7 Articles 4 to 14
Article 8 -




Article 9

Article 10(a)

Article 10(b)

Article 10(c)

Article 11

Article 12

Article 13(1)

Article 13(2)

Article 13(3), first subparagraph
Article 13(3), second subparagraph
Article 13(3), third subparagraph
Article 13(4)

Article 13(5)

Article 14

Article 15(1)

Article 15(2)

Article 15(3)

Article 15(4)

Article 15(5)

Articles 4 to 14

Articles 15 to 24

Article 54

Articles 37 and 38

Article 81

Article 77

Article 61(1) to (4)

Article 61(2)

Articles 62(1) and 63(1) and (3)
Article 63(1)

Article 62

Articles 66 to 70
Article 78(1), (2) and (5)

Article 78(6)

Articles 57, 58 and 78(7)



Article 16

Article 17(1)(a) to (c)

Article 17(1)(d)

Article 17(2)

Article 17(3)(a)

Article 17(3)(b)

Article 18

Article 19, first paragraph, first sentence
Article 19, first paragraph, second sentence
Article 19, second paragraph

Article 19, third paragraph

Article 20

Article 21

Article 22

Article 23

Article 24

Article 41

Article 42

Article 43

Article 44(1)

Article 75
Article 74

Article 92

Article 88




