[okymeHT npepoctasneH KoHcynbTaHTI10C

[HeoduumanbHbIN nepesoa) <*>
EBPOMEWUCKWI COLO3

PEFTAMEHT (EC) N 536/2014
EBPOMENCKOrO NAPJIAMEHTA U COBETA EC
O KTIMHUYECKUX UCNBITAHUAX NEKAPCTBEHHbIX CPEACTB,
NPEAHA3SHAYEHHbBIX A/17 UCNOJIb3OBAHUA YENOBEKOM,
M Ob OTMEHE AUPEKTUBbI 2001/20/EC <**>

(Crpacbypr, 16 anpena 2014 roaa)

(Oenctemne PernameHTa pacnpocTpaHaeTca Ha EBponeickoe
3KOHOMMYECKOe MPOCTPaHCTBO)

<*> Mepesog Jopowkosoli 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). Ony6aunkosaH B OpuumanbHom KypHane (ganee - OX) N L 158, 27.5.2014, cTp. 1.

Esponelicknii napnameHT u CoseT EBponemnckoro Cotosa,

pykoBoacTteysicb [orosopom o ¢yHKUMOHMPOBaHMM EBponeitckoro Coto3a, M, B 4YacTHOCTH,
ctatbamm 114 1 168 (4) "c" ykasaHHoro [Jjorosopa,

PYKOBOACTBYACH NpeasioeHnem EBponenckoit kKomuccuu,
nocse nepefayv NpoeKTa 3aKOHOAATEIbHOIO aKTa HaLlMOHaNbHbIM NapaaMeHTam,

PYKOBOACTBYACb 3akatodeHMem EBpOMENCcKOro KoMmTeTa MO 3KOHOMMYECKMM M COLMAJIbHbIM
Bonpocam <*>,

<*>O0X N C 44, 15.2.2013, cTp. 99.

nocne KOHCcynbTaunu c Komutetom permoHos,

OEeNCTBYA B COOTBETCTBUM C 0ObIYHOM 3aKOHOAATENbHOM NpoLLeaypon <*>,

<*> Mo3nuus Eeponelickoro napnameHTa oT 3 anpena 2014 r. (ewe He onybnauKkosaHa B OX) u
PeweHune Coseta EC ot 14 anpena 2014 r.

npunHMmana BO BHMMaHUeE caegyouime obcTosTenbCTBa:

1) I'IpM KTMHNYECKOM UCMbITaHUN O0/1XKHbI 6bITb 3auimueHbl npasa, 6€3OI'IaCHOCTb, AOCTOUHCTBO U
6narococtosiHMe Cy6'b€KTOB, a NoJly4eHHblEe AdHHblE OO0J/TIXKHbI 6bITb AO0CTOBEPHbI N HAOEXHbI. MHTeperI
Cy6'beKTOB AONXKHbI BCeErga MMeTb NPUOPUTET Nepes BCeMn Apyrmmm MHTepeCcamu.
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2) B uenax obecneyeHns He3aBUCMMOTIO KOHTPONA 3a COGI’II’OAEHMEM YKa3aHHbIX NpuHUMNOB
KNMHN4YecKoe UcnbiTaHne A0/1KHO 6bITb npeasapuTesibHO aBTOPU30OBAHO.

3) CyuiecTsylollee onpeaeneHne KANHUYECKOrO UCMbITaHWUA, KaK OHO coaepXuTca B [unpektuse
2001/20/EC Esponeiickoro napnameHta u Coseta EC <*>, go/mskHO 6biTb yTOuHeHo. [na 3Ttoro
HeobxoamMmo 6osiee TOYHO OMpeaennTb KOHLEMNUUIO KAMHMYECKOrO UCMbITaHWUA, npeacTaBnss 6onee
LWMPOKYIO KOHUEMNUMIO "KAMHMYECKOrO MUCCnefoBaHMA'", KaTeropuen KOTOpPOW ABNAAETCA KAWHMYEcKoe
ucnbiTaHne. JaHHaA KaTeropusa A0MXHa onpeaenaTbCs Ha OCHOBE CnewumasbHbIX KpuTepues. JaHHbIi
noxoA, Haanexawmm obpasom yYMTbIBaeT MEXKAYHAPOAHbIE PYKOBOAALLME NMPUHLMIMbI U COOTBETCTBYET
npasy Coto3a, perynpyoLLemMy OTHOLIEHUS, CBSA3aHHbIE C JIeKaPCTBEHHbIMU CpeacTBaMMU, OCHOBAHHOMY
Ha AUXOTOMUM "KAMHUYECKOe UcnbITaHMe" 1 "HEUMHTEpPBEHUMOHHOE nccnegoBaHue".

<*> Nupektnsa 2001/20/EC EBponeitckoro napnameHta u CoseTta EC oT 4 anpensa 2001 r. o
CONNKEHNM 3aKOHOAATENBHbIX, PEFTaMEHTAPHbIX U aAMUHUCTPATUBHbLIX NONOXKEHWUIN FOCYAaPCTB-4/1EHOB
EC o Hagnexallen KAMHWYECKOM MNpaKTUKe B MpoLecce NPoOBeAEHMA KAWMHUYECKUX WUCCAeLO0BaHWUM
JIeKapCTBEHHbIX CPeACTB, MpeiHa3HaYeHHbIX 418 UCNONAb30BaHMA Yyenosekom (O N L 121, 1.5.2001, cTp.
34).

4) Oupektnsa 2001/20/EC HanpasneHa Ha ynpolleHWe M rapMoHM3aLMI0 aaMUHUCTPATUBHbIX
NMOJIOXKEHUN, PErynpylowmx nposegeHne KAMHUYECKUX MchbiTaHuii B EBponeickom Cotose. OaHako
ONbIT MNOKa3blBaeT, YTO FAPMOHM3MPOBAHHDLIA MOAX0A4 K pernameHTauum KAMHUYECKUX MCMbITaHUM
OOCTUMHYT /IMWb 4aCTMYHO. DTO, B 4YaCTHOCTW, 3aTpyaHAET npoBegeHne OTAEeNbHOro KAWMHWYECKOro
WCNbITaHUA B HECKOJIbKMX rocyaapcrBax-yneHax EC. HayyHoe pa3BuTue npepgnonaraet, yto byayuime
KNMHUYECKME UCMbITaHMA ByayT HaueneHbl Ha 6osiee cneunduUeckmMe NONyAALUNMN NALUMEHTOB, TaKUX KaK
noArpynnbl, UaeHTMOUUMPYEMbIE MOCPEACTBOM FEHOMHOM MHbOpMaLMKN. YTOBbI BKAOUNTL A0CTaTO4YHOE
YMCNO MALUMEHTOB B TaKMe KAMHUYECKUE WUCCefoBaHUA, MOXKeT 6biTb HeobxoAMMO 3aaencTBoBaTb
HECKOJIbKO MU/IM BCe rocygapctea-yneHbl EC. HoBble npoueaypbl aBTOPU3aLLMM KAMHUYECKUX UCMbITAaHUI
OOMKHbl  CTUMYNMPOBaTb BK/KOYEHME KaK MOMHO 6osbluero uucna rocypapcrte-dyneHos EC.
CnepoBaTenbHO, 4YTOGblI yNpPOCTMTL Mpoueaypbl MOAAYM 3aABOYHOrO [0Cbe A8 aBTOpM3auuu
KNMHUYECKOrO MCMbITaHUA, cneayeT nsberatb MHOTOKPATHOro MNpeaocTaBAeHMA No 6o/blUoMy cyeTy
NMAEHTUYHON MHOPMALIMK, U YKA3aHHOE c/ieayeT 3aMeHUTb Ha NoAavy O4HOIo 3aABOYHOMO A0CbE BCEMM
3aUHTEPECOBaHHbIMKU rocygapcTBaMu-yneHamm EC uyepes eauHblit noptan nogayu. MpuHMMas BO
BHMMaHWeE, YTO KJAMHUYECKME UCNbITaHUA, NPOBOAMMbIE B OTAE/IbHO B3ATOM rocygapctee-yneHe EC, He
MeHee Ba*KHbl /151 eBPONENCKUX KIMHUYECKUX UCCAeA0BaHUI, 3aABOYHOE A0CHE A/1A TAKUX KNNHUYECKMX
NCNbITAHUIM TaKXKe A0JIKHO ObITb NOAAHO Yepes yKasaHHbIM eguHbIN nopTan.

5) Yto Kacaetca Oupektmsbl 2001/20/EC, onbIT TaKe NOKa3bIBaeT, YTo npasosas ¢opma B BMIE
perfameHTa NpeLoCTaBUT NpeumyLLecTBa 415 CNOHCOPOB M UCCaefoBaTeIel, HaNnpUMepP, B KOHTEKCTe
KNMHUYECKUX UCMbITaHMIA, UMEIOLLNX MecTo B Bonee yem ogHOM rocygapctee-dneHe EC, TaKk Kak byaet
BO3MOXHO HaMpsamMyl0 PYKOBOACTBOBATbCA €ro MOJIOKEHMAMM, @ TaKKe B KOHTEKCTE OTYETHOCTM MO
6e30NacHOCTN U MapKMPOBKE IEKAaPCTBEHHbIX CPeAcTB. PacxoxaeHWa B Nnoaxode MeXKay PasinuyHbiMu
rocygapcrteammu-uyneHamm EC Takmum obpasom byayT ceBeAeHbl K MUHUMYMY.

6) 3aMHTepecoBaHHble rocyaapcTea-yaeHbl EC AoMKHbI COTPYAHMYATL NPU OLEHKe aBTopu3aumun
KAMHMYECKOro UCNbITaHMA. ITO COTPYAHUYECTBO HEe A0/KHO BKAOYATh acNeKTbl, MMeloLLMe No CYLecTBY,
HaUMOHaIbHOe 3HaueHue, Takne KaK, Hanpumep, MHGOPMUPOBaAHHOE coriacue.

7) YT0bbl M36EXKATL AAMUHUCTPATUBHDLIX 3a4€ePKEK Nepes, HayasloM NPoBefeHUs KIMHUYECKOro
MCNbITaHWUSA, MCNONb3yemas npouenypa [OMKHA ObiTb r’MbKon n addektuBHon, 6e3 yuwepba ana
6e30MacHOCTM NaLMEHTa U 340P0OBbA HaceeHus.

8) CpOKVI OL€HKM 3aABOYHOIO oCbe ONA KNNHUYECKUX NCNbITaHWU OOJTXKHbI 6bITb A0CTAaTOYHbIMU
Aana nposeaeHMA OUEeHKHU d)aﬁna M B TO XXe BpemA AOO0/1KHbI obecneumBaTb 6bICprIl71 AOCTYyNn K HOBbIM,
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WHHOBALMOHHbIM METOAMKaM JIeYeHUA, a TaKKe rapaHTUpoBaTb, YTo EBponeiickunii Coto3 npogonKaer
0OCTaBaTbCA MPUBAEKATENbHbIM MECTOM ANA NPOBEAEHMUA KAMHUYECKUX UCMbITaHUI. Mcxoaa mns atoro,
Oupektvea 2001/20/EC npeactaBuMna KOHUEMUMIO aBTOpM3auMuM Mo ymonyaHuio. Heobxogmmo
NPOAOAXKATb NPUAEPHKMBATLCA AAHHOM KOHUenuun ana obecneyeHus cobsogeHus cpokoB. B cayyae
KPM3MUCHOWM cuTyaLmmn B chepe obLLecTBEHHOMO 340aBO0XPaHEHNA rocygapcTBa-yneHbl EC 4ONXKHbI UMETD
BO3MOXHOCTb ONEepaTMBHO OLEHWBATb M aBTOPM30BaTb 3aAB/IEHME Ha MPOBEAEHUE KAMHUYECKMX
ncnbITaHUn. Takum 06pasom, MMHMMAIbHbIE CPOKM AN 0406peHNA He AO0KHbI YCTAaHABANBATLCA.

9) HeobxoaMmo conencTBoBaTb PA3BUTUIO KNIMHUYECKUX UCMbITAHUIN Ona pa3paboTkn opdaHHbIX
NIeKapCTBEHHbIX CPeACTB, Kak OHKM onpeaeneHsbl B PernamenrTe (EC) 141/2000 EBponeickoro napaameHTa
n Coseta EC <*>, 1 neKapCcTBEHHbIX CPEACTB, NpeAHa3HaYEHHbIX 41A CyObeKTOB, CTPAAAMOLLMX TAKENBIMMY,
U3HYPUTENBHBIMWU M 334aCTYHO XU3HEYrPOXKaoWMMM 60Ne3HAMM, NOPAXKAOLWMMN He bosee Yem O4HOTO
yenoBeka Ha 50000 B Cotose (ynbTpa-pegKme 6onesHun).

<*> PernameHT (EC) 141/2000 Esponeiickoro napnameHta n Coseta EC oT 16 aekabpa 1999 r. 06
opdaHHbIX NeKapcTBeHHbIX cpeacteax (O N L 18, 22.1.2000, cTp. 1).

10) lFocypapctBa-uneHbl EC ao/mKHbl 3$pdEKTUBHO OLIeHMBATb BCE 3aABNEHUA Ha NpoBedeHue
K/IMHUYECKUX UCMbITaHUI B Npeaesax yCTaHOB/IEHHbIX CPOKOB. bbicTpas, HO B TO ke BpeMs yriybneHHas
OLLeHKa mmeeT ocoboe 3HayeHne AN KANHUYECKUX UCTbITAaHMIA, KacatoWMXCa COCTOAHUM, SBAAIOLLNXCA
USHYPAOLWMUMN U/UAN KUSHEYTPOXKAIOLWMMWN U B OTHOLIEHUN KOTOPbIX TEPANeBTUYECKME BO3MOMHOCTH
OrpaHUYEHbl NN OTCYTCTBYIOT, KaK B C/ly4ae C PeAKUMUN UAN YbTpa-peaknummn 6oiesHAMM.

11) Puck ansa 6esonacHocTu cybbekTa Npu KAMHUYECKOM UCMbITAaHUM B OCHOBHOM MPOMUCTEKAET U3
OBYX MCTOYHWMKOB: UCC/eayemMoe SIeKapCTBEHHOE CPeAcTBO M BMelaTenbCTBo. MHOMMe KAMHUYecKue
UCMbITAHUA BNEKYT BO3HMKHOBEHME NULb MUHUMANbHOIO AOMNOJHUTENBHOIO PUCKa Ana 6e3onacHoOCTU
CyObEKTA B CPaBHEHUM C OOLIYHOWM KAMHMYECKOW MPAKTUKOW. B 4acTHOCTM, 3TO caydyan, Korga vy
JIeKApPCTBEHHOIO CpeacTBa MMEeTCA paspelleHne Ha MAPKETMHE, a 3HA4YMT KayecTBo, 6e30nNacHOCTb U
3$EeKTUBHOCTD YrKe HblAKN OLeHEHbI BO BPEMA NPOLEAYPbI BblAauM paspelleHns Ha MapKeTUHT; Uau ecnu
NIeKapCTBEHHOE CPeACTBO HE UCMOb3yeTCA B COOTBETCTBUM C YC/IOBUAMM Pa3peLleHUs Ha MapKeTUHT, TO
€ro MUCnosib3oBaHMe OCHOBAHO Ha [OKa3aTe/IbCTBaX M NOAAEPMKMBAETCA ONYy6ANMKOBAHHBIMU Hay4YHbIMM
AaHHbIMM O 6e30nacHOCTM M 3GGEKTUBHOCTU AAHHOIO CPeacTBa, M BMELIATe/NIbCTBO BAEYET OYeHb
OTrPaAHUYEHHbIN PUCK ANA cybbeKkTa MO CpPaBHEHWIO C OObIYHON KAMHWYECKOM npaKTUKoW. Takue
KMHUYECKNE UCMbITAaHUA C HU3KMM YPOBHEM BMeLLaTe/IbCTBa YacTo npuobpeTatoT 6onblioe 3HaYeHne
0151 OLLEHKM CTaHA4APTHbIX METOAMK SIeYEHUA U ANArHO30B, TaKMM 06pa3om ONTUMMU3NPYA UCNOb30BaHMUE
NIeKapCTBEHHbIX CPeacTB M cnocobcTByA CO3LaHMIO BbICOKOrO YPOBHA 340POBbA HaceneHusA. Takue
KNAMHUYECKME WCMbITAHUA [OJIKHbI PEeryinpoBaTbCs MEHee CTPOrMMW NpaBuUAaMM B OTHOLUEHUM
MOHUTOPWUHIA, TpPeboBaHUI K coLepKaHUI0 OCHOBHOIO [A0Cbe K/AMHUYECKOrO WCMbITaHMA WU
OTCNEXMBAEMOCTM UCCAELYEMbIX JIEKAPCTBEHHbIX cpeacts. Ana obecneveHns 6esonacHocT cybbekTa
OHM A0J/IKHbI NPOXOAMUTb TAKYHO »Ke Npoueaypy NoAayun 3asBAeHUI, KaK U ntoboe apyroe KAMHUYECKoe
ncnbiTaHue. K onybMKOBaHHbIM HayYHbIM AaHHbIM, NOATBEPKAAIOLWMM 6€30MacHOCTb U 3 PEKTUBHOCTD
nccnenyemoro eKapCcTBEHHOIO CPeACTBa, UCMOJIb3YEMOrO He B COOTBETCTBMM C YC/I0BUAMM PaspeLLeHus
Ha MapKEeTMHT, MOTYT OTHOCUTbCA AOCTOBEPHbIE HAy4YHble AaHHble, ONy6ANMKOBAHHbIE B CTAaTbAX HAYYHbIX
YKYPHA/NOB, PAaBHO KaK M HALMOHa/IbHbIE, PErMOHANbHbIE UAN UHCTUTYLUMOHA/IbHbIE NPOTOKO/Ibl JIeYEHMS,
oTYeTbl 06 OLEHKE MEeAULIMHCKUX TEXHOIOTUI U MHblE COOTBETCTBYIOLLME A0KA3aTENbCTBa.

12) PekomeHgaumsa CoBeTa NO YMNPaBAEHUIO KAMHUYECKUMWU WChbITaHUAMKM OpraHusaumm
SKOHOMMYECKOro coTpyaHuyecTsa u pa3sutusa (OECD) ot 10 aekabps 2012 r. npeactaBuia pasanyHble
KaTeropum pucka Ans KAMHUYECKMX UCMbITaHWA. 3TN KaTeropmm cBA3aHbl C KAaTErOPUAMMU KANHUYECKUX
NCNbITaHUIN, OnNpefeneHHblX B HacToswem PernameHTte, KaK, Hanpumep, KaTeropum A n B(1) OECD
COOTBETCTBYIOT OMNpeaesieHN0  KJAMHMYECKOrO WCMbITaHMA C HWU3KMM YPOBHEM BMeELLATE/bCTBa,
yKasaHHOMYy B HacTosAwem PernameHTe, a Kateropuu B(2) m C OECD cooTBeTCTBYIOT onpeaeneHuio
KIMHUYECKOTO UCMbITAaHWA, YKa3aHHOMY B HacToAwem PernamenTe.


consultantplus://offline/ref=64359CFD18AFBCBD54466B7698366C11B0EE9AD0786F94E516910CBCgCi5J
consultantplus://offline/ref=64359CFD18AFBCBD54466B7698366C11B0ED9FD3796F94E516910CBCgCi5J
consultantplus://offline/ref=64359CFD18AFBCBD54466B7698366C11B0ED9FD3796F94E516910CBCgCi5J

13) OugeHKa 3aABNEeHUSA Ha NPOBEeAEHWME KAMHMYECKOrOo MCMbITaHUA AOJIKHAa paccmaTpuBaTh, B
YaCTHOCTU, Mpejanosiaraemble TepaneBTUUYECKUE NPEeMMYyLLEeCTBa U MNoMb3y AN 340pOBbSA HaceneHus
(akTyanbHOCTB), a TaKXe PUCK U HeyaobcTBa Ans cybbekTa. YTo KacaeTca aKTyanbHOCTM, creayert
YUYMTbIBATb Pa3/IMYHbIE acneKTbl, B TOM 4YMUCAe PEKOMEHAOBaHbl /IM UAU Ha3Ha4YeHbl KAMHUYecKue
WCNbITAHUS KOHTPOAMPYIOLMMM OpraHammM, OTBETCTBEHHbIMU 3a OLEHKY JIeKapCTBEHHbIX CpeacTB U
aBTOPU3ALMIO UX Pa3MeLLLeHMA Ha PbIHKE, U 060CHOBaHbI 1N CyppPOraTHble KOHEYHbIE TOYKK, EC/TU TAKOBbIE
NCNoNb3yLoTCA.

14) EcnM vMHOe He MOATBEPKAEHO B MPOTOKOAE, CYObEeKTbl, y4yacTBYHOLIME B KAMHUYECKOM
WCNbITAaHWK, AOKHbI NPeACTaBAATb NONYAALUMOHHbIE TPYNMbl, HANPUMED, TPYNMbl N0 BO3PACTY UAK MOy,
KOTOpble, BEPOSATHO, OyAyT MCMNO/b30BaTb NEKAPCTBEHHOE CPEeACTBO, UCC/eAyeMOEe B KAUHUYECKOM
MUCNbITAHUMN.

15) OnAa ynydlweHna meToauK nedeHns, 4OCTYNHbIX ANA YA3BUMbIX FPYNM, TAKUX Kak HEMOLLLHbIE Nan
NnoXKunble Noau, Noan, cTpajatowme oT HEeCKObKMX XPOHUYECKUX COCTOAHUMI, U Noan, cTpajatolme
HapyLeHUAMU MCUXMKU, NIeKapCTBEHHble CpeacTBa, KOTopble, BEPOATHO, ByAyT UMETb 3HAUMTE/NbHYIO
KAMHMYECKYIO LEHHOCTb, AO0/Hbl ObiTb MNOMHOCTbIO W COOTBETCTBYIOLWMM 06pas’som M3yyeHbl
OTHOCWUTE/IbHO WX BO3AEMCTBMA Ha YKasaHHble cneuuduyeckne rpynnbl, BKAoYaa TpebosaHuA B
OTHOLLEHMM WX OTAE/bHbIX XapaKTepUCTUK U 3allMTbl 340p0BbA U 61arococTonHUA Ccyb6bHEKTOB,
NPUHaZNEKaLLMX K YKa3aHHbIM rpynnam.

16) MNpoueaypa aBTOpM3aLMK A0MKHA obecneymBaTb BO3SMOXHOCTb NPOANEHUA CPOKOB OLIEHKM,
4yTObbl NO3BO/IUTL CMOHCOPY PACCMOTPETb BOMPOCHI UAM KOMMEHTAPWUKM, BO3HUKLLME BO BPEMA OLLEHKMU
3aABOYHOro Aocbe. bonee Toro, 40MKHO BbITb rAPaHTUPOBAHO, YTO B TEYEHME NPOAJIEHHOTO CPOKa BCerga
nmeeTcAa A0CTaTOYHOE BpeMsa A1 OLEHKU NpeacTaBAeHHON AONOIHUTENbHOM MHPOpMaALMN.

17) ABTOpM3aLI,Mﬂ Ha npoBeaeHmne KANHUYeCKoro ncnbitTaHnAa Oo01XKHaA PaCCMOTPETb BCE aCNEKTbI
3aWnTbI CY6'bEKTa, a TaKXe [JO0CTOBEPHOCTU U HALEeXHOCTM AaHHbIX. TakaA aBTopu3auma LONXKHA
coaepKatbCA B eAMHOM aAMUHUCTPATUBHOM pelleHNN 3anHTepPECOBAHHOIO rocyaapcrea-4seHa EC.

18) CnegyeT oCTaBUTb Ha YCMOTPEHWE 3aMHTEPECOBAHHOIO rocyaapcTea-uneHa EC onpeaeneHune
COOTBETCTBYIOWErO OpraHa WAM OpraHoB, Y4YacTBYIOWIMX B OLEHKe 3asAB/ieHWA Ha nposedeHue
KJIMHWYECKOro UCMbITaHWUA, M OPraHM3aLMIo y4acTUA KOMUTETOB MO 3TUKE B PaMKax CPOKOB aBTopM3aLmm
AAHHOTO KNIMHUYECKOTO UCMbITaHUA, KaK yKa3aHo B HacTosAwem PernameHTe. Takue pelleHna ABAAIOTCA
BOMPOCOM BHYTPEHHEW oOpraHM3auMu AAA Ka)[oro rocyaapcrsa-yneHa EC. lMpu onpeaeneHun
COOTBETCTBYIOLLErO OpraHa WAM OpraHoB rocygapcrea-yneHbl EC go/mkHbl obecneunTb ydactue
HecneumnaancTos, B YaCTHOCTM, MaLMEHTOB M OpraHu3aumMii naumeHTos. OHU TaKKe AO/KHbI 0becneymnTb
AOCTYMHOCTb HeobxoaMmoln 3KcrnepTusbl. COrNacHO MeXAyHapoAHbIM PYKOBOAALMM MPUHUMNEM
OUEHKa A0/IKHA NPOBOAUTLCA KONMErnanbHO, pasyMHbIM YMCIOM KL, KOTOPble COBMECTHO 06nagatoT
HeobxoaAnMon KBaMduKaumen n onbiTom. JIMLa, oLeHMBaoLWMe 3aaBAEHUE, AONKHbI BbITb HE3aBUCUMMbI
OT CNOHCOpPa, MecTa NPoBeAeHUA KAMHUYECKOTO UCNbITAaHUA M Y4acCTBYIOLWLMX UCCief0BaTeNel, a TaKkKe
AONXKHbI 6bITb CBO6OAHbBI OT KAaKOro-1Mb0 ApPYroro HENPaBOMEPHOrO BAUAHMUA.

19) OueHKa 3aABNEHWIA Ha aBTOPM3ALMIO KAMHUYECKMX MCMbITaHWMIA O0MXKHA MPOBOAMTLCA HA
OCHOBE COOTBETCTBYIOLLEN 3KCMepTUsbl. MPU OLEHKE KAMHUYECKUX UCMbITAHUI C yYacTMEM CybbEeKTOB,
Haxo4AWMXCA B 4YpPe3Bbl4aMHOM CUTyaLMU, HECOBEPLUEHHONETHUX, OrPaHUYEHHO AeecnoCcobHbIX
Cy6beKTOB, 6epeMEHHbIX M KOPMALIUX KEHLIUH, U, eCn HeobXoaMMo, APYruX UAEHTUULMPYEMbIX
cneumanbHbIX NOMYSALMOHHBIX TPYMM, TAKUX KaK MNOXKWU/ble 04N AN NI0AW, CTPAAtoWwme OT PeAKUX UK
yNbTpa-peskux bonesHei, cnefyer pacCMOTPETb NPOBeAEHME CNeLnaabHOW SKCNepTussbl.

20) Ha npaKTuke cnoHcopbl He Bcerga obnaaatoT Bcelt MHGopmaumen, Heobxoaumon ana nogaun
NOJIHOTO 3asiBNIEHUA Ha aBTOPM3aLMI0 KAMHUYECKOTo UCMbITaHUA BO BCEX rocyaapcTBax-uneHax EC, rae B
utore byaeT NPoBOAMTLCA KAMHUYECKOE UcNbITaHMe. CheayeT obecneymTb BOSMOXKHOCTb A4/19 CNOHCOPOB
noaasaTbh 3aAB/AEHWE WCKAUYUTENbHO Ha OCHOBE [AOKYMEHTOB, OLEHEHHbIX COBMECTHO TemMu
rocygapcrsamu-yneHamm EC, B KOTOPbIX, BO3MOXHO, 6y AeT NPOBOANUTLCA KANHUYECKOe UCMbITaHue.



21) CnepyeT paspelunTb CMNOHCOPY OT3biBaTb 3asfB/JeHME Ha aBTOPU3aLMIO KAMHUYECKOro
ucnbitTaHna. OgHako Ana obecnedeHna HageKHoro GyHKLUMOHUPOBAHMNA NpoLeaypbl OLEHKM, 3aaBaeHne
MO>KEeT 6bITb OTO3BaHO TO/IbKO B OTHOLIEHWM BCEro KAMHMYECKOro ucnbiTaHua. Cieayer npeaoctasuTb
CMOHCOPY BO3MOKHOCTb MPeacTaBUTb HOBOE 3asB/ieHME Ha aBTOPU3aLMIO KIMHMYECKOTOo WUCMbITaHWUA
noc/ne oT3blBa 3aAB/EHUA.

22) Ha npakTMKe B LenAx Habopa 3an/jaHMPOBAHHOrO 4YMCNa MALMEHTOB WM B MHbIX LEeNAx
CNOHCOpPbl  MOryT OblTb 3aMHTEpPecoBaHbl B PACMPOCTPAHEHUW  KJAMHMYECKOFO WCMbITaHMA Ha
A0onNoHUTeNbHOE rocyaapcTeo-yneH EC nocne nepsBoHa4YanbHOM aBTOPM3aLLMU KIMHUYECKOTO UCTbITaHUS.
MexaH13M aBTOPU3aLMMN A0NKEH NO3BONATL TAKOE pacnpocTpaHeHMe 6e3 NOBTOPHOM OLEHKN 3asiBIeHUS
BCEMM 3aMHTEPECOBAHHbIMM rocyaapcTBamu-yneHamm EC, KOTopble y4acTBOBaAM B MepPBOHAYA/IbHOM
aBTOPM33ALUN KNMHUYECKOTO UCMbITAHMA.

23) KnuHuyeckue ucnbiTaHUA 0BbIMHO NOABEPratoTCA MHOTOYUCAEHHbIM U3MEHEHUAM Mocae WX
aBTOpU3aUMK. ITU U3MEHEHUA MOTYT KacaTbCcA NPOBeAeHUs, NaaHa, MeTo40N0rMKu, NCCAedyeMoro Unu
BCMOMOraTe/IbHOro 1IeKapCTBEHHOTO CPe/CcTBa, UccaeAoBaTeNns UAM MecTa NpoBeAeHUA KAMHUYECKOro
MCMbITaHKUA. B Tex cyyanx, Koraa sTM M3MEeHeHMUA OKa3blBaloT CYLLECTBEHHOe BAUAHNE Ha 6e3onacHoCTb
MM NpaBa Cy6beKTOB MM HAAEKHOCTb U AOCTOBEPHOCTb AaHHbIX, MOJIYYEHHbIX B XOA4E€ KANHUYECKOro
NCMbITaHUA, OHU A0/IKHbI NPOWTU NpoLLeAypPY aBTOPU3aLIUM, aHANOTMYHYIO NepPBOHaYa bHOMN.

24) CopepyKaHue 3aABOYHOIO AOChbE Ha aBTOPU3ALMIO KAMHUYECKOrO UCMbITaHUA O0JIKHO ObiTbh
rapMoOHM3MpPOBaHO, YTObbl rapaHTUPOBaTb, YTO BCEM rocygapcrBam-yieHam EC goctynHa oanHaKkoBas
nHbopmauma M 4YTobbl YyNpOoCTUTb NPOLLECC NOAAYMN 3aABAEHUN ANA KANHUYECKUX UCTIbITAHWUIA.

25) Ana nosblWeHMA NPO3PaYHOCTM B 061aCTU KAMHUYECKUX UCMBITAHUIN AaHHbIE, NOYYEHHbIE B
pe3ynbTaTe KAMHWUYECKOTO WCMbITaHWA, MOryT ObiTb NpeAacTaBieHbl B MOAAEPMKKY 3aABJAEHMA O
KIMHUYECKOM UCMbITaHUK, TONIbKO €CIN YKa3aHHOE KAMHUYECKOE UCMbITaHWe HblN0 3aperMcTpMpoBaHo B
OOCTYNHON ans oblecTBeHHOCTM M HecnnaTHoW 6ase AaHHbIX, KOTOpas ABAAETCA OCHOBHbIM WM
NapTHEPCKUM PEECTPOM WU/ MCTOYHUKOM AAHHbIX ana MexayHapoaHon naaTtgopmbl ANA perncrpaumnm
KAMHUYECKUX UCNbITaHNI BcemupHo opraHmnsaumm sgpasooxpaHerHns (WHO ICTRP). UCTOYHMKM AaHHbIX
ans WHO ICTRP BHOCAT U BeAyT perncTpaumoHHble 3anncu KAMHUYECKUX UCMbITaHUI TakMm obpasom,
KOTOPbIA COOTBETCTBYET KpuTepuam peructpaumm WHO. CnepyeT npeaycmMoTpeTb cheumanbHble
NOIOXKEHUA ANA KIMHNUYECKMX UCMbITaHMIA, KOTOPbIE HAYaIMCb 40 AATbl HAYaNa NPUMEHEHMA HACTOALLEro
PernamenTa.

26) B cdepe BegeHus rocygapcte-uneHos EC cnegyer octaBUTb TpebOBaHMA K A3bIKY 3aSBOYHOTO
pocoe. [1na obecneyeHns becnpenaTcTBEHHOrO GpyHKLLMOHNMPOBAHMA OLEHKM 3aAB/IEHNA Ha aBTOPU3aLLMIO
KIMHNYECKOro UCnbiTaHNA rocyaapcrea-y/ieHbl EC AO0J1XKHbl PAaCCMOTPETb BOMPOC O NPUHATUN A3blKa,
obLwenpuHAToro B 061acT meguuMHbl, B KayecTBe A3blka AOKYMEHTaUuK, He npefHa3HavyeHHol ans
cybbekKTa.

27) Yenoseyeckoe AOCTOMHCTBO M MPABO Ha NNYHYIO HENPUKOCHOBEHHOCTb NMPU3HAKOTCA B XapTum
EBponeiickoro Coto3a 06 OCHOBHbIX MpaBax (Xaptus). B yacTHocTn, Xaptus TpebyeT, 4tobbl HUKAKOE
BMeLIaTeNbCcTBO B 06n1acTM 6MoNOTMM U MegMUMHbI He npousBogunoce 6e3 cBobogHOro u
MHPOPMMPOBAHHOIO COrMacuA 3auHTepecoBaHHOro nuua. B [Aupexktuse 2001/20/EC copepuTcs
LWUMPOKMI Habop npasBun Ana 3awmMTbl CybbeKTa. YKasaHHble npaBuaa Heobxoaumo cobnogate. Yto
KacaeTcA npaBwJ/l, KacaloWmxca onpeaeneHmna 3aKoHHbIX NpeacTaBuTeniell orpaHNYeHHo AeecnocobHbIx
ML, M HecoBEpLUEHHO/IETHUX, TO OHM pa3AnyatoTcA B rocydapcreax-yneHax EC. Takmm obpasom,
onpeaeneHne 3aKOHHbIX NpeacTaBUTENEeN OrpaHUYeHHO AeecnoCObHbIX UL, U HECOBEPLUEHHONETHUX
cnefyet octaBuTb B chepe BeaeHUs rocyaapcTs-yneHos EC. [1nA 3almTbl orpaHUYeHHO AeecnocobHbIX
CyObEKTOB, HECOBEPLUEHHONETHUX, BEPEMEHHBIX U KOPMALLUX KEHLMH TPebytoTcA cneuunanbHble mepbl
3aWWMThI.

28) 3a BClo NpeAoCcTaBasemyto CybbekTy MeAMLIMHCKYIO MOMOLLb, BK/IOYAs MOMOLLb, OKa3blBaeMYHO
APYrMM  MegMUMHCKMM MNEePCOHaNoM, HeceT OTBETCTBEHHOCTb Bpay, MMEILWMIA COOTBETCTBYIOLLYIO
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KBaﬂVId)VIKaLI,VIIO, NN B COOTBETCTBYHOLWMNX CAyvaax KBaﬂMd)VILI,MpOBaHHbIﬁ ctomaToior.

29) LlenecoobpasHo, 4TOBblI YHUBEPCUTETbI W ApPyrne WUCCNeAoBaTeNbCKME MWHCTUTYTbl MNpU
onpeageneHHbIX obcToATEeNbCTBAX B COOTBETCTBUMN C NMPUMEHNUMbBIM 3aKOHOA4aTEe/IbCTBOM O 3alnTe AaHHbIX
MOT/1IM COBMpPaTb AaHHbIE KNMHNUYECKUX ONbITOB A/19 UCMO/b30BaHUA B byayLem Hay4HOM UCCNen0BaHUM,
Hanpumep, ANA UCCNedoBaTEeNbCKUX Uenen B 061acTu MeANUMHCKUX, eCTECTBEHHbIX UKW coUManbHbIX
HayK. [na cbopa [AaHHbIX B YKasaHHbIX Uensx Heobxoammo, 4Tobbl CybbeKkT Aan cornacue Ha
MCNonb30BaHUE ero nan ee AaHHbIX BHE NMPOTOKO/1a KIMHNUYECKOIro UCMNbITaHNA U MMeN NPaBo O0TO3BaTb
3To cornacue B ntoboe Bpems. TaKkKe HeobxoaAnmMo, YTobbl UccefoBaTeIbCKUE NPOEKTbI, OCHOBaHHbIE Ha
TaKMX AaHHbIX, Nepeg nx nposeaeHNeM NoANEKanM NepecMmoTpy, KOTOPOMY NoanerKaT MccnefoBaHMA Ha
OCHOBE K/NIMHUYECKUX AaHHbIX, HANPUMeEP, B OTHOLLEHUN 3TUYECKNX aCNEKTOB.

30) CornacHo MeXAYHapOAHbIM PYKOBOZALMM MPUHUMNAM MHOOPMUPOBAHHOE coraacue
cy6beKTa AOKHO BbITb MMCbMEHHbIM. B Tex cayyasx, Koraa cybbeKT He MOKeT NUcaTb, OHO MOXKET 6bITb
3anucaHo NPy NOMOLLM COOTBETCTBYIOLLMX aNbTePHATUBHbLIX CPeACTB, Hanpumep, NOCPeacTBOM ayamo-
unu eugeosanuncu. o aum MHGOPMMPOBAHHOIO COMIACKA NOTEHUMANbHBIN CYOBEKT LOMKEH NONYUUTb
nHbOpMaUMIO Ha NpeaBapuTesibHOM cobece0BaHMM Ha A3bIKe, KOTOPbIA OH Nerko NoHMmaeT. CybbeKT
[OJIXKEH MMETb BO3MOXKHOCTb 33/1aBaTb BOMNpPocCkl B toboe Bpema. CybbekTy HeobXoANMMO NpeaoCcTaBuTb
COOTBETCTBYIOLLEE BPEMSA AJ1A TOr0, YTOObl OH UM OHA NPUHAAK pewweHune. C y4eTom Toro ¢akTa, YTo B
onpeaeneHHbIX rocygapcreax-yieHax EC e AMHCTBEHHbIM INLLOM, KBaIMPULMPOBAHHBIM B COOTBETCTBUM
C HALMOHANbHbIM 3aKOHOAATE/IbCTBOM Ha NpoBeAeHne cobeceioBaHNA C MNOTEHLMANbHBIM CYObEKTOM,
ABAAETCA Bpa4y, TOr4a Kak B Apyrux rocygapcrsax-uyieHax EC 3To pgenatot gpyrve cnewuuvasnuctbl,
uenecoobpasHo OyaeT npesycMOTpPeTb, YTO NpeaBapuTesbHOe cobecefoBaHWE C MOTEHLUMAbHbIM
CYOBEKTOM [O/IKHO MPOBOAMUTLCA Y/IEHOM WMCCAELOBATENBCKON KOMaHAb!, KBaanGuULMPOBAHHBIM A5
TAaKOro 3aZaHuA B COOTBETCTBMM C HALMOHANbHbIM 3aKOHOAATE/NbCTBOM rocyaapctea-yneHa EC, rae
NpPoMCcXoauT Habop MUCMNbITYEMbIX.

31) Ytob6blI yaocTOBEPUTbCA B TOM, 4YTO WMHOOPMMPOBAHHOE corfacMe [AaHo cBo6oAHO,
nccneaoBaTteNb A0/MKEH NPUHATL BO BHUMaHWE BCe COOTBETCTBYIOLLME 06CTOATENLCTBA, KOTOPbIE MOTYT
NOB/IMATH Ha PeLleHMe NOTEHLMANbHOIO cybbeKTa 06 y4acTUM B KNIMHUYECKOM MCMbITaHWUM, B YaCTHOCTH,
NPUHAANENKUT M NOTEHLUMANbHBIA CYOBEKT K SKOHOMMWYECKM MW COLMANbHO HE3aLLMLEHHbIM rpynnam
WM HaxogmMTCA B CUTyaUMM MHCTUTYUMOHANbHOM WAM MEepPapXMUecKol 3aBUMCUMMOCTU, KOTOPas MOXKET
HeraTMBHO NOB/MATL Ha ero/ee pelleHne 06 yyacTuu.

32) Hactosawmit PernameHT npumeHsetca 6e3  yuwepba [eiCcTBMIO  HALMOHANbHOIO
3aKoHoAaTenbCTBa, Tpebytowero, 4Tobbl B AOMNONHEHWE K MHOOPMUPOBAHHOMY COMNACUIO, AAaHHOMY
3aKOHHbIM NPeACTaBUTENIEM, HECOBEPLLUEHHONETHUI, KOTOPbI MOXKeT CGOPMMUPOBATL MHEHME U OLLEHUTD
npefocTaBiAeHHyl0 emy/ell MHPOPMALMIO, [AOMKEH CaMOCTOATENbHO BbIPas3uTb Cornacue, 4To6bI
Y4acTBOBATb B KIMHUYECKOM UCMbITAaHUM.

33) LUenecoobpasHo gnsa onpeaeneHHbiX KAMHUMYECKUX UCMbITaHUI paspelmnTb MnoaydYeHue
MHOOPMMPOBAHHOIO COMMacuUA YNpPOLLEHHbIM cnocobom B cay4yasx, Koraa MeToAo/iorMa MUcnbiTaHuA
TpebyeT, 4Tobbl NpUeM UCCNeayeMbIX JIEKAPCTBEHHbIX CPEACTB Ha3HayaAu CKopee rpynnam cybbekTos,
HeXenn oTAeNbHbIM cybbeKkTaM. B TaKMX KAMHWYECKMX WCMbITaHUAX MCCNeflyemble NIeKapCTBEHHbIe
CcpeacTBa WUCMNOJ/b3YOTCA B COOTBETCTBUM C pPaspelleHUAMU Ha MaAPKETUHT, U OTAeNbHbli CcybbeKkT
nonyyaeT CTaHAApPTHOE /le4eHMe He3aBMCMMO OT TOro, COrNallaeTcA /IM OH WMAM OHa Ha y4vacTue B
KAMHUYECKOM WCMbITaHUM WM OTKasbiBaeTCA OT Hero, MAM OT3blBaeT cornacve, TakMm obpasom,
€AUHCTBEHHbIM MOCNEACTBMEM Hey4yacTMAa ABAAETCA HEeUCNno/sib30BaHWe ero/ee AaHHbIX  ANA
KIMHUYECKOTO MCMbITaHUA. TakMe KAMHMYECKME WCMbITAHMA, MOMOTalWMe CPAaBHUTb HA3HAYeHHoe
NleyeHune, AOIKHbI BCerga npoBoauTbCA B Npeaenax 04HOro rocyaapcraea-yuneHa EC.

34) OonxKHbl 6bITb ONpeaeneHbl cneymanbHble NONOXKEHUS ANA 3aWUTbl 6epeMeHHbIX U KOPMALLUX
EHLMH, YY4acTBYIOLMX B KAMHUYECKUX MUCMbITAaHUAX, B YAaCTHOCTWU, KOrAa K/JAMHWYECKOe WCMbITaHue
NoTeHUMaNbHO He HanpaBAeHO HenocpPeACTBEHHO Ha Yy/ydlleHue 340P0BbA MaTepu WM 3MBPUOHA,
naoga nau pebexka.



35) /lnua, Hecylwme obsa3aTeNbHY0 BOMHCKYIO CAYXKOy, Anua, Haxogsawmecs B MeCTax JiMWeHus
csoboapbl, 1L, KOTopble BCAeACTBUE IOPUAMUYECKOTO aKTa He MOTYT MPUHUMATb y4acTUE B KIUHUYECKUX
MCMbITAaHUAX, U ML, KOTOPbIe BCeACTBME BO3paAcTa, MHBAaIMAHOCTM WM COCTOAHMUA 340POBbA 3aBUCAT
OT yX04a W MO 3TON MPUYMHE COAEPNKATCA B YUPEKAEHMAX C MPOXKMBAHMEM M YXOO0M, TO €CTb B
yupexxaeHusax, npeaocTaBAALINX HEMPEPbIBHYIO NMOMOLLLb /IMLIAM, B HEN HYXXAAIOLWMUMCA, HaXxoaATCA B
CUTyauMmn noAYNHEHUs MAM  GaKTUYECKOW 3aBMCMMOCTW, BCAEACTBME 3TOro ANA Hux TpebyloTcs
cneuManbHble 3aWmTHble Mmepbl. [ocygapcTBam-ysieHam EC J0/KHO ObiTb NpeaocTaB/ieHO NpPaBo
YTBEPAUTb Takne A0NOHUTEIbHbIE Mepbl.

36) Hactoswuii PernameHT O0MXeH oOnNpefaensATb 4YeTKMe npaBuaa  OTHOCUTENbHO
MHGOPMMPOBAHHOIO COracuA B Ype3BblYaHbIX CUTyaLMAaX. TaKMe CUTyaUmMM OTHOCATCA K CNyYasm, Koraa,
Hanpumep, NaLMeHT BHE3aMHO OKA3a/ICA B }KU3HEYrpoXKatoLwem COCTOAHUM BCNeACTBME MHOXKECTBEHHbIX
TpaBM, yaapoB nan nHdapKToB, Tpebyowem HeMea/IeHHOro MeAMUMHCKOro BMeLWaTenbcTBa. B Takux
C/ly4yasix BMELATEeNbCTBO B pamMKax NPOBOAALLErocA KAMHMYECKOro WCMbITaHMA, KoTopoe yke 6bino
0406peHO, MOXKET BbITb yMmecTHbIM. O4HAKO B OnpeAe/ieHHbIX Ype3Bbl4alHbIX CUTYaALMAX HEBO3MOXKHO
nony4YnTb MHPOPMMPOBAHHOE Ccornacmne Ao BMeLaTeNbcTBa. Hactoawmm PernameHT A0MKeEH YCTAaHOBUTD
yeTKMe MpaBusia, COrNacHO KOTOPbIM MaLUEHT MOMET ObiTb BK/IOYEH B KNMHUYECKOE UCMbITaHWE Noja,
OYeHb CTPOrMMM  YCNOBMAMMW. TaKKe Ha3BaHHOE KAMHUYECKOe WUCMbITaHME OO/IKHO WMETb
HenocpeacTBEHHOE OTHOLWEHME K MeOUUMHCKOMY COCTOAIHMIO, U3-332 KOTOPOro HEBO3MOXKHO B pPamKax
TepaneBTUYECKOTr0 OKHAa MONYYUTb NpeaBapuTesbHoe MHGOPMUPOBAHHOE cornacue oT cybbekTa uan
ero/ee 3aKoHHOro npepcrasutena. Jlioboe paHee BbIPa’KeHHOE BO3Pa)KeHWe naumeHTa AO/IKHO
yBaXkaTbCa, U MHPOPMMPOBAHHOE cornacme cybbekta uan ero/ee 3aKOHHOIO MpeAcTaBUTENA A0JINKHO
ObITb NONYYEHO KaK MOXHO CKOpee.

37) AnAa npepoctaBAeHUA NaUMeHTam nNpaBa Ha AO0CTYN K BO3MOXHOCTU Yy4acTUA B KAUHUYECKOM
ucnbliTaHMM Un  BBegeHMA 3OGEKTUBHOIO Hag3opa 3a KAMHUYECKMM WUCMNbITAHMEM CO CTOPOHDI
3aMHTEpecoBaHHOro rocyaapcrea-yseHa EC HeobxoaMmo yBeAOMAATb O Hayane KAMHUYECKOro
WCNbITaHWUA, 3aBepleHnn Habopa CyObLEKTOB ANA KAMHUYECKOrO MUCMbITaHUMA UM 06 OKOHYaHUU
KNMHUYECKOro ucnbiTaHuA. CornacHoO MexAyHapoAHbIM  CTaHZapTamM  pPe3ynbTaTbl  KAMHUYECKOro
NCNbITaHWUA OONXKHbI ObiTb COOBLLEHbI B TEYEHWE r0[a C MOMEHTA OKOHYAHMA KAMHUYECKOTO UCMbITaHUS.

38) [aTol nepBoro AeicTeMA No Habopy NOTEHLMANbHbIX CYyObEKTOB ABAAETCA AaTa COBEPLUEHMA
nepBoro AenCcTBMA CTpaTernu, oNnMcaHHOM B NPOTOKO/E, Hanpumep, AaTa KOHTAKTa C NoTeHumManabHbIM
cybbekToM uan aata ny6anKaumm o6bABAEHMA O KOHKPETHOM KANHUYECKOM UCMbITaHUMN.

39) CnoHcop AOJ/IKEH NpeacTaBAATb KPaTKUIA OTYET O pe3y/ibTaTaX KAMHMYECKOTO WCMbITaHMA
BMmecCTe C OTYETOM, NOHATHbIM Hecneynanuncty, u, rage npuMmeHnMmo, otT4yeT O KIMHNYECKOM UCC1eq0BaHNN
B TEYEHMEe OonpenesieHHOro Cpoka. B Tex cayyasax, Korga HEeBO3MOXHO NPeACTaBUTb KPaTKUIM OTYeET O
pe3ynbTaTax KAMHUYECKOrO UCMbITaHWA B TeYEHME OnpeeNeHHOr0 CPOKa MO Hay4YHbIM COOBpaXKeHnem,
Hanpumep, Korga KAMHUYECKOe UCMbITaHMe BCe elle WAET B TPETbMX CTPAaHax W AaHHble 06 3Toi Yactu
MCNbITAHUA HEeAOCTYMHbl, YTO AenaeT CTaTUCTUYECKU aHanu3 HepesieBaHTHbIM, CMOHCOP AOJIKEH
060CHOBATb 3TO B NPOTOKO/1E M YKAa3aTb CPOK, B KOTOPbIM OyAyT NpeacTaB/ieHbl pesyabTaTbl.

40) Ona OUEHKM CMNOHCOPOM BCE BO3MOMKHO pefneBaHTHOM MHbopmauum no 6esonacHoCTU
nccneaoBaTtenb AOMXKEH, Kak NPaBMao, cooblatb eMy 060 BCEX Cepbe3HbIX HeKenaTebHbIX ABAEHUAX.

41) CnoHCop AO/XEH OUEHUTb WHPOPMaLMIO, MOJSYYEHHYIO OT MccneaosaTens, M CoobLUTb
nHpopmaumio no 6e30MacHOCTM O Cepbe3HbIX HEeMKenaTeNbHbIX ABAEHMAX, KOTOPble Bbi3blBAIOT
Nof03peHME Ha CePbe3Hble HeXKeNaTebHble peaKkummn, EBponeinckomy areHTCTBY IeKapcTBEHHbIX CPeACTB
(nanee - "AreHTcTBo").

42) AreHTCTBO A0/IXKHO HanpaBuTb AaHHY0 MHGOPMALMIO rocyaapcTBam-yneHam EC ansa oueHKM.

43) YneHbl MexKAyHapoAHOM KOHdEepeHUUM MO TrapMOHU3aUMKU TEXHUYECKMX TpeboBaHWUN K
perncTpaunmn NeKapcTBeHHbIX NpenapaTos ANA UCNo/b3oBaHMA Yenosekom (ICH) npuwamn K cornalieHuio



0 noapobHol cucTeme PYKOBOAALIMX MPUHLMMNOB HaA/NeXKallen KAMHMYECKOM MPaKTUKKU, KoTopas
ABNAETCA NPUHATBIM Ha MeXAYHapOAHOM YPOBHE CTaHAAPTOM ANA pa3paboTKu, npoBeaeHus, BeAeHUs
3anuncemn KAMHUYECKUX UCTbITAHUIA U ANA OTYETHOCTM O HUX, COOTBETCTBYHOLLMX NPUHLMIAM XeIbCUHKCKOM
AeKknapauum BcemupHoin meanumHckon accoumnaumm. MNpu pa3paboTke, nposeaeHUM, BeaeHUN 3anuncei
N OTYETHOCTM MO KAMHUYECKUM MCMbITAaHMAM MOXKEeT NoHagobutbca 6osnee nogpobHas MHPopmauma
OTHOCUTENbHO COOTBETCTBYIOLLErO CTaHA4ApTa KayecTBa. B Takom cayyae pykosogAawme npuHumnsl ICH
Hag/eXKalleld KAMHUYECKOM MPaKTUKU  OO0/KHbI COOTBETCTBYHOWMM 06pa3som ObiTb y4yTeHbl Npu
NPUMEHEHUN NPaBWUA, YKasaHHbIX B HacToAwem PernameHte, npu ycAOBMM OTCYTCTBMA APYroro
cneumasbHOro PYKOBOACTBA, BbIMylleHHOro EBponelickoit Komuccuen, M 4YTO 3TU pyKoBodAlme
NPUHLMNbI COOTBETCTBYIOT HAacTOALWEMY PernameHTy.

44) CnoHcopy cneayeT OCYLLEeCTBAATb COOTBETCTBYIOLLMIA MOHUTOPUHT NPOBEAEHNA KAMHUYECKOrO
MCMbITaHUA, 4YTObbl 0becneynTb HaZEKHOCTb M AOCTOBEPHOCTb Pe3ynbTaToB. MOHUTOPUHT TaKkKe
obecneumBaeT 6€30NacHOCTb CY6BHEKTA C YHETOM XapPaKTEPUCTUK KAMHUYECKOTO UCMbITaHUA U yBaXKeHUsA
OCHOBHbIX MpaB cybbeKkTa. Mpu onpeaeneHMn obbema MOHUTOPUHTA CeAYeT YYECTb XapaKTEPUCTUKM
KAMHWMYECKOro UCNbITaHMA.

45) Nlnua, yyacTeytowpe B NPOBEAEHUN KIMHMYECKOTO UCMbITaHMA, B YaCTHOCTU, UCCNea0BaTeNM U
apyrme meauvuMHcKMe paboTHMKM A0/XKHbl 06/1a4aTh AOCTAaTOMHON KBanndUKaumen A1a BbINOJHEHUA
33Ja4, U MNOMELEHNs, B KOTOPbIX AO/IKHO MPOBOAUTLCA KAMHUYECKOE WCMbITaHWE, AOJIKHbl ObiTb
npurogHbl 418 Hero.

46) Ytob6bl obecneunTb 6He30MacCHOCTb CybbeKTa U HaAEeXHOCTb W [AO0CTOBEPHOCTb AaHHbIX
KAMHUYECKOTO UCNbITaHMsA, LienecoobpasHo NpeaycMOTPETb YCI0BUA ANA OTCAEKMBAEMOCTHU, XPaHEHUS,
BO3BpPaTa W YHUUTOXEHUA WCCAeyeMblX JIeKapCTBEHHbIX CpeAcTB B 3aBMCMMOCTM OT XapakTepa
KAMHUYECKOTO UCMbITaHUA. 10 3TUM e NpUUYMHAM TaKMe YCN0BUA AO0MKHbI 6biTb NpeaycmoTpeHbl Ana
HeaBTOPM30BaHHbIX BCMOMOTraTeNbHbIX 1IEKapPCTBEHHbIX CPeACTB.

47) B npouecce KAUHUYECKOrO WCMbITaHUA CMOHCOPY MOMKET CTaTb M3BECTHO O Cepbe3HbIX
HapyLIeHUAX NpaBua NPoBeaeHUA AaHHOIO KANHUYECKOro UcnbiTaHna. O6 3Tom HeobxoAMMo CoobLLUTL
3aMHTepecoBaHHbIM rocyaapcteam-daeHam EC, utobbl B HEOBXOANMbIX C/IyYasiX OHU MOFAN NPeANPUHATD
aencrsus.

48) MomMuMO cOObLLEHUIT O NOAO3PEHUAX Ha CEpbe3Hble HexKenaTeslbHble peakuuu, MoryT
NPOU30NTU N ApYyrne ABAEHUA, KOTOPbIE KAaCatTCA COOTHOLEHMA NO/b3a-PUCK U O KOTOPbIX HEOHXO0AMMO
CBOEBPEMEHHO Co0bLWaTh 3aMHTEPECOBAHHbIM FrocyaapcTBam-yneHam EC. na 6e3onacHocTM cybbeKTa
Ba)XHO, YTOObl MOMMMO Cepbe3HbIX HEeXeNaTenbHbIX ABAEHWN U peakumnit 060 BCex HeOoXMAAHHbIX
ABNIEHUNAX, KOTOPble MOTYyT MaTePUaIbHO NOBAUATbL HA OLEHKY PUCKA-MOb3bl NEKAPCTBEHHOIO CPeacTBa
WU KOTOpble NPUBEAYT K UBMEHEHUAM B MPUMEHEHUWN NIEKAPCTBEHHONO CPeacTBa UAM B NPOBEAEHUU
KNMHUYECKOTO MCMbITaHUA B 06LLeM, coob6Lanocb 3aMHTEPECOBaHHbIM rocyaapcream-yneHam EC.
Mpumepbl TaKUX HEOXKUAAHHbIX ABMEHWUIN BKAOYAIOT YBE/IMYEHME YPOBHS BO3HMKHOBEHMA OXMAAEMbIX
CepbesHbIX HexKenaTe/bHbIX pPeakuui, KoTopble MOryT ObiTb KJAMHUYECKU Ba*KHbIMU, CyLLECTBEHHasn
OMacHOCTb A4/1A NONYAAUNM NALUMEHTOB, TaKasA KaK oTcyTcTBUe 3PPEKTUBHOCTU NEKAapPCTBEHHOMO CPeacTBa,
WU BaKHble BbliBIeHHble CBeAeHus B 0bnactu 6e3onacHOCTU B pesy/bTaTe HelaBHO 3aBepLUeHHOro
NUCCNe0BaHUA Ha XKMBOTHbIX (TaKMe KaK KaHLLePOreHHOCTb).

49) B Tex cnyyanx, Koraa Heo)KuaaHHble ABNeHUA TPebytoT CPOYHOrO M3MEHEHUA KAUMHUYECKOro
UCMbITaHWA, CMOHCOP U UCCNedoBaTeNb AO/IKHbI MMETb BO3MOMKHOCTb MPUHATb CPOYHbIE MEpPbl MO
6esonacHocTM 6e3 npeaBapuTenbHOM asTopusaumMu. Ecav TakMmu mepamu  ByaeTr BpemeHHoe
NPUOCTAHOBNEHME KIMHUYECKOTO WCMbITaHWA, CMOHCOP AO/IKEeH NoAAaTb 3afB/JEeHUE O CyLLecTBEHHOM
N3MeHeHWU 4,0 BO30OHOB/IEHNSA KNIMHUYECKOTO UCTbITaHUS.

50) Y106b1 0b6EcneunTb c06mo,u,eH|/|e COOTBETCTBUA K/IMHUYECKOTO UCNbITaHUA NMPOTOKONY U ONA
MHdJOpMMpOBaHMFI MCC!'Ie,CI,OBaTEJ'IEVI 06 nccnegyembiX NEeKapCTBEHHbLIX CpeacTBaX, KOTOpble OHU
NPUMEHAIOT, CNOHCOP AO0J/1XKeH NPeaoCTaBUTb NCCieaoBaTeIAM 6pounopy ncecnegosartena.
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51) WHpopmaumto, NOAYYEHHYIO B XOAE KAMHWYECKOro WCMbITaHWA, HEOBXOAMMO 3anuCbiBaTb,
XPaHUTb M 06pallaTbca C Hell COOTBETCTBYIOWMM 0bpa3om, YTobbl obecrneunTb NpaBa M 6e30nNacHOCTb
cyb6beKTa, LOCTOBEPHOCTb U HAAEKHOCTb AAHHbIX, NONYYEHHbIX B XO4€ KIMHMYECKOTO UCMbITaHMA, TOUHbIE
OTYETbI M MHTEPNPETALMIO, 3PPEKTUBHBIN MOHUTOPUHF CNOHCOPA M 3OPEKTUBHYHO NPOBEPKY CO CTOPOHDI
rocypapcre-yneHos EC.

52) YT1obbl NPOAEMOHCTPMPOBATL COOTBETCTBME MNPOTOKOAY M Hactosuwemy PernameHty, Ans
addeKTUBHOro HabnoaeHNA (MOHUTOPMHI CMOHCOPOM M MPOBEPKM rocygapcTea-yneHa EC) cnoHcop m
uccnegosarteslb  OO/KHbI  BECTM  OCHOBHOE A0Cbe  K/AMHWYECKOTo  WCMbiTaHMA, cofeprkallee
COOTBETCTBYHOLLYO AOKYMEHTALMIO.

53) Ecan nmetotea ﬂpO6ﬂEMbl B OTHOWEHUN OO0CTYNMHOCTU aBTOPU30BAHHbLIX BCMOMOIaTe/IbHbIX
NEeKapCTBEHHbLIX CpeacTs, B onpaBAaHHbIX Cay4dadax B KIMHUYECKOM UCNbITaHUN MOTYT MCNOJ1b30BATbCA
BCNOMmorarte/sibHble 1eKapCTBeHHbIE CpeACTBA. LeHa dBTOPKU30BaAHHbLIX BCMOMOraTe/ibHbIX IEKAaPCTBEHHDbIX
cpeacTB He JONXKHA CHUTATLCA d)aKTOpOM, B/IMAOWMM Ha A0OCTYNHOCTb TaKUX NIEKAPCTBEHHbIX CPeACTB.

54) NNekapCTBEHHble cpeacTBa, NpeAHa3HaAYeHHble AN UCCAeA0BaHMA U PAa3BUTUS UCMbITaHUI, He
BXoaAT B chepy npumeHeHua Aupertusbl 2001/83/EC Esponeickoro napnameHta un Coseta EC <*>. K
TAaKMM JIEKApPCTBEHHbIM CPeACTBaM OTHOCATCA JIEKAapCTBEHHbIE CPEeACTBa, UCMO/b3yeMble B KOHTEKCTe
KAMHMYECKOTO UCMbITaHMA. OHM AO/XKHbI NO4NAAATh NOA AENCTBME CreLMasnbHbIX NPaBua C Y4ETOM UX
ocobeHHocTel. [pM yYCTAaHOBNAEHUW TaKMX MpPaBU HEOOBXOAMMO NPOBOAUTL pPashe/sieHne Mmexay
nccnegyembiMM  1EKAPCTBEHHbIMM  CpeacTBaMu (MCMbITyeMblii nNpenapaTt M npenapaTbl CPaBHEHMUS,
BK/ItOYas nnauebo) M BcnomoraTeNbHbIMU NIEKAPCTBEHHBIMU CpPeacTBaMU (/1eKapCTBEHHbIe CPeacTBa,
MCMNONIb3yeMble B KOHTEKCTE KAMHUYECKOTO UCMbITaHUA, HO HE B KAYeCTBe MUCC/eayeMblX NeKAPCTBEHHbIX
CPeACTB), TAKMMM KaK IeKapCTBEHHbIE CPeACTBA, UCNOo/b3yemble A1A GOHOBOIO NeYeHus, B KayecTse
TECTOBbIX/MPOBOKALMOHHbLIX areHToB, MPEenapaTtoB HEOT/NIONKHOW MOMOLWM, MW UCNOAb3yeEMblE ANA
OL&HKMN KPUTUYECKUX TOUEK B KTMHUYECKOM UCMbITaHUKU. BcnomoraTtenbHble 1eKapCTBEHHbIE CPeACTBA He
OOJIKHbI BK/OYATb CONYTCTBYIOLLME NPENapaTbl, a MMEHHO NpenapaTbl, HE OTHOCALMECA K KNMHUYECKOMY
UCMbITAHWUIO N HE MMEIOLIME OTHOLLIEHUSA K NNAHY KNMHUYECKOTO UCMbITaHUA.

<*> Inpektrsa 2001/83/EC Esponeiickoro napnamenrTta n Cosera EC ot 6 Hoabpa 2001 r. o Koaekce
CoobuiectBa B OTHOLIEHWUM NIEKAPCTBEHHbIX CPEACTB A/A MCNo/b30BaHUA yenosekom (O N L 311,
28.11.2001, cTp. 67).

55) Y1ob6bl obecneunTb 6e30MacHOCTb CyO6bEKTa U [OCTOBEPHOCTb M HAAEKHOCTb AaHHbIX,
MOJIy4YEeHHbIX B XO4€ KIMHMYECKOTO UCMbITaHMA, YTOObI COA4ENCTBOBATL pacnpeneeHno uccaeayembix 1
BCMOMOTATE/IbHbIX NIEKAPCTBEHHbIX CPEACTB HAa MecTax MNPOBEeAEHUA KAMHUYECKUX MCMbITAHUI Ha
TeppuTopmmn Coto3a, HeoH6XO0ANMMO YCTaHOBUTL NPaBUIa NPON3BOACTBA M UMMOPTA, @ TaKKe UCCIeayeMbIX
M BCNOMOTaTe/IbHbIX 1EKAPCTBEHHbIX cpeacTB. Kak ye o6cTonT aeno ¢ JMpeKkTMBOW, yKasaHHble Npasuaa
OO/KHbI  OTpaXkaTb CyLLeCTBylOWME MNpaBuina Hagfexalwen npou3BOACTBEHHON MNPAKTUKK And
npenapaTtos, noanagatowmnx nog Aeicrsve Oupektusbl 2001/82/EC. B HeKOTOpbIX 0COBbIX CAydasax
cnefyeT paspelunTb OTCTYMJ/IEHMA OT AaHHbIX NpaBuAa, YTobbl obecneynTb NpoBeLeHUE KAMHUYECKOTO
ncnblTaHua. Takum 06pa3om, NPUMMEHWMbIE MpaBuaa AOJIXKHbI NO3BOJIATL HEKOTOPYK MOKOCTb Npu
YCNOBUW, YTO He HaHocUTCA yllepba 6e3onacHOCTU cybbeKTa, a TaKkKe HafeXKHOCTU U AOCTOBEPHOCTH
OAHHbIX, MOSIYYEHHbIX B XO4€ KAMHUYECKOro UCMbITaHuUA.

56) TpeboBaHWe O NPOXOXKAEHMM aBTOPM3aLMM A4 NPOM3BOACTBA MAM MMMOPTA MUCCAedyeMbIX
NEKapCTBEHHbIX  CPEeACTB  He  AO/MKHO  MPUMEHATbCA K MPUTOTOB/JIEHUIO  UCCAeLyeMbIX
pagnodapmaLLeBTUYECKUX NIEKAPCTBEHHbIX CPEACTB W3 PaAMOHYKAWAHbLIX FeHepaTopoB, Habopos,
PagVOHYKAMAHBIX MPEKYPCOPOB B COOTBETCTBUM C UHCTPYKLMAMM NPOU3BOAMUTENSA, 417 UCMOIb30BaHNA B
60/IbHMLLAX, LLeHTPax 340POBbA WAM KAMHUKAX, NPUHMMAIOLLMX y4yacTMe B 3TOM XKe KIMHUYECKOM
UCMbITaHUK B TOM e rocygapcree-yneHe EC.
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57) Wccnepyemble u BCMOMOraTesibHble JIEKAPCTBEHHbIE CPEACTBA AO/MKHbI MAPKMPOBATLCA
COOTBETCTBYOWMM 0b6pasom, 4ytobbl o0becneuntb 6e3onacHoCTb cybbeKTa M  AOCTOBEPHOCTb U
HAaZEXHOCTb [aHHbIX, MONYYEHHbIX B XO4E KAMHUYECKUX WCMbITAaHUA W 4TODObI COLENCTBOBaTb
pacnpefeneHnto yKasaHHbIX CPeACcTB Ha MeCTax K/AMHUMYECKUX MCNbITaHui Ha Tepputopun Cotosa.
MpaBuna MAPKUPOBKM [O0MKHbI OblTb afanTMPOBaAHbl K pUCKaM aaa 6e30nmacHoCcTM cybbeKkTa M
OOCTOBEPHOCTM WM HAZEKHOCTU [AAHHbIX, MNOJYYEHHbIX B XO4Ee KAMHUYECKMX UCMbITaHuin. Ecan
nccnefyemoe WAM BCNOMOraTefibHOe NeKAPCTBEHHOE CPEACTBO YXKE Pa3MeELLeHO Ha pPbIHKE Kak
aBTOPU30BaHHOE /IeKapPCTBEHHOE CPEACTBO B COOTBETCTBUM ¢ Aupektmsoin 2001/83/EC n PernameHTom
(EC) 726/2004 Esponelickoro napnameHTa n Coseta EC <*>, no obwemy npasuy He AonKHa TpeboBaThCA
OOMNOJIHUTENbHAA MapKMPOBKA A8  KAMHWYECKUX WUCMbITaHWMIA, B KOTOPbIX He MCNosb3yeTcs
MacKkuMpoBaHue. bonee Toro, B cayvyae C HEKOTOPbIMWU CreLManbHbIMW NpenapaTamu, TaKUMK KaK
paamModapmaLeBTUUECKME /IEKAPCTBEHHbIE CPeACTBa, UCMOJIb3yeMble B KayecTBe AMArHOCTUYECKOro
nccneayemoro 1eKapcTBEHHONO cpeaCTBa, obLme NpaBmaa MapKMPOBKM HelenecoobpasHbl BBUAY OYEHb
KOHTPOMPYEMbIX YC/IOBUA UCMNOb30BaHUA PaaModapMaLLEBTUHECKUX JIEKAPCTBEHHbIX CPeacTs B
KMHUYECKUX UCTIbITaHUSAX.

<*> PernameHT (EC) 726/2004 EBponeiickoro napnameHta u Coseta EC oT 31 maprta 2004 r.,
yCTaHaBAMBaoWMn npoueaypbl Coobuiectsa No Bblgade paspelleHMin Ha JIeKapCTBEHHbIE CPeacTBa,
npeaHa3HayeHHble oA YeN0BEKA, N BETePUHApPHbIE EKAapPCTBEHHbIE CPEACTBA, U HAA30pY 3@ HUMU, U
yupexaatoLumin EBponelickoe areHTCTBO ekapcTBeHHbIX cpeacts (O N L 136, 30.4.2004, cTp. 1.).

58) B uenAx ycraHoBneHUA 4eTKux obsasaHHocTen [upektmsoit 2001/20/EC 6bina BBeaeHa
KoHUenuma "cnoHcopa" KAMHUYECKOTo UCMbITaHMA, COOTBETCTBYIOLLAA MEXAYHAPOAHbIM PYKOBOAALLMM
npuvHUMNam. HeobxoaAnMmMo NPoA0/XKATb CNEA0BATL SAHHOM KOHLENUUN.

59) Ha NPaKTUKe mexay uccnegoBarenamm Unan mnccnegoBatelbCKUMUN UHCTUTYTAaMU, KOTOpPbIE
COBMECTHO NpoBOAAT KTNHUYECKOE UCMNbITaHUE, MOTYT 6bITb YCTAQHOB/IEHDbI CBO60AHbIe, Hecbopmaanble
pa6oqme CBA3U. DTM CBA3M A0/IKHbI 6bITb AOCTYNHbl COBMECTHbIM CNOHCOPaM KIMHNYECKOIro NcnbiTaHUA.
YT06bI HE CHU3UTL Bd)d)EKTMBHOCTb KOoHUEeNUun oTBETCTBEHHOCTU 3a K/IMHNYECKOE UCNbITaHME B Caly4aax C
HECKO/IbKMMW CMOHCOPaMM, COrNACHO HactoAwemy PernameHTy OHWM BCe MCNOAHAOT obA3zaHHOCTU
CNMOHCOopa. OaHako coBmecCTHble CNOHCOpPblI OO0NXKHbl MMETb BO3MOXHOCTb pPa3aesintTb obaszaHHOCTU
CNOHCOpPa No cornaweHunto, OCHOBaHHOMY Ha Aorosope.

60) YT0bbl rapaHTMpOBaTb BO3MOXHOCTb MPUHATMA Mep MNPUHYAUTE/IbHOTO XapakTepa
rocyaapcteamu-yneHamm EC M BO3MOXKHOCTb MPOBEAEHUA B COOTBETCTBYHOLUMX CAy4Yaax cynebHbix
pa3bupaTenbcts, LenecoobpasHo 06A3aTb CMNOHCOPOB, KOTOpble yyperkaeHbl He B Coto3e, MMETb
npeacrtasutenei 8 Cotole gaa npeactaBaeHns ux nHtepecos. OgHaKo BBMAY NPOTUBOPEYMBBIX NOAXOA08B
B rocyfapcrBax-yneHax EC B OTHOLIEHMM FpaXKAaHCKON U YrONIOBHOW OTBETCTBEHHOCTH, LLesiecoobpasHo
OCTaBUTb Ha YCMOTPEHWe Kaxaoro rocygapcrea-yneHa EC, yTo Kacaetcs ero Tepputopuu, Bblbop
OTHOCUTE/IbHO TOrO, TPe60BaATb UM HET Ha/IMYME TAKOrO NPeACTaBUTENA, MPU YCAOBUK, YTO KaK MUHUMYM
KOHTAKTHbIN NYHKT 06pa3oBaH Ha Tepputopum Cotosa.

61) B Tex cayvasx, Koraa B Xo4e KAMHUYECKOro UCMbITaHUA Bpea, MPUYMHEHHbIA CyBbeKTy BaedyeT
rPa)KA4AHCKYID WMAW  YrONOBHYHO OTBETCTBEHHOCTb MCCAedoBaTeNds WAM  CMOHCOpa, YC/I0BUA
OTBETCTBEHHOCTM B TaKWUX C/Iy4anX, BKAOYAA BOMPOCHI MPUYMHHO-CNEACTBEHHOM CBA3M U pa3mepa Bpeda
M CaHKLMI, AOMKHbI OCTAaBaThCA B chepe AeCTBUA HALMOHAbHOTO 3aKOHOA4aTeNbCTBa.

62) I'IpM KIMHNYECKUX UCNbITAaHNAX A0/1XKHa 6bITb 0becneyeHa KOmMmneHCcauunAa spena, npucyxKgeHHaa
B COOTBeTCTBMM C MNPUMEHUMMbIM MPaBOM. Takum o6p330N\, rocygapcraa-y4naeHbl EC ponXHbI
rapaHTMpoBaTb, 4YTO MMEKTCA CUCTEMbI KOMMNEHCauun Bpena, NpPpUYNHEHHOro Cyﬁ'bEKTy, KOTOpble
COOTBETCTBYHOT npupoae n sesiM4nHe pnucKa.

63) 3aMHTepecoBaHHble rocygapcrBa-ynaeHbl EC gonkHbl 06/1a4aTb NOJHOMOYMAMM MO OT3bIBY
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dBTOPU3aUNN KNINHUYECKOTO UCNbITaHUA, NPUOCTAHOBIEHUIO KTNMHUYECKOTO NCMbITAaHUA U Tpe6OBaHVIIO oT
CMOHCOpPa U3MeHEHNA KINHNYECKOIro NcnbiTaHuA.

64) Ona obecneyeHuns cobnaoaeHUa Hactosiwero PernameHTta rocyaapcrsa-usiieHbl EC AONXKHbI
MMeTb BO3MOHOCTb MPOBOAUTbL MPOBEPKM, a TaKXKe [O/MKHbl 06/134aTb COOTBETCTBYHOLLEN
KOMNeTeHUMeN oA NPOBEPOK.

65) EBponeiickas KOMUCCUA A0/IKHA MMETb BO3MOXHOCTb KOHTPO/IMPOBATb NPaBUIbHOCTbL HaA30pa
rocygapcrte-usneHos EC 3a cobntogeHmnem Hactoswero PernameHTa. bonee Toro, EBponelickas komuccusn
O0MNKHA UMETb BO3MOMKHOCTb KOHTPO/IMPOBaTh, 06ecneymBatoT M CUCTEMbI MPABOBOrO PerynpoBaHus
TpeTbUX CTpaH cobntogeHue crneumanbHbIX MONOXKEHUIM HacToawero PernameHta u  [UpeKTuBbl
2001/83/EC 0 KNMHMYECKMX UCMbITaHUAX, NPOBOAMMbIX B TPETbMX CTPaHaXx.

66) YT0b6bI YNOpAA0UMTb NMOTOK MHGMOPMAULMM U COAENCTBOBATb €€ PAcMnpOCTPaHEHUID MeXay
CNoHCopamMmu n rocygapcreamu-yneHamm EC, a Takke mexay rocygapcreammn-yaeHamm EC, AreHTCTBO B
COTpyAHMYecTBe C rocygapcrTeamu-yneHamm EC n EBponeiickomn KoMUccuen foNKHO co34aTb U BeCTH 6asy
AaHHbIX EC c goctynom yepes noptan EC.

67) Yto6bl 06ECneYnTb A0CTaTOUYHbIM YPOBEHb NPO3PaYHOCTU B chepe KANHUYECKUX UCMbITaHUN,
6a3a gaHHbIX EC fonkHa cogepKaTb BCHO COOTBETCTBYHOLLYO MHGOPMALMIO OTHOCUTEIbHO KIMHUYECKOTo
UCMblTaHWA, nNpeacTaBneHHoro uYepe3 noptan EC. Basa paHHbix EC go/iKHa  ObiTb  AOCTYMHA
06LLEeCTBEHHOCTU, U AaHHbIE A0NXKHbI ObITb NPeacTaBAeHbl B popmaTe C BO3SMOMKHOCTbIO JIEFKOTO NMOUCKa,
C COOTBETCTBYIOWMMWU AaHHBIMW WU AOKYMEHTamMM, CBA3AaHHbBIMW BMeCTe HOMEepPOM wucnbiTaHuAa EC u
rMnNepccbiIKaMm, Hanpumep, CBA3bIBAIOWMMM KPaTKMIA OTYET, OTYET ANA HeCcneuuanmnctos, MPOTOKOA U
OTYET K/JMHMYECKOrO WUCCNefO0BaHUA OLHOTO K/AMHWYECKOTO MCMbITaHMA, a TaKXKe OTCbIIAalWuMn K
OAHHBIM  OPYIUX  KAMHUYECKMX WCNbITaHWMA, B KOTOPbIX MCNONb30BasNoCb TAaKOE e wucciegyemoe
NIeKapCTBEHHOE CPeacTBO. Bce KAMHMYECKME WCMbITAaHWA A0 Havyana nNpoBeAeHUA [OJIXKHbl ObiTb
3apernctpupoBaHbl B 6ase gaHHbix EC. Kak npaBuao, gatbl Havyana v 3aBepllieHna Habopa cybbeKkToB
TaKKe JO/MKHbI 6biTb oNyb6anKoBaHbl B 6a3e gaHHbIx EC. MHPopmauma B 6ase gaHHbix EC gonkHa 6bITb
Ny6MYHOMN, 33 UCKNOYEHUEM CIYYaEB, KOr4a No OTAE/bHbIM MPUUYMHAM YacTb MHGOPMAL MM He A0NKHa
6bITb ONYyHAMKOBAHA B LLENsX 3alLMTbl NPaBa MLA Ha YaCTHYHO XU3Hb M MPABA HA 3aLUUTY NePCOHaNbHbIX
OaHHbIX, NPeayCMOTPEHHbIX cTaTbaMK 7 1 8 XapTuu. MybanyHaa nHpopmaLma, cogeprkallanca B 6ase
AaHHbix EC, ponHa copeincTBoBaTb 3almTe 340pPOBbSA HAceseHWs M CnocobCcTBOBATb PA3BUTUIO
WHHOBALMOHHbIX BO3MOYKHOCTEN EBPONENCKMX MEANLIMHCKUX UCCeA0BaHUIM, B TO Ke BPeMSA NpM3HaBas
3aKOHHblE SKOHOMUYECKME NHTEePECHI CMOHCOPOB.

68) [Ona ueneit HactoAwero PernameHTa fAaHHble, BK/AIOYEHHble B OTYET KAMHUYECKOro
NCCNefOBaHUA, HE AOJIKHbI CYMTATbCA KOMMEPYECKOW TallHOW C MOMEHTA Bbl4ayM paspelleHMa Ha
MaPKETUHT, 3aBepLleHnA npoueaypbl BblAaun paspelleHMa Ha MapPKeTUMHT M OT3biBa 3asBAEHMA Ha
NonyyYyeHUe paspeleHna Ha MaAPKETUHT. Kpome TOro, OCHOBHble XapaKTEPUCTUKU KIMHUYECKOTo
NCNbITaHWUA, 3aKA04eHne No 4Yactu | oTyeTa 06 oueHKe AnA aBTOPU3aALMU KIMHUYECKOro UCMbITaHUA,
peweHne o6 aBTOPM3AUMM KAMHUYECKOTO WCMbITaHWUA, CYLLECTBEHHbIE M3MEHEHUA KAMHUYECKOTO
NCNbITaHWA U Pe3y/ibTaTbl KIMHUYECKOTO UCMbITAHUA, BK/OYAA NPUYMHBI BPEMEHHOMO NPUOCTaHOBAEHMUA
N AOCPOYHOrO NpeKpalleHus, B 0bLem He A0MKHbI CHUTATbCA KOHPUAEHLMANbHBIMM.

69) B oaHom rocypapcree-uneHe EC moxKeT 6bITb HECKO/IbKO OPraHoB, y4acTBYOLWMX B aBTOPM3aLMK
KAMHWUYECKUX UCMbITaHUI. Ona copencTens 3GGEKTUBHOMY M YCNELHOMY COTPYAHUYECTBY rocyapcTB-
uneHoB EC Kaxg0e AOMKHO HAa3HAUMTb OAMH KOHTAKTHBIN MYHKT.

70) Mpoueaypa aBTOpM3aLMK, yKa3aHHasA B HacToAWweM PernameHTe, B OCHOBHOM KOHTpOAMpYyeTcA
rocygapctBammu-uneHamm EC. Tem He meHee EBponeiickaa Komuccnss M AreHTCTBO  AOJIKHbI
coAeincTBoBaTb HOPManbHOMY GYHKLMOHMPOBAHUIO AAaHHOM Npoueaypbl B COOTBETCTBUM C HAaCTOALWMM
PernameHTtom.

71) Ona BegeHuA AeAaTeNbHOCTM, MPeayCMOTPEHHOM HacToAWMM PernameHTom, rocygapcrsa-
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yneHbl EC 40MKHbI UMETb NPaBo B3MMaTb cbopbl. OgHaKo rocyaapctea-yneHsbl EC He AonxHbI TpeboBaTtb
MHOTOUYMCNEHHbIX NAaTEXKeW B pa3/iyHble OpraHbl, yYacTeyloLMe B OTAebHOM rocygapcree-yuneHe EC B
OUEHKe 3asB/IeHNA Ha aBTOPM3aLMIO KAMHMYECKOrO UCMbITaHUA.

72) Ytobbl obecneunTb eauHblie YCNOBUA AN MMMNEMEHTALUWMK Hactoslero PernameHTa, Ha
EBponencKkyto KOMUCCUIO AONXKHbI ObITb BO3/IOXKEHbBI UMNAEMEHTALMOHHbIE MOJIHOMOYUA B OTHOLIEHUN
YCTAHOBNEHMUA U USMEHEHUA NPaBUA O COTPYAHUYECTBE MeXKAY rocyaapcTsamm-uyneHamm EC npu oueHke
nHbopmMauumn, NpPesocTaBieHHON cnoHcopom no EBponeinickoit 6ase AaHHbIX N0 papMaKoHAA30py, U B
OTHOLLUEHUM ONpeaeneHna NogpobHOro NopAaKa npoLesyp NPoOBepPoK. YKasaHHbIe MOTHOMOYMA AONKHbI
OCYLLECTBAATLCA B cOOTBETCTBUM ¢ PernameHtom (EC) 182/2011 EBponelickoro napnameHTa n Coseta EC
<*>,

<*> PernameHt (EC) 182/2011 Esponeiickoro napnameHTa u Coseta EC oT 16 ¢despans 2011 r,,
YCTAHaBAMBAIOLWMIN NPaBmaa U 06LLIME NPUHLMMBI OTHOCUTENIbBHO MEXAHU3MOB KOHTPOAA rocyAapcTBaMu-
yneHamu EC BbinosiHeHUs EBponeiickoi Komuccuen MMnaemMeHTaunoHHbIX noaHomoumii (O N L 55,
28.2.2011, ctp. 13).

73) Y10b6bI AOMNONHUTL MAM BHECTU WM3MEHEHMA B HEKOTOPble HECYLLECTBEHHbIE 3/IEMEHTbI
HacToAwero PernameHTa, nNpaBoO NPUHUMATLb aKTbl B COOTBETCTBMW CO cTaTtber 290 [orosopa o
dYHKUMOHNPOoBaHMK EBponeickoro Coto3a (TFEU) aonkHO BbiTh AenermposaHo EBponeinckoli Kommccum
B OTHOWeEHUN: M3meHeHua Mpunoxennin |, 1l, IV n V K HacToAawemy PernameHty gns agantauuu K
TEXHUYECKOMY MpOrpeccy WAuM ANA yvyeTa MeEXAYHApPOOHbIX PErynaTUBHbIX M3MeHeHW B obnactu
KNMHUYECKUX UCMbITaHWUI, 3aTparnsatowmx Coo3 uam rocygapcrea-uneHsl EC; nameHeHus MNpunoxkeHns
Il B uensx ynydyweHuns nHbopmaumm o 6€30NacHOCTU EKAPCTBEHHbIX CPEACTB; afanTaLmMm TEXHUYECKUX
TpeboBaHMI K TEXHUYECKOMY MPOrpeccy WM y4yeTa MeEXKAYHAPOOHbIX PEryiaTUBHbIX WU3MEHEeHWUW B
obnactu TpeboBaHMit N0 6€30MaACHOCTU B KAMHUYECKMX UCMbITaHMAX, 04006PEHHbIX OpraHamu, B COCTaB
KoTopbix BxoAAaT Coo3 uaun rocygapctea-yneHol EC; onpeneneHna pekomeHOaunin Mam pyKkoBOAALLMX
NPUHUMNOB HagneKallen Npon3BOACTBEHHOM NPAKTUKM M NOAPOBHOro NopsaaKa NPoBeAEHNA NPOBEPKM
ana obecrneyeHns KayecTBa MCCAeAyeMbIX IEKAPCTBEHHbIX CPEACTB; U3meHeHua Mpunoxenua IV gna
obecneyeHnn 6e30MacHOCTM cybbeKTa U AOCTOBEPHOCTU M HAZAEKHOCTU AaHHbIX, NOAYYEHHbIX B X04e
KMHUYECKOTO WCMbITAaHWA, MAW AONA yvyeTa TEeXHWMYEeCcKoro nporpecca. YpessblMallHO BaAXKHO, 4TOObI
EBponeickaa Komuccma NPoBOAMIA COOTBETCTBYIOWME KOHCYNAbTaLMW B NpoLecce noaroToBUTEIbHOM
paboTbl, B TOM YMC/e Ha ypOBHE 3KCNepToB. [py NOArOTOBKE M COCTaB/AEHMM AaKTOB Ae/1ernMpoBaHHOMO
3aKoHoAaTenbcTBa EBponenckan Komuccua fonxKHa obecneyntb 04HOBPEMEHHYO, CBOEBPEMEHHYIO U
COOTBETCTBYHIOLLYIO Nepeayvy peneBaHTHbIX JOKYMeHTOoB EBponerickomy napnameHTy u Cosety EC.

74) B Anpektuse 2001/83/EC npedycMOTPEHO, YTO OHA He PacnpoCTPaHAETCs Ha NpUMeHeHue
HAUMOHA/IbHOrO 3aKOHOAATe/IbCTBA, 3aMpeLLatolero Uian OrpaHMUYMBAOLLErO MPOZAAXKY, MOCTABKY WM
NpUMeHeHMe NEeKapCTBEHHbIX CPeACTB B KayecTBe abopTuBHbIX cpeacts. [dupektmusa 2001/83/EC
npegycmaTpuBaeT, 4TO HaLMOHaNAbHOE 3aKOHOAATeNbCTBO, 3aMnpellalroliee WAM  OrpaHuUUBaloLLee
NCMNO/Ib30BaHWE KaKoro-Mbo oTAENbHOIO BUAA YENIOBEUYECKUX MU KUBOTHbBIX KNIETOK, B LLEIOM HE BXOAUT
B chepy NPUMEHEHNA HU AaHHOMN [MPEKTMBbI, HN KaKMX-1Mb0 PernameHToB, B HeEl YKasaHHbIX. Takke
HacToAWwMiM PernameHT He 3aTparMBaeT HaAUMOHa/bHOE 33aKOHOAATENbCTBO, 3anpellaroliee WU
OrpaHMYMBaAlOLLEE NCMNO/Ib30BAHME KaKOro-1Mb0 OTAE/IbHOMO BUAA YENOBEYECKUX U KUBOTHbIX K/ETOK,
npoAaxy, NOCTaBKy UAU NPUMEHEHWE SIEKAaPCTBEHHbIX CPeACTB B KaYecTBe abopTuBHbIX cpeacts. Kpome
TOro, HaCTOALNIN PernameHT He JO/IKEH BAMATb Ha HaLMOHaNbHOE 3aKOHO4ATENLCTBO, 3anpeLatollee
WU OrpaHMyMBatoLLee NPOAAXKy, NOCTaBKY MU UCNOAb30BaHUE IEKAPCTBEHHbIX CPEACTB, COAEePHKaLUUX
HAapPKOTMYECKME BELLECTBA B pamMKax 3HAYE€HMA COOTBETCTBYIOLWMX OENCTBYHOLMUX MEXKAYHAPOOHbIX
KOHBEHUMWI, TakuX Kak EanHasn KoHBeHumMa OOH o HapkoTuuyeckux cpeactsax 1961 r. locygapcTBa-yaeHsl
EC nonKHbI COO6LLATb O TaKMX HaLMOHAMbHbIX MON0XKeHUAX EBponeiickoi Komuccuu.

75) Oupektusa 2001/20/EC 3anpeluaer npoBeAeHME FEHHOW Tepanuu, KoTopasa MnpuBOAUT K
N3MEHEHUAM B FreHETUYECKON MAEHTUYHOCTM 3apOoabILLeBOM IMHUKN CyObeKTa.
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76) OunpekTnea 95/46/EC Esponelickoro napnamenta n Coseta EC <*> npumeHseTtca K obpaboTke
NepCoHaNbHbIX AaHHbIX, OCYLLECTBAAEMON B rocyaapcreax-yneHax EC B pamkax HacTtoswero PernameHTa
nog, HaA30pOM KOMMETEHTHbIX OpPraHoB rocygapcrs-yneHos EC, B 4acCTHOCTM, He3aBUCUMbIX
06LLECTBEHHbIX OPraHoOB, Ha3HauyeHHbIX rocygapcreamu-uneHamm EC; u Pernamedt (EC) 45/2001
Esponeiickoro napsiameHta M Coseta EC <**> npumeHsaeTca K 0b6paboTKe NepCOHaNbHbIX AAHHbIX,
ocywecTsnaemon EBponenckon Komuccuent m AreHTCTBOM B pamKax Hactosuwiero PernameHTta nopg
Hag3opom EBponerckoro MHcnekTopa No 3aliMTe MepcoHasbHbIX AaHHbIX. JaHHble [OKYMEHTbI
YKPENAAOT NpaBa Ha 3aWMUTy NepCcoHabHbIX AAaHHbIX, BKAOYAA NPaBo Ha AOCTYMN, BHECEHWE MOMpPaBOK U
yOaneHuve, a TakKe onpeaensioT CMTyauumn, B KOTOPbIX MOXKET bbiTb BBEAEHO OrpaHUYeHMEe yKasaHHbIX
npas. B uenax cobntogeHUs yKasaHHbIX MpaB A4/1A 3aWMTbl AOCTOBEPHOCTU M HALEKHOCTU HAAHHbIX
KMHUYECKUX UCNbITaHUI, UCMONb3YEMbIX B HAY4HbIX Lensax, U 6e30nacHOCTU Cy6BbEKTOB, Y4acTBYOLMX B
KAMHUYECKUX UCMbITaHUAX, LienecoobpasHo npeaycmoTpetrb 6e3 yuiepba aencteuio  [MpeKTMBbI
95/46/EC, 4TO 0T3blB WMHOOPMUPOBAHHOrO COMacuA He [OO/BKEeH BAMATb Ha pe3ynbTaTthl YXe
BbINOJIHEHHbIX AENCTBUMA, TaKMX KaK XPaHEHME W WUCMNO/SIb30BaHWE MOJYYEHHbIX AAHHbIX HAa OCHOBE
MHPOPMMPOBAHHOIO COTNACUA [0 €ro U3bATUA.

<*> Nlupektnsa 95/46/EC Esponeiickoro napnameHTta u Coseta EC oT 24 oktabpsa 1995 r. o 3awmTe
dusnueckmx anu, npm o6paboTKe NepcoHanbHbIX AaHHbIX U 0 CBOBOAHOM 06paLLeHNU Taknx AaHHbIX (OX
N L 281, 23.11.1995, ctp. 31).

<**> PernameHT (EC) 45/2001 Esponeitckoro napnameHta u Coseta EC ot 18 gexkabpa 2000 r. o
3awmTe ¢GU3MYECKMX Auu, Npu 06paboTKe NepPCOHaNbHbIX AAHHbIX YYPEKAEHUAMM W OpraHammu
Coobuiectsa 1 o cBobogHom obpaleHnn Takmx aaHHbix (O N L 8, 12.1.2001, cTp. 1).

77) Cyﬁ'beKTbl He O0/1XKHbI NN1aTUTb 3a Uccnegyemble neKapCTtBeHHble CpeacTBa, BCMOMOraTe/ibHble
NNeKapCTBEHHbIE CpeacTea, MeanULMHCKNE NHCTPYMEHTbI, NCNOZIb3yeMble ONA UX Npunema, 1 npoueaypsl,
TDE6YEMbIe MPOTOKOJ/IOM, €C/I TOJIbKO 3aKOHOAATENBLCTBO rocyaapcrBa-4/1€Ha EC He npeaycMmaTtpmBaeT
NUHoe.

78) Mpoueaypa aBTOpM3aLLMK, YCTAHOBNEHHAsA B HACTOALLEM PernameHTte, AO/KHA NPUMEHATLCA
KaK MOKHO paHblle, YTO6bl CNOHCOPbI MOT/IM BOCMO/1b30BaTbCA NPEVMMYLLLECTBOM YMPOLLLEHHOIO NOPAAKa
npoueaypbl aBTopm3aunn. OgHaKo yunTbIBas BarKHOCTb OBLIMPHbIX GYHKLMOHAAbHbIX BO3MOXHOCTEN IT,
HeobxoaMMbIX AN npoueaypbl aBTOpU3aLMM, LenecoobpasHo npeaycMOTPeTb, YTO HaCTOAWMIMA
PernameHT 6yaeT NpUMeEHATbCA C MOMEHTa MOATBEPXAeHMA Toro, Yto noptan EC n 6asa gaHHbix EC
MO/IHOLEHHO GYHKLMOHUPYIOT.

79) Anpektnea 2001/20/EC aonskHa 6bITb OTMEHeHa, YTo6bl 06ecneynTb eaAnHYIO CUCTEMY NPaBUA,
NPUMEHUMBIX K MPOBEAEHUIO KAMHWYECKUX ucnbiTaHui B Cotoze. YTobbl obecneuntb nepexom K
npaBuaam, yCTaHOB/IEHHbIM B HacToALeM PernameHTe, CNOHCOPbI A0KHbI UMETb MPAaBO B NEPEXOAHbIN
nepuos HaumHaTb M NPOBOAUTL KAMHMYECKOE UCMNbITaHWE B COOTBETCTBUM ¢ AupekTmuson 2001/20/EC.

80) HacTtoAwmii PernameHT COOTBETCTBYET OCHOBHbIM MEXAYHapPOAHbIM  PYKOBOAALLMM
OOKYMEHTaM MO KAWHUYECKUM WCMbITAHUAM, TakMM Kak Xe/bCMHKCKaAa Aeknapauus BcemupHoi
MeanLUMHCKON accoumaumm (Bepcma 2008) n Haanexallan KAMHUYECKasa NpakT1Ka, MCTOYHUKOM KOTOPO
ABNAeTCA XeNbCUHKCKaA AeKnapaums.

81) Yto kacaetca [Aupektmebl 2001/20/EC, onbIT TakKe nOKasbiBaeT, 4YTo 60/blIas 4acTb
KAMHUYECKUX UCMbITAHUN NPOBOANUTCA HEKOMMEPYECKMMM CNOHCOpamu. HeKommepueckue cCroHcopbl
YyacTo MOJMAralTCas Ha YaCTUYHOE WAM NosHoe QUHAHCUPOBAHWE obLWecTBeHHbIX GOHA0B WU
61aroTBOPUTE/IbHBIX OpPraHu3aumMin. B uenax yBeNMYeHUs LUEHHOro BKN3Aa TaKMX HEKOMMEpPYeCKMX
CNOHCOPOB U AA/IbHENLIEro CTUMY/IMPOBAHNA UX UCCNen0BaHMi, HO 6e3 yuwepba KauecTBy KAMHUYECKUX
NCNbITaHUI rocygapcTBammn-uyneHamm EC gonxkKHbl 6biTb MPUHATBI MePbl A1 NOOLLPEHUA KAMHUYECKUX
NCNbITaHUIM, NPOBOAMMbBIX TAKMMKM CMIOHCOPaMM.
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82) Hactoswmii PernameHT oCHOBaH Ha ABOMHOM NpaBoBon ocHoBe ctaten 114 n 168 (4) "c" TFEU.
OH HanpaBneH Ha CTAHOB/EHME BHYTPEHHEro pPbiHKA B OTHOLWEHUW KAMHUYECKMX WCMbITAaHUA U
JIeKapCTBEHHbIX CPe/ACTB, MpefiHa3HaYeHHbIX A4 MCNONb30BaHUA Ye/I0BEKOM, MMeAa CBOEW OCHOBOW
BbICOKMIA YPOBEHb 3allMTbl 3[0POBbA. B TO e Bpems HacCToALMA PernameHT ycTaHaB/AMBAET BbiCOKUE
CTaHAapTbl KayecTBa U 6e30MacHOCTM IeKapPCTBEHHbIX CPEACTB, YTOObI B OTHOLLEHUM HUX pellaTb obline
Bonpocbl 6esonacHocTn. Obe Lenu AOCTMralTcA OAHOBPEMEHHO. YKa3aHHble ABe Lenn HepasaesibHo
CBA3aHbl, U HWU oAHA He ABAAeTcA BTopocTeneHHoi. OTHocuTenbHo ctatbu 114 TFEU HacToswmin
PernameHT rapmoHU3MpyeT npasuia NPoBedeHUa KAMHUYECKUX UCMbITaHui B Coto3e, TakMm obpasom,
obecneunBas GpyHKLUMOHUPOBAHNE BHYTPEHHErO PbiHKA C yYEeTOM NPOBEAEHUA KINHMUYECKOTO UCMbITaHUA
B HECKOJIbKUX rocysapcreax-yneHax EC, npuemnemoctm Ha Tepputopumn Coto3a AaHHbIX, NOAYYEHHbIX B
X0A4e KNMHUYECKOro UCMbITaHMA U NpeaCcTaB/eHHbIX B 3asiB/IEHUMN HA aBTOPU3aLLMIO APYroro KAMHMYECKOro
WCNbITaHUS, WM C YYETOM pasMeLlLeHMA Ha pPbIHKE J1IeKapCTBEHHOro cpeactea M ceobogHoro
nepemeLLeHma NeKapCTBEHHbIX CPEeACTB, WCNO/b3yeMbIX B KOHTEKCTE K/JAMHUYECKOrO WCMbITaHUS.
OTHocuTenbHO cTatbk 168 (4) "c" TFEU HacToAwmin PernameHT ycTaHaB/iMBAET BbICOKME CTaHAAPTHI
KayecTBa M 6e30MacHOCTM NEKAPCTBEHHbIX CpeacTs, obecrneunBas AOCTOBEPHOCTb M HAAEKHOCTb
MOJIYYEHHbIX B XO4Ee KAMHUYECKUX UCMbITaHMIA AaHHbIX, TAKMM 006Pa3OM rapaHTUpysA, YTO METOAMKM
JIeYEHUA U NeKapCTBEHHbIe NpenapaTtbl, KOTopble NpeAHa3HaYeHbl ANA YAyULEeHMA NeYeHNs NaUNEHTOB,
OCHOBbIBAIOTCA Ha HaZEXHbIX W OOCTOBEPHbIX JaHHbiX. bonee Toro, HactoAwMmin PernameHt
YCTaHaB/MBAET BbICOKME CTaHAaPTbl KayecTBa M 6€30MacHOCTM NIEKAPCTBEHHbIX CPEeACTB, MCMOb3YEMbIX
B KOHTEKCTE K/AMHMYECKOrO WCMbITaHWUA, TakMm o6pa3om rapaHTMpys 6e30MmacHOCTb CyObeKToB B
KAMHUYECKOM MCNbITaHUM.

83) Hactoswuii PernameHT y4nTbIBaeT OCHOBHbIE NpaBa U cobatoaaeT NpMHLUMbI, NPU3HaBaeMble,
B YaCTHOCTU, XapTuen, ocobeHHO YenoBeyeckoe AOCTOUHCTBO, HEMPUKOCHOBEHHOCTb JIMYHOCTK, NpaBa
pebeHKa, yBaXKeHMe YaCTHOM N CEMENHOM U3HM, 3aLMTy NePCOHANbHbIX AaHHbIX M CBOOOAY MCKYCCTBA U
HayKu. Hactoawmin PernameHT OO/IKEH MPUMEHATbCA rocygapcTBamu-yneHamu EC B COOTBETCTBUM C
YKa3aHHbIMM NpaBamm U MPUHLKUNAMWU.

84) EBpONencKuii MHCNEKTOP MO 3allMTe AaHHbIX Bbldan 3akaoveHne <*> cornacHo cratbe 28 (2)
PernamenTa (EC) 45/2001.

<*> O N C 253, 3.9.2013, cTp. 10.

85) TaK Kak Lenb HacToAlero PernameHTa, a UMeHHO obecneyeHne HafeXHOCTU U LOCTOBEPHOCTH
OAHHbIX KAWMHMYECKUX MCNbITaHUI Ha Tepputopum Coto3a BMecTe C rapaHTUen YyBaKeHWsA npas,
6e30nacHOCTHN, AOCTOMHCTBA U 61aroCcoCTOAHUA CyOBEKTOB, HE MOXKET ObITb AOCTUTHYTA B A0CTAaTOYHOM
cTeneHun rocygapctsammn-uneHammn EC, Ho, BBMAY MacwTaboB AeicTBMA, MOXKET ObiTb 3pdeKkTMBHEee
[OCTUrHyTa Ha ypoBHe Coto3a, NocneaHuii BNpaBe MPUHATb Mepbl B COOTBETCTBMM C MPUHLMNOM
CcybcnanapHOCTH, U3N0KEHHBIM B cTaTbe 5 [loroBopa o ¢pyHKUMOHUpoBaHun Esponeiickoro Cotosa. B
COOTBETCTBUM C NPUHUMNOM MNPOMNOPLUOHANBHOCTHU, MU3NOMKEHHbIM B AAHHOM CTaTbe, HacToALLAA
[ONpeKTUBA He BbIXOAMT 33 PaMKM TOr0, YTO HEOBXOAMMO A1A AOCTUNKEHMSA YKa3aHHOW LLenu,

NPUHANN HAacToAWMN PernameHT:
lnaBea |. OBLLUME NONOKEHNA
Cratba l
MpeameT peryanpoBaHua
HacToawmi PernameHT pacnpocTpaHAEeTCs Ha BCe K/IMHUYECKME UCNbITaHKs, npoBoanmble B Cotose.

PernameHT He PacnpoCcTpaHAEeTCA Ha HEUHTEPBEHUNOHHbIE NCCNnenoBaHUA.
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CraTtba 2
OnpegeneHus

1. Ana ueneit Hactoawero PernameHTa NpMMeHALOTCA onpeaeneHuns "nekapcreeHHoe cpeactso”,
"pagnodapmaueBTMHECKOE NEeKapCcTBeHHoe cpeacTBo”, "HexkenatesnbHasa peakumsa", "cepbesHas
HerkenatesnbHas peakums", "nepBryHan ynakosKka", "BTOpMYHas ynakoBKa", yKasaHHble B NyHKTax (2), (6),

(11), (12), (23) n (24) cooTBeTcTBEHHO cTaThk 1 Anpektusbl 2001/83/EC.
2. Ona uenei Hactoawero PernameHTa TakKe NPMMEHAIOTCA Cneayowme onpeaesieHns:
1) "KnnHnuyecKoe mccnesoBaHme" o3HavaeT Ntoboe ncciesoBaHMe B OTHOLWEHMN YeN0BEKa YTOObI:

a) OoOHapyXuTb WAW  NOATBEPAUTb  KAMHMYECKMe, dapmakonormyeckme w  apyrue
dapmakogmHammyeckme adpdekTbl 0AHOIo UM Bonee NeKapcTBEHHbIX CPeacTs;

b) naeHTMdnumpoBatb ntobble HexKenaTenbHble peakuMn Ha OAHO WUaM Bonee nekapcTBEHHoe
CpeacTBo;

C) u3yunTb BcacbiBaHMe, pacnpegeneHve, metaboamsm M BbiBeAeHME ogHoro waum 6onee
NeKapCTBEHHbIX CPeACTB C LEeNbl YCTaHOBAeHMA 6e30nacHoCTM  U/Man  3GPEeKTUBHOCTU  3TUX
NIeKapCTBEHHbIX CPeacTs;

2) "KAMHWYECKoe MCMbiTaHMe" O3HayaeT K/AMHUYECKoe WcciegoBaHMe, KOTOpoe yaoBAeTBopsAeT
Ntobomy 13 cneayowmx ycnoBumi:

a) 0 Ha3HaYeHUM CcyObLEKTY OTAeNbHOW TepaneBTUYECKOM cTpaTerMu nNPUHMMAaeTcA pelleHune
3apaHee, U OHO HEe BbLIXOAWUT 33 PaAMKU OObIYHOM KAMHUYECKON MPAKTUKU 3auUHTEPEecoBaHHOIO
rocygapcrea-yneHa EC;

b) peweHve O Ha3HaYEHUW UCCAEAYEMbIX JIEKAPCTBEHHbIX CPEACTB MPUHUMAETCA BMecTe C
peleHnemM BKAOUYUTb CYBBEKTA B KIMHUYECKOE UCCNeA0BaHNE; UK

C) K cybbeKkTam B AOMNOAHEHWNE K 0BbIMHOWM KAMHUYECKOW NPaKTUKE NMPUMEHSAIOTCA AUarHOCTMYECcKne
npoueaypbl MAK NPoLeAypPbl MOHUTOPUHTA;

3) "KAMHUYECKOe WCMbITaHME C HW3KOM CTeneHbid BMellaTesnbcTBa" 0O3HayaeT K/AMHMYEecKoe
MCnbiTaHUE, KOTOPOE YO0B/IETBOPAET BCEM CieAYyHOWNM YCTOBUAM:

a) uccnedyemble IeKapCTBEHHbIE CPeACTBa, 33 UCK/IIoYeHneM niauebo, aBTopM30BaHbl;
b) cornacHo NPoTOKONY KAMHUYECKOrO UCCeA0BaHMA:

I) ncenepgyemblie nNeKkapCrtBeHHble cCpeacrtBa  WMCNONb3YHOTCA B COOTBETCTBMM C  yChOBUAMMU
pa3pewieHnA Ha MapPKeTUHr; nnun

ii) ncnonbzoBaHWe UCCNeAyeMblX NEKapCTBEHHbIX CPeACTB OCHOBAaHO Ha A0Ka3aTeNbCTBax MU
nogaeprkmpaeTca onyb6AMKOBaHHbIMU Hay4YHbIMM AOKa3aTenbCTBamM H6e30nacHocTM M 3 PEeKTUBHOCTU
OaHHbIX UCCefyeMbIX IEKAaPCTBEHHbIX CPEACTB B KAKOM-/IMO0 M3 3aMHTEPECOBaHHbIX FOCYA4apCTB-4/1€HOB
EC; n

C) AONONHUTENbHbIE ANArHOCTMYECKME Npoueaypbl AN Npoueaypbl MOHUTOPUHIA He Bbi3biBaAlOT
npeBbllLeHNne MUHUMaNbHOTO A0NONHUTEIbHOMO PUCKA UK AONOJIHUTENbHOM Harpy3Ku Ha 6e3onacHoCTb
Cy6BEKTOB MO CPABHEHWUIO C OObIYHOW KIMHUYECKOM MPAKTUKOM B KAaKOM-MO0 U3 3aUMHTEPECOBaHHbIX
rocyaapcrs-yneHos EC;
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4) "HeMHTepBEHLI,MOHHOE Mccne,a,osaHme“ O3Ha4aeT MHoe KAINHUYECKOE UCCneaoBaHUeE, HEXeENN
KNMHN4YeCKoe UCNbITaHUe,

5) "uccnegyemoe nekapcTBeHHoe cpeacTBO" 03HayaeT /IeKapCTBEHHOE CPeJfCcTBO, KOoTopoe
TeCTUpYeTCca UK UCMOJIb3yeTca A8 CPAaBHEHUA, BKIOYan niauebo, B KAMHUYECKOM UCMbITaHUWY;

6) "0bbluHan KAMHUYECKasA NPAKTUKA" 03HAYaeT pPexnm nedyeHus, KOTOPomy 06bIYHO cneayroT Ans
neyenHusn, NPoGUNAKTUKM UAW ANArHOCTUKM BONE3HU AN HapyLLEHUS;

7) "nccnegyemoe nekapcTBeHHOE CPeACTBO C PACLMPEHHbIMM TepaneBTUYEeCKMMM ceorcTBammn'”
O3Ha4yaeT ucc/eayeMoe NEeKapCTBEHHOE CPeacTBO, KOTOpoe SBASETCA NEKAPCTBEHHbIM CPeACTBOM C
nn

paclIMpeHHbIMKN TepaneBTUYECKMMU CBOMCTBaMM, KaKk onpeaeneHo B NyHKTe "a" ctaTtbu 2 (1) PernameHTa
(EC) 1394/2007 EBponelickoro napnamenTa u Coseta EC <*>;

<*> PernamenT (EC) 1394/2007 EBponeiickoro napaameHnTa u Coseta EC ot 13 Hosa6pa 2007 r. o
JIeKapCTBEHHbIX CPeACTBaX C PaCLUMPEHHbIMM TePaneBTUYECKMMU CBOMCTBAMM, BHOCALLIMIN U3MEHEHUSA B
Nunpektusy 2001/83 EC u Pernament (EC) 726/2004 (O N L 324, 10.12.2007, ctp. 121).

8) "BcnomoraTesbHOE NIeKapCTBEHHOE CpeacTBO" O3HAYaeT NIeKapCTBEHHOE CPeAcTBO, KOTopoe
MCMONb3yeTca ANA Leneil KAMHUYECKOro MCMbITaHMA, Kak ONMCaHO B MPOTOKO/E, HO He B KayecTBe
nccaeayemoro 1eKapcTBEHHOroO CpeacTBa;

9) "aBTOpM30BaAHHOE NCCNEAYEMOE NIEKAPCTBEHHOE CPeaCTBO" 03HAYAET IEKAPCTBEHHOE CPEACTBO,
aBTOpU30BaHHOE B COOTBETCTBUM C PernameHtom (EC) 726/2004 nnamn B KakomM-1Mb0 3aMHTEpPEeCcOBaHHOM
rocygapcree-yneHe EC B cootsetctBum ¢ [upextmson 2001/83/EC, 6e30THOCUTENBHO U3MEHEHUA B
MApPKMPOBKE NIEKAPCTBEHHOrO CPEeACTBa, KOTOPOe WCMOJIb3yeTcA B KayecTBe UCCAenyemoro
NIeKAapCTBEHHOTO CPeACTBa;

10) "aBTOpM30OBaHHOE BCMOMOraTe/IbHOE JIEKAPCTBEHHOE CPeACTBO" O3HAYyaeT JieKapCcTBEHHoe
CpeacTso, aBTopu3oBaHHOe B cooTBeTcTBMM € PernameHtom (EC) 726/2004 wnn B Kakom-nnb6o
3aMHTepecoBaHHOM rocyaapcree-yieHe EC 8 cootsercTeuu ¢ Anpektnsoin 2001/83/EC, 6e3oTHoCUTENIbHO
M3MEHEHMA B MAPKMPOBKE NEKAPCTBEHHOr0 CPEeACTBa, KOTOpPOe WCMO/Sb3yeTca B KayecTse
BCMOMOraTe/IbHOro IEKAPCTBEHHOIO CPEACTBa;

11) "KomuTET No 3TMKe" 03HaYaeT He3aBUCMMbIN OpraH, yu4peKaeHHbIN B rocyaapcree-uneHe EC B
COOTBETCTBMM C 3aKOHOAATENbCTBOM [AAHHOrMO rocyfapcrsa-uysieHa EC M yno/sIHOMOYEHHbI BblAaBaTbh
3aKNIOYEHUA ANA Lenei HacToslero PernameHTta ¢ y4yeTom NO3MUMM HECMNELMaancToB, B YacTHOCTH,
NauneHTOB UAW OpraHM3aLMii NALNEHTOB;

12) "3anMHTepecoBaHHOe rocyaapcTBo-yneH EC" o3HayaeT rocygapcteo-yneH EC, B KOTOpoM NogaHo
3aAB/IEHME HA aBTOPM3ALMIO KAMHUYECKOTO MUCMbITAaHUA UM HA BHECEHME CYLLECTBEHHbIX M3MEHEHW
cornacHo rnasam Il u lll HacToAwero PernameHTa COOTBETCTBEHHO;

13) "cywectBeHHoe M3mMeHeHue" o3HavaeT Nboe M3meHeHMe NMoboro acnekrTa KAMHUYECKOro
UCMbITaHUA, KOTOPOe cAeNaHo Moc/e yBeAOMIEHNA O pelleHnn, YKa3aHHOM B cTaTbax 8, 14, 19, 20 nau
23 1 KOTOpOE, BEPOATHO, BYAET MMETH CyLLLECTBEHHOE BANAHME Ha 6e30MacHOCTb UK NpaBa CybbeKToB
WA Ha HaAEeXHOCTb U AOCTOBEPHOCTb AAHHbIX, MOAYYEHHbIX B XOA4€ KNMHUYECKOTO UCMbITaHUS;

14) "cnoHcop" o3HayaeT GU3MYECKOE NMLO, KOMMAHWUIO, MHCTUTYT WUAWU OpraHM3aumio, KoTopble
HecyT OTBETCTBEHHOCTb 3a MHULUMATUBY NPOBeAEeHMWA, ynpasieHWe M opraHM3aumio GpUHaHCMPOBAHMSA
KAMHWMYECKOro UCNbITaHNA;

15) I'MCC.I'Ie,,CI,OBaTel'Ib" O3Ha4yaeT ¢M3MHECKO€ MU0, OTBETCTBEHHOE 3a NposeaeHUe UCNbITAaHUNA B
mecTte npoBegeHnAa KAIMHNYECKOTO UCMbITaHUA;
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16) "rnaBHbIN UccnepoBaTenb" 03HaYaeT UCCNeAoBaTENA, ABAAIOLWErocA OTBETCTBEHHbIM INAEPOM
KOMaHAbl MccnegosaTtenei, KoTopble NPOBOAAT KAMHUYECKOEe ucCiefoBaHMe B MecTe nposedeHuA
KNMHUYECKOro UccieloBaHuns;

17) "cybbeKT" 03HauyaeT pusnyeckoe nL0, KOTOPOE y4acTBYET B KIMHUYECKOM UCMbITaHUK 1160 B
KayecTBe peuunueHTa Uccaeayemoro JeKapCTBeHHOro cpeactsa, AMBGO B KayecTBe NpeacTaBuUTens
KOHTPO/IbHOM rpynnbl;

18) "HecoBeplweHHONETHUI" o03Ha4YaeT cybbekTa, KOTOPbIA COMMAacHO 3aKOHOAATE/NbCTBY
3aMHTepecoBaHHOro rocyaapctea-dyneHa EC He pgoctur BospacTa JeecnocobHocTM Ans  gauu
MHPOPMUPOBAHHOTIO Cornacus;

19) "orpaHuyeHHO geecnocobHbIl cybbeKT" 03HauYaeT cybbeKTa, KOTOPbIM MO MHbIM NPUYNHAM, YEM
BO3pacT AeecnocobHocTM Ana  fJaym  MHOGOPMMPOBAHHOIO COrNacusi, He B COCTOSHMM  AaTb
MHPOPMUPOBAHHOE COr/lacMe B COOTBETCTBMM C 3aKOHOZATe/IbCTBOM 3aMHTEPECOBAHHOIO rocyAapcTBa-
yneHa EC;

20) "3aKOHHbIN NpeacTaBuTeNb" 03Ha4YaeT GpMU3MYECKoe UK IPUANYECKoe NNLO, OpraH, KOTOPbIN
COrNacHO 3aKOHOAATEeNbCTBY 3aMHTEPECOBAHHOIO rocygapcrea-yneHa EC ynosnHomoueH [AaBaTtb
MHPOPMUPOBAHHOE COrlacMe OT MMeHU cybbekTa, ABAAIWErocs OrpaHUYeHHO AeecrnocobHbIM UK
HEeCoBepPLIEHHOIETHUM;

21) "uHdopmmpoBaHHOE cornacue" o3HadyaeT cBoboaHoe U A06pOBONbHOE BONEN3bABAEHME HA
yyacTme B KOHKPETHOM K/IMHWMYECKOM WCMbITaHUM MOC/Ae NosyyeHUsa MHPopmaumm 060 BCex acnekTax
KAMHMYECKOro WCNbITaHWUA, KOTOpble OTHOCATCA K peleHuto cybbekTa 06 yyacTuu, Wau B Cayyae C
HecoBepLUEHHONETHUMMN U OrPAaHUYEHHO AeecnocobHbIMM CybbeKTaMu - paspelleHne uam cornacue ux
3aKOHHbIX NPeACTaBUTENIeN HA BKAKOUYEHME UX B KIMHUYECKOE UCMbITaHUE;

22) '"npoToKon" o03HayaeT [AOKYMEHT, KOTOpPbli OMNWCbIBAeT Ueau, NnaH, MeToA0/0ruio,
CTaTUCTMYECKME BOMPOCHI M OPraHM3aUMIo KAMHUYECKOTO MCNbITaHMA. TepMUH "npoTokon" BKAKoYaeT
nocneayloLlme Bepcum NPOTOKONAa U USMEHEHUA NPOTOKONA;

23) "6polutopa nccnegosatens' o3HavyaeT KOMMUAALMIO KIMHUYECKUX U HEKIMHUYECKUX SaHHbIX 06
nccaefyeMom IEKapPCTBEHHOM CPeLCTBE MW CPEACTBaX, KOTOPbIE MMEIOT OTHOLLEHME K UCCIeL0BaHMIO
CPeAcTBa UV CPEeACTB Ha N0ASAX;

24) "npou3BoAcTBO" 03HauyaeT MNOJIHOE WAM YacTMYHOE NPOM3BOACTBO, a TaKMKe pas/InyHble
npouecchl pacnpeaeneHus, yNakoBKM U MapKMPOBKK (BKtOYAA MacKMpoBaHUe);

25) "Hayano KAMHMYECKOro McnbiTaHMA" 03Ha4YaeT nepBoe AeNcTBME NO Habopy NoTeHUManbHbIX
CyOBEKTOB A/15 OTAE/IbHOMO KIMHUYECKOTO UCMbITaHWA, C/IM MHOE He ONpesiesieHO B MPOTOKOE;

26) "OKOHYaHME KIMHMYECKOTO UCMbITaHUA" 03HaYyaeT NnociegHuin BUSUT NOCAeAHEro CybbekTa unm
60n1ee No34HNN MOMEHT BPeMEHM, KaK onpeaesieHo B NPOTOKOeE;

27) IIp,OCIZ)O'~-IH0€ 3aBepweHne KainHn4yeckoro ncnbiTaHna" o3HavaeT npexaespemeHHoOe OKOH4YaHue
KNMHUYECKOTO UCMbITaHUA No 10601 npuynHe 0o yaoBneTBOpPeEHUA YC!'IOBVIVI, YKa3aHHbIX B MPOTOKONE,

28) '"BpemeHHOe npeKpalleHNe KAMHUYECKOro MUCMbiTaHUA" 03HayaeT npepbiBaHUe, He
npeaycMmoTpeHHOe MPOTOKO/NIOM MPOBEAEHUA KAMHUYECKOTO WCMbITaHWA, CMOHCOPOM C HamepeHuem
BO30DOHOBNEHUA;

29) '"mpMOCTaHOBNEHME KAMHUYECKOrO WCMbITaHMA" o0O3HayaeT npepbiBaHWME npoBeAeHUA
KJIMHUYECKOro UCNbITaHWA rocyaapcTBom-yieHom EC;

30) "Hagnexkallas KAMHUYecKas NpaKTUKa" o3HavyaeT cuctemy noApobHbIX STUHECKUX U HAyYHbIX



TpeboBaHMIl K pa3paboTKe, MPOBEAEHUIO, BbIMNOAHEHWUIO, MOHUTOPUHTY, ayauTy, BeAeHWIO 3anucei,
aHanN3y U OTYETHOCTU KAMHMYECKMX UCNbITaHMIA, obecneynBsalollyio 3awmuty npas, 6esonacHocTU U
61arococToAHNA CyObEKTOB, a TaKMe [A0CTOBEPHOCTb M HAZEMHOCTb AaHHbIX, MONYYEHHbIX B XOoAe
K/IMHUYECKOTO UCTbITaHUS;

31) "npoBepKa" 03HayaeT AENCTBUA KOMMETEHTHOro opraHa Mo npoBeAeHuto odpuLManbHOro
OCMOTPaA AOKYMEHTOB, MOMELLEHUI, 3anncein, MeponpuaTMin o obecrneyeHnto Kadyectsa 1 t0ObIX APYrmx
WMCTOYHUKOB, KOTOpPbIE€ MPU3HaHbl KOMMETEHTHbIM OPraHOM MMELMMM OTHOLIEHUE K KAMHUYECKOMY
WCNbITAHUIO M KOTOPble MOTyT HaxXxoAuUTbCA B MeCTe MNPOBEAEHMA KAMHUYECKOTO MCMNbITaHUS, B
NMOMELLEHUAX CMOHCOPA WAM WUCCNeAOBaTENbCKOM OpraHMsauMm MO KOHTPAKTY WAM B APYrux
yupexaeHusax, KoTopble opraH CYUTAET NoAsieKalMmmM NPOBEPKE;

32) "HerKenaTtenbHoe fABNeHMEe" oO3HayaeT fboe HebnaronpuaTHoe MeaMUMHCKoe cobbiTue,
npousollealiee c cybbeKToMm, KOTOpPbI MPUHMMAET NeKapCTBEHHOE CPeACTBO, U KOTOpoe Heobsa3aTelbHO
MMeeT NPUUYNHHO-CNEeACTBEHHYIO CBA3b C €r0 eYeHUEM;

33) "cepbe3Hoe HexKenatenbHoe sB/ieHMe" O3HauyaeT nboe HebnaronpuATHOE MeAMUMHCKOE
cobbITWe, KOTOpOe BHE 3aBUCMMOCTM OT [03bl JIEKAPCTBEHHOIO CpeacTBa TpebyeT rocnutanusaumu B
CTALMOHAp WAW MPOALJIEHUA CYLLECTBYIOWEN TOCMMTANM3aLMK, BbIPAXKAETCA B CTOMKOM WAM ABHO
BbIPAXXEHHOW WHBANMAHOCTM WAWU HETPYLO0CNOCOBHOCTM, MPUBOAUT K BPOXKAEHHOW aHOMaAUU WU
NMOPOKY Pa3BUTUSA, ABNAETCA KUSHEYTPOXKAIOLLMM UAN ABNAETCA MPUYMHOM HACTYNIEHUA CMEPTH;

34) "HenpeABuAEHHAA Cepbe3Hasn HexenaTeNbHasa peakuma' 03HaYaeT Cepbe3HYIo HeXKenaTeibHyo
peakuuio, NPUpPoaa, TAXKECTb UAM pe3yNbTaT KOTOPON He COOTBETCTBYEeT CrnpaBovyHOl MHOopMauMM no
besonacHoCTU;

35) "oTyeT O KAMHWYECKOM WCCNeAoBaHUMM" O3HayaeT OTYEeT O KAMHUYECKOM MCMbITaHWUM,
npeacTaBieHHbIM B dopmMaTe C BO3MOMKHOCTbIKO /IEFKOrO0 MOMCKA, MNOArOTOB/AEHHbIN B COOTBETCTBUM C
npunoxeHunem |, yactoio |, mogynem 5 Aupertusbl 2001/83/EC n conpoBoOXaaoWmMiA 3adBaeHNE Ha
Nnosy4yeHue paspeLleHna Ha MapPKETUHT.

3. Ona ueneit Hactoswero PernameHTa cybbekT, KOTOpbIM nognagaet nog onpeaeneHuve

"HecoBeplweHHoNeTHero" U1 "orpaHMYyeHHo AeecnocobHoro cybbekTa', cyMTaeTca OrpaHUYEHHO
AeecrnocobHbiM cybbeKkTom.

Cratba 3
O6Wmin NpuHUMN
KnnHuyeckoe ucnbiTaHne MoXKeT 6biTb NPOBEeAEHO TONbKO ECAMU:

a) npasa, 6e30MacHOCTb, AOCTOMHCTBO M 6/1arococToAHMe Cy6beKTOB 3alMLLEeHbl U MMeloT
NPUOPUTET Nepes, BCeMMU APYrMMU UHTEPECAMMU; U

b) oHO HanpaBneHo Ha NosyYeHWe JOCTOBEPHbIX U HAAENKHbIX AaHHbIX.
Mnasa Il. NIPOLUEOYPA ABTOPU3ALUU KNTUMHUYECKOTO UCNbITAHUA
CraTba 4
MpeaBapuTenbHan aBTopusauma

KAnHWMYeckoe wucnbiTaHMe NoANEeXUT Haquoﬁ M 3TUYECKOM JKCNnepTn3e wn aBToOpU3yeTCA B
COOTBETCTBMM C HACTOAWMM PernameHTom.
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DTnYecKaa SKCnNepTM3a  OCYWeCTBAAETCA  KOMWTETOM MO 3TUKe B COOTBETCTBUM  C
3aKOHOAaTeNbCTBOM 3aUHTEPECOBAHHOIO rocyaapcTea-vieHa EC. dKkcnepTnsa KOMUTETA NO STUKE MOXKET
BK/1lOMATb acneKTbl, paccmaTpuBaemble B YactTh | otyeTa 06 OuUEHKe ANA aBTOPM3aALUKN KIMHUYECKOTo
MCMbITaHWSA, KaK YKasaHO B cTaTbe 6, U paccmaTpmBaemble B Yactu |l gaHHOro otyeta 06 oueHKe, Kak
YKa3aHO B CTaTbe 7, COOTBETCTBEHHO A/ KaX40ro 3aMHTEpPEeCOBAHHOIO rocygapcraea-yaeHa EC.

locypapctBa-yneHbl EC AonKHbI 06ecneyYnTb COOTBETCTBME CPOKOB M NMpoLeayp 418 SKCNepTm3bl
KOMUTETOB MO 3TMKE CPOKam W npoueaypam, yKasaHHbIM B HacToAwem PernameHTte, ONA OLEHKM
3afABN1€HMA HA aBTOPM3ALMIO KNIMHUYECKOro UCNbITaHUA.

Cratba 5
MNopaya 3anBneHns

1. Ansa nonyyeHus aBTOpM3aLMM CMNOHCOP MNOA3eT 3aABOYHOE [OCbe B OnpeaefieHHble
3aMHTepecoBaHHble rocygapcTea-yneHbl EC yepes nopTan, yKasaHHbIl B cTaTbe 80 ('noptan EC").

CI'IOHCOp npeagnaraeT ogHo U3 rocygapcre-41eHoB EC B KauecTBe OTYETHOrO.

Ecnn pgpyroe 3aMHTEpEeCcOBaHHOE rocyaapcTeo-uneH EC, yem npeasoxeHHOe B Ka4eCTBe OTYETHOTO,
BbIPA3nT KenaHue OblTb OTYETHbIM rocygapcTBomM-yneHom EC mam ecnn npegnoxeHHoe B KayecTBe
OTYETHOro rocygapcTBo-yneH EC He KenaeT 6biTb TaKoBbIM, 06 3TOM HeobXxoAMMO YBELOMWTb BCe
3aMHTepecoBaHHble rocyaapcTBa-yneHbl EC yepes noptan EC He nosgHee Tpex AHeM nocne nogayu
3a8BOYHOrO AOCbe.

Ecnm ToNbKO 04HO 3aMHTEepecoBaHHOEe rocyapcTBo-YaeH EC nsbasnaer xenaHue bbiTb OTYETHbIM
rocygapCrtBOM-41EHOM EC nnam ecnm B KAMHUYECKOM UCMbITAHMMN y4aCTBYET TOJZIbKO OA4HO roCcyaapcreo-
uneH EC, To gaHHOe rocygapcCrso-4s1eH EC cTaHOBUTCA OTYETHbIM.

Ecan HWM oAHO 3aMHTepecoBaHHOe rocyfapcTBo-ysieH EC He U3bABUT KenaHUA ObiTb OTYETHLIM
rocygapctsom-yneHom EC, To otyeTHoe rocypapcteo-dneH EC gonHo 6biTb M36paHO NO cornaleHuto
MeXKAY 3aNHTEePEeCcOBaAHHbIMM rocygapctBammn-dneHamm EC c yueTom peKomeHaaLmMim, yKasaHHbIX B MyHKTe
"c" ctatbm 85 (2).

Echn mexkay 3amHTepecoBaHHbIMKM rocygapcTtBamu-yieHamm EC oTcyTCTBYeT cornaweHue, To
npeanoXKeHHoe rocyaapcrso-yneH EC cTaHOBUTCA OTYETHbLIM.

OT4yeTHOE rocyaapcrBo-4sieH EC ponkHo yBe4aOMUTb CMNOHCOpPa U Apyrne 3anmHTepecoBaHHble
rocygapcCrBa-y/1eHbl EC o cBoem CTaTyCe OTYETHOro 4yepes nopTtan EC B TeueHne wectun p,HE'ﬁ C AaTbl
npeacrtaBaeHnA 3aABOYHOIo AocChbe.

2. Mpn nopade 3aaBneHUA Ha NpPOBeAEHME KAMHMYECKOrO MCMNbITaHMA C HU3KOM CTeneHbto
BMmellaTe/1bCTBa, B KOTOPOM Uccneayemoe neKapCTtBeHHoe CpeacTtBo He UCNONb3yeTcA B COOTBETCTBUMK C
ycnosnaAmMmnm paspeweHnA Ha MapKeTUHr, HO WuCnojsib3oBaHMe [OaHHOrNo cpencrBa OCHOBAHO Ha
AO0Ka3aTtenbCrBax U NnoaaepKnBaeTcAa Ol'ly6}'IMKOBaHHbIMM HAay4YHbIMU OOKa3aTe/1IbCTBAMU O 6esonacHocTH
n 3¢¢EKTI/IBHOCTVI YKa3aHHOIo cpeacrtea, CNOHCOP npegsiaraet ogHO U3 3aNHTEPECOBAHHbIX NOCYyAapCTB-
yneHos EC, B KOTOPOM CpeacTBO UCMOJIb3YETCA Ha OCHOBE A0Ka3aTe/1bCTB, B Ka4eCTBe OTYETHOrO.

3. B TeueHune 10 gHel ¢ gatbl NoAaym 3assBOYHONO AOCbe OTYETHOE rocyaapcTBo-yneH EC gonxkHo
BaNMAMPOBATb 3asiBNEHME C YY4ETOM MHEHUMN ApPYrUX 3auMHTEepecoBaHHbIX rocyaapcre-yneHoB EC u
yBeAOMUTb CnoHcopa Yepes nopTan EC o cneayrowem:

a) noAnagaeT M KAMHUYECKOE MCMbITaHMe, O MPOBEAEHUN KOTOPOro nodaeTca 3asas/ieHue, nog
cdepy Aeincteua HactoAwero PernameHTa;

b) ABNAETCA /M 3aABOYHOE A0Cbe NOJIHbIM B COOTBETCTBMU C [NpunoxeHuem I.



3anHTepecoBaHHble rocyaapcTea-yneHbl EC moryT coobwutb oTyeTHOMY rocygapcray-uneHy EC
Ntobble MHEHUA OTHOCMTE/IbHO BaMAaLUMmM 3aaBAEHMA B TEYEHME CEMU AHEW C AaTbl NOAa4YM 3aABOYHOMO
Jocbe.

4. B chy4vae ecnm rocygapcteo-yneH EC He yBegOMMANO CMOHCOPA B TeYEHME CPOKA, YKA3aHHOIO B
nepsom noanaparpade naparpada 3, cunTaeTca, YTo KAMHUYECKOe UCTbITaHWE, B OTHOLLIEHUN KOTOPOTo
nogaetca 3afBieHWe, noanagaeTt nog chepy AeNCTBUA HAcToAwero PernameHTa M 3asBOYHOE [0CHE
CYNTaEeTCA NOJZIHbIM.

5. B cnyyae ecnm otyeTHoe rocyfapcteo-yneH EC ¢ yueTom MHEHUI APYrUX 3auHTEpPeCcOoBaHHbIX
rocygapcte-4sieHoB EC NpuxoauT K 3aKNOYEHMIO, YTO 33aABOYHOE A0Cbe ABAAETCA HEMOAHbIM UAWN YTO
KNMHUYECKOE MCMbITaHWE, B OTHOLIEHUM KOTOPOro NoAaeTcA 3adB/eHWe, He nognagaet nof coepy
OeWcTBUA HacToalero PernameHTta, OHO AO/MKHO coobwmTb 06 3TOoM cnoHcopy Yepes noptan EC u
npeaocTaBuTb CNOHCOPY 10-gHEBHbIN CPOK A1A KOMMEHTapUA 3aABAEHNA UAN AOMNOJHEHWUS 3aABOYHOIO
pocbe yepes noptan EC.

B TeueHMe NATU AHel ¢ AaTbl NOAYYEHNA KOMMEHTaPUEB UM NOJIHOTO 3aABOYHOIO A0Cbe OTYETHOE
rocygapcreo-yneH EC fo0MKHO yBEeAOMUTb CMOHCOPA O COOTBETCTBMM UM HECOOTBETCTBUU 3asBAEHUA
TpeboBaHMAM, YKa3zaHHbIM B NMyHKTax "a" u "b" nepsoro nognaparpada naparpada 3.

B cnyyae ecnm otyetHoe rocygapcteo-yneH EC He yBeAOMWAO CNOHCOPA B TeYeHWE CPOKa,
YKa3aHHOro BO BTOPOM nognaparpade, CYMTaeTca, YTO KAMHUYECKOE MUCMbiTaHWe noanagaet nog chepy
[encTBMA HacToAWero PernameHTa 1 3aABOYHOE A0CbEe CYMTAETCA MOHbIM.

B cnyyae ecnn cnoHcop He npeacTtaBu/l KOMMEHTapUM UAK NOJIHOE 3aABOYHOE A0Cbe B TeyeHue
CPOKa, YKa3aHHOIo B nepsom nop,naparpacbe, 3aAB/sieHNEe CHUTaETCA Hep,el\;ICTBMTeﬂbeIM.

6. [nAa uenelr HacTosAwWwel rnasbl AaTa, Korda cnoHcop 6bii1 yBeAOM/IeH B COOTBETCTBUU C
naparpadpamu 3 nam 5, cuMTaeTca AaTon BaAMAaUMK 3aABEHUA. B caiydae ecnm cnoHcop He yBeaoM/IeH,
AaToN BanMaaumm cymMTaeTcs NocieqHN AeHb COOTBETCTBYIOLLMX CPOKOB, YKa3aHHbIX B naparpadax 3 u
5.

CraTtba 6
OT1y4eT 06 OLEeHKe - acneKTbl YacTu |

1. OtyeTHOE rocygapcCrBo-4neH EC oueHunBaeT 3aaBneHNE B OTHOLIEHUM cneayrowmnx aCneKkTos:

a) ABNAETCA /AN K/NMHUYECKOE WCMNbITaHWE KAWMHUYECKMM MCMbITAHWEM C HU3KOW CTEneHbto
BMeLWaTeNbCTBa B C/y4anX, 3aAB/IEHHbIX CMOHCOPOM;

b) COOTBEeTCTBMA rnase V B OTHOLWEHUN CneaytoLLero:

i) npegnonaraemoro tepaneBTu4eckoro 3¢¢EKTa M Nonb3bl ANA 340P0BbA HACe/IeHUA, Y4UTbIBAA
BCe HmXecneaywlulee:

- XapakKTepPUCTUKN U 3HAHUA 06 ncenenyembixX 1€KapCTrBeHHbIX CPeacTBax;

- aKTYa/IbHOCTb K/IMHWUYECKOTO MCMbITaHUSA, BK/tOYas NPeACTaBAeHHOCTb NONYAALMN, NOANEKALLEN
JIeYEHUI0, TPYNnamu cybbeKToB, YYACTBYHOLWMX B KAMHUYECKOM WCMbITAHUM, WKW, €CIU HeT, TO
0bbAcCHEHWE W 06OCHOBaHMe, NpeAcCTaB/AAEMble B COOTBETCTBMM € nyHKTOm "y" naparpada 17
Mpunoxkenus | K HacTosleMy PernameHTy; COBPEMEHHbIN YPOBEHb HayYHbIX 3HAHWUI; PEKOMEHL0BAHbI
JIV UM Ha3HaYeHbl KIMHUYECKME UCTbITaHUA KOHTPOMPYIOWMMMN OpPraHamm, OTBETCTBEHHbLIMM 32 OLLEHKY
JIEKAPCTBEHHbIX CPEeACTB M aBTOPM3AUMI0O UX pPasMELLEHUA Ha PblHKe; U, rae npumeHumo, ntoboe
3aKkntoueHue MNeaunatpuyeckoro KomuTeta o MNaaHe nccnegosaHusa B negnatpun (PIP) B cooTBeTCTBUM C

PernamenTtom (EC) 1901/2006 Esponeiickoro napnameHta nam Cosera EC <*>;
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<*> PernameHT (EC) 1901/2006 Esponeiickoro napnameHnta n Coseta EC ot 12 aekabpa 2006 r. o
JIeKapPCTBEHHbIX CPeACTBaxX, NpegHasHa4YeHHbIX NS WCMONb30BaHWA B NeavaTpuu, U 06 U3MeHeHun
Pernamenta (E3C) 1768/92, OAupektusbl 2001/20/EC, Anpektusbl 2001/83/EC un Pernamenta (EC)
726/2004 (OX L378,27/11/2006, cTp. 1).

- JOCTOBEPHOCTb U HAaAEeXHOCTb AaHHbIX, NON1Y4e€HHbIX B XO04e KIMHNYeCKOro UcCnblTaHUA, C y4eToOmM
CTaTUCTUYECKMNX NoAxXoa08, N1aHa KTIMHUYECKOTO UCNbITaHUA U METOA0/I0ITMN, BKTIOYAA pasmMmep BbI60pKM
N paHOOMU3aUnIo, NnpenapaTtbl CPaBHEHUA U KOHEYHbIE TOYKW;

ii) pyckoB 1 Heya06CTB ANs CyObEKTA C Y4ETOM BCETO HUMKECIEAYIOLLENO:

- XapaKTEPUCTUK W 3HaHUK 06 MccnedyemblX NIeKApCTBEHHbIX CPeACTBax M BCMOMOraTeNbHbIX
NleKapcTBEHHbIX CpeacTeax;

- XapaKTEPUCTUK MHTEPBEHLMM MO CPABHEHUIO C OObIYHOM KIMHUYECKOM NPaKTUKOWM;

- mep 6G3OI'IaCHOCTVI, BK/1lO4aA NON10XKeHUA O mepax No CHNXKEHUIO PUCKa, MOHUTOPUHTe, OoT4yeTe No
6e30nacHOCTM 1 NAaHe no 6e3OI'IaCHOCTVI;

- PpWUCKa Aana 340poBbA CYG'bEKTa, Bbi3biIBaemMoro meamumHCKMM CoCToAHMemM, B OTHOLWUEHUU
KOTOPOro nccnenyetca nekapcreeHHoe Cpeacteo;

c) cooTtBeTcTBMA TpeboBaHMAM, KacaloWMMCA MNPOU3BOACTBA W  MMNOPTa MCCAedyemMbixX
NleKapCTBEHHbIX CPeACTB M BCMOMOraTe/lbHbIX /IeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B riase IX;

d) cooTBeTcTBUA TPEBOBAHNAM K MapKMPOBKeE, YKa3aHHbIM B rnase X;
€) NoJIHOTbI M COOTBETCTBUA BpOoLOPbI UCCneaoBaTeNs.

2. OTtyeTHoe rocygapctBo-usieH EC rotoBuT otyeT 06 oueHKe. OUEHKA acneKToB, YKasaHHbIX B
naparpade 1, coctaBnseT yacTb | oT4eTa 06 oLEeHKe.

3. OTyeT 06 OLeHKe AO0/MKEH coaep)KaTb OAHO U3 CAeAyIOLLMX 3aKAHYEeHNI Mo acnektTam vactu |
oTyeTa 06 ouEeHKe:

a) npoBeAeHWE KAMHUYECKOTO WCMbITaHMA JAONYCTUMO B CBeTe TpeboBaHWI HaCTOALLEro
PernameHra;

b) npoBegeHWe KAUMHUYECKOTO WCMbITaHMA AONYCTMUMO B cBeTe TpeboBaHUI HacToAWEro
PernameHTa, HO NPU YC/NIOBMM BbINONHEHMUSA CNELMaNbHbIX TpeboBaHWIN, OTAENbHO YKa3aHHbIX B 4aHHOM
3aKNHOYEHUU; UK

C) npoBeAeHWE KAWHUYECKOro WCMNbITaHUA HedonyCcTMMO B CBeTe TpeboBaHWMI HacCToALLEro
PernameHra.

4. OtyeTHOe rocyaapctBo-yneH EC npeactasnsnet yepes noptan EC 3aKkn0uUNTENbHYIO YacTb | oTYeTa
06 oLEeHKe, BKAtOYas 3aKI04YEHMNE, CMOHCOPY U APYIMM 3aUHTEPECOBAHHbIM rocyaapcTeam-yieHam EC B
TeyeHue 45 gHei ¢ AaTbl BaMgaumu.

5. AnAa KAMHUYECKMX UCMbITaHWI, BKAoYaowmx bonee yem ogHo rocyaapctso-yneH EC, npouecc
OLL@HKM COCTOMT U3 TPex 3Tanos:

a) aTan nepBOHAYa/ibHON OLEHKM, OCYLLECTBASEMbIA OTYETHbIM rocygapcTsom-yieHom EC B
TeyeHue 26 AHel ¢ AaTbl Baanaaunm;
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b) 3Tan KOOPANHUPOBAHHOTO PAaCCMOTPEHNA, I'IpOBOAVIMbIﬁ B TeyeHue 12 ,D,Heﬁ C AaTbl OKOHYaHUA
nepBoOHa4Ya/1IbHOro 3Tana OoueHKu, BKﬂPO‘-Ial'OUJ,MVI BCe 3auHTepecoBaHHble rocyaapcTea-yneHnbl EC;

C) 3Tan KOHCONMAALUMU, OCYLLECTBAAEMbI OTYETHbIM rocyaapcTsom-4ieHom EC B TeueHne cemu
AHel c AaTbl OKOHYaHMA 3Tana KoOoPAMHUPOBAHHOIO PAaCCMOTPEHMUS.

Ha sTane nepBoHa4YanbHOM OLEHKM OTYETHOE rocyaapcTeo-yieH EC noarotasansaeT NPoEKT 4acTu
| oT4eTa 06 oUEHKe U paccbliaeT ero BCeM 3aMHTepecoBaHHbIM rocyaapcrTeam-yneHam EC.

Ha »sTane KOOPOAUNHNUPOBAHHOIO pPaCCMOTpPEHNA BCe 3aMHTEpPeCOBaHHble TOCyaAapcCTBa-4YneHbl
COBMECTHO paCcCMaTpuBatoT 3aAB1EHNE, OCHOBbIBAACb HA MPOEKTE YacCTu | oTyeTa 06 OUEeHKe U aenAatca
MHEHUAMU OTHOCUTE/IbHO 3aAB/IEHUA.

Ha stane KoHconupauuu oTyeTHoe rocygapcTBo-yneH EC npu 3aBeplieHumM yactm | otyeta 06
OLEHKe YyYMUTbIBAET MHEHMUA OPYrMX 3auUHTEpPecOoBaHHbIX rocygapcre-yneHos EC 1 Begert 3anmcm o Tom,
KaKMmM 06pa3om yKasaHHble MHeHMA bblan paccmoTpeHbl. OTyeTHOe rocyaapcTeo-yneH EC npeacrasnser
OKOHYaTeNIbHYO YacTb | oT4yeTa 06 OUEHKE CMNOHCOPY U APYrMM 3aUHTEPECOBAHHbLIM FOCYAapPCTBaM-
yneHam EC B TeyeHMe CpoKa, yKasaHHOro B naparpade 4.

6. [lna ueneir HacTosiWel rnasBbl AaTa, HAa KOTOPYI OKOHYaTe/bHaa 4YacTb | otyeTta 06 ouEHKe
npeacraBneHa OTYETHbIM rocyaapctsom-yneHom EC  cnoHcopy ©  ApyrUM  3auMHTEpecoBaHHbIM
rocyaapcream-yneHam EC, cumtaeTca oT4eTHOW AaToM.

7. OTyeTHOE rocyaapcTBo-uneH EC Takske MOXeT NPOoANUTb CPOK, YKa3aHHbIN B naparpade 4, Ha 50
OHeW ANA KAWMHUYECKUX WUCMbITaHUM C MCNONb30BaHMEM WUCCNeAyeMOro NeKapCTBEHHOro Cpeactsa C
paclIMpeHHbIMKN TepaneBTUYECKUMM CBOMCTBAMM UM NEKAPCTBEHHOMO CPeACTBa, YKa3aHHOro B NyHKTe 1
MpunoxkeHuna K Pernamenty (EC) 726/2004, ana ueneit KOHCyabTaumMid € aKcnepTtamun. B takom caydae
CPOKM, yKa3aHHble B naparpadax 5 1 8 HacTosLLEN CTaTbU, NTPUMeHsoTcA mutatis mutandis.

8. B nepuoa mexay AaToi BaAMAaALMM U OTYETHOW AATOMN TONbKO OTYETHOE rocyaapcTeo-dnieH EC
MOXET 3anpalunBaTth AOMOJAHUTENbHYIO MHGOPMALIMIO OT CNOHCOPA, MPUHMMAN BO BHUMaHME MHEHMUSA,
yKa3aHHble B naparpade 5.

[na nonyyeHMa M pPacCMOTPEHUA TaKoW AOMNONAHUTENbHON MHPOPMaLMM OT CroHcopa B
COOTBETCTBUM C TPETbUM M YETBEPTLIM NoAnaparpadom, OTYETHOE rocyAapcTBo-yneH EC moxeT npoganTb
CPOK, yKa3aHHbI B naparpade 4, He 6onee yem Ha 31 aeHb.

CnoHcop nNpeAacTaBAsfeT 3aMnpoOLWeHHY0 OOMNONHUTENbHYIO MHOOPMALMIO B TEYEHME CPOKa,
yKa3aHHOro rocygapcrsom-yneHom EC, KOTopbIli He A0/KeH npeBbiwaTth 12 AHel ¢ AaTbl NOAYYeHUn
3anpoca.

Mocne noaydyeHusa AONOAHUTENbHOW WHOOPMaLMKM 3aMHTepecoBaHHble rocyaapcrea-uyneHbl EC
COBMECTHO PacCMaTpMBaloT BCHO AOMONHUTENbHYIO MHPOPMALLMIO, MPEACTAaBNEHHYIO COHCOPOM BMeCTe
C MepBOHaYaNbHbIM 3asBJEHMEM, W OOMEHMBAIOTCS MHEHWAMM OTHOCUTE/IbHO  3asAB/IEHMA.
KoopAMHMpOBaHHOE PAacCMOTPEHME OCYLLECTBASETCA B CPOK, He npesblwatowmin 12 aHeil ¢ MoMeHTa
NoJlyyeHUsa LONOSHUTENbHOW MHPOPMaUUN, U AanbHenwas KOHCOANAALMUSA NPOU3BOAMUTCA B CPOK He
6o/1ee cemu AHelN C MOMEHTa 3aBepLUEHUA KOOPAMHUPOBAHHOMO paccMoTpeHuA. Mpu 3aBepLIeHNM HacTu
| oTyeTa 06 OLEHKE OTYETHOE rocyAapcTBo-yneH EC yunTbiBaeT MHEHUA APYrMX 3anMHTEPECOBaHHbIX
rocyaapcrs-yneHos EC 1 BeZeT 3anMcKn 0 TOM, KakMm 06pa3om yKasaHHble MHEHWA BblAN PaCCMOTPEHbI.

B cnayyae ecan cnoHcop He MpeaocTaBuA AONONHUTENbHYIO MHOOPMALMIO B TeYeHMe CPOKa,
YCTaHOB/IEHHOrO OTYETHbIM rocydapcTBom-uneHom EC B coOTBeTCTBMM C TpeTbMm nognaparpadom,
3aAB/IeHNE CYUTAETCA HeAeNCTBUTEIbHbIM BO BCEX 3aMHTEPECOBAHHbIX rocyaapcreax-yneHax EC.

3anpoc 0 AONOAHUTENbHOW MHbOPMALMM WU AONOAHUTENbHAA WMHPOPMAUMA AOOMXKHbI OblTb
npeacrasneHbl Yepes noptan EC.


consultantplus://offline/ref=64359CFD18AFBCBD54466B7698366C11B0E294D67A6F94E516910CBCC53CC73C8208494AAF278Ag6i8J

Cratba 7
OT1ueT 06 oLeHKe - acnekTbl YacTtu |l

1. Kaskgoe 3anHTEepecoBaHHoe rocyaapcrso-yneH EC B OTHOLIEHMM CBOE TEPPUTOPMM OLleHUBAaET
3aAB/IeHNE OTHOCUTE/IbHO C/IeAYIOLMX acreKToB:

a) cooTBeTcTBME TPeboBaHUAM K MHOOPMUPOBAHHOMY COTIAacUIO, YKa3aHHbIM B rase V;

b) cooTBeTCTBME nNnopAaKa U YCHOBMVI BO3Harpa>xgeHma wanm KomneHcauun CY6'beKTaM B
COOTBETCTBUN C TpeGOBaHMHMM, YCTaHOB/NEHHbIMWU B InaBe V, a TaKXKe nuccneposatenamu;

C) cooTBETCTBME NOpAAKA N YCI0BUIA Habopa cybbekToB TpeboBaHNAM, yKa3aHHbIM B rnase V;
d) cooTsetcTBMe nonoxeHmam Aupektmsbl 95/46/EC;

e) cooTBeTCcTBUE CTaTbe 49;

f) cooTBeTcTBUE CTaTbe 50;

g) cooTBeTcTBME CTaThbe 76;

h) cooTBeTcTBME MpUMEHMMbIM NpasBuaam Mo cbopy, XpaHeHMo U Byayuiemy MCnoab30BaHUIO
bunonormyeckmx obpasLoB cybbeKkTa.

OueHKa acneKToB, YKa3aHHbIX B epBom noanaparpade, coctaBaset YacTtb |l otyeta 06 oueHke.

2. Kaxgoe 3amHTEepecoBaHHOE rocyaapctBo-yneH EC cocTaBasieT CBOKO OLLEHKY B TedeHue 45 aHen
C AaTbl BaAMaaumMmn M npeacraBaseT cnoHcopy yepes noptan EC yacTb |l otyeta 06 oueHKe, BKAOYas
3aK/iloYeHme.

Kaxpoe 3amHTepecoBaHHoe rocyaapcrtso-yneH EC mmeeT npaBo 3anpocuTb Yy CMNOHcopa Mo
060CHOBAHHbIM MPUUYMHAM AOMNOJAHUTENbHYIO MHGOPMALMIO B OTHOLIEHWUM acCMeKTOB, YKa3aHHbIX B
naparpade 1, TO/IbKO B TeYeHMe CPoKa, YKa3aHHOro B Nepsom nognaparpade.

3. [lnA nofy4eHns 1 pacCMOTPEHUSA 3aMnpoLLIeHHOM AONOAHUTENbHOW MHPOPMALIMK, YKa3aHHOW BO
BTOpOoM nognaparpade naparpada 2, OT CNOHCOPa B COOTBETCTBMM CO BTOPbIM W TPETbUM
nognaparpadpamu 3anHTepecoBaHHOE rocyaapcTBo-ynieH EC MoXKeT NpoanmnTb CPOK, YKa3aHHbIW B NepPBOM
nognaparpade naparpada 2, Ho He bonee Yem Ha 31 aeHb.

CnoHcop npeAcTaBAseT 3anpoLleHHY AOMNOAHUTENbHYIO WHGOPMaUMIoO B TeyeHue CPOKa,
YKa3aHHOro 3aMHTepecoBaHHbIM rocyaapcreom-yneHom EC, KOTopblit He Jo/XKeH nNpeBblwaTb 12 aHel ¢
[4aTbl NoAyYeHua 3anpoca.

Mocne nonyyeHWsa AONOMHUTENbHOW MHbOPMAUMM 3aMHTepecoBaHHoOe rocyaapcTso-uneH EC
3aBepLUaEeT CBOIO OLEHKY B TedeHUe He 6osiee Yyem 19 gHel.

B cnyyasax ecnm cnoHcop He npenocTaBAdeT AOMNOJHUTENbHYIO MHPOPMALMIO B TEYEHUE CPOKa,
YCTAaHOBNEHHOrO 3auMHTEepPecoBaHHbIM rocyaapcteom-uneHom EC B COOTBETCTBMM CO  BTOpPbIM
nognaparpadom, 3anBNeHUE CYMTAETCA HeLeNCTBUTE/IbHbIM B 3TOM 3aMHTEPECOBAHHOM rocyaapcTBe-
yneHe EC.

3anpoc o0 AONONAHUTENbHON MHGOPMALMU U AONOAHUTENbHAA MHGOPMALMA AOKHbI BbITb NOAAHbI
yepes noptan EC.

Cratba 8
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PelweHne 0 KNIMHNYECKOM UCNbITaHUN

1. Kaxkgoe 3amMHTEepecoBaHHOe rocyaapctso-yneH EC yBegomnaseT cnoHcopa Yepes noptan EC o6
aBTOPM3aLMN KIUMHMYECKOTO MCMbITaHUA Anbo o6 aBTopusauum nog ycaosuvem, nMbo o6 oTKase B
aBTOpPU3aLUMN.

YBegomneHue ocyuiecteaseTca B Gopme eANHONo peLleHmns B TeYeHMe NATU AHEeN C OTYETHOM AaTbl
WUAW C NOCneaHero AHA OUEHKM, YKAa3aHHOW B CTaTbe 7, B 3aBUCMMOCTM OT TOrO, KaKkaa AaTta HacTynuT
nosaHee.

ABTOpVI3aLI,MFI KMHUYECKOTOo ncnblTaHMA noa ycaosmem orpaHMYMBaETCA yCnoBUAMKN, KOTOPbIE NO
csoel npupoae He MmoryT ObITb BbIMNO/NHEHbI B MOMEHT TaKOM aBTOpu3auunn.

2. B cnyyae ecnu 3aknoueHMeM OTYETHOrO rocygapctea-yneHa EC B oTHoweHUKW Yyactu | otyeta 06
OUEeHKe ABNAAeTCA 3aK/Ilo4eHune O TOM, 4YTO nposegeHune KAUMHUYECKOTro UCNbITaHMA A0NYyCTUMO WU
AONYCTUMO MpPU COBNIOAEHUN CNELMABbHDBIX YCIOBUIA, TO TaKOE 3aK/OYEHME CYUTAETCA 3aKAIOUYEHMEM
3anHTEepecoBaHHOro rocygapcrea-yneHa EC.

HecmoTps Ha MonoMKeHWa nepsoro nognaparpada, 3amMHTepecoBaHHoe rocyaapcrso-yneH EC
MOXET He COrNacuUTbCA C 3aK/Il0YeHMEM OTYETHOrO rocyaapcrea-yneHa EC B oTHoweHun yactm | otyeTta 06
OLEHKE TONIbKO MO CAeAYIOLIMM OCHOBaHUAM:

a) €CJIM OHO COYTET, YTO NPN y4aCTnn B KIMHNYECKOM UCNbITaHUN CY6'beKT noNny4ynT neyeHue 6onee
HU3KOro Ka4yecTtBa, Yem B 06bIYHOW KNIMHNYECKOM NPaKTUKe B 3aUHTEPECOBAHHOM roCcyapcCTBe-4ieHe EC;

b) HapyweHne HauMOHaIbHOIo 3aKOHO4aTe/N1bCTBa, KaK YKAa3aHO B CTaTbe 90;

C) 3amevyaHua OTHOCUTENbHO 6e30MacHOCTU CybbeKTa U AOCTOBEPHOCTU U HAAEKHOCTU AaHHbIX,
npeacTaB/ieHHbIe B COOTBETCTBUM € naparpadamm 5 nam 8 ctatbm 6.

B cnyyae ecnm 3anMHTepecoBaHHOe rocygapcrso-yneH EC He cornacutcA € 3akaoveHuMem no
OCHOBAHMAM, YKasaHHbIM BO BTOPOM nognaparpade, OHO CoobWAeT O CBOEM Hecornacum c
npegocrasneHnem noapobHoro obocHoBaHMA, 4epe3 noptan EC EBponeickoit Komuccuu, BCEM
rocygapcrsam-dneHam EC n cnoHcopy.

3. B cnyvae ec/iv B OTHOLWIEHMM BOMPOCOB, PAacCMOTPEHHbIX B 4acTu | oTyeta 06 oOUEHKe,
KNMHWYECKOE WCMbITaHWe AOMYCTUMO WAWM AOMNYCTUMO Npu COBMOAEHUM CreumanbHbIX YCAOBUM, TO
3aMHTepecoBaHHOe rocyaapcTeo-yieH EC BKAKOYAET B CBOE pelleHne 3aKatoueHune no Yactu |l otyeta o6
oueHKe.

4. 3anHTepecoBaHHoOe rocyaapcTeo-yneH EC oTKasbiBaeT B aBTOPU3ALLUM KIMHUYECKOrO UCMbITaHUA,
€C/1IM OHO He COMNacHO C 3aK/lo4eHMeM OTYETHOrO rocyaapcTea-yaeHa EC B oTHOLWeHUKW YacTu | oTyeTa 06
OLEeHKe no Ntobomy M3 OCHOBaHUI, yKa3aHHbIX BO BTOpoM nognaparpade naparpada 2, nam ecnm oHo
060CHOBAHHO NPUAET K BbIBOAY O HECOOTBETCTBMM acneKToB 4YacTu Il oTyeTa 06 oueHKe, UK B cayyae
€C/IM  KOMUTET MO STUKe Bblga/a OTpuUUATEe/IbHOE 3aK/lYeHMe, KOTopoe B COOTBETCTBUM C
3aKOHOAATeNbCTBOM 3aMHTEPECOBAHHOIO rocygapcTea-yuneHa EC penctByeT Ha TeppuTopuM BCErO
rocygapcrea-uneHa EC. [aHHoe rocypapctso-uneH EC goskHo obecneunTb npouenypy o6rkanoBaHus
TaKOro OTKasa.

5. B cnyyae ecau 3aKn04EHUEM OTYETHOIO rocy4apcTBa-yaeHa EC B oTHOWweHUK YacTu | oTyeTa 06
OLUEHKe ABNAETCA 3aK/II04EHNE O TOM, YTO K/IMHNYEeCKOoEe UCNbITaHWE HeEAOMNMYCTUMO, TO TaKOe 3aK/1Ilo4eEHNE
CYUTAETCA 3aK/N1I04HeHNEM BCeX 3anUHTepeCOBaHHbLIX rOCYydapCTB-4/1€HOB EC.

6. B CNly4ae eCnn 3aunHTepecoBaHHOE rocyaapcrBo-4vieH EC He yBeJOMUNIO CNOHCOPa O CBOeEM
peweHnn B Te4eHne COOTBETCTBYHOLWMX COPOKOB, YKa3aHHbIX B naparpacbe 1, TO 3aKNO4YEHME B OTHOLLUEHUN



yactu | otyeTa 06 OLEHKe CYMTaeTCA pelleHnem 3anMHTepecoBaHHOro rocygapcrea-yneHa EC no 3asaBke Ha
dBTOPU3aUNIO KTNMHNYECKOTO UCNbITaHWUA.

7. 3auHTepecoBaHHble rocygapctBa-yneHbl EC He [0/XKHbI  3anpawmBaTtb Yy CNOHCOpaA
AOMONIHUTENIbHYI0O MHPOPMALIMIO OTHOCUTENIbHO acneKToB 4Yactu | oTyeTa 06 OLEeHKe nocne oTYeTHOM
AaTbl.

8. Ona ueneit HacToslWel rnaBbl AaTOM YyBEAOMIEHMA CUYMTAETCA AaTta, Koraa CrnoHcop 6bin
YyBEe4OM/IEH O pelleHnm, ykasaHHOM B naparpade 1.

9. ECM HY 0AMH CYOBEKT HE MPUHAN Y4acTUs B KJIMHMYECKOM UCMbITaHUM B 3aMHTEPECOBAHHOM
rocygapcree-uneHe EC B TeueHue AByX N1eT ¢ AaTbl aBTOPU3ALLUN, aBTOPM3aLMA NPEKPALLAET AENCTBUE B
OaHHOM 3auMHTepecoBaHHOM rocygapctee-dyneHe EC, ecan TonbKO Mo 3anpocy crnoHcopa He 6bino
0A06peHo ee NpoaJsieHne B COOTBETCTBMM C NpoLeaypol, yKkasaHHoM B rnase lll.

Cratba 9
Jlvua, oueHmnBalowme 3aaBneHne

1. TocymapcTtBa-yneHbl EC rapaHTUpyYlOT, 4TO AMUQ, OLEHMBAKOLWME 3aAaB/IEHME, He MMEIT
KOHGNMKTA MHTEpPecoB, HEe3aBMCMMbI OT CMOHCOpPAa, MeCTa MPOBeAEeHUS KIAMHUYECKOro MUCMbITaHUSa U
YYACTBYIOWMX UCCaenoBaTeNe, OT uL, PUHAHCUPYIOLMX NpOBeAeHUE KAMHMYECKOTO WUCMbITaHWS, a
TaK»e cBO6OAHbI OT /IIOOOro HEHAA/IEKALLETO B/IUAHUS.

Ona obecneyeHns He3aBUCUMOCTU U NPO3Pa4YHOCTN TOCyAapCTBa-4/1€HbI EC  pomKHbI
rapaHTUpoBaTb, 4YTO /ZiMUa, NPUHUMaAOUWME 3aABIeEHNE U OUeHUBaAKOWMNE ero OTHOCUTE/IbHO aCNEKTOB
yactn | n Il otyeTa 06 OLLeHKE, HE UMEIOT d)MHaHCOBOVI WU INYHOM 3aNHTEPECOBAHHOCTU, KOTOPaA morna
6bl NOBANATL Ha UX 66CI’IpMCTpaCTHOCTb. YKa3zaHHble nnua OO/TKHbI eXKeroaHo noaasaTb AeKnapauyuto o
cBOeMm y4yactnu B (I)MHaHCMpOBaHVIM KanuTa/IoBNOKEHN.

2. TocypapctBa-uneHbl EC AonKHbI 06ecneymTb COBMECTHOE MPOBeAEHME OLEHKM PasyMHbIM
KOJIMYECTBOM JIMLL, KOTOPblE COBMECTHO 061a4atoT Heobxoaumoit KBannduKaLmeint 1 onbIToOM.

3. B oueHKe A0/1KeH y4acTBOBaTbh KaK MMHMMYM OAUH HecneLnaancr.
Cratba 10
CneumanbHble NONOXKEHNA ONA YASBUMbIX NONYNALUIA

1. B CQly4ae ecnu Cy6'beKTaMVI ABNAKOTCA HecoBepLEHHONETHHUE, HGO6XOAMMO paccmaTpunBaTb
OUEHKY 3aAB/IEHNA HAa aBTOPUN3aUUNIO KTNMHUYECKOTO UCNbITaHNA Ha OCHOBE ﬂeAManMHECKOVI IKCNepTn3bl
UM nocne KOHCynbTaunm Nno KAMHNYECKUM, STUHECKUM U NMCUXOCOUMNONTOTMYECKNM npo6nemaM B obnactu
neanatpumn.

2.B CNny4vyae ecnu Cy6'beKTaMM ABNAKOTCA OrpaHN4YeHHO ,u,eecnoco6Hb|e, HeO6XO,CI,MMO PaCCMOTPETb
OUEHKY 3aABJIeHMA Ha aBTOPU3aUUNIKO KAUMHUYECKOro UCnbiTaHMA HaA OCHOBE 3KCNEPTU3bl B obnactu
COOTBGTCTBWOLLI,GVI 60n€e3HN U paCCManMBaeMOﬁ nonynaumm nauymeHToB Uan nociae KOHCynbTauun no
KTNMHNYECKUM, 3 TUHECKUM U NMCUXOCOUNONOTUHECKMM BONPOCam B obnactu COOTBETCTByiOLLI,Eﬁ 60ne3HN U
paCCManMBaeM0ﬁ nonynaunMn naymeHTos.

3. B cnyyae ecnm cybbekTamu ABNAIOTCA GepemeHHble M KOpMALME KEeHLWMHbI, HeobXxoanmo
PaccMOTPETb OLEHKY 3aABAEHMA Ha aBTOPM3aLMIO KAMHMYECKOro UCNbITaHUA Ha OCHOBE 3KCMepTU3bl B
06/1acT  COOTBETCTBYIOLWMX COCTOAHMI M NONyAsuMM, NpPeacTaBAEHHOM paccMaTpPUBaeMbIMK
cybbekTamu.



4. Ecnv cornacHo NPoTOKOY KIMHUYECKOE UCMbITAaHUE BKAKOYAET y4acTue cneunanbHbIX rpynn uam,
rgoe 3To NPUMEHMMO, NoArpynn cybbekToB, 0coboe BHUMaHME HEOBXOAMMO YAENUTb OLLEHKE 3anaBAeHUA
Ha aBTOPM3aLMIO [AHHOIO KAMHMYECKOrO MCMbITAHWMA Ha OCHOBE 3KCMepTU3bl  MNONyAAuuM,
npeacTaBNeHHOM paccMmaTpuBaeMbiMKn CybbeKkTaMu.

5. B ntobom 3asaBfeHUM Ha aBTOPU3ALMIO KAMHUYECKOTO MCMbITaHWA, YKa3aHHOro B ctatbe 35,
HeobXo0AMMO PacCMOTPETb 06CTOATEIbCTBA NPOBEAEHUA KINHNUYECKOTO UCMbITaHUS.

Cratba 11

Mopgaua M oLeHKa 3asBNAEHNN, COAEP KALLMX TOIbKO acneKTbl
yactu | uam vactum |l otyeta 06 oueHKe

Mo Tp86OBaHMI'O CMOHCOpPa 3aAB/1IEHNE Ha aBTOPU3aUUNIO KIMHNYECKOro ncnbitTaHMA, ero oueHka 1
3aK/Tl04EHNE MOTYT 6bITb OrpaHun4yeHbl TOZIbKO aCnekKTamMun 4actum | oTyeTa 06 OLEeHKe.

Mocne yBegoMieHMA O 3aK/KOYEHUM MO acnekTam 4YacTu | oTyeTa 06 OUEHKe CMOHCOpP B TeYeHUue
[ABYX IET MOXKET 06paTUTLCA 33 aBTOPM3aLMEN, BK/HOYAIOLLEN TO/IbKO acneKTbl YacTu |l oTyeTa 06 oueHKe.
B AaHHOM 3aAB/IEHUWN CMIOHCOP AEKNAPUPYET, YTO MY HEM3BECTHO O KaKoM-11Mbo HOBOM CyLLECTBEHHOM
MHbOPMaUuK, KoTopasa Mmorna 6bl NOBAUATL HA BaAMAHOCTb KaKoro-1Mbo NyHKTa NOAaHHOMO 3asaB/IeHUs
no acnekTam 4yactu | otyeTa 06 oueHKe. B 3Tom ciyyae Takoe 3aAB/IEHME OLLEHMBAETCA B COOTBETCTBUM CO
CTaTbel 7, 1 3aMHTepecoBaHHOe rocyaapcTeo-yneH EC yBegomIAET O CBOEM PeLLEeHUN MO KAUHUYECKOMY
MCMbITaHWIO B COOTBETCTBUM CO cTaTben 8. B rocygapcrBax-uneHax EC, B KOTOPbIX CNOHCOP He obpallaeTcs
3a aBTOpM3auUMeEl, BK/IOYAlOWEN TOJIbKO acneKkTbl Yactu |l oTyeTa 06 OuEHKe B TeyeHWe AByX JIeT,
3anB/eHMe, CoAepKalllee TO/IbKO acneKTbl YacTu | oTyeTa 06 OUEHKE, CYMTAETCA HeAEeNCTBUTEIbHbIM.

Cratbna 12
OT3bIB

CnoHcop MOXKeT 0TO3BaTb 3aAB/leHMe B Noboe Bpems A0 OTYETHOW AaTbl. B Takom ciyyae
3asB/IEHNE MOKET BbITb 0TO3BAHO TOJIbKO B OTHOLLEHWM BCEX 3aMHTEPECOBAHHbIX rocyaapcTe-uieHos EC.
O npuyMHax oT3biBa HEO6X0ANMO cO0bLWNTL Yepes nopTan EC.

CraTbAa 13
MNosTopHaa nogaya

Hactoswasa rnaBa npumeHsetca 6e3 ywepba Ona BO3MOXKHOCTM CMOHCOpPa MNocne OTKasa B
aBTOpU3aLUMM WM OT3blBa 3aABJEHMA MOBTOPHO MNOAATb 3asB/ieHME Ha aBTopusauuio B Aoboe
3aMHTepecoBaHHoOe rocyfdapctBo-yneH EC. 3To 3aABleHME CUYMTAeTcsd HOBbIM 3asAB/EHMEM Ha
aBTOPU3aLMIO APYroro KAMHUYECKOTO UCMbITaHUA.

Cratbsa 14

Mocneaytolee BCTynieHWe 3aUHTEPECOBaHHOMO
rocypapcrea-uneHa EC

1. B ciyyae eciv CMOHCOP M3BbABWUT KesaHWe PacnpoCcTpaHMTb aBTOPM30BAHHOE KAMHWYECKOe
ncnbiTaHWe Ha apyroe rocyaapcteo-uneH EC ("gononHuTtenbHoe rocyaapcteo-yneH EC'), To oH nogaer
3aABOYHOE A0Cbe B AaHHOe rocyaapcTeo-usieH EC yepes noptan EC.

3aABOYHOE O0OCbEe MOXKeT 6bITb npeacraBneHoO TONbKO Nocne AaTbl yBeAOM/IEHUA O peleHnn no
nepBOHaqaanoﬁ aBTOpu3auunn.



2. OTYeTHbIM rocygapcTBom-yneHom EC no 3asBoYHOMY J0Cbe, yKazaHHOMY B naparpage 1, byget
rocyaapcrso-yneH EC, aasioLieeca oTYeTHbIM B NepBOHaYaibHOM Npoueaype aBTopusaumm.

3. [JononHuTenbHoe 3auvHTepecoBaHHOe rocyAapcteo-yneH EC yBegomnaer cnoHcopa uvepes
noptan EC B TeyeHme 52 gHel c gaTbl NOAAYM 3aABOYHOrO A0CbE, yKa3aHHoOro B naparpade 1,
nocpeAcTBOM eAMHOro peleHna 06 aBTopu3auMU KIMHMYECKOTO WUCMbITaHMA MAW aBTOPM3aALMK Moj,
ycnoBuem, nam ob oTkase B aBTopum3salmu.

ABTOpPM3aLMA KAMHUYECKOTO UCMNbITAHMA NOA4 YCNOBUEM OrpPaHNYNBAETCA YCAOBUAMMU, KOTOPbIE MO
cBoel npupoae He MmoryT ObITb BbIMNO/NHEHbI B MOMEHT TaKOM aBTOpuU3auunn.

4. B cnyyae ecnu 3aKk0HeHnem oTYeTHOro rocyaapcrea-uneHa EC B oTHoweHMM Yactu | otyeta 06
OLEeHKe fABNAETCA 3aK/Jlo4YeHWe O TOM, YTO NpoBedeHUE KAMHUYECKOrO MUCMbITaHUA A0NYCTUMO WM
JOMYCTUMO Mpu coBI0AEHNN CrielmanbHbIX YCI0BUIM, TO TaKoe 3aK/I0UYEHUE CYMTAETCA 3aK/aloveHnem
[OMOJIHATENBHOIO 3aUHTEPECOBAaHHOIO rocyaapcrea-uneHa EC.

HecmoTpa Ha nonoxeHws nepBoro nognaparpada, AONOAHUTENbHOE 3auHTepecoBaHHoOe
rocygapcteo-yneH EC mMoKeT He cornacuTtbCa C 3aKAYeHMeM OTYETHOro rocygapcrea-yneHa EC B
OTHOLUEHWM YacTu | oTyeTa 06 oLLeHKe TONbKO MO CAeAyHOLMM OCHOBAHUAM:

a) ec/I OHO COYTET, YTO NPU YHACTUU B KIMHUYECKOM UCMbITaHUM CYBBEKT NoyunT feveHune 6onee
HW3KOro Ka4yecTsa, Yem B 06bIYHOM KNMHMYECKOM NPaKTMKe B 3aUHTEpecoBaHHOM rocyaapctee-uneHe EC;

b) HapyweHne HauMOoHaIbHOIo 3aKOHO4aTe/1bCTBa, KaK YKAa3aHO B CTaTbe 90;

C) 3amevyaHuna OTHOCUTENbHO 6e30MacHOCTM cybbeKTa M AOCTOBEPHOCTU U HAAEMKHOCTM AaHHbIX,
npeacTaB/ieHHble B COOTBETCTBUM € naparpadamu 5 nam 6.

B cnyyae ecan [onoaHUTENbHOE 3aMHTepecoBaHHOe rocypapcreo-yaeH EC He cornacutea ¢
3aK/I0YEHMEM MO OCHOBAHMAM, YKa3aHHbIM BO BTOPOM Mognaparpade, OoHO coobwaeT O CBOEM
Hecor/siacuun ¢ npegocTasaeHMem nogpobHoro obocHoBaHUsA, Yepes noptan EC EBponelickoin Komumccuuy,
BCEM rocyaapcteam-yneHam EC u cnoHcopy.

5. C AaTbl N04auM 3aABOYHOTO A0CbE, YKa3aHHOM B naparpade 1, 1 3a NATb 4HEl 40 AaTbl OKOHYAHUA
CPOKa, yKasaHHoro B naparpade 3, 4OMNONAHUTENbHOE 3aMHTEPECOBAHHOE rocyaapcTBo-yieH EC mosket
Co0bLWNTb OTYETHOMY rocyaapcTBy-yneHy EC n ApyrMm 3aMHTepecoBaHHbIM rocygapcrsam-yneHam EC
Ntobble MHEHWA OTHOCUTE/IbHO 3aAaBAeHUA Yepes nopTtan EC.

6. C AaTbl NogayM 3asBOYHOIO A0Cbe, yKasaHHOW B naparpade 1, M A0 AaTbl OKOHYAHWUA CPOKQ,
yKa3aHHoro B naparpade 3, 4ONoHUTENbHOE rocyAapcTBo-yneH EC MOKeT 3anpocuTb LONOSHUTENbHYIO
MHGOPMALMIO OT CNOHCOPA, KACAKOLLYHOCS acneKToB YacTh | otyeTa 06 ougeHKe, C yYyeTomM coobparkeHuit,
yKa3aHHbIX B naparpade 5.

[NnA nonyyYyeHUs U paccMOTPEHUA yKasaHHOW LONOSHUTENbHOW MHPOPMaLMK, NPesoCTaBAeHHOM
CMOHCOPOM B COOTBETCTBUM C TPETbUM U YETBEPTbIM Nognaparpadamm, oTYETHOE rocyaapcTeo-dieH EC
MOXeT NPOANUTb CPOK, YKa3aHHbIN B nepBom nognaparpade naparpada 3, Ho He 6os1ee yem Ha 31 AeHb.

CnoHcop npeAacTaBAsfeT 3aMnpoOLWeHHY0 AOMNOAHUTENbHYID MHOOPMALMIO B TEYEHME CPOKa,
YCTaHOB/IEHHOrO OTYeTHbIM rocyaapcTsom-uneHom EC, He npesblwatowero 12 gHeln ¢ MOMeHTa
noay4YeHua 3anpoca.

Nocne nonyyeHun ,CI,OI'IOI'IHMTEHI:HOVI MHd)OpMaLl,MVI AONO/IHUTE/IbHOE  3aUHTepecoBaHHOE
rocygapcCreo-4sieH EC BmecTe ¢ APYTMMU 3anHTEPECOBAHHBbIMU TOCYydapCTBaMUN-Y/1€HaMU EC coBmecTHO
paccmaTpuBaloT  AONOJIHUTEJIbHYIO I/IHd)OpMaLI,I/II-O, npenocrtaB/ieHHYKO  CnNOHCOpOM, Bmecte C
nepBoHa4vYasibHbIM  3aABNEHUNEM U 0OMEHMBAOTCA MHEHUSMU O 3aAB/IEHUM. KOOp,D,I/IHI/IpOBaHHOe
paccmoTpeHne OocCyulwecTsiAaAeTcA B CPOK, He I'IpeBbILLIaIOIJJ,VIl‘/JI 12 ,CI,HEIZ C MOMEHTa noayvYeHumA



AOMNOIHUTENbHOM MHbOPMaLUK, N AanbHeNaa KOHCOANAALUMA NPOM3BOANTCA B CPOK, He Bonee cemu
AHel C MOMEHTa 3aBepLIeHNsA KOOPAMHUPOBAHHOIO paccmoTtpeHua. Mpu 3aseplueHum Yactm | otyeta 06
OLEeHKe OT4yeTHoe rocygapcTBo-yseH EC yuyuTbiBaeT MHEHUA APYrMX 3anMHTEepPeCcoBaHHbIX roCyAapcTB-
yneHoB EC 1 BegeT 3anucu o Tom, KakKMM 06pa3om 3T MHEHMUA BblIM PACCMOTPEHDI.

B cnyyae ecnn cnoHcop He NpeAacTaBui AOMOJHUTENbHYIO MHPOPMALMIO B TEeYEHWE CPOKa,
YCTaHOBJIEHHOTO OTYETHbIM rocyAapcTBom-yieHom EC B COOTBETCTBMM C TpeTbMm nognaparpadom,
3anB/I€HNE CYMTAETCA HeAeNCTBUTE/IbHbIM B AOMO/IHUTE/IbHOM 3aUHTEPECOBAHHOM rOCyAapcTBe-yY/ieHe
EC.

3anpoc o AONOAHUTENbHOW MHGOPMALMKM WM AONOAHUTENbHAA WMHPOPMAUMA AOMXKHbI ObiTb
npeacrasneHbl Yepes noptan EC.

7. JononHuTenbHoe 3aMHTepecoBaHHOe rocyaapcTeo-yneH EC oueHMBaeT B OTHOLIEHMU CBOEW
Tepputopumn acnektbl Yactn |l otyeTa 06 oueHKe B TeyeHWe CPOKA, YKasaHHoro B naparpade 3, u
npeacTasaseT cnoHcopy vyepes noptan EC yacTb Il otyeTa 06 oueHKe, BKAKOYAA 3aKA04eHME. B TeueHune
S3TOr0 CpOKa OHO MOXKET 3anpocuTb Yy CNOHCOpa NO OB6O0CHOBAHHbLIM NPUYMHAM [OMNOJHUTENbHYIO
MHPOPMALMIO B OTHOLLEHWN acneKToB YacTu |l otueTa 06 oLeHKe No Mmepe TOoro, HAaCKO/IbKO 3TO KacaeTcA
ero TeppuTopuUn.

8. [lnA nony4yeHUs n pacCMOTPEHUA AONOJAHUTENbHON MHGOPMALMKM, YKa3aHHOW B Maparpade 7,
NpeaocTaBNeHHOM CMNOHCOPOM B COOTBETCTBMM C TPETbMM U 4YeTBepTbiM nognaparpadpamu,
OONONHUTEeNIbHOE 3auHTepecoBaHHOEe rocyfapctBo-yneH EC moxkeT npoasnTb CpPOK, YKasaHHbIA B
naparpade 7, Ho He bonee yem Ha 31 aeHb.

CnoHcop npeAacTaBsfeT 3anpoLWeHHY0 OOMNONHUTENbHYIO MHOOPMALMIO B TEYEHME CPOKa,
YCTaHOB/IEHHOrO AOMNOJIHUTE/IbHbIM 3aMHTEPECOBAHHbIM rocyaapcTBom-uneHom EC, He npesbillatoLLEro
12 aHel ¢ MOMeHTa Noay4YeHMA 3anpoca.

Mocne nonyyeHua AONONHUTENBHOW WHOOPMAUMM 3aMHTEpPECcOBaHHOE rocyaapcTBo-yneH EC
3aBepLUAET CBOK OLEHKY He no3aHee 19 aHell.

B cnyyae ecnn cnoHcop He MNPeACTaBuUA LOMNOAHUTENbHYI0 WHGOPMALMIO B TEYEHWE CPOKa,
YCTaHOB/IEHHOTO AOMNOJ/IHUTEIbHBIM 3aMHTEPECOBaHHbLIM rOCyAapcTBOM-YaeHom EC B COOTBETCTBUM CO
BTOpPbIM  noanaparpadom, 3aABlEHME  CYMTAETCAs  HeaeNCTBUTENbHbIM B AOMNONHUTE/NbHOM
3aMHTepecoBaHHOM rocygapcree-uneHe EC.

3anpoc O AONONHUTENbHOM MHOOPMALMM M AONOAHWUTENbHAA WMHOOPMAUMA [OMKHbI 6biTh
npeacrTasneHbl yepes noptan EC.

9. B cnyyae ecnv B OTHOLWIEHMM acneKkToB YacTh | otyeTa 06 oueHKe NpoBefeHUe KIMHUYECKOTO
NCNbITaHUA JONYCTUMO MAK JONYCTUMO NpuU cOBA0AEHMM CNEUNabHbIX YCI0BUIA, TO AOMNOHUTENbHOE
3aMHTEepecoBaHHoe rocygapcteo-ynieH EC BKIOYAEeT B CBOE pelueHue 3akatoyeHure no vactu |l otyeta o6
oLeHKe.

10. [dononHuWTenbHoe 3auMHTepecoBaHHOe rocyfapcTBo-yneH EC OTKasbiBaeT B aBTOpU3auumu
KAMHMYECKOro MCMbITaHUA, €C/IM OHO He COFNAcHO C 3aKNoYeHMeM OTYETHOro rocyaapcrea-yneHa EC s
OTHOLUEeHMM YacTu | oTyeTa 06 oueHKe no N0boMy U3 OCHOBAHMUIA, YKa3aHHbIX BO BTOPOM nognaparpade
naparpada 4, nan eciv oHo 060CHOBaHHO MPUAET K BbIBOAY O HECOOTBETCTBMM acMeKToB YacTu Il oTyeTa
06 OUEHKe, AN B C/ly4ae ecnuM KOMUTET MO 3TUKE Bbl4a/l OTpULATE/IbHOE 3aK/loyeHue, KoTopoe B
COOTBETCTBMM C 3aKOHOAATE/NbCTBOM AOMNOJ/IHUTE/NIbHOMO 3aMHTEPEeCcOBaHHOro rocygapcrea-yneHa EC
OeNCTByeT Ha TeppuTopuM Bcero rocygapctBa-yneHa EC. [aHHoe rocyaapcTBo-uneH EC posxHO
obecneunTb NpoLeaypy 063KanoBaHNA TaKOro OTKa3a.

11. B cnyyae ecnu goONOSIHUTENIbHOE 3aMHTEpecoBaHHOe rocy4apcTBo-yaeH EC He yBeaomunno
CMOHCOpPa O CBOEM peLleHNN B Te4eHNe CPOKa, YKAa3aHHOrIo B naparpacbe 3, nan ecnm aToT CpPOK 6b1n



npoaneH B COOTBETCTBMM C naparpadamuv 6 uam 8, Korga AONOJMHUTENbHOE 3amHTepecoBaHHOe
rocyaapcrso-yneH EC He yBe4OMMAO CNOHCOPa O CBOEM PelleHWUM B TeyeHue NPOoASEeHHOro CPOoKa, TO
3aKNloYeHMe B OTHOLWEHMM 4acTM | otyeTa 06 OUEHKe CcYMTaeTcs pelleHMem AOMOSHUTENbHOro
3aMHTepecoBaHHOro rocygapcrea-yaeHa EC no 3aABaeHUIO Ha aBTOPM3aLMIO KIMHUYECKOrO UCMbITaHUA.

12. CnoHcop He A0/IKEH NPeaocTaB/ATh 3a8BOYHOE A0CbE B COOTBETCTBUMN C HACTOALLEN CTaTbel,
ec/n no npoueaype, ykasaHHou B rnase lll, peweHne B OTHOLIEHUN KAMHUYECKOTO WCMbITAaHMA He
NPUHATO.

Mnasa lll. MPOLUEAYPA ABTOPU3ALMW CYLLECTBEHHOIO MU3MEHEHWUA
RANHNYECKOIO UCMbITAHUA

CraTba 15
O6wme NpUHLMMbI

CyuiecteeHHOe W3MeHeHMe, BKAYaa AOMNOMHUTENbHOE MEeCTO MPOBEeAEHMS  KAMHUYECKOro
MCMbITAaHUA WAN CMEeHa rNaBHOro UCCcNeaoBaTeNAd B MecTe K/AMHUYECKOro MCMbITaHMA, MOMKeT b6biTb
Npou3BeZeHO TOJIbKO Mocsie 0406peHNs B COOTBETCTBUM C NMPOLLeAYPON, YCTaHOB/IEHHON B HAaCTOsLLEM
rnase.

Cratba 16
Mopaya 3aasneHnA

OnAa nonyyeHnAa aBTOpM3aLUM CMOHCOP NOJAET 33aABOYHOE [J0Cbe B 3aMHTEpPeCcOBaHHOE
rocygapcreo-yneH EC yepes noptan EC.

Cratbna 17

Bannpauma 3aasieHna Ha aBTOPU3aLMIO CYLLECTBEHHOMO U3MeHeHMUA
acrekTa, paccmaTpuBaemoro B 4Yactu | otyeta 06 oLueHKe

1. OTyeTHbIM rocyaapcTtBom-yneHom EC npu aBTOpM3auMKM CyLLECTBEHHOTO M3MeHeHus 6yaer
rocyaapcreo-useH EC, agnaioLieeca oTYeTHbIM B NepBOHavYa bHOM NpoLeaype aBTopusaumm.

3anHTepecoBaHHble rocyaapcTsa-yneHbl EC moryT coobwutb oT4eTHOMY rocygapctsy-uneHy EC
Nto6ble MHEHUA OTHOCUTE/IbHO BaIMAALLIMM 3a51B/IEHNA O CYLLLECTBEHHOM M3MEHEHUM B TeYeHME NATU AHEN
C AaTbl NOLauM 3aABOYHOTO AOCheE.

2. B TeueHue lecTM AHeN C AaTbl MOAAYN 3aABOYHOrO [A0OCbe OTYETHOE rocyaapcTso-ysieH EC
BaNMAMPYET 3aABJEHME C YYETOM MHEHWIA, BblPaXKeHHbIX APYrMMM 3aUHTEPECOBaHHbIMW rOCyAapCcTBamMm-
uneHamu EC, n yBegomnset cnoHcopa Yepes noptan EC 06 ogHOM U3 creayowero:

a) CyLLeCTBEHHOM U3MEeHEHUM, KOTOPOe KacaeTcAa acneKkTa Yyactu | otyeTa 06 OLUEHKeE; U
b) 3aABOYHOM J0Cbe, KOTOPOe ABAAETCA MNOJIHbIM B COOTBETCTBUMU C [TpuaoxkeHnem .

3. Ecnamn oTyeTHOE rocyaapcreo-4vsieH EC He yBEe4OMUNIO CNOHCOPa B Te4eHne CpOKa, YKa3aHHOrIo B
naparpad)e 2, cuyuTaeTca, 4To cyuleCtBeHHOE un3meHeHume, 0 KOTOpOM NnoAaHO 3aABiEHUE, KacCaeTcA
acneKkra yactu | otyeta 06 OLLEHKE, a 3aABOYHOE A0CbE CHUTAETCA NMOJIHbIM.

4. B cnyyae ecnm otyeTHoe rocydapcrso-uneH EC ¢ yyeTom MHEHMI ApYyrux 3avHTepPecoBaHHbIX
rocyaapcrs-4neHos EC NpUXoAMT K 3aKAOUEHMIO, YTO 3aAB/eHME He KacaeTcs acneKkra Yactu | otyeTta 06
OUEHKe UM YTO 3aBOYHOE A0Cbe ABAAETCA HEMO/IHbIM, OHO AO/I}KHO COObLNTL 06 3TOM CNOHCOPY Yepes



noptan EC u npepoctasmTb cnoHcopy 10-AHEBHbIN CPOK A8 KOMMEHTAPUA 3aABNEHUA UM AOMNOAHEHNA
3aABOYHOro gocbe Yyepes noptan EC.

B TeyeHuWe NATK gHeN ¢ faTbl NONYYEHUA KOMMEHTAPMEB UM NOIHOFO 3aABOYHOMO A0CHE OTYETHOE
rocygapcteo-uieH EC gomKHO yBEAOMUTL CMOHCOPA O COOTBETCTBUM MAW HECOOTBETCTBUWM 3aAB/EHMUA
TpeboBaHMAM, yKa3aHHbIM B NyHKTax "a" u "b" naparpada 2.

B cnyyae ecam otyeTHoe rocyaapcrso-yieH EC He yBeAOMMIO CMOHCOpa B TeyeHWe CPOKa,
yKa3aHHOro Bo BTOpOM nonaparpacde, cHMTaeTca, YTo CylecTBeHHOe M3MEeHeHMe KacaeTca BOMpoca,
paccmaTpuBaemoro B Yactu | otyeta 06 oLeHKe, U 3aBOYHOE A0Che CYUTAETCA MNOAHbIM.

B cnyyae ecnm cnoHcop He NpeaocTaBul KOMMEHTapUU MU NOJIHOE 3aABOYHOE A0Chbe B TeueHue
CPOKa, YKasaHHOro B nepBom noanaparpade, 3aaBNEHUE CYUTAETCA HeAEeUCTBUTENbHbIM BO BCEX
3aMHTepecoBaHHbIX rocygapcreax-4yaeHax EC.

5. Ona uenen craten 18, 19 u 22, pata, Korga cnoHcop 6bla yBeAOMEH B COOTBETCTBUM C
naparpadamu 2 nam 4, cyMtaeTca faTor Baanaaumm 3assaeHna. B cayyae ecam CnoHCOp He YBeAOMIIEH,
[ATON BaNMAALMKN CYUTAETCA NOCAEAHUI AeHb COOTBETCTBYIOLWMX CPOKOB, YKa3aHHbIX B naparpadax 2 u
4,

CraTtbAa 18

OueHKa CyLLeCcTBEHHOro U3MeHeHMs acnekTa
yactu | otyeTa 06 oueHKe

1. OtyeTHOE rocygapcCrBo-4s1eH EC oueHuMBaeT 3aaBAeHME B OTHOLEHMWN acneKkTa vyactu | otyeta 06
OUEHKE, B TOM YNUCNE OTHOCUTE/NIbHO TOro, OCTaHEeTCA I KTMHNYECKOE UCNbITaHNE UCNbITaHNEM C HU3KOM
CTeneHblo BMeLWaTeNIbCTBa Nocse ero cyuwecreeHHoro UsmeHeHunAa, n CoOCTaBNAET OTHET 06 OLleHKe.

2. OT4eT 06 oLEHKe A0/MKEH Coaep’KaTb OAHO U3 CeAyIOLINX 3aKN0UYEHUI B OTHOLLEHUM acnNeKkToB
yactu | otyeTa 06 ougeHKe:

a) cyllecTBeHHOEe U3MEHEHMe A0MNYCTMMO B cBeTe TpeboBaHMit HacTosALLero PernameHTa;

b) cywecTtBeHHOe M3MeHeHME AONYCTMMO B cBeTe TpeboBaHMIA HacToAWero PernameHTa, HO nNpu
YCNOBUW BbINOHEHMSA CNeunanbHbIX TpeboBaHWA, OTAENbHO YKa3aHHbIX B 3TOM 3aK/0UYEeHUN; Uau

C) cyuwiecrBeHHoe nameHeHne Hegonyctmumo B CBETE Tpe6OBaHVIl7I HacToAwero PernameHra.

3. OtyeTHOe rocygapcteo-yneH EC npeactasnseT yepe3 noptan EC 3akAOUUTENbHbIA OTYET 06
OLEHKe, BKJIIOYAA 3aK/l0YeHWe, CMOHCOPY U APYrMM 3auHTepecoBaHHbIM rocygapcrtsam-yneHam EC B
TeueHue 38 gHel c AaTbl BaANSALUMN.

Ona uenen HacToAwen craTbM M cTater 19 m 23, oTyeTHOM JaToW cnepyeT cuuTaTb AaTy
npeacTaBNeHUs 3aKAYUTENBHOMO OT4eTa 00O OueHKe CMNOHCOpY W APYrMM  3auMHTepPecoBaHHbIM
rocygapcrsam-yneHam EC.

4, Ona KNMHUYECKMX UCMbITaHMM, B KOTOPbIX y4acTByeT bosee yem ogHO rocyaapcrso-uneH EC,
NPOLECC OLEHKM CYLLEeCTBEHHOrO M3MEHEHMA BKAOYAET TPM 3Tana:

a) aTan nepBOHAYa/ibHON OLEHKM, OCYLLECTBASIEMbIA OTYETHbIM rocygapcTsom-yseHom EC B
TeyeHue 26 AHel ¢ AaTbl Baanaaunm;

b) 3Tan KOOPANHUPOBAHHOIO PAaCCMOTPEHMNUA, I'IpOBO,CI,VIMbIl‘/JI B TeyeHue 12 LI,Heﬁ C AaTbl OKOHYaHWUA
3Tana nepBOHaqaanoﬁ OLLEHKM C y4aCTUeEM BCEX 3aNHTEPECOBAHHDbIX rOCYA4apPCTB-4N1EHOB EC;



C) 3Tan KOHCO/MAaauunm, OCYLLI,eCTB}'IﬂeMbIﬁ OTHYETHbIM TOCYyA4apPCTBOM-YIEHOM EC B TeueHune cemun
,EI,HEI‘;I C AaTbl OKOHYaHWUA 3TaNa KOOPANHNPOBAHHOIO PAaCCMOTPEHUA.

Ha atane nepBoHayYaNbHOM OLLEHKN OTYETHOE rocyaapcTeo-yneH EC noarotaBanBaeT NPOEKT YacTu
| oTyeTa 06 OLLEHKe M PaCcCbIIAeT ero BCemM 3aMHTEPECOBaHHbIM rocyapcTBam-yneHam EC.

Ha 3Tane KOOPAMHMPOBAHHOTO PAaCCMOTPEHMA BCE 3aMHTEPECOBaHHbIE OCYAAapPCTBa-UY/ieHbl
COBMECTHO PacCMaTpuBalOT 3anaBJIeHNe, OCHOBbLIBAACb Ha NPoeKTe oTyeTa 06 oueHKe, U 0BMeHMBaloTCA
MHEHMAMU OTHOCUTE/IbHO 3aABNEHMA.

Ha atane KoHconvpauuu oTyeTHOe rocygapcrso-yneH EC npu 3aBepweHun oTtyeta 06 OUEHKe
YUYMTbIBAET MHEHUS APYrMX 3aMHTEepPecoBaHHbIX rocygapcts-yneHoB EC 1 BeAeT 3anmMcyM 0 TOM, Kakum
06pasom yKasaHHble MHeHUA ObliM paccmoTpeHbl. OTyeTHoe rocyaapcteo-uneH EC npeacrasnser
OKOHYaTe/ibHbI OTYET 06 OLEHKE CMOHCOPY M APYIMM 3aMHTEpPEeCcoBaHHbIM rocygapcream-yneHam EC ao
OTYETHOM AaTbl.

5. OtyeTHOe rocygapcteo-yneH EC TakKe MoXKeT NpoaiMTb CPOK, YKa3aHHbIN B naparpade 3, Ha 50
OHeW NS KAMHUYECKUX WUCMbITaHUM C MCNO/Mb30BaHMEM WUCC/eyemMOoro /IeKapCTBEHHOIO CpeacTsa C
paclMpeHHbIMKU TepaneBTUYECKUMM CBOMCTBAMM U 1EKAPCTBEHHOIO CPEACTBa, YKa3aHHOTO B NyHKTe 1
npunoskeHna K Pernamenty (EC) 726/2004, ana ueneit KOHCY/NbTauuMit C 3KcnepTamu. B Takom cayyae
CPOKM, yKasaHHble B naparpadax 4 1 6 HacTosLLEN CTaTbU, NPUMeHsoTcA mutatis mutandis.

6. B nepunog, mexay AaToi BaAMAaLMM U OTYETHOM AATOM TONbKO OTYETHOe rocyaapcTeo-yneH EC
MOMeT 3anpalwmneaTbh AONOAHUTENbHYIO MHOOPMALMIO OT CNOHCOPa, NPUHUMANA BO BHUMaHWE MHEHMA,
yKasaHHble B naparpade 4.

Ona nonyyeHUs M PaccMOTPEHUA TaKoW AONOAHUTENbHOW WHOpMaLMM OT croHcopa B
COOTBETCTBMM C TPETbMM W 4YeTBepTbiM nognaparpadamm OTYETHOE rocyaapcTBo-yieH EC mosker
NpPoA/INTb CPOK, YKa3aHHbIM B nepBom nognaparpade naparpada 3, Ho He 6osee yem Ha 31 geHb.

CnoHcop npenocTaBAseT 3anpoLWeHHY AOMNOAHUTE/NbHYIO MHPOPMAaLMio B TeYeHUe CPOKa,
YKa3aHHOro rocygapctsom-yneHom EC, KOTOpbI He fo/KeH npeBbiwaTth 12 gHel ¢ AaTbl NoayYyeHus
3anpoca.

Mocne nonydYyeHusa AONOAHUTENbHOM WHbOPMaUMKM 3aMHTEepecoBaHHble rocygapcrea-uneHbl EC
COBMECTHO PaccMaTpMBaloT BCHO AOMNOAHUTENbHYIO MHPOPMaLUMIO, MPeACTaBAEHHYI0 CMOHCOPOM BMecTe
C MepBOHa4YaNbHbIM 3aABJEHMEM, M OOMEHMBAIOTCA MHEHWAMM OTHOCUTENbHO  3aAB/EHMA.
KoopAMHMpPOBaHHOE PacCMOTPEHME OCYLIECTBASAETCA B CPOK, He npesbllwalowmii 12 agHei ¢ MoMeHTa
noyYyeHuUa AONOMHUTENbHOW MHPOPMaLMKN, U AaNbHENLIAas KOHCOANAALMA NPOM3BOAMUTCA B CPOK He
6osiee cemu OHEN C MOMEHTa 3aBepLIEeHMA KOOPAMHMPOBAHHOrO paccMoTpeHusa. MNpu 3aBeplieHUn
oTyeTa 06 OLEHKe OTYETHOEe rocygapcTBo-yieH EC yuMTbiBaeT MHEHWUA OPYrMX 3auMHTEPEecOBaHHbIX
rocygapcre-uneHoB EC 1 BegeT 3anmcy 0 TOM, Kakum 06pa3om yKasaHHble MHEHUA Bblav PacCMOTPEHDI.

B Cnlydae ecnan CnoHCop He npepnocrtasua gONONHUTENIbHYHO VIHd)OpMaLI,VII-O B Te4yeHue CpPOKa,
YCTAHOBJ/IEHHOIO OTYETHbIM TOCYy4apPCTBOM-Y/IEHOM EC B cooTBeTCTBUU C TpeTbM nop,naparpad)orv\,
3aABJIEHNE CHUTAETCA He,ﬂ,eVICTBMTEHbeIM BO BCEX 3aUHTEPECOBAHHbIX rOCYyAapCTBax-v4jieHax EC.

3anpoc O AOMNOJNHUTENbHOM MHOOPMALMKM U AOMNOAHUTENbHAs WMHOGOPMALMA LOJKHbI ObiTb
npeacrasneHbl yepes noptan EC.

Cratba 19

PelieHue o cyl,ecTBEHHOM U3MEHEHUM acneKTa
yactu | otyeTa 06 oueHKe

1. Kaxkaoe 3anHTepecoBaHHOe rocygapctBo-dieH EC yBegomnaneT cnoHcopa Yepes noptan EC 06
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dBTOpPM3aLUNN CYyLLEeCTBEHHOINO N3MeHeHUA, 06 dBTOpPM3aUnNUN CyLLeCTBEHHOINoO M3amMeHeHunAa noa ycnosmem
nnu o6 oTKase B dBTOpPU3aLUMN.

YBefomneHne ocyLLecTBaseTca B popme e4NHOTO peLleHns B TeHEHUE NATU AHEN C OTYETHON AaTbl.

ABTOPU3aLMA CYLLLECTBEHHOIO M3MEHEHMA MO, YCN0BMEM OTPaHUYMBAETCA YC/I0BUAMM, KOTOPbIE MO
cBOeW Npupoae He MOTYT BbITb BbINOJHEHbI B MOMEHT TaKoW aBTOpM3aLnN.

2.B Cniydae eC/i 3aK/1Iio4eHeEM OTYETHOTO rocyaapcCrBa-4ieHa EC ABnAaeTcA 3aKA0UYEHME O TOM, YTO
cyuw,eCTtBeHHOE M3ameHeHue aonyctmmo uam oonyctmumo npu CO6/1I'0,CI,EHMM cneunanbHbIX yCJ'IOBMVI, TO
TaKoe 3aKN1lo4YeHUNE CHUTAETCA 3aK/IIOYEHNEM 3aUHTEPECOBAHHOIO rocyaapcrea-4seHa EC.

HecmoTps Ha NoNOXKeHWAa nepBoro nognaparpada, 3auMHTepecoBaHHoOe rocyfapcrso-yneH EC
MOXET He COrNacuUTbCA C 3aK/loYeHMEeM OTYETHOro rocyaapcrsa-yneHa EC To/AbKo No ciedylowmm
OCHOBaHMAM:

a) ec/I OHO COYTET, YTO NPU YHACTUN B KIIMHUYECKOM UCMbITaHUM CYBBEKT NoyunT feveHune 6onee
HW3KOro Ka4yecTBa, Yem B 06bIYHOMN KAMHUYECKON NPaKTMKE B 3aMHTEPECOBaHHOM rocyaapcree-ysieHe EC;

b) HapyweHWe HaLMOHaNbHOrO 3aKOHOAATE/IbCTBA, KaK YKasaHo B cTatbe 90;

C) HaAnuYKMe 3ameYyaHuit OTHOCUTENIbHO 6e30MacHOCTU CybbeKTa U AOCTOBEPHOCTM M HaAEKHOCTU
[AaHHbIX, NPeACTaB/eHHbIX B COOTBETCTBMM C Naparpadamu 4 uam 6 ctatobm 18.

B cnyyae ecnn 3amMHTepecoBaHHOe rocygapctBo-uneH EC He cornacutca C 3akiloveHuem no
OCHOBAHMAM, YKasaHHbIM BO BTOPOM noanaparpade, OHO cooblWaeT O CBOEM Hecornacuu, c
npegocrtassieHnem noapobHoro obocHoBaHMA, 4yepe3 noptan EC EBponeickoi KomuccUM, BCEM
rocygapcresam-dyneHam EC n cnoHcopy.

3anHTepecoBaHHOe rocygapcteo-ysieH EC oTKasbiBaeT B aBTOpPM3aLLMM CYLLECTBEHHOIO M3MEHEHUA,
€C/IN OHO He COr/IacHO C 3aK/IloYEeHNEM OTYETHOIO rocyaapcTea-yneHa EC B oTHoweHuM Yactu | oTyeTa 06
OLEeHKe no Nbomy M3 OCHOBaHMI, YKasaHHbIX BO BTOpPOM nognaparpade, MAM B TOM C/yyae, ecnu
KOMMUTET NO 3TUKe BblAan oTpULATE/IbHOE 3aK/OYEHME, KOTOPOE B COOTBETCTBMU C 3aKOHOAATE/IbCTBOM
3aMHTepPecoBaHHOro rocygapcrea-yneHa EC geincTByeT Ha TeppuTOpUM BCEro rocygapcrea-yneHa EC.
JaHHoe rocyaapcreso-uneH EC nonkHo obecneunTb npoueaypy 06KanoBaHMA TaKoro OTKasa.

3. B cnyyae ecnm 3akntodeHMEM OTYETHOTO rocyfapcrea-ysieHa EC B OTHOWEHMM CyLw,ecTBEHHOO
M3MEHEHMA acneKkToB 4YacTu | oTyeTa 06 OLEHKe ABAAETCA 3aK/AYeHWe O TOM, YTO CyLLeCTBEHHOe
M3MeHeHMe HedoMnyCTMMO, TO TaKoe 3aK/IloYeHMe CYMTAETCA 3aK/IYEeHMEeM BCeX 3auMHTepecoBaHHbIX
rocygapcrte-uneHos EC.

4. B cnyvae ecim 3auHTepecoBaHHOe rocygapcrso-yneH EC He yBegomMuao CNOHCOpa O CBOEM
pelleHMn B TeYeHMEe CPOKa, yKasaHHoro B naparpade 1, To 3akntoueHUe otyeta 06 OLEHKe cumTaeTca
pelleHnem 3anHTepecoBaHHOro rocygapcraa-yaeHa EC no 3aAaBfeHMIO Ha aBTOPMU3aLIMIO CYLLLECTBEHHOTO
N3MeHeHMA.

Cratbsa 20

Bannpgauma, oueHKa n pelleHne B OTHOLWEHUMN CYLLLeCTBEHHOMO
M3MeHeHMA acnekTa Yactu |l otyeta 06 oueHKe

1. B TeyeHune 6 AHel ¢ AaTbl NoAauM 3aaBOYHOrO A0Cbe, 3aMHTEPecoBaHHOe rocyaapcTeo-yaeH EC
O0J/IKHO YBEAOMUTb CMOHCOpa Yepes noptan EC o cneayioulem:

a) 3aTparneaeT N CyWecTBeHHOe n3MeHeHMe acneKkT YacTtu |l otyeTa 06 OLLeHKE,



b) ABNAETCA /I 3aABOYHOE A0CbeE MOJIHbIM B COOTBETCTBUN C anﬂO)KEHMEM .

2. B cnyyae ecnm 3amHTepecoBaHHOe rocygapcteo-ysieH EC He yBegoMMNO cnoHCOpa B TeveHue
CpOKa, yKasaHHoro B naparpade 1, cuntaeTcsa, YTO CyLLEeCTBEHHOE M3MEHEeHMe 3aTparnmBaeT acnekT YacTm
Il 1 3aABOYHOE A0CbE CYNTAETCA MOJIHbIM.

3. B cnyuyae ecnm 3anmHTepecoBaHHOe rocyaapctso-uneH EC NpuMxoauT K 3aK/04EHUIO O TOM, YTO
CylLLeCTBEHHOE U3MeHeHMWe He 3aTparnsBaeT acnekT YacTu |l otyeTa 06 oueHKe WaK YTO 3a8BOYHOE A0Cbe
ABNAETCA HEMNONHbIM, OHO A0/KHO COObWUTL 06 3TOM cnoHcopy Yepes nopTtan EC 1 npeaoctaBuTb He
6onee 10 aHel ANa KOMMEHTapMA 3asBNAEHMA AN AONOIHEHUA 3aABOYHOTO AoCbe Yepes noptan EC.

B TeueHMe NaT AHEeN ¢ AaTbl NOYYEHUA KOMMEHTAaPUEB UM MOHOTO 3aABOYHOIO A0Cbe OTYETHOE
rocyaapcteo-yneH EC foMKHO yBEAOMUTb CNOHCOPA O COOTBETCTBMM WAWM HECOOTBETCTBMMU 3aABNEHMA
TpeboBaHMAM, yKa3aHHbIM B NyHKTax "a" u "b" naparpada 1.

B cnyyae ecam otdyeTHoe rocyaapcrtso-yieH EC He yBeAOMMIO CMOHCOpPa B TeyeHWe CPOKa,
yKa3aHHOro Bo BTOpPOM noAgnaparpade, CYMTAETCA, YTO CYLLECTBEHHOE U3MEHEeHMe 3aTparmBaeT acrekT
yactu Il otyeta 06 oLEHKe 1 3aABOYHOE A0CbE CYMTAETCA MOJHbIM.

B ciyuae ecay CNOHCOP He MpeacTaBul KOMMEHTapUMU WK NOJIHOE 3aABOYHOE [0Che B TeueHue
CPOKa, VYKasaHHOro B nepsom nojnaparpade, 3aABNEHME CUMTAETCA HeAEeNCTBUTENIbHbIM B
3aMHTepecoBaHHbIX rocyaapcreax-uneHax EC.

4. [Ina ueneit HactosuWel cTaTbW gaTa, Korga crnoHcop 6bin yBeaoM/ieH B COOTBETCTBUM C
naparpadamu 1 unm 3, cuntaeTca AaToi BaangaUMM 3aaBAeHNA. B cnyyae ecnm cCnoHCop He yBeAoMEH,
AaToi BanMAaLuumM cYMTaeTca nocieaHuin AeHb COOTBETCTBYIOLLMX CPOKOB, YKa3aHHbIX B naparpadax 1 u
3.

5. 3anHTepecoBaHHoe rocygapcteo-yneH EC oueHuBaeT 3aaBneHMe U NpPefoCcTaBaAeT CroHCopYy
yepes noptan EC yactb Il oTyeTa 06 oUEHKe, BK/OYAs CBOE 3aK/Il0YeHWe, U pelleHne 0b aBTopusaumm
CYLLECTBEHHOI0O M3MeHeHMA, 06 aBTOPU3ALLMM CYLLECTBEHHOTO N3MEHEHMA Nog ycaosmem nam ob oTkase
B AaBTOpM3aLUM.

YBegomneHue ocyliecteanerca B Gopme eAMHOrO peLleHus B TeueHne 38 gHelt ¢ AaTbl BaMAALMUMN.

ABTOpM3aLMA CYLLECTBEHHOIO M3MEHEeHUA Noj, yC/I0BUEM OrpaHNUUYMBaETCA YC/I0OBUAMM, KOTOPbIe No
CBOEMN npupoae He MmoryT 6bITb BbINO/NHEHbI B MOMEHT TaKOM aBTOpuM3auunn.

6. B TeyeHWe cpoka, ykasaHHOro Bo BTOpom noanaparpade naparpada 5, 3aMHTepecoBaHHoe
rocygapcteo-unedH EC  vMmeeT npaBO 3anpocuTb Yy CMNOHCOpPa MO OBOCHOBAHHBIM  NPUYMHAM
AONONHUTENBbHYIO MHPOPMALLMIO B OTHOLIEHUN CYLLLECTBEHHOTO M3MEHEHUA NO MEepPEe TOro, HACKOJIbKO 3TO
KacaeTtca ero TeppuTopmu.

[na nonyyeHus u paccMoOTpeHMA 3anpoLIeHHON AONONHUTENbHOM WHPOPMALMKM OT CNOHCopa
3anHTEpecoBaHHOe rocyaapcTeo-yieH EC moxeT NpoganTb CPOK, YKa3aHHbIA BO BTOPOM noanaparpade
naparpada 5, Ho He 6onee yem Ha 31 AeHb.

CnoHcop npeAacTaBAsfeT 3aMnpoOLWeHHY0 AOMNOAHUTENbHYID MHOOPMALMIO B TEYEHME CPOKa,
YCTaHOB/IEHHOrO 3aMHTEPECOBaHHbIM rocyAapcTBom-yneHom EC, KOTOpbI He AO0MXKeH npesblwaTth 12
[AHEel ¢ AaTbl NoAyYeHnn 3anpoca.

Mocne nonyyeHWsa AONOMHUTENbHOW MHbOPMAUMM 3aMHTepecoBaHHoOe rocyaapcTso-uneH EC
3aBepLUAET CBOI OLEHKY B TeYeHUne He bonee yem 19 aHel.

B Cciy4daax ecan CnoHCOopP He npeaocrtaBaAeTr OONO/IHUTENNbHYHO MHd)OpMaLI,I/IIO B Te4eHune CpoOKa,
YCTAaHOB/IEHHOIO  3auMHTEPECOBAHHbIM  TOCYA4APCTBOM-Y/1IEHOM EC B cooTtBeTCcTBMM C TpeTbm



noanaparpadom, 3aaBaeHne cUMTaeTca HeAeUCTBUTEIbHBIM B AaHHOM rocygapcree-yneHe EC.

3anpoc o AonoaHUTeNbHON MHPOPMALUM U AONONHUTENbHAA MHDOPMALMA A0/IXKHbI ObITb NOAaHbI
yepes noptan EC.

7. 3auHTepecoBaHHoOe rocygdapctso-yneH EC OTKasbiBaeT B aBTOPM3aLMM  CYLECTBEHHOro
M3MeHEeHWs, ecn oHO 060CHOBAHHO NPUAET K BbiBOAY O HecobsoaeHUn acnekTos Yactu |l otyeTta 06
OUEHKe WM eci KOMMTET MO 3TUKE Bbl4aN OTPULATE/NIbHOE 3aK/loYeHMe, KOTOpoe B COOTBETCTBUM C
3aKOHO4ATE/NIbCTBOM 3aMHTEPECOBAHHOrO rocydapcra-ysieHa EC peictByeT Ha TeppuUTOpMM BCEro
rocypapcrea-uneHa EC. [laHHoe rocypapctBo-yusieH EC ponkHo obecneunTb npoueaypy ob:kanoBaHusA
TaKOro OTKasa.

8. B cnyyae ecnu 3anvHTepecoBaHHoe rocygapcrso-yneH EC He yBegOMMAO CNOHCOpPa O CBOEM
pelweHnUn B TEYEHWE CPOKOB, YKasaHHbIX B maparpadax 5 v 6, cywecTtBeHHOe M3MEHEHWE CYMTAEeTCA
aBTOPU3OBAHHbIM B 3TOM rocyaapcree-yneHe EC.

CraTtbAa 21

CylwectBeHHOE U3mMeHeHMe acneKkTos Yactu | m i
oT4yeTa 06 ouEeHKe

1. B cnyyae ecnm cywectBeHHOE M3MEHeHUe OTHOCUTCS K acrnekTam 4Yactu | n Il otyeta 06 ougeHKe,
3aAB/IEHME Ha aBTOPU3ALLMIO 3TOIO CYLLECTBEHHOIO U3MEHEHMA BaIMANPYETCA B COOTBETCTBMM CO CTaTbeM
17.

2. AcnekTbl yacTu | oTyeTa 06 oLUEeHKe OLEHMBAKOTCA B COOTBETCTBUM CO CTaTbel 18 1 acneKTbl YacTu
Il oTyeTa 06 OLLEHKE OLEeHMBAIOTCA B COOTBETCTBMM CO CTaTbel 22.

Cratbna 22

OueHKa CyLLeCcTBEHHOro U3MeHeHMs acnekTos Yactu | n |l otueTa
06 oueHKe - OueHKa acneKkToB Yactu |l otyeTa 06 oueHKke

1. Kaxkpoe 3anHTepecoBaHHoe rocygapctso-ysieH EC B OTHOLWEHMN CBOEN TEPPUTOPUM OLLEHUBAET
CyLLEeCTBEHHOE M3MeHeHMe acnekToB 4Yactu |l otyeTa 06 oueHKe U NpeacTaBAAET YKa3aHHbIN OTYeT,
BK/ItOYAA 3aK/t0MEHUNE, CNOHCOPY Yepes nopTtan EC B TeueHme 38 gHelt ¢ AaTbl BaANLaLUN.

2. B TeueHue cpoKa, yKasaHHoro B naparpade 1, 3aMHTepecoBaHHOe rocygapcreso-yneH EC no
060CHOBAHHbIM MPUYMHAM MOKET 3aNPOCUTb AOMNOJHUTENbHYO MHPOPMALMIO OT CMOHCOPA B OTHOLEHMM
CYLLECTBEHHOIO U3MEHEHMUA MO MePE TOF0, HACKOJIbKO 3TO KACcaeTCcA ero TeppUTOPUN.

3. 1ns nony4yeHMs M pPacCMOTPEHMA AONOAHUTENbHON MHPOPMaLMKN, YKa3zaHHOM B naparpade 2,
NpeaocTaB/eHHON CMOHCOPOM B COOTBETCTBMM C TPETbMM UM 4YeTBepTbiM nognaparpadamu,
3anHTepecoBaHHoe rocyaapctso-usieH EC moXeT NpoannTb CPOK, YKasaHHbIlM B naparpade 1, Ho He 6onee
yem Ha 31 aeHsb.

CnoHcop npeAacTaBAsfeT 3anpoLWeHHY0 AOMNOAHUTENbHYID WMHOOPMALMIO B TEYEHME CPOKa,
YCTaHOB/IEHHOIO AOMOJ/IHUTE/IbHBIM 3aMHTEPECOBAHHbIM rocyAapcTBoM-yneHom EC, He npesbillatoLLero
12 aHel ¢ MOMEHTa NOyYeHMs 3anpoca.

Mocne nosnyyeHUs [ONOJHUTENbHOM MHOOPMALMM 3aMHTepecoBaHHoOe rocygapcrso-uneH EC
3aBepLUaEeT CBOO OLEHKY He nosgHee 19 aHen.

B cnyyae ecnn crnoHcop He npeactasun AONONAHUTENIbHYIO VIHd)OpMaLI,MIO B TeyeHune CpPOKa,
YCTAaHOB/IEHHOIO 3aMHTEpPECOBAHHbIM  TOCYy4apPCTBOM-Y1EHOM EC B cooTBeTcTBMM CO BTOPbIM



noanaparpadom, 3aaBaeHne cUMTaeTca He4eUCTBUTEIbHBIM B AaHHOM rocyaapcree-yneHe EC.

3anpoc o0 AONOJIHUTENbHOW MWHPOPMALMW W AONOJIHUTE/IbHAA WHpopMauUA AONXKHbI ObITb
npeacrasneHbl Yepes noptan EC.

CraTtbAa 23

PeweHue o cywectBEHHOM M3MEHEHUM ACMEKTOB
yactu | n |l oTyeta 06 oueHKe

1. Kaxkgoe 3anHTepecoBaHHoe rocygapcteo-yneH EC yBegomnseT cnoHcopa yepes noptan EC 06
aBTOPU3aLMM CYLLECTBEHHOIO M3MEHEHMA, 06 aBTOPU3ALMM CYLLECTBEHHOIO U3MEHEHMA NOJ YCI0BUEM
nnn 06 oTKase B aBTOPM3aLUN.

YBeoMNEHME OCYLLECTBAAETCA B pOPME eMHOro PELLEHMUA B TeYeHue NATU AHeN ¢ OTYETHOMN AaTbl
WAN C AaTbl UCTEYEHMA CPOKA OLEHKM, YKa3aHHOro B cTaTbe 22, B 3aBUCMMOCTM OT TOrO, YTO HACTynuT
nosaHee.

ABTOPU3aLMA CYLLLECTBEHHOTO U3MEHEHMSA N0, YC/I0BUEM OrPaHMYMBAETCA YC/I0BUAMM, KOTOPbIE MO
cBOel Npmpoae He MOryT 6biTb BbINOIHEHbI B MOMEHT TaKoM aBTOPM3aLMN.

2. B chyyae ecnm 3aKI0MEHNUEM OTYETHOIO rocygapcrea-yaeHa EC ABnsaeTca 3akA0YEeHME O TOM, YTO
CYyLLECTBEHHOE M3MEHEeHMe AONYCTMMO WUAM AONYCTUMO MNpu cobnogeHuM cneumnanbHbIX YCI0BUIR, TO
TaKOe 3aK/Il0YEHNE CHMUTAETCA 3aKNHOYEHMEM 3aMHTEPECOBAHHOIO rocygapcTea-yneHa EC.

HecmoTps Ha MNofoXKeHWa nepBoro nognaparpada, 3auMHTepecoBaHHoOe rocyaapcrso-uneH EC
MOXET He COrNacuTbCA C 3aK/l0YEHMEM OTYETHOro rocyaapcTBa-yneHa EC TosbKo Mo ciegylowmm
OCHOBaHMAM:

a) eC/I OHO COYTET, YTO MPU YYACTUN B KIMHUYECKOM UCMbITaHUU CYBBEKT NONYUUT NevyeHune bonee
HW3KOTO KayecTBa, Yem B 0ObIYHOM KAMHUYECKOM NPaKTMKe B 3aMHTEPECOBAHHOM rocyzapcree-ysieHe EC;

b) HapyweHWe HaLMOHaNbHOrO 3aKOHOAATE/IbCTBA, KaK YKa3aHo B cTatbe 90;

C) 3ameyaHusa OTHOCUTeNbHO 6e30MacHOCTM cybbeKTa U LOCTOBEPHOCTU UM HALEKHOCTU OAHHbIX,
npeacTaBNeHHbIX B COOTBETCTBMM C Naparpadpamm 4 unm 6 ctatbu 18.

B cnyyae ecnu 3amMHTepecoBaHHOe rocyaapcTBo-ysieH EC He cornacutca C 3akaloyeHuem o
CYLLLECTBEHHOM M3MEHEHMM acNeKToB YacTh | N0 OCHOBaHMAM, YKa3aHHbIM BO BTOPOM noanaparpade, oHo
coobLliaeT o CBOemM Hecornacuu, ¢ npegoctaBieHnem nogpobHoro obocHoBaHMA, yepes nopTan EC
EBponeiickoit Kommccun, Bcem rocygapcrsam-yieHam EC 1 cnoHcopy.

3. B c/lyyae ecnn B OTHOLWEHWM CYLLECTBEHHOIO M3MEHEHMUA acnekToB 4acTu | oTyeTa 06 oueHKe
CYLLECTBEHHOE WM3MEHeHMe JOMNYyCTUMO WAW AOMNYyCTUMO Npu COBNOAEHWMM CheuMasnbHbIX YC0BUMA,
3aMHTepecoBaHHOE rocyAapcTBo-yneH EC BK/OYaeT B CBOe pelleHMe 3aK/loyYeHue O CyLecTBEHHOM
M3MeHeHWM acneKToB YacTu |l otueTa 06 oueHKe.

4, 3auHTepecoBaHHOe rocygapcteo-uyneH EC oOTKasbiBaeT B aBTOPM3aLMM CYLECTBEHHOro
N3MEHEHWA, eC/IM OHO HE COracHO C 3aK/loYeHnemM OTYETHOrO rocyaapcTea-yneHa EC B oTHOLWeEHMM YacTH
| oTyeTa 06 oueHKe no N06OMY M3 OCHOBAHWIA, YKa3aHHbIX BO BTOPOM nognaparpade naparpada 2, nam
ecan 060CHOBAaHHO NPUAET K BbIBOAY O HecobntogeHMM acnekTos YacTu Il oTyeTa 06 oueHKe, an ecam
KOMMTET N0 3TUKE Bbl4an OTpMLATEIbHOE 3aKN0UYeHMe, KOTOPoe B COOTBETCTBUM C 3aKOHOAATENbCTBOM
3aMHTepecoBaHHOro rocyaapcrea-useHa EC aeictByeT Ha TeppuTOpMM BCero rocyaapcrsa-uneHa EC.
YKasaHHoe rocyaapcTteo-yneH EC gonkHo obecneunts npoueaypy obKanoBaHUA TaKoro oTKasa.

5.B C/lydae eC/inm 3aKNvYeHnem OTH4ETHOro rocyaapcrea-v4ieHa EC B oTHOWeEHUH CyuLeCTtBeHHOro



M3MEHEeHMA acnekToB 4YacTn | oTtyeTa 06 oOuEHKe ABAAETCA 3aK/AYEeHWEe O TOM, YTO CyLLeCTBEHHOoe
M3MeHeHMe HeaoMnyCTUMO, TO TaKOEe 3aK/HOYEHUE CYUTAETCA 3aKAKYEeHMEM BCEX 3aUHTEPEeCOBaHHbIX
rocypapcrte-yneHos EC.

6. B cnyyae ecnu 3amHTepecoBaHHoe rocyaapcrtso-yneH EC He yBegomMmao CnoHCOpa O CBOEM
peleHnn B TeEYEHUE CPOKa, YKasaHHOro B naparpade 1, TO 3aKAOYEHME O CYLLECTBEHHOM U3MEHEHUU
acneKkToB YacTu | oTyeTa 06 OLEHKe CUMTAETCA peLleHNEM 3aMHTEPECOBAHHOTO rocyAapcTBa-yneHa EC no
33AB/IEHMIO HA AaBTOPM3ALMIO CYLLECTBEHHOIO U3MEHEHMA.

CraTbAa 24
Nnua, oueHmBaoLWMe 3aABIEHNE O CYLLECTBEHHOM U3MEHEHNU
K oueHKam, NpoBOAMMBIM B COOTBETCTBMM C HACTOALLLEN FNABOM, MPUMEHAETCA cTaTbA 9.
lnaea IV. 3AABOYHOE AOCbE
CraTbAa 25
JaHHble, NnpeacTaBasemble B 3aABOYHOM [0Cbe

1. 3aABoYHOe [0Cbe Ha aBTOPU3AUMIO KIMHUYECKOrO WCMbITaHUA [OJ/IKHO codepXaTb BCHO
TpebyemMyto AOKYMEHTaUMIO U MHPOPMALMIO, HEOBXOANUMbIE ANA BAaNMAALMN U OLEHKM, YKa3aHHbIX B
rnase |l u oTHOCALLMXCA K:

a) nposeaeHno KAIMHNYeCKOro NCnbiTaHnA, BKAKOYanA HayHHbIVI KOHTEKCT U NPUHUNMaeMble Mepbl;

b) CNOHCOpamMm, nccneaosatenam, NnoTeHUMaIbHbIM Cy6'bEKTaM, Cy6'b€KTaM M MecCTam nposeaneHunA
KIMHUYECKUX UCMIbITaHNI;

C) uccneayembiM NeKapcTBEHHbIM CpeacTBamM WM NpuM  HeobXo4MMOCTM  BCMOMOraTe/ibHbIM
NeKapCTBEHHbIM CPEACTBAM, B YaCTHOCTU, UX CBOMCTBAM, MapKUPOBKE, MPOM3BOACTBY U KOHTPOIIO;

d) mepam no 3almTe Cy6bEKTOB;

e) ob6ocHOBaHUIO NPUYUH, NovYemy K/IMHU4YeCKOe UCMNbITaHWE ABNAETCA UCMbITaHMEM C HU3KOU
CTeneHblo BMeLWaTe/IbCTBa B C/y4aAaXx, Koraa 3T1o 3aAB/1€HO CMOHCOPOM.

MepeyeHb HEOHXOAMMOM AOKYMEHTALMU U MHPOPMALMK YKa3aH B MpunoskeHnm .

2. 3aABOYHOE A0Cbe Ha ABTOPMU3ALMUIO CYLLECTBEHHONO M3MEHEHWA [OOJ/IKHO COAEepKaTb BCHO
Tpebyemyto AOKYMEHTaUMIO U MHPOPMALMIO, HEOBXOANMbIE ANA BAaNMAALMN U OLEHKM, YKa3aHHbIX B
rnase llI:

a) CCbUIKA Ha KAMHWYECKOE WCMbITaHWE WU KAWHWYECKME WCMbITAaHWUA, KOTOpble CyLLecTBEHHO
N3MEHAIOTCA, C YKazaHMem Homepa ucnbiTaHua EC, KaK ykasaHo B ctatbe 81 (1) ("Homep ucnbiTaHus EC");

b) YEeTKOE ONnncaHmne cywecrBeHHOro usmeHeHunaAa, B YaCTtHOCTH, cywectea U NPpUYnH CyLeCcTtBeHHOro
N3MEeHEHNA;

C) npe3eHTauna AaHHbIX U MpwU HeO6XO,EI,VIMOCTVI AOMNO/THUTENNbHAA MHd)OpMaLI,MFI B nNoaaepxKy
CyLWw,eCTBeHHOIo U3SMeHEHNUA;

d) 4YeTKoe onuncaHune I'IOC!'Ie,CI,CTBVIﬁ Cyui,eCcTBeHHOro UsmeHeHunAa B OTHOLWEHWNN NMpaB K 6e3onacHoCTH
Cyﬁ'beKTa, a TaKXe [OO0CTOBEPHOCTU U HALEXHOCTU AaHHbIX, NOJAYYEHHbIX B XOo4€ KIMHUYECKOro
ncnbiTaHUA.



MepeyeHb Tpebyemoi JOKYMEHTaLMK U MHPOPMaLUMK YKasaH B MpunoxkeHnn I,

3. HeknnHunyecKkaa nHpopmauma, npeacrasasemas B 3aaBOYHOM A0Cbe, A0/1KHaA OblTb OCHOBaHa Ha
OAHHbIX MCCNefoBaHM, COOTBETCTBYIOWMX 3akoHoaaTtenbcTBy Colo3a O NpUHUMNAX HagaexKalen
NabopaTopHOMN NPAKTUKK, B 3aBUCUMOCTU OT 06CTOATENLCTB BO BPEMA NPOBEAEHNA TaKUX UCCIe0BaHUN.

4. B cnyyae ecnm B 33aABOYHOM [0Cbe COAEPMKUTCA CCbIIKA HA AaHHble, NMOAYYEHHble B Xo4e
KMHUYECKOTO MCCNefoBaHUA, TO YKasaHHOE WCCnefoBaHWE [OMKHO 6Oblio OblTb NpoBeAeHO B
COOTBETCTBUM C HACTOALWMM PernameHTOM, UK, eCIM OHO NPOBOAUIOCH A0 AAaTbl, YKa3aHHOW BO BTOPOM
naparpade cratbn 99, - B cootBeTcTBUN € AupekTmsoii 2001/20/EC.

5. B cnyyae ecam KNMHMYecKoe UcnbiTaHWe, yKasaHHoe B naparpade 4, npoBoaMaoch 3a npegenamu
Colo3a, TO OHO [AO/MKHO 6bII0 NPOBOAUTLCA B COOTBETCTBMM C MNPUHUMNAMMW, SKBUBANEHTHbIMU
NPUHLUMNAM HacTosuLero PernameHTta B OTHOLEHWN Npas 1 6e3onacHOCT cybbeKkTa U J0CTOBEPHOCTHU U
HaZeXHOCTU AAaHHbIX, MOJIYYEHHbIX B XOA€ K/IMHUYECKOrO UCMbITaHMA.

6. [aHHble KAMHMYECKOrO MCMbITaHWA, HA4YaBLIErocs C AaTbl, YKa3aHHOW BO BTOpPOM naparpade
cTaTbu 99, NpeaCcTaBNAOTCA B 3aABOYHOM A0Cbe, TONIbKO €CNN YKa3aHHOe K/IMHUYECKoe UCnblTaHWe A0 ero
Hayana 6b110 3aperncTpnpoBaHo B Ny6AMYHOM peecTpe, KOTOPbI ABNAETCA OCHOBHBIM U/IM MAPTHEPCKUM
peecTpom nan UctodHMKom gaHHbix ana WHO ICTRP.

[aHHble KAMHMYECKOro UCMbITaHMA, Hayaslleroca A0 AaTbl, yKa3aHHOW BO BTOpPOM naparpade
ctaTbu 99, nNpencTaBNAOTCA B 3aABOYHOM [JOCbE, €CAM 3TO KJAMHWYECKOE UCMbITaHWe 6bino
3aperucTpupoBaHo B Ny6JAMYHOM pPeecTpe, KOTOPbI ABASETCA OCHOBHbIM MW NAPTHEPCKUM PeecTpom
MW UCTOYHUKOM AaHHbIX gna WHO ICTRP, naun ecnv pesynbTaTtbl yKasaHHOTO KAMHUYECKOTO UCMbITaHUA
66111 ONYy6/IMKOBaHbI B HE3aBUCMMOW PeLEeH3MPOBAHHOW Hay4YHO Ny6anKaumun.

7. DaHHble, npeacTaBiaemble B 3aABOYHOM J0Cbe, KOTOPble He COOTBETCTBYIOT naparpad)aN\ 3un6,

He y4UTbIBAlOTCA NPU OLL,eHKe 3aAB/1IeHNA Ha aBTOPU3aLLMIO0 KAIUMHNYECKOTo UCMbITaHUA NN CyLlLeCTBEHHOIo
n3MeHeHunA.

CraTba 26
TpeboBaHMA K A3bIKY

A3bIK 3aABOYHOrO AOCbE UAN ero yacrel onpeaenAaeTca 3anHTepeCoBaHHbIM rocygapCcrBOM-4/1eHOM
EC.

MpyM npumeHeHWn nepBoro naparpada rocygapcrea-yneHbl EC Ana  OOKyMeHTauuu, He

npeaHasHayeHHON ANA cybbeKTa, AO0MXHbl PacCMOTPETb WMCMONb30BaHWE A3blka, 06LWEnpPUHATOrO B
061acTM MeauLMHbI.

Cratbna 27

anBEAeHMe B COOTBETCTBMNE NYTEM NPUHATUA aKTOB
AenermpoBaHHOIo 3aKOHO4AaTE/IbCTBa

Ha EBpOMelncKkylo KOMMUCCUIO AO/KHbI ObiTb BO3/IOXKEHbI MOJIHOMOYMSA MO MPUHATUIO aKTOB
AenerMpoBaHHOMo 3aKOHOAATENbCTBA B COOTBETCTBMM CO CTaTbel 85 B OTHOLEHWM BHECEHUS U3MEHEHWIA
B Mpunoxkenus | u Il, 4yTobbl aZANTUPOBATL UX K TEXHUYECKOMY MPOrPEccy MK yYecTb MeXAyHapoaHble
perynatueHble u3meHeHus Coto3a n rocygapcTe-uneHoB EC B 061aCTV KNTMHUYECKMX UCTIbITAaHUA.

lnasa V. 3ALLINTA CYEBEKTOB N MHPOPMMUPOBAHHOE COTJTIACUE

Cratbna 28
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Ob6uwue npasuna

1. KAanHWuyeckoe ncnbiTaHne MOXKeT BbiTb MPoBeaeHO, TONbKO ec/in coboaeHbl BCe cneaytolime
ycnosusa:

a) oXuaaemasn nosb3a AnA cyb6beKToB MAM 340P0BbA HAaceNeHMA OnpaBabIBaeT npeanosaraemblie
PUCKM 1 Heyao6CTBa, U COB0AEHNE HACTOALLErO YCI0BUA MOCTOAHHO KOHTPOIMPYETCS;

b) cybbekt nan, ecnm cybbekT HecnocobeH aatb WMHGOPMMUPOBAHHOE COrnacuve, ero UAU ee
3aKOHHbIM NpeacTaBuTesNb, NPOMHPOPMUPOBAHbLI B COOTBETCTBUM CO cTaTben 29 (2) - (6);

C) CybbeKT Mnn ecnm cybbekT HecnocobeH AaTb MHGOPMUPOBAHHOE COrNacue, ero Uau ee 3aKOHHbIN
npeacTaBuTeNb, 43U UHPOPMMPOBAHHOE COrlacMe B COOTBETCTBUM co cTaTbei 29 (1), (7) u (8);

d) npaBa cy6beKkToB Ha GU3NYECKYID U MCUXMUYECKYIO HEMPUKOCHOBEHHOCTb, JIMYHYIO KU3Hb U
3aLWWMTY NEPCOHaNbHbIX AaHHbIX B COOTBETCTBMMU C [npeKktnsoi 95/46/EC 3almieHb;

€) KNMHUYecKoe ucnbiTaHMe pa3paboTaHo TakMM 06pa3om, YTObbl MUHUMMW3NPOBATb, HAaCKOJ/IbKO
3T0 BO3MOXKHO, 601b, ANCKOMOPT, CTPax M KaKoi-1Mbo Apyroi npeanonaraemblii pUCK ans cybbekTos,
M B NPOTOKOJIE O0/IXHbI bbITb OTAENbHO ONpeaenieHbl CTENEeHb MyYeHWUA U Npeaenbl PUCcKa, KoTopble
[AONIXKHbI MOCTOAHHO KOHTPO/IMPOBATLCH;

f) 3a npeaocrasneHne Me,ﬂ,MLLMHCKOVI nomouwm Cy6'b€KTaM HeCeT OTBETCTBEHHOCTb Bpay, MMEEOLLI,Mﬁ
COOTBETCTBYHOLLYIO I-(Bal'IMd)MKaLI,MIO, NN B COOTBETCTBYHOWUX CalyHanax KBaﬂMd)MLI,MpOBaHHbIIZ cromaTtonor,

g) cybbekTy nau, ecnm cybbekT He cnocobeH AaTb MHPOPMMPOBAHHOE cornacue, ero AU ee
3aKOHHOMY MNpeacTaBuUTeNto, BblIN NPeaoCTaBAEeHbl KOHTAKTHbIE AaHHbIE OpraHn3aumu, rae MoXeT ObITb
noslyyeHa aasbHelwan nHbopmaums B ciydae HeobxoaMmMocCTH;

h) Ha cybbeKkTbl, y4acTBylolwMe B KAMHUYECKOM WCMbITAaHWW, HE OKa3blBAeTCA HMKAKOro
HeHag/1exallero BAMAHUA, B TOM Yucie GUHAHCOBOIO XapakKTepa.

2. bes yuwiepba aenictenio Aunpektusbl 95/46/EC cnoHCOp MOXET MONPOCUTL CybbeKTa UK, ecnu
CybObeKT HecnocobeH AaTb MHOOPMUPOBAHHOE COTNIACKE, M0 UK e€ 3aKOHHOTO NPeACTaBUTENA B MOMEHT
0aun cybBEKTOM MM €50 UK ee 3aKOHHbIM NpeacTaBuTenem MHGOPMMPOBAHHOIO COrNacuA Ha yyacTme
B KAMHWYECKOM WCMNbITAaHUW, paspelleHMe Ha MUCMNONb30BaHWE ero WUAM ee AaHHbIX BHE MNPOTOKOoNa
KJIMHNUYECKOTO UCCNEA0BAHMA UCKNOUMUTENBHO A/1A HAYYHbIX Lenell. YKasaHHoe cornacue B ntoboe Bpems
MOMET ObITb 0TO3BaHO CYOBHEKTOM UM €r0 NN ee 3aKOHHbIM NPeACcTaBUTeNEM.

Haquble nccnenoBaHMA € UCNONb30BaHUEM AadHHbIX BHE MPOTOKO/1a KAIMHNYECKOro nccnenosaHuA
AO0J1XKHbI NPOBOAUTBLCA B COOTBETCTBMU C NPUMEHUMbLIM 3aKOHO4ATE/IbCTBOM O 3alllUTe AAHHbIX.

3. /llob0o cybbeKkT unu, ecnm cybbekt HecnocobeH AaTb MHGOPMMPOBAHHOE COrNacue, ero an ee
3aKOHHbIM NpeacTaBuTenb MoryT 6e3 yuepba gna ceba n 6e3 HeobXoAMMOCTU NPeLCTaBAATb Kakoe-1nMbo
060CHOBaHME MPEKPaTUTb Yy4acTMe B KAMHMYECKOM WCMbITaHUKM, OTO3BaB CBOE WMHPOPMUPOBAHHOE
cornacue. bes yuiepba aeicrenio Aupektusbl 95/46/EC 0T3bIB MHGOPMUPOBAHHOrO COracua He BaMAeT
Ha y*Ke NpoBeAeHHble AeNCTBUA U UCMOb30BAHNE AAHHbIX, MONYYEHHbIX HA OCHOBE MHGOPMUPOBAHHOIO
coriacva Ao ero oT3blBa.

CraTtba 29
NHdopmupoBaHHoOe cornacue

1. MHdopmmupoBaHHOE cornacue AO0MKHO ObiTb COCTAB/EHO B MUCbMEHHOMN popMe, aTUPOBAHO U
NnoAnMCcaHo NMLLOM, MPOBOAALLMM MHTEPBbLIO, YKa3aHHbIM B NyHKTe "c" naparpada 2, n cybbektom mnu,
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ecnu cybbekT HecnocobeH aatb MHOOPMMPOBAHHOE COr/lacue, ero UaM ee 3aKOHHbIM NpeacTaBuTenem,
nocne Hagsexallero MHGoOPMUPOBAHMA B COOTBETCTBUM C naparpadom 2. B ciyyae ecnn cybbekT He
MOKET N1caTb, COr1acne MoXeT bbITb 1aHO U 3aNUCaHO NPU MOMOLLLY COOTBETCTBYIOLLNX a/IbTEPHATUBHbIX
CpeacTe B MPUCYTCTBUM KaK MUHMMYM OAHOFO He3aMHTEPeCcoBaHHOro cBuAaeTena. B aTtom cnydae
cBuaeTenb NoANUCbIBAET U AATUPYET AOKYMEHT 06 MHPopMMpoBaHHOM cornacun. CybbekTy unum, ecam
cybbekT HecrnocobeH aatb MHGOPMMPOBAHHOE cornacuve, ero WaM ee 3aKOHHOMY MNpeacTaBUTEeNto
npeaocTaBasieTca Konua AOKYMeHTa (Mau 3anuck), NocpeacTBOM KOTOPOro AaHO MHPOPMMPOBaHHOE
cornacue. UHPopMUpPOBaHHOE cornacue AOMKHO BbiTb 3a40KYMeHTUPoBaHO. CyBbeKTy uam ero uam ee
3aKOHHOMY NPeACTaBMTE/NIO [O0/KHO ObiTb NpPeaoCcTaB/NeHO COOTBETCTBYHOLLEE Bpema ANA MPUHATUSA
pelleHus 06 y4acTum B KNMHUYECKOM UCMbITaHUMN.

2. WHdopmaumna, npepoctaBnsemas cybbekTy uaM, ecan  cybbekT HecnocobeH AaTb
WHPOPMMPOBAHHOE COrNacue, €ero WaM ee 3aKOHHOMY TPeACTaBUTeND, B LeNAX MoayYyeHus
MHPOPMMPOBAHHOIO COrNacus, A0/IKHa:

a) NO3BOIATb CY6'bEKTy U1 ero nan ee 3aKOHHOMy nNpeacTaBUTENO MOHATb:

i) npupoay, uenn, NpenmyLLecTsa, BO3SMOMKHbIE NOCAeACTBUA, PUCKN N Heya06CTBa KAMHNYECKOTo
UCMbITaHUS;

ii) Npasa 1 rapaHTUK cyb6bEKTa B OTHOLLEHWM €T0 UM €€ 3aLLMTbl, B YaCTHOCTM, €70 WM ee NpaBsa Ha
OTKa3 OT y4acTMs M NpaBa Ha NpPeKpalLleHne y4yacTusa B KAMHUYECKOM MCNbiTaHuK B ntoboe Bpema 6es
yuwepba ana cebsa n 6e3 npeacraBneHmn Kakoro-nM6o ob6ocHoBaHUS;

iii) ycnosmnAa, npun KOTOPbIX NpPOBOAUTCA K/IMNHUYECKOE MUCNbITaHUE, BKAKOYAA OXUAAEeEMYIO
npPoAO/IKNUTENIbHOCTDL Yy4aCTUA cy6be|<Ta B KTMHNYECKOM UCNbITaHWNAU; U

iv) BO3MOXHO€e anbTepHaTUBHOE ieYeHne, BKAOYAA NocaeaylolmMe MepPonpuaTHa, B CaydYae ecam
yyactne cybbeKTa B KIMHUYECKOM UCMbITaHUK NpeKpaLlaeTcs;

b) 6bITb NOHATHOM, KPATKOM, ACHOW, PeNeBaHTHOM M NOHATHOM Hecneunaancty;

C) NpepocCTaBnATbCA BO Bpems MNpPeABapuTe/IbHOTO WMHTEPBLIO C YNEHOM MCCAef0BaTeNbCKOM
KOMaHZbl, KOTOPbIA MMEEeT COOTBETCTBYHOWYO KBaAMdUKALMIO COMNAcHO 3aKOHOAATENbCTBY
3aMHTepecoBaHHOro rocyaapcrea-yneHa EC;

d) BKkAtouaTh MHPOPMaLMIO O CUCTEME KOMMNEHCALMM NPUUNHEHHOTO Yulep6a, YKa3aHHYIo B CTaTbe
76 (1); mn

e) BKAoYaTb HOomep ucnbiTaHua EC n MHbopMaumio 0 AOCTYNHOCTU Pe3y/bTaToB KAMHUYECKOro
MCMbITaHUA B COOTBETCTBMU C Naparpadom 6.

3. UIHdopmaLma, yKasaHHaA B naparpade 2, Ao/KHa ObiTb NpesocTaBieHa B TMCbMeHHOW dopme U
OOCTyNHa CybbekTy MK, ecan cybbeKT HecnocobeH gatb MHGOPMMPOBAHHOE cOrnacue, ero Uan ee
3aKOHHOMY MpeacTaBuTeNto.

4. B WHTepBblO, YKa3zaHHOM B NyHKTe "c" naparpada 2, cneayeTt yaenntb ocoboe BHUMaHUe
MHPOPMALMOHHBIM NOTPEBHOCTAM CheumanbHbIX NOMNYAAUMA NMaLMEHTOB U OTAE/bHbIX CyObeKToB, a
TaKKe MeTogam npegocTaBaeHma MHGopmaLmm.

5. B MHTepBblO, yKa3aHHOM B NyHKTe "c" naparpada 2, 40AXKHO 6biTb YAOCTOBEPEHO, NOHUMAHUE
cybbekTom MHpopmaLmu.

6. CybbeKT Ao/KeH 6biTb NPOUMHGOPMUPOBAH O TOM, YTO MTOrOBble CBeAeHUA O pe3ysibTaTax
K/IMHNYECKOTO UCMbITaHMA U KPaTKUI OTYET, NpeacTaBisaemblii B Gopme, NOHATHOM Hecrneumanucty, byayt
AOCTynHbl B 6ase AaHHbIx EC, ykasaHHOM B cTaTbe 81 ("6a3a gaHHbix EC"), cornacHo ctatbe 37 (4)



6e30THOCUTENbHO PEe3y/bTaTa KAMHUYECKOro UCMbITaHUA M B C/y4asX, KOr4a 3TO BO3MOXKHO, O TOM, B
KaKol cpoK ByayT AOCTYyMHbI KpaTKME OTHETHI.

7. Hactroawmin PernameHT npumeHsetca 6e3  ywepba  AencTBMIO  HaAUMOHANbHOIO
3aKOHOAaTe/IbCTBA, KOTOpOe TpebyeT noanucaHme popmbl MHGOPMMPOBAHHOIO COT/IAacUA U OFPAHNYEHHO
[eecnocobHbIM MULLOM, U €ro UK ee 3aKOHHbIM NpeACTaBUTENIEM.

8. Hactroawmin PernameHT npumeHsetca 6e3  ywepba  AencTBMIO  HaUMOHANbHOIO
3aKOHOAATeNbCTBA, KOTOpoe TpebyeT B AOMOJSHEHWE K MHPOPMUPOBAHHOMY COrNacuio, OAaHHOMY
3aKOHHbIM MpeacTaBUTENEM, YTOObl HECOBEPLUEHHONETHMIA, CNOCOBHbIM COCTaBUTb MHEHWE N OLEHUTb
npeaocTaBieHHY0 MHGOPMaLMIO, TaKKe Aan coriacue, YyTobbl y4acTBOBaTb B KAMHMYECKOM UCTbITaHUM.

Cratbsa 30
NHdopmmMpoBaHHOE cornacme B KNACTEPHbIX UCMbITAaHUAX

1. B cnyyae ecnv KAMHUYECKOE UCMbITaHWe MPOBOAUTCA UCKIOYUTENIbHO B O4HOM rocyapcrse-
yneHe EC, gpaHHoe rocyaapctBo-unieH EC moxeT 6e3 yuepba geincrsmio ctatbi 35 nytem 4aCTUYHOTO

oTcTynaeHus ot nyHKToBs "b", "c" 1 "g" ctatbun 28 (1), ctatbm 29 (1), nyHKTa "c" ctatbu 29 (2), ctatbm 29 (3),
(4) v (5), nysktos "a", "b", u "c" cratbm 31 (1) u nyHkToB "a", "b" u "c" crtatbn 32 (1) paspewnTb
nuccnenoBaTtento Noay4yuTb WMHGOPMUPOBAHHOE Ccoracke YMNpPOLWEHHbIM Cnocobom, yKasaHHbIM B
naparpade 2 HacTosel CTaTbW, NPU YCA0BUWN BbINOJIHEHUA BCEX YC/IOBUM, YKa3aHHbIX B naparpade 3

HaCcTOALLEN CTaTbu.

2. Ana KNMHUYECKUX UCMbITaHWUI, KOTOPbIE YA0BNETBOPAIOT YC/IOBUAM, YKa3aHHbIM B naparpade 3,
MHPOPMUPOBAHHOE COrlacue CYNTAETCA NoYyYEeHHbIM, eCN:

a) rHbopmauumsa, Tpebyemas cornacHo nyHktam "a", "b", "d" n "e" ctatbm 29 (2), npeaoctaBneHa B
COOTBETCTBUM C MPOTOKOJ/IOM, 10 BK/IOYEHUA CyObEKTA B KAMHUYECKOE UCMbITaHME, U B 3TON MHPOPMaLMK
ACHO YKa3aHO, B YaCTHOCTM, YTO Cy6bEeKT MOXKET 0TKa3aTbCA OT y4acTMA MAK B loboe Bpema NpeKkpaTuTb
yyacTue B KIMHMYECKOM MCNbITaHMK 6e3 yuepba ans cebs;

b) noTeHuManbHbIM CyOBLEKT Nocne nosyyeHus MHPOpPMaUMM He Bo3parkaeT MPOTUB y4yacTus B
KIMHNUYECKOM UCMbITaHUN.

3. UHpopmuMpoBaHHOE cornacue MOXKeT BbiTb NOYyYEeHO YNPOLEHHbIM CNOCO6OM, YKa3aHHbIM B
naparpade 2, ecnm BbINOMHAKTCA BCE CNeayoWwme YyCAOBUS:

a) YNpOLEeHHbIM cnocob nonydyeHna WHPOPMMUPOBAHHOIO COFAAcMA He MPOTMBOPEUUT
HaUMOHaIbHOMY 3aKOHOAaTe/IbCTBY 3aMHTEPECOBAHHOIO rocyAapcTea-yaeHa EC;

b) meTogonorMa KAMHWYECKOro ucCNbiTaHMA TpebyeT, 4Tob6bl NpUEM pasHbIX MCCeayemblx
JIeKapPCTBEHHbIX CPEACTB B KAMHUYECKOM UCMbITaHUM Ha3Ha4ya/Ica rpynnam CybbeKkToB, a He OTAEe/IbHbIM
cybbeKTam;

C) KAMHMYECKOEe WCMbITaHWE ABAAETCA KAMHUYECKMM MUCMbITAHMEM C HU3KOW CTeneHbio
BMeLWaTenbCTBa, U nccinegyembolie nNeKapCTBeHHbIE CpeacTea NCMNOJIb3YHOTCA B COOTBETCTBUU C YCNOBUAMU
pa3pewieHnA Ha MapPKETUHT,;

d) He NPpon3BoO4NTCA BMELWATENbCTB, UHbIX, YHEM CTAaHAAPTHOE IeHEHNE YKA3aHHbIX CY6beKTOB;

e) B NpoToKose 060CHOBaHbI NPUUYMHBI NOAYYEHUA MHOOPMMPOBAHHOTO COMAcUA YNPOLLEHHbIM
cnocobom w onucaHa wHpopmauma, npeaocTaBieHHas cybbekTam, a Takke crnocobbl ee
npegocTaBAeHMS.

4. Wccnepoatenb A0NXEH 3a40KYMEHTUPOBATbL BCE OTKa3bl WU MNpeKpaweHna ydactma wu



rapaHTUpoOBaThb, 4YTO c60p AaHHbIX Cy6'bEKTOB, OTKa3aBLWKNXCA OT y4aCTnAa UAN NPEeKpaTUBLWLKNX y4acCTune B
KNINMHNYECKOM UCNbITaHUN, HE BeOETCA.

CraTtba 31

KnnHnyeckue ncnbitaHma ¢ ydyactnem orpaHn4eHHo
AeecnocobHbIx cybbeKkToB

1. B cnyyae ecnv orpaHnYeHHO geecrnocobHble cybbeKTbl, KOTOpble He AaAn AKX OTKa3aaucb Aatb
MHPOPMMPOBAHHOE COFNacMe A0 YCTAaHOB/AEHUA OrpaHUYeHUA [eecrnocobHOCTM, KAMHMYecKoe
UCNbITaHNE MOXKeT BbITb NPOBEAEHO TONbKO, €C/IM B A0NONHEHME K YCNOBUAM, YKa3aHHbIM B cTaTbe 28,
cobnoaeHbl Bce creaylolme ycioBus:

a) nony4yeHo VIHd)OpMVIpOBaHHOG cornacme nx 3aKOHHOro npeacraBuUTeNA,

b) orpaHmMyeHHO geecnocobHble cybbeKTbl NOAYYNIN MHDOPMALMIO, YKa3aHHY B cTaTbe 29 (2),
COOTBETCTBYIOLMM CMOCOBOM, YUUTLIBAIOLLMM UX COCOBHOCTb €€ NOHUMATb;

C) SABHO BbIPa)KEHHOE ’KenaHwe OrpaHUYEeHHO [eecnocobHOro cybbeKkTa, KOTOpbI MOXKeT
chpopmMMpOBaTb MHEHME U OLLEHUTb MHOOPMALMUIO, YKa3aHHYI0 B cTaTbe 29 (2), 0TKasaTbCA OT y4acTua B
NCNbITAaHUN UAN BbITb UCKAOYEHHBIM U3 ero NpoBeAeHus B Ntoboe Bpems, JOMKHO BbiTb MPUHATO BO
BHMMaHMe uccaegoBaTenem;

d) cybbeKTbl M KX 3aKOHHble MPeACTaBUTENN He MOYYAOT HUKAKOro BO3HArPaskAeHUsa uan
$dUHAHCOBOro MOOLLPEHMA, KPOME KOMMNEHCALMN PacxodoB M noTtepu 3apaboTHOM MaaThl, UMEHLLNX
NPAMOE OTHOLLEHWE K YYaCTUIO B KIMHWUYECKOM UCMbITaHUW;

e) KAMHMYecKoe mcnbiTaHMe HeobXoAMMO MMEHHO B OTHOLLIEHWW OrpPaHUYeHHO AeecnocobHbIX
Cy6BHEKTOB, 1 AaHHble TaKOoW e BaUAHOCTM He MOTYT 6bITb NO/yYeHbl B X0A4€ KAMHUYECKUX UCTIbITAHWUI C
y4YacTUEM /L, CNOCOBHbIX AaTb MHGOPMUPOBAHHOE COrN1acKe, UK C UCMONb30BaHUEM APYTMX METOA0B
nccnenoBaHus;

f) KIMHN4YeCKoe ncnbiTaHne nmeet HenocpeacreeHHoe OTHoWweHne K meaAnUNHCKOMY COCTOAHMUIO,
OT KOTOPOrOo CTPAAAET CyOBbEKT;

g) MMEeKTCA Hay4YHble OCHOBaHMA Nosaratb, YTO y4acTue B KIMHNYEeCKOM UCNbITaHUU NPpUHeCeT:

i) HenocpeACTBEHHYIO MNOMb3y ANA OrPaHUYEHHO AeecnocobHOro cybbeKkTa, MpPeBbilatoLLyio
CYLLECTBYIOLLME PUCKM U HArPy3KK;

ii) HekoTOpyl MNoONb3y ANA NOMNyNALMM, NPEACTAaBNEHHOM 3aMHTEePeCcOBaHHbIM OrpaHWYEeHHO
[eecnocobHbiM CyBbEKTOM, B TOM C/ly4ae, €C/iM KAUMHWYECKOE MUCMbITaHWe HanpsMylo OTHOCUTCA K
U3HEYTPOoXKaoLWeMy UAN UCTOLAIOWEMY MEANLMHCKOMY COCTOAHMIO, OT KOTOPOrO CTPAZaeT CybbeKT, n
TaKoe MCMbITaHWE BbI3OBET MMHMMAaJbHBIN PUCK M MUHUMANbHYIO HarpysKky A/ 3aMHTepecoBaHHOro
OrPaHNYEHHO [eecrnocobHOro cybbekTa MO CPaBHEHWIO CO CTAHAAPTHLIM JleYEeHMEM MEAWMUMHCKOTO
COCTOSIHMA OrPaHUYEHHO AeecnocobHOro cybbekTa.

2. NynHkT "g"ii" naparpada 1 npumeHsnetcs 6e3 yuwepba gencrenio 6osee CTPOrnmx HalMOHaAbHbIX
npaBu/, 3anpewarnwWwmx nNPoBeAeHNE TaKUX KAUHUYECKMX WCMbITAaHWA C yd4acTMemM OrpaHUYeHHO
AeecnocobHbIX Cy6beKToB, B C/lyYae eciv OTCYTCTBYIOT HayyHble OCHOBAHMA MoaaraTb, YTO ydacTve B
KAMHMYECKOM UCMbITaHUW NPUHECET NPAMYIO NO/b3Y CYOBbEKTY, NPEBbILIAIOLLYIO CYLLECTBYIOLLIME PUCKU U
HarpysKku.

3. CybbeKT Q[O0/eH, HaCKO/IbKO 3TO BO3MOMKHO, MPMHMMATb YydyacTMe B npoueaype
MHPOPMMPOBAHHOTO COrNACKS.



Cratbsa 32
KnnHmn4yeckme ncnbITaHMA € y4acTUEM HECOBEPLUEHHONETHUX

1. KnMHnyeckoe ucnbiTaHWe C y4acTUeM HeCcoBepLUEHHONETHUX MOXKET ObiTb NPOBEAEHO TO/bKO B
TOM C/lyvyae, eciu B AOMOJIHEHME K YC/AOBUAM, YKasaHHbIM B cTaTbe 28, cob/itogeHbl Bce creaytoume
ycnoBus:

a) nonyyeHo MHPOPMMPOBAHHOE COrnacue Mx 3aKOHHOTO NPeaCcTaBUTeNs;

b) no cBepeHWs HecoBeplueHHONETHUX AoBeAeHa MHPOPMaUMA, yKasaHHas B cTaTbe 29 (2), B
dopme, aflanTUpPOBaHHOW ANA MX BO3PACTa M NCUXUUYECKOW 3PenocTu, UccnedoBaTenimu uam YneHamm
nccnenoBaTeIbCKo KOMaHAbl, KOTopble 06y4YeHbl AN MMEIOT OMbIT PaboTbl C AeTbMU;

C) ABHO BbIPaYKEHHOE }KeNaHWe HeCoBEPLUEHHONETHErO, KOTOPbI MOXKET CPOPMUPOBATD MHEHUE U
oLeHUTb MHOOPMaALMIO, YKa3aHHyI0 B cTaTbe 29 (2), OTKasaTbCA OT y4acTuA B UCMbITAHUW UAU BbITb
WCK/IOYEHHBIM M3 ero nposegeHua B aoboe Bpemsa, AOMKHO OblTb MPUHATO BO BHMMaHUeE
nuccneposartenem;

d) cybbeKTbl M KX 3aKOHHble MPeACTaBUTENN He MOYYAOT HUKAKOro BO3HArPaskAeHUsa uan
$OMHAHCOBOrO NOOLLPEHUA, KPOME KOMMEHCaLMM PacxodoB M notepu 3apaboTHOW MaaTbl, MMEHLLMX
NPAMOe OTHOLLEHME K YYaCTMIO B KAMHNUYECKOM UCMbITaHWUW;

6) KIMHN4YeCKoe UcCnbiTaHMe HanpaB/1eHO Ha UccnengoBaHuUe nevyeHna meaunumnmHCKUX COCTOAHUMN,
XapaKTePHbIX TOZIbKO ANA HECOBEPLWEHHONETHUX, UIN KAINHNYECKOE UCnblTaHNE HGO6XOAMMO MMEHHO B
OTHOLWEHNN HECOBEPLIEHHONETHUX ONA NoATBepPXAEHUA AaHHbIX, NONYYEHHbIX B XO04€ KAUHUYECKUX
NCNbITaHWUI C ydyactmem nuu, CNOCOGHbIX AaTb MH(I)OpMMpOBaHHOe cornacume, nanm npn nMcnosib3oBaHMn
MHbIX METOA0B UCCNen0BaHUA,

f) KIMHUYecKoe ucnbiTaHne nmbo HenocpeacTBeHHO OTHOCUTCA K MegUUMNHCKOMY COCTOAHUIO, OT
KOTOPOro  CTpagaeT  3aMHTEPECOBAHHbIN  HECOBEPLUEHHONIETHUN, nMbo  MMeeT  XxapakTep,
npeAnonaraoWwmii ero NpoBeAeHME TONIbKO NPU y4acTUM HECOBEPLIEHHONETHUX;

g) MMEeKTCA Hay4YHble OCHOBaHMA Nosaratb, YTO y4acTue B KIMHNYECKOM UCMbITaHNU NPUHeCeT:

i) HenocpeACTBEHHYO NOb3Y AR HECOBEPLUIEHHONETHERO, MPEBbILIAIOLLYIO CYLLECTBYIOLWME PUCKU
W Harpysku; uam

ii)  HekoTopylo  monb3ly  Ana  NONyAauMM,  NPeACTaBAEHHOM  3aMHTEePecOoBaHHbIM
HeCoBEpPLLUEHHONETHUM, U TAKOE UCMbITaHNE BbI3OBET MUHUMAJ/IbHbIN PUCK U MMHUMa/IbHYIO Harpy3Kky 41a
3aMHTEPECOBAHHOIO HECOBEPLIEHHONETHErO N0 CPAaBHEHMIO CO CTaHAAPTHLIM SIe4EHUEM MELULMHCKOrO
COCTOAHMA HeCOBepLUEHHO/ETHErO.

2. HecoBepLIeHHONETHUI AONKEH NPUHMMATL y4acTMe B npoLeaype MHGOPMMUPOBAHHOTO COTIAcUs
B dopme, aAanTUPOBaHHOW A1 ero Uan ee BO3pacTa U NCUXMYECKOW 3pesioCTu.

3. Ecnv BO Bpems K/AMHUYECKOTO WCMbITAaHWS HECOBEPLIEHHONETHUI [OCTUIHET BO3pacTa
AeecnocobHocT Aans  gadv MHGOPMMPOBAHHOIO COrNacus, OnpeaefieHHOro 3akoHOA4ATe/IbCTBOM
3aMHTepecoBaHHOro rocyaapctea-yaeHa EC, cybbeKT A0/KeH BblpasuTb MHPOPMUPOBAHHOE cornacue 4o
NPOAO/IKEHNA YYaCTUA B UCCNEA0BAHUN.

Cratbsa 33

KAWHMYecKme ncnbiTaHma ¢ y4actmem 6eperv\eHHb|x
NN KOPMALWUNX MEHLNH



KAnHWYecKoe ucnbiTaHMe C ydyacTMem 6epemeHHbIX MAUM KOPMALMX KEHLIMH MOXeT b6biTb
npoBeAeHO, TONbKO eC/iv B AOMNOMIHEHME K YCI0BUAM, YKa3aHHbIM B cTaTbe 28, cobatofeHbl cneaytolume
ycnosus:

a) KNIMHUYECKOE MCMbITaHUe NOTEHLMANbHO MOMET MPUHECTU NPAMYIO NO/b3y 3aUHTEPECOBaHHOM
6epemMeHHON WM KOPMALLEN IKEHLLMHe, ee 3MOpPUOHY, naody, WaAnm pebeHKy, MpeBbIatoLLyo
CYLLECTBYIOLLME PUCKM U Harpy3Ku;

b) ecnv Takoe KNAMHUYECKOE UCMbITaHME He MPUHOCUT NPAMOM No/b3bl bepemMeHHO an KopmsaLen
KEHLWMHe, ee aMOPUOHY, NN0AY AN pebeHKY, OHO MOXET BbITb NPOBEAEHO TOILKO €C/N:

i) KIMHN4YEeCKOoe ncnbiTaHne CpaBHMMOﬁ 3¢¢EKTMBHOCTM He MOXKEeT 6bITb npoBeaeHO Ha XXeHLWWHax,
KOTOpble He ABNAKOTCA 6ep6M6HHbIMM NN KOPpMALWNMUA;

ii) KNMMHWYECKoe UCMbITaHWE MOMOraeT MoAYyYUTb Pe3ysibTaTbl, KOTOPble MOTYT NMPUHECTU MOJ/b3Y
6epeMeHHbIM 1 KOPMSALLUM XKEHLMHAM UAN APYTUM KEHLMHAM B OTHOLLEHUN PENPOAYKTUBHOCTU, UK
ApYyrMm ambproHam, NaAoaam Uan AeTam; U

iii) KNMHMYEeCKoe UCNbITaHWE Bbi3bIBAET MUHMMANbHbIN PUCK U HArpysky Ha 3aMHTEPEeCOBaHHYIO
6epeMeHHYI0 N KOPMALLYIO KEHLUMHY, ee SMBPUOH, Naoa Uam pebeHka;

C) ecnnm ncenegoBaHne NpoBoaAnUTCA Ha KOPMALWMX HEHLWWHAX, ocobo cnepyet nsberatb n0boOro
BpeaHoro BO3,£],EI7ICTBVIFI Ha 340poBbeE pe6eH|<a; n

d) cybbeKT He Mony4YyaeT HMKAKOro BO3HArpaKAeHUs WMAM (GUHAHCOBOrO MOOLWPEHMS, Kpome
KOMMNEHCaLUMM pacxodoB M notepu 3apaboTHON MnaTbl, UMEIOWMX NPAMOE OTHOLUEHWE K y4acTuio B
KJAMHMYECKOM UCMbITaHMM.

CraTtbAa 34
JononHuTenbHble HaUWMOHANbHbIE MEPbI

locypapcrBa-yneHbl EC moryT npoao/irKaTb NPUMEHATbL A0NOAHUTENbHbIE MEPbI B OTHOLLEHUU L,
Npoxoaalmx 06A3aTeNlbHY0 BOEHHYIO CAYKOY, N1L, HAXOAALWMXCA B MeCTax fiMweHusa ceoboapl, auu,
KOTOpble BCneacTsme cyaebHOro peweHms He MOryT NPUHUMATL y4acTUe B KAMHUYECKUX UCTbITaHUSAX,
WA UL, KOTOPbIE COAEPKATCA B YUPEXKAEHMAX, B KOTOPbIX MM NPefOoCTaBNAIOTCA NPOXKMBAHME U YXOA4,.

Cratba 35
KnnHuyeckmne ncnbiTaHMA B Ype3Bbl4aMHbIX CUTyaUUAX

1. MyTem YyacTUUYHOTrO OTCTYNIeHMA oT NyHKToB "b" 1 "c" ctatbm 28 (1), nyHkToB "a" u "b" cTtatbn 31
(1) v nyHkToB "a" 1 "b" cTaTbk 32 (1) NOAYUNTb MHGOPMMPOBAHHOE COr/lache Ha y4acTue B KIMHUYECKOM
UCMbITaHUK U NPeaoCTaBUTb MHGOPMALLMIO O KIMHUYECKOM UCMBITAHUM MOKHO NOC/e NMPUHATUA PeLLeHUs
0 BK/IIOYEHUWN CYOBbEKTA B KIMHWMYECKOE MCMbITAHME NPU YC/I0BUM, YTO TaKoe pelleHne NpuHMMaeTcs B
MOMEHT NepPBOro MeAMLMHCKOro BMeLlaTe/IbCTBa B COOTBETCTBMM C MPOTOKO/IOM AAHHOTO K/IMHUYECKOTo
MCMbITaHWUA U NpY cOBNOAEHMM BCEX CEAYIOLLMX YC/I0BUIA:

a) B pe3ynbTaTte HEOT/I0XKHOM cntyauun, BbI3BAaHHOM BHE3amMHbIM KU3HEYrpoxXawwmm unnn
BHE3aNHbIM CePbE3HbIM MEANULUNHCKMUM COCTOAHUEM, CY6BEKT Heé B COCTOAHUN OaTb npeaBaputTesibHOE
MHCbOpMVIpOBaHHOG cornacme n nony4ymnTb NpeaBapuUTENbHYHO MHd)OpMaLI,MI-O O KZIMHNUYECKOM UCNbITaHWK;

b) nmetoTcAa HayyHble OCHOBaHWA OXMAATb, YTO yyacTue cybbeKTa B KAMHMYECKOM WCMbITaHUU
NpUHEeceT NPAMYIO KAMHUYECKYIO MOAb3y ANA CyObeKTa, BblparkalowyrocAa B M3MEPUMOM YAyYlLEeHUU
340poBbA, obseryarolem CTpagaHua U/MAM B yaydlleHUW 340pOoBbsA CyObeKTa WMAM B AmarHose ero



COCTOAHUA,

C) B pamKax TepaneBTMYECKOro OKHa HEBO3MOXKHO MPeaoCTaBuTb BCIO NpeaBapuTeNnbHYyHo
MHPOPMaLMIO M MOAYUNTL NpeaBapuTesibHOE COracue ero Uam ee 3aKOHHOro NpeacTaBuTens;

d) vccneposaTenb MOATBEPMKAAET, UYTO €My WMAM el HEM3BECTHO O KaKUX-1Mb60 BO3parkeHUax
OTHOCUTE/IbHO YYacCTUA B KAMHUYECKOM UCMbITaHUK, paHee BblpaXKeHHbIX CybbeKkTom;

6) KIMHNYECKOE UcCnbliTaHMEe AOO0NXKHO MMETb HenocpencrBeHHoOe OTHOWeEHWeE K meguumnHCKoOMy
COCTOAHUIO, N3-3a KOTOPOTO HEBO3MOXHO B paMKax TepaneBTUYECKOIro OKHa NoNy4YnTb NnpeaBapuTesibHoeE
MHd)OpMMpOBaHHOE cornacume Cy6'beKTa nnn ero nanm ee 3aKOHHOro npeacrasuTena U npeaocCrtaBuUTb
npeaBapuUTesibHyto MHd)opmau,mo, N KAWMHMYECKOE WUCMNbITAaHWE HOCUT TaKoWM XapaKTep, 4YTO MOXKET
npoBOoAnNTbCA TOJZIbKO B l‘IF)E3BbI‘-ial\;1HbIX CUTYyauunax;

f) KNAMHMYecKoe ncnbITaHWe BbI3bIBAET MUHNUMA/bHbBIA PUCK M OKa3blBaeT MUHUMAJIbHYIO Harpysky
Ha cybbeKT No cpaBHEHMIO CO CTaHAAPTHLIM eYEHUEM €ro COCTOAHMA.

2. Mocne BmellaTeNIbcTBa cornacHo naparpady 1 AonkHO 6biTb NosydyeHO UHPOPMUPOBAHHOE
corsiacve B COOTBETCTBMM CO CTaTbel 29 AN NPOAO/IKEHUA YYACTUA CYOBEKTa B KNTIMHUYECKOM UCTbITAaHUU,
a TaKXe Ao/KHa bbiTb nNpeaocTasneHa MHPOPMaLUMA O KAMHUYECKOM WMCMbITaHUW B COOTBETCTBUM CO
cneayowmmmn TpeboBaHNAMMN:

a) B OTHOLWEHUM OrpaHMYEHHO [AeecnocobHbIX Ccy6beKToB UM HecoBepLUEHHONETHMX
nuccnegoBartenieM A0MKHO 6biTb 6e3oTnaratesibHoO NoyYyeHo MHPOPMUMpPOBaAHHOE cornacue cybbekTa unu
ero/ee 3aKOHHOTO NpeAcTaBMTeNS, a TaKKe MHPOoPMaLMA, yKa3aHHanA B cTaTbe 29 (2), B KpaTyanlume CpoKm
OO/KHa 6bITb NpeaocTasaeHa CybbekTy Uau ero/ee 3akoHHOMY NpeACcTaBUTENtO, B 3aBUCMMOCTU OT TOTO,
yTOo bbICTPEE;

b) B oTHOWeEHMN ApyrMx cybbEKTOB, UCCNeAoBaTeNeM A0/XKHO 6biTb 6e30TNaraTelbHO NOJyYeHo
MHPOPMUPOBAHHOE COrnacne CybbekTa MAU ero UM ee 3aKOHHOro NpeacTaBUTeNs, B 3aBUCUMOCTM OT
TOro, YTo BbICTPeE, a TakKe MHPOPMaLLMA, YKa3aHHaA B cTaTbe 29 (2), B KpaTyanume CPOKKN A0JIXKHA BbITb
npegocTaBneHa cybbekTy UM ero 3aKoOHHOMY NpPeACTaBUTESNIO, B 3aBUCMMOCTUM OT TOTO, YTO bbicTpee.

Onsa uenei nyHkta "b" B TOm cnyyae, ecan nosyvyeHo MHPOPMMPOBAHHOE COrnacuMe 3aKOHHOro
npeactaBuTens, ANA MNPOAO/BKEHMA YYyacTMA B KAMHUYECKOM WCMbITaHUM HeobXxoaMMOo MOAY4YMTb
MHPOPMMPOBaHHOE cornacue cybbeKTa, Kak TONIbKO OH MK OHa ByayT B COCTOAHWUM ero AaTh.

3. Ecnm Cy6'bEKT nnuy, rae 3To nNnpumeHmmo, ero unan ee 3aKOHHbIN npeacrasuTesib He OakoT
MHd)OpMMpOBaHHOI'O cornacuma, To emy nam e AO0/KHO 6bITb Pa3bACHEHO NPaBO Ha BO3pa*KeHUA NPoTUB
MCNON1b30BaHMA AaHHbIX, NOJIy4YeHHbIX B XO04e K/TIMHNYECKOro ncnblTaHUA.

lnasa VI. HAYANO, SABEPLUEHWE, BPEMEHHOE NPUOCTAHOBJIEHUE
N JOCPOYHOE NPEKPALLEHME KTMHNYECKOTIO UCTbITAHNA

Cratbsa 36

YBeZomieHVe 0 Hayane KAMHUYECKOTO UCTMbITaHNA
M 0 3aBepLUeHMM Habopa cybbeKToB

1. CI'IOHCOp AONXKeH yBeAOMUTb KaxXaoe 3anHTepeCOoBaHHOE rocyaapcCrBO-4Y1eH EC o Hauane
KINMHNYECKOro ncnbiTaHMA B AaHHOM rocyaapcree-4yjieHe EC yepes noptan EC.

YBefomneHne f0MKHO 6bITb CAENaHO B TeyeHe 15 AHel ¢ AaTbl HaYana KAMHUYECKOTO UCMbITaHUA
B AaHHOM rocyaapcrtee-yneHe EC.

2. CI'IOHCOp AO/XKeH YyBEAOMUTb KaxXaoe 3anHTepeCoBaHHOE rocyaapcCTBO-4/1eH EC o nepsom



BU3UTE NepBOro cybbeKTa B AaHHOM rocyaapcree-uneHe EC yepes noptan EC.

YBegomneHne A0KHO bbITb cAelaHo B TedeHume 15 aHein ¢ AaTbl NepBOro BM3nUTa NepBoro cybbekTa
B AaHHOM rocyaapcTsee-yneHe EC.

3. CnoHCop A0/IKEH YBEAOMUTb KarKaoe 3aMHTepecoBaHHoOe rocyaapcteo-yneH EC o 3aBeplueHuu
Habopa cybbeKkToB ANA KAMHUYECKOro UCMbITaHUA B AaHHOM rocygapcrae-yneHe EC.

YBegomneHue goMKHO bbiTb caenaHo B TeyeHue 15 aHeli ¢ AaTbl 3aBeplUeHN Habopa CybbeKToB.
B cnyyae Bo306HOBNEHMA Habopa NpumeHsaeTca naparpad 1.

Cratba 37

3aBepLlieHne KAMHUYECKOTO UCMbITaHuA,
BPEMEHHOE MPUOCTaHOBIEHWNE M AOCPOYHOE NpeKpaLLeHmne
K/IMHWUYECKOTO UCMbITaHMA, a TaKXKe npeacTaB/ieHne pesy/ibTaToB

1. CnoHcop AO0NXKEH YBEAOMUTb KaXKaoe 3auHTepecoBaHHOE rocyaapcteso-yneH EC o 3agepeHnmn
KJAMHMYECKOro MCNbITaHWA B 4AaHHOM rocyaapcree-yneHe EC.

YBefoMNeHNE AOJ/IKHO ObiTb CAefaHO B TedeHue 15 aHen ¢ gaTbl 3aBEPLUEHUA KJIMHUYECKOTo
MCNblTaHWA B AaHHOM rocyaapctee-yneHe EC.

2. CI'IOHCOp AO0/1KeH yBeJOMUTb KaxXA0€e 3anHTepeCcoBaHHOE rocyaapCTtBO-4/1eH ECo 3aBepuweHnn
KTMHNYECKOTo UCNbiTaHNA BO BCEX 3aUHTEPECOBAHHbBIX rOCYyAapCTBax-4aeHax EC yepes nopTtan EC.

YBegomneHne O0MKHO ObiTb caenaHo B TeyeHue 15 AgHen c AaThbl 3aBepLUEHUA KJAMHMYECKOTO
MCNbITaHMA B NOocnegHeM 3auHTepecoBaHHOM rocygapcree-yuneHe EC.

3. CnoHcop Ao/MKeH YBeAOMUTb KaXaoe 3auHTepecoBaHHOe rocyaapcteo-ynieH EC o 3aBeplueHumn
K/IMHUYECKOTO WUCMbITaHUA BO BCEX 3aMHTEPECOBAHHbIX rocyaapcrBax-uyneHax EC m BO Bcex TpeTbux
CTpaHax, B KOTOPbIX MPOBOANNOCH KIMHUYECKOE UCMbITaHMe, Yepe3 nopTan EC.

YBegomneHne AoMKHO ObiTb caenaHo B TeyeHue 15 gHen c AaTbl 3aBepLUEHUA KJAMHMYECKOro
MCNbITaHNA B MOCAEAHEM W3 3aMHTEPECOBAHHbIX rocyaapcTe-yneHoB EC M TpeTbUx CTpaH, B KOTOpPbIX
NPOBOANNOCH KINHMUYECKOE UCMbITaHME.

4. He3aBMCMMO OT pesy/sibTaTa KAMHMYECKOTO MCMbITaHUA CMOHCOP AO/KEH NpeacTaBuTb B H6asy
AaHHbIX EC oTyeT 0 pesynbTaTax KAMHUYECKOro WCMbITAaHWA B TeyeHWe roga C AaTbl 3aBeplleHuA
KJIMHNYECKOro MCMbITaHMA BO BCEX 3auMHTepecoBaHHbIX rocygapcteax-yneHax EC. CopepkaHue
YKa3aHHOro otyeTta yKkasaHo B [puaoxeHuu V.

K oTueTy goskeH OblTb MPUIOMKEH KPaTKUIA OTYET, COCTaB/EHHbIM TakKMM 06pasom, YTobbl 6bITb
NOHATHBIM Hecneuuanuctam. CoLepkaHue 4aHHOTO OTYETa YKasaHo B MpuaoxeHumn V.

OpHako B Cydae ec/im No Hay4YHbIM NPUYUHaAM, WU3NN0XKEHHbIM B MPOTOKOJ/Ie, HEBO3MOXKHO
npeactaBuTb OTHET O pPe3ynbTaTax B Te4YeHUe roaa, OTy4eT O pe3ysibTaTaX AO0/TIKEH 6bITb npeacrasaeH
He3ameaAUTeNIbHO Noc/e ero coctasaeHunAa. B gaHHOM ciyvae B NPOTOKOe JOKHO 6bITb onpeaeneHo,
Korga 6yp,yT npeacraBieHbl pe3yibTaTbl BMECTE C obocHoBaHMeM.

B fononHeHWe K oT4yeTy O pe3ynbTaTax, B C/lydae ecau KJAMHUYeCcKoe UCnbITaHue NpoBOANIOCH C
Luenbo nonyvyeHnAa paspeweHna Ha MapKeETUHI Ha UCcnegyemoe N1IeKapCTBeHHOE CpeacTBo, 3aABUTE/b
AO0/XKeH NpeacTtaBuTb B 6a3y AaHHbIX EC oTyeT 0 KNMHMYeCcKom nccnenosaHum B TedyeHne 30 ,D,Hepl nocne
nosy4yeHnA paspeweHna Ha MapKEeTUHN, 3aBeplleHnAa npoueaypbl Bblgavyn paspeleHnA Ha MapKeTUHr
Uy nocsie OT3biBa 3aAB/IEHNA O BblAaye pa3pelleHNA Ha MapPKETUHT 3aABUTENEM.



[Ona Tex cnydyaes, KOrga CrOHCOP MNPUHUMAET pelleHMe O COBMECTHOM UCMoJ/ib30BaHMU
HeobpaboTaHHbIX AaHHbIX Ha A0b6poBONbHOM OcCHOBe, EBponenckas KOMWUCCUA AO0/XKHA MNPUHATb
pyKoBoZALLmMe NPUHLMMbI A58 GOPMATUPOBAHMA U NpeaCcTaBAEeHMA STUX AAHHbIX.

5. CNOHCOp [I0/1KeH YBeAOMMUTb KaxKAoe 3auHTepecoBaHHOe rocyaapctso-uneH EC o BpemeHHOM
NMPUOCTAaHOB/IEHUN KIAUHUYECKOTO WUCMNbITaHMA BO BCeX rocyadapcCTrBaX-yieHaX EC no NPUYNHaM, He
3aTparmBarowmm 6anaHc "puck-nonbsa”, yepes noptan EC.

YKa3zaHHOe yBeJoM/IeHMEe AO0/KHO BbiTb caenaHo B TedeHwe 15 aHel ¢ AaTbl BpeMeHHOro
NPUOCTAaHOBNEHNA KAMHUYECKOTO UCMbITaHMA BO BCEX 3aMHTepecoBaHHbIX rocyaapcrsax-yneHax EC u
OOJ/IKHO cofepyKaTb NPUYMHbI TAKOFO NPUOCTaHOBAEHUA.

6. Echm BpemeHHO NPMOCTAaHOBJ/IEHHOE KAMHWYECKOEe WCMbiTaHWe, yKasaHHoe B naparpade 5,
BO30OHOBNEHO, CMOHCOP A0/IKEH YBEeAOMUTb Kaxaoe 3anHTepecoBaHHOe rocyaapcrso-unieH EC yepes
noptan EC.

3TO yBeAOM/IEHME O0/IKHO ObITb cAenaHo B TeyeHue 15 aHen ¢ gatbl BO30OHOB/EHUS BPEMEHHO
NPUOCTAaHOB/IEHHOTO KIMHNYECKOTO UCMbITaHUA BO BCEX 3aMHTEPECOBAHHbIX rocyaapcTBax-yneHax EC.

7. Echn BpeMeHHO NpUOCTaHOB/IEHHOE K/IMHNYECKOE UCMbITaHUE He B0306HOB/IEHO B TeYeHME OByX
NeT, AaTa OKOHYaHNA OaHHOIo CpoOKa Uan AaTta peleHnA CNoHCopa 06 0TKase BO306HOBUTb KJIMHMYECKOE
ncnbiTaHne, B 3aBUCMMOCTU OT TOIO, KakaA AaTa HACTYNUT paHblle, 6YAET CYNTATbCA ,CI,aTOﬁ 3aBepuweHunA
KTMHNYECKOTo UcnbiTaHUA.

B cnyyae AOCPOYHOrO NPeKpaLLleHUa KAMHNUYECKOTO UCMbITaHUA NO NPUYMHAM, He 3aTparMsalowmnm
6anaHc "pucK-nonb3a", CNoHCop A0/IXKEH YBeAOMUTb KaXKaoe 3aMHTepecoBaHHOe rocyaapcraso-ynieH EC
yepes noptan EC o nmpuyMHax Takoro 3asBeplleHua K, rae NpUMEHMMOo, O nocaeaylowmx mepax gnd
cybbekToB.

8. bes yuiepba gericteuio naparpada 4 B TOM cayyae, eCc/iv NPOTOKO KANHUYECKOro UCC/iei0BaHuA
npeaycmaTpuBaeT AaTy MPOMENKYTOUYHOTO aHan3a AaHHbIX 40 3aBEPLUEHNN KMHNUYECKOTO UCTbITaHUA U
COOTBETCTBYHOLME PE3yabTaTbl KAMHUYECKOTO MCMbITaHMA AOCTYMHbI, TO OTYET O TaKWUX pesy/bTaTax
OOJ/IKeH bbITb NpeacTaBneH B 6a3y gaHHbix EC B TeueHMe 04HOro rofa ¢ AaTbl NPOMENKYTOYHOTO aHan3a
OAHHbIX.

Cratbsa 38

BpemeHHOe npunocTaHoBAEHUE UK JOCPOYHOEe
npeKkpaweHne ncnblTaHMA CMNOHCOPOM MO NPUYNHAM,
Kacarouwmnmca 6esonacHoCTH CY6'beKTa

1. AnAa uenei HacToAwero PernameHTa o BpeMeHHOM NPeKpPaLLeHNN UK AOCPOYHOM 3aBEPLUEHNUN
KNMHUYECKOrO UCMbITaHMA NO NPUYMHAM M3MeHeHusa BanaHca "puck-nosib3a" HeobxoauMMo yBeAOMUTb
BCe 3aMHTepecoBaHHble rocygapcrea-yneHsl EC yepes noptan EC.

YKa3zaHHOe yBegoM/IeHne A0MKHO bbITb caenaHo 6e3oTnaraTenlbHo, HO He no3aHee 15 gHel ¢ aaThl
BPEMEHHOro NPMOCTaHOBEHMA UM AOCPOYHOIO NpPeKpaLeHna. B Hem A0MKHbI coaepyKaTbcA MPUUMHBI
TaKoro NPMoOCTaHOBAEHUA UM NPEKPaALLEHNA U oNpeaeneHbl nocaeayolme mepbl.

2. Bo306HOBIEHME KAMHUYECKOTO UCMbITAHUA NOC/AE BPEMEHHOIO NPUOCTAHOBEHUA, YKAa3aHHOIO B
naparpade 1, cuUMTaeTCA CYLWECTBEHHbIM M3MEHEHWEM, MNogJexalum npoueaype aBToOpU3aLmy,
yKa3aHHol B rnase Il

Cratba 39



MpueegeHWe B COOTBETCTBME COAEPKAHMA KPAaTKOro oTyeTa
O pe3ynbTaTax U OT4eTa ANA HecneunaanctoBs

Ha EBponeickyto Komuccuio A0KHbI ObiTb BO3/0XEHbl MOJHOMOYMA MO MPUHATUIO AKTOB
OEeNerMpoBaHHOrO 3aKOHOAATENbCTBA B COOTBETCTBMM CO cTaTbelt 89 AnAa BHECEHUA W3MEHEHWI B
Mpunoxkenma IV n V B Lenax agantaumm mUx K TEXHUYECKOMY MPOrpeccy Uam ydyeTa meXayHapOLHbIX
perynaTMBHbIX M3MEHeHW, KoTopble 3aTparmBatoT Col3 uam rocypapctea-dneHbl EC, B obnactu
KAMHUYECKUX UCMbITaHUN.

lnasa VII. OTHET MO BE3OMACHOCTM B KOHTEKCTE
KNMHWNYECKOIO UCTbITAHNA

Cratbsa 40
dNneKTpoHHan 6a3a AaHHbIX 415 OTYETHOCTM No 6e30MacHOCTH

1. EBponeiickoe areHTCTBO /IeKapCTBEHHbIX CPeACTB, ycTaHoBNeHHoe PernamenTtom (EC) 726/2004
("AreHTCcTBO"), 4ONKHO CO34aTh M BECTU 3/IEKTPOHHYO 6a3y A1 OTYETHOCTU, NPEeAYCMOTPEHHOM CTaTbsiMU
42 v 43. YKasaHHana 6a3a gaHHbIx ABnseTca moaynem 6asbl AaHHbIX, YKAa3aHHOW B cTaTbe 24 PernameHTa
(EC) 726/2004 ("EBponeiickan 6a3a gaHHbIX No dpapmakoHaasopy").

2. AreHTCTBO B COTpyAHMYecCTBe C rocyaapcrBamu-unieHamm EC paspabatbiBaeT CTaHOAPTHYHO
CeTeBYIO CTPYKTYPUPOBaHHY0 Gopmy Ana OTYETHOCTM CMOHCOPOB 4Yepe3 6asy AaHHbIX, YKa3aHHYO B
naparpade 1, 0 N0403PEHUAX OTHOCUTENBHO HEMPeABUAEHHbIX CEPbE3HbIX HeXKenaTeIbHbIX PeaKkLui.

CraTtbAa 41

OT4YeTHOCTb UCCeA0BaTeNA Mepes COHCOPOM O HeXenaTesbHbIX
AB/IEHMAX U CePbe3HbIX HeXenaTenbHbIX ABAEHUAX

1. UccnepoBatenb AONXKEH BECTU 3anucu u OOKYMEHTUPOBATb HeXXelaTe/ibHble ABAE€HUA UIN
na6opaTopr|e OTK/IOHEHUA, YKa3aHHble B MPOTOKO/1€ KaK KpUTU4YeCKkne OnAa OueHKu 6830I'IaCHOCTM, n
COO6U.I,aTb O HUX CNOHCOPY B COOTBETCTBUUN C Tpe6OBaHMFIMM K OTYETHOCTU U B CPOKWU, YCTAHOB/NIEHHbIE
NMPOTOKO/IOM.

2. iccnepoBaTenb A0/KEH BECTU 3aMMUCU U AOKYMEHTUPOBATL BCE HEXKenaTe/lbHble ABNEHUA, ecn
MHOEe He YCTaHOBJ/IEHO MPOTOKO/IOM. MccneaosaTtenb AoaKeH coobuiaTtb CnoHcopy 060 BCeX CepbesHbIX
HexenaTesIbHbIX ABMIEHNAX, BO3HUKAIOWMX Y CYObEKTOB, KOTOPbLIX OH WUAM OHA JIEYUT B KIMHUYECKOM
MCMbITaHUK, EC/IN MHOE He YCTaHOB/IEHO NMPOTOKO/IOM.

MNccneposatens O0/mKeH coobluath CNoHCOPY 060 BCeX Cepbe3HbIX HexenaTesibHbIX ABAEHUAX
6e3oTnaraTesibHO, HO He No3AHee 24 YacoB C MOMEHTA, Kak eMy CTas1o U3BECTHO 06 YKa3aHHbIX ABAEHUSAX,
€C/1M MPOTOKOJIOM He onpefeneHo, YTo ANA onpefeneHHbIX CePbe3HbIX HeXenaTeNbHbIX ABAEHUA He
TpebyeTrca Hemed/ieHHbIN OTYeT. B COOTBETCTBYIOWMX CAyYasax McciefoBaTeslb AO/KEH OTnpasBuTb
CMOHCOpPY NOCAeAYIOLWMIA OTYET A OLLEHKM BAUAHUA CEPbe3HOro HeKenaTe/lbHOro ABeHUA Ha banaHc
"PUCK-NO0/b3a" KANHUYECKOrO UCMbITaHUA.

3. CI'IOHCOp AO0/1XKEeH XPaHUTb nop,po6Hb|e 3aMNUCKN BCeX CEPbE3HbIX HeXenaTesbHbIX AB/MIEHUN, O
KOTOPbIX COO6LLI,€HO nccnenoBaTeniem.

4. Echn uccnepoBaTento CTaHeT M3BECTHO O CeEPbe3HOM HeXeaTe/IbHOM ABAeHUU C NOA403PeHnemM
Ha NPUYMNHHO-CNeACTBEHHYIO CBA3b C UCCcnepyembiM NEKAPCTBEHHbIM CpeaCTBOM, KOTOpPOE BO3HUKIIO
nocne 3aBepweHnAa KAUMHUYECKOTo UcCnbiTaHUA Yy Cy6bEKTa, KOTOpPOro OH WAM OHa ne4vynan, T0
ncenenoBarteb A0/TXKEH HE3amMed/INTENIbHO COO6LLI,MTb O CEPbE3HOM HEXKENATE/IbHOM AB/IEHNN CNOHCOPY.
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Cratbna 42

OTuYeTHOCTb crioHcopa nepes, AreHTCTBOM
0 HenpeasuaEeHHbIX HeXKenaTe IbHbIX Ppeakumax

1. CNOHCOP KAMHUYECKOTo MUCMbITaHMA, MPOBOAUMOIO KaK MUHUMYM B OQHOM roCyZapcTBe-yieHe
EC, ponKeH HesameaMTeNbHO COOBLMTL B 3/1EKTPOHHOM dopme B 6a3y AaHHbIX, YKa3aHHYO B cTaTbe 40
(1), scto cooTBeTCTBYIOLWYIO MHGOPMALMIO O CEAYIOWNX NOAO3PEHMAX HA HEMpPEeABUAEHHbIE CePbe3Hble
He)KenaTesbHble peakuuu:

a) BCe NOA03PeHUA Ha HenpeaBUAEHHbIE Cepbe3Hble HexenaTesbHble peakumm Ha ucciegyemble
NleKapCTBEHHblE CPeACcTBa, BO3HMKAOWME B AaHHOM KAMHWUYECKOM WCMbITaHUWU, HE3aBMCUMMO OT TOrO,
BO3HUWKANA 1M HeNpeaBuAeHHas HexenarteibHasa peakuma B MecTe KIMHUYECKOro ucnbiTaHus B Cotose Unu
B TpeTbei CcTpaHe;

b) Bce nomo3peHus Ha HenpeaBUAEHHble cepbe3Hble HeXKenaTenbHble peaKkuuu, MMerolue
OTHOLUEHME K O4HOMY U TOMY e aKTUBHOMY BeLLEeCTBY HE3aBUCUMO OT Uccseayemoi GapmaueBTUYECKON
$opMbl M JO3UPOBKM WM MOKA3aHWA, BXOAALLEMY B COCTaB MCC/IeQyeMblX /IeKapCTBEHHbIX CPeacTB,
ncnonblyembliX B KAUMHUYECKOM WUCMbITaHUKN, KOTOpPble BO3HUKAKOT B K/AWMHUYECKOM MUCMbITaHUMN,
NPOBOAMMOM UCKAIOUYUTENbHO B TPETbENM CTPaHe, eC/IN 3TO UCMbITaHME COHCUpYeTCA:

i) AAHHbIM CMOHCOPOM:

ii) ApyrMM CnoHCOPOM, KOTOPbLIN ABNSAETCA NMBO 4YacTblo TOW e OCHOBHOW KOMMaHWUM, YTO M
CNOHCOP KMHUYECKOro MUCMbITaHUA, MU KOTOPbIA COBMECTHO pa3pabaTbiBaeT IeKapCTBEHHOE CPeacTBO
Ha oCHOBe 0GULMANLHOIO COrNaeHNs CO CNOHCOPOM KAMHUYECKOTO UCMbITAaHUSA; U

C) BCe NoA03peHUA Ha Cepbe3Hble HexenaTesibHble peakuMu Ha uccnedyemble NeKapcTBeHHble
CPeacTBa, BO3HMKAMOWME Y  KaKUX-NMBO  CYObEKTOB  K/AMHMYECKOrOo  WCMbITaHWA, KOTOPble
naeHTUOULUMPOBAHbI UM 3aMeYeHbl CIOHCOPOM NOC/E 3aBEPLIEHNA KNTMHNUYECKOrO UCMbITaHMA.

2. CpoK AN coobLEeHNA CNOHCOPOM AreHTCTBY O MOA03PEHMM Ha HenpeaBUAEHHbIE cepbesHble
HexefaTesibHble peaKkLMmn LOIKEH YUUTbIBATb CEPbE3HOCTb PEaKL MU U COCTaBAATb cleayloLuLee:

a) B C/lyyae NOAO3PEHUI HA CMEPTENbHbIE UK KMU3HEYTPOoKaloLmMe HenpeaBraeHHbIe CepbesHble
HexkenaTesbHble Peakumu - B KpaTyailine CpoKM 1 B Nt0b6om cayyae He NosaHee ceMu AHel nocae Toro,
KaK CMOHCOpY CTa/io U3BECTHO O peakuuu;

b) B C/ay4yae I'IOAO3pEHVII71 Ha HeCmepTe/sibHblE WUIN HEXUN3HeYrpoxXawuwme HenpeasunaeHHble
cepbe3Hble HeXXenaTtesnibHble peakuunn - He No3gHee 4Yyem 15 AHEVI C TOro MOMeHTa, KakK CNOHCOPY CTano
M3BECTHO O peaKkunu;

C) B CNyyae NOAO3PEHUIN Ha HEMpeaBUAEHHYHO CEPbEe3HYIO HeKenaTeNbHYH PeaKLuuio, KoTopas
M3HaYya/IbHO CUYMTaNaCb HECMEPTE/IbHOM M HEXM3HEYrpoXKatowel, HO KOTopas OKasasacb CMepTesIbHOM
W KU3HEYTPOXKAIOLWEN, - B KpaTyalluMe CPOKM U B Nt06OM c/llyyae He Mo3gHEee CemMu AHel C Toro
MOMEHTA, KaK CMOHCOPYy CTajlo WM3BECTHO O TOM, 4YTO peakuusa crana CMepTeNbHON uan
KU3HEYrpoXKatoLen.

B Heobxoaumbix cnyyaax gns obecnevyeHMs CBOEBPEMEHHOW OTYETHOCTM CMOHCOP MOXKET B
cooTBeTCTBMM C pasgenom 2.4 MpunoxeHua |l cHavyana npeacTaBUTb HEMOHbIA OTYET, a 3aTem
nocneayrowmii NOHbIN OTYET.

3. B c/iyyae ecam CNoHCop No NpuyMHe HegoCcTaTKa PecypcoB He MOMKEeT NpeacTaBuTb OT4eT B 6asy
[AaHHbIX, YKa3aHHyo B cTatbe 40 (1), M y Hero ecTb cornaweHne ¢ 3aMHTEPECcoBaHHbIM roCyaapCTBOM-
uneHom EC, To OH MoOKeT coobwuTb 06 3TOM TOMy rocygapctey-uneHy EC, B KOTOPOM BO3HMK/IO
Nofo3peHMe Ha HENPeABUAEHHYIO CEPbE3HYIO HeXXenaTesIbHyo peakumto. JaHHoe rocygapcteo-ysieH EC



AONKHO COOBWMTb O NOAO3PEHUM Ha HenpeaBUMAEHHYIO CEePbe3HYH0 HEeMKeNaTeNbHyl peakumio B
cooTBeTcTBUM ¢ naparpadom 1 HacToAlen cTaTbu.

Cratba 43
ExxerogHaa oTYETHOCTb CNOHCOpa nepesd AreHTCTBOM

1. B OTHOWeEHMM UcCnedyeMbIX NEKAPCTBEHHbIX CPeACTB, Kpome nnauebo, CNOHCOp AO/KEH
€)KerogHo npeacTaBnATb AreHTCTBY 4epes 6asy AaHHbIX, yKasaHHyto B ctatbe 40 (1), oTyeT no
6e3onacHOCTK.

2.B cnydae C KAIMHUYECKMM UCNbITaHNEM, B KOTOPOM UCMOJIb3YETCA bonee OA4HOro ncchegyemoro
NNEeKapCTBEHHOrO cpeacrtea, CNOHCOP UMEET NpaBo, €C/IN 3TO NpPeayCMOTPEHO NPOTOKOJIOM, NpeacTaBuUTb
e,ﬂ,MHbIﬁ oT4eT 0 6e30MacHOCTM Mo BCEM ncenegyembim nekapCrBeHHbIM CpeacrtBam, UCNOJIb3yeMbIM B
A3aHHOM KTMHUYECKOM UCNbITaHUN.

3. Foa0BOW OTYET, yKa3aHHbIM B Naparpade 1, LOKeH CoAepKaTb TO/IbKO 0blime n 0besnnyeHHble
JaHHble.

4. 06s3aTenbCTBO, YKasaHHoe B naparpade 1, BO3HMKAET C MOMEHTa MepBOM aBTOPU3aLIUU
KAMHUYECKOTO WCMbITaHMA B COOTBETCTBMM C HacToAwMm PernameHtom. OHO nMpeKpallaetca c
3aBepleHMemM Noc/iefHero KAMHUYECKOro UCMbITaHUA, NMPOoBOAMMOrNO CMOHCOPOM C MCMOJ/Ib30BaHMEM
OaHHOTOo Nccneayemoro 1eKapcTBEHHOro cpeacTaa.

Cratba 44
OueHKa rocygapcrte-yneHos EC

1. AreHTCTBO OO/IKHO HanpaBWTb B 3/1EKTPOHHOW $opme 3aMHTepecoBaHHbIM rOCyAapCTBam-
yneHam EC oTyeTHyto HGOPMaLMIO, NOAAHHYIO B COOTBETCTBMM CO CTaTbAMM 42 1 43,

2. locypapctBa-yneHbl EC gONXKHbI COTPYAHWMYATD NPU OLLEHKE OTYETHOM MHPOPMaLLMK, NOJAHHOM
B COOTBETCTBMM CO cTaTbsimuM 42 1 43. EBponencKkan KOMUCCUA MOKET NOCPeaCcTBOM UMMIEMEHTALMOHHbIX
aKTOB YCTaHaB/AMBATb M U3MEHATb MPaBWJIA TAaKOro COTPYAHNYECTBA. YKa3aHHble MMNIeMeHTaLMOHHbIe
aKTbl ZLONKHbI BbITb MPUHATLI B COOTBETCTBMM C NPOLEAYPOMN NPOBEPKU, YKa3aHHOM B cTaTbe 88 (2).

3. KomuTeT no sTuKe Jo/IKEH y4acTBOBATb B OLLEHKe MHGOPMALMK, yKa3aHHOM B naparpadax 1 1 2,
€C/1M 3TO NPeayCMOTPEHO 3aKOHOAATE/IbCTBOM 3aMHTEPECOBaHHOMO rocyaapcTea-yneHa EC.

Cratbna 45
TexHuyeckue acnekTbl

TexHMYEeCKMe acneKTbl AA OTYETHOCTU no 6e30MacHOCTUM B COOTBETCTBMM CO cTaTbamn 41 - 44
yKasaHbl B [punoxeHuu lll. B HeobxoauMMbIX cayYasx AN MNOBbIWEHUA YPOBHS 3alUTbl Cy6beKToB
EBponeiickaa KOMMCCMA HaZenaetcA MONHOMOYMAMM MO  MNPUHATUIO aAKTOB  AenerMpoBaHHONO
3aKOHOAATeNbCTBA B COOTBETCTBMM CO CTaTbel 89 AnA BHeceHMA nameHeHun B Mpunoxernue lll 8 yenax:

a) yaydleHma nHoopmaumm o 6e30nacHOCTU N1eKapCTBEHHbIX CPeACTB;
b) aganTaumm TeXHMYECKUX TPEBOBAHMI K TEXHUYECKOMY NPOrpeccy;

C) yyeTa mMexAayHapoAHbIX PerynAaTUBHbIX MU3MEHEHWI B 061acTi TpeboBaHuMIi No 6e3onacHOCTU B
KNMHUUYECKUX UCMbITaHUAX, 0A06PEeHHbIX OpraHamMu, B COCTaB KOTOpbIX BXxoaAuT Col3 MAM rocyaapcTsa-
yneHol EC.



Cratbsa 46

OTYETHOCTb B OTHOLLIEHUWN BCMIOMOTaTeIbHbIX
NeKapCcTBEHHbIX CPeACTB

OTyeTHOCTb MO 6€30MacHOCTM B OTHOLIEHMW BCMOMOraTe/ibHbIX NEeKapCTBEHHbIX CPeacTs
npeacTaBAAETCA B COOTBETCTBUM C rnasoit 3 pasgena IX Aupektusbl 2001/83/EC.

Mnasa VIII. MPOBEAEHUNE KTMHNYECKOIO UCTbITAHUA,
HAA3O0P CMTOHCOPA, NOATOTOBKA 1 OMbIT, BCMOMOTIATE/IbHbIE
NEKAPCTBEHHbIE CPEACTBA

Cratbna 47
CobntogeHne NpoTOKONA M HaANeKaLlLas KAMHUYECKasa NpaKkTUKa

CI'IOHCOp KINMHUYECKOTO WUCMbITaHMA WU  UCCNedoBaTe/lb AOO0JTIXKHbI obecneunTb nposegeHune
KTMHNYECKOro UcCnbiTaHnA B COOTBETCTBUU C MPOTOKOJIOM U NPpUHUUNNaMKN HaAHE)KaLLI,Eﬁ KNMHUYECKOM
NPaKTUKU.

Bes yuwepba pencTtBuio Kakux-nMbo Apyrux noJsiokeHnit npasa Coto3a UAM  PYKOBOAALLMX
npuHuMnoB EBpPOMENCcKOM KOMWMCCMM CMOHCOP M uccnepoBaTesib MNPW NOAFOTOBKE MPOTOKOMA M
NpPUMeHeHNN HacToALlero PernameHTa M NPOTOKONA TaKKe AONKHbI COOTBETCTBYHOLWMM 06pa3om yyecTb
CTaHAAPTbl KAYecCTBa U pyKoBoaswme npuHumnbl ICH Hagsnexalen KAIMHNUYECKON NPaKTUKN.

EBponeiickaa KOMMUCCUA OO/KHA AOBECTM A0 BCeobLero ceeaeHWs noapobHble pykoBoasLime
npuHumMnbl ICH HagnexKalen KAMHUYECKOW NPaKTUKK, YKa3aHHble BO BTOPOM naparpage.

CratbAa 48
MoOHUTOPUHI

CnoHcop A0NXeH COOTBETCTBYOWMM 06pa3som BECTU MOHUTOPUHI MNPOBEAEHMA KIUHUYECKOro
NCNbITaHUA, YTOBbI yAO0CTOBEPUTLCA, YTO NpPaBa, 6e30NacHOCTb M 6AarococTonHMe Cyb6beKTOB 3aLMLLEHbI,
coobuiaemblie AaHHble [AOCTOBEPHbl M HAZEMHbl, M UYTO KAMHMYECKOE WCMbITaHME NPOBOAUTCA B
COOTBETCTBUM C TpeboBaHMAMM HacTosuwero PernameHta. O6bem W CywecTBO MOHWUTOPMUHIA
onpeaensoTcsa CNOHCOPOM Ha OCHOBE OLLEHKM, KOTOPAA YYUTbIBAET BCE XapPaKTEPUCTUKN KIMHUYECKOTO
NCNbITaHWA, BKAOYAA cnegytowme:

a) ABNAETCA JIN KIMHNYECKOE UCTbITaHWE UCMbITAHUEM C HU3KOM CTEMNEHbIO BMeLllaTe/1bCTBa;
b) uenb h metoaosorna KIMHN4YeCKoro ncnbiTaHuAa,; n

C) YpOBEHb OTK/IOHEHMA BMELLATE/IbCTBA OT 06bIYHOM KMHMUYECKOWN MPaKTUKM.
Cratbna 49

MpodeccroHanbHas NPUrOAHOCTb JINL, YYaCTBYHOLMX
B MPOBEAEHUMN KIMHNYECKOTO UCMbITAHUSA

UccneposaTenb A0NXKeH 6bITb Bpa4yom, KaK 3TO onpegeneHo B HAUMOHA/IbHOM 3aKOHOOATE/IbCTBE,
Wi MMeETb rlpod)eccvno, KOTOpaA nNpU3HAeTCA B 3aUHTEPECOBAHHOM TrocyaapcrBe-dysieHe EC kak
COOTBETCTBYHOLAA Tpe6OBaHVIFIM, npegbvAasnaembiMm K nccnengoBatento, OTHOCUTENIbHO H906X0,CI,I/IMbIX
HAY4HbIX 3HaHWI K onbITa No yxoay 3a 601bHbIMM.
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ﬂ,pyrme nua, ydacrteywuwme B nposeaeHUU KAMHUYECKOro WwcCnbiTaHuUA, AO0J/IXKHbl UMETb
cooTBeTCTBYHOLLEE o6pasoBaHV|e, noAroToBKY U ONbIT ANA BbIMNO/IHEHNA 3a4aM.

CraTtba 50
CooTBeTcTBME MecT nposeneHnA KAMHN4YeCKnxX VICI'IbITaHVIVI

MomewleHuns, roe [ONKHO npoBoANTLCA KTMHUYECKOE UCNbITaHUE, OO0NXKHbI ObITb npurogHbl anAa
nposeaeHNA KAIMHNYECKOro ncnbiTaHMA COrnacHo Tpe6OBaHVIFIM HacToAwero PernameHTa.

Cratba 51

OTCcnexmnBaemocTb, XpaHeHune, BO3BpPaT U YHUYTOXKEHUNE
ncecnegyembixX 1€KapCrBeHHbIX CPeACTB

1. MCCﬂe,CI,YEMbIe NEeKapCTBeHHblIE CpeactBa AOOJ1XKHbI 6bITb oTCnexunsaembl. OHU OO1XKHbI
XPaHUTbCA, AO0J1IXKHbI 6bITb BO3BpaLleHbl M/M/’IM YHUYTOXEHblI Haanexawum U COOTBETCTBYHOLWMM
o6pa30M, yTobbl ObecneunTb 6He3onacHOCTb CY6'bEKTa N AOCTOBEPHOCTb M HaAEXHOCTb AaHHDbIX,
NOoNly4eHHbIX B XO04€e K/IMHNYEeCKOro ncnbitTaHnAa, B YaCTHOCTU, NPUHNMAA BO BHMMaHUE TOT d)aKT, ABNAETCA
nnuncecnegyemoe NekapcrBeHHoe CpeacrtBo aBTOpM30BaHHbIM UCCheayeEMbIM 1IEKAPCTBEHHbBIM CpeaACTBOM
N ABNAETCA N K/IMHUYECKOE UCMbITAaHME UCTIbITAHUEM C HU3KOM CTENEeHbIo BMeLlaTeNbCTBa.

MepBbii nognaparpad TaKKe A0/IKEH MPUMEHATbCA K HEeaBTOPW30BaHHbIM BCMOMOraTesibHbIM
NleKapcTBeHHbIM CpeaCcTBaMm.

2. CooTtBeTcTBylOLLanA MHOOPMaLMA 06 OTCAEKMBAEMOCTU, XPaHEHNN, BO3BPATE U YHUUTOMKEHUN
NIeKapCTBEHHbIX CPeACTB, yKa3aHHbIX B naparpade 1, 40MKHa coepiKaTbca B 3a9BOYHOM [0Che.

Cratbna 52
CoobuieHne 0 CyLLECTBEHHbIX HapyLLUEeHMAX

1. CI'IOHCOp AONXKeH HemeaNeHHO Uan He nosaHee cemu ,G,HEVI C MOMEHTa, KaK emMmy CTano 3To
M3BeCTHO, YBeAOMUTb 3aNHTepeCOBaHHblE TrOCyAapCTBa-4/1€HbI EC o CyweCTBeHHOM HapyLweHuu
HacToAlero PernameHTa Uaun 0 BEPCUM NPOTOKO/1A, NPUMEHAEMOro BO BpeMsA HapyLeHusA, yepes nopTtas
EC.

2. Ona ueneit HactoAwen cTaTbM '"cepbe3HOoe HapylweHue" 03HayaeT HapylieHue, KOTOpOE,
BEPOATHO, B 3HAYMTE/IbHOM CTENEHM NOBAUAET HA NpPaBa M He30MacHOCTb CybbeKTa UM LOCTOBEPHOCTb U
HaAeXXHOCTb AiaHHbIX, NOJIy4YE€HHbIX B XO04€e K/IMHNYECKOro UCnbiTaHUA.

Cratba 53

MHble 06A3aTeNbCTBa NO OTYETHOCTU B OTHOLEHUN
6e3onacHOCTM cybbeKTa

1. CnoHcop Ao0/KeH yBeAOMUTb 3anHTepecoBaHHble rocyaapctea-ynieHsl EC yepes noprtan EC 060
BCEX HenpeaBuAEHHbIX SABMEHUAX, KOTOpble OKa3blBalOT BAMAHME Ha 6anaHc "puck-nonbsa”
KIMHUYECKOrO UCMbITaHWA, HO MPU 3TOM OTCYTCTBYHOT MOAO3PEHUA Ha HenpeasuAeHHble cepbesHble
He)kenaTeslbHble PeaKkuuMn, Kak yKa3aHo B cTaTbe 42. YKasaHHOe yBeAoOMeHWe cieayeT caenatb
He3ameanTeIbHO, HO He Mo3aHee Yem B TeyeHue 15 AHel C TOro MOMEHTA, KaK CMIOHCOPY CTa/i0 U3BECTHO
06 3TOM fiIBNEHUM.

2. CnoHcop A0NXKeH NpeacTaBUTb 3auHTEPEeCOBaHHbLIM rocygapcrTesam-yneHam EC yepes noptan EC



BCE OTYeTbl O NPOBEpPKAx, MPOBEAEHHbIX OpraHamMmy TPETbMX CTPaH B OTHOLIEHWUM KAUHUYECKOro
ncnbiTaHna. Mo 3anpocy 3aMHTepecoBaHHOTO rocydapcrsa-yneHa EC cnoHcop Ao/KeH npeactaBuTb
nepeBoj OTYETa WM KPaTKOro oTyeTa Ha oduumanbHom Asbike Coto3a, yKasaHHOM B 3amnpoce.

CraTtba 54
HeoTn0KHble mepbl, cBA3aHHble ¢ 6@30MacHOCTbIO

1. B cnyyae ecnum HenpeasuaeHHOE ABNEHNE, BEPOATHO, CYLLLECTBEHHO NOBANAET Ha BanaHc "puck-
nonb3a", CNoOHCOP M UCCNeAoBaTe b A0/KHbI MPEANPUHATL COOTBETCTBYIOLWME Mepbl 6e3onacHoCTU Ans
3aWWMTbI CyOBHEKTOB.

2. CnoHcop AO0NXKEH YyBEeOOMUTb 3aMHTepecoBaHHble rocyaapcrea-ynaeHsl EC yepes noptan EC o
ABNEHUM U NPUHATLIX Mepax.

YKasaHHOe yBegoM/IeHNEe HEODXOAMMO CAenaTb He3ameaMTeNbHO, HO He No3aHee ceMU AHEN ¢
0aTbl, KOraa 6ol NPUHATLI MEpbI.

3. HacToAwas ctatba npumeHsaeTca 6e3 ywepba geincreuto rnas Il n VII.
CraTbAa 55
Bpowtopa uccnegosatensa

1. CI'IOHCOp AO0/1XKeH NpeaocCTtaBuUTb UccnenoBaTento 6p0Lu+0py nccnegosartena.

2. B cnyyae nocTynieHns HoBoM M peneBaHTHOW MH$OpPMaLLMK B BpoLutopy UccaefoBaTeNs A0NKHbI
BHOCUTBCA U3MEHEHMS, a TaK}Ke OHa A0/XKHa NepecmaTpMBaTbCA CNOHCOPOM Kak MUHUMYM Pas B rog,

CraTbA 56
3anucb, 06paboTKa, xpaHeHWe 1 obpalLeHme ¢ MHpopmaumeit

1. CnoHcop nuAu uccnenoBsatesb, rae NPUMMEHUMO, LO/TIKHbI 3aMMCbiBaTb, 06pabaTbiBaTh, XPAHUTL U
obpalatbca co Bceit MHGOpPMaALMEN MO KNMHUYECKOMY UCMbITaHMIO TaKMM 06pasom, 4Tobbl OHa Morna
ObITb TOYHO MpeACTaB/leHa, WHTEPNPETMPOBAHA M YAOCTOBEPEHA C OAHOBPEMEHHOM 3aWUTOMN
KOHPUAEHUMANBHOCTM 3anucelt U NepcoHasibHbIX AaHHbIX CYObEKTOB B COOTBETCTBMMU C MPUMEHUMbIM
3aKOHO4ATE/IbCTBOM O 3aLUMTe NEPCOHANbHBIX AAHHbIX.

2. [lonxkHbl 6bITb NPEANPUHATLI COOTBETCTBYIOLLME TEXHUYECKUE U OPraHU3aLMOHHbIe Mepbl AN
3aLWmMTbl MHGOPMALMM M 06PabOoTaHHbIX NEPCOHANbHbIX AaHHbIX OT HE3aKOHHOIO AOCTyNa, pasrialeHus,
PacnpoCTPaHEHUSA, USMEHEHUA UAN YHUUTOKEHWNA UAWN CNYYaliHOM yTepwu, B 4aCTHOCTK, ecin obpaboTka
BK/IIOYAET Nepegayy no ceTu.

Cratbna 57
OCHOBHOE [10Cbe KNMHMUYECKOro UCMbITaHnsA

CnoHcop W wccnepoBaTeNlb [OMKHbI XPaHWUTb OCHOBHOE [0Cbe K/IMHWYECKOTro MCMbITaHMA.
OCHOBHOE ,0Cbe KIMHUYECKOTO UCNbITaHWA AOKHO 0653aTe/IbHO COAEPKaTb HE0OXOAMMbIE AOKYMEHTI
OAHHOTO K/IMHWYECKOrO WCMbITaHWUA, KOTOpble MO3BO/AIOT NOATBEPAUTL MPOBEAEHME KIMHUYECKOro
MCNbITAHUA WU KAYeCcTBO MOJIyYEHHbIX JAHHbIX C YYETOM BCEX XapPaKTEPUCTUK KIMHUYECKOro UCMbITaHWA,
BK/IIOYAA, B YAaCTHOCTM, MOATBEPKAEHME TOro, ABAAETCA /M KJAMHUYECKOE MCMbITAaHWE UCMbITAaHWMEM C
HW3KOW CTeneHbto BMeLlaTeNbCTBa. [locbe A0NKHO HbITb 1ErKO M HENOCPEACTBEHHO AOCTYNHO MO 3anpocy
rocygapcrte-uneHos EC.



Cop,ep)KaHme OCHOBHOro gocbe KAINHUYEeCKOro ncnbiTaHMUA, KOTOpoe BeAETCA UccnengoBaTteniem v
KOTOpoOe BeAeTCA CMOHCOPOM, MOXKeT 6bITb Pa3/TNYHbIM, €C/1N 3TO ONpPaBaaHO pPa3/indinem B 06a3aHHOCTAX
ncenenosatena u CnoHcopa.

CraTtbAa 58
XpaHeHme OCHOBHOTIO A0Cbeé KTNMHNYECKOro ncnbitTaHUA

Ecam npaBo Coto3a He Tpebyet 6onee A/IMTENbHOIO CPOKA XPaHEHMUsA, CMOHCOP M MUCCaeaoBaTeNb
AO0/XKHbI XPaHUTb codepXXnmoe OCHOBHOIo AoCbe KIIMHNYECKOro UCnbiTaHNA KaK MUHUMYM B Te4eHune 25
NeT Mocne 3aBepLIEeHNA KAMHUYECKOro UcMbiTaHuA. O4HAKO MeAnUMHCKME daltibl CYyEbeKTOB A0MKHbI
XPaHUTbCA B COOTBETCTBUM C HALMOHA/IbHbIM 3aKOHOAATE/IbCTBOM.

Cop,epn(mmoe OCHOBHOTIO A0CbE KNINHUYECKOIo UCNbITaHMA O0/IXKHO XPAHUTbCA TaKUM o6pa30N\,
yTobbI 06ECNEYNTD HEHOCpe,D,CTBEHHbIVI AO0CTYyNn NO 3anpoCy KOMNETEHTHbIX OPraHOB.

Nobana nepepaya npaBa CcOBCTBEHHOCTM Ha COAEPKMMOE OCHOBHOMO [0OCbE KAMHUYECKOTO
WCMbITaHUS A0MXKHA ObiTb AOKYMeHTUpoBaHa. HoBbIi COOCTBEHHMK AO/MKEH MPUHATbL 06A3aHHOCTH,
YCTAHOB/IEHHbIE HACTOALLEN CTaTbeN.

CnoHcop A0/KeH Ha3HauYUTb /UL, OTBETCTBEHHbIX 3@ apXmBbl. JlOCTyn K apxmBam A0/XeH 6biTb
paspelleH TO/bKO AaHHbIM ANLAM.

CpeactBa, Mcnosibayemble A8 XPaHEHUA COAEPMKMMOIO OCHOBHOFO [0Cbe KAMHWYECKOro
UCNbITaHWUA, JO0NKHbI 06ecrneyvmBaTb NOJHOTY M YUNTAEMOCTb B TEYEHWNE BCETO CPOKA, YKa3aHHOTO B NEPBOM
naparpade.

JNto6oe n3meHeHMe COAEPHKMMOTO KIMHUYECKOTO UCMbITAaHWA AOXKHO OTC/EXKMBATLCA.

CraTbAa 59

BcnomoraTenbHble eKapcTBEHHbIE CpeacTBa

1. B KIMHUYECKOM MCMbITaHUM MOTYT MCMO/Ib30BATLCA TO/bLKO aBTOPM30BaHHbIE BCMOMOraTe /bHble
NeKapCcTBeHHble cpeacTBa.

2. Maparpa¢ 1 He npumeHseTca, B ciyyae ecanm B Colo3e He MMeeTcd aBTOPU30BAHHOIO
BCMOMOraTeNbHOro /IeKapcCTBEHHOTO CPeACTBA WM €C/IM CMOHCOP He npeanonaraeT MCMNo/sib3oBaHue
aBTOPM30BAHHOIO BCMOMOraTe/IbHOrO JIeKapCTBEHHOro cpeacTBa. OB6OCHOBaHME TaKOro pelueHus
AONKHO BbITb 3aHECEHO B NPOTOKOJI.

3. lfocypapcTBa-ynieHbl EC [o/KHbI rapaHTUpoBaTb, 4YTO HEABTOPM3OBaAHHbLIE J/IEKAPCTBEHHbIE

CpeAacTBa MOryT NOCTyNaTb Ha UX TEPPUTOPUIO ONA Lesieit NCNOIb30BaHMA B KAMHUYECKOM UCMbITaHUK
cornacHo naparpagy 2.

Mnasa IX. MPON3BOACTBO N UMMNOPT MCCNEAYEMbIX TEKAPCTBEHHbIX
CPEACTB U BCNOMOTATE/IbHbLIX JIEKAPCTBEHHbIX CPEACTB

Cratbsa 60
Cdepa npMmeHeHUs HacToALWEN rNaBbl

HactoAuwana rnasa NPUMEHAETCA K NPONU3BOACTBY M UMNOPTY UCCenyemMbiX NTEKaPCTBEHHbLIX CPencTB
M BCMOMOraTe/JibHbIX 1IeKapCTBEHHbIX CPEACTB.



Cratbsa 61
ABTOpM3aUMA NPON3BOACTBA U UMMOPTA

1. MNpoun3BOACTBO M MMMOPT WMCCAEAYEMbIX NEKapCTBEHHbIX cpeacts Ha Tepputopuu Cotosa
noAasiexar aBTopm3aLmu.

2. [ins nonyyeHMs aBTOPU3aLMN, YKa3aHHOM B naparpade 1, 3aaBuTesIb AO/KEH COOTBETCTBOBATH
cnegyrowmm TpeboBaHNAM:

a) OH A0J/1)KEH MMETb B CBOEM pacnopAaXXeHn nogxogauine n 4oCtatoyHblie ona npon3soacrea nUan
nMMmnopTa nomeweHna, TexHun4yecKoe o6opy,qosaHme N Ccpeacrtea KOHTPOAA, COOTBETCTBYHOLME
Tp66OBaHMﬂM, YCTAHOBJ/IEHHbIM HACTOALWMNM PernameHTom;

b) OH AONKEH MMETb Ha NOCTOAHHOMN M HEMPEPbIBHON OCHOBE B CBOEM PACMOPSAMKEHMM YCAYIU KaK
MWUHUMYM OOHOro KBAaANPULMPOBAHHOIO ML, KOTOPOE YAOBAETBOPAET YCAOBMAM O KBanAUdUKaLum,
yKasaHHbIM B cTaTtbe 49 (2) u (3) Anpektusbl 2001/83/EC ("kBanuduumposaHHoe nuo").

3. 3aABUTENb AO/IKEH YKa3aTb B 3aABAEHMM Ha aBTOPU3aLMIO TUMbI M dapmaLeBTUdeckue Gopmbl
NPoOM3BOAMMOrO WAM WMMNOPTUPYEMOro WCCAeAyeMOro JEeKapCTBEHHOIO CPeAcTBa, onepauuu o
NMPoOM3BOACTBY WAM  WMMOPTY, MPOU3BOACTBEHHbIA npouecc, rae 3TO MPUMEHMMO, MecTo
npegnoiaraeMoro NpousBoACTBA MCCNEAYEMBIX NIEKAPCTBEHHbIX CPEACTB UAM MECTO Ha TepputTopuu
Cot03a, KyAa OHWM UMNOPTUPYIOTCA, @ TaKKe NoAPO6HYI0 MHPOPMALMIO O KBaMOULMPOBAHHOM NULE.

4. CtatbM 42 - 45 u nyHKT "e" cTtatbu 46 Aupektusbl 2001/83/EC npumeHatoTcs mutatis mutandis K
aBTOpM3aLMK, YKasaHHoM B naparpade 1.

5. Naparpa¢ 1 He npUMeHseTca K caeaylollein AeaTelbHOCTH:

a) nNOBTOPHOW MapPKUPOBKE WKW TOBTOPHOM YMAaKOBKe, €C/AN YKasaHHasA [AOeATe/IbHOCTb
ocyLecTBAseTcsa B 60bHULAX, LEHTPaX 340P0BbA UAN KAUMHUKAX dapmaLeBTaMn UM APYTMMU IMLLaMMU,
aBTOPM30BAHHLIMW 33aKOHOZATE/ILCTBOM B 3aMHTEPEecOBaHHOM rocygapctee-yneHe EC ana Takoi
[eATe/IbHOCTU M eCciv UCC/ieayemble NEKAapCTBEHHbIE CPeACTBa MpefHasHayeHbl A1 UCMO/b30BaHUA
WCKNIOUYUTENIbHO B BO/IbHULAX, LLEHTPaxX 340P0BbA WA KAMHUKAX, MPUHUMAIOWMNX yYacTUe B 3TOM Ke
KAMHMYECKOM MCMbITaHWM B TOM Ke rocyapcree-uneHe EC;

b) npurotosneHune pagnodpapmaLeBTUHECKUX NEKAPCTBEHHBIX CPEACTB, MCMOIb3YEMbIX B KayecTse
OMNArHOCTUYECKUX NIEKAPCTBEHHBIX CPEeACTB, B TOM C/ly4ae, ecau 3Ta AeATEebHOCTb OCYLLECTBAAETCA B
60/1bHULAX, LLEHTPAX 340P0BbA U KAMHUKAX papMaLl,eBTaMu AU SPYTUMW INLLAMWN, aBTOPU3OBAHHbIMM
3aKOHOAATeNbCTBOM B 3aMHTEPECOBAaHHOM rocygapctee-yneHe EC gna npoBeaeHMA TaKOro AeNCTBUA, U
ec/in ucciesyemble NIEKAPCTBEHHbIE CPeACTBa NpeAHa3HavYeHbl ANA UCNOJIb30BAaHUA UCKAOYUTENIBHO B
6oanwu,ax, LEeHTpaX 340p0BbA WUAN KAUHUKAX, NPUHMMaOWKUX y4aCTUe B I3TOM Ke KAUHUYEeCKOM
MCNbITAaHMKU B TOM e rocygapcrtee-yuneHe EC;

C) NpUroToB/IEHME NIeKAaPCTBEHHbIX CPEeACTB, YKasaHHbIX B NyHKTax (1) u (2) ctatbn 3 ANpeEKTMBLI
2001/83/EC, ana Ucnonb30BaHMA B KAYECTBE UCCIeAyeMbIX IEKapPCTBEHHbIX CPEACTB B TOM C/yyae, ecau
3Ta AeATeNIbHOCTb OCYLLLECTBASETCA B 60NbHULAX, LLEHTPaX 340P0BbA UAN KAMHMKaxX dapmaueBTamu uam
APYTMMU NIMLLAMUK, aBTOPM30BaAHHbIMM 3aKOHOAATe/IbCTBOM B 3aMHTEpPEeCOBaHHOM rocyaapcree-yneHe EC
ONS TaKoM [eATeNbHOCTW, M eCAu UCCnedyemble JIeKapCTBeHHble CpeacTBa npegHasHauvyeHbl ans
NCMNO/Ib30BaHUA UCKAOUYUTENIbHO B OONbHULAX, LEHTPAX 340POBbS MAW KAMHWUKAX, NPUHUMAOLLNX
y4acTMe B 3TOM XKe KJIMHUYECKOM MUCMbITaHUM B TOM }Ke rocygapcree-yneHe EC;

6. TocymapctBa-uneHbl EC  A0/MKHbI YCTaHOBWUTb COOTBETCTBYIOWME M MPONOPLUOHANbHbIE
TpeboBaHMA K AeATENbHOCTK, YKa3aHHOM B naparpade 5, B uenax obecneveHma 6e30nacHOCTU CybbeKTOB
N OOCTOBEPHOCTU M HAAEXKHOCTM AaHHbIX, NOYYEHHbIX B XOA4€ KAMHUYECKOTO MUCMbITaHUA. OHU A0NKHbI
perynapHo NpoBOAMTb NPOBEPKMN YKa3aHHOMN AeATebHOCTY.
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Cratba 62
0653aHHOCTM KBAaAMPULMPOBAHHOIO ANLLA

1. KBannoduumpoBaHHOE ANLO AO/KHO rapaHTMPOBATb, UYTO KaxKAaa YyrnakoBKa ucc/ieayemblx
NIEKAPCTBEHHbIX CPeAcTB, MmnopTupyemblx B Coto3, COOTBETCTBYET TPeboBaHWUSAM, YCTaHOBAEHHbIM B
cTaTbe 63, M YyAOCTOBEPAET, YTO 3TN TPebOoBaHUA cobA0AEHbI.

2. CnoHcop AonxeH obecneynTb AOCTYMHOCTb YAOCTOBEPEHMS, YKasaHHOro B naparpade 1,
3aMHTepecoBaHHOMY rocygapctay-usieHy EC no 3anpocy.

Cratbna 63
Mpon3BoACTBO U UMNOPT

1. Wccnepgyemble NeKapCTBEHHble CpPeacTBa AOJIKHbI MPOM3BOAWUTLCA B COOTBETCTBUM C
NPOM3BOACTBEHHOM NPAKTMKOM, KOTOpas rapaHTUPYeT KauyecTBO TaKWMX /IEKAPCTBEHHbIX CPeACTB, ANSA
obecneyeHnn 3awWmUTbl CYyObLEKTOB U HAZEKHOCTM U OOCTOBEPHOCTU [aHHbIX, MOJYYeHHbIX B Xo4e
KJIMHUYECKoro ucnbitTaHusa ("Hagnerkawaa NponsBoaCcTBEHHAA npakTuKa"). Ha EBponeickyto komuccuio
OOJ/IKHbI ObITb BO3/103KEHbI MOJIHOMOYMSA NO MPUHATUIO aKTOB AE/erMpoBaHHOIO 3aKOHOAATe/IbCTBa B
COOTBETCTBMM CO CTaTbeill 89 B UENAX onpefeseHuA MPUHLMMNOB M PEKOMEeHAAUMiA Hagaexallen
NPOM3BOACTBEHHON NPAKTUKM M MOAPO6HOro nopagka npoBeseHus NpoBepok Ansa obecnevyeHus
KayecTBa nccaeayemblX IeKapCTBEHHbIX CPeACTB C y4eToM 6e30MacHOCTU CyObeKTOB MK AOCTOBEPHOCTU
N HaOEeMKHOCTM OAaHHbIX, TEXHUYECKOro Nporpecca v rnobasbHbIX PeryiaTUBHbLIX U3MEHEHW, KoTopble
3aTparunsatot Coto3 nam rocygapcraea-yneHol EC.

Takxe EBponeiickas KOMWUCCUA AOMXKHA MPUHATL U ony6anKosaTb NoApobHble pykoBoAasLme
NPUHLUMNbI, COOTBETCTBYIOLLME YKA3aHHbIM NPUHLMNAM Hag/eKalehn NponsBoACTBEHHON NPAKTUKK, U
nepecmaTtpmeaTb MX NPU HEOBXOAMMOCTU, YTOBbI yUeCcTb TEXHUYECKUI U Hay4HbI Nporpecc.

2. Maparpad 1 He NpUMeHAeTCA K AeATeNbHOCTU, YKa3aHHOM B cTaTbe 61 (5).

3. Wccnegyemble fieKapcTBeHHble cpeacTBa, MMMOPTUpPoBaHHble B Col3, A0MKHbI BbITh
NPoOu3BeAEHbl C NPUMEHEHWEM CTaHAAPTOB KayecTBa KaK MUHUMYM 3KBMBAJIEHTHbIX YKa3aHHbIM B
naparpacde 1.

4. TocypapctBa-yneHbl EC gonkHbl obecneuntb cobntogeHne TpeboBaHWI HACTOALWLEN CTATbu
nocpeacTBOM NPOBEAEHNA NPOBEPOK.

Cratbna 64

MOAMCI)VIKaLI,MFI dBTOPU30BaHHbIX NCCneayemblix
NeKapCTBEHHbIX CpeAacTs

CraTbu 61, 62 1 63 NPUMEHAIOTCA K aBTOPM30BAHHbLIM UCCNEAYEMbIM NEKAPCTBEHHbIM CpeaCcTBam
TO/IbKO B OTHOWEHMM KAKOW-IMB60 moaudUKauuM TaKUX CPeacTB, He MOAMafatoWmx nog penctsme
paspeLleHma Ha MAPKETUHT.

Cratba 65

npOM3BOLI,CTBO BCNOMOraTe/ibHbIX IEKAPCTBEHHbIX CPEACTB

B Cnydae ecnanm BCcnomoratesibHOe J1ieKapCTBeEHHOE CpencrtBO HEe aBTOPM30BAaHO WM ecnan
dBTOPMU30BAHHOE /NeEKapCTBeHHOE Cpeancrtso MOAMd)MLI,MpOBaHO, npu 3TOM TaKaA MOAMd)VIKaLI,MFI HE



nognazaeT noj Aencteme paspelleHns Ha MapKeTUHT, TO OHO AOJIKHO NPOM3BOAUTLCS B COOTBETCTBUM C
Haa/NexKalleld MNpPoOW3BOACTBEHHOW MNPAKTUKOW, YyKasaHHOM B cTatbe 63 (1), MAM KaK MUHUMMYM
3KBMBAJIEHTHbIM CTaHAAPTOM A/1A obecneyeHNA COOTBETCTBYHOLLENO KavyecTBa.

Fnasa X. MAPKMPOBKA
CrtaTtbAa 66

HeaBTopu3soBaHHble nccnegyemble U BCNOMOraTe/ibHble
NeKapcCTBeHHbIE cpeacTea

1. Cneayrowas MHPoOpMaLMa A0MKHA ObiTb YKasaHa Ha BTOPWMYHOM YyNaKoBKE M Ha MepBUYHOM
YyNaKoBKE HEaBTOPM30BaHHbIX MUCCNEAYEMbIX /IeKapPCTBEHHbIX CPeACTB WM HEeaBTOPM30BAHHbIX
BCMOMOraTe/IbHbIX IeKapPCTBEHHbIX CPeaCTB:

a) MHd)OpMaLI,MFl ana Mp,eHTM(I)MKaLI,MM KOHTAKTHbIX iy, Uan nuy, yd4actsyrowmnx B KIMHUYECKOM
MUCcNbiTaHUK;

b) nHpopmauua ana NAEHTUPUKALMM KNUHUYECKOTO UCTbITAHUSA;
c) HbGopMauua gna NoeHTUGUKALUN NEKAPCTBEHHOTO CPEACTBa;
d) MHbopMaLMA No MCNONb30BAHMIO JIEKAPCTBEHHOTO CPeACcTBa.

2. MHdopmaumsa, KoTopasa AoKHA BbiTb YKasaHa Ha BTOPUYHOWM YNaKOBKE U NepPBUYHOMN YNaKoBKe
A0NKHa obecneunBaTb 6€30MNacHOCTb CY6bEKTOB M AOCTOBEPHOCTb M HAAEKHOCTb AAHHbIX, MOAYYEHHbIX
B XOZ4€ K/JMHWUYECKOro UCMbITaHUSA, C y4ETOM NaHa KAMHUYECKOTO UCMbITaHWA, C Y4ETOM TOTO, ABIAETCA N
NeKapcTBEHHOE CPeACTBO MCCAeAyeMblM WAM BCMOMOraTe/ibHbIM, MMEIKOTCA AN Y NEeKapCTBEHHOro
CpeAcTBa KOHKPeTHble 0COBeHHOCTH.

NHbopmaums, yKasbiBaemasa Ha BTOPUYHOM M NePBUYHON YNaKOBKE, A0/IKHA ObITb IEFKO YNTaeMa.

MNepeyeHb MHPOPMaLMM, KOTOPas AO/KHA ObiTb YKa3aHa Ha BHELIHEN WU BHYTPEHHEM ynaKoBKe,
copepxutca B MNpunoxkeHum VI.

Cratbsa 67

ABTOpPM30BaHHble UCCneayemMble U aBTOPU30BaAHHbIE
BCNomorartesibHble IeKapCTBeEHHbIE CpeacTBa

1. ABTOpPM30BaHHbIE ncecnegyemsblie NeKapCTBeHHbIE cpenctea n dBTOpPUM30BaHHbIE
BCNoOmorarte/sibHble 1eKapCTBEHHbIE CpeacTBa AO0NXKHbI 6bITb MapKMUpoOBaHbI:

a) B COOTBETCTBUK CO CTaTbel 66 (1); nnu
b) 8 cootBeTtcTBUM € pasaenom V Aupektusbl 2001/83/EC.

2. HecmoTpa Ha nonoxeHua nyHKta "b" naparpada 1, rge Toro TpebytoT cneuymanbHble YyCNoBUS,
npeaycMoOTpeHHble NPOTOKONOM, gas obecneyeHua 6e30MacHOCTM CYyOBEKTOB M AOCTOBEPHOCTU U
HaZEeXHOCTU AaHHbIX, MOJIYYEHHbIX B XOAE K/JAMHUYECKOrO WMCMbITAaHUA, Ha BTOPUYHOM WM NEPBUYHOM
YyNaKOBKe aBTOPM30BAHHbIX IEKAPCTBEHHbIX CPEACTB A0/KHbI ObITb YKa3aHbl 4ONOJHUTE/IbHbBIE CBEAEHUA
OTHOCUTE/NIbHO WAEHTUOUKAUMU KAUHUYECKOTO MCMbITAHUA W KOHTAKTHOro Aunua. lMepeyeHb TaKux
OOMNOJIHUTENbHBIX CBEAEHMWI, YKa3blBaEMbIX Ha BTOPUYHOM M NepBMYHOM YNaKOBKe, yKasaH B pasgene C
MpunorkeHma VI.

CtaTbsa 68
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PagnodapmaueBTMUECKMe NeKapcTBEHHbIe CPeacTBa,
MCMNOoJIb3yeMble B KauecTBe UCCeyeMblX IEKAPCTBEHHbIX CPeACTB
WY B KaYecTBe BCMOMOraTe IbHbIX IEKAaPCTBEHHbIX CPEACTB
[ANA NOCTaHOBKN MeAMLMHCKOro AnarHosa

CtatbM 66 M 67 He NPUMEHATCA K paanodapmaueBTUYECKMM JIEKAPCTBEHHLIM CPeACTBaM,
MUCMNONb3yEMbIM B KayecTBe AMarHOCTUYECKUX UCCefyeMblX NeKapCTBEHHbIX CPeaCcTB UM B KadecTsBe
AMNArHOCTUYECKNX BCNOMOTaTe/IbHbIX NEKapCTBEHHbIX CPeaCTB.

JlekapcTBeHHble CpeacTBa, YKasaHHble B MepBom naparpade, AO0MXKHbI BbiTb MapKMpPOBaHbI
COOTBETCTBYIOWMM 06pasom, 4yTobbl obecneuynTb 6e30MacHOCTb CybbeKTa, a TaKKe A0CTOBEPHOCTb U
HaAEeKHOCTb AaHHBIX, NOJIYYEHHbIX B XOA4€ KTMHNYECKOTO UCMbITaHUS.

Cratbsa 69
A3bIK

A3bIK, Ha KOTOPOM YKasbiBaeTca WHGOPMALMA MapKMPOBKU, [O/KEH 6biTb onpeaeneH
3aUHTEpPECOBaHHbIM rocyaapcteom-uneHom EC. SlekapcTBeHHOE CPeCTBO MOXET BbITb MapKUPOBAHO Ha
HECKO/IbKMX A3bIKaX.

CraTtba 70
AKTbl AenerMpoBaHHOro 3aKOHOA4aTENbCTBA

Ha EBpOMEncKyto KOMMUCCMIO AO0/KHbl BbiTb BO3/IOMEHbI MOJHOMOYMUA MO MPUHATUIO aKTOB
AenerMpoBaHHOro 3aKOHO4aTeNbCTBA B COOTBETCTBMM CO CTaTbel 89 B OTHOLIEHMMN BHECEHUA N3MEHEHUI
8 MpunoxeHue VI, ana obecneyeHuns 6e3onacHOCTU CYOHLEKTOB, a TaKXKe AOCTOBEPHOCTU U HaAEXKHOCTU
OaHHbIX, NOMYYEHHbIX B X04e KMHUYECKOTO UCNbITaHUA, AN ANA yYeTa TeXHUYECKoro nporpecca.

lnasa XI. CNOHCOP U UCCNEAOBATENb
CraTtba 71
CnoHcop

KnAnHuyeckoe ncnbitaHne moxet CNOHCMpPOBATbCA OAHUM NN HECKOJIbKUMMWM CMTOHCOPaMMU.

JNIobol CNOHCOP MOMKET AenerMpoBaTh MNyTeM NMUCbMEHHOTO [OroBOpa HEKOTOPbIE MU BCE CBOM
0653aHHOCTW NNLY, KOMNAHWUU, UHCTUTYTY WM OpraHusaumu. Takoe AenerMpoBaHue npumeHsertcs 6es
ywepba OTBETCTBEHHOCTM CMOHCOPA, B YacTHOCTM, B OTHOLWeEHWW 6e30NacHOCTU CyObEKTOB U
[OCTOBEPHOCTM U HAAEKHOCTM AaHHbIX, NOJlYYEHHbIX B XOA4E KIMHUYECKOTO UCMbITaHUS.

UccnepoBatenb 1 CMOHCOP MOTYT ABAATLCA OAHUM JINLLOM.
CraTbAa 72
CoBMeCTHOEe CMOHCOPCTBO
1. Be3 yuwepba aAelcTBMIO CTaTb 74 B TOM C/ly4ae, €CN KIMHUYECKOEe MCMbITaHUe CNOHCUPYIOT
60/1ee 04HOro CNOHCOpPa, BCE CMOHCOPbI UCMOTHAKT 06A3aHHOCTM CNOHCOPA, YCTAHOBEHHbIE HAaCTOALLMM

PernameHTOM, €CNM TONLKO OHU He NPUHANN peleHne 06 O6paTHOM nyTem 3aKn4eHnA NnCbMeHHOro
A0roeopa, yCraHas/mBawowero COOTBeTCTeyowmne 0b6A3aHHOCTH Kaxkgoro u3 Hux. Ecam B Aorosope He



OorosopeHo, Ha KOM M3 CMOHCOPOB NeXUT Kakas-nmbo O6ﬂ3aHHOCTb, TO TaKyto 06A3aHHOCTb MCMOHAIOT
BCe CNOHCOopPbLI.

2. MyTem 4acTUMYHOrO OTCTYNJIEHUA OT MONOXKEeHWM naparpada 1 CNOHCOPbI COBMECTHO HecyT
OTBETCTBEHHOCTb 3a YTBepXKaeHue:

a) CcnoHcopa, OTBETCTBEHHOro 3a BbINOJIHEHWE 06A3aHHOCTEN CMOHCOpa B Mpoleaypax
ABTOPU3ALMM, YKA3aHHbIX B rnasax Il u lll;

b) CNOHCOpa, ABaAKOWErocA KOHTAKTHbIM MYHKTOM AnAa noayvyeHuAa BOMPOCOB CYG'bEKTOB,
MCCﬂe,ﬂ,OBaTeﬂeVI nnun nobbix 3aNHTEPECOBAHHbLIX rOCYy4apCTB-4/1EHOB EC OTHOCMTENbHO KAMHWYECKOro
ncnbiTaHMA N NpeacTaBieHnA OTBETOB;

C) cnoHcopa, OTBETCTBEHHOIO 3a BbIMOJIHEHME MEP, NPEANPUHATLIX B COOTBETCTBUM CO CTaTben 77.
Cratba 73
[naBHbIM UccneaoBaTeslb

[NaBHbIM UCCNeA0BaTENb AOMKEH 06eCneYnTb COOTBETCTBME KIMHUYECKOTO UCMbITaHUA U MecTa ero
nposefeHua TpeboBaHWAM HacToAWero PernameHra.

[naBHbIM nccnegoBatenb pacnpegendaeTr 3agadyn mexay 4ieHamum MCC}'IELI,OBaTe}'IbCKOIZ KOMaHAbl
6es yu.|,ep6a 6esonacHoCTH Cy6'beKTOB N AOCTOBEPHOCTU U HAAEXHOCTU AaHHbIX, NONIY4YEHHbIX B Xo4€
KTMHNYECKOTo UcnbiTaHUA, B AaHHOM mecCTe nNpoBedeHNA NCNbITaHUA.

Cratba 74
3aKoHHbIV NpeacTaBuTesb croHcopa B Cotose

1. B cnyyae ecam CroHCOP KAMHUYECKOTO UCMbITaHUA 3aperucTpupoBaH He B Coto3e, TO OH O/TKEH
Ha3HauUTb GU3MYECKOE WM OPUAMYECKOE NNLLO, 3apernctpupoBaHHoe B Colo3e, B KayecTBe CBOEro
3aKOHHOTO MpeacTaBuTensa. TakoN 3aKOHHbIN NpeacTaBUTe/lb HECET OTBETCTBEHHOCTbL 3a obecneyeHue
cobntopeHna 0b6s3aHHOCTEN CMOHCOPA COMIacHO HacTosAwemy PernameHTy v siBnsieTca agpecaTtom Ans
MHPOPMALMOHHOTO B3aMMOLENCTBUS CO CMOHCOPOM, MPEAYCMOTPEHHOrO HACcTOAWMUM PernameHToMm.
Nioboe WHPOPMAUMOHHOE B3aUMOAENCTBME C TaKMM 3aKOHHbIM NpeacTaBUTENIeM  CYMTaeTcA
B3aMMOZEMNCTBMEM CO CMIOHCOPOM.

2. TocypapctBa-uneHbl EC MOryt He nNpuMMeHsTb NONOMEHWs naparpada 1 B OTHOLWEHWUU
KNAMHUYECKUX WUCMNbITAHUNW, KOTOpble MPOBOAATCA WCKAIOYUTENBHO HA WX TEPPUTOPUU U TEpPPUTOPUU
TpeTbel CTpaHbl, NPU YCNOBUM, YTO OHWU FAPAHTUPYIOT, YTO CMOHCOP HA3HAYUT KaK MUHUMYM OZHO
KOHTaKTHOE /MU0 Ha CBOEW TeppUTOPMM B OTHOLUEHWW OAHHOTO KAWMHMYECKOTO UCMbITaHMA, KOTOpOoe
byneTr agpecatom Ana UHOGOPMAUMOHHOIO B3aMMOLEWCTBMA CO CMNOHCOPOM, NpPeayCMOTPEHHOrO
HacToAWMM PernameHTom.

3. B OTHOLUEHMM KNMHNYECKMX UCMbITaHMIA, KOTOPbIE NPOBOAATCA 6oslee YeM B O4HOM rocyaapcTee-
uneHe EC, Bce 3atTn rocypapctBa-uneHbl EC mMoryT He npumeHATb naparpad 1 npu ycnoBuM, YTO OHM
rapaHTMPYIOT, YTO CMOHCOP HAa3HAYMT KaK MMHMMYM OLHO KOHTAKTHOE JIMLO Ha CBOEW TEppUTOpUM B
OTHOLIEHMM AAHHOTO K/IMHUYECKOTO WCMbITaHWA, KoTopoe byaeT agpecaTtom gns MHGOPMALMOHHOTO
B3aMMOZEMNCTBUS CO CMNOHCOPOM, NPEeLYCMOTPEHHOI0 HACTOAWMM PernameHToMm.

Cratba 75

OTBETCTBEHHOCTb



HacToAlLan rnasa He pacnpoCTPAHAETCA HA rPa*KAaHCKYO U YTOI0OBHYHO OTBETCTBEHHOCTb CMOHCOPa,
ncecnegosatena A nnu, KOToOpbiM CNOHCOP Aenernposan 3aaauyn.

lnasa Xll. KOMTIEHCAUMA BPEOAA
Cratba 76
KomneHcauua spega

1. TocypapctBa-uneHbl EC rapaHTUMpylOT HanuMume cucTeM KOMMNeHcaumm nwoboro Bpesa,
HaHEeCEeHHOro CyObeKTy B pe3ynbTaTe ero y4acTva B KAMHWYECKOM MCMbITaHUKM, NPOBOAMMOM Ha MX
TeppuTopun, B Popme CUCTEM CTPAXOBaHMUA, FapPaHTUM WAM AHANOTUYHbLIX Mep, SKBMBANEHTHbLIX B
OTHOLWEHWM 33434 U COOTBETCTBYIOLLMX NPUPOAE U pasMmepy pUCKa.

2. CnoHcop M uccnepoBaTeslb MCMOL3YIOT CUCTEMbl, YKasaHHble B naparpade 1, B ¢opme,
noaxoAsuLel Ans 3aMHTepPecoBaHHOro rocyaapcTea-ysieHa EC, rae npoBoAUTCA KAMHUYECKOE UCTbITaHKE.

3. FocypapcTtBa-yneHbl EC He moryT TpeboBaTh OT CMNOHCOPA KANMHUYECKOTO MCMbITaHUA C HU3KOW
CTeneHblo BMeLaTeNbCTBa A0NOIHUTENbHOIO UCMO/Ib30BAHMA CUCTEMbI, YKa3aHHOM B naparpade 1, ecim
Nt060N BO3MOMKHbIN Bped, KOTOpPbIA MOeT ObiTb HaHeceH cybbeKTy B pesysabTaTe WCNoJb30BaHMA
nuccneoyemoro JIeKapCcTBEHHOro cpeacTBa B COOTBETCTBUMM C MPOTOKOMIOM AAHHOTO  KJAMHUYECKOTo
MCNbITAaHUA Ha TEPPUTOPUM YKa3aHHOTO rocygapcTBa-yneHa EC, MOKpbIBaeTCA yiKe MMmeloLenca cMcTemoit
KOMMeHcaLumm Bpesa.

Mnasa Xlll. HAA3OP rOCYJAPCTB-4/IEHOB EC,
MPOBEPKWM COHO3A N CUCTEMbI KOHTPOJIA

Cratba 77

KoppeKTupylowme mepbl, npeanpuHMmaemblie
rocypaapcreamu-uneHamm EC

1.B CQy4yae eCin 3anHTepecoBaHHOE rocydapcreo-4naeH EC nmeeT gocTaToyHble OCHOBAHUA ANA
NPUHATUA pPeWweHna O TOM, 4TO TPE6OBaHMﬂ, YCTaHOB/NIEHHble HacToAWwMM PernameHTom, He
CO6I'II'OAaI-OTCFI, OHO MOXKET NpeagnpuHATb chegyrowme mepbl Ha CBOEM TeppUTopunn:

a) 0T3bIB aBTOPU3aLMM KIMHNUYECKOTO UCMbITaHUS;
b) npnocTaHoBNEHWE KAMHNUYECKOTO UCMbITAHUS;
c) TpeboBaHMe K CNOHCOPY 06 M3MEHEHUU KaKOro-M60 acneKTa KAMHNUYECKOTo UCMbITaHUS.

2. [lo NpUHATUA 3aMHTEPECOBAHHbLIM FOCYAapcTBOM-Y4neHoM EC Kakux-Mbo mep, yKasaHHbIX B
naparpade 1, OHO MOMKET, 33 WCKNOYEHMEM C/y4aeB, rae Tpebyerca Hemend/ieHHOe pearMpoBaHue,
3anNpocuTb Yy CNOHCOpa W/MAN 1cCaeaoBaTeNs UX 3akaloyeHue. YKasaHHOe 3aK/toueHue A0NKHO 6biTbh
npeacTaB/NeHO B TEUEHNE CeEMM AHEN.

3. 3auHTepecoBaHHOE rocyaapcTBo-yneH EC nocne npuHATUA Mep, YKasaHHbIX B naparpade 1,
AONIXKHO HeMe/IeHHO MHPOPMMPOBATL BCE 3aMHTEPECOBaHHbIe rocygapcTea-yneHbl EC yepes noptan EC.

4. Karkpoe 3auHTepecoBaHHOe rocygapctBo-uneH EC MOXKeT KOHCy/bTMPOBaTbCA C APYrMMM
3aMHTepecoBaHHbIMM rocyaapcrsamum-dneHamm EC nepea npuHATMEM Mep, YKa3aHHbIX B naparpade 1.

Cratba 78



Mposepku rocygapcrea-yneHa EC

1. NocypapcrtBa-yneHbl EC A01KHbI HA3HAYUTb MHCNEKTOPOB A/1A NpoBeAeHUA NPOBEPOK C Lesbto
Hag3opa 3a cobnogeHMem HactosAwero PernameHta. OHM  [0/KHbI FAapPaHTUMPOBATb, YTO TaKue
MHCMNeKTopbl 06/1a4at0T COOTBETCTBYOLWEM KBaIMdMKaLneln 1 NoAroToBKOM.

2. 3a NpOBeEPKUN HeceT OTBETCTBEHHOCTb rocyapcTBo-yseH EC, B KOTOpOM NpoBOAMTCA NPOBEpPKaA.

3. B cnyyae ecnvm 3anMHTEpPECcoOBaHHOE rocygapcTBo-yieH EC HamepeHo NPoBeCTM NPOBEPKY Ha CBOEN
TEPPUTOPUN WU B TPETbEN CTPAHE B OTHOLUEHMM OAHOTO MAWN HECKONIbKUX KAMHUYECKUX UCMbITAHWUN,
KOTOpble nNpoBoaATca H6osee Yem B O4HOM 3aMHTEPECOBAHHOM rocyaapcree-yneHe EC, oHO A0/KHO
YyBEAOMUTbL O CBOEM HaMepEHUN ApyruMe rocydapctea-yneHbl EC, EBponenckyto KOMUCCUMIO U AreHTCTBO
yepes noptana EC n npomHpopmmnpoBaTtb UX O pe3ysibTaTax.

4. OT nnatbl 3a NPOBEPKU MOTYT 6bITb OCBO60)K,£I,€HbI HEKOMMeEpPYECKNE CNOHCOpPbI.

5. B uensax adpPpekTMBHOro MCnosib3oBaHMA AOCTYMHbIX PECYPCOB U BO U3bexkaHue aybampoBaHua
ATeHTCTBO [O/IKHO KOOPAMHMPOBATb COTPYAHWUYECTBO MEXAY 3aMHTEPEeCcOBaHHbIMU roCyAapcTBaMM-
yneHamn EC B OTHOLIEHMM MPOBEPOK, MPOBOAMMbBIX B rocygapcreax-dneHax EC, TpeTbux cTpaHax, u
NMPOBEPOK, MPOBOAMMbIX B paMKax 3aAaB/eHUA Ha aBTopmM3aLumto cornacHo PernameHnty (EC) 726/2004.

6. Nocne npoBepKM OTBETCTBEHHOE 33 ee NpoBeaeHme rocyaapcreo-yuneH EC gonKHO NnoAroToBUTb
OTYeT O nNpoBepKe. YKaszaHHoe rocyaapcteo-dneH EC npeacraBnseT OTYET O NPOBeEPKE NPOBepPAEMOM
OpraHM3aLUnM U CNOHCOPY COOTBETCTBYHOLLENO KAMHMYECKOTO MUCMbITAHUA, a TaKXKe NpeacTaBAsfeT oTyeT
yepes noptan EC.

7. EBponeickas Komuccus onpeaenser NocpeacTBOM aKTOB Ae/1IerMpOBaHHOIO 3aKOHOAATeNbCTBa
noapobHble Mepbl ANA Mpoueayp NPOBEPOK, BKAOYaA TpeboBaHUA K KBAAMOUKALMM U NOArOTOBKE
MHCNEKTOpPOB. YKa3aHHble mmMmnnemeHTauMoHHble aKTbl A0/1XKHbl ObITb NMPUHATbI B COOTBETCTBUU C
npoLeaypoli NPOBEpPKM, yKasaHHOM B cTaTbe 88 (2).

CraTbAa 79
Cucrtembl KoHTponA Cotosa

1. EBponeicKkan KOMUCCUA MOXKET OCYLLECTBAATb KOHTPO/b, YTOBbI YA0CTOBEPUTLCA B TOM, YTO:

a) rocypapctBa-yneHbl EC npaBMIbHO OCYLLECTBAAIOT HaA30p 3a COGAOAEHMEM HACTOALLErO
PernameHra;

b) cuctema NpaBoBOro peryanpoBaHua, NPUMEHAEMAA K KIMHUYECKUM UCTbITAaHUAM, MPOBOANMbIM
3a npeaenamu Cotosa, obecneumsaet cobNogeHUE MyHKTa 8 BBEAEHUA U OBLIMX MPUHLIMNOB, YKa3aHHbIX
8 MpunoxkeHnun | K Aupektnse 2001/83/EC;

C) cucTema NpaBOBOro PeryampoBaHns, MPUMEHAEeMan K KAMHUYECKMM UCMbITAHUAM, MPOBOAMMbIM
3a npegenamm Cotosa, obecneumBaeT cobaoaeHme ctatbn 25 (5) HacToawero PernameHTa.

2. Cuctema KoHTpoaa Coto3a, yKasaHHan B nyHKTe "a" naparpada 1, fonKHa bbiTb OpraHM3oBaHa B
COTPYAHMYECTBE C 3aMHTEPECOBaHHbIMM rocyaapcTeamm-yaeHamm EC.

EBponeickaa KoMmuUccusa OO/IKHA NOATOTOBUTL B COTPYAHMYECTBE C rocyaapcreamu-yieHamm EC
nporpammy cuctem KoHTposa Cotosa, yKasaHHbIx B NyHKTax "b" u "c" naparpada 1.

EBpOI'IeﬁCKaﬂ KOMUCCHA AOO0NXKHa NpeacrtasnUTb OTYHET O pe3y/ibTaTaxX MNpoBedeHMNA NPOrpamm
KOHTpPOANA Coto3a. YKasaHHble OT4YeTbl AO0XKHbI coaepxaTtb pexkomeHaauun, rge 310 NPUMEHUMO.
EBpOI'IEl‘/JICKaFI KOMUCCUA O0/1XKHa NpPpenctaBUTb AaHHbIE OTYETbI YEPE3 NOPTan EC.
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lnasa XIV. IT-MHOPACTPYKTYPA
Cratba 80
Moptan EC

AreHTCTBO B COTPYAHMYECTBE C rocyaapctBamu-yneHamm EC u EBponeickon Komuccuei
YCTaHaB/NMBAET M OCYLLECTBAAET NOAAEP’KKY nopTana Ha ypoBHe Colo3a B KayecTBe eAMHCTBEHHOro
KaHana Aans NpeActaBiAeHUs AaHHbIX U MHPOPMALIMKN, OTHOCALLMXCA K KAUHUYECKMM MUCMbITaHUAM, B
COOTBETCTBUM C HacToAWwMM PernameHTom. MopTtan EC AonKeH BbITb TEXHMYECKN OCHALLEH U yaobeH ans
nosib3oBaTensi BO M3bexaHune usnunwHemn paborobl.

CraTba 81
Bbasa gaHHbIX EC

1. AreHTCTBO B COTpyAHMYECTBE C rocygapcrsamu-yneHamm EC u EBponeiickoit Komuccuei
YCTaHaB/MBAET M OCYLLECTBAAET NoAAep:KKy 6asbl AaHHbIX Ha ypoBHe Colo3a. AreHTCTBO cuUMTaeTca
JIMLOM, KOHTpoAupytowmm 6a3y gaHHbIx EC, B 06A3aHHOCTM KOTOPOTO BXOAMUT HEA0NYLWEHNE HEHYKHOMO
aybnvposaHna mexay 6a3oi gaHHbIx EC 1 6a30M AaHHbIX N0 dapmakoHag30py.

basa gaHHbix EC gokHa copepkaTtb AaHHble U MHPOpPMaLMIO, MPeaACcTaBAeHHbIE B COOTBETCTBUM C
HacToAWMm PernameHTom.

Basa aaHHbIX EC o/13KHA naeHTUPULUMPOBATL KaXKA0e KIMHMYECKOE UCMbITaHNe NyTeEM NPUCBOEHUSA
YHUKanbHOro Homepa mcnbiTaHMAa EC. CNoHCOp A0/MKEH cCbiNaTbCs Ha 3TOT HOMep mcnbiTaHuA EC npwm
nobom nocnegyowem npeacraBieHmm MHGopmaumm, UMetoLLel OTHOWEHNE K aHHOMY KAUHUYECKOMY
NCNbITaHUIO.

2. basa paHHbix EC po/mkHa 6biTb co3gaHa Aana obecnevyeHUs COTPYAHMYECTBA Mexay
KOMMETEeHTHbIMM OpraHaMm 3auMHTepecoBaHHbIX rocyaapcts-4neHos EC B o6beme, Heobxoanmom Ans
NPUMEHEHMUA HacToAWero PernameHTa M NOMUCKA OTAENbHbIX KAUHUYECKUX MCMbITaHMIA. OHa TaKxkKe
obecneunt WHPOPMALMOHHOE B3aUMOLEUCTBME MENKAY CMOHCOPamMM W 3aMHTepPecoBaHHbIMU
rocygapctBamu-yneHamm EC M OacT BO3MOXKHOCTb CMOHCOpaM 06pallaTbCcAd K paHee MoAaHHbIM
3aAB/IEHNAM Ha aBTOpPU3auUUNO0 KIMHUYECKOro UCNbITaHMA UIN CYLLEeCTBEHHOINO U3MeHeHUA. OHa TaKxe
0acT gocTyn rpaxkgaHam Colo3a K KAMHMYEecKol MHGopMaLMM O NIeKapCTBEHHbIX CpeacTBax. B cBA3M
3TUM BCe AaHHble, cogeprKawmeca B 6ase gaHHbIx EC, gomKHbl 6biITb B PpopmaTte, obecneunBatowem
NIErKUIA NOUCK, a TaK¥Ke BCe pesieBaHTHble AaHHble AO0/KHbI 6biTb CrPYNNMPOBaHbl BMECTe No HOMepy
ncnoitaHmna EC, a Bce rMnepccbl/iKN A0MKHbI 06ecneuymBaTb CBA3b MeXAY AAHHbIMU U LOKYMEHTaMM,
cogeprkawmmunca B 6ase aaHHbIX EC u B apyrnx 6asax gaHHbIX AreHTCTBa.

3. basa fJaHHbIX EC gonkHa noagepKuBaTh 3anucb U npeacrasieHne B C10Bapb 1€KAPCTBEHHbIX
CPeAacTs, coaepalumiica B EBponeickolt 6ase AaHHbIX No ¢dapmakoHaA30py, BCEX AaHHbIX MO
NeKkapcTBeHHbIM cpeacTBam 6e3 paspelleHns Ha MapKeTrHT B Coto3e U BCeX BELLLeCTB, HEaBTOPM30BaAHHbIX
B KayecTBe COCTaBHOW 4acTW fieKapcTBEHHOro cpeacTtsa B Cotose, KOoTopble He0bXoAMMbl AN BEAEHMA
yKasaHHoro CnoBaps. [1ns aTux uenei, a TakKe ana obecneyeHns BO3MOXKHOCTM cnoHcopa obpalaTbes
K paHee NoAaHHbIM 3aABNEeHUAM, KaXKA0MY NeKapCTBEHHOMY cpeacTBy 6e3 paspelleHna Ha MapKeTUHT
AONKeH 6bITb NPUCBOEH HOMEp leKapcTBeHHOro cpeacTea EC, 1 KaxkaoMy HOBOMY aKTUBHOMY BeLLECTBY,
paHee He aBTOPM30BaHHOMY B KauyecTBe COCTaBHOWM 4YacTW IeKapcTBEHHOro cpeactea B Cotose, A0/KEH
6bITb MPUCBOEH KOA, aKTUBHOTO BewecTBa EC. Homepa 1 KoZbl A0/1KHbI 6bITb MPUCBOEHbI 40 UM BO BPEMSA
noJayn 3asB/eHUSA HA aBTOPM3ALMIO NEPBOr0 KAMHMYECKOTrO WMCMbITaHUA C AAHHbIM JIEKAPCTBEHHbIM
CPeACTBOM WJIM aKTUBHbIM BELLECTBOM B COOTBETCTBUM C HACTOAWMM PernameHToM. 3Tv HOMepa LO/IKHbI
ObITb YKasaHbl BO BCEX MNOC/AEAYIOWMX 3aSIBIEHUAX Ha KAMHWYECKME MCMbITaHUA U BHECeHue



CyWw,eCTBeHHbIX N3MEHEHUN.

JaHHble, npeacTaBleHHble B COOTBETCTBMM C MepBbiM noanaparpadom, onpeaenstouime
JIeKapCTBEHHbIe CpeACTBa U BELLEeCTBa, 0/1KHbI COOTBETCTBOBATb CTaHAapTam Coto3a U MmeXKayHapoaHbIM
CTaHZapTaM No MAeHTUOUKALMN NEeKapCTBEHHbIX CPeACTB M aKTUBHbIX BellecTs. Ecin uccneayemoe
JIeKapCTBEHHOE CPEeAcTBO, YKe MMeloLLee paspelleHne Ha MapKeTuHr B Coto3e, A0J/IKHO MCNO/1Ib30BaTbCA
B KJAMHMYECKOM WCMbITAHUW, HOMEPa COOTBETCTBYIOLLEro J1IeKapCTBEHHOrO CPeAcTBa M aKTUBHOIO
BelLLecTBa A0/IKHbI H6bITb YKa3aHbl B 3asiB/IEHUN Ha NPoBeAeHMEe KANHUYECKOTrO UCTbITaHUS.

4. ba3za gaHHbix EC gonHa 6biTb OTKPLITON AN obwero AocTyna, ecim ToNAbKo BcA MHbopMaLms
WAWN ee YacTb, coaepikallanca B 6a3e 060CHOBAHHO, He ABNAETCA KOHOUAEHUMANbHOW NO Caeayowmm
OCHOBaAHUAM:

a) 3alMTa NnepcoHanbHbIX AaHHbIX B COOTBETCTBUK ¢ PernameHTtom (EC) 45/2001;

b) 3awmTa nHbopmauum, cocTaBnAoLLEA KOMMEPYECKYIO TallHy, B YaCTHOCTM, NOCPeACTBOM y4yeTa
CTaTyca pa3peLlleHma Ha MAPKETUHT 1EKAPCTBEHHOIO CPeAaCTBa, €C/IN TO/IbKO B PACKPbITUKN MHGOPMALLUK
He npeobnagaeT o6LLECTBEHHbIN UHTEPEC;

C) 3awWmTa KoHOUAEHUMANbHOCTU MHOOPMALMOHHOIO B3aMMOAENCTBMA MEXAy rocyaapcrsamu-
yneHamu EC B OTHOLIEHMM NOATOTOBKN OTYETa 06 OLEHKe;

d) obecneyeHne 3¢pPEKTUBHOrO Haa30pa 3a MNPOBEAEHWEM KAMHWYECKOTO WCMNbITaHWA
rocyaapcrsamu-uneHamm EC.

5. bes ywepba geicteuio naparpada 4, ecnm ToAbKO B PacKpbITUM MHPOPMaLMK He npeobnagaeTt
06LLECTBEHHbIN MHTEPEC, AaHHble, CoAepXKallMecs B 3aABOYHOM [A0Cbe, HE A0/XHbl BbITb OTKPbITbI A4/1A
obL1ero AoCTyNa A0 NPUHATUA PELLEHMA O KNMHNUYECKOM UCMbITaHUN,

6. B 6a3e gaHHbIX EC AonXKHbI coAepKaTbCsa NePCOHabHbIe AaHHble, TOJIbKO eC/IN 3TO HeEoBX0ANMO
ansa uenen naparpada 2.

7. NepcoHanbHble AaHHble He A0/KHbI 6bITb OTKPbITLI A4 061Lero Aoctyna.

8. MNonb3oBaTenbCckUn HTepdenc 6asbl gaHHbIX EC gonxkeH 6bITb 4OCTYNEH Ha BCcex 0odULMANbHbIX
A3blkax Coto3a.

9. CNoHCop A0MKeH NOCTOAHHO 06HOBAATL MHbOpPMaLMio B 6a3e AaHHbIX EC B cBA3W C Nto6bIMU
N3MEHEHUAMM B KJAUHUYECKUX WUCMbITAHUAX, HE ABAAIOLLMMMUCA CYLLECTBEHHbIMMU, HO OTHOCALLMMUCA K
HaA30pY 33 KAMHUYECKMM WUCMbITaHWEM 3aUHTEPECOBaHHbIX rocyaapcTe-uneHos EC.

10. AreHTcTBO, EBpOneickana Komuccua u rocygapcrBa-yneHol EC gosmKHbI rapaHTMpPOBaTb, YTO
CyObEKTbI NEPCOHANbHBLIX AaHHbIX MOryT 3QdEKTUBHO OCYLLECTBAATbL CBOM NpaBa Ha MHbOpMaLMio,
OOCTyN, BHECEHME M3MEHEHWI M BO3pakeHMA B cooTeBeTcTBUM C PernameHtom (EC) 45/2001 wu
HaUMOHabHbIM 3aKOHOAATE/NIbCTBOM O 3almMTe AaHHbIX, MMNAemMeHTUpylowmm Aupektnsy 95/46 EC
cooTBeTCcTBEHHO. OHM A0/KHbI 06ecneunTb 3pPeKTUBHOE OcyLLecTBAEHNE CYyObEKTaMMU NepPCOHasbHbIX
JAHHbIX NPaBa Ha AOCTYN K AaHHbIM, KOTOPblE K HUM OTHOCATCA, M MPaBO Ha UCNpPaBAeHUe Uan yaaneHue
HEeMOoJIHbIX AaHHbIX. B pamKax cBOMX COOTBETCTBYOLWMX 06513aHHOCTeN AreHTCTBO, EBponeickas Komuccus
W rocygapcrea-yneHbl EC 40/1XKHbI FapaHTUPOBaTh, YTO HETOYHbIE MW HE3aKOHHO 0bpaboTaHHble AaHHble
yAaneHbl B COOTBETCTBMU C MPUMEHUMbIM 3aKOHOAATENLCTBOM. McnpasBneHue u yaaneHue AO0MXKHbI
NpoBOAMTLCA He3aMea/UTeNbHO, HO He no3gHee 60 AHel ¢ AaTbl 3anNpoca CyObeKTa NepcoHasbHbIX
OAHHbIX.

Cratbna 82

dPyHKUMOHanbHOCTb NopTana EC n 6a3bl gaHHbIX EC
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1. AreHTCTBO B COTpPYAHMYECTBE C rocyaapcTeamum-dyneHamm EC n EBponeiickolt Komuccuen aonKHO
cocTaBuUTb QYHKLUMOHaNbHbIe cneunduKkaumm ana noptana EC n 6a3bl gaHHbIX EC 1 onpeaennTb CPOKU UX
UmnaeMeHTauuu.

2. MpaBneHne AreHTCTBa A0/XKHO Ha OCHOBE HE3aBMCMMOIO ayAMTOPCKOro oT4yeTta coobwmTb
EBponeickoit Komuccum, ecnm yctaHosneHo, yto noptan EC m 6asa gaHHbix EC gocturam nosnHoi
YHKLUMOHANbHOCTU, U CUCTEMbI OTBEYAlOT (YHKLMOHaNbHbIM crleuMPuKaumam, COCTaBAEHHbIM B
COOTBETCTBMM C naparpadom 1.

3. Koraa EBponeiickan Komuceua ybeamtcs, 4To YCI0BMSA, YKa3aHHble B naparpade 2, cobatoaeHol,
OHa [0MKHa onyb6/AMKOBATb yBEAOMIEHME COOTBETCTBYHOLLErO coaepkaHma B OPULManbHOM KypHane
EBponeickoro Cotosa.

nasa XV. COTPYAHWNYECTBO MEXAOY FOCYOAAPCTBAMWU-YNEHAMMW EC
Cratbsa 83
HaunoHanbHble KOHTAKTHbIE NMYHKTbI

1. Kaxkgoe rocygapctso-yneH EC A01KHO Ha3HAYMTb O4MH HALUMOHA/IbHbIN KOHTAKTHbIM MYHKT 415
obecneyeHunsa GyHKUMOHUPOBAHUA NpoLeayp, yCTaHOBAEHHbIX B rnasax Il u lll.

2. Kaxpoe rocygapctBo-4nieH EC 4o/1KHO coobWMTb O KOHTAKTHOM NYHKTE, YKa3aHHOM B naparpade
1, EBponelickoit Komuccuun. EBponeiickas Kommuccmna AoKHa onybaMkoBaTb NepeyeHb HauWMoHaNbHbIX
KOHTAKTHbIX MYHKTOB.

Cratba 84
Moapep»Ka AreHTcTBa 1 EBponeiickoi komnccuu

AreHTCTBO 4O/IKHO NOAAEPKMBaTb GYHKLMOHNPOBaHWE COTPYAHUYECTBA rocyaapcTe-yieHos EC B
paMKax npoueayp aBTopu3aLmm, yCTaHOBAEHHbIX B rnasax Il 1 |l HacToswero PernameHTa, nocpeacTsom
noaaepaHua n obHosneHna noptana EC u 6a3bl 4aHHbIX EC B COOTBETCTBMM C OMbITOM, NOAYYEHHbIM B
npouecce UMNAEMEHTALMKN HacToAWero PernameHra.

EBponeickas KomUCCUA [ONKHA NOAAEPKMBATb COTPYAHMYECTBO rocyaapcrs-uneHoB EC, Kak
yKasaHo B cTaTbe 44 (2).

Cratba 85

KoopanHauMoHHaA U KOHCY/IbTaTUBHaA rpynna
no KAIMHNYECKUM UCNbITaHNAM

1. HacToswmm yuypeskaaeTca KoopAaMHAUMOHHAA M KOHCYNbTaTMBHAA rpynna no KANMHWYECKUM
ncnbitaHnam (CTAG), cocToALan U3 HAaLMOHabHbIX KOHTAKTHbIX MYHKTOB, YKa3aHHbIX B CTaTbe 83.

2. 3apgaum CTAG:

a) noaaepxuBatb 06MeH MHPopMaumen mexay rocygapcrsamm-yneHamm EC u EBponelickoit
KOMMCCHEN No onbITy, MOJYy4EHHOMY B OTHOLUEHUW UMMJIEMEHTALLMM HacToAwwero PernameHTa;

b) okasbiBaTb cogelicTBue EBponeiickoit Komuccuu B obecnevyeHUn NoALEPKKU, YKa3aHHOW BO
BTOpOoMm naparpacde cratbm 84;



C) NoaroTaBAMBaTb PEKOMEHAALMN NO KPUTEPUSM B OTHOLLEHUKN BbI6OpPa OTYETHOrO rocyaapcTea-
yneHa EC.

3. CTAG Bo3r/niaBnseTca npeacrasutesiem EBponemnckoit KOMUCCUN.

4. CTAG cobupaeTca Yepes paBHble MPOMEXKYTKN BPEMEHW U B C/ly4ae, ec/iv Toro TpebyeT cutyaums,
no 3anpocy EBponelickon kKomuccum nnm rocygapctea-dneHa EC. Mo 3anpocy EBponeickoi Kommuccnm nnm
rocygapcrea-yneHa EC yTBep:kgaeTca Nt0601 NyHKT NOBECTKM cobpaHums.

5. CeKkpeTapuat obecneunBaeTtcs EBponenckoit Komuccuen.

6. CTAG ponxHa onpegenutb npasunna npoueaypsol. Mpasuna npouenypbl 4OMKHbI HAXOAUTLCA B
OTKpbITOM J0CTyne.

nasa XVI. CEOPbI
Cratbsa 86
O6wWmin NnpnHUMN
Hactoawmit PernameHT npumeHsieTca 6e3 yuiepba npasy rocygapcts-yneHos EC Ba3umartb naaty 3a
OEencTBMA, YKasaHHble B HacToAwem PernameHte, nNpu YCA0BUM, YTO pasmep NNaTbl YCTaHOB/EH,
Npo3payveH M OCHOBAH Ha NPUHLMNAX BO3MeLLEeHNA u3aepKek. focyaapcrea-yneHbl EC moryT ycTaHOBUTb
CHUXXEHHble CTaBKM AN HEKOMMEPYECKUX KAMHUYECKUX UCMbITaHWUA.
Cratbna 87

OAuH nnaTex 3a AelcTBne B 04HOM rocygapcree-yneHe EC

3a oUgeHKy, yKasaHHyto B rnasax |l u lll, rocynapcteo-uneH EC He BnpaBe TpeboBaTb BHECEHWS
HECKOJ/IbKMUX NAAaTeXel B pa3/iniHble OpraHbl, y4acTBYOLME B LAaHHOM OLEHKE.

Mnasa XVII. UMMJTIEMEHTAUMOHHbBIE AKTbI U AKTbI
OENETMPOBAHHOIO 3AKOHOOATE/TILCTBA

Cratba 88
Mpoueaypa KomuTeTa
1. EBponeickoil Komuccum oKasbiBaeT copencTeue NOCTOAHHBIN KOMMUTET MO NEKapCTBEHHbIM
cpeacTBam, MpeAHasHAYeHHbIM AA8  WCNO/Mb30BaHMA Ye/I0BEKOM, YCTAHOB/IEHHbIN [MPEKTUBOM
2001/83/EC. OaHHbI KomuTeT aBadeTcA KOMUTETOM B 3Ha4YeHumM PernamenTa (EC) 182/2011.

2. MNpu ccblike Ha HacToAlWwmMIA naparpad npMmeHaeTca cTatha 5 PernamenTa (EC) 182/2001.

B cnyvae ecan KomuTeT He BblaaeT 3akalodeHue, EBponenckas KoMUcemMa He NPUHMMAET NPOEKT
MMMNNEMEHTAUMOHHOrO aKTa W NpumeHsaeTcAa TpeTuin noanaparpad ctaten 5 (4) Pernamenta (EC)
182/2011.

Cratba 89
OcyuwiecTBneHme genermpoBaHma

1. MonHomouma no NMPUHATUKO QaAKTOB AeNIerMpOBaHHOIO 3aKOHOA4ATEeNbCTBA BO3/1aratoTCA Ha
EBpOI'IEVICKyIO KOMUCCUIO C CO6ﬂI-O,CI,EHMEM ycnosmﬁ, YKa3aHHbIX B HaCTOFiU.LeVI CTaTbe.
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2. lToAHOMOYMA NO NPUHATUIO AaKTOB AeNerMpoBaHHOrO 3aKOHO4ATENbCTBA, YKa3aHHbIe B CTaTbAX
27, 39, 45, 63 (1) u 70, Bo3naratoTca Ha EBpoMeNcKylo KOMMUCCUIO Ha CPOK 5 neT HauduHasa ¢ Aathl,
YKa3aHHOM BO BTopom naparpacde ctatbm 99. EBponeiickaa KOMUCCUA COCTABAAET OTYET O BO3J/IOXKEHHbIX
NOMHOMOYMAX He no34Hee WecTM MecAueB A0 OKOHYaHWA NATUAETHEero cpoka. [enermposaHue
NOJIHOMOYMIN aBTOMATUUYECKU NPOANAETCA HA TaKOM Xe CPOK, ecain EBponencknit napnameHTt nnamn Coset
EC He BO3pa3snam NnpoTnB TaKOro NpogseHua He no3gHee Tpex MecALLeB 40 OKOHYAHUA KaXKA4oro CpokKa.

3. [enernpoBaHue MOJHOMOYUI, yKasaHHoe B cTaTbAx 27, 39, 45, 63 (1) n 70, moxKeT bbITb
OoTMeHeHOo B ntoboe Bpema EBponeiickum napnameHtom wunam Cosetom EC. PeweHne o6 oTmeHe
npeKpawaeT AencTBUE AeNEerMPOBAaHHOIO NOJHOMOYMSA, YKa3aHHOIO B TaKOM pelwleHun. OHO BCTYNaeT B
CW/Y Ha ceayowmin AeHb nocse onybankosaHuna B OpuumnanbHom xypHane Esponeiickoro Cotosa nnm 8
601ee NO34HMI CPOK, B HEM YKA3aHHbII. ITO He NPeKpaLLaeT AeACTBUE APYTMX aKTOB AeNerMpoBaHHOro
3aKOHOAaTeNbCTBa, BCTYMUBLUMX B CUAY.

4. Mo Mepe NPUHATAA aKTa AeNerMpoBaHHOIO 3aKoHoZATeNbCTBA EBponelickas Komuccus
nHpopmMmmpyeT ogHOBpemeHHO EBponeickuii napnameHT u Coser EC.

5. AKT AenerMpoBaHHOro 3aKOHO4aTeNbCTBA, MPUHATBIN B COOTBETCTBMU €O CTaTbaMmu 27, 39, 45, 63
(1) n 70, BCcTynaet B cCMAy TONbKO B TOM C/y4yae, eC/iM He MOCTYNMT BO3paskeHuit oT Esponeiickoro
napaameHTta u Coseta EC B TeueHMe ABYX MeCALLEB CO AHA UX U3BELLEHMA O NPUHATUM AAHHOIO aKTa, Uaun
[0 WUCTeYyeHMA 3TOr0 CpoKa, ecnn EBponeiickuin napnameHT mn CoseT EC yBegomunu EBponeickyto
KOMMCCUIO O HaMEPEHUN He 3aABNATb BO3PAXKEHWUN. YKa3aHHbIN nepuos MoXKeT bbiTb NPoAseH Ha 4Ba
mecsua no uHnumaTtnee EBponeiickoro napnameHta nam Coseta EC.

Fnasa XVIII. MPOYUE NOJIOXKEHUNA
Cratbsa 90

CneumanbHble TpE6OBaHMFI Ana oTaenbHbIX
rpynn n1ekapCrtBeHHbIX CpeacTB

Hactoawmnit PernameHT He 3aTparuBaeT MNpPUMEHEHME HALMOHA/IbHOTO 33aKOHOAATe/bCTBa,
3anpeLLaoLwero UM orpaHNMYMBaloLLErO UCNOJIb30BaHWE Nt06Oro CneunanbHOro BUAA KAETOK YenoBeKa
WU KMUBOTHbBIX, WM NPOAAXNKY, MNOCTAaBKY WU/JIM UCMOJ/b30BaHME NEKAPCTBEHHbIX CPEACTB, COAEpPKaLLMX,
COCTOAWMNX U3 STUX KNETOK UAN NPOUCXoAALLNX U3 HUX, NN NNEKAPCTBEHHbIX CPeAcCTB, MCNO/Ib3yeMbIX B
KayecTBe abOpPTUBHbIX CPEACTB, AN JIEKAPCTBEHHbIX CPEACTB, COAEPKALLNX HAPKOTUYECKME BELLECTBA B
3HAYeHMM COOTBETCTBYHOLLMX AENCTBYHOLLNX MEXAYHAPOAHbIX KOHBEHLMI, TaKMX KaK EAMHAnA KOHBEHLMA
OOH o HapkoTmnueckux cpepcteax 1961 r. Focymapcrea-yneHbl EC gonxkHbl coobwmts EBponenckoit
KOMMCCUM O TaKOM HALMOHA/IbHOM 3aKOHOAATe 1bCTBE.

3anpelaeTcs NpoBeAeHUE KAMHUYECKMX WCMbITAaHUN TEeHHOW Tepanuu, KoTopas MpUBOAUT K
N3MEHEHUAM B FeHETUYECKOM MAEHTUYHOCTM 3apOAbILIEBON INHUM CyObEKTa.

Cratbna 91
B3anmocsAasb ¢ 4pyrum 3akoHogatenbcteom Cotosa

Hactoawmit PernameHT npumeHsetca 6e3 yuiepba peictsuio Aupektusbl 97/43/Espatom <1>
Coseta EC, Aupektmsbl 96/29/Espatom <2> Coseta EC, [Aupextusbl 2001/18/EC Esponeickoro
napnameHTa n Coseta EC <3>, Aupektusbl 2004/23/EC Esponeiickoro napnameHta n Coseta EC <4>,
Ovpektnebl 2002/98/EC Esponelickoro napnameHta M Coseta EC <5>, [Oupektmsbl 2010/53/EC
Esponelickoro napnameHta n Coseta EC <6>, Aupektunebl 2009/41/EC Esponeiickoro napsiameHTa u
CoseTta EC <7>.
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<1> Ounpektmsa 97/43/Espatom Coseta EC ot 30 uioHsa 1997 r. 06 MHAMBMAOYaNbHOM 3almMTe OT
WOHU3UPYIOLLETO M3/ly4eHMA B CBA3U C MeAUUMHCKMM 00aydeHMem, OTMeHsAowaa AupeKktusy
84/466/Espatom (O N L 180, 9.7.1997, ctp. 22).

<2> [upekTtusa 96/29/Espatom CoseTa EC ot 13 mas 1996 r. ycraHaBauBaiouwas 6a3osble
CTaHAApTbl 6e30MacHOCTU A/A 3almTbl 340POBbsA PabOTHMKOB M OOLLECTBEHHOCTM OT OMACHOCTEM,
BbI3BaHHbIX MOHM3UPYOLWMM n3nyyeHnem (O N L 159, 29.6.1996, cTp. 1).

<3> [Oupektnea 2001/18/EC Esponeiickoro napnameHta u Coseta EC ot 12 mapta 2001 r. o
npegHaMepeHHOM BbIMYCKE B OKPYKAIOLLYIO Cpeay reHeTUYeckn moanduumpoBaHHbIX OPraHN3MoB 1 06
oTmeHe Oupektusbl 90/220/E3C CoseTta EC (O N L 106, 17.4.2001, cTp. 1).

<4> Oupektmusa 2004/23/EC EBponelickoro napnameHTa u Coseta EC oT 31 mapta 2004 r. 06
YCTQHOB/EHUM CTaHAAPTOB KayecTBa M 6e30MacHOCTM [AA [OHOPCTBA, MPUODBPETEHUs, KOHTPOAA,
06paboTKN, COXpaHEHUA, XPaHEHUA U pacnpeaeneHma YenoBevYeckux TKaHenl u KnetoKk (O N L 102,
7.4.2004, cTp. 48).

<5> Oupektusa 2002/98/EC Esponeiickoro napnameHta u Cosetra EC or 27 ausapsa 2003 r.,
yCTaHaB/AMBaloWasa CTaHAApTbl KayecTBa M 6He3onacHoctn ansa cbopa, TecTUpoBaHMA, 06paboTKK,
XpaHeHWsA U peann3aumm KPoBM YeoBeKa M ee KOMNOHEHTOB 1 06 usmeHeHnn Aupexktusbl 2001/83/EC
(OX N L 33, 8.2.2003, cTp. 30).

<6> [Oupektnsa 2010/53/EC Esponeiickoro napnameHta u Coseta EC ot 7 uona 2010 r. o
CTaHAApTax KayecTBa M 6€30MacHOCTM Ye0BEYECKMX OPraHOB, NpeAHa3HAYeHHbIX A1A TPAHCAAAHTaLMM
(O N L207,6.8.2010, ctp. 14).

<7> OupekTtnsa 2009/41/EC Esponeickoro napnameHta u Coseta EC oT 6 maa 2009 r. 06
OrPaHMYEHUM MUCMOJIb30BAHUA FeHEeTUYECKM MOAMOULIMPOBAHHbLIX MUKpoopraHuamoB (O N L 125,
21.5.2009, cTp. 75).

CrtaTtbAa 92

Wccnepyemble nekapcTBeHHbIE CPEACTBa,
WHble JIeKAPCTBEHHbIE CPeACcTBa U NpoLeaypbl,
npepocTasasemble cybbeKkTy Ha 6e3B03me34HON OCHoBe

bes yuwepba aeicteunto chepbl NONHOMOUMNIM rocyaapcTs-4neHos EC no onpeaeneHunto NoAUTUKM B
06/1acT 34paBOOXPaHEHMA, a TaKXKe OpraHusauMmM M OKasaHua ycayr B chepe 34paBOOXpPaHEHUA U
MeAMLMHCKOro 06CNyKMBaHUSA, pacxobl Ha Uccaesyemble NeKapCTBEHHbIE CPeACTBa, BCNOMOraTe/ibHble
NeKapcTBeHHble cpeacTBa, MeauuUMHCKoe 060pyAoBaHWe Oaa UX NpUema M Npoueaypbl, cneumManbHo
Tpebyemble NPOTOKO/IOM, He [OO0/IKHbl BO3MaraTbCA Ha Cy6bekTa, ecan MHoe He NpeayCcMOTPEHO
3aKOHO4aTeIbCTBOM 3aMHTEPECOBAHHOTO rocyaapcraa-yneHa EC.

CraTbAa 93
3auwmTa AaHHbIX

1. Tocyaapcrea-uneHbl EC npumensior Anpektusy 95/46/EC K 06paboTke NepcoHanbHbIX AaHHbIX,
ocyLLecTBAfeMyto rocygapcrsamu-yneHamm EC cornacHo HactoAwemy PernameHTy.

2. PernameHT (EC) 45/2001 npumeHsetca K o6paboTke nepcoHasbHbIX AaHHbIX, MPOBOAUMOWN
EBponelickoi Komuccuel n AreHTCTBOM COTIaCHO HacTosAwemy PernameHTy.

Cratbsa 94
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CaHKkumun

1. TocypapctBa-yneHbl EC ycTaHaBAMBAIOT NpaBuaa O CAHKLMAX, NPUMMeHAeMble B pe3yabTaTte
HapylweHuin HacTosAwero PernameHTa, U NMPUHMMALOT BCe Heobxoammble mepbl ans obecneyeHua ux
ncnosiHeHus. MNpeaycMoTpPeHHble CaHKUMW A0MXHbl ObiTe 3GGEKTUBHLIMM, MPONOPLUNOHANbHBIMU U
OKa3blBaOLWMMM CAEPKMBAIOLLEE BO3AENCTBME.

2. MpaBwnna, ykasaHHble B naparpade 1, pacnpoctpaHatoTca inter alia Ha cnepgytowee:

a) HecobnoaeHMEe NONOMNKEHUIN, YCTaHOBAEHHbIX HacToALWMM PernameHTom, No NpeacTaB/ieHuto B
6a3y gaHHbix EC nHpopmaLmm, npeaHasHavyeHHOW Ansa obliero AocTyna;

b) HecobniogeHue NONOMKEHMI, YCTAHOBAEHHbIX HacToAwMm PernameHTom, o 6e3onacHocTu
cybbekTa.

CrtaTtbAa 95
paXaaHCKaA U yroaNoBHasA OTBETCTBEHHOCTb

Hactoawmi PernameHT npumeHseTcs 6e3 yuiepba AencTeuto HauMoHaAbHOTO 3aKOHOA4aTe/IbCTBa U
3aKoHogaTenbcTBa Colo3a O rpaykAaHCKOM M yroN0BHOM OTBETCTBEHHOCTM CMOHCOPA U UccaeaoBaTens.

Fnasa XIX. 3BAK/TIOMUTEJIbHBIE NMONOXKEHUA
Cratbsa 96
OTmeHa

1. Anpektusa 2001/20/EC yTpaumBaeT cuny C AaThbl, yKa3zaHHO BO BTOpoMm naparpacde cratbn 99.

2. Ccblnku Ha Oupektusy 2001/20/EC cuMTaloTCA CCbINKaMM Ha HacTOALLMIA PernameHT 1 YynTatoTcs
B COOTBETCTBUM C KOPPENALLMOHHOM Tabaunueit, ykasaHHoM B MpunoxkeHuu VIL.

CraTba 97
MNepecmoTp

Yepes nATb N1eT ¢ AaTbl, yKa3aHHOW BO BTOPOM naparpade ctatbm 99, 1 Kaxable nocaeaytouime naTb
net, EBponeickaa Komuccua npepctasnser EBponerickomy napnameHty m Cosety EC otuer o
npMuMeHeHUn HactToAlero PernameHTa. YKasaHHbIM oOTYyeT AO0/IKeH BKIKYaTb OUEeHKY BAUAHUA
PernameHTa Ha Hay4HbI U TEXHOJIOTMYECKMIA NPOrPecc, NCYepnbIBatoLWyd MHPOPMALMIO O Pa3NNYHbIX
BMOAX KJIMHWYECKMX WUCMbITAaHUI, aBTOPM30BaHHbIX COMNACHO HacToAwemy PernameHTty, u mepbl,
Tpebyemble AN1A NOAAEPKAHNSA KOHKYPEHTOCNOCOOHOCTM €BPONENCKOro KNMHMYECKOro UccaefoBaHus. B
HEODOXOAMMbIX C/ly4Yasx OTYeT [OJ/KEH COMPOBOMKAATbCA 3aKOHOAATE/IbHbIM  MPensoKeHUEM,
OCHOBaHHbIM Ha OTYeTe, A1 NPUBEAEHNA B COOTBETCTBUE NONOXKEHNIN HacToAlero PernameHTa.

Cratba 98
MepexoaHble NONOXKeHUA
1. NyTem YacTMYHOro oTcTynaeHus oT ctatbm 96 (1) HacToAwero PernameHTa B TOM c/lyyae, ecam
3aMNpoC Ha aBTOPWU3ALMIO KAMHUYECKOrO MCMbITaHWMA NpeacTaBneH A0 AaTbl, YKA3aHHOW BO BTOPOM

naparpadge cratbm 99 Hactosuwero PernameHta B cootBetctBuM C  [upexTtmusoin 2001/20/EC,
OCyLLeCTB/IEHNE [AHHOTO K/JAMHUYECKOrOo WCMNbITaHUA NPOAOJIKAeT PeryinpoBaTbCA MNONOXKEHUAMMU
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yKasaHHoW JUpeKTUBbI A0 UCTEYEHUA TPeX feT.

2. MyTem 4YacTUYHOrO OTCTYNAEHUA OT cTaTbM 96 (1) HacToAllero PernameHTa, B Cayyae eciv 3anpoc
Ha aBTOPU3ALMIO KAMHUYECKOrOo MCMbITaHUA NPEeACTaBAAETCA MeXAy LeCTbio MecAuamu nocne Aatbl
ny6aunKaLmm yBeLOMIEHMSA, YKa3aHHOro B cTaTbe 82 (3) HacToswwero PernameHTa, 1 18 mecauamm nocne
AaTtbl Nyb6AMKauMM AaHHOFO yBeAOMAEHUA, UAK, ecan nybavkauma 3TOro yBeAOMIEHUA MPOUCXOLMUT
paHee 28 Hosbpsa 2015 r., ecan 3anpoc noaaerca B nepuod mexay 28 mas 2016 r. u 28 maa 2017 r.,
YKa3aHHOE KNIMHUYECKOE UCMbITaHME MOXKET BbITb Ha4aTO B COOTBETCTBUM CO CTaTbAMU 6, 7 1 9 [IMpeKTUBbI
2001/20/EC. OcyuiecTBneHWe AOaHHOTO KAMHUYECKOrOo MCMbITaHUA MNPOAO/XKAeT PeryamposBaThCs
yKa3aHHOM [IMpeKTUBON A0 ncTedyeHma 42 mecaues nocae Aatol Ny6AnKaLMK YyBEeAOMIEHMUA, YKa3aHHOTO
B cTaTbe 82 (3) HacToswero PernameHTa, uam, ecnm nybanKkauma npomsowia paHee 28 Hoabpsa 2015 r.,
00 28 mana 2019r.

Cratbsa 99
BcTynneHnue B cuny

Hactoawmit PernameHT BCTynaeT B CW/ly Ha ABaguaTtbliit AeHb nocne ero onyb6/iMKoBaHMA B
OdurumnanbHoMm KypHane EBponeickoro Coto3sa.

OH Jo/MKeH NPUMEHATBCA MO UCTEYEHMM LIECTU MecAUEB C AaTtbl NybnvKaumm ysegomaeHus,
yKasaHHoro B ctatbe 82 (3), Ho B 1tobom ciyyae He paHee 28 mana 2016 .

Hactoawmin PernameHT apasetcA o6a3aTefibHbIM B MOJHOM 06beme U MOANENKMUT MPAMOMY
NPMMEHEHMIO BO BCEX rocyaapcTBax-yneHax EC.

CoBepuueHo B Ctpacbypre 16 anpensa 2014 r.

(Mognuck)

MpunoxeHue |
3AABOYHOE A OCbE NPU NEPBOHAYAJ/IbHOM 3AABJIEHUU
A. BCTYNNEHUE U OBLLUME NPUHLINMBI

1. CnoHcop, rae 370 NPUMEHUMO, AO/IKEH COCNATbCA HA Mpeablaylime 3asasneHusa. Ecam Takue
3asBNeHuA 6blIM  NpeAacTaBaeHbl APYrMM  CMOHCOPOM, Heobxoaumo MpeacTaBUTb MUCbMEHHOE
cornalieHve.

2. B CQiydae eCc/iM KANnHUn4eCKoe ucnbiTaHMe CMOHCUpPYETCA 6onee uem OAHMM CNOHCOPOM,
I'IOﬂ,pO6HaF| MHd)OpMaLI,VIFI 06 o0b6s3aHHOCTAX KaXXgoro n3 CrnoHcopos AO0/1XKHa 6bITb npeagcraBieHa B
3aABOYHOM OOCbe.

3. 3aABneHMe [O0MKHO 6bITb NnoAMNMUCaHO CMOHCOPOM WM ero npeacrasutenem. loanuce
noaTBepX4aeT, YTO CMNOHCOP CYUTAET, YTO!

a) NpefocTaB/ieHa NosHana MHGOPMALMS;

b) npunaraembie LOKYMEHTbI COAEPMKAT MNOJIHbIN OTYET O AOCTYNHOM MHPOPMaLUK;
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C) KMHN4YeCKOoe UCnbliTaHME NpoBOANTCA B COOTBETCTBUN C MPOTOKOJ/IOM; U
d) KJAMHMYECKoe NCMbITaHWe NPOBOAUTCA B COOTBETCTBUM C HACTOALWMM PernameHTom.

4. Ha 3asBOYHOE A0CbE K 3aABJIEHUIO, COAEP KaLLLEMY TO/IbKO acnekTbl YacTu | oTyeTa 06 oueHKe,
YKa3aHHOro B cTaTbe 11, pacnpocTpaHATCA TONIbKO pa3aensl B - J n Q HacToawero MNMpuaoxKeHums.

5. bes ywepba aelncTeMio cTaTbM 26 Ha 3aABOYHOE AOCbE K 3afiB/IEHUIO, COAEPMKALLEMY TONbKO
acnekTbl Yactu |l oTyeTa 06 oLEHKe, YKa3zaHHOro B ctaTbe 11, M Ha 3aABOYHOE AOCbEe K 3anABJEHMIO,
yKa3aHHOMY B cTaTbe 14, pacnpocCTpaHAOTCA TobKO pasgens K - R HacToswero NMpuaoxeHus.

B. CONMPOBOAUNTE/IBHOE MNCbMO

6. B conpoBoantencHOM nucbme HeoBXoaMMO yKaszaTb HOMep McnbiTaHuA EC 1 yHMBepCcaabHbIN
HOMEpP UCMbITAHWA U aKLLEHTMPOBATb BHUMAHME HA KAaKNX-TMBO 0COBEHHOCTAX KAMHMYECKOTO UCNbITAHUA.

7.04HaKo B COMPOBOAMTEILHOM MUCbME HET HE0HX0AMMOCTM BOCMPOM3BOANTb MHDOPMALMIO, YiKe
cofepalytoca B popme 3anBneHmns EC, 3a UCKNtOUeHMEM cneaytowero:

a) cneumduyeckme npmMsHaKkM NONyAALUN KIUMHUYECKOTO UCMbITaHUSA, TaKMe KaK CybbeKTbl, KOTOpble
He B COCTOSIHUM AaTb MHGOPMMUPOBAHHOE COrnacue, HeCOBEPLUEHHONETHME N BepeMeHHbIe U KopMsALme
KEHLNHbI;

b) BK/IKOYaEeT N KJIMHUNYECKOE WUCNbITaHME NnepBoe Ha3Ha4YeHne HOBOINo aKTMBHOIO BeLWECTBa
4Ye/10BEKY,

c) 6blna M nonyyYeHa HayyHas KOHCYy/NbTauusa AreHTCTBa, rocygapctsa-yneHa EC uam TpeTbel
CTPaHbl B OTHOLIEHWUW KAMHUYECKOTO UCMbITaHUA MAN UCCIEAYEMOrO IEKAaPCTBEHHOMO CPEACTBa;

d) ABNAETCA N KNMHUYECKOE UCMbITaHME YacCTbio MK NpeAHa3HaYeHo A4 TOro, 4To6bl CTaTb YacTblo
MnaHa uccnegosaxua B neamatpuu (PIP), Kak ykasaHo B pa3sgesne Il rnasbl 3 PernamenTa (EC) 1901/2006
(ecnn AreHTCTBO y3Ke BblHECNO peullieHne o PIP, conpoBoauTeNbHOE MUCbMO COAEPMUT CCbIAKY Ha
pelleHune AreHTCTBa Ha cBoem Beb-caiTe);

e) ABNAKOTCA 1N Uccneayemble nNekapCTtBeHHble CpeacTsa UM BCNOMOraTe/ibHble 1EKAaPCTBEHHbIE
cpeacrtea HAPKOTUYECKUMU, MNCUXOTPOMHbIMU  UIN paAMO(bapMaLl,eBTM‘-IeCKMMM NEeKapCTBEHHbIMMU
cpeacrtsamu,

f) coctoaT An uccneayemble NeKapCTBEHHblE CPeacTBA M3 FeHEeTUYECKM MOAMOULMPOBAHHOMO
OpraHn3ma Uan OpraHM3mMoB UK COAEPKAT UX;

g) NoaY4YNA K CNOHCOP CTaTyC OppaHHOro IeKapCTBEHHOMO CPeACTBa B OTHOLIEHUN UCC/ieayeMOoro
NIeKapCcTBEHHOrO CPeAcTBa A5 0pdaHHOro COCTOAHMS;

h) MCL-IepI'IbIBaI-OLIJ,I/Iﬁ nepeyvyeHb, BKAKO4YaA FlpaBOBOﬁ CTaTyC, BCEX NEKAPCTBEHHbLIX Cpeacrts u
nepevyeHb BCEX BCMOMOraTe/ibHbIX 1eKapCTBEHHbIX CPeacCTB; U

I) nepevyeHb meanUNHCKOro O60py,ﬂ,OBaHMﬂ, KOTOpoOe nccneayetca B KAIMHNYECKOM UCNbITaHNUKU, HO
KOTOpoOe He ABNAeTCA 4acCTbio Uccneayemoro nekapCrBeHHOro cpeacrsa WM cCpeacrts, BMecCTe C
yTBEPHKAEHNEM O MAPKUPOBKE CE O60py,CI,OBaHVIﬂ ana npeanosiaraémoro ncnosibsoBaHuA.

8. B conpoBoanTENBHOM NMUCbME HEOOXOAMMO YKasaTb, r4e B 3afBOYHOM LOCbE COAEPMKUTCA
MHdopMauua, ykazaHHas B naparpade 7.

9. B conposogutTenbHOM nnucbme HEO6XOAVIMO YKa3aTb, CYMUTAET /M CNOHCOP KJAUHUNYECKOEe
NCNblTaHWE UCMbITAHWEM C HU3KOM CTEMEHbIO BMeLLATeIbCTBa, BKAOYaA I'IO,CI,pO6HO€ obocHoBaHue.
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10. B conpoBoauTeIbHOM NMCbMe HEOBXOAMMO YKa3aTb, TPEOYET M METOL00TUSA KNUHUYECKOTO
MCMbITaHWA Ha3HAYeHUA NpMema Pas/MYHbIX UCCAeayeMbIX NEKAaPCTBEHHbIX CPEACTB rpynne cy6beKTos,
HeXenun oTaeNibHbIM cybbeKkTam, U, Kak cneacteue, dyaet M nosyvyeHo MHGOPMMUPOBAHHOE corsacue
ynpoLLeHHbIM criocobom.

11. B conpoBoANTENbHOM MUCbMe HEOBXOAMMO YKasaTb, rAae B 3asiBOYHOM A0Cbe COAEPKUTCA
nHpopmauua, HeobxoamMmas A8 OLUEHKU TOTO, ABAAETCA /IN HEXKeNaTe/ibHaa peakums nogo3peHnem Ha
HenpeaBUAEHHYIO CePbE3HYIO HEXeNaTe/lbHY0 peaKkuuto, ABAAIOWANACA CNPaBoYHOM MHbOpMaLMen no
6e3onacHocTu.

12. B Cniy4dae FIOBTOpHOﬁ nogayn B conposoauUTeIbHOM NMCbme HEO6XOAMMO YKa3aTb HOMeEpP
ucnoitTanma EC npegbiaywero 3aABsieHNA O KAMHUYECKOM WUCNbITaHWK, BbIAENINTD U3IMEHEHUA NO
CpaBHEHUIO C npeablaywim 3aABieHuem, U, rge npumMmeHMMo, YKa3aTb, KaKUM o6pa30M 6b1n
PaCCMOTpPEHbI BONPOCHbI, HE pa3pelleHHble Npn nepBoﬁ nogaye JOKyMEeHTOB.

C. POPMA 3AABAEHUA EC
13. dopma 3aaBneHus EC, 3anosIHEHHAn Hag/exawmm obpasom.
D. NPOTOKON

14. TlpoTOKOAN ONUCbIBAET Uenb, NAaH, MEeTOoA0/0rNI0, CTaTUCTUYECKMe BOMPOCHl, 33a4ay4n WU
OpraHn3auunio KAINHN4YeCKOro UCnblTaHnA.

15. MpoToKoN NAEHTUPULMPYETCA NYyTEM YKa3aHMA Ha:

a) HaMMeHOBaHME KAUHUYECKOTO UCMbITaHUA;

b) Homep ncnbiTaHuA EC;

C) HoMep KoAa NPOTOKO/1a CNOHCOPa, ONpeAeneHHbIn A41a BCeX ero Bepcuii (rae npUMeHMmo);

d) paty n Homep Bepcuun, Noanexalleit NpUBeaeHU0 B COOTBETCTBUE NPU BHECEHUN U3MEHEHUIA;
€) KpaTKoe Ha3BaHWe UAN HaMMEeHOBaHWeE, MPUCBOEHHOE NPOTOKONY; U

f) HanmeHoBaHME U agpec CNOHCOPa, a TakKXXe HaumeHOoBaHWE U obA3aHHOCTU npeacrtaBuTena U
I'IpeLI,CTaBMTEJ'Ieﬁ CMOHCOpPa, aBTOpPM30BaHHOIo noAnucCbiBaTb MNPOTOKON WU noboe cyuwecTtBeHHoOe
M3MeHeHNe NpPOTOKONA.

16. NMpoTOKON NPeANOYTUTENBHO COCTAaBNATL MO BO3MOMXKHOCTU B MUCbMeHHOW Ppopme 1 popmarte ¢
BO3MOHOCTbIO IETKOTO AOCTYNA U NMOUCKA, HEXKE/IN B CKAHMPOBAHHbIX M306paXKeHMUsAX.

17. HDOTOKOI'I KaK MMHUMYM O0/1XKE€H BK/IKOYATb caieaylowee:

a) 3afAaB/sieHne O TOM, YTO K/IMHUNYECKOE UCMNbITaHME NPOBOAUTCA B COOTBETCTBMU C NMPOTOKOJ/IOM,
HacToALWMM PernameHToM U NpUHLUMAAMKN Ha,u,ne>+<au.|,e171 KNMHUYECKOM NPaKTUKWK,

b) MC‘-IepI'IbIBaIOLLI,VIﬁ nepevyeHb BCeEX WUCCNeaAyeMbIX NeKapCTBEHHbLIX CpeAactB U BCeEX
BCNOMOraTe/sibHbIX 1IEKAaPCTBEHHbIX CPEACTB;

C) KpaTKMVI OTHET O CBeAEeHUAX, MONIy4eHHbIX B XO4E€ HEK/IUHUYECKUX I/ICCI'IG,CI,OBBHVII?I, KOTOpble
noTeHUnanbHO o6nap,a+0T KAUHUYECKOM 3HAYMMOCTbIO, U OPYTUX KTIMHNYECKUX MCHbITaHMVI, peneBaHTHbIX
AaHHOMY K/IMHNYECKOMY UCNbITAHUIO;

d) KPaTKOoE WU3N0XKEHNE U3BECTHbIX U NOTEHUMANbHbIX PUCKOB W NOJb3bl, BK/AKOYAA OUEHKY



0¥MAaeMOW NoJb3bl U PUCKOB A/1A OLLEHKM B COOTBETCTBMM CO CTaTbel 6; ANA CyGbeKToB, HaX0AALINXCA B
ypesBblYaHOMW CUTyaUUW, AO/KHbLI BbiTb AOKYMEHTUMPOBaHbI HayyHble 060CHOBaHWA, MO3BOAAOLWME
0¥MAaTb, YTO Y4YacTMe CyObEeKTOB NOTEHLMANBHO NMPUHECET NPAMYIO MO/b3Y B KIMHUYECKOM OTHOLIEHUK;

e) B c/lyyae ecnun NauuMeHTbl y4acTBOBaAM B pa3paboTKe KAMHUYECKOro UCMbITaHMA - ONncaHue ux
y4yactus;

f) onucaHne n obocHoBaHMe A03bl, peXKMma A03MPOBaHMA, CNocob npMema v BBeAEHUsA, nepuog,
NleYeHunn gna Bcex nccneayemblX 1eKapcTBEHHbIX CPeACTB U BCMOMOTraTeNbHbIX 1EKAaPCTBEHHbIX CPeACTB;

g) 3aABsieHne O TOM, aBTOPWU3OBaHbl /M UCCnepyemblie NeEKaApPCTBEHHblE Cpeactea U
BCNoOmorartesibHble JNeKapCTBEHHblE CpPeacTBa, WUCNONb3yemMbleé B KAIMHUYECKOM UCNbITaHUKU, €Cn
dBTOPMU30BaHbI, TO, NpeanonanaraeTtca n, 4Yto OHU 6yAYT MCNo/1b30BaHbl B COOTBETCTBUKU C YyCNOBUAMU
pa3pewieHMA Ha MapKeTuHr, ecanm He aBTOpuU30BaHbl - TO 0b0CHOBaHME WUCNOJIb30BaHMUA
HeaBTOPU30BaAHHbIX BCNOMOraTe/IbHbIX J1IEKAapPCTBEHHbIX CpeACcTB B KIMHNYECKOM UCMbITAHUN,

h) onuncaHue rpynn uam noarpynn cybbeKToB, y4acTBYIOLMX B KTMHUYECKOM UCMbITaHUK, BKAKOYAA,
roe NpUMEHUMO, TPYNMbl CyObEKTOB C 0COBLIMU HYXKAAMM, HaNPUMEP, Y4UTbIBAsA BO3PACT, NOJ, y4acTme
3[,0POBbIX BOJIOHTEPOB, CYOBEKTOB C PEAKMMU U YNbTPA-PEAKUMU BONE3HAMMY;

i) cCbINKM Ha nuTepaTypy M [AaHHble, KOTOpble OTHOCATCA K KAWMHUYECKOMY WCMbITaHUIO U
obecneuynBatloT ero OCHOBaHMUE;

J) paccMmoTpeHne BOMPOCa aKTyaZlbHOCTU KAWHUYECKOIo WUCMbITAaHUA ONA obecneveHus
BO3MOXHOCTU OUEHKWN B COOTBETCTBUU CO CTaTbel 6;

k) onucaHne Bmaa NPOBOAMMOrO KAMHWUYECKOrO WCMbITaHWMA M PacCMOTPEHWe BoMpoca MaHa
MCMbITaHUA (BKAOYAA CXeMaTUYeCKylo Auarpammy naaHa WCnbiTaHuA, npoueayp W 3Tanos, rae
NPUMEHUMO);

I) cneunduKkauma nNEPBUYHbIX KPUTUYECKMX TOYEK, €C/IM TaKOoBble MMEIOTCA, MNoAaaexKalinx
N3MepeHMUIO B NPOLLECCE KIMHNYECKOTO UCMbITaHUS;

m) onncaHne mep, npeanpuHnmaembiX ana MUHUMU3ALUUN CUCTEMATUYHECKUX OWNBOK OLLEHKMN,
BK/1OYaA, rae npumeHmMmMo, paHgomMun3aumnio U MaCKMpoBaHUE,;

n) OnNuCaHWe  OXMAAEMOM  MPOAO/KMTENbHOCTM  yyacTMa  cybbeKkTa WM onucaHue
Nnoc/ef0BaTENbHOCTU U MPOAO/IKUTENIBHOCTM BCEX MNEPUOAOB KAMHUYECKMX MWCMbITAHUM, BK/OYas
nocneaywouiee HabaoaeHue;

0) ueTKoe W OfHO3HayHoe onpefeneHVe 3aBepLIeHUs PaCCMaTPUBAEMOrO  KJAMHUYECKOro
UCMbITaHWUA C YyYETOM TOTO, YTO UM He ABASETCA AaTa NoCc/eLHEero BU3MTa nocneaHero cybbekTa, ykasaHve
pacyeTHOM [aTbl 3aBepLUEeHNs U ee 060CHOBaHME;

p) onuncaHne Kputepmes npexkpaweHuna yacTel KAMHUYECKOTO WCMbITaHMA U KAMHUYECKOro
MUCNbITaHNA B LESTOM;

g) Mepbl MO COXPaHHOCTM PaHAOMMU3ALMOHHBIX KOAOB CXEM /IEYEHUSA B KAMHUYECKOM UCMbITaHWUM U
npoueayp PackpbITMA KOAOB, rae NPUMEHUMO;

r) onvcaHue npoueayp MAeHTUOMKaALUUM AaHHbIX, NogNeXKalWMX 3aHECEHMIO B UHAMBUAYA/bHbIE
perucTpaunoHHble KapTbl, pacCMaTPUBaEMbIe B KayecTBe UCTOUYHMKA AaHHbIX;

s) onucaHve mep No CobMOAEHUIO MPUMEHUMBIX MpaBua gasa cbopa, xpaHeHua v Byayuiero
MCMO/Ib30BaHNA BMONOrMYECKUX 06Pa3LLOB CYOBLEKTOB KAMHUYECKOTO UCMbITAHUSA, TAe NPUMEHUMO, eCn
OHO He COAEP}KUTCA B OTAENbHOM AOKYMEHTE;



t) onucaHMe mep MO OTCNEXKMBAHMIO, XPAHEHWUIO, YHUUTOXEHMUIO M BO3BpaATy MCCAeayemoro
JIeKapCTBEHHOIO CpPeAcTBa M HEaBTOPU3OBAHHOMO BCMOMOraTe/IbHOIO /IeKAapCTBEHHOrOo CpeacTBa B
COOTBETCTBMM CO CTaTbel 51;

u) onucaHue NPMMEHsEeMbIX CTaTUCTUYECKMX METOA0B, BKAOYas, rae 3To NPUMEHUMO:

- BpemAa noboro 3aNN1aHUPOBAHHOIO MPOMEXKYTOYHOIro aHa/n3a U KOoan4ecTtBo Cy6'beKTOB,
3an1aHNpPoBaHHOE ANA KOHTPOA,

- NPUYUHBI ONpeaeneHns pasmepa BbIBOPKY;

- pacyeT MOLLHOCTM KAMHMYECKOTO UCMbITaHWA U KIMHUYECKOM 3HAYMMOCTH;
- UCMO/Ib3yeMbIil YPOBEHb 3HAaYMMOCTH;

- KpUTEPUM NPEKpPaLLEHNA KANHUYECKOTO UCMbITaHUS;

- npoueaypbl pacyeTa YTeEPAHHbLIX, HEWUCNO/Ib30BAaHHbLIX W JNOXHbIX AaHHbIX WU nNpoueaypbl
OTYETHOCTU O NOBbIX OTKNOHEHUAX OT nepBoOHAYa/1IbHOINo CTaTUCTUYECKOIo NiaHa; n

- Bbl60p CY6'bEKTOB, BK/1IO4aeMbIX B aHaA/IN3;

V) onncaHme Kputepues ONA BKAKOYEHNA U ONA OTKa3a BO BK/IHOYEHUU Cy6'beKTOB, B TOM 4ucne
Kputepnun gna NCKNK4YeHnA Cy6'b€KTOB 13 ne4yeHnAa nnm KainHM4eCcKoro UCnbiTaHuA,

W) onucaHue npoueayp no UCKAYEHNIO CYObEKTOB U3 SIeYEeHNA UAN KANMHUYECKOTO UCMbITaHUSA, B
TOM 4YMCaie Npoueaypbl No cbopy AaHHbIX B OTHOLLIEHMM UCK/IOYEHHbIX CYGbEeKTOB, NpoLieayp No 3ameHe
cybbeKToB 1 nocneaytoulee HabaoaeHue 3a cybbekTamu, KoTopble BblN UCKAIOUYEHDI U3 TIeYEeHUA UK U3
KANHUYECKOTO UCMbITaHUS;

X) obocHoBaHue AnAa BKAKOYEHUA Cy6'bEKTOB, KOTOpble HE B COCTOAHUN OaTb VIHd)OpMVIpOBaHHoe
cornacue, nan apyrux 0cobbIx I'IOI'IYﬂFlLI,VIﬁ, TaKNX KaK HecoBepLEeHHONETHHNE,

y) obocHoBaHMWe pacnpeaeneHns nosia n Bospacta CybbeKTOB M, eCan OTAebHaA rpynna no noay
WM BO3PACTY UCKIKOYEHA U3 KANMHUYECKMX UCMbITaHUIA AW HEAOCTAaTOYHO NpeAacTaB/eHa, - 0bbAcHeHWe
NPUYUH M 06OCHOBaHME KPUTEPUEB OTKA3a BO BKAKOUYEHUH;

z) noapobHoe onncaHue npoueayp Habopa 1 noaydeHna MHGOPMMPOBAHHOTO corlacua, 0cobeHHo
€C/IN CyObEKTbI HE B COCTOSHUM AaTb UHPOPMUPOBAHHOE COrNacue;

aa) onuncCaHuWe nevyeHuA, BKAKOYaAA J1eKapCTBeHHble CpeacTBa, KOTOPble pa3pelleHbl UM He
pa3peweHbl 40 a1 BO BpeMA KNIMHNYECKOro ncnbiTaHnA,

ab) onuncaHme npoueanyp y4vyeta NOCTaBKM U Ha3Ha4vYeHUA NEKAPCTBEHHbLIX CpeacTB Cy6'beKTaM,
BK/1l04aA COXpaHeEHNE MAaCKUPOBaHUA, rae NPpUMeHNUMO,

ac) onncaHune npoueayp MOHUTOPUHTA CO6I]I-0,CI,€HWFI Cy6b€KTOM, rae npuMmeH1MMmo;
ad) onncaHue MeF)OI'IpVIFITVIﬁ NO MOHUTOPUHIY NpoBeaeHNA KIMHUYECKOTO UCMNbITAHUA;

ae) onncaHme MepOﬂpM’r’lTMﬁ no yxoay 3a Cyﬁ'bEKTaMI/I nocne wmx 3aBeplleHmAa y4yacthna B
KIMHWUYECKOM MUCMbITaHNM, EC/IN TaKOM ,EI,OI'lOﬂHVITeﬂbeIﬁ yxon HGO6XO,CI,MM Bcnegcreme y4yactma CY6'beKTa
B KAWHUWYECKOM MUCNbITaHUN WU eCan COCToAHMEe OT/IMYaeTCcA OT OXMnAaemoro B OTHOWEHWU
paccmaTpmuBaemMmoro meanunHCKOro COCtoAaHuA;

af) cneundukaums napameTpos spPeKTUBHOCTM M 6E30MaCHOCTH, a TaKKe METOA0B U CPOKOB ANA
OL,EHKM, 3aMUCKU U aHaIN3a 3TUX NapaMeTPoB;



ag) onucaHne 3TUYECKMX BONPOCOB B OTHOWEHWUU KAMHUYECKOTO UCMbITaHUA, eCN TaKoBble He
onucaHbl rae-nubo elle;

ah) 3asBneHune cnoHcopa (B NPOTOKONE MM B OTAENbHOM AOKYMEHTE), NoATBepXaatolliee, YTo
nccnefoBaTenn U UHCTUTYTbI, y4acTBYIOLIME B KAMHUYECKOM UCMbITaHUM, AOMKHbI AaTh paspelleHne Ha
MOHUTOPUHT B OTHOLLEHUU KAMHUYECKOTO WCMbITaHMA, ayauT M obA3aTeNbHble MPOBEPKM, BK/KOYan
obecneyeHne NPAMOro A0CTyNna K UCTOYHUKY IaHHbIX U IOKYMEHTaM;

ai) onucaHMe NOIUTUKN B OTHOLLIEHUN NyBanKaumu;

aj) Hagnexauwmm 06pa30M 0b60CHOBaHHbIe NPUYNHLbI NpeacrtaBneHnA KpaTKoOro ot4eTa o
pe3ynbTaTaX KAMHUYECKUX NCNbITaHUIN MO UCTEYEHUN roaa;

ak) onucaHue meponpuaTuii gaa cobaogeHna NPUMEHAEeMbIX NPaBUA O 3aWmUTe NEPCOHANbHbIX
OAHHbIX; B YaCTHOCTU, OPraHU3aLMOHHbIE N TEXHUYECKUE MEPONPUATUA, KOTopble ByayT BbINOAHEHbI BO
nsbexkaHve HeCaHKLMOHMPOBAHHOIO A0OCTYNa, PaCNPOCTPAHEHUSA, PasraalleHnA, USMEHEHMA UK yTEPU
nHbopmauum n obpaboTaHHbIX JAHHDIX;

al) onucaHmne mep, KoTopble ByayT BbINONHEHbI A1A obecneyeHns KOHPUAEHLUMaNbLHOCTN 3anuceit
M NepcoHabHbIX AaHHbIX CYyObEKTOB;

am) onucaHve Mep MO CHUMKEHWIO BO3MOXKHbIX HebnaronpuATHbIX 3pPeKToB, KoTopble 6yayT
BbIMO/IHEHbI B C/ly4ae HapylweHWsa 6e30MacHOCTU AaHHbIX.

18. ECNM KAMHWYECKOE WUCMbITaHMe MPOBOAUTCA C WCMOJIb30BaHMEM aKTUBHOMO BeLLECTBa,
poctynHoro B Colo3e nod pasHbIMKM - TOProBbIMW HaMMEHOBAHWAMM B pAAe aBTOPU30BAHHbIX
NIeKapCTBEHHbIX CPeACTB, B MPOTOKO/IE MOMHO OnucaTb JieYeHWe B TePMMHaX Ha3BaHWUA aKTUBHOMO
BelLLecTBa UM TOJIbKO aHaTOMO-TepaneBTUYecko-xmummyeckoro (ATC) koaa (ypoBeHb 3 - 5) 1 He yKasbiBaTb
TOProBOEe HaMMeHOBaHMWe KaX4oro cpeacTea.

19. B OTHOWEHMM YBEAOM/IEHWUA O HEXKenaTesbHbIX ABJAEHUAX B MNPOTOKO/IE AO/KHbI 6biTb
NaeHTUOULMPOBAHbI KAaTEropum:

a) cepbe3Hble ABNEHUA WU na6opaToprle OTK/ZIOHEHUA, ABaAoWMeca KpUTU4YeCKMMU AOnA
oueHunBaHuUA 6e3onacHOCTM M O KOTOpPbIX nccnenosatenb O0NKeEH COO6UJ,MTb CnoHCcopy, n

b) cepbesHble HexenaTenbHble ABAEHWA, O KOTOPbIX He TpebyeTca Hemed/IeHHO CoobWMUTb
CroHCopy;

20. B npoToKo/ie go/ixKHbl ObITb ONUCaHbI CieaytoLme npoueaypbl:

a) BbiAB/JEHME W 3aMWUCb HEMKenaTe/bHbIX ABAEHWUIA UCCaemoBaTeNeM, a TaKkKe COObLEeHNe O HUX
CroHcopy;

b) COO6LLI,EHMG ncenegoBaTtena CNoHCopy 06 3Tmnx Ccepbe3HbIX HeXXenaTe/ibHbIX AB/IEHUAX, KOTOPble
6b1an M,CI,EHTMd)MLI,MpOBaHbI B MPOTOKO/1€ KaK He Tpe6ymmme HemegneHHoro COO6LLI,€HMFI,'

c) coobuieHne cnoHcopa 0 NOA03PEHUAX HA CepPbe3Hble HexXenaTesbHble peakuun B 6asy AaHHbIX
no ¢papmakoHaasopy; u

d) nocneaymouiee HaGIHO,D,EHI/Ie 3a CY6'bEKTaMM nocne HexXenaTe/bHbIX peaKLl,VIl‘/JI, BK/1KO4aA ero sung
N Npoao/IKUTENIbHOCTDb.

21. B cnyyae ecnv CNOHCOP HamepeH NpeAcTaBUTb eAuHbI OTYeT Nno 6e30MacHOCTM Mo BCEM
nccneayembim IeKapcTBEHHbIM CPeacTBam, UCNONb3YEMbIM B KNMHNUYECKOM UCMbITAHUU B COOTBETCTBUM
co ctaTbelt 43 (2), B NpOTOKO/E A0MKHbI 6bITb YKa3aHbl NPUUYNHBI.



22. B NPOTOKONE AOO0J1KHbI 6bITb PacCMOTpPEHbI BOMPOCHI, KacalowWMneca MaPKUPOBKUN U CHATUA
MaCKMPOBKKN UCCeayemblX NeKapCTBEHHbIX CpeacTB Npu HEO6XOLI,VIMOCTVI.

23. MNpoToKoA gonXKeH conpoBoXaatbcA YcTtaBom Kommutera No MOHUTOPUHIY U 3alLnTe OAHHbIX
NauneHToB, rae NPUMeHMMO.

24. K npoToKoAy A0/MKHO BbITb MPUAOKEHO KPATKOE U3/10KEHNE NPOTOKOA.
E. BPOLUIOPA UCCNEOOBATENA (IB)

25. HeobxoamMmo npeacTtaBuTb IB, cOCTaBNEHHYIO B COOTBETCTBMM C YPOBHEM HAYYHbIX 3HAHUI U
MeXKAYHaPOAHbIX PEKOMEHAALLUNA.

26. 3agayert IB aBnseTca npeAocTaBAeHUe UCCefoBaTENAM U APYTMM YY4ACTHMKAM KAMHUYECKOTO
UCNbITaHUA UHPOPMALIUN ANA COAENCTBUSA B MOHMMAHUM OCHOBAHMIW ANA KAKOYEBbIX XapaKTepPUCTUK
npoToKona u obecnedyeHuns nx cobaoaeHUA, TaKMX KaK A03a, YacToTa npuema/vHTepsan npuema, cnocob
NPUMeHeHUA U NpoLeaypbl MOHUTOPMHIa 6€30MacHOCTMH.

27. UHdopmauus B IB ponKkHa 6bITb KpaTKOM, NPOCTOM, 06bEKTUBHOM, A0MKHA ObITb NpeacTaBieHa
B cbanaHcMpoBaHHOM ¢opme M He [A0NXKHA HOCUTb PEK/IAaMHOIO XapaKTepa, 4Tobbl Bpay uau
nuccnenoBartesib MOTMAM MOHATb U NPOBECTU OOBLEKTUBHYIO OLLEHKY aKTya/lbHOCTM Mpeanosiaraemoro
KAMHMYECKOrO WCNbiTaHWA. B Hee pAo/Ha 6biTb BK/AOYEHA BCA AOCTyNHas MHbopmauus w
[OKa3aTeNbCTBa, KOTOPble MOATBEPIKAAOT OCHOBAHUA MPEAN0Naraemoro KAMHWYECKOro UCMbITaHWUA U
6e3onacHoe MCMNo/b30BaHME MCCNeAYyEeMOro /IeKapCTBEHHOIO CPeACTBAa B KAMHWYECKOM WCMbITaHUM,
TaKXe IB onKHa 6bITb NpeacTaBneHa B BUAE KPAaTKUX CNPABOK.

28. Ecnm nccnepgyemoe nekapcTBeHHOe CPeacTBO aBTOPU30OBAHO U MCMOJIb3yeTCA B COOTBETCTBUMN C
YC/IOBMAMW paspelleHns Ha MapKeTUHT, 0A0bpeHHaa crnpaBKa O XapaKTePUCTUKaX /IEKAPCTBEHHOrO
cpeactea (SmPC) 6yaet sBnatbca IB. Ecan ycnoBus MCNOb30BaHMA KAMHUYECKOTO MCMbITaHUSA
OT/IMYAIOTCA OT aBTOPM30BaHHbIX, SMPC ponkHa ObiTb A0NONAHEHA KPaTKOW CnpaBKOW MO
COOTBETCTBYHOWMM HEKNUHUYECKUM U KNTUHUYECKUM OaHHbIM, KOTOPblE MNOATBEPXKAAT NCNO/Ib30BaHUE
nccneayemoro  JIEKapCTBEHHOIO  CpeAactBa B KAMHMYECKOM  ucnbiTaHun.  Ecnm uccnepyemoe
JIeKapCTBEHHOE CPEeACTBO UAEHTUPULMPOBAHO B NPOTOKO/IE TONBKO MO aKTUBHOMY BELLECTBY, CMOHCOP
JoKeH BblbpaTb og4HY SMPC B KauecTBe 3KBMBA/eHTa IB AnA BCex IeKAapPCTBEHHbIX CPEACTB, KOTopble
coZep:KaT AaHHOe aKTMBHOE BELLECTBO M MCNONb3YOTCA B IH06OM MecTe NpoBeLeHMA UCMbITaHUSA.

29. B OTHOWEHMN MHOFOHAUWOHANBHOIO KAMHUYECKOro WCMblITaHWA B TOM C/y4ae, ecau
NCNO/Ib3yeMO€e /IeKapCTBEHHOE CPeACTBO aBTOPWM30BAHO Ha HAUMOHA/NIbHOM YPOBHE B KaXKAoM
rocygapctee-dyneHe EC m SmPC oTnmyaeTcs B 3aMHTEpPECOBaHHbIX rocygapcreax-dyneHax EC, cnoHcop
A0MKeH BblbpaTb ogHY SMPC ana BCero KAMHMYECKOro ucnbitaHua. JaHHaa SmPC gosixkHa Hanayywmnm
obpasom obecneunsBaTb 6e30NacHOCTb NaLMEHTA.

30. Ecnun IB He aBnaetcA SmPC, TO OHa A0/KHA coaepKaTb YETKO MAEHTUOULMPYEMbIN pasaen,
nmeHyemblii "CnpasoyHas nHbopmaums no besonacHoctn" (RSI). B cootBeTcTBMM ¢ naparpadamm 10 m 11
Mpunoxkenus lll, RSI gonkHa cogeprkatb MHopmaunio 06 nccnesyemom nekapcTBEHHOM CPeacTBe U O
TOM, KaK oOnpeaenuTb, KaKMe HexenateNbHble peakuun 6yayT cuMTaTbCcA  NpesBUAMMbIMU
HeXKeNaTeNbHbIMU PeaKLMAMM, 3 TAKXKE O YacToTe U NPUPOAE ITUX HEXeNaTeIbHbIX PeaKLUi.

F. JOKYMEHTALIMA O COOTBETCTBUWM HALNEXALLEEM NPOU3BOACTBEHHOM
MPAKTUKE (GMP) NO UCCNEAYEMOMY NEKAPCTBEHHOMY CPEACTBY

31. B oTHOLWEHMM AOKyMeHTauuKn no cobatoaeHnio GMP npumeHsieTca cnegytouee.

32. He TpebyeTtca npefcTaBNeHUA HUKAKOW OOKYMEHTaLUK, ecin uccnesyemoe SIeKapcTBeHHoe
CPeACTBO aBTOPU30BaHO U He BbIN0 MOAMDULMPOBAHO, HE3aBUCMMO OT TOrO, NPouM3BeAeHO oHo B Cotose



UNnN HeT.

33. Ecnm uccnegyemoe nekapctBeHHoe cpeacTBO He Obl/io aBTOPM30BAHO M Yy HEro oTcyTcTByeT
paspelleHme Ha MAaPKETUHT TPeTbeN CTPaHbI, ABAAIOLLENCA Y4aCTHMKOM KOoHbepeHLnM No rapmoHmn3aLmnm
TeXHUYECKUX TpeboBaHMM K peructpauum dapmaleBTUYECKON NpoayKuuW, npegHasHavyeHHon ana
nucnonb3oBaHuA 4denosekom (ICH), u He npousseaeHo B Coto3e, TO A0/XKHa ObiTb NpeacTaB/ieHa
cnepyowas AOKYMeHTaumA:

a) KonuA aBTOPU3aLLMK, YKa3aHHOM B cTaTbe 61; 1

b) noaTeepaeHue kBanudbuumposaHHoro anua Cotosa, YTO NPOU3BOACTBO cooTBeTcTBYeT GMP,
Kak MUHUMYM 3KBMBaneHTHo GMP Coto3a, ecnu BO B3aMMHbIX COrnalleHmax mexay Coo30M U TpeTbumU
CTpaHaMu He NpeaycMOTPeHbl Kakne-anbo cneumanbHbie MeponpuaTUs.

34. Bo BCeX MHbIX CAy4asax AO/KHA ObiTb NpeAcTaBaeHa KON aBTOpPU3auUmm, YKasaHHOM B CTaTbe
61.

35. [lna npoueccos, CBA3AHHbIX C UCCAEAYEMbIM IEKAPCTBEHHbIM CPeACTBOM, YCTAHOBMEHHbIX B
ctatbe 61 (5), KOTOpble noA/iexaT aBTOPM3aLMW B COOTBETCTBMM CO cTaTbelr 61, A0/KHa 6biTb
npeacTaB/eHa AOKYMEHTaUMS ANA A0Ka3aTeNbCTBa COOTBETCTBUA TPeBOBaHUAM, YKa3aHHbIM B cTaTbe 61

(6).
G. JOCbE UCCNEAYEMOTO NEKAPCTBEHHOIO CPEACTBA (IMPD)

36. IMPD npegoctaBnseT MHbopmauMio O KadyectBe Nt060ro uccaesyemoro eKapcTBEHHOro
cpeacTtsa, O MNPOM3BOACTBE, KOHTPOJIE MWCCNeAyeMOro /IeKapCTBEHHOTO CPeACTBa M AaHHbIX
HEKNMHNYECKMX UCCNeA0BaHUI U KAMHUYECKOTO NCNO/Ib30BaHMUA.

1.1. laHHbIE NO nccnegyemomy IeKapCTBEHHOMY CpeacTBy
Bctynnenue

37. B oTHoweHun paHHbiXx IMPD moxeT 6biTb 3aMeHEHO Apyrol AOKyMeHTaumew, KoTtopas
npeacTaBAseTca OTAE/NbHO UM BMecCTe C ynpouweHHbiM IMPD. Jetanun Takoro "ynpouweHHoro IMPD"
yKasaHbl B pasgene 1.2 "YnpouieHHoe IMPD nyTem OTCbIIKM K UHOW AOKYMeHTaummn".

38. Nepepa Kaxkabim pasgenom IMPD gonKHbl HAXOANTLCA COAEPIKAHUE U F10CCapUN.
39. Hdopmauma B IMPD gonxKHa bbiTb KpaTKOM.
[aHHble 0 KauecTBe

40. [laHHble 0 KayecTBe A0MKHbI ObITb NpeacTaBaeHbl B BUAE IOTMYECKON CTPYKTYPbl, TAKOW Kak
moaynb 3 Obwero dopmarta TeEXHUYECKUX goKkymeHToB ICH.

JaHHble no HEK/IMHMYEeCKoM d)apMaKOﬂOI'MVI M TOKCUKO 01U

41. IMPD po/XKHO TaKXKe coaeprkaTb KPaTKYH CBOAKY AaHHbIX NO HEKAMHUYECKON dapMaKoiornm
W TOKCMKONOrMmn ana ntoboro nccnesyemoro IEKapcTBEHHONO CPeACTBA, MCMO/b3YEMOTO B KIMHUYECKOM
UCNbITAaHNUN B COOTBETCTBUM C MEXAYHapPOAHbIMU peKomMeHaauuamu. B gocbe fo/KeH coaepaTbea
CMNPaBOYHbIN NepedyeHb NPOBEAEHHbIX NCCAEA0BAHUIA U CCbIIKM HA COOTBETCTBYIOLLYO AnTepaTtypy. Fae
3To uenecoobpasHo, NpeanoyYTUTENIbHO MNPEeAcTaBAATb AaHHble B dopme Tabnauubl ¢ NpUNOKEHUEM
KpaTKOro onucaHusa, BblaenatoLero Hanbonee cywectseHHble No3uumn. KpaTkne oT4eTbl 0 NpoBefEeHHbIX
nccnenoBaHuax obecnevat oueHKY TOYHOCTU UCCNe0BaAHMA U TOro, BbIIO N UCCNef0BaHMe NPOBEAEHO
B COOTBETCTBUM C HagNeXalMM MPOTOKONOM.



42. [JaHHble N0 HEK/JIMHMYECKOM GapMaKONOTMMU U TOKCUKONOTMU A0IKHbI BbITb NpeacTaB/ieHbl B
BMAE IOTMYECKOW CTPYKTYpbI, TaKoW Kak moaynb 4 O6uwiero popmara TeXHUYECKUX AOKYMeHToB ICH.

43. IMPD p0nKHO He CTO/IbKO MNPeAcTaB/ATb TONbKO (AaKTUYECKMA OTYET O MPOBEAEHHbIX
nccnenoBaHMAX, CKONbKO 0b6ecneymTb KPUTUYECKNIA aHaIn3 AaHHbIX, BK/toYasi 060CHOBaHME HETOYHOCTHU
[AHHbIX U OLEeHKY 6e30NacHOCTM CPeACcTBa B KOHTEKCTE NpeAnosaraeMoro KAMHUYECKOro UCMbITaHuA.

44. B IMPD pon»KHO cogepKaTbCs 3asABIEHME O CTAaTyCe Haa/exalen nabopaTopHON NPaAKTUKKN UK
SKBMBA/MIEHTHbIX CTAaHAAPTaX, KaK yKa3aHo B cTaTbe 25 (3).

45. TecToBbI MaTepuan, UCMNONb3yeMbli B TOKCUKONOTMYECKUX UCCNeAoBaHUAX, OOMKEH bbiTbh
penpe3eHTaTUBHbIM ANA KANHUYECKOTO UCMbITaHMA B 3HAYEHUAX KayeCTBEHHOrO M KOJIMYECTBEHHOro
cogepraHuna npumeceid. NMpurotosneHne TeCTOBOro MmaTepuasna NoA/eXUT KOHTPOIO Ansa obecneyeHus
penpeseHTaTMBHOCTU 1, Takum 06pasom, BaIMAHOCTM UCCAeA0BaHUA.

[aHHble npeablayLWmnx KIMHUYECKUX UCMbITaHUA N UCCeA0BaHNI Ha Ntoaax

46. JaHHble Npeablaymx KANHUYECKUX UCNBbITAHUN U UCCnegoBaHUA Ha AogAX AOKHbI 6biTb
npeacTaB/eHbl B BUAE /IOTMHECKOW CTPYKTYpbl, TaKOM Kak moaynb 4 Obuiero ¢popmarta TeXHUYECKUX
HOoKymeHTOB ICH.

47. HacTtoAawmin pasgen obecneynBaeT W3NOMKEHME BCeX AOCTYMHbIX AaHHbIX Npeablayumx
KANHUYECKUX UCMbITAaHUN N UCCNed0BaHUIN Ha NOAAX C UCMONb30BaHUEM UCC/edyeMblX 1eKapCTBEHHbIX
cpeAacTs.

B Hactoswem pasgene A0/MKHbI COAEP!KaTbCA 3aABNE€HME O COOTBETCTBMM TaKMX MpeablayLimx
K/IMHUYECKUX WUCMbITAHUA HagNeXalleh KAMHUYECKOM MPaKTUKE, a TaKKe CCbl/Ika Ha nyb/nyHyo
perucTpaumio, ykasaHHas B ctatbe 25 (6).

06u1an oLeHKa COOTHOLLEHUA PUCKA U NOJb3bl

48. HactoAawmin pasgen npeacTaBAsAeT KpPaTKMKA CBOAHLIM OTYET, B KOTOPOM KPUTUYECKMU
aHANN3UPYIOTCA HEKAMHUYECKME W KAMHUYECKME [AaHHble B OTHOWEHMM MNOTEHLMANbHbBIX PUCKOB U
NoJib3bl OT UCCAELYEMOTO IEKAPCTBEHHOIO CPEACTBA B NPEAN0IaraeMoM KJIMHUYECKOM UCNbITaHMM, eC/N
TOIbKO MHPOPMALUA YiKe He NpeAacTaBiaeHa B NPOTOKoe. B nocnegHem cnydae HeobxoamMmo cocnaTbes
Ha COOTBETCTBYIOLWMIN pasgen B NPOTOKose. B TeKcTe A0MXHbI ObiTb MAEHTUOUUMPOBAHbI Ntobble
nccnenoBaHnA, KoTopble ObliM NpeKpalleHbl NPeXKAEBPEMEHHO, W AO/XHbI ObiTb PACCMOTPEHDI
NPUYKUHbLI. J1t0b6aa oueHKa NpeanosiaraemMblX PUCKOB M OXMUAAEMOM NOJb3bl UCCAEA0BAHMUIA C y4acTUEM
HECOBEPLUEHHOIETHUX WM OFPaHUYEHHO AeecrnoCObHbIX B3POCAbIX AO/IKHA YYUTbIBATb CreLmasbHble
NOIOXKEHMA, YCTAHOBEHHbIE HACTOALWMM PernameHTom.

49. Tpe 310 yenecoobpasHo, HEOHXOAMMO paccMoTpeTb Npoduan H6e30MacHOCTM B 3HAYEHUAX
OTHOCUTE/IbHOTO  CMCTEMAaTMYEeCKOTO  BO3AEWCTBMA  UCCNeAyemMOoro  /IeKapCTBEHHOrO  CPeAcTBa,
npeAnoYTUTENIbHO OCHOBAHHbIX Ha AaHHbIX "naowaan nog dapmakoknmHeTndeckon Kpusoi" (AUC) nnau

OAaHHbIX MUKOBOW KOHLLEHTpaLun (Cmax), B 3aBMCMMOCTM OT TOro, Kakue JAaHHble byayt 6onee
PeneBaHTHbIMKW, HEXKeAn B 3HaYeHUAX NpuMeHsemon [03bl. HeobxoAMMO TaKKe paccMoTpeTb
KIMHUYECKYIO pefieBaHTHOCTb /06bIX CBeAeHNI HEKNMHNYECKUX U KTMHUYECKMX UCCNe0BaHMIA BMeCTe C
pekomeHOaumMAMM NO  AaNbHehemy MOHUTOPUHTY 3ddeKkToB U 6e30MacHOCTU  KIMHUYECKMX
nccneaoBaHuUmn.

1.2. YnpouieHHoe IMPD co ccblIKOM Ha UHYIO AOKYMEHTaLMUIO

50. 3aaBUTeNb MOKET COCNATLCA HAa UHYIO AOKYMEHTALMIO, NPeAcTaBAeHHY0 OTAENbHO MW BMeCTe
c ynpoweHHbim IMPD.



B0o3MOKHOCTb CCbl/IKM Ha B

51. 3aaBuTenb MOXKeT npeactasuTb Mbo otaenbHoe IMPD, nnbo cocnatbea Ha IB B oTHOWeEHMHK
CNpaBoYHON MHPOPMALMU U KPaTKME OTYETbI AOKANHUYECKUX U KNMHUYeCcKux Yyacten IMPD. B nocneaHem
cnyyae KpaTtkoe o0606ueHne AOKAMHMYECKOW WHPOopMauUM U KAMHUYECKOM WHbOpMaUUM AOJSIKHO
BK/lOYATb [AaHHble, MNPeanoyYTUTENbHO B Tabauuax, npeaocTaBaslowMe A0CTaTOYHO MNOAPOOHbIX
cBeAeHun, YyTobbl NO3BOINTL OLLEEHUBAIOLWMM NMLAM NPUHATL PelleHne 0 NoTeHUMaNbHOM TOKCUYHOCTHU
nccaefyemMoro NeKapCcTBEHHOro cpeacTsa M 6€30MacHOCTM ero UCNosib30BaHMA B Mpesnonaraemom
KAMHUYECKOM UCNbITaHUKU. ECI MMeeTca KaKon-1Mbo cneunasnbHblii acnekT AOKANHUYECKUX AaHHbIX UK
KNMHUYECKME [OaHHble, KOTOpble TPebyloT noApobHOro o6bLACHEHWMA 3KCMepTa WAM PacCMOTPeEHUA
BOMPOCOB, BbIXOAALLMX 32 Npeaesbl TOro, YTo 06bI4HO BKAOYAETCA B IB, AOKAMHUYECKAn U KAMHUYECKas
nHpopmauma npeacrasasetca B suae vyactm IMPD.

Bo3morKHOCTb ccblsikn Ha SmPC

52. 3aaButenb moxKeT npeacrtasuTtb Bepcuto SmPC, Ba/IMAHYIO Ha MOMEHT NoAayun 3aAaBAeHMUA, B
KayectBe IMPD, ecnu uccneayemoe ieKapCcTBEHHOE CPeacTBO aBTOpM30BaHO. MoapobHbie TpeboBaHUSA
npeacrtassieHbl B Tabnvue 1. Eciv npeactaBnsaioTca HOBble AaHHbIE, TO OHWU AOJIKHbI ObITb YETKO
NAEHTUDULMPOBAHDI.



CopepaHue ynpouwieHHoro IMPD

Buabl npeaplaywein oLeHKu

[aHHble
KayecTBy

no

HeknnHunyeckune
JaHHble

KnnHnyeckne
JaHHble

Nccnepyemoe  nekapcTBeHHoe — CPeacTBo
aBTOPU30BAHO WM MMEETCA paspelleHne Ha
MapKeTuHr ctpaHbl ICH, 1 oHO ncnonb3yeTca B
KNMHUYECKOM UCMbITaHWUM:

- B pamKax ycsnosuint SmPC

- BHe ycnosuit SmPC

- nocne MmoauduKaumm (Hanpumep,
CMellnBaHuA)

SmPC

SmPC

Ecan
uenecoobpasHo

Ecan
uenecoobpasHo

P+A

SmPC

SmPC

Opyraa  dapmauestuyeckaa dopma  uau
[O3MPOBKa UCCNefyemoro NeKapcTBEHHOro
cpeAcTtBa aBTOpM30OBaHa WAM MMeeTcA
paspelweHne Ha MapKeTuHr ctpaHbl ICH, n oHO
NOCTaBNAETCA BAafje/bLem paspelleHna Ha
MapKeTUHT

SmPC+P+A

Ja

Ja

Nccnegyemoe nekapcTBEHHOE CPEACTBO He
6blN0  aBTOPM30BaHO, W  OTCYTCTBYET
paspelleHne Ha MapKeTUHr cTpaHbl ICH, Ho
aKTUBHOE BELLECTBO coaepKutca B
aBTOPWM30BAHHOM JIeKapCTBEHHOM CPEeACTBE, U
- MOCTaB/AETCA TEM }Ke NPOU3BOAUTENEM

- MOCTaBAAETCA 4PYIMM NPOU3BOAUTENEM

SmMPC+P+A

Ja

[a

SMPC+S+P+A

Ha

[a

Nccnegyemoe — nekapctBeHHOe — CpeacTBo
ABNANOCL MNPegMeToM paHee MNoAaHHOro

CcblnKa Ha paHee noaaHHOEe 3aABieHNe

Tabnuua 1



32AB/IEHMA Ha KIMHUYECKoe WCnbiTaHMe W |HoBble AaHHble Hosble AaHHble HoBble gaHHble

6bIN0 aBTOPU30BAaHO B 3aMHTEPECOBAHHOM
rocygapcree-yseHe EC, He 6bino | Ecm Ecnmn Ecnn
MOANGULMPOBAHO, U uenecoobpasHo uenecoobpasHo uenecoobpasHo
- C AaTbl NocnAefHEero U3MeHeHUs 3anaB/eHUs
Ha KAMHWYECKOE UCMbITaHWEe HOBble AaHHble
He nocTynuau,

- C AaTbl NocAeaHero U3MeHeHWs 3anaB/eHUn
Ha KAWMHWYECKOe WCMbITaHWe NoCTynuAu
HOBbIe aHHbIE,

- UCNOb3YETCA NPU APYIUX YCAOBUAX

(S: OdaHHble, umelowme OTHOWEHME K aKTMBHOMY BelecTBy; P: [laHHble, MMelolMe OTHOleHue K
nccnesyemMomy NeKkapcTBeHHomy cpeactsy; A: [ononHutenbHas uHbopmauua 06 ycnosBuax u
obopyaosaHun, OueHKa 6e30NacHOCTM B OTHOLIEHWM 3aHECEHHbIX areHToB, HoBble BCMoOMoOraTesbHble
BelecTa M PactBopuTenn gns pactsopeHunn 1 pasbasutenm)




53. Ecnun uccnepyemoe nekapcTBeHHOE CpeCTBO onpeaesieHo B MPOTOKOAE B MOHATUAX aKTUBHOE
Bewectso wauM kKog ATC (cm. Bblwe, naparpad 18), 3aasBuTenb MoXKeT 3ameHUTb IMPD opgHoi
penpeseHTaTMBHON SMPC AN5 Kask40ro akTMBHOIO BellecTsa/akTMBHOMO BELWECTBA, OTHOCALLLErocs K 3ToW
rpynne ATC. Kak anbTepHaTUBHbIN BapMaHT, 3aABUTEIb MOXKET NPeA0CTaBUTb 06 beANHEHHDbIN LOKYMEHT,
cofepKawmii NHGOPMALMIO, SKBMBANIEHTHYIO COAEpP KaLLEeica B penpeseHTaTMBHON SMPC anAa Kaxporo
aKTMBHOIO BELLECTBA, KOTOPOE MOXKET ObiTb MCMO/Nb30BAHO B KAMHWYECKOM MCMbITAaHUM B KayecTBe
nccneayemoro JieKapCTBEHHOro cpeacTsa.

1.3. IMPD B cnyvanx nnauebo

54. Ecam uccnepgyemoe NekapcTBeHHOE CPeacTBo ABaseTca naauebo, TpeboBaHMA K MHGopMaunm
OrPaHNYMBAIOTCA AaHHbIMM NO KayecTsy. [lonosHMTeNbHOM MHGOpPMaunK He TpebyeTca, ecam naauebo
MMeEeT TaKOM e COCTaB, YTO U TECTMPYEMOE UCC/iedyeMOe IeKapCTBEHHOE CPeACTBO (3a CKAUYEeHeM
aKTMBHOIO BELLECTBA), NPOM3BOAMTCA TEM }Ke NPOM3BOAUTENEM U HE ABNSETCA CTEPUJIbHBIM.

H. AOCbE BCNNOMOTATE/IbHOIO JIEKAPCTBEHHOIO CPEACTBA

55. be3s yuiepba aencTenio ctatbM 65 TpeboBaHUA K AOKYMEHTALUUM, YCTAHOB/IEHHbIE B pa3aenax F
M H, TakKe nNPUMEHAIOTCA K BCMOMOraTe/ibHbIM JIeKapcTBEeHHbIM cpeacTBam. OpHako ecau
BCMOMOraTe/ibHOe JIEKapCTBEHHOE CPeacTBO aBTOPM30BAHO B 3aMHTEPECOBaHHOM rocyaapcree-yuneHe EC,
TO JONONHUTENbHON MHbOPMaLLMK He TpebyeTcs.

l. HAYYHbIE KOHCY/TIbTALUMW U NNAH UCCNEAOBAHUA Y OETEN (PIP)

56. Mo BO3MOXKHOCTM AO/XKHA OblTb NpeacTaBieHa KONUA CAPaBKU MO Hay4YHOM KOHCY/bTaumu
AreHTCTBa MM Kakoro-nnmbo rocygapcrBa-yneHa EC, nam Tpetben cTpaHbl B OTHOLIEHUWN KJIMHUYECKOTo
MCNbITaHUA.

57. EcnM KAMHUYECKOE MCMbITaHWe SBAAETCA 4YacTblo cornacoBaHHoro PIP, nomkHbl 6biTh
npeacTaB/eHbl KONuMa peweHna AreHTCcTBa No cornaweHuto o PIP mn 3akntodeHne lMeanatpuyeckoro
KOMWTETA, eCM YKa3aHHble AOKYMEHTbI HeAOCTYMNHbI NOcpeacTsom cetn MHTepHeT. B nocneaHem cayyae
HeobxoaMMa CCbIIKa Ha JaHHYIO AOKyMeHTaumto (cm. pasaen B).

J. COOEPXAHUE MAPKNPOBKW NCCNEOYEMBbIX JTIEKAPCTBEHHbIX CPEACTB

58. HeobxoaMmo npeacTtaBuTb  OMMCaHWE  COAEP)KaHMA  MAPKUMPOBKM  UCCeLyemoro
JIeKapCTBEHHOro cpeacTBa B COOTBETCTBUU C [punoxeHunem VI.

K. MEPOMPMATNA NO HABOPY (MHPOPMALMA NO 3AMHTEPECOBAHHbIM
rOCYOAPCTBAM-YNEHAM EC)

59. Eciv uHoe He onpeaenieHo NPOTOKO/I0M, B OTAE/IbHOM AOKYMEHTE LO/IKHbI 6biTb NOAPOOHO
onMcaHbl NPOLEeAYpPbl MO BKAOYEHUIO CYOBEKTOB M LOIKHO ObITb YETKO YKa3aHO, YTO ABAAETCA NepBbIM
AencrTenem no Habopy.

60. B cnydyae ecnm Habop NPOMCXOAUT NO PeKNaMHOMY 06BbABAEHNIO, A0NXKHbI BbITb NPeACTaB/eHbl
KOMWWM PeKNaMHOro maTepuana, BKAOYasA Mtobble neyaTHble maTepuanbl, U ayamo- U BUAEO3aNUCHK.
[onxHbl 6bITb ONpeaeneHbl Npoueaypbl 06paboTKM OTBETOB Ha 06bABNEHMA. TaKOBblE BKAKOYAKOT KONUK
COOBLLIEHNI, UCNONb3YEMBIX AN NPUrNALLIEHNA CYObEKTOB A/1A YY4acTUA B KAMHUYECKOM MCNbITaHUK, U
MeponpuATUA MO MHOOPMMPOBAHUIO WAM KOHCY/NIbTUPOBAaHWMIO CYBBHEKTOB, He noAxoAAawmx AOaa
BK/HOYEHMSA B KIMHMYECKOE MCMbITaHuKe.

L. MUHOPOPMALMNA O CYBBEKTE, POPMA NHOOPMUNPOBAHHOIO



COIrNACHA N NPOLUEAYPA NHOOPMWPOBAHHOIO COrnACUA (MHOPOPMALLMA
MO 3AUHTEPECOBAHHbLIM FOCYJAPCTBAM-YNTEHAM EC)

61. Bca uHdopmauus, npeagocraBaseman cybbekTam (MM, rae 370 NPUMEHMMO, MX 3aKOHHbIM
npeacTaBUTeNsAM) 40 UX peLleHUs 06 y4acTUm Uax BO34ePKaHUM OT y4acTUA A01XKHA ObITb NpeacTaB/ieHa
BmecTe ¢ Gopmoi MHPOPMMPOBAHHOIO COrNACUA UAN APYTUX a/IbTEPHATUBHbLIX CPEACTB COMAaCHO CTaTbe
29 (1) pns 3anucu MHGOPMMUPOBAHHOTO COTrNacUs.

62. OnucaHue npoueayp, Kacatowmxca MHGOPMMPOBAHHOTO cornacua, Ana Bcex cybbekTos, U, B
YaCTHOCTU:

a) B c/lyyae C KAMHUYECKMMU UCMbITAHUAMU C y4acTUEeM HecoBepLIEeHHONETHUX UAN OTPaHUYEHHO
0eecnocobHbIXx CybbeKToB, AO0/MKHbI B6biTb OMMCaHbl Mpoueaypbl MOAYYEeHUA WUHDOPMUPOBAHHOIO
cornacuMa 3akoHHbIX MpeAcTaBuTeNel, a TaKMKe ydyacTMe HecoBeplIeHHONETHEro WAW OorpaHUYeHHo
AeecnocobHoro cybbekTa;

b) ecnan npumeHseTca  npoueadypa  NOJyYEHMs  cornacuA,  3acBMAETENbCTBOBAHHAA
He3aMHTepPecoBaHHbIM CBUAETEIeM, TO A0/XKHA BbITb NpeAcTaB/eHa COOTBETCTBYIOWAn MHbOopMaLMA O
nMpMYMHaxX WCNo/b30BaHWUA He3aMHTEePecoBaHHOro CcBuAeTeNsd, O Bblbope He3anHTepecoBaHHOro
cBMAETENA 1 O NpoLieaype noayYyeHna MHGOPMUMPOBAHHOrO coraacus;

C) B c/lydae ¢ KAMHUYECKMMM UCMbITAHUAMM B Ype3BblYaliHbIX CUTYaLMAX, KaK YKa3aHo B cTaTtbe 35,
O0MKHa BbITb ONMcaHa npoueaypa NoayYyeHns MHGOPMUPOBAHHOIO COrNacusa cybbeKkTa UM 3aKOHHOTO
npeacTaBuTeNna Ans NPoAo KEHUA KNTMHUYECKOTo UCMbITaHuS;

d) B C/ly4ae C KIMHNYeCKMMU UCNbITAHNAMU B HPEBBbILIaVIHbIX CUTyauunax, Kak yka3aHo B CTaTbe 35,
onncaHme BbINOJIHEHHbLIX MNpoueayp A4nAa onpegeneHna 3SKCTPEHHOCTU CUTtyauun wWamM ana ee
AOKYMEHTUPOBAHUA,

€) B C/y4yae C KAMHMYECKMMM WCMbITAaHUAMM, B KOTOPbIX MeToaonorvs Tpebyer, 4ytobbl npuem
nccnefyemMblX NEKapCTBEHHbIX CPEeACTB HA3HayalcA CcKopee rpynnam CybbekToB, Yem OTAeNbHbIM
cybbeKTam, Kak yKkasaHo B ctaTbe 30, M eC/iv, Kak cneacreme, 6yayT MCNoAb30BaHbl YNPOLLEHHbIe Cnocobbl
noayyeHna MHGOPMMPOBAHHOIO COMNACUA, JONKHbI ObITb ONUCAHbI TaKMe YNPOLLEHHbIe cnocobbl.

63. B cnydyasx, yKasaHHbIx B Maparpade 62, poskHa OblTb npegoctaBneHa WHboOpmaums,
npeaocTaBAsieman cybbekTy AU ero 3aKoOHHOMY NPeACTaBUTEN!O.

M. COOTBETCTBUE MCCNTEAOBATENA (MHOOPMALUA
MO 3AUMHTEPECOBAHHbIM FrOCYJAPCTBAM-YNEHAM EC)

64. JonxeH 6bITb npeacrasieH nepeyvyeHb NaaHNPyemMbIX MeCT nposeaeHnA UCNbITaHUA, UMEHa U
AO/KHOCTU TNaBHbIX MCCﬂeAOBaTGHEVI N naaHnpyemoe 4ncno Cy6'beI-(TOB B 3TUX MecCTax.

65. [oMXKHO BbITb NpeacTaBAEHO ONMcaHue KBanuduKaumum ccneaoBaTeiei B TeKYLLMX aHKETHbIX
JaHHbIX WM Apyrve COOTBETCTBYHOLME AOKYMeHTbl. [o/KHA ObiTb onucaHa nwbas npeplaylias
NOArOTOBKa MO NPUHLMMNAM Haa/1exKallei NpoM3BOACTBEHHOM MPAKTUKMN UK ONMbIT, MOJIYYEHHbIW B CBA3M
C paboToi B chepe KAMHMYECKUX UCMbITAHUI U yx04a 33 NaUMEeHTaMu.

66. [lo/KHbl ObITb yKasaHbl /tobble YC/IOBUA, TaKME KaK 3KOHOMMUYECKME WHTepecbl W
adbdUANPOBAHHOCTb MHCTUTYTAM, KOTOPbIE MOTYT MOBAUATb HAa BECNPUCTPACTHOCTb UCCaeaoBaTeNei.

N. MPUrOAHOCTb YCNOBUM (MHOOPMALMA NO 3AUHTEPECOBAHHbLIM
rOCYOAPCTBAM-YNEHAM EC)

67. JonxKHo 6bITb npeacrasneHo HagneXkatle 0b0OCHOBAHHOE MNUCbMEHHOEe 3asB/leHne o



NPUroAHOCTM YCAOBUN KAMHUYECKMX WCMbITAHUIMA, adanTUPOBAHHbLIX K MNPUPOAE W WCNO/Ib30BaHUIO
nccneoyemoro NeKapCcTBeHHOro CPeacTBa, BKAOYAA onmcaHWe NpUro4HOCTU YCNOBUIA, 060pya0BaHUSA,
TPYAOBbLIX PECYPCOB M OMUCaHME 3KCNepTusbl, BblAaHHOE T[NaBOW KAMHUKU/MHCTUTYTA Ha MecTe
KIMHNYECKOro ucnbiTaHMA WA  Ogpyrmm  OTBETCTBEHHbIM /IMULOM B COOTBETCTBUUN C cucTeMom
3anHTEepecoBaHHOro rocygapcrea-yneHa EC.

O. OKA3SATE/IbCTBO CTPAXOBOIO OBECIMNEYEHWNA
WU TAPAHTUW BO3MELLEHUA (MHOPOPMALIMA NO 3AUHTEPECOBAHHBLIM
rOCYAAPCTBAM-YNEHAM EC)

68. [4e 3TO NPMMEHUMO, A0/IXKHbI BbITb NPEACTaBNEeHbl AOKA3aTeIbCTBA CTPAXOBaHWUA, rapaHTUn
UK ApYrux NnogobHbIx mep.

P. PUHAHCOBbLIE U APYTUE MEPbI (MHOOPMALUA
MO 3AUMHTEPECOBAHHbIM rOCYAAPCTBAM-YTEHAM EC)

69. lonKHO 6bITb npeacraBaeHO KPaTKOE OnNncaHue (I)MHaHCMpOBaHMFI KIMHNYECKOro ncnbitaHUA.

70. [OonxHa 6biTb npeactasneHa MHbopmauua O GMHAHCOBbLIX CAeNKax WM KomNeHcauuw,
BbiNa4YeHHOM cybbeKkTam 1 ncciegoBaTeio/MecTy NpoBeAeHNA 3a y4acTMe B KAMHUYECKOM UCTbITaHUN.

71. JonxHo 6bITh NPeAcTaB/AeHO ONUCaHNe Kakoro-n1nmbo Apyroro CornalleHmna Mexay CoHCopom
N MECTOM MPOBEeAEHUA UCMbITAHUA.

Q. AOKA3ATENBbCTBO ONJIATbI CBOPA (MH®OPMALINA
MO 3AUMHTEPECOBAHHbIM FOCYOAPCTBAM-YNEHAM EC)

72.Tpe ato NPUMEHUMO, OO0NKHO 6bITb npeacraBneHO A0KAa3aTe/IbCTBO ONniaThbl.

R. AOKA3ATE/IbCTBO OBEPABOTKN OAHHbIX B COOTBETCTBUU
C 3AKOHOOATE/IbCTBOM COHO3A O 3AWMNTE JAHHbIX

73. [lonKHOo 6bITb NpeacTaBAeHO 3asB/IEHWE CMOHCOPA WM ero 3aKOHHOMo MpeacTaBuTeNd, YTo
AaHHble 6yayT cobpaHbl M 06paboTaHbl B cooTBETCTBUM C [upeKTuson 95/46/E3C.

Mpunoxenue Il
A. BCTYNNIEHUE N OBLUME NPUHLINMBI

1. B cnydyae ecam cyuwectBeHHOe WU3MEeHeHWMe 3aTparmeaeT b6onee uem O4HO KAMHWUYecCKoe
UCNbiITaHNE TOTo e CNOHCOPa U C TEM XKe nccnegyembim NeKapCTBEHHbIM CPeEACTBOM, CMOHCOP MOXKET
caenatb EAMHbIVI 3anpoc Ha aBTOPU3ALMIO CYLLECTBEHHOIO M3MeHeHuA. B conpoBogmMTeNibHOM nNUcbme
AONKeH coaepXKaTbCA nepeyvyeHb BCeX KAMHUYECKUX UCNbITaHWUM, K KOTOpPbIM OTHOCUTCA 3aAB/IEHUE O
cyw,ectBeHHOM U3MEHEHUN C YKa3aHNEM HOMEPOB ncnbiTaHnn EC m COOTBETCTBYHOLLNX HOMEPOB KOA0B
N3MEeHEeHUM KaXA40ro 13 yka3aHHbIX KTUMHUYECKNX NCNbITaHUN.

2. 3asaBneHUe [O0/KHO 6bITb noAMNMUCaHO CMOHCOPOM WAW ero npeacrasutenem. [lloanuce
noaTBepXAaeT, YTO CMNOHCOP 3aABNAET O TOM, YTO:

a) NpefcTaB/ieHa NosiHas nHGopmaums;
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b) npunoxkeHHble 4OKYMEHTbI COAEPKAT NOAPOOHbIN OTYET O AOCTYMNHOM UHDOPMALUK; U

C) KNIMHUYECKOoe UCMbITaHMe NPOBOANUTCSA B COOTBETCTBUM C NPUJIOXKEHHOW AOKYMEHTALINEN.
B. COMPOBOAUTENTBHOE NMMCbMO

3. ConpoBoauUTENbHOE MUCbMO COAEPMKUT CNeaytoLLyio MHGOopPMaLMio:

a) B TeMe Nucbma - Homep mcnbiTaHuAa EC ¢ HAaMMEHOBaHMEM KAMHUYECKOTO UCMbITaHUA N HOMepa
Ko4a CywecCTtBeHHOro N3MEHEHUA, KOTOpble obecneuunsatoT YHUKA/IbHYO M,D,EHTMCI)VIKaLI,MIO
Cyw,eCTBeHHOro UsmeHeHnA N CUCTEMATUHECKN NCNONTb3YHOTCA B 3aABOYHOM A0CbE;

b) naeHTudMKauma 3ansuTens;

C) naeHTUPUKAUMA CYLLeCTBEHHOTO W3MeHeHMA (HOMep KoAa CyLLeCTBEHHOIO W3MEeHeHMs,
NPWCBOEHHOTO CMOHCOPOM, U AaTa), C MOMOLLbIO KOTOPOro U3MEHEHME MOXKET OTCbINIaTh K HECKObKUM
N3MEHEHMAM B NPOTOKOJ/IE NN NOATBEPKAAIOLMX HAYYHbIX JOKYMEHTAX;

d) BblaeneHHoe yKa3aHne Kaknx-1Mbo 0cobbix BONPOCOB B OTHOLWIEHUN U3MEHEHUA U YKa3aHue Ha
TO, rAae B 3aABOYHOM A0Cbe HaX0AATCA COOTBETCTBYIOLLAA MHDOPMaLMA NN TEKCT;

e) naeHTudmnKaLma Ntoboin MHPopmaumn, He cogeprKalleinca B opme 3asBNEHUA O CYLLECTBEHHOM
N3MEHEHNW, KOTOPAA MOKET MOBANATb HA PUCK AN1A CYOBHEKTOB; U

f) roe npumeHMmo, nepeyeHb KAMHUYECKMX WUCMbITaHUIM, KOTOPbIE CYLLECTBEHHO WM3MEHEHbI, C
YKa3aHMem HoMepoB UcnbiTaHMit EC 1 HOMEPOB KOA0B COOTBETCTBYIOLLMX U3MEHEHWIA.

C. POPMA 3AABNTEHNA OB UBMEHEHNIA
4. dopma 3anBaeHUSA, 3aM0HEHHAn Had/exallum obpasom.
D. ONUCAHUE NSMEHEHUA

5. ameHeHue A0KHO BbITb NPeACTaBAEHO M OMMUCAHO Creaytowmm obpasom:

a) BblAEPIKKA M3 AOKYMEHTOB, NOAJIEKALMX U3MEHEHMIO, YKA3bIBAIOLWLAA NpeaplayLiylo U HOBYLO
$GOpPMYNNPOBKY NOCPEACTBOM MapPKMPOBAHHbIX UCNPABAEHWI, @ TAKXKe BblAePrKKa, YKa3blBatOLLan TONbKO
HOBYI0 GOPMYANPOBKY U NOACHEHUE U3MEHEHWIA; U

b) HecmoTpa Ha nyHKT "a", ecAnM U3IMEHEHMA HACTONbKO MHOTOYUC/IEHHbI W LLUMPOKO
PacnpoCTpaHeHbl, YTO OHM MPEACTaBAAIT HOBYIO PEeAAKLMI0O BCEro AOKYMEHTA (B TaKUX c/yyasx B
OONOJIHUTENbHOM Tabuue NepeyncnsaoTca U3MEHEHUN B AOKYMEHTbI, MOCPeACTBOM KOTOPbIX MOXHO
CrpynnMpoBaTh TOKAECTBEHHbIE U3MEHEHMS).

6. HoBas pegaKkuma AOKYMeHTa aeHTMOUUMpPYeTCA AaTOW U HOBbIM HOMEPOM.
E. COMPOBOMIAIOLLAA MHOOPMALMA

7. Toe 370 NPMMEHNMO, AONOJAHUTENbHAA CONPOBOXAAOLW,AA MHd)OpMaLI,VIH KaK MMHUMYM OO0/1XKHa
BK/1HO4aTb:

a) KpaTKue cnpaBKu No AaHHbIM;
b) o6HoBNEHHaA 06L1anA oLeHKa pUCcKa/Nonb3bl;

C) BO3MOHble nocneacrsna gna CY6'bEKTOB, Y*e BK/IKOYEHHbIX B K/IMHNUYECKOE UCMbITaHUE;



d) BO3MOHblE nocneacresna gaAa OUueHKU pe3ybTaTos,

€) [OKYMEHTbl, KOTOpble OTHOCATCA K 0ObIM M3MeHeHUAM MHOOPMaLMK, NpPeaoCcTaBNeHHOM
cybbeKTaM WMAWN MX 3aKOHHbIM NpeacTaBUTeNAM, Npoueaypbl MHGOPMUPOBAHHOFO cornacusa, Gopmol
MHGOPMUPOBAHHOTO cornacma; MHGOPMALMOHHbIE INCTbI AN MPUTAACUTENBHBIE MUCbMA; U

f) obocHOBaHME U3MEHEHUIA, O KOTOPbIX NOAAETCA 3aBJEHWNE O CYLLLECTBEHHOM U3MEHEHUN.
F. OGHOB/IEHWNE ©®OPMbI 3AAB/IEHUA EC

8. Ecm cywwecTBeHHOE M3MeHEHMe BieYeT U3MeHeHUn B rpadax popmbl 3asBneHns EC, ykasaHHoOW
B MpunoxKeHuu |, To AoNKHA BbITb NPeAcTaB/eHa USMEHEHHAA peaaKLms 3Tol Gopmbl.

G. JOKA3ATE/IbCTBA ONJIATbl CEOPA (MHPOPMALMA
MO 3AUMHTEPECOBAHHbIM rOCYAAPCTBAM-YTEHAM EC)

9. ['ge 3To NPUMEHNMO, A0/MXKHbI BbITb NPeACcTaBAeHbl 40Ka3aTebCTBa ONAaThl.

MpunoxkeHwue Il
OTYETHOCTb NO BE3ONMACHOCTU

1. COOBWEHNE NCCNEOOBATENA O CEPLE3HbIX
HEMXE/TATE/IbHbIX ABEHNAX CNOHCOPY

1. WccneposaTenb He 06a3aH BeCTM aKTUBHbIN MOHUTOPUHT Cy6'bEKTOB Ha npegmer
HeXenaTeslbHbIX ABJAEHUM nocne 3aBepuweHna KANMHUYECKOro MUcnblTaHMA B OTHOLWLEHWUNU Cy6'beKTOB,
HaXoAuBLUMXCA Y HETO Ha 1Ie4eHNN, eChn MHOE He NPedyCcCMOTpPEeHO B NPOTOKONE.

2. COOBLLEHUNE CITOHCOPA O NMOAO3PEHNAX HA CEPbE3HbIE
HEXENIATE/IbHbIE PEAKUWWN (SUSAR) ATEHTCTBY
B COOTBETCTBWW CO CTATbEN 42

2.1. HexKenaTtenbHble ABNEHUA U NPUYMHHO-C/IeACTBEHHAA CBA3b

2. 06 owwunbKkax [03MPOBAHUA, OepeMeHHOCTM M WUCMOo/b30BaHUA, MOMMMO YKA3aHHOro B
NPOTOKOJIE, BK/IOYas HemnpaBuibHOE NPUMEHEHUE UM HEeMNpaBubHOE ynoTpebieHne eKapcTBEHHOMO
CPeACTBa, TaKXKe HeobXoAMMO co0bLLaTb, KaK U O HEXKENATE/IbHbIX PeaKkLusX.

3. I'IpM onpegeneHnn Toro, ABNAAETCA /1M HeXKenatenbHoe ABneHune HeXKenaTesibHoM peaKu,Vleﬁ,
HeO6XO[J,MMO y4yecTtb, CyuwectByeTrT /M npegnosiaraemad  BEPOATHOCTb YCTaHOB/1EHMA MNPUYUHHO-
CﬂeACTBeHHOVI CBA3N MexXay ABaeHnem n nccnegyemblm ieKkapCrtBeHHbIM CpeacTBOM, OCHOBAHHOM Ha
dHa/1n3e MMerLWnNXCcAa A0Ka3aTeNbCTB.

4. B oTtcyTcTBue VIHd)OpMaLI,MM (0} I'lpW-WIHHO-Cﬂe,CI,CTBEHHOﬁ cBA3N, I'Ipe,CI,OCTaBﬂeHHOﬁ OTYETHbIM
ncenegoBarenem, CNOHCOP O01KEH NMPOKOHCY/IbTUPOBATLCA C HUM U PEKOMEHO0BATb BblIPa3nTb MHEHUE
Ha 3TOT c4yeT. OUeHKa nccnegosaTenem I'IpMLIMHHO-Cer,CI,CTBEHHOﬁ CBA3N HEe OO0J1XKHa 6bITb 3aHUKEHA
CnoHCOpOM. Ecan CMOHCOpP He cornaceH c OLI,EHKOIZ ncenenoBartena I'IpVI‘-IMHHO-CﬂE,CI,CTBEHHOVI CBA3N, T0 C
OT4HETOM A0J/1KHbI 6bITb npeacraBneHbl 06a MHeHus.

2.2. OxunpaemocTb, HenpeasnaeHHoCTb 1 RSI



5. MNpu onpegeneHnn Toro, ABNSETCA NN HeXKeNaTeNbHoe ABNeHME HenpeaBUAEHHbIM, cneayeT
yyecTb, MPUBHOCUT AN  ABAEHME 3HauMmylo WHGopMaumMlo K  cneumduyHOCTH, YBEANYEHUIO
PacnpoCTPaHEHUA UAWN TAMKECTU U3BECTHOW, Y¥Ke 3a[40KYMEHTUPOBAHHOW Cepbe3HOW HerKenaTenbHou
peakumu.

6. OXnaaemocCTb HexenaTesbHOW peakuum onpegensetca crnoHcopom B RSI. OxmnpgaemocTtb
onpeaenseTca Ha OCHOBe paHee Hab/ogaeMblX ABNEHUA C aKTUBHbIM BELLLECTBOM, HO HE OCHOBbIBAACH
Ha oXuaaembix GapMaKONOrMYECKUX CBOMCTBAX /SIEKAPCTBEHHOrO CPeACTBa, WAW ABAEHUNA, UMEKLUX
OTHOLLEeHue K 60s1e3HU cybbeKTa.

7. RSl cogepxutcas B8 SmPC mam IB. B conpoBoamMtensHOM MUCbME AO0JXKHa ObiTb OTCbI/IKA K
MecTOoHaxoxgeHuto RSI B 3asBo4HOM aocbe. Ecnm nccnegyemoe nekapcTBeHHOE CPeacTBO aBTOPU30BaHO
B HECKOJIbKUX 3aMHTepecoBaHHbIX rocygapcreax-dyneHax EC c pasnmyHbimm SmPC, cnoHcop BbibupaeT
Hanbonee cooTBETCTBYOWMMN BesonacHocTu cybbekTa SMPC, KaK 1 RSI.

8. RSI MOXKeT MeHATbCA Ha NPOTAXKEHUN KIMHUYECKOTo UcnbiTaHusA. ns ueneit oryeTHoctn o SUSAR
[0JI>KHa NPUMeHATbCA pedakums RSI, cyulectsyowan B MOMEHT BO3HMKHOBeHMA SUSAR. Takum obpasom,
06 un3meHeHun Bo3gencTema RSI Ha pAag HeKenaTesibHbIX peakumin Heobxoammo coobuwatb, Kak
coobuaerca o SUSAR. YTto Kacaetcsa npumeHeHua RSI ana ueneit rogoBoro otyera no 6€30nacHOCTH, CM.
pasgen 3 HactoAwero MNpunoxeHua.

9. Ecm nHbopmaumsa o0 BEPOATHOCTU Bblna NpeaocTaB/ieHa OTYETHbIM MCCaeA0BaTeIeM, TO 3TO
OO/IKHO 6bITb YUTEHO CMIOHCOPOM.

2.3. UHpopmauma ana coobuieHma o SUSAR

10. IHdopmaLma KaK MUHUMYM O0/1XKHA BKAKOYATb:
a) BaAnAHbIN HOMep ucnbiTaHuA EC;

b) Homep nccnenoBaHMA cnoHcopa;

C) naeHTUOMLMPYEMBI KOOUPOBAHHbIV CYOBEKT;
d) ngeHtndurumpyemoe oTyeTHOE NNLLO;

e) SUSAR;

f) nomospesaemoe wuccneayemoe /fieKapcTBEHHOE CPeACTBO (BK/OYas HauMMeHOBaHMe-Kog
aKTUBHOrO BellecTBa);

g) oueHKa NPUUYNHHO-CIeACTBEHHO CBA3MU.

11. TaKkxe Ana Hagnexawen 31eKTPOHHOW 06paboTKM oTyeTa HeobxoAMMO NpeaoCTaBUTb
cneayoLLyo MHopmaLmio:

a) YHUKanbHbIA ngeHTUdMKaTop otyeta no 6esonacHoOCcTH oTnpasuTenn (caydas);
b) AaTy nonyyeHus nepeoHavanbHOM MHGOPMALLMM U3 NEPBUYHOTO UCTOYHUKA;
C) AaTy nonyyeHus nocnegHen nHGopmaumm;

d) mexayHapoaHbIi YHUKaNbHbINA NAEHTUOUKALMOHHBIA HOMep cayyas;

e) naeHTMduKaTop oTNpaBuUTens.

2.4. Nocnepgyrowme otyetbl 0 SUSAR



12. Ecnv nepBoHayYanbHbIM otyeT 0 SUSAR, yKasaHHbIN B nyHKTe "a" cTaTbu 42 (2), (neTanbHan nam
KU3HEeYrpoxawasn) HenonHbli, Hanpumep, B TOM C/yyae, €C/IM CMOHCOP He NpeaocTaBWUN BCHO
nHpopMaUmIo B TEYUEHNE CeMU AHEM, TO OH A0/IKEH NPeAcTaBUTb NOJIHLIA OTYET Ha OCHOBE NEepPBUYHOM
MHbOPMaLUKN B TeYEHME AO0MOHUTENbHbIX BOCbMW AHEN.

13. OTcueT cpoKa Ana NpeaocTaBieHns nepBoHadvanbHol otyeTHOCTH (AeHb 0 = Di 0) HauMHaeTcs ¢
MOMEHTa NOJIy4eHMA CMOHCOPOM MHPOPMALMU, coaepKalled MUHUMAJIbHbIE KPUTEPUM OTHETHOCTW.

14. Ecnm cnoHcop NoJsy4aeT 3Ha4YMMyHo HOBYIO MHPOpMaLMIo 06 yrKe coobLLLEHHOM Cydae, oTcyeT
CPpOKa CHOBa HauuHaeTca co AHA 0, KOTOpbl ABAAETCA AATOW MNosydyeHuA Hosol MHdopmaumu. 06
MHPOPMaLUKN HeobXxoAUMO COObLMTL B NOCNeAyloWem oTyeTe B TedyeHue 15 gHen.

15. Ecnm nepBoHayanbHbi otyeT 0 SUSAR, yKasaHHbIM B cTaTbe 42 (2) "c", (nepBoHaYanbHO He
CYMTAIOLLMNCA NETANbHON UAN KU3HEYTPOXKatoLen) HeNnoaHbIN, TO NOC/AeAYOLWNN OTYET AO/KEH BbiTh
NpeACcTaB/eH Kak MOXHO paHblUe, HO B TeYEHUEe CeMMU AHEN C MOMEHTA, KaK CTaJio U3BECTHO O TOM, YTO
peakuus feTanbHas Uan XusHeyrpoxatowasn. CnoHcop A0NKEH NPeACTaBUTb MOJHbIA OTYET B TeYeHMeE
OOMNOJIHATENIbHBIX BOCbMU AHEN.

16. B cnyyanx ecnm SUSAR cTaHOBUTCA NeTasibHON UIN XKU3HEYTPOXKaKoLWEen, ecau cHavasla OHa He
CYMTANACb NIeTa/IbHOMW WM }KU3HEYTPOXKAIOWEN W NepBOHaYasbHbIM OTYET ele He NpPeAcTaBfieH, To
HeobxoaMMO COCTaBUTb 0O bEAMHEHHbIN OTYET.

2.5. PacKpblTMe Ha3HaYeHHOro neyeHuA

17. UccnepoBatenb moxer PaCKpbITb Ha3HAa4YeHHOE e4yeHne CYG'bEKTa B KIMHNYECKOM UCNbITaHUW,
€C/IN 3TO OTHOCUTCA K 6esonacHocTH Cy6'b€KTa.

18. Mpwn coobuieHnn o SUSAR AreHTCTBY CMOHCOP PacKpbiBaeT Ha3HAYEHHOE JieYeHWe TOJIbKO
cybbekTa, y KoToporo Bo3HMKAa SUSAR.

19. Ecnn asneHne noTeHumanbHo asasetcs SUSAR, TO packpbiTMe B OTHOLIEHMM 3TOro CybbeKTa
NPOM3BOAMUTCA TOJIbKO CMOHCOPOM. MacKkupoBaHMe JaHHbIX COXPaHAET CBOE AEWUCTBUE ANA UHbIX AuUL,
OTBETCTBEHHbIX 3a MnpoBeaeHMe KAUNHUYECKOro MUcCnbliTaHUA (TaKVIX KaK MeHeaXxepbl, Ha6mop,aTenm,
uccnefoBatenun), U auL, OTBETCTBEHHbIX 338 aHA/IM3 AaHHbIX U MHTEPNPETALMIO Pe3yNbTaToB B KOHUE
K/IMHWUYECKOTrO UCMbITaHWUS, TaKMX KaK NepcoHan no buometpuu.

20. PackpbiTaa MHPOpPMaLMA A0NKHA ObITb 4OCTYMHA TO/NbKO IMLAM, KOTOPbIE A0MKHbI TPUHUMATb
yyacTMe B NpenoCTaBAEHMM OTYETHOCTM AreHTCTBY, HE3aBUCMMbIM KOMMUTETAM MO MOHWUTOPUHTIY
6e3sonacHocTM AaHHbIX ("DSMB") nam nMuam, NpoBoAALLMM TEKYLLYIO OLEHKY 6e3onacHOCTM B npouecce
npoBeAeHNA KAMHUYECKOTO UCMbITaHUA.

21. OfHaKoO AN KAMHUMYECKUX MCMbITaHMI, NPOBOAAWMXCA B OTHOWEHUW 60NE3HM C BbICOKOW
3a60/71€BaeMOCTbIO MM BbICOKON CMEPTHOCTLIO, TAe KpUTUYECKME TOUKMU 3PDEKTUBHOCTU TaKKe MOTYT
6b1Tb SUSAR, Mnn ecnm cmepTHOCTb AW Apyron "cepbesHbiii" pesynbTaT, 0 KOTOPOM MOXKHO CO0bLWMUTb
Kak 0 SUSAR, aBnseTca 3PEKTUBHOW KPUTUYECKON TOYKOM KAMHMYECKOrO WMCMbITaHUS, LEeNOCTHOCTb
KAMHWMYECKOrO WCMNbITaHWA MOKeT ObiTb HapylleHa, ec/iM MacKMpPOBaHWE [AaHHbIX CUCTEMATUYECKM
HapyLaeTcs.

22. Eciv nocne packpbITvA ABAeHUe okasbiBaeTca SUSAR, TO NpMMEHSIOTCA NpaBuia coobLeHns o
SUSAR, ycTaHOB/IeHHbIe B cTaTbe 42 1 pasgene 2 HacTtoAwero MNpunoxkeHus.

3. EXXErOAHbIM OTYET O BE3OMACHOCTM CMIOHCOPA

23. B NpuaoOXKeHMM K OTYETY AOKHA CoAeprKaTbcA MHbOpmaumMa o gelcTeytowem RSI n Havane
nepuoaa oT4ETHOCTHU.



24. RSI, pelicTeyiollan B Hayane nepmoaa OTYETHOCTU, NPOAO/IXKAET AEWCTBOBATb Ha NPOTAXEHUU
BCEro nepuosa OTY4ETHOCTH.

25. Ecnm B RSI BHOCATCA cyLecTBEHHbIE MU3MEHEHUA B TeYEHNE OTYETHOIO Nepmoaa, TO OHU AO0KHbI
6bITb YKa3aHbl B rog0BOM OT4YeTe no 6e3onacHoOcTU. bonee Toro, B 3ToM c/iy4vae nepecmoTpeHHasa RSI
OO0/MKHA 6bITb NpeAcTaBAeHa B KAYECTBE NPUIOKEHMA K OTYETY, AONOAHUTENbHO K RSI, aelictytowweit Ha
Ha4yano nepuoga otyeTHocTU. HecmoTpa Ha usmeHeHua B RSI, RSI, aeicTeylowas Ha Havya/lo nepuoaa
OTYETHOCTU, NPOAO/IKAET AENCTBOBATb HA NPOTAXKEHUM BCETO NepMoaa.

MpunorkeHue IV

COAEPHKAHUE KPATKOIO OTYETA
O PE3YJIbTATAX KIMHNYECKOIO UCMNbITAHUA

KpaTKknit oTyeT 0 pesynbTaTax KAMHUYECKOrO WCMbITaHUA [O/KEH cofepaTb MHbopmauuio o
cneaytoLmnx 3NeMeHTax:

A. "HOOPMALIMA O KTMHNYECKOM UCTIbITAHNNA

1. VI,EI,eHTVId)VIKaLI,VIH KANHNYECKOTro UcnbiTaHMA (BKI'II-OLIaﬂ HanmeHOBaHMe KIMHUYEeCKOro UcnbiTaHUA
M HOMep NPOTOKONa);

2. naeHTuduKaTopbl (BKAOYAn Homep ucnbiTaHus EC, n apyrue);
3. AaHHble 0 CNOHcope (BKAOYAA HayYHble U 0OLLECTBEHHbIE KOHTAKTHbIE MYHKTbI);

4. nepguaTpuyeckue perynatmsBHble OC06eHHOCTVI, BK/1l04aA MHd)OpMaLJ,MIO O TOM, ABNAETCA NN
KIMHN4YeCKoe nUcnbiTaHMe YacCTbio N1aHa nccnenosaHnA B I'Ie,EI,VIanVIVI);

5. 3Tan aHa/nv3a pe3ynbTaToB (BKAOYan MHPOPMALMIO O MPOMENKYTOUYHOM AaTe aHANM3a OAHHbIX,
MPOMEXKYTOUHbIN NAM GUHAMbHBIN 3Tan aHanAn3a, A4aTy o6lero 3aBepLleHmsa KAMHNYECKOro UCMbITaHuA).
[NA KAMHUYECKMX UCMbITaHWI, BOCMPON3BOAALLMX NUCCEA0BaHNA Y:Ke aBTOPM30BaHHbIX UCCaedyeMblX
NeKapCTBEHHbIX CPEeACTB M UCMOMb3YEMbIX B COOTBETCTBMMU C YCNOBUAMM PaspelleHns Ha MapPKETUHT,
KpaTKWiA OTYET O pesy/bTaTax TaKMKe A0J/KEeH YKasbiBaTb HA O0BHapysKeHHble BOMPOCbl cpeay obLimx
pe3y/NbTaTOB K/AMHUYECKOTO UCMbITaHUA, OTHOCALLMECA K COOTBETCTBYIOWMM acrneKkTam 3pdeKTUBHOCTH
paccMaTpMBaeMOro 1eKapCTBEHHOO CPeacTBa;

6. 06Wwan nHGopMauUMA O KAMHUYECKOM WUCMNbITaHUK (BKAOYaA MHPOPMaLMIO 06 OCHOBHbIX Leax
MCMbITaHWUA, NJAaHe UCMbITaHUA, HAYYHOM OCHOBE, Pa3bACHEHUM OCHOBaHWA AN UCMbITAaHWUA, AaTe Hayana
MCMbITaHUA, NPeanpPUHATBIX Mepax Mo 3awuTe Ccy6beKToB, OCHOBHOM /€YEHUM W WMCMO/b3YyeMbIX
CTAaTUCTMYECKNX METOAaX);

7. nonynaumMmM CcybbekToB (BKAOYAA MHPOPMALMIO O [AeUCTBYlOWEM HOMepe Cy6bekTos,
BK/IFOYEHHbIX B KIMHWUYECKOE WCMbITaHWE B 3aMHTEPeCcOBaHHOM rocyaapcree-uneHe EC, B Cotose M TpeTbUX
CTpaHax, 0 pacnpezeseHnn No BO3pacTHbIM rpynnam).

B. TPYNNMPOBAHUE CYBBEKTOB
1. Habop (BKAtOYaA MHOPOPMALMIO O KOJIMYECTBE OCMOTPEHHbIX CYObEKTOB, OTOOpPAHHbLIX M

UCKNTIOYEHHDbIX, O Kputepunax BKAKOYEHUA W OTKasa BO BKAKOYEHUN, PaHAOMU3ALUUMKN WU [OeTanAax
MaCKMpoBaHuAa, 06 NUCNOJib3yemblX UccneayembixX 1e€KapCTBEHHbIX cpep,CTBax);



2. nepuog npeaBapuTeIbHOrO HasHaYeHNs;
3. nepuoabl NocaeAyoWEro Ha3HauYeHNs.
C. OCHOBHbIE XAPAKTEPUCTUKN
1. OCHOBHbIe XapaKTepuUCTUKM (0ba3aTeNnbHO) BO3pacT;
2. OCHOBHble XapaKTepuUcTUKK (06a3aTenbHO) non;
3. OCHOBHbIE XapaKTEPUCTUKN (HE0DA3aTEIbHO) OCODBbIE XaPAaKTEPUCTUKN UCCIeS0BaHMA.
D. KPUTUYECKUE TOYKU

1. onpeaeneHnn KPUTUYECKUX ToUekK <*>,

<*> IHdopmauma NpeaocTaBAseTca 414 BCEX KPUTUUYECKUX TOYEK, onpeseneHHbIX B MPOTOKoe.

2. Kputnyeckaa touka N 1.
CraTucTMyeckune pacyeTsbl
3. Kputnyeckada Touka N 2.

CraTucTuyeckue pacyetbl
E. HEXXENNATENTbHBIE ABNEHUA

1. rHbopMaLMA O HeXKenaTeNbHbIX ABNEHUSAX;
2. rpynna OTY4ETHOCTU MO HeXeNaTeNbHbIM ABNEHUAM;
3. cepbe3HOoe HexXenaTeNbHOe AB/IEHUE;

4. Hecepbe3Hoe HeXKenaTeslbHoe AB/eHue.
F. AONONMHUTE/IbBHAA NHOOPMALMA
1. obuime cylecTBeHHbIE USMEHEHMS;

2. obwme npnocTtaHoBAEHWUS U BO30OHOBNEHMUS;

3. OrpaHMYeHus, KacallMeca MUCTOYHMKOB BO3MOXHbLIX OTKAOHEHMA W  MNOrpelHocTei,
npeaynpexaeHus;

4. neknapauma NpeaoCcTaBaAAoLWEN CTOPOHbI O TOYHOCTU NPEeAOCTaBAeHHON NHGOoOpMaLUN.

Mpunoxkenne V

COAOEPHAHUE KPATKOIO OTHETA



O PE3YJIbTATAX KIMHUYECKOIO UCMNbITAHMNA ANA HECNELWANTUCTOB

KpaTKuit oTYeT 0 pe3synbTaTax KAMHUYECKOro UCMbITaHUA A1 HECMELMaANCTOB A0/IKEH CoAepKaTb
MHPOPMaLMIO O CAeAYIOLLMX dNeMEHTAX:

1. vaeHTUPUKAUMA KAMHUYECKOrO WCMbITaHMA (BKAtoYasd WHPOPMaUMIO O HaMMEHOBaHMM
MCNbITaHWUA, HOMepP NPOTOKO1a, HoMep UcnbiTaHusa EC u apyrne ngeHTUGUKaTOPBbI);

2. HAaUMeHOBAHWE CNOHCOPA U KOHTAKTHasa MHOPMaLUs;

3. 0bwas MHbopmMauma O KAMHUYECKOM UCMbITaHUK (BKAOYaA MHDOPMaUMIo O TOM, rae U Koraa
NPOBOAMNOCH KNUHUYECKOe UCMbITaHWe, 06 OCHOBHbIX LEeNAX UCMbITaHUA U Pa3bACHEHUN NPUYUH ero
nposeaeHun);

4. nonynauMa CyobeKkToB (BKAOYAs WMHOOPMAUMIO O KOJMYECTBE CyObEKTOB, BK/IHOYEHHbIX B
UcnbITaHWe B 3aMHTepecoBaHHOM rocygapctee-yneHe EC, B Coto3e U TpeTbUX CTPaHax, pacnpeaeneHuu
Mo BO3PACTHbLIM rpynmnam 1 no nosy, o KPUTEePUAX BKAKOYEHUA U OTKA3a BO BKAOYEHUU);

5. Mcnonb3yemble Uccaeayemble IeKapCTBEHHbIE CPeACTBa;

6. onMcaHMe HeXKenaTesbHbIX peakumnii M YacToTa UX BO3SHUKHOBEHUS;

7. obwme pesynbTaTbl KAMHUYECKOTO UCTbITaHUS;

8. KOMMEHTapu1K1 0 pesyibTaTe KAMHUYECKOTO UCTbITaHUS;

9. yKasaHMe Ha BePOATHOCTb NPOBEAEHWNS NOCAEAYIOLINX KANHUYECKUX UCMbITAHWA;

10. yKa3zaHMe Ha UCTOYHUKM AOMNOAHUTENbHOW MHPOPMaL UK.

Mpunoxenune VI

MAPKWPOBKA UCCNEAYEMbIX NTEKAPCTBEHHbIX CPEAICTB
M BCMMOMOTATE/IbHbIX IEKAPCTBEHHbIX CPEACTB

A. HEABTOPV3OBAHHbIE NCCNEOYEMBbIE TEKAPCTBEHHbIE CPEACTBA

A.1l. O6wme npasuna
1. Cneaytowime NONOKEHUA LOMKHbI ObITb YKAa3aHbl Ha BTOPUYHOW W NEPBUYHOM YaKOBKE:

a) HaumeHoBaHWe, aapec U Homep TenepoHa OCHOBHOTO KOHTAKTHOrO AMLA No MHPoOpmaLMK O
JIeKapCTBEHHOM CPELCTBE, KIMHUYECKOE UCMbITAHUE U SKCTPEHHOE PACKPbLITUE; 3TO MOXKET ObITb CMIOHCOP,
KOHTaKTHanA UccienoBaTelbCckas OpraHn3aums Uam nccaesosaTens (410 Lenei Hactoawero MNpuaoxeHnn
MMeHyemoe "OCHOBHOM KOHTaKT");

b) HanmeHoBaHME BellecCTBa, €ro Ao3MpoBKa U QCI)CI)EKTVIBHOCTb n, B Ciay4ae CO cCaienbimu
KIMHNYECKUMUKN  nUccnenoBaHnNAMMN, HaumeHOoBaHME BeuwlectBa AO0J/1XKHO 6bITb YKa3aHO BMmecTe C
HanmeHOoBaHWEM npenaparta CpaBHEHUA TN nnau,e6o Ha YNaKOBKE N HEABTOPU30OBAHHOIO nccnegyemoro
NEKApPCTBEHHOrIO CpeancTtBa U nNpenaparta CpaBHEHUA U nnau,e6o;

c) papmanesTmyeckas popma, cnocob NpMMeHeHUs, KOMYECTBO eAMHUL, 403MPOBaAHUS;



d) Homep napTM UK Koaa, NAEHTUULMPYIOWETrO COL4EPHKMMOE U ONepaLmio No YNaKoBKe;

€) CnpaBoYHbI KO, KAMHWUYECKOrO UCMbITaHWUSA, NO3BOAAWMIA MAEHTMOULUMPOBATL UCMbITaHME,
MEeCTO NpoBeAEeHUA, UCCAeA0BATENS U COHCOPA, eC/IN He YKa3aHO B MIHOM MECTE;

f) naeHTMOMKaUMOHHbIA HOMep cybbeKTa U/MAM HOMEpP NeYeHUs W, rae 3TO NPUMEHMMO, HOMEpP
BM3UTa;

g) HanmeHoBaHMe UccneaoBaTens (ecam He BkAoYeHo B "a" nam "e");

h) yKasaHusa no npumeHeHUto (MOXKeT BbITb caenaHa CCblIka Ha MHOOPMALUMOHHBIN NUCTOK UK
APYroi pPasbACHAOWMWIA AOKYMEHT, NpeAHasHa4YeHHbIn Ana cybbekta uMaAM auua, HasHa4vawuwero
JleKapcTBeHHOEe CPeacTBo);

i) "TonbKo ANA UCNONb30BaHUA B KNIMHUYECKOM MCMbITaHUK" nan noaobHaa GopmynnpoBKa;
j) ycnoBua xpaHeHus;

k) nepvog ucnonb3oBaHUs (CPOK TOAHOCTM MAM AaTa MNOBTOPHOTO TECTMPOBAHMA, r4e 3T0
npumMeHnmo), B popmate "mecau v rog" 1 TakMm cnocobom, YTobbl M3beKaTb PasHOUTEHUI; U

[) "XpaHUTb B mecTax, HedOCTyNHbIX ANA AeTel", 33 UCKAOYEHMEeM Cy4vaeB, Korga cpencTBo
npeaHasHavyeHo AN KAUHUYECKMX UCMbITAHUI, B KOTOPbIX CPeACTBO HE BbIAAETCA Ha PYKU NaLuMeHTam.

2. CMMBOAIbI WM MUKTOFPAaMMbl MOTYT ObITb TaKMKe YyKasaHbl AN SACHOCTM onpeaeneHHoMn
nHpopmauum, yKasaHHOM Bbiwe. MoxKeT OblTb yKasaHa  OOMNOJIHUTENIbHAs  MHbopMauus,
npeaynpexaeHns UM MHCTPYKLUK No 0bpalleHuto.

3. Agpec 1 Homep TesiedOHa OCHOBHOrO KOHTaKTa HeObA3aTeNbHO YKa3blBAETCA Ha MAapPKMPOBKe,
ecnm cybbeKkTam BblAAETCA MHPOPMALMOHHBIA JIMCTOK MM KapTouKa C TakKMMW AaHHbIMWU, U OHU
MPOMHCTPYKTUPOBaHbI O HEOBXOAMMOCTU BCEraa AepaTb MX npu cebe.

A.2. OrpaHuMyeHHas MapKMpPOBKa W NepBUYHAN YNaKoBKa

A.2.1. MepBMYHAA M BTOPMYHAA YNAKOBKa, NPeACTaBAeHHble BMeCTe

4. Eciv nekapcTBeHHOE CPeACTBO MNepeaaeTcs CyObeKTy UAKM uLy, Ha3HavaoWwemMy NpUMmeHeHne
NeKapCTBEHHOTO CPeACTBA B MEePBUYHOMN yNaKoBKe, MAyLLeW BMecTe CO BTOPMYHOWM YNaKoBKOW, U Ha
BTOPWMYHOM YMaKOBKe YyKasaHbl MOJMOXeHua pasgena A.l., cinegylowme NONONKEHMA LOMKHbI 6biTb
YKa3aHbl Ha NepBMYHOM yrMakoBKe (MAM NOBOM 3aneyaTaHHOM [03aTope, COAep Kallem MNepBUYHYHO
YMaKoBKY):

a) HanmeHoBaHWE OCHOBHOIO KOHTaKTa:

b) ¢apmauesTMyeckas ¢opma, cnocob nNpUMeHeHMs (MOXET He YKasblBaTbCA ANA TBEpAbIX
NeKkapcTBeHHbIX GOPM), KOANYECTBO eANHUL, AO3MPOBAHMSA, U B CYHAE C KNMHUYECKUMU UCTIbITaHUAMM,
KOTOpble He BK/0YAlOT MaCKMpoBaHMe, HauMeHoBaHWe/MAeHTUOUKATOP U 403NPOBKA/3DDEKTUBHOCTD;

C) Homep napTUM U/mMan Koaa, NAEHTUOMLMPYIOLWEro COAEPKMMOE M ONepaLmio No yrnaKkoBKe;

d) CI'IpE\BO‘-IHbIVI KOL4, KNNMHUYECKOIro MUcCnbiTaHUA, I'I03BOI'I’FI}OLLI,VII7I VIAEHTI/Id)VILI,VIDOBaTb ncnbiTaHue,
MeCTO nposeaeHunAa, nccnenosatesia U CNOHCOPa, €C/INM 3TO HE YKAa3aHO B UHOM MeCTeE;

E) MAEHTMd)MKaLLMOHHbIVI HOMeEp Cy6bEKTa M/VII'IVI HOMEP Ne4YeHNnA, a TakxKe, rae 3T0 NPUMEeHNMO,
HOMEpP BU3UTAQ,

f) nepunoa WCNo/sb30BaHUA (CpOK rogHOCTN WM p[daTa NOBTOPHOro TeCTUpoBaHWUA, rae 3TO



npumMeHnMo), B popmate "mecsau v roa" 1 TakMm cnocobom, YTobbl M3beKaTb PasHOUTEHUA.

A.2.2. Manada nepBuYHasA ynakoBKa

5. Ecnv nepBMYHas ynakosKa nmeeT popmy 611MCTEPOB UM HEDOTbLUNX € ANHULL, TAKUX KaK amnybl,
Ha KOTOpPbIX HEBO3MOXKHO YKas3aTb CBEAEHMS, yKasaHHble B pasgene A.l, To Ha BTOPUYHOI yMaKoBKe
OOJ/IKHA ObITb MAapPKMPOBKa C AaHHbIMK CBeAeHUsMU. Ha nepBMUYHOM yNaKoOBKe O0/IKHO BbiTb YKa3aHo
cnepytouee:

a) HanmeHoBaHME OCHOBHOIO KOHTAKTa,

b) cnocob npumeHeHMA (MOXKET He yKa3blBaTbCA 4/1A TBEPAbIX NEKAaPCTBEHHbIX POPM), U B C/yyae C
KAMHUYECKMMU UCMbITAHUAMM, KOTOPbIE HE BK/OYAIOT MAacKMpOBaHUE, HaMMeHoBaHMe/ naeHTUdUKaTop
M 0031pPOBKa/3PpPEeKTUBHOCTD;

C) Homep napTMn U/mamn Koaa, NAEHTUOULMPYIOLLMIA COAEPHKMMOE U ONepaLLmio No YNaKoBKe;

d) cnpaBOYHbIN KOA, KANHUYECKOrO MCMbITaHUA, NO3BONAOWMA MAEHTUOULMPOBATL UCMbITaHUE,
MeCTO NpoBeAEeHUsA, UCCef0BaTeNs U CNOHCOPA, EC/IN 3TO HE YKa3aHO B MHOM MecCTe;

€) MAEHTUOUKALMOHHBIN HoMep cybbeKTa n/uamM HoMep NeYyeHus, a TakxkKe, rae 3To NPUMEHUMO,
HOMEp BU3UTa; U

f) nepmoa ucnonb3oBaHMA (CPOK rogHOCTU MAM AaTa NOBTOPHOIO TECTUPOBAHMSA, rae NPUMEHMUMO),
B dopmaTe "mecau 1 roq" u Takum cnocobom, 4Tobbl n36exKaTb PasHOUTEHUIA.

B. HEABTOPM3OBAHHbIE BCTTOMOTATE/IbHbIE TEKAPCTBEHHbIE CPEACTBA

6. Cneaytolme cBeAeHMA A0XHbI 6biTb YKa3aHbl Ha NEPBUYHOMN M BTOPMYHON YNaKoBKe:
a) HaMMeHOBaHMe OCHOBHOIO KOHTAaKTa;

b) HanMmeHoBaHME NEKApPCTBEHHOrO CPeAcTBa C YKasaHMEM [03UMPOBKM M dapmaLeBTUYECKOM
dopmbl;

C) YKa3aHWe aKTUBHbIX BELWECTB, Bblpa*Xe€HHbIX KONN4YECTBEHHO W KayeCTBEHHO Ha eauHUUy
A03NPOBKUK;

d) Homep napTin u/mnn Koaa, NAEHTUOULMPYIOLLETO COAEPHKMMOE M ONepaLIMio Mo YNaKoBKe;

e) CI'IpaBOl-IHbIl\/II KO, KNINMHUYEeCKOro uncnbiTaHUA, I'IO3BOJ'IFHOIJJ,MVI VI,CI,EHTVId)VILI,VIpOBaTb ncnbiTaHuMe,
MecCTO npoBeaeHunAa, uccneanosartenia, CNOHCOpa U Cy6b€KTa;

f) yKasaHMA No npumeHeHnIo (MOKeT BbITb CAeNaHa CCblIKa Ha MHPOPMALMOHHBIN ANCTOK UK
APYroi pPasbACHAWMIA OOKYMEHT, npeAHasHayeHHbld Ana cybbekTa WMAM AMua, HasHadaloulero
NleKapcTBeHHOE CpeacTBo);

g) "TonbKo Ana MCNoib30BaHUA B KIMHUYECKOM UCMbITaHUK" nan nogobHaa popmynnpoBsKa;
h) ycnosus xpaHeHus;

i) nepunoa ncnoab3oBaHUA (CpOK roaHOCTU UAN OaTa NOBTOPHOIO TeECTUPOBAaHUA, rae I'IpMMeHMMO).

C. JONOJTHUTE/IbBHAA MAPKMPOBKA /1A ABTOPU30OBAHHbIX
NEKAPCTBEHHbIX CPEACTB

7. B cooTBETCTBUM CO CTaTbel 67 (2) cneaylolme cBegeHMA A0MKHbI BbiTb yKa3aHbl Ha NepPBUYHON



M BTOPUYHOM YNaKOBKe:
a) HaMMeHOBaHMe OCHOBHOIO KOHTAKTa;

b) cnpaBoyHbI KOA, KANHWUYECKOrO UCMbITaHWA, NO3BONAOLWMNA NAEHTUPULMPOBATL UCMbITaHUE,
MeCTO NpoBeAeHUsA, UCCAeaoBaTens, CNoHcopa U cybbeKTa;

) "TonbKo A5 UCNONb30BaHUA B KIMHUYECKOM UCMbITaHUN" nan nogobHasa GopmMyanpoBKa.
D. 3AMEHA MHOOPMALUN

8. CBegeHuA, nepeymcaeHHble B pasgenax A, B n C, nHble, Yem yKasaHbl B naparpade 9, moryT He
CcoAeprKaTbCA B MApPKMUPOBKE, a YKasblBaTbCA WMHbIMW crnocobamu, Hanpumep, C UCNOJb30BaHUEM
LEeHTPaNN30BaHHOM 3/IEKTPOHHOM CUCTEMbI PaHAOMM3AUMMK, C UCMONb30OBAHMEM LIEHTPA/IM30BAHHOM
MHPOPMALMOHHOM CUCTEMbBI, MPU YCNOBUMU, YTO He HaHocuTcA yuepba GesonacHocTU cybbekTa U
[O0CTOBEPHOCTU N HAaAEKHOCTU AAHHbIX. ITO A0NXKHO BbITb 060CHOBAHO B MPOTOKONE.

9. CBeeHMn, yKa3aHHblIe B CIeAyoLLmMX NYHKTaxX, 06A3aTeIbHO A0/1KHbI BbITb YKa3aHbl MapKMPOBKe
JleKapCcTBEHHOrO CPeACTBa:

a) naparpa¢ 1’ I_IyHKTbI Ilblll "C", lldll’ llfll, Iljll M Ilkll;
b) naparpad 4, nynkrsl "b", "c", "e" n "f";
c) naparpad 5, nyHkTsl "b", "c", "e" n "f";

d) naparpad 6, nyHkrsl "b", "d", "e", "h" un
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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 proposal from the European Commission,
After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee <*>,

<*>0J C44,15.2.2013, 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 a clinical 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
over all other interests.

(2) In order to allow for independent control as to whether these 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
Parliament and 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 is 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 Member States relating to the
implementation of good clinical practice in the conduct of clinical trials on medicinal products for human
use (0J L 121, 1.5.2001, p. 34).

(4) Directive 2001/20/EC aims to simplify and harmonise the administrative provisions governing
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
order to include a sufficient number of patients for such clinical trials it may be necessary to involve 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 reporting and labelling of investigational medicinal products. Divergences of
approach among different Member States will be therefore kept to a 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 sufficient to 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 order to
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 for the development of orphan medicinal products as defined in 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
person in 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.
A rapid yet in-depth assessment is of particular importance for clinical trials concerning medical conditions
which are severely debilitating and/or life threatening and for which therapeutic options are limited or
non-existent, as in 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, safety and
efficacy has already been assessed in the course of the marketing authorisation procedure" or, if that
product is 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 for the contents of the master file and traceability of investigational medicinal products. In
order to 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 used in 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 assessment reports or other appropriate 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 different risk 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) correspond to 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 for a 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 whether the 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, for example gender and age groups, that are likely to use the medicinal
product investigated 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 for their effects in these specific groups, 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 timelines for the
assessment in order to allow the sponsor to address questions or comments raised during the assessment
of the application dossier. Moreover, it should be ensured that, within the extension period, there is
always sufficient time for assessing the additional information submitted.

(17) The authorisation to conduct a clinical trial should address all aspects of subject protection and
data reliability and robustness. That authorisation should therefore be contained in 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 set out
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, the clinical trial site, and the
investigators involved, as well as free from any other undue 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 from rare and ultra rare diseases.

(20) In practice, sponsors do not always have all the information needed for submitting a complete
application for authorisation of a clinical trial in all of the Member States where a clinical 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 sponsor should be allowed to withdraw the application for authorisation of a clinical trial.
To ensure the reliable functioning of the assessment procedure, however, an application for authorisation
of a clinical trial should be withdrawn only for the entire clinical trial. It should be possible for the 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
interest in extending the 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 subject to many modifications after they 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 dossier for authorisation 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 process for 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 recorded in a publicly
accessible and free of charge database which is a primary or partner registry of, or a data provider to, 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 data from clinical trials started before the
date of application of this Regulation.

(26) It should be left to Member States to establish the language requirements for the 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 for the 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



intervention in the field of biology and medicine cannot be performed without free and 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 diverge in 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 other research 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 for future scientific research, for example 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 her data outside the protocol of the clinical trial and has the right to withdraw that consent at any
time. It is 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 subject is unable to write, it may be recorded through appropriate alternative means,
for instance through audio or video recorders. Prior to 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 at any moment. Adequate time should be provided
for the subject to 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 States this 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 under the 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
account all relevant circumstances which might influence 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 her or 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 from it, 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 potential to produce
results of direct benefit to her or to 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 for that 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, necessitating immediate
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 prior to the intervention. This Regulation should therefore set clear rules whereby such
patients may be enrolled in the clinical trial under very 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
consent from the subject or from his or her legally designated representative should be sought as soon as
possible.

(37) In order to 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
year from the end of the clinical trial.

(38) The date of the first act of recruitment of a potential subject is 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 for a particular clinical trial.

(39) The sponsor should submit a summary of the results of the clinical trial together with a
summary that is understandable to a layperson, 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, report to 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 that information to the Member States for them to assess it.

(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 sponsor in order to ensure
the reliability and robustness of the results. Monitoring may also contribute to subject safety, taking into
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 taken into 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 order to 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
other events which are relevant in terms of benefit-risk balance and which should be reported in 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
for the sponsor and the investigator to take urgent safety measures without awaiting prior authorisation.
If such measures constitute a temporary halt of the clinical trial, the sponsor should apply for a substantial
modification before restarting the clinical trial.

(50) In order to ensure compliance of the conduct of a clinical trial with the protocol, and in order
for investigators to be informed about the investigational medicinal products they administer, the sponsor
should supply the investigators with an investigator's brochure.

(51) The information generated in a clinical trial should be recorded, handled and stored adequately
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 investigator.
The clinical trial master file should be archived appropriately to allow for supervision after the 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
relevant for the 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 human use (OJ L 311, 28.11.2001, p. 67).

(55) In order to ensure subject safety and the reliability and robustness of data generated in a clinical
trial, and in order to allow for the 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 rules in order to
facilitate the conduct of a clinical trial. Therefore, the applicable rules should allow for some flexibility,
provided that subject safety, as well as reliability and robustness of the data generated 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 data generated in clinical trials, and in order to
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 establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).

(58) In order to ensure clear responsibilities, the concept of a "sponsor" of a clinical trial, in line with
international guidelines, was introduced by Directive 2001/20/EC. This concept should be upheld.

(59) In practice, there may be loose, informal networks of researchers or research institutions which
jointly conduct a 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 subject to 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 agreement.

(60) In order to ensure that enforcement action may be taken by Member States and that legal
proceedings may be brought in appropriate cases, it is appropriate to provide that sponsors that are not
established in the Union should be represented by a legal representative in the Union. However in view
of the divergent approaches 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 person is established in the Union.

(61) Where, in the course of a clinical trial, damage caused to the subject leads to the civil 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 a subject are 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 a clinical trial or require the sponsor to 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 Commission should be able to control whether regulatory
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) In order to ensure a sufficient level 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 together the summary, the layperson's summary, the protocol and 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 order to 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 fostering the
innovation capacity of European medical research, while recognising the legitimate economic interests of
sponsors.

(68) For the purposes of this Regulation, in general the data included in a clinical 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 for the 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 for temporary 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 Regulation is 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 payments to different bodies
involved in the assessment, in a given Member State, of an application for authorisation of a clinical trial.

(72) In order to 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
Parliament and of the Council <*>.

<*> Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February
2011 laying down the rules and general principles concerning mechanisms for control by Member States
of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).

(73) In order to supplement or amend 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 to the Commission in respect of: the amendment of Annexes |, II, IV and V to
this Regulation in order to adapt them to 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 Il in order to improve the information on the safety of medicinal products, to adapt
technical requirements to technical progress or to 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
generated in a clinical trial or to take account of technical progress. It is 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 documents to 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 or animal cells is not, in principle, affected by either that Directive or any 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 conventions in 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 germ line genetic identity. 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 framework of this Regulation, under the
supervision of the Member States competent authorities, in particular the public independent authorities
designated by the Member States and 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
data from clinical trials used for scientific purposes and the safety of subjects participating in clinical trials,
it is appropriate to provide that, without prejudice to Directive 95/46/EC, the withdrawal of informed
consent should 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 data and 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 movement of such data (OJ L 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 out in 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 documents on clinical trials,
such as the 2008 version of the World Medical Association's Declaration of Helsinki and good clinical
practice, which has its origins in the Declaration of Helsinki.

(81) As regards Directive 2001/20/EC, experience also shows that a 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 taken by 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. These two 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 ensuring the functioning of the internal market in view of
the conduct of a clinical trial in several Member States, the acceptability throughout the Union of data
generated in 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 improvement of a
treatment of patients build on reliable and robust data. Moreover, this Regulation sets high standards of
quality and safety of medicinal products used in the context of a clinical trial, thus ensuring the safety of
subjects in 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.

<*>(0J C253,3.9.2013, 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:
Chapter |I. GENERAL PROVISIONS
Article 1
Scope

This Regulation applies to all clinical trials conducted in the Union.
It does not apply 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
"outer packaging" 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 humans intended:

(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 therapeutic strategy 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
decision to include the subject in 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

(i) the use of the investigational medicinal products is 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 a clinical study other than a clinical trial;

(5) "Investigational medicinal product" means a medicinal product which is being tested or used as
a reference, including as 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 Parliament and of the Council of 13 November
2007 on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC)



No 726/2004 (0J L 324, 10.12.2007, p. 121).

(8) "Auxiliary medicinal product" means a medicinal product used for the needs of a clinical trial as
described in 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 changes to 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 in a 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 management and for setting up the financing of the clinical trial;

(15) "Investigator" means an 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 a natural 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 subject who is an incapacitated subject or a 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 having been informed of all aspects of the clinical trial that
are relevant to the 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
defined in the 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 sponsor with the intention of the sponsor to resume it;

(29) "Suspension of a clinical trial" means interruption 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 generated in
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 other resources 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's and/or contract research organisation's facilities, or at other establishments which
the competent authority sees fit to inspect;

(32) "Adverse event" means any untoward medical occurrence in a subject to whom a medicinal
product is 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 a serious 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 |, Part |, 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 deemed to be an incapacitated subject.

Article 3



General principle

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.
Chapter Il. AUTHORISATION PROCEDURE FOR A CLINICAL TRIAL
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 assessment report for the authorisation of a clinical trial as referred to in Article 6 and in Part Il of
that assessment report as referred to in Article 7 as appropriate for each 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 portal referred to in Article 80 (the "EU portal").

The sponsor shall propose one of the Member States concerned as reporting Member State.

If a Member State concerned other than the proposed reporting Member State is willing to be the
reporting Member State or where the proposed reporting Member State does not wish to be the reporting
Member State, this shall be notified through the EU portal to all Member States concerned not later than
three days after the application dossier is 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 shall be the reporting Member State.

If there is no Member State concerned willing to be the reporting Member State or if 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 to in 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 sponsor and 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 product is not used in accordance with the terms of the marketing authorisation but the use of
that product is evidence-based and supported by published scientific evidence 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) whether the clinical trial applied for falls within the scope of this Regulation;
(b) whether the 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 referred to in
the first subparagraph of paragraph 3, the clinical trial applied for shall be deemed to fall within the scope
of this Regulation and the application dossier shall 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 dossier through 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 out in 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 dossier shall be considered complete.

Where the sponsor has not provided comments or completed the application dossier within the
period referred to in the first subparagraph, the application shall be deemed to have lapsed in all Member
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 to in 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) Whether the clinical trial is a low-intervention clinical trial, where claimed by the sponsor;

(b) Compliance with Chapter V with respect to the following:

(i) The anticipated therapeutic and 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 population to be treated, or if 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 Parliament and 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 (OJ L 378, 27.11.2006, p. 1).

- the reliability and robustness of the data generated in 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
product is being investigated;

(c) Compliance with the requirements concerning the manufacturing and import of investigational
medicinal products and auxiliary medicinal products set out in Chapter IX;

(d) Compliance with the labelling requirements set out in Chapter X;
(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
referred to in paragraph 1 shall constitute Part | of the assessment report.

3. The assessment report shall contain one of the following conclusions concerning the aspects
addressed in Part | of the assessment report:

(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 sponsor and to the other Member States concerned within 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 performed by the reporting Member State within seven days from the end
of coordinated review phase.

During the initial assessment phase, the reporting Member State shall develop a draft Part | of the
assessment report and 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 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 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 report to the sponsor and all other Member States concerned within the
period referred to in 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 State to the sponsor and to the other Member States concerned shall
be the reporting date.

7. The reporting Member State may also extend the period referred to in paragraph 4 by a further
50 days for clinical trials involving an advanced therapy investigational medicinal products or a medicinal
product as defined in point 1 of the Annex to Regulation (EC) No 726/2004, for the purpose of consulting
with experts. In such case, the periods referred to in 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 to in 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 not exceed 12 days from the receipt of the request.

Upon receipt of the additional information, the 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 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
Assessment report - Aspects covered by Part Il

1. Each Member State concerned shall assess, for its own territory, the application with respect to
the following aspects:

(a) compliance with the requirements for informed consent as set out in Chapter V;

(b) compliance of the arrangements for rewarding or compensating subjects with the requirements
set out in Chapter V and investigators;

(c) compliance of the arrangements for recruitment of subjects with the requirements set out in
Chapter V;

(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
assessment report.

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 assessment report, including its conclusion, to the
sponsor.

Each Member State concerned may request, with justified reasons, 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 information referred to in 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 to in the first subparagraph of paragraph 2
by a maximum of 31 days.

The sponsor shall submit the requested additional 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



lapsed in 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 whether the
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
from the last day of the assessment referred to in Article 7, whichever is 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 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 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 treatment than in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in 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 decision its 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
aspects addressed in 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 the Member State concerned is valid
for that entire Member State. That Member State shall provide for an 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
addressed in Part | of the assessment report from the sponsor after the 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 for in paragraph 1.

9. If no subject has been included 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
set out in Chapter Il

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 investigators involved
and of persons financing the clinical trial, as well as free of any other undue influence.

In order to guarantee independence and transparency, the Member States shall ensure that persons
admitting and 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 assessment is 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 on the basis of paediatric expertise or after taking advice on
clinical, ethical and psycho-social problems in 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 after taking advice on clinical, ethical and psychosocial
questions in 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, specific consideration
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 assessment report

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 assessment report.

After the notification of the conclusion on the aspects covered by Part | of the assessment report,
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 the application
on the aspects covered by Part | of the assessment report. 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 assessment report shall be deemed to 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 Chapter is without prejudice to the possibility for the sponsor to 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 sponsor shall submit an application dossier to that Member
State through the EU portal.

The application dossier may be submitted only after the notification date of the 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 to in paragraph 1, by way of one
single decision as to whether the clinical trial is authorised, whether it is authorised subject to conditions,
or whether the authorisation is 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 than in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in 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,
through the 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 to in paragraph 3, the additional Member State concerned
may communicate to the reporting Member State and the other Member States concerned any
considerations relevant to the application through the EU portal.

6. Between the date of submission of the application dossier referred to in paragraph 1 and the
expiry of the period referred to in paragraph 3, only the reporting Member State may request additional
information from the sponsor concerning the aspects addressed in Part | of the assessment report, 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 subparagraphs, the reporting Member State may extend the period
referred to in 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 not exceed 12 days from receipt of the request.

Upon receipt 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 from the 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 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 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 assessment report within the period referred to in paragraph 3 and submit, through the EU
portal, Part Il 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 assessment report 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 to in 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 concerned in accordance with the second 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.

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 shall include in its decision its conclusion on Part Il of the assessment report.

10. The additional Member State concerned shall refuse 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 addressed in 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 the additional Member
State concerned, is valid for that entire additional Member State. That additional Member State
concerned shall provide for an 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 to in 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 report shall 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 set out in Chapter lll is pending as regards that clinical trial.

Chapter Illl. AUTHORISATION PROCEDURE FOR A SUBSTANTIAL
MODIFICATION OF A CLINICAL TRIAL

Article 15



General principles

A substantial modification, including the addition of a clinical trial site or the change of a principal
investigator in the clinical trial site, may only be implemented if it has been approved in accordance with
the procedure set out in this Chapter.

Article 16
Submission of application

In order to obtain an authorisation, the sponsor shall submit an application dossier to the Member
States concerned through the EU portal.

Article 17

Validation of an application
for the authorisation of a substantial modification
of an aspect covered by Part | of the assessment report

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 sponsor through the EU portal as to whether:

(a) the substantial modification concerns an aspect covered by Part | of the assessment report; and
(b) the application dossier is complete in accordance with Annex Il

3. Where the reporting Member State has not notified the sponsor within the period referred to in
paragraph 2, the substantial modification applied for shall be deemed to concern an aspect covered by
Part | of the assessment report and 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 concern an 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 sponsor to comment on the application
or to complete the application dossier through 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 out in 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 deemed to concern an aspect
covered by Part | of the assessment report and the application dossier shall be deemed to be complete.

Where the sponsor has not provided comments or completed the application dossier within the
period referred to in the first subparagraph, the application shall be deemed to have lapsed in all Member
States concerned.



5. For the purposes of Articles 18, 19 and 22, the date on which the sponsor is 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 assessment report

1. The reporting Member State shall assess the application with regard to an aspect covered by Part
| of the assessment report, including whether the clinical trial will remain a low-intervention clinical trial
after its substantial modification, and draw up an assessment report.

2. The assessment report shall contain one of the following conclusions concerning the aspects
addressed in Part | of the assessment report:

(a) the substantial modification is acceptable in view of the requirements set out in this Regulation;

(b) the substantial modification 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 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 sponsor and 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 shall be the date on which
the final assessment report is submitted to the sponsor and 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 performed by the reporting Member State within seven days from the end
of coordinated review phase.

During the initial assessment phase, the reporting Member State shall develop a draft assessment
report and 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 assessment report to the sponsor and 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 set out in point 1 of the Annex to Regulation (EC) No 726/2004, for the purpose of consulting
with experts. In such case, the periods referred to in 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 to in 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 not exceed 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 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 receipt of the additional information and the further consolidation shall be performed
within a maximum of seven days from the end of the coordinated review. When finalising the 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 lapsed in 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 assessment report

1. Each Member State concerned shall notify the sponsor through the EU portal as to whether the
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.

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 treatment than in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in 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 Member State 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 assessment report, is that the substantial modification is not acceptable,
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 to in paragraph 1, the conclusion of the assessment report shall be deemed to be the decision of
the Member State concerned on the application for authorisation of the substantial modification.

Article 20

Validation, assessment and decision regarding a substantial
modification of an aspect covered by Part lI
of the assessment report

1. Within six days from the submission of the application dossier, the Member State concerned shall
notify the sponsor through the EU portal of the following:

(a) whether the substantial modification concerns an aspect covered by Part Il of the assessment
report; and

(b) whether the application dossier is complete in accordance with Annex II.

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 assessment report and the application dossier shall be deemed to be complete.

3. Where the Member State concerned finds that the substantial modification does not concern an
aspect covered by Part Il 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 sponsor to
comment on the application or to complete the application dossier through 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 out in 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 concern an 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 sponsor is 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 to in 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
whether authorisation 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 that authorisation.

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 territory is concerned.

For the purpose of obtaining and reviewing this additional information from the sponsor, the
Member State concerned may extend the period referred to in the second subparagraph of paragraph 5
by a maximum of 31 days.

The sponsor shall submit the requested additional information 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
lapsed in that Member State.

The request for additional information and the additional information shall be submitted through
the EU portal.

7. A Member State concerned shall refuse 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 assessment report

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 Il 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 assessment report - Assessment
of the aspects covered by Part Il
of the assessment report

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 sponsor in accordance with the third and fourth subparagraph, the Member State concerned
may extend the period referred to paragraph 1 by a maximum of 31 days.

The sponsor shall submit the requested additional 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 the requested additional information within the period set by
the Member State concerned in accordance with the second subparagraph, the application shall be
deemed to have lapsed in 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 assessment report

1. Each Member State concerned shall notify the sponsor through the EU portal as to whether the
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, whichever is 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 assessment report 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 only on the following grounds:



(a) when it considers that participation in the clinical trial would lead to a subject receiving an
inferior treatment than in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in 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 Il of the assessment report.

4. A Member State concerned shall refuse 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 assessment report 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 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 the Member State concerned, is valid for that entire Member State. That Member State
concerned shall provide for an 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 assessment report is 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
periods referred to in paragraph 1, the conclusion on the substantial modification of aspects covered by
Part | of the assessment report shall be 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 applies to assessments made under this Chapter.
Chapter IV. APPLICATION DOSSIER
Article 25
Data submitted in 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 to in Chapter Il and
relating to:

(a) the conduct of the clinical trial, including the scientific context and 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) measures to 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 information is set out 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
Chapter lll:

(a) a reference to the clinical trial or clinical trials which are substantially modified using the EU trial
number referred to in 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 subject and the reliability and robustness of the data generated in the clinical trial.

The list of required documentation and information is set out in Annex Il

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 dossier to data generated in a clinical trial, that clinical
trial shall have been conducted in accordance with this Regulation or, if conducted prior to the date
referred to in the second paragraph of Article 99, in accordance with Directive 2001/20/EC.

5. Where the clinical trial referred to in paragraph 4 has been conducted outside the Union, it shall
have been conducted in 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 generated in the clinical trial.

6. Data from a clinical trial started as from the date referred to in the second paragraph of Article
99 shall only be submitted in an application dossier if that clinical trial has been registered prior to its start
in a public register which is a primary or partner registry of, or a data provider to, 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 registered in 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 published in an 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, shall be determined by the Member State
concerned.

Member States, in applying the first paragraph, shall consider accepting, for the documentation not
addressed to the subject, a commonly 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 developments in which the Union or the Member States are involved, in the field
of clinical trials.

Chapter V. PROTECTION OF SUBJECTS AND INFORMED CONSENT
Article 28
General rules

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 condition is constantly monitored;

(b) the subjects, or where a subject is not able to give informed consent, his or her legally designated
representative, have been informed in accordance with Article 29(2) to (6);

(c) the subjects, or where a subject is not able to give informed consent, his or her legally designated
representative, have given informed consent in accordance with Article 29(1), (7) and (8);

(d) the rights of the subjects to physical and mental integrity, to privacy and to the protection of the
data concerning them in 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 in the protocol and constantly monitored;

(f) the medical care provided to the subjects is 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 received in 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 consent to the 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 her informed consent. Without
prejudice to Directive 95/46/EC, the withdrawal of the informed consent shall not affect the activities
already carried out and the use of data obtained based on informed consent before its withdrawal.

Article 29
Informed consent

1. Informed consent shall be written, dated and signed by the person performing the interview
referred to in point (c) of paragraph 2, and by the subject or, where the subject is not able to give informed
consent, his or her legally designated representative after having been duly informed in accordance with
paragraph 2. Where the subject is unable to write, consent may be given and recorded through
appropriate alternative means in the presence of at least one impartial witness. In that case, the witness
shall sign and date the informed consent document. The subject or, where the subject is 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 for the subject or his or her legally 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 without any resulting
detriment and without having to provide any justification;

(iii) the conditions under which the clinical trial is to be conducted, including the expected duration
of the subject's participation in the clinical trial; and

(iv) the possible treatment alternatives, including the follow-up measures if the participation of the
subject in 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 number and 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 subject shall be informed that the summary of the results of the clinical trial and a summary
presented in terms 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 her legally 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
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, shall also assent in order to participate in a clinical trial.

Article 30
Informed consent in cluster trials

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 investigator to 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
deemed to have been obtained if:

(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 without any resulting detriment; and

(b) the potential subject, after being informed, 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 different investigational medicinal products in 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 other than 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 all refusals and withdrawals and shall ensure that no data for the
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 refused to 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 understand it;

(c) the explicit wish of an incapacitated subject who is capable of forming an opinion and assessing
the information referred to in 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 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 clinical trial 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 benefit to the incapacitated subject outweighing the risks and burdens involved; 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 subject shall 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 investigating team 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
referred to in 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 other research methods;

(f) the clinical trial either relates directly to a medical condition from which the minor concerned
suffers or is of such a nature that it can only be carried out on minors;

(g) there are scientific grounds for expecting that participation in the clinical trial will produce:
(i) a direct benefit for the minor concerned outweighing the risks and burdens involved; or

(ii) some benefit for the 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 pregnant or breastfeeding women

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 pregnant or breastfeeding
woman concerned, or her embryo, foetus or 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 concerned,
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;

(i) the clinical trial contributes to the attainment of results capable of benefitting pregnant or
breastfeeding women or other women in relation to reproduction or other embryos, foetuses or children;
and



(iii) the clinical trial poses a minimal risk to, and imposes a minimal burden on, the pregnant or
breastfeeding woman concerned, her embryo, 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 part in
clinical trials, or persons in residential 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 protocol for that clinical trial" and that all of the following conditions are fulfilled:

(a) due to the 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 benefit for the subject resulting in a measurable
health-related improvement alleviating the suffering and/or improving the health of the subject, or in 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 objections to 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 therapeutic window to obtain prior informed consent from the subject or from 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 in emergency 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 consent in accordance with Article
29 shall be sought to continue the participation of the subject in 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 her legally designated representative, whichever is sooner and the
information referred to in Article 29(2) shall be given as soon as possible to the the subject or his or her
legally designated representative, whichever is 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 her legally 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.

Chapter VI. START, END, TEMPORARY HALT, AND EARLY
TERMINATION OF A CLINICAL TRIAL

Article 36

Notification of the start of a clinical trial
and of the end of the recruitment of subjects

1. The sponsor shall 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 subject in
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 sponsor shall 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 sponsor shall 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 sponsor shall 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 that summary is set out in Annex IV.

It shall be accompanied by a summary written in a manner that is understandable to laypersons.
The content of that summary is set out in Annex V.

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 protocol shall 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, or the 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 guidelines for the formatting and sharing of those data.

5. The sponsor shall 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
deemed to 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.

In the case of early termination of the clinical trial for reasons 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 for the subjects.

8. Without prejudice to paragraph 4, where the clinical trial protocol provides for 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
deemed to be a substantial modification subject to the authorisation procedure laid down in Chapter Ill.

Article 39

Update of the contents of the summary of results
and summary for laypersons

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 or the Member States are involved, in the field
of clinical trials.

Chapter VII. SAFETY REPORTING IN THE CONTEXT
OF A CLINICAL TRIAL

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 referred to in paragraph 1 of suspected unexpected
serious adverse reactions.

Article 41

Reporting of adverse events and serious adverse events
by the investigator to the sponsor

1. The investigator shall record and document adverse events or laboratory abnormalities identified
in the protocol as critical to the safety evaluation and report them to the sponsor in 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 her in 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 no immediate reporting is required. Where relevant, the investigator 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 sponsor shall keep detailed records of all adverse events reported to it by the investigator.

4. If the investigator becomes aware of a serious adverse event with a suspected causal relationship
to the investigational medicinal product that occurs after the end of the clinical trial in a subject treated
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 sponsor to the Agency

1. The sponsor of a clinical trial performed in at least one Member State shall report electronically
and without delay to the database referred to in Article 40(1) all relevant information about the following
suspected unexpected serious adverse reactions:

(a) all suspected unexpected serious adverse reactions to investigational medicinal products
occurring in that clinical trial, irrespective of whether the suspected unexpected serious adverse 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 another sponsor who is 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 after the 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 adverse reactions, as soon
as possible and in any event not later than seven days after the sponsor became aware of the reaction;

(b) in the case of non-fatal or non-life-threatening suspected unexpected serious adverse reactions,
not later than 15 days after the 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 not later than seven days after the sponsor became aware of the reaction being fatal or



life-threatening.

Where necessary to ensure timely reporting, the sponsor may, in accordance with section 2.4 of
Annex lll, submit an initial incomplete report followed 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 to in Article 40(1) and the sponsor has the agreement of the Member State concerned,
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
Annual reporting by the sponsor to 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 used in 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 report referred to in 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
reported in 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 to in Article 88(2).

3. The responsible ethics committee shall be involved in the assessment of the information referred
to in paragraphs 1 and 2, if it has been provided for in 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
Ill. Where necessary in order to improve the level of protection of subjects, the Commission shall be
empowered to adopt delegated acts in accordance with Article 89 in order to 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.

Chapter VIIl. CONDUCT OF A CLINICAL TRIAL,
SUPERVISION BY THE SPONSOR, TRAINING AND EXPERIENCE,
AUXILIARY MEDICINAL PRODUCTS

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 conducted in
accordance with the protocol and with the principles of good clinical practice.

Without prejudice to any other provision of Union law or Commission guidelines, the sponsor and
the investigator, when drawing up the protocol and 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
referred to in the second paragraph.

Article 48
Monitoring

In order to 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) whether the 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 scientific knowledge and experience in patient care.



Other individuals involved in conducting a clinical trial shall be suitably qualified by education,
training and experience to perform their tasks.

Article 50
Suitability of clinical trial sites

The facilities where the clinical trial is to be conducted shall be suitable for the 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 relevant information regarding the traceability, storage, return and destruction of medicinal
products referred to in paragraph 1 shall be contained in the application dossier.

Article 52
Reporting of serious breaches

1. The sponsor shall notify the Member States concerned about a serious breach of this Regulation
or of the version of the protocol applicable 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
Other reporting 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, but are not suspected unexpected serious
adverse reactions as referred to in 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 sponsor shall submit to 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 Union indicated in the request.

Article 54



Urgent safety measures

1. Where an unexpected event is likely to seriously affect the benefit-risk balance, the sponsor and
the investigator shall take appropriate urgent safety measures to protect the subjects.

2. The sponsor shall notify the Member States concerned, through the EU portal, of the event and
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 Chapters Il and VII.
Article 55
Investigator's brochure

1. The sponsor shall 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 sponsor at least once per year.

Article 56
Recording, processing, handling and storage of information

1. All clinical trial information shall be recorded, processed, handled, and stored by the sponsor or
investigator, as applicable, in such a way that it can be accurately reported, interpreted and verified while
the confidentiality of records and the personal data 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 protect information
and personal data processed against unauthorised or unlawful access, disclosure, dissemination,
alteration, or destruction or accidental loss, in particular where the processing involves the transmission
over a network.

Article 57
Clinical trial master file

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 upon request, to the 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 master file

Unless other Union law requires archiving for a longer period, the sponsor and 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 medical files 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, to the 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 sponsor shall appoint individuals within its organisation to be responsible for archives. Access
to archives shall be restricted to those individuals.

The media used to archive the content of the clinical trial master file 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 master file shall be traceable.
Article 59
Auxiliary medicinal products

1. Only authorised auxiliary medicinal products may be used in 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.

Chapter IX. MANUFACTURING AND IMPORT OF INVESTIGATIONAL
MEDICINAL PRODUCTS AND AUXILIARY MEDICINAL PRODUCTS

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 manufacturing and import

1. The manufacturing and import of investigational medicinal products in 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 at its disposal, for manufacture or import, 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 or the site in the Union to which they are to be imported, and detailed
information concerning the 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 to in 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 in the Member State concerned to carry out
such processes, 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;

(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 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.

6. Member States shall make the processes set out in paragraph 5 subject to appropriate and
proportionate requirements to ensure subject safety and reliability and robustness of the data generated
in the clinical trial. They shall subject the processes to regular inspections.

Article 62
Responsibilities of the qualified person

1. The qualified person shall ensure that each batch of investigational medicinal products
manufactured in or imported into the Union complies with the requirements set out in Article 63 and shall
certify that those requirements are fulfilled.

2. The certification referred to in paragraph 1 shall be made available by the sponsor at the request
of the Member State concerned.

Article 63
Manufacturing and import

1. Investigational medicinal products shall be manufactured by applying manufacturing practice
which ensures the quality of such medicinal products in order to safeguard the safety of the subject and
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 for inspection for ensuring the quality of investigational medicinal products, taking account
of subject safety or data reliability 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 to in 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 pursuant to 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 product is not authorised, 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 referred to in Article 63(1) or to at least an
equivalent standard, in order to ensure appropriate quality.

Chapter X. LABELLING
Article 66

Unauthorised investigational and 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 persons involved in 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, whether the products are investigational or auxiliary medicinal product,
and whether they are products with particular characteristics.

The information which is to appear on the outer packaging and immediate packaging shall be clearly
legible.

A list of information which is to appear on the outer packaging and immediate packaging is set out



in Annex VI.
Article 67

Authorised investigational and 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 generated in a clinical trial, additional particulars relating to the identification of the
clinical trial and of the contact person shall appear on 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 packaging is set out in section C of Annex VI.

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 to in the first paragraph shall be labelled appropriately in order to ensure the
safety of the subject and 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 concerned.
The medicinal product may be labelled in several languages.

Article 70
Delegated act
The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in
respect of amending Annex VI in order to ensure subject safety and the reliability and robustness of data
generated in a clinical trial or to take account of technical progress.
Chapter XI. SPONSOR AND 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 sponsor set out in this Regulation, unless the sponsors decide otherwise
in a written contract setting out their respective responsibilities. Where the contract does not specify to
which sponsor a 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
procedures set out in Chapters Il and IlI;

(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 for implementing 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 in the clinical trial at that clinical trial site.

Article 74
Legal representative of the sponsor in the Union

1. Where the sponsor of a clinical trial is not established in the Union, that sponsor shall ensure that
a natural or legal person is established in 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 for all communications with the sponsor provided for in this Regulation. Any
communication to that legal representative shall be 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 on their territory, or on their territory and the territory of a third country, provided that they ensure
that the sponsor establishes at least a contact person on their territory in respect of that clinical trial who
shall be the addressee for all communications with the sponsor provided for in 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 for in this Regulation.

Article 75
Liability

This Chapter shall not affect the civil and criminal liability of the sponsor, investigator, or persons to
whom the sponsor has delegated tasks.

Chapter XIl. DAMAGE COMPENSATION
Article 76
Damage compensation

1. Member States shall ensure that systems for compensation for any damage suffered by a subject
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 sponsor and the investigator shall make use of the system referred to in paragraph 1 in the
form appropriate for the Member State concerned where the clinical trial is conducted.

3. Member States shall not require any additional use of the system referred to in paragraph 1 from
the sponsor for low-intervention clinical trials, if any possible damage that could be suffered by a subject
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.

Chapter XIII. SUPERVISION BY MEMBER STATES,
UNION INSPECTIONS AND CONTROLS

Article 77
Corrective measures to be taken by Member States

1. Where a Member State concerned has justified grounds for considering that the requirements
set out in this Regulation are no longer met, it may take the following measures on its territory:

(a) revoke the authorisation of a clinical trial;
(b) suspend a clinical trial;
(c) require the sponsor to modify any aspect of the clinical trial.

2. Before the Member State concerned takes any of the measures referred to in paragraph 1 it shall,
except where immediate action is required, ask the sponsor and/or the investigator for their 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 measures referred to in paragraph 1.
Article 78
Member State inspections

1. Member States shall appoint inspectors to perform inspections in order to supervise compliance
with this Regulation. They shall ensure that those 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 concerned intends to carry out an inspection on its territory or in a third
country with regard to one or several clinical 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 them of its findings after the inspection.

4. Inspections fees, 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 report through 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 referred to in 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) whether the 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) whether the 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 to in 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 for the Union
controls referred to in 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 portal at 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 stored in 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 unnecessary duplication 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 sponsor shall refer
to this EU trial number in 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 concerned to 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 held in 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 shall support 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 authorised as part of a medicinal product in the Union, that
are necessary for the maintenance of that dictionary. To this effect and also with the purpose of enabling
the sponsor to cross-refer to prior applications, an EU medicinal product number shall be issued for every
medicinal product without a marketing authorisation and an EU active substances code shall be 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 mentioned in
all subsequent applications 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. When an 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 shall be referred to in 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 personal data in accordance with Regulation (EC) No 45/2001;

(b) protecting commercially confidential information, in particular through taking into account the
status of the marketing authorisation for the medicinal product, unless there is an overriding public
interest in disclosure;

(c) protecting confidential communication between Member States in relation to the preparation
of the assessment report;

(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 interest in disclosure, data
contained in the application dossier shall not 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 shall be publicly accessible.
8. The user interface 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 object in 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 request being 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 independent audit report, 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 pursuant to 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 effect in the Official Journal of the European Union.
Chapter XV. 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 set out in Chapters Il and Il

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 States in the framework
of the authorisation procedures set out in Chapters Il and lll 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. A Clinical Trials Coordination and Advisory Group (CTAG), composed of the national contact points
referred to in Article 83 is hereby established.

2. The CTAG shall have the following tasks:

(a) to support the exchange of information between the Member States and the Commission on the
experience acquired with regard to the implementation of this Regulation;

(b) to assist the Commission in providing the support referred to in the 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 whenever the situation requires, on a request from
the Commission or a Member State. Any item of the agenda of the meeting shall be 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.

Chapter XVI. FEES

Article 86



General principle

This Regulation shall be without prejudice to the possibility for Member States to levy a fee for the
activities set out in this Regulation, provided that the level of the fee is set in a transparent manner and
on the basis of cost recovery principles. Member States may establish reduced fees for non-commercial
clinical trials.

Article 87
One payment per activity 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 power to adopt delegated acts is conferred on the Commission subject to the conditions laid
down in this Article.

2. The power to adopt delegated acts referred to in Articles 27, 39, 45, 63(1) and 70 shall be
conferred on the Commission for a period of five years from the date referred to in the second paragraph
of Article 99. The Commission shall draw up a report in respect of the delegated powers not later than 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 power specified in that decision. It shall take effect the day following the publication of
the decision in 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 enter into 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 Parliament and 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
Parliament or the Council.

Chapter XVIII. 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 from those cells, or of medicinal products used as abortifacients or of medicinal
products containing narcotic substances within the meaning of the relevant international conventions in
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 result in modifications to the subject's germ
line genetic identity.

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
(0JL180,9.7.1997, 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 (OJ L 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 7 July 2010 on standards



of quality and safety of human organs intended for transplantation (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, other products
and procedures, free of charge for the subject

Without prejudice to the Member States' competence for the 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, proportionate and dissuasive.

2. The rules referred to in paragraph 1 shall address, inter alia, 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
sponsor or an investigator.

Chapter XIX. FINAL PROVISIONS
Article 96
Repeal

1. Directive 2001/20/EC is repealed as from the date referred to in 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 down in 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 present a report to 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 order to maintain the
competitiveness of European clinical research. The Commission shall, if appropriate, present a legislative
proposal based on that report in order to 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 to in the second paragraph of Article 99 of
this Regulation pursuant to 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 between six months after the date of publication of the notice referred to in
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 after the date of publication of the notice referred to in 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 referred to in Article 82(3), but
in any event no 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 GENERAL PRINCIPLES

1. The sponsor shall, where appropriate, refer to any previous applications. If these applications
have been submitted by another sponsor, the written agreement from that sponsor shall be submitted.

2. Where a clinical trial has more than one sponsor, detailed information of the responsibilities of
each of the sponsors shall be submitted in the application dossier.

3. The application shall be signed by the sponsor or a representative of the sponsor. This signature
confirms that the sponsor is satisfied that:

(a) the information provided is 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 dossier for an application limited to Part | of the assessment report referred to in
Article 11 shall be limited to sections B to J and Q of this Annex.

5. Without prejudice to Article 26, the application dossier for an 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. COVER LETTER

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, in the cover letter it is 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 pregnant or breastfeeding women;

(b) whether the clinical trial involves the first administration of a new active substance to humans;

(c) whether scientific advice relating to the clinical trial or the investigational medicinal product has
been given by the Agency, a Member State or a third country;

(d) whether the clinical trial is part or is intended to be part of a Paediatric Investigation Plan (PIP)
as referred to in Title I, Chapter 3, of Regulation (EC) No 1901/2006 (if the Agency has already issued a
decision on the PIP, the cover letter contains the link to the decision of the Agency on its website);

(e) whether investigational medicinal products or auxiliary medicinal products are a narcotic,
psychotropic or 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 whether the medical
devices are CE-marked for the 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
products in a clinical trial, and as a consequence whether informed consent will be obtained by simplified
means.

11. The cover letter shall indicate the location in the application dossier of the information
necessary for assessing whether an 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 number for the previous
clinical trial application, highlight the changes as compared to the previous submission and, if applicable,
specify how any unresolved issues in 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 specific for all versions of it (if relevant);
(d) the date and number of the version, to be updated when it is amended;

(e) a short title 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 other clinical 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 potential to produce a direct clinically relevant benefit shall be documented;

(e) where patients were involved in the design of the clinical trial, a description of their involvement;

(f) a description of, and justification for, the dosage, the dosage regime, the route and mode of
administration, and the treatment period for all investigational 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, a justification for the
use of non-authorised auxiliary medicinal products in 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, for example, 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 for the clinical trial;

(j) a discussion of the relevance of the clinical trial in order to allow assessment in 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) a description 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 end date and a justification 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
procedures for breaking 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 planned to 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 for the 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 subjects to 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 procedures relating 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) a justification for the gender and age allocation of subjects and, if a specific gender or age 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 or during 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
personal data; 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
personal data of subjects;

(am) a description of measures that will be implemented in case of data security breach in order to
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 treatment in
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 protocol shall identify the categories of:

(a) adverse events or laboratory anomalies that are critical to safety evaluations and must be
reported by the investigator to 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 procedures for:

(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 requiring immediate 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 sponsor intends to submit a single safety report on all investigational medicinal
products used in 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
addressed in 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 others involved 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 presented in a 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 investigational medicinal product in the clinical trial and be presented in the form of summaries.

28. If the investigational medicinal product is authorised, and is 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 from those authorised, the SmPC shall 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 product to be used in each Member State
concerned is authorised at national level, and the SmPC varies among Member States concerned, the
sponsor shall choose one SmPC for the whole clinical trial. This SmPC shall be the one best suited to ensure
patient safety.

30. If the IB is not an SmPC, it shall contain a clearly identifiable section called the "Reference Safety
Information" (RSI). In accordance with paragraphs 10 and 11 of Annex lll, the RSI 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 COMPLIANCE WITH GOOD
MANUFACTURING PRACTICE (GMP) FOR THE INVESTIGATIONAL
MEDICINAL PRODUCT

31. As regards documentation relating to 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 to in Article 61; and

(b) certification by the qualified person in the Union that the manufacturing complies with GMP at
least equivalent to the GMP in the Union, unless there are specific arrangements provided for in mutual
recognition agreements between the Union and third countries.

34. In all other cases, a copy of the authorisation referred to in Article 61 shall be submitted.

35. For processes related to investigational medicinal products set out in Article 61(5), which are
not subject to an authorisation in accordance with Article 61, documentation to demonstrate compliance
with the requirements referred to in Article 61(6) shall be submitted.

G. INVESTIGATIONAL MEDICINAL PRODUCT 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
from its 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 information in 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 shall be submitted in a logical 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 data for 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 data in 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 whether the 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 to in 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
subject to the 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 shall be submitted in a logical 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 well as a reference to the public entry referred to in Article 25(6).

Overall risk and benefit assessment

48. This section shall provide a brief integrated summary that critically analyses the non-clinical and
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 in the protocol. In the latter case, it shall
cross-refer to the relevant section in the protocol. The text shall identify 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 systemic exposure to
the investigational medicinal product, preferably based on "area under the curve" (AUC) data, or peak

concentration (Cmax) data, whichever is considered more relevant, rather than 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 refer to 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-refer to the IB for the 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 referring to the SmPC

52. The applicant may submit the version of the SmPC valid 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 s
authorised or has a marketing authorisation in
an ICH country and is used in the clinical trial:

- within the conditions of the SmPC
- outside the conditions of the SmPC

- after modification (for example blinding)

SmPC

SmPC

If appropriate

If appropriate

P+A

SmPC

SmPC

Another pharmaceutical form or strength of the
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

SmMPC+P+A

Yes

Yes

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

- is supplied by another manufacturer

SmMPC+P+A

Yes

Yes

SmMPC+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 concerned
and has not been modified, and

- no new data are available since last|Reference to previous submission
amendment to the clinical trial application,

- new data are available since last amendment | New data New data New data
to the clinical trial application,

- is used under different 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
for each 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. IMPD in cases of placebo

54. If the investigational medicinal product is a placebo, the information requirements shall be
limited to quality data. No additional documentation is 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 MEDICINAL PRODUCT 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.

I. SCIENTIFIC ADVICE AND PAEDIATRIC
INVESTIGATION PLAN (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 on the agreement on
the PIP, and the opinion of the Paediatric Committee, unless these documents are fully accessible via the
internet shall be submitted. In the latter case, a link to this documentation in the cover letter is sufficient
(see section B).

J. CONTENT OF THE LABELLING OF THE INVESTIGATIONAL
MEDICINAL PRODUCTS

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 recruitment is.

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 shall be 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 CONSENT FORM AND INFORMED
CONSENT PROCEDURE (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



together with the form for written informed consent, or other alternative means according to Article 29(1)
for recording informed consent.

62. A description of procedures relating to informed consent for all subjects, and in particular:

(a) in clinical 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 for obtaining 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 document it;

(e) in the case of clinical trials where their methodology requires that groups of subjects rather than
individual subjects are allocated to receive different investigational medicinal products, as referred to 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 out in 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 investigators and
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 shall be submitted. Any previous training in 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 product and 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
(INFORMATION PER MEMBER STATE CONCERNED)

68. Proof of insurance, a guarantee, or a similar arrangement shall be submitted, if applicable.



P. FINANCIAL AND 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 other agreement between the sponsor and 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. A statement by the sponsor or his or her representative that data will be collected and processed
in accordance with Directive 95/46/EEC shall be provided.

Annex Il
APPLICATION DOSSIER FOR SUBSTANTIAL MODIFICATION
A. INTRODUCTION AND GENERAL PRINCIPLES

1. Where a substantial modification concerns more than one clinical trial of the same sponsor and
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 sponsor or a representative of the sponsor. This signature
shall confirm that the sponsor is 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. COVER LETTER

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 number which 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 relevant information or text is 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, a list 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, a new 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 supporting information shall at least include:
(a) summaries of data;

(b) an updated overall risk/benefit assessment;

(c) possible consequences for subjects already included in the clinical trial;
(d) possible consequences for the evaluation of the results;

(e) documents which relate to any changes to the information provided to subjects or their legally
designated representatives, the informed consent procedure, informed consent forms, information
sheets, or to letters of invitation; and

(f) a justification for the changes sought in the application for a substantial modification.
F. UPDATE OF EU APPLICATION FORM

8. If a substantial modification involves changes to entries on the EU application form referred to in
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 payment shall be submitted, if applicable.

Annex Il
SAFETY REPORTING

1. REPORTING OF SERIOUS ADVERSE EVENTS
BY THE INVESTIGATOR TO 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 for in the protocol.

2. REPORTING OF SUSPECTED UNEXPECTED SERIOUS
ADVERSE REACTIONS (SUSARS) BY THE SPONSOR TO 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 subject to the same obligation to report as adverse reactions.

3. In determining whether an adverse event is an adverse reaction, consideration shall be given to
whether there is a reasonable possibility of establishing a causal relationship between the event and 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
sponsor shall be provided with the report.

2.2. Expectedness, unexpectedness and the RSI

5. In determining whether an adverse event is unexpected, consideration shall be given to whether
the event adds 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 shall be set out by the sponsor in 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's disease.

7. The RSl shall be contained in the SmPC or the IB. The covering letter shall refer to the location of
the RSl in the application dossier. If the investigational medicinal product is authorised in several Member
States concerned with different SmPCs, the sponsor shall select the most appropriate SmPC, with
reference to subject safety, as the RSI.

8. The RSI may change during the conduct of a clinical trial. For the purpose of reporting SUSARs the
version of the RSl at the moment of occurrence of the SUSAR shall apply. Thus, a change 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
taken into consideration by the sponsor.

2.3. Information for the reporting of SUSARs

10. The information shall at least include:

(a) a valid EU trial number;

(b) a sponsor study number;

(c) an identifiable coded subject;

(d) an identifiable reporter;

(e) a SUSAR,;

(f) a suspect investigational medicinal product (including active substance name-code);
(g) a causality assessment.

11. In addition, in order to 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 most recent information;

(d) the worldwide unique case identification number;

(e) the sender identifier.

2.4. Follow-up reports of SUSARs

12. If the initial report of a SUSAR referred to 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 SUSAR referred to in 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 being fatal or life-threatening. The sponsor shall submit a 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



report shall be created.

2.5. Unblinding treatment allocation

17. The investigator shall only unblind the treatment allocation of a subject in the course of a clinical
trial if unblinding is relevant to the safety of the subject.

18. When reporting a SUSAR to the Agency, the sponsor shall only unblind the treatment allocation
of the affected subject to whom the SUSAR relates.

19. If an event is potentially a SUSAR the blind shall be broken for that 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 shall be 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 out in 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 highlight in the protocol which serious events are to be treated as disease-related and are not subject
to systematic unblinding and expedited reporting.

22. If following unblinding, an event turns out to be a SUSAR the reporting rules for SUSARs set out
in Article 42 and in Section 2 of this Annex shall apply.

3. ANNUAL SAFETY 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 period.

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 IV

CONTENT OF THE SUMMARY
OF THE RESULTS OF THE CLINICAL TRIAL

The summary of the results of the clinical trial shall contain information on the following elements:
A. CLINICAL TRIAL INFORMATION

1. Clinical trial identification (including title of the trial and protocol number);



2. ldentifiers (including EU trial number, other identifiers);
3. Sponsor details (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 concerns in 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,
gender breakdown).

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 shall be provided for as many end points as defined in the protocol.

2. End Point N 1
Statistical Analyses
3. End Point N 2

Statistical Analyses

E. ADVERSE EVENTS



1. Adverse events information;
2. Adverse event reporting group;
3. Serious adverse event;

4. Non-serious adverse event.
F. ADDITIONAL INFORMATION

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.

Annex V

CONTENT OF THE SUMMARY
OF THE RESULTS OF THE CLINICAL TRIAL 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 number and other
identifiers);

2. Name and contact details of the sponsor;

3. General information 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 additional information could be found.



Annex VI

LABELLING OF INVESTIGATIONAL MEDICINAL PRODUCTS
AND AUXILIARY MEDICINAL PRODUCTS

A. UNAUTHORISED INVESTIGATIONAL MEDICINAL PRODUCTS

A.l. General rules
1. The following particulars shall appear on 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 (for the purpose of this Annex this is 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 number identifying the contents and packaging operation;

(e) a clinical trial reference code allowing identification 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 included in (a) or (e));

(h) directions for use (reference may be made to a leaflet or other explanatory document intended
for the subject or person administering the product);

(i) "For clinical 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 product is for use in trials where the product is
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 been instructed
to keep this in their possession at all times.

A.2. Limited labelling of immediate packaging

A.2.1. Immediate and outer packaging provided together



4. When the 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),
quantity of dosage units and, in the case of clinical trials which do not involve the blinding of the label,
the name/identifier and strength/potency;

(c) batch and/or code number identifying the contents and packaging operation;

(d) a clinical trial reference code allowing identification 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 number identifying the contents and packaging operation;

(d) a clinical trial reference code allowing identification of the trial, site, investigator and sponsor if
not given elsewhere;

(e) the subject identification number/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.

B. UNAUTHORISED AUXILIARY MEDICINAL PRODUCTS

6. The following particulars shall appear on 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 number identifying 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 other explanatory document intended
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. ADDITIONAL LABELLING FOR AUTHORISED INVESTIGATIONAL
MEDICINAL PRODUCTS

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 subject and 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 shall not be omitted from the label of a product:
(a) paragraph 1, points (b), (c), (d), (f), (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).
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