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Ovpektnsa Komuccumn 2005/28/EC ot 8 anpens 2005 .,
yCTaHaB/MBaKOLas NPUHLMIbI U AeTallbHble NPaBu/la KAUeCTBEHHOM KJIMHUUYECKO NPaKTUKKU NpuU
NpoBeAeHUN KIMHUYECKUX UCCNIeA0BaHUI JIeKapCTBEHHbIX CPeACTB AN Yes/IoBeKa, a TaKxe
Tpe6oBaHMA K Npoueaype BbiAaum pa3pelleHns Ha NPoOM3BOACTBO MJIM MMIMOPT TaKUX CPEACTB
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KOMMWCCKA EBPOMEMCKNX COOBLLECTB,

MpvHMMasi BO BHMMaHWe [1oroBop 0 co3aaHuu EBponelickoro coobLiecTsa,

MpuHMMas Bo BHMMaHWe dupekTuBy 2001/20/EC EBponelickoro napnameHTta u CoeTa oT 4 anpens 2001 r. o
rapMOHM3aLMN 3aKOHOB M NOA3aKOHHbIX HOPMaTMBHbIX aKTOB FOCYAapCTB-UJIEHOB, OTHOCALLMXCS K MPUMEHEHUIO
KaueCTBEHHOWN KIIMHUYECKON NPaKTUKK B X0 NPOBEAEHUS KIIMHUYECKUX UCCNE0BAHMIN NeKapCTBEHHBIX NpenapaToB
Anst yenoseka [1] M B YacTHOCTM MyHKTa 3 cTatbk 1, nyHkTa 1 ctatbn 13 1 nyHKTa 5 cTathu 15 ynoMsHyTOM
[npekTunBbl,

YuuTbiBas, yTo:

1) OnpekTtrea 2001/20/EC TpebyeT NpUHATUS NPUHLMMNOB KaYeCTBEHHOM KIIMHUYECKON NPaKTUKK U AeTaNbHbIX
npaBusi, COOTBETCTBYIOLUMX STUM NPUHLMNAM, MUHMMYMa TpeboBaHUiA K NMPoLEeaype BblAaun paspeLleHmns Ha
MPOM3BOACTBO M UMMOPT UCCNEAYEMbIX NTEKAPCTBEHHbIX CPEACTB M NOAPOBHbIX YKa3aHUM 0 AOKYMEHTaLmK,
KacaloLencst KNMHUYECKMX UCCNefoBaHuiA Ans NpoBepkn ux cootseTcTeus OupekTtuse 2001/20/EC.

2) MpUHUMNbI M NpaBKIa KAYECTBEHHOM KIIMHUYECKOMN MPAKTUKM AO/MKHbI FapaHTMpOBaTb, YTO NPoBeAeHMe
KJIMHUYECKMX UCCNIEAOBAHNI IEKAPCTBEHHbIX CPEACTB, ONpeaesieHne KOTOpbIX AaHo B NMyHkTe d cTaTbk 2 [AUPEKTUBLI
2001/20/EC, obecneumBaeT 3alUMTy NpaB YesioBeka U AOCTOMHCTBA CyOBbEKTOB MCCNea0BaHus.

3) TpeboBaHMsa K NPOM3BOACTBY MCCEAYEMbIX JIEKAPCTBEHHBIX CpeacTB copMynupoBaHbl B Anpektnse 2003/94/EC
oT 8 okTs6psa 2003 r., KOTOpas COAEPXMT NPUHUMMLI U NpaBuna GMP B OTHOLLEHWW NleKapCTBEHHbIX CPeACTB A
YyenioBeka U UCCneayeMblX ekapCTBEHHbIX CPEACTB AN venoseka [2].

B paspene IV OAupekTtuebl 2002/83/EC EBponeliickoro napnameHta u Coeeta EC oT 6 Hosi6ps 2001 r. o cBoae
3akoHoB CoobLuecTBa B OTHOLLEHWUM NIeKapCTBEHHbIX CPeACTB AN5 Yenoseka [3] coaepxaTtcs NoNoXeHus,
Kacarowmecst npoueaypbl BblAayuy pa3peLleHns Ha NPpov3BOACTBO JIeKapCTBEHHbIX CPEACTB, B Ka4yecTse YacTu
TpeboBaHWIi K 3asiBKaM Ha PerncTpaLmio JIeKapCTBEHHbIX CPeACTB. B nyHKTe 3 cTaTbu 3 3TOM AMPEKTMBbI CKa3aHo,
YTO 3TN TPeHOBaHUSA HE MPUMEHMMbI K NTEKAPCTBEHHBIM CPEACTBAM, NMpeAHa3HaYeHHbIM AMst HAYYHbIX UCCIIef0BaHuM
W UCTIbITaHUI. B CBSI3W C 3TUM  HeobxoamMMo CchopMyNMPOBaTb MUHKMMAsIbHbIE TPEGOBaHUS, KacatoLmMecs 3asiBoK Ha
Bblauy pa3peLLeHnit Ha NPOM3BOACTBO UN MMMOPT UCCIIEAYEMBIX JIEKAPCTBEHHbLIX CPEACTB, a Takke GopMbl U
COAEPXXaHWUS TakUX 3asiBOK, C TeM YTO6bI rapaHTMPOBaTb KaYeCTBO UCCEAYEMOro IEKapCTBEHHOrO CPeacTBa,
MCMO/b3yeMOro B KIMHUYECKOM UCCNef0BaHNN.

4) YTO KacaeTcs 3alUmThl ﬂPOAel)'I, ABNAOLMNXCA Cy6‘beKTaMM KIMMHUYECKUX VICCﬂe.Cl,OBaHMﬁ, n obecneyeHus rapaHTumn
TOro, 4YTO NULIHNE KNNHUYECKNE UCCneaoBaHna He 6y,qu npoBOAUTBLCA, TO CneAyeT Cd)OpMynMpOBaTb NpUHUKNbI N
noapobHble NpaBua OCYLLECTBIEHUS KQUYECTBEHHOMN KIMHUYECKOW NMPaKTUKW, KOTOPbIE, MOMUMO NMPOYEro, A0/MKHbI
rapaHTMpOBaTh, YTO Pe3yJibTaTbl KIIMHNYECKUX I/ICCﬂen,OBaHVII7I 6y|LWT AOKYMEHTMPOBATbLCA AJ1I1 UCMNOJIb30BaHUSA B
Oynywem.

5) ins obecneyeHunst TOro, YTobbl BCE SKCMEPTHI M INLA, YYacTBYHOWME B MAAHUPOBaHUM, UHALMALMK 1 MPOBEAEHUN
KJIMHUYECKMX UCCNefoBaHWiA, @ Takxe B BEAEHUM COOTBETCTBYIOLLEN JOKYMEHTALMWM, NPUMEHSIN OLHU U Te Xe
CTaHAaPTHbI KAYECTBEHHOW KITMHUYECKOW NpaKTUKK, HeobXoaAMMOo cchopMynMpoBaTh NPUHLMMLI U AeTanbHble
npaBuia KayeCTBEHHON KIMHWUYECKOW NPaKTUKW.

6) Ycnosusa paGOTbI 3TUYECKUX KOMUTETOM [OJIKHbI 6bITb Cd)OpMynMpOBaHbl B KaXXZI0M rocyaapcree-4J1€He Ha OCHOBE
06Lmx I'IOﬂpO6HbIX npasun, Cc TeM 4TO6bI rapaHTMpoBaThb 3allnTy CY6'bEKTOB KINMHUYECKNX MCCHe,EI,OBaHVIVI, a Takxe



obecneunTb FapMOHU3NPOBAHHOE NMPUMEHEHNE B Pa3HbIX roCyaapCTBax-4JiEHaX npoueayp, KoTopblie AO/MDKHbI
MCnonb3oBaTbCA 3 TUMECKUMU KOMUTETAMU.

7) Ans rapaHTUM COOTBETCTBUSI KIIMHUYECKMUX UCCIEA0BAHMNI HOPMaM KaueCTBEHHOW KIIMHMYECKOW MpaKTUKK
HeobXoAMMO YTODbI MHCNEKTOPLI 0becneynBany NpakTUYeckyto aphekTMBHOCTb TakMX HOPM. B cuny ckasaHHoro,
HeobxoanMo copMyIMpoBaTb AeTaslbHble TPe6oBaHMS K MUHUMaSIbHLIM CTaHAAPTaM NpodeccroHasbHO
KBanudmKaLmmM MHCMEKTOPOB, B 0COBEHHOCTY K MX 06pa3oBaHuMio U NOArOTOBKeE. [0 3TOW e NpuuMHe creayet
ccopMynmpoBaTh NOAPOBHbIE NpaBua, Kacalowmecs Npoueayp UHCNEKUMM, B YaCTHOCTU COTPYAHUYECTBA
npeacTaBuUTeNeit PasfMuHbIX YUPEXAEHNN, @ TaKXKe KOHTPOJSIS 3a BbINOIHEHMEM PEKOMEHAALMIA, OCHOBAHHbIX Ha
pesynbTaTax MHCMEKLMH.

8) MexxayHapoaHasi KOHhepeHLIMS MO FrapMOHM3aLMM TEXHUYECKMX TPebOBaHUIN K perncTpaLmm NeKapcTBEHHbIX
cpeacTs anst yenoseka (ICH) B 1995 r. AOCTUII@ KOHCEHCYCa MO rapMOHM3MPOBAHHOMY MOAX0AY K KayeCTBEHHOM
KIMHUYECKON NpakTuke. KOHCEHCYCHbIA AOKYMEHT A0HKEH ObiTb NMPUHST BO BHUMaHMe KOMUTETOM Mo
NeKapcTBEHHbIM cpeacTBaM Anist Yenoseka (CHMP) EBponeiickoro MeamUMHCKOro areHTCTBa, B AaslbHEMNLEM
MMEHYeMOro «AreHTCTBO>» 1 onybnnkoBaH AreHTCTBOM.

9) HeobxoamMmo 4To6bl CMOHCOPLI, UCCeA0BaTENN U APYTUe YHACTHUKM KIMHUYECKUX UCCNIef0BaHUA YYUTbIBAIN
Hay4Hble TpeboBaHWs, Kacatolmecs kayecTa, 6e30nacHOCTU M 3hPEKTUBHOCTMN IEKAPCTBEHHBLIX CPEACTB ANs
yenoseka, KoTtopble cornacoBaHbl ¢ CHMP n onybnunkoBaHbl AreHTCTBOM, @ Takxke Apyrve dapmaueBTuyeckme
TpeboBaHus CoobLuecTBa, onybimMkoBaHHble KoMUCCHeR B pa3finyHbiX ToMax «[lpaBusl, KacatoLmMXCst IEKAPCTBEHHBIX
cpeacTs B EBponeiickoM cooblectse» (“The rules governing medicinal products in the European Community”).

10) Mpu npoBefeHUM KIIMHUYECKUX UCCNe0BaHMI NIEKapCTBEHHbIX CPEACTB A1 YenoBeka HeobxoanumMo
obecneunBaTb 6€30NacHOCTb Cy6bEKTOB MCCNeaoBaHMs U 3alwmTy ux npas. NoapobHble npasuia, NpUHATbHIE
rocyaapcTBaMu-vneHamm cornacHo nyHkTy 1 ctaten 3 Aupektusbl 2001/20/EC, ansa 3awmThbl npas CybbekToB
KJIMHUYECKMX UCCNEeA0BaHUIA, KOTOPbIE HE CMOCOBHbI CAMOCTOSTENBHO AaTh MH(OPMUPOBAHHOE COrflacue, AO/MKHbI
pacrnpoCTPaHATLCA TaKXKe Ha NnL, KOTOpble BPEMEHHO HE B COCTOSIHUM AaTb MHPOPMMPOBAHHOE COrfiacue, Hanpumep
B HEOT/IOXKHbIX KITMHUYECKNX CUTYaLMSX.

11) HekoMMepueckne KNMHUYECKME NCCNeA0BaHus], MPOBOAMMbIE YYEHBIMU 6€3 yyacTus hapMaLieBTUHECKON
MPOMBILSIEHHOCTM, MOTYT NPUHOCUTL 6ObLUYIO MOMb3Y BK/IOYEHHBLIM B HMX NaumeHTaM. Aupektua 2001/20/EC
NpuU3HAEeT cBOoeobpasmne Takux HEKOMMEPUYECKMX KITMHUYECKUX UCCNIEA0BAHUI. B YacTHOCTK, Npy NpoBeAEHNM
KJIMHUYECKMX UCCTIEA0BAHMIN YXKE 3apEerMcTpUPOBaHHBIX JIEKAPCTBEHHbIX CPEACTB C YYacTUEM MALIMEHTOB C TEMU XKe
XapaKTepUCTNKaMK, Ha KOTOpble pacrnpoCTpaHAEeTCs yTBEPXAEHHOE NnokasaHue, HeobxoaMMOo NpUHMMaTb BO
BHUMaHune TpeboBaHMs, KOTOPbIM YXXe YAOBNETBOPSAIOT 3TV 3aperncTpMpoOBaHHbIE JIeKapCTBEHHbIE CPeACTBa, a
Takke TpeboBaHUS K KX NMPOM3BOACTBY UM MUMMOPTY. BMecTe ¢ TeM, BcneacTsume cneumnduuecknx ycrioBui
NPOBEAEHNS] HEKOMMEPYECKUX KITMHUYECKUX UCCNEeN0BAHUM, MOXKET BO3HUKHYTb HEOBXOAUMOCTb B TOM, YTOObI
rocyaapCcTBa-yieHbl NpeaBuaen NpuMeHeHne K 3TUM UCCNeoBaHnsaM 0CobbIX MOAXOAOB He TOMbKO Koraa OHU
KacaloTCsl UCCNefoBaHUS 3apermcTpMPOBaHHbIX IEKAPCTBEHHbIX CPEACTB U KOrAa B HUX y4aCTBYIOT NaUMEHTbI C TEMM
)Ke XapaKTepUCTUKaMU. ITO HYXXHO AN1S TOro YTODObl Takue UCCNeaoBaHUs YAOBIETBOPAM NPUHLMMAM HACTOSILLEN
[OVPEKTUBbI, B YaCTHOCTM KOrAa pedb MAET O pErMCTPauMOHHbIX TPEOOBaHMAX K MPOM3BOACTBY MU UMMOPTY
NEeKapCTBEHHbIX CPEACTB, @ TakKe AOKYMeHTaumK, KoTopas A0/MkHa bblTb NpeacTaBneHa u XpaHUTbCS B MacTep-
aiine uccnepoBaHusi. YCNoBUSI, B KOTOPbIX HEKOMMEPYECKME KITMHUYECKME UCCIEA0BaHMSI NPOBOASTCS
He3aBMCUMbIMU UCCNEAO0BATENSIMU, N MECTA, B KOTOPbIX OHW OCYLLECTB/ISKOTCS, AENAlOT NPYMEHEHNE HEKOTOPbIX
ACMNEeKTOB KAYeCTBEHHOW KJIMHUYECKON MPAKTUKM U3MULLHUM U TapaHTUPOBAHHBIM MHBIMK criocobamu. B Takmx
CUTYaLMsIX roCyAapCTBa-yieHbl NyTeM NpuMeHeHns ocobbix Noaxoa0B 6yayT rapaHTMPOBaThb 3alUmMTy NpaB
MaLMEHTOB, YUYaCTBYIOLMX B TaKUX UCCNEOBAHUAX, @ TAKXKe, B LIeJIOM, cobnoAeHNe NPUHLMMOB KaYeCTBEHHOW
KJIMHWUYECKOMN MPaKTUKK. KOMUCCUSt MOArOTOBUT MPOEKT COOTBETCTBYHOLLEro OKYMEHTa Mo 3TOMY BOMpPOCY.

12) Mepbl, NpefyCMOTPEHHbIE B HACTOSILLEN AMPEKTUBE, COOTBETCTBYIOT TOUKE 3peHUsi MOCTOSIHHOMO KOMUTETA M0
NeKapCTBEHHBIM CPeACTBaM A/s YesloBeka

FMABA 1 .
MPEAMET HACTOSALUEN ANPEKTUBbLI

Cratbsa 1

1. Hactoswas OUPEKTUBA YCTaHaB/IMBAET CEAYOWME MNONTOXKEHUA, KOTOPbIE AO/IKHbI NMPUMEHATBLCA B OTHOLLEHUN
nccneayemblx NIEKapCTBEHHbIX CPEACTB AJ1d YeloBEKa:



1.  MPUHUMMBI KAYECTBEHHOW KJIMHUYECKON NPAKTUKK U NOAPOGHbIE MpaBuia, COOTBETCTBYIOLWME 3TUM
NpVHLUMMNAM, CornacHo nyHkTy 3 ctatbn 1 upekTtuebl 2001/20/EC, oTHOCALMECS K MAAHUPOBAHMIO,
NPOBEAEHMIO M AOKYMEHTUPOBAHUIO KIIMHUYECKMX UCCIEA0BAHMI TaKMX IEKAPCTBEHHbBIX CPEACTB Ha NoAsX;

2. TpeboBaHMs K Bblhaye pa3peLleHust Ha NPOU3BOACTBO MM UMMOPT TaKMX NeKapCTBEHHbIX CPEACTB ,
cornacHo nyHkTy 1 ctatbu 13 Aupektusbl 2001/20/EC;

3. noppobHble NpaBua, cornacHo NyHkTy 5 ctatbu 15 Anpektmsbl 2001/20/EC, o gokyMeHTauum,
OTHOCSLLENCS K KITMHUYECKUM UCCNIEA0BAHMSIM, €8 apXMBUPOBaHMIO, KBanmbUKaLmMmn MHCMEKTOPOB U
npoueayp MHCMEKLUUN.

2. Mpu NpUMeHEHNN NPUHLMMOB, AeTaNbHbIX MPaBu U TPebOBaHUIA, YNOMSIHYTbIX B NMyHKTE 1 3TOWM CTaTby,

rocyapCTBa-yfieHbl AO/MKHbI MPUHUMATL BO BHUMaHME TEXHUYECKME BO3MOXKHOCTU UX MPUMEHEHWS], KOTOpbIe
noapobHO onucaHbl B PyKOBOACTBE, Onyb/nMkoBaHHOM Komuccueli B MpaBuniax, KacatowwmXcsl eKapCTBEHHbIX
cpeacts B EBponeiickoM cooblyectse (“The rules governing medicinal products in the European Community”).

3. Mpv NpUMEHEHUM NPUHLMMNOB, A€TasbHbIX NPaBWII U TPebOBaHMUI, YNOMSHYTbIX B NyHKTE 1 3TOW CTaTh, K
HEKOMMEPYECKMM KIMHUYECKUM UCCNIEA0BAHMSAM, NPOBOAMMBIX CeuuanncTamMmn 6e3 yyactus dapMaLleBTUYEeCcKom
MPOMBILLIEHHOCTH, FOCYAAPCTBA-YEHbI MOMYT UCMOMb30BaTh Creuuduyeckme noaxoasl, y4uTbiBatoLme 0COBEHHOCTH
TaKuX nuccnenoBaHuii (CM. rnaebl 3 1 4).

4. FocynapCTBa-yneHbl MOryT MpYHUMaTb BO BHUMaHWe 0co60e MosoXKeHne 3TUX UCCNeA0BaHuI, NNaHMpoBaHue
KOTOPbIX He TpebyeT yunTbiBaTb KOHKPETHbIE MPOLIECCH MPOU3BOACTBA M/ YAKOBKM YiKe 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX CPeAcTB, B KoHTekcTe [upekTusbl 2001/83/EC, M3roTOBAEHHbIX UAN UMMOPTUPOBAHHbLIX B
COOTBETCTBUM C MOJSIOXKEHUSIMU STOW >Ke AMPEKTUBbI, UCCNIE0BAHME KOTOPbIX OCYLLECTBNSIETCS Ha NMaLUMeHTax C TeMu
e XapaKTepUCTUKaMM, YTO U XapaKTEPUCTUKM, KOTOPblE OXBaTbIBAIOTCS KOHKPETHBLIM NOKa3aHWeM, NpMBEAEHHbIM B
perucTpaumMoHHOM CBMAETENLCTBE.

K MapknpoBke uccneayemblX TeKapCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX AN HEKOMMEPYECKUX KIMHNUYECKNX
UCCcnenoBaHWii, MOryT NPeAbSBASATLCS YNPOLLEHHbIE TPebOBaHWSI, YCTaHOB/IEHHbIE MpaBuiaMy KauyecTBEHHOM
KJIMHUYECKOW NPaKTUKN B OTHOLLEHWUN UCCNEAYEMbIX IEKAPCTBEHHbIX CPEACTB.

locynapcTBa-uneHbl JOMKHbI MHOPMMpoBaTL KoMUccHio, a Takxke Apyrve rocyaapcTea-yieHsl 060 Bcex
KOHKPETHbIX NOAX0AAX, NMPUMEHEHHbIX B COOTBETCTBUAMM C MOSIOXKEHUAMMW AAHHOIO NyHKTa. 3TW noaxoabl 6yayT
ny6mkoBaTbCsl Komuccumen.

FNABA 2

OCYLUECTBNEHUE KAYECTBEHHOW KJIMHWYECKOM MPAKTUKU NPU NJIAHUPOBAHWN,
NMPOBEAEHUN, AOKYMEHTUPOBAHUN KJINHNYECKUX UCCNEQOBAHUN U NYBJIMKALIUN UX
AAHHbIX

Paspen 1
KauecTBeHHasa KJIMHUYECKas NpaKTuKa
Cratbsa 2

1. MpaBa, 6e30MacHOCTb 1 Bnarononyune noaen, SBASIOLWKMXCS CyGbeKkTaMu UccnefoBaHUiA, AOKHbI AOMUHUPOBATL
Haj UHTepecaMmn Hayku u obliecTsa.

2. Kaxkaplii CneuuanucT, y4acTBYOLLIMIA B MPOBEAEHUN KIIMHUYECKOrO UCCNeIoBaHus, IO/MKEH UMETb 06pa3oBaHue,
NMOArOTOBKY M OMbIT paboTbl, 0becneunBatoLLme Ka4eCTBEHHOE BbIMOSTHEHWE CTOSALMX Nepes HUM 3aaau.

3. KnuHnyeckne nccnefoBaHmst 4OMKHbI 6bITb Hay4HO 060CHOBaHHBLIMK, U BCE MX aCmneKTbl 4OMKHbI COOTBETCTBOBaTb
3TUYECKMM MPUHUMMAM.

4. CnegyeT Ucnonb30BaThb Npoueaypbl, Heobxoammble ans obecrneyveHmnst KauecTBa KaXXaoro acrnekTa KIMHUYeCKnX
NccnenoBaHui.

CraTtba 3

[Ons noaTBepXKAEHMS LieNecoobpasHOCTM NpeaiaraeMoro KIMHUYECKOro UCC/efoBaHMs CieayeT UCMob30BaTh
VMEIOLLYIOCS IOK/IMHMYECKYIO M KITMHUYECKYI0 MHGOopMaLmMio 06 1ccieayemMoM iekapCTBEHHOM CPeACTBe.
KnuH14eckue nccnefoBaHms HeobxoanMo NPOBOAUTL B COOTBETCTBUM C TPEGOBAHMAMM XeNbCUHKCKOW AeKiapaumm
06 3TUYECKMX MPUHLMMNAX NPOBEAEHNS MEAMLIMHCKMX UCCIEA0BAHMIA C yHacTUEM NtOAE B KaYecTBE Cy6bLEKTOB,
KoTopasi 6blna NpuHsATa M'eHepasibHOM accambrieeit BceMmpHoii MeamumMHCKol accoupmaumnmn (1996).

Cratba 4



MpoTokon, onpeaeneHne KOTOporo AaHo B NyHkTe h ctatbm 2 Aupektuebl 2001/20/EC, ponmkeH coaepxaTtb
AeUHNLMN KpUTEPUEB BKITKOUYEHMS U UCKITIOYEHUSI CyObeKTOB, YHacTBYIOLMX B KIIMHUYECKOM UCCneaoBaHum, a
TaKXkKe onucaHne MOHUTOPUHIA ¥ NOAUTUKM Ny6MKauum AaHHbIX.

Mccnenosatenb 1 CNOHCOP AO/MKHbI MPUHMMAThL BO BHMMaHWE BCKO pefieBaHTHYO MHMOPMaLMIo, KacaroLLyrocs Havana
N NPOBEAEHNS KIIMHUYECKOrO UCCNef0BaHUS.

Cratba 5

Bcto MHbOPMaLMIO O KIIMHUYECKOM UCC/IEA0BaHUM HEOBXOAMMO 3aMuChiBaTb, 06pabaTbiBaTbh U XpaHUTb
TakuMM 06pa3oM, YTO6bl ee MOXHO BbI10 6e3 U3bATUIA NPeAaBaThb rNACHOCTW, UHTEPMPETUPOBATL U BEPUMULIMPOBATD
6e3 ywepba 451 KOHUAEHUMANBHOCTY CBEAEHMUIA O CyEbeKTax, yUYacTBYIOLMX B TAKOM UCC/IEA0BAHMUM.

Paspen 2
3TUUYECKNI KOMUTET

Cratba 6

1. Kaxkablii 3TUYECKMI KOMUTET, CO3AaHHbIN COrMacHo NyHKTYy 1 ctaTtbu 6 AupekTusbl 2001/20/EC, nomkeH
cobniogaTb COOTBETCTBYOLWME NpaBua Npoueaypbl, HeobxoanMble A1 yAOBNETBOpeHUs TpeboBaHmaM,
YCT@HOB/NEHHbIM B 3TOW AMPEKTMBE, W, B YAaCTHOCTM, MOSIOXKEHUSIM ee cTaTen 6 u 7.

2. CornacHo nyHkTy 5 ctatbu 15 Aupektnebl 2001/20/EC, 3TUYECKUI KOMUTET AOSKEH, B KaXK0M C/yJae,
XPaHUTb BaXKHbl€ AOKYMEHTbI, OTHOCALLMECS K JAHHOMY K/TMHUYECKOMY UCCNeA0BaHMIO, Ha MPOTSXKEHUM HE MeHee
Tpex NeT Nocsie 3aBepLUeHns 3TOro UCCeaoBaHus. B onpeaeneHHbIX CUTyaumsix STUYECKUIA KOMUTET A0/KeH
XpaHWUTb AOKYMEHTbI B TeyeHne 6onee AnnTeNnbHOro BpeMeHHU.

3. HeobxoanMo co3aaTh AeNCTBEHHbIE U 3(DhEKTUBHBIE CUCTEMBI A1 06MeHa MHdopMaLmnein Mexay
3TUYECKMMUN KOMUTETaMM U KOMMETEHTHLIMU OpraHaMu rocyAapCTB-y/ieHOB.

Paspen 3
CnoHcopbl

Cratba 7

1. CrnoHCop MOXET AeNernpoBaTh JI06Y0 1K BCe CBOM (PYHKLUM, CBSI3aHHbIE C KITMHUYECKMUM UCCIeA0BaHNEM,
KaKOMY-TO Y€SI0BEKY, KOMMAHWUUN, UHCTUTYTY WM OpraHn3aumu.

CnegyeT OTMETUTb, OAHAKO, YTO, B TaKUX CITy4asix, CMOHCOP OCTAETCS OTBETCTBEHHbLIM 3a 0becneyeHne Toro, 4Tobbl
NpoBeAeHNE KITMHUYECKMX UCCNEeN0BaHNUI U OKOHYATESNbHbIE AaHHbIE 3TUX UCCNEeN0BaHNUI COOTBETCTBOBAIM
nonoxexusm OupekTtusbl 2001/20/EC 1 HacTosLLEN ANPEKTUBBI.

2. WccnepoBatesnb U CMOHCOP MOMyT 6biTb OAHUM M TEM XKE JIMLIOM.

Paspen 4
Bpolwtopa uccneposatens

Cratba 8

1. CornacHo nonoxeHnam nyHkTa g ctaten 2 Aupektusbl 2001/20/EC, nHdopmaums B 6poLutope
uccnenoBaTenst 40MKHA 6bITb NpeACTaBneHa B KPAaTKOM, NPOCTOM, 06bEKTUBHOM, cbanaHCMpPOBaHHON U HepeknaMHOM
opme, KOTOpas AaeT BO3MOXHOCTb KIVHWUUMCTY MW NOTEHLUMANbHOMY MCCNEAO0BaTENIO NMOHSATL ee U MPOBECTM
6ecnpucTpacTHyto OLIEHKY TUMa PUCK-NOsb3a LienecoobpasHoCT NpeasiaraeMoro KIMHUYECKOro UCCEA0BaHMS.
MepBbIli MOAMYHKT KAacaeTcs Takoke J60ro 06HOBEHUS BPOLLIOPLI UCCeAoBaTeNs.

2. Ecnn nccnegyemoe nekapctBeHHOE CPeACTBO YXKe 3aperncTpupoBaHo, TO BMECTO 6pOLIJ}0pr nccneposartend
MOXHO UCNOJ1Ib30BaTb CBO,CI,HYIO XapPaKTEPUCTUKY Npenaparta.



3. CroHCop [A0/MKEH BanMAMPOBaTh M 06HOBNSATL GPOLLIOPY UCCNIEA0BATENS HE PEXE OAHOrO pasa B roA.

FNABA 3
BbIAAYA PA3SPELUEHNA HA NPON3BOACTBO U1 UMMNOPT JIEKAPCTBEHHOIO CPEACTBA

Cratbsa 9

1. PaspeleHne, cornacHo nyHkTy 1 ctatbhu 13 Avpektusbl 2001/20/EC, HeobxoamMMo nony4vaTh Ha BeCb
npoLecc NpoM3BOACTBA UCCeAyeMbIX JIEKAPCTBEHHBIX CPEACTB WM Ha OTAESbHbIE CTaAuM 3TOrO NPOLecca, a Takke
Ha pa3nnyHble NpoLecchl pacdacoBKu, YNaKOBKM UM MAapPKUPOBKW.. MNonyyeHne Takoro paspeLleHus HeobxoanMo u
B TOM C/ly4ae, Korja jieKkapCTBeHHble CPeACTBa NpeaHa3HaveHbl UCKNI0YUTENBHO A5 3KCnopTa.

Kpome TOoro, Heo6xoAMMO NonyyaTb pa3peLlleHre Ha UMMOPT SIEKapCTBEHHbIX CPEACTB U3 TPETLUX CTPaH B
rocyfapCTBO-Y/EeH.

2. CornacHo nyHkTy 1 ctateu 13 Aupektusbl 2001/20/EC, pa3pelueHve He TpebyeTcs Ans pacTBOpeHUs
NeKapCcTBEHHOrO CpefCcTBa nepes UCMoNb30BaHWEM UK pachacoBKO, B TeX Cry4asix, Koraa 3TU NpoLeccs
OCYLLECTBAAOTCS B 601bHULAX, MEANLMHCKMX LeHTPaxX Unn KNnHWKax dapmauesTamMmm IMbo MHbIMK cneuuanucTami,
odu1umanbHO YNOIHOMOYEHHbBIMU FOCYAapCTBaMU-UieHaM1 BbINOMHATb 3TU MNPOLECChl, U €CNN UCCreayeMble
NeKapCTBEHHblE CPeACTBa NpeAHa3HayYeHbl NCKIIOUYUTENBHO A8 UCMOMb30BaHWS B MEPEUMCIEHHDBIX YUpexXaeHuUsiX.

Crartbsa 10

1. [ns nonyyeHus paspeLLeHmns 3asBUTENb JOMMKEH YAOBNETBOPSATb, MO MEHbLUEW Mepe, Crieayowmm
TpeboBaHusM:

1. ykasbiBaTb B CBOEN 3asiBKE TUMbl JIEKAPCTBEHHBIX CPEACTB M (hapMaLeBTUYeckmx hopM, KOTOpbIE OH

cobupaeTcs Npovn3BOAUTL MW MMMOPTUPOBATb;

YKa3blBaTb B CBOEW 3asiBKE COOTBETCTBYIOLLME OMepaLmm, OTHOCSILUMECS K NMPOM3BOACTBY UMM UMMOPTY;

3.  NpW HEOBXOAMMOCTM, KaK B Cllydae C MHaKTUBALMEN BUPYCHbIX UM HETPAAMLIMOHHbLIX NpernapaTos,
OMUCbIBaTb B CBOEW 3asiBKE NPOU3BOACTBEHHLIN NPOLIECC;

4. ykas3blBaTb B CBOEN 3asiBKE MECTO, rAe fekapCTBEHHbIe CpeacTBa byayT NPOU3BOANTLCS MMM XPaHWUTLCS C
Lieniblo NPOU3BOACTBA UM MMMOPTA; B 3asiBKE A0/MKHbI 6bITh YKa3aHbl TakKe NOAXOAsLLME MOMELLEHNS
AOCTaTOYHON NIoLWaaK, TexHnYeckoe o60pyaoBaHMe 1 KOHTPOSbHbIE NPUBOPLI, COOTBETCTBYIOLLME
nonoxexusim upektnebl 2003/94/EC B OTHOLIEHNM NPOM3BOACTBA, KOHTPOJIS U XPaHEHMS NIEKAPCTBEHHbIX
CpeacTs;

5.  MOCTOSIHHO MMETb BO3MOXHOCTb MOJIb30BATHLCS YCyraMu Mo MeHblUel Mepe 0HOro KBann@UUMPOBaHHOIO
cneumnanncTa, CornacHo NosIoXXeHnsam nyHkTa 2 ctatbk 13 Aupektusbl 2001/20/EC.

N

[Ansa uenen noanyHkTa (a) NyHKTa 1 MOHATUE «TUMbl IEKAPCTBEHHbBIX CPEACTB» OXBaTbiBAET NMPOAYKTbI KPOBMU,
MMMYHOJIOrMYEeCKUe npenapaTbl, KIETOYHbIE NMpenapaThl, FeHeTUYECKME npenapaTbl, GUOTEXHONOrMYeckme
npenapartbl, NPOAYKTbI, SKCTParMpoBaHHblE U3 OpraHW3Ma YesioBeKa U XXUBOTHBIX, pacTUTENbHbIE NpenapaTbl,
romMeonaTuyeckue npenapatbl, paavModapMaLeBTUYeckue npenapatbl 1 Npenapatsbl, COAepXallme XMMuyeckue
aKTUBHbIE UHFPEANEHTBI.

2. 3aaBUTENb LOMDKEH NPUIOXUTb K CBOEH 3asiBKe [OKYMEHTaNbHOE NOATBEPXKAEHUE TOrO, YTO OH YAOBNETBOPSET
TpeboBaHMsAM MyHKTa 1.

Cratbsa 11

1. KoMneTeHTHbIN rocyAapCTBEHHbIV OpraH AO/HKEH BblAaBaTh pa3peLleHne TOMbKO NOC/e NPOBEPKM Ero
COTPYAHUKAMM TOYHOCTU MHDOPMaLMK, NPefoCTaBNeHHOW 3asiBUTENEM CornacHo ctatbe 10.

2. ['ocyaapcTBa-yneHbl AOMKHbI MPUHUMATL Mepbl K TOMY, 4TOObI Npoueaypa BblAauv paspelleHns 3aHuMana He
6onee 90 gHel Co AHS MOJTyYeHUS] KOMMETEHTHBIM OPraHOM 3asiBKM, COOTBETCTBYIOLLEN BCEM CYLLECTBYHOLUM
TpeboBaHUAM.

3. KOMMNEeTeHTHbI OpraH rocyapcTBa-ysieHa MOXeT NoTpeboBaTh OT 3asBUTENS NPeAOCTaB/IEHNUS AOMONHUTENBHOM
MH(OpMaLMK 0 AeTansx, NpUBEAEHHbIX COrnacHo NyHKTY 1 ctatbu 10, BkIOYas MHGOPMALMIO O
KBaNMMULMPOBAHHOM CrieLmanmcTe, HaxoAsaLWeMCs B PacnopsiKeHUN 3asaBuUTenst COracHo NoanyHKTy (e) nyHkTa 1
ctaTbu 10.

B Tex cnyyasx, Koraa COOTBETCTBYHOLUMIA KOMMETEHTHbIV OpraH 3anpallvBaeT Y 3asBUTENS AOMNOTHUTENbHYIO



VIHd)OpMaLI,MPO, CPOKKM PaCCMOTPEHNA 3adBKN U BblAayn pa3pelleHns, YKa3aHHbIe B MYyHKTE 2, MoryT 6bITb OTOABWUHYTbI
[0 npeaoctaBneHna TaKoW AOMOSIHATENbHOM MHd)OpMaLWIVI.

Cratbsa 12

1. Ans obecnevyeHns yaoBNeTBOPeHUsi TpeboBaHMsaM, cchopMyMpPOBaHHbIM B CTaTbe 10, yCIOBMEM MOydeHus
paspeLLeHnst MOXET BbiTb BbIMNOIHEHWE 3asiBUTENEM OMNpeaesieHHbIX 0653aTeNbCTB, BO3/IOXKEHHBLIX HA HErO MpK
BblAaye pa3peLleHns Uan No3aHee.

2. PaspelueHne AOMKHO pacnpoCTpaHSATLCS TONbKO Ha MOMELLEHMS], YKa3aHHbIE B 3asiBKe, a Takxke Ha TUMbl
NeKapcTBEHHbIX CpeacTB U (hapMaLeBTMHeckux opM, ykasaHHbIe B 3asiBKE COrIacHO MOANYHKTY (@) NyHkTa 1 ctaTby
10.

Crartbsa 13
[epxaTeNb paspeLleHns O/MKEH YAOBNETBOPSATb, MO MEHbLUEN Mepe, CrieaytowmM TpeboBaHUAM:

1. nonb3oBaTbCs yCyramy nepcoHana, KoTopblii COOTBETCTBYET OULIMANbHBIM KPUTEPUSIM, AENCTBYIOLWMM B
[JaHHOM rocyaapCTBe-yeHe B OTHOLLEHUM NPOM3BOACTBA U KOHTPOJIS IEKapCTBEHHbIX CPEACTB;

2. YHUYTOXATb UCCNeayeMble/3aperncTpypoBaHHble NTeKapCTBEHHbIE CPeACTBa TO/IbKO B COOTBETCTBUM C
npaBuiamm, AeNCTBYIOWMMM B AAHHOM roCyAapCTBE-U/EHE;

3. 3apaHee yBeAOM/ATb KOMMETEHTHBIN OpraH O N06bIX U3MEHEHUSIX, KOTOPbIE OH HAMEPEH BHECTU B
NOJIOXEHWS, MPeAyCMOTPEHHbIE NYHKTOM 1 ctatbu 10 1, B 4YaCTHOCTM, HE3aMeANUTENbHO MH(POPMUPOBATL
KOMMETEHTHbIM OpraH 0 TOM, YTO KBaIMULIMPOBaHHbIV CNELMANIUCT, O KOTOPOM UAET peyb B MyHKTe 2
ctatbu 13 Aupektunebl 2001/20/EC, HeOXMAAHHO 3aMEHEH APYrUM CNELMannCcToM;

4. obecneunBatb B Ntoboe BpeMs AOCTYN B CBOM MOMELLEHUS MPEACTaBUTENSM KOMMNETEHTHOrO opraHa
[AHHOro rocyaapcraa-yneHa;

5. obecneumBatb KBaNMMULMPOBAHHOMY CMELMANUCTY, O KOTOPOM MAET pedb B NyHKTe 2 cTaTb 13 [AMpeKTuBbl
2001/20/EC, ycnoBusi Ans OCyLIECTBNEHNS ero 06513aHHOCTEN, HanpyUMep NpPeaoCcTaBnsas B €ro
pacrnopsihxeHune Bce HeobxoarMoe 060pyaoBaHve, peakTuBbl U T.1.;

6. cobnoaaTtb NpyHUMNBLI 1 NpaBuna GMP, kacarowmecs NpoM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, KOTOpbIe
yCTaHOB/EHbI 3akoHOM CoobLyecTBa.

MoapobHble npaBuna, COOTBETCTBYIOLME NPUHLUMMAM, KOTOpble YNoMsaHyThl B nyHkTe (f), 6yayT onybnvkosaHbl
Komuccumeii 1, npu HeobxoamMmMocTu, 6yayT perynspHoO nepecMaTpuBaTbhCs /1S TOro, YTObbl COOTBETCTBOBATb HAay4HO-
TEXHUYECKOMY Mporpeccy.

Crartba 14

B TOM criyyae, ecnv AepxxaTtenb paspeLleHnst 06paTUTCs ¢ Npocbboi 06 M3MEHEHUN KaKOro-mbo
MONIOXEHWSI, YKA3aHHOrO B MOAMYHKTaX «a-e» NyHkTa 1 ctatbk 10, BpeMsi pacCMOTPEHUS TaKoW NMPOCkObl HE [IO/MKHO
npesbiwaTtb 30 AHEN. B UCKOYMTENbHBIX CUTYaLMsIX CPOK PaCCMOTPEHUS TakoW NMPOCbObl MOXET BbITb YBENNYEH A0
90 aHen.

Cratba 15

KoMneTeHTHbIN OpraH A0JHKeH NpUoCTaHOBUTb MIM OTO3BaTb BblAaHHOE UM pa3pelleHne, NOJIHOCTbIO NN
YaCTMYHO, €C/IN AepKaTeslb paspeLleHysi B 060/ MOMEHT BPEMEHW MepPeCTaHET YAOBIETBOPSITb COOTBETCTBYHOLLMM
TpeboBaHUAM.

FT1IABA 4
MACTEP-®AIN KNTMHUYECKOIO UCCNTIEAOBAHMSA U APXUBUPOBAHUE AJOKYMEHTALUMN

Crartbsa 16

[lokyMeHTauus1, Ha3BaHHas B NyHKTe 5 ctaTtby 15 Aupektuebl 2001/20/EC «MacTep-daiin», AomkHa
COCTOSITb M3 OCHOBHbIX JOKYMEHTOB, KOTOPbIE AAOT BO3MOXHOCTb KaK MPOBOAUTb KIIMHUYECKOE UCCNef0BaHUE, TaK U



OLEHMBaTb Ka4YeCTBO MOYyYaeMbIX AaHHbIX. DT JOKYMEHTbI AO/MKHbI NOKa3biBaTb, YAOBNETBOPSIOT /1
MCCNeaoBaTesb U CMOHCOP MPUHLMMNAM U NMpaBuiaM KauyeCTBEHHON KIMHUYECKOW NPaKTUKK, a Takxke
COOTBETCTBYHOLMM TpeboBaHUsIM, B YaCTHOCTK, npunoxeHuto 1 k Anpektuse 2001/83/EC.

MacTep-alin KIMHUYECKOro NCCNeAoBaHMs AOMKEH CY>XXTb OCHOBOM A/s ayauTa, NPOBOAMMOrO HE3aBUCUMbIM
ayaAMTOPOM CMOHCOPA, Y ANs MHCNEKUUN NpeaCTaBUTEeNsSIMU KOMMNETEHTHOrO opraHa.

CoaepxxaHue OCHOBHbIX OKYMEHTOB [0/HKHO COOTBETCTBOBATb OCOBEHHOCTSAM KaXkaoM hasbl KNMHNUYECKOrO
nccnenoBaHus.

Komuccmsa onybnmkyeT A0NOMHUTENBHOE PYKOBOACTBO A KOHKPETU3ALUMM COAEPKaHUS STUX AOKYMEHTOB.

Cratbsa 17

CrnoHcop ¥ uccnepoBaTesib 06513aHbl XPaHUTb OCHOBHbIE JOKYMEHTbI, KacaroLMecst KIMHUYECKOro
UCCNEAOBaHMS, Ha NPOTSXKEHWUM HE MEHEE MSTY NIET NOC/Ee ero 3aBepLUeHus.
OHW AOMKHBI XpaHUTb Takue [OKYMEHTbI A0SIbLUe, eCiM 3TOro TpebytoT Apyrve OTHOCSLUMECS K Aeny NpaBuna, uim
Mo B3aMMHOMY COrMALLIEHMIO MEX/y CMIOHCOPOM U UCCNEA0BaTENEM.
OCHOBHbIE JOKYMEHTbI ClieflyeT apXMBMPOBaTh TakUM 06pa3oM, YTOOb! OHM Bblnn SIEFKO AOCTYMHbI, MO 3anpocy, Ans
npeacTaBUTesnieil KOMNETEHTHBIX OPraHoB.
MeAMUMHCKYIO0 AOKYMEHTaLMIO, KacatoLLytocsi CyGbeKTOB KIIMHUYECKOr0 UCCIeA0BaHsl, HEO6X0AMMO XpaHUThL B
COOTBETCTBUM C HaLMOHaNIbHbIM 3aKOHOAATENIbCTBOM U B TEUYEHWE MAaKCMMasibHOMO Neproaa BPEMEHM,
YCTaHOBJIEHHOTO KOHKPETHOW 60/IbHULIEN, MHCTUTYTOM MJIM YaCTHOMN MPAKTUKOW.

Cratbsa 18

Jobas nepeaada npasa COBCTBEHHOCTU Ha AaHHbIE UK OOKYMEHTbI A0J1KHa 6bITb 3al0KyMEHTUPOBAHA.
HoBbli1 Bnaaenew, A0/MKEH HECTU OTBETCTBEHHOCTb 3a XpaHeHVEe N apxXnBUpoBaHUe AaHHbIX COrnacHo cTatbe 17.

Cratbsa 19

CrnoHCop A0/MKEH HAa3HAYUTb 13 YMCTIa CBOMX COTPYAHMKOB UL, OTBETCTBEHHBIX 3@ BEEHNE apX1BOB.
[JocTyn K apxvBaM OS/HKHbI UIMETb TOJSIbKO CneLmanibHO Ha3HauyeHHble Nnua, OTBeYaroLWme 3a X BeaeHre.

Crartbsa 20

Ycnosus XpaHeHUSA OCHOBHbIX AOKYMEHTOB AOJIKHbI obecneumBaTtb MX LE€TOCTHOCTb U MNOJIHYO COXPaHHOCTb
Ha MPOTSHKEHWM BCEro NEpUOAa XPaHEHNS, @ TakKe AOCTYMHOCTb, MO 3anpocy, ANs NPEeACTaBUTENEN KOMNETEHTHbIX
OpraHos.
Nobble N3MEHEHUs, BHOCUMbIE B JOKYMEHTbI, AO/KHbI JIETKO OTCNEXNBATLCA.

FNMABA 5
MHCNEKLUA

Crartba 21

1. MHCneKkTopbl, Ha3Ha4YeHHble rocyAapCcTBaMmM-yYieHaMmn cornacHo nyHkTy 1 ctatbun 15 AupekTtuebl 2001/20/EC,
[OMKHbI UMETb NPeACTaBNeHne 0 KOHMUAEHLUMANbHOCTY MHAOPMALIMKN U COXPaHATb 3Ty KOHMDUAEHUMANbHOCTb B TEX
CNlyyasix, Korga OHW MoyYatoT AOCTYN K KOHbUAEHUMANbHON MH(OPMaLmmn B pe3ysibTaTe MHCMEKLUMI Ka4yeCTBEHHO
KJIMHMYECKOW NMPaKTUKM COTIacHO COOTBETCTBYHOLMM TpeboBaHuaM CoobLlecTBa, HaUMOHaIbHBIM 3aKOHaM Wi
MEeXAYHapPOAHBIM COrnalleHusM.,

2. locyaapcTBa-yneHbl A0/MKHLI FapaHTUPOBaTh, YTO MHCMNEKTOPbI MMEIOT BbiClLee 0bpa3oBaHue unv obnaaatoT
paBHO3HAYHbIM OMbITOM paboTel B 06n1acTn MeanumHel, dhapmaumm, dapMakonorum, TOKCUKONOrUK UM POACTBEHHbIX
obnactsix.

3. locyaapcTBa-uneHbl J0/MKHbI 06eCrneumnBaTh YCI0BUS NS MPOXOXAEHUS UHCNIEKTOPaMU COOTBETCTBYIOLLEN
MOArOTOBKM, PEry/sPHOI OLIEHKM MX NOTPEBHOCTM B MEPEMNOArOTOBKE, @ TaKKe MPUHUMATL COOTBETCTBYIOLME MEPDI
ANsi NOAAEPXKAHNS U MOBLILIEHNA MX KBANUMUKALN.

KpoMe Toro, rocyaapcTBa-y/ieHbl A0/MHKHbI CO3AaBaTh YC/IOBUS A/ MOMYYEHUS MHCMEKTOPAMM 3HAHUIA O NMPUHLMMAX U
MpoLIeCcax, NPUMEHSIEMbIX MpY Pa3paboTKe JIEKAPCTBEHHbLIX CPEACTB 1 NPOBEAEHUN KIIMHUYECKUX UCCNEeA0BaHMN.
MOMMMO 3TOr0, MHCMEKTOPbI [A0/MKHbI BbiTh 3HAKOMbI C COOTBETCTBYIOLLMM 3aKOHOAATeNbCTBOM CoobLIecTsa
HaLMOHAa/IbHLIMX 3aKOHaMM 1 NpaBuUiaMm, KacaloLMMMUCS NPOBEAEHUS KIMHUYECKUX UCCNIEA0BaHUIA 1 perncTpaumm
NEeKapCTBEHHbIX CPEACTB.

VIHCNEeKTOpbI AOMKHBI BbITh 3HAKOMbI C NPOLIEAYPaMun U CUCTEMaMK PEMUCTPaLIMK KIIMHUYECKMX AaHHbIX, @ Takxke C



OpFaHVIBaLI,MEI\;i n CbYHKLIMOHVIpOBaHMEM CUCTEMbI 34PaBOOXPaHEHNA B COOTBETCTBYIOLLUUX roCyaapCTBax-yieHax u,
npu HeO6XO,CIMMOCTVI, B TPETbUX CTPpaHaxX.

4. locynapcTBa-uneHbl OMKHbI BECTU NMOCTOSIHHO OBHOBIISIEMYHO JOKYMEHTALMIO O KBanudvKaLmm, NoaroToBKe
1 onbiTe paboThl KaX/A0ro MHCMEKTopa.

5. Kaablll MHCNEKTOP A0MKEH UMETb AOKYMEHT, B KOTOPOM OMWCaHbl CTaHAAPTHbIE pabouve npoLeaypb! 1
Noapo6HO M3MI0XKEHbI ero 06583aHHOCTM, cchepbl OTBETCTBEHHOCTM U TEKYLLME NOTPEGHOCTM B NEPENOAroTOBKE.
YKasaHHble npoLeaypbl HEO6X0AMMO perysipHO 06HOBMATL, YTOBbI MOAAEPXKMBATbL UX COOTBETCTBUE HAYUHO-
TEXHUYECKOMY MPOrpeccy.

6. MHCneKTopbl JOMKHbI UIMETb COOTBETCTBYHIOLLME JOKYMEHTbI, MAEHTUMOULMPYIOLLME UX JIMYHOCTb U
AOIKHOCTb.
7. Kazblii MHCNEeKTOp A0/MKEH NoANUcaTh Aeknapaumio 0 NobbIX PUHAHCOBBIX UM UHBIX CBA3SIX C

NHCNEKTUPYEMbIMU OpraHnU3alnsamMu. 3Ty AeKnapauuio HeobxoanMo Y4UTbIBaTb NMPU Ha3HAYEHUN KOHKPETHOIO
obbekTa MPOBEPKK AN KaXaoro MHCNeKTopa.

Crartba 22

C uenbto obecneyeHuns KBannMUKaLmm 1 KOMNETEHTHOCTW, HEOBXOANMBIX MPU NMPOBEAEHNN KOHKPETHbIX
MHCMEKLMIM, rocyapCTBa-useHbl MOryT Co34aBaTh 6puragbl U3 MHCMEKTOPOB U 3KCMEPTOB, 06/1aAatoLwmx
COOTBETCTBYIOLLEN KBanudrKaumen n onbIToMm paboTsl, C TEM YTOObI BCE BMECTE OHW MOTJIM MPOBOAUTL
KayecTBEHHbIE MHCMEKLMM.

IT1ABA 6
MPOLEAYPbI MHCNEKLUUN

Crartba 23

1. MHCMeKUMM KauecTBEHHOWN KIMHUYECKOW NPaKTUKM MOTYT OCYLLECTBAATLCS B SI0O0M M3 YKa3aHHbIX HUXE
CUTYaLWIA:

1. [0, BO BpeMs Ui Mnocsie NpoBeAeHNst KIMHUYECKUX UCCIel0BaHWIA;
2. B KayecTBe COCTaBHOM YacTy BEpUUKALMM 3asiBOK HA PEFMUCTPaLMIO JIEKAapCTBEHHBIX CPEACTB;
3. B KayecTBe KOHTPOJIbHOrO HabMAEHWS MOCNE PErUCTPaLIMK.

2. CornacHo nyHkTy 1 ctatbk 15 AupekTtnebl 2001/20/EC, MHCNEKLUMN MOXET NHULMMPOBATb M KOOPANHMPOBATb
EBponeincKkoe areHTCTBO MO KOHTPOJIIO HaZ SIeKapCTBEHHLIMU CPEACTBaMM B paMKax noctaHoBneHus (EC) NQ
726/2004 EBponeiickoro napnameHTa v CoBeTa [4], B YaCTHOCTV B CBS3U C MPOBEAEHMEM KITMHUYECKMX
UccnefoBaHuWii, CBSA3aHHbIX C 3asiBKaMM Ha perncTpaumio, MoCpeACcTBOM MpoLeypbl, KOTOpasi yCTaHOBMEHA 3TUM
MOCTaHOBMIEHUNEM,

3. MHcnekumm HeobxoaMMo OCYLLECTBSTb B COOTBETCTBUM C PYKOBOACTBOM MO NMPOBEAEHUIO MHCMEKLMIA,
KoTopoe pa3paboTaHo C Lesiblo COBMECTHOIO NPU3HaHWS pe3ynbTaToB MHCNeKUMK cTtpaHamm CoobluecTsa.

4. locyaapcTBa-yneHbl AOMKHbI CTPEMUTBCS K YTYHLIEHWIO U FapMOHM3aLUMW PYKOBOACTBA MO MPOBEAEHMIO
MHCMEKLMI B COTPyAHMYecTBe C KoMmccuen n AreHTCTBOM MOCPEACTBOM COBMECTHbIX MHCMEKLMM, UCTMOJIb30BaHMS!
COracoBaHHbIX MPOLIECCOB M MPOLEAYp M OBMeHa OMbITOM 1 3HAHUSIMU.

CraTtbsa 24

locynapcTBa-yneHbl AOMKHbI NpesjaBaThb MNacHOCTU Ha CBOEN TepPUTOPUM AOKYMEHTBI, KadatoLumecs
Co6M0AEHVSI NMPUHLMMOB KaYeCTBEHHOW KIIMHUYECKON NPakTUKK. <;br /> OHW JO/MKHbI CO3AaTh OPUANYECKYHO U
aAMVHUCTPATMBHYIO CTPYKTYPY AJIsi MPOBEAEHMS] MHCMEKLUMI KaYeCTBEHHOW KIIMHUYECKOW NPaKTUKK; 3Ta CTPYKTypa
[OMkHa obecrneumBaThb NpaBoO MHCMEKTOPOB NoceLlaTbh MecTa NPOBEAEHUS KIIMHUYECKUX UCCNE0BaHNUN U UMETb
[OCTYMN K COOTBETCTBYIOLMM AiaHHbIM. C NMOMOLLbIO Takol CTPYKTYpbl FOCyiapCTBa-UneHbl JOMKHbI 0becneunsatsb, No
3anpocy U B COOTBETCTBYIOLMX CUTyaLMsIX, AOCTYN UHCMEKTOPOB KOMMETEHTHBIX OPraHOB APYrvX FrOCYAapCTB-4/IEHOB
B MECTa NpOBeAEHMs KIIMHUYECKUX UCCIE0BAHMIN U K COOTBETCTBYHOLLMM A@HHBIM.

Crartba 25



FocyzfapcTBa-uneHbl AOMKHbI BbIAENSATb AOCTATOUYHbIE PECYPCHI U UMETH AOCTAaTOYHOE YMCIIO MHCMIEKTOPOB
Aans obecnevernst ahdeKTUBHON NPOBEPKM COBNOAEHUS TPEBOBaHUI KAUECTBEHHON KIIMHUYECKOW MPaKTUKM.

Crartbsa 26

locyaapcTBa-yneHbl A0/MKHbI pa3paboTaTb COOTBETCTBYIOLIME NPOLEAYPb MPOBEPKM COBMIOAEHUS
TpeboBaHUI Ka4yeCTBEHHOMN KTMHUYECKOWN NPaKTUKMK.
3TU npoueaypbl AOMKHbI BKIHOYaTb CPEACTBA NPOBEPKM MpoLeayp pyKOBOACTBA UCCIEA0BAHUAMMI U YCIOBUIA, B
KOTOPbIX OCYLLECTBISETCSA MIaHUPOBAHWE, NMPOBEAEHNE, MOHUTOPUHT KITMHUYECKUX UCCIeA0BaHWA U PerncTpaums ux
[aHHbIX, @ TAKKe CPEACTBa OCYLLECTBIIEHWUS] KOHTPOJIBHOrO HabMtoAEHMS.

Crartba 27

locynapcTBa-uneHbl A0/KHbI pa3paboTaTb COOTBETCTBYIOLME NPOLIEAYPbl A

—

Ha3HayeHWs 3KCNepToB B MOMOLLb MHCNEKTOPaM B Clyyae HeobxoaMMocCTH;

2. obpalleHus K ApyruM rocyaapcrBaM-ysieHaM ¢ Npocbboi 0 NpoBeAeHNN MHCMEKLMM U OKa3aHUW MOMOLLM,
cornacHo nyHkTy 1 ctatbu 15 Aupektusbl 2001/20/EC 1 ans COTpyAHUYECTBA B MPOBEAEHUM UHCMEKLMI B
LpYroM rocyaapcree-yneHe;

3. OpraHu3auMu MHCMEKUMIA B TPETbUX CTPAHaX.

Cratbsa 28

locynapcTBa-ynieHbl AOMKHBI XpaHWUTb AOKYMEHTALMIO HAaLMOHAsbHBIX M, B COOTBETCTBYIOLUMX CIyYasX,
MEeXAYHaAPOAHbIX MHCMEKLMIA, KacaloLLytoCsl, B YaCTHOCTU, CTaTyca cobtoaeHns TpeboBaHUS KaueCTBEHHOM
KJIMHUYECKON MPAKTUKM 1 KOHTPONIbHOrO HabntoaeHus.

Crartbsa 29

1. [lns rapMOHM3aLMK NPOBEAEHUS MHCMEKLMIA KOMMETEHTHBIMU OpraHaMm pasHbIX roCy1apCTB-Y/IeHOB
Komuccus, nocne KOHCynbTaumm € rocyapCTBaMm-UnieHaMu, A0/MKHa Ony6IMKoBaTb PyKOBOASILUME [JOKYMEHTI,
coziepxallne obLme NoNOXEHUS O NPOBEAEHUN TaKWX UHCMEKLMIA.

2. [ocynapcTBa-uneHbl A0/MKHbI 06€CreUnTb COOTBETCTBME HALIMOHASbHBIX NMPOLEAYP UHCMEKLMMN MONTOXEHUSMU
PYKOBOZSLLMX IOKYMEHTOB, YNOMSIHYTbIX B MyHKTE 1.

3. PykoBoAsiLLME JOKYMEHTbI, YNIOMSIHYTbIE B MYHKTE 1, MOXHO perynisipHo O6HOBNSATb, C TEM YTO6bI OHU
COOTBETCTBOBA/IM HAY4YHO-TEXHUYECKOMY MPOrpeccy.

Crartbsa 30

1. locynapcTBa-uneHbl 0653aHbl MPUHATL BCe HeobxoauMble npasuna, obecneymsatowme cobnogeHme
KOH(MAEHUMANbHOCTM UHCMEKTOPaMN U APYrMMK CneumnannucTamm. B oTHOWEeHMN nepcoHanbHbIX AaHHbIX CyObekToB
KJIMHWYECKMX UCCneaoBaHuiAi HeobxoamMo cobntoaatb TpeboBaHus AvpekTuebl 95/46/EC, npuHsiToln EBponeiickum
napnameHTom n Cosetom [5].

2. ['ocypapcTBa-yneHbl MOTyT NPeAOCTaBIATb OTYETbI 06 MHCMEKUMSX TOSIbKO MOJTyyYaTensM, YKa3aHHbIM B
nyHkTe 2 ctatbu 15 Anpektmebl 2001/20/EC, B COOTBETCTBUM C HALMOHAMIbHBIMU NPaBUaMy roCyAapCTB-4HEHOB U
COrflacHO AOroBOpPeHHOCTSM Mexay CoobLeCcTBOM M TPETbMMU CTPaHaMU.

FNABA 7
SAKJ/TFOMUTEJIbHBIE MOJIOXXEHUA

CraTtbsa 31

1. locyaapcTBa-yneHbl AO/MKHbI BBECTY B AENCTBME 3aKOHbI, MOA3aKOHHbIE aKTbl U aAMUHUCTPATUBHbIE
npaBuna, HEO6XoAMMbIE AN YAOBNETBOPEHUSI TPEGOBAHWI HACTOSILLEN ANPEKTMBBI, He no3aHee 29 sHBaps 2006 r.



OHM [OMKHBI HE3aMeASIMTENBbHO NPeAoCTaBnsTh KOMUCCUM TEKCTbI STUX JOKYMEHTOB 1 TabnuLbl KOppensaumm Mexay
3TUMM JOKYMEHTaMU U HaCTosILLeN AUPEKTUBON.

Ecnu rocynapcTBa-yuneHbl NPUHUMALOT 3TU AOKYMEHTbI, TO MOCNEAHNE AOKHbI COAEPXKaTb CChI/IKY Ha HACTOSILLYIO
AVPEKTVBY UMM >Xe COMPOBOXAATLCS TaKoM CCbINIKOM B Clydae nx obuLmanbHOM nybnukaumm. FocyaapcTaa-yneHsl
LOJKHbI CAMOCTOSITENTbHO OMPEAENUTL MEXaHW3M yKa3aHWUsl STOW CCbIMKM.

2. locyaapcTBa-uneHbl A0/MKHbI MPeaocTaBsTh KOMUCCUM TEKCT OCHOBHBIX MOMOXEHUI HALMOHabHOMO
3aKOHA, KOTOPbIV OHW MPUHANK B cepe, NoAanaaatoLLei noa AeUCTBUE HACTOALLEN ANPEKTUBI.

Crartba 32

HacTosias AMpeKkTMBa BCTYNUT B CUY Ha ABaauaThi AeHb nocne ee nybnukauuu B Official Journal of European
Union.

CraTtbs 33
HacTosiwasa ampekTmBa agpecoBaHa BCeM rocyaapcream-yneHam EC.
CoctaeneHa B bproccene 8 anpens 2005 r.
OT nmeHn Komuccumn,
Gunter Verheugen
Buue-npesnaeHT
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