NHOPOPMAINMOHHO-AHAIUTHYECKAS CIIPABKA
0 MOCJICACTBUAX BJIUSHUA MPOEKTA pPelIeHUs
EBpa3uiickoil 53KOHOMHUYECKOl KOMUCCHH HA YCI0BUSA
BeeHU NPeANPUHUMATEIbCKON AeATEIbHOCTH

HaumenoBaHnue IIPOCKTa PCHICHUA: IMPOCKT PACIIOPAKCHUS Konneruu

EBpasuiickori skoHOMHYeckor komuccuu «(O 1mpoekte penieHuss CoBera

EBpasuiickoii 3xoHoMmueckoil komuccun «O ITlpaBmiax HaJuiekalei

KJINHUYECKOU OPaKTHUKA EBpasutickoro YKOHOMUYECKOTO

COIO3a».

(moJIHO€ HAaMMEHOBAaHUE MTPOEKTA peleHus: EBpasuiickoil 3KOHOMUUYECKOH
komuccuu (EDK))

1. IIpoOiiema, Ha penieHHe KOTOPOM HANPABJEH MPOEKT pelieHUs:
EBpa3suiickoii 3xoHOMUYeCKO komMuccuu (nanee — Komuccus).

Buenpenne o0O0mMMX NPUHIUMIOB JOKA3aT€ILCTBEHHOW MEIMIIMHBI,
a TakKxe NpEeAbSBICHUE  Pa3IMUHBIX  00s3aTebHBIX  TpeOOBaHUI
IpU TMPOBEJICHUU KIMHUYECKUX HCCIIECIOBAHUI JIEKAPCTBEHHBIX CPEICTB
B 3aKOHOJATEJIbCTBAX TOCYAAPCTB — WIEHOB EBpa3uiCKOro 3KOHOMHYECKOTO
coro3a (mamee — Coro3), W pazIuyus B MOAXOJaX K IPEACTABICHUIO
pe3yJabTaTOB  KIMHUYECKOTO u3y4ueHus dJ(PGEeKTHBHOCTH, O€30MacHOCTU
U TIEPEHOCHUMOCTH  JICKAPCTBEHHBIX  MpenaparoB  oOyCIaBIMBAIOT
CYILIECTBOBaHME 0apbepoB B OOpaIlleHUHU JICKAPCTBEHHBIX CPEJICTB B paMKax
Coro3a, OCHOBHBIMU MIPEMSATCTBUAMHU, B TOM YHCIIE, SBIISICTCS HEOOXOAMMOCTh
MPOBEACHUS JIOKATbHBIX HUCCIIEIOBAHUIA.

2. lleab peryJupoBaHmusi.

Hensmu npunsatus npoekra pemeHuss Cosera  EBpasuiickoit
sKOHOMHUYECKOM Komuccuu «OO0 yrBepxkaeHun IlpaBunm Hamiexaiieu
KIIMHUYECKOM TpakThUKU EBpa3uiicKoro 3KOHOMHUYECKOTO cO3a (nanee —

IIPOCKT PCIICHUA KOMI/ICCI/II/I) ABJIOTCA YCTAHOBJIICHHC CIWHBIX IIPpaBUII
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KIMHAYECKOTO  HuccienoBaHuss  3(G@QEeKkTMBHOCTH U 0O€30MacCHOCTHU
JIEKAPCTBEHHBIX MPEMAparoB ¢ YYETOM IMEPEIOBOTO MEKAYHAPOIHOTO OIBITA
JUIsl 00ecriedeHus] BO3MOXKHOCTU TPOBENCHUS] KIMHUYECKUX HCCIETOBAHUN
10 €AUHBIM MpaBuwiaM B pamkax Coro3a B OJHOM W3 TOCYIApCTB — YICHOB
Cor3a M mocnenyrouiee NpU3HAHUE KX PE3YNIBTATOB YIIOJIHOMOYEHHBIMU
opraHamMu Apyrux rocygapctB-wieHoB Coroza. IlonmoxkeHuss npoekra
pemienuss Komuccum — HampaBieHbl HA  MCKIIOYEHHE  BO3MOXXHOCTH
NPENCTABICHUS]  HEAOCTOBEPHBIX  JIAHHBIX O  OE30MacCHOCTH  WIIU
3¢h(HEKTUBHOCTU JIEKAPCTBEHHBIX IPENaparoB, HapyIICHUs MpaB MaIlMeHTa
(o6poBoIIBITA) npu MPOBEIACHUH KJIIMHUYECKHUX UCCIIEOBAHUM
JIEKapCTBEHHBIX IpEnaparos.

3. I'pynna Jiui, Ha 32aI0UTY HHTEPECOB KOTOPBIX HANPABJICH NMPOEKT
pemienust Komuccuu.

IIpoext pemenus Komuccun HampaBiieH Ha 3allUTy HWHTEPECOB
MAIlMEeHTOB (I0OpOBOMBIIEB) TrocyaapcTB — wieHOB (Cor3a — CyOBEeKTOB
KJIMHUYECKUX UCCICIOBAHUN U IPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEACTB.

4. Anpecarbl  peryJiMpoBaHMsl, B TOM 4HCJIe CyObeKTbI
NPeANPUHUMATEIbLCKON 1eATeJIbHOCTH, M BO3/eiiCTBHE, OKa3biBaeMoOe HA
HHUX peryJMpoBaHUEM.

Anpecaramu pErylnupoBaHus BBICTYHAIOT POU3BOJUTEINN
JIEKApPCTBEHHBIX  CPEICTB  (CHOHCOPHl  KIMHUYECKUX  MCCIICIOBAHUM),
HKCIIEPTHHIC COBETHI MEIUIIMHCKUX OpraHu3aiuid (He3aBUCUMbIC ITHUUYECKUE
KOMUTETBl MEIUIHUHCKUX OpPraHU3alfil) M MCCIEAOBATEIM MEIUIUMHCKUX
OpraHU3allH, OCYIIECTBIISIONINE KIMHUYECKUE UCCIIEI0BAHUS.

5. Conep:xaHue yCTaHABJIMBAEMBbIX JJIS1 APeCaToB PeryJiupoBaHUs
orpaHuyeHui (00s13aTeILHBIX IPABWJI IIOBEICHMS).

B oTHomeHMM CHOHCOpa KIMHUYECKUX HCCIEIOBAHUM TPOEKT

pemennst Komuccun ycranaBimuBaeT 0OS3aHHOCTH B 001acTH 0OeCTICUCHUS U
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KOHTPOJISI KauyecTBa, 00S3aHHOCTH TpH Tepeaade (YHKIUN MO MPOBEIACHUIO
KIIMHUYECKUX VCCIIEOBAHUN KOHTPAKTHOU MCCIIEN0BATEIIbCKOU
OpraHm3alii, B OO0JIACTH PEIICHHS BOIPOCOB METUIIMHCKOTO Xapakrepa,
BO3HUKAOIINX MPU TMPOBEJACHUHN KIMHUYECKUX UCCIIETOBAHUN, 0COOCHHOCTH
MPUBJICUCHUS CIOHCOPOM KBadU(UIMPOBAHHBIX JIHIl, JUIsI TPOBEACHUS
KIIMHAYECKOTO  HMCCIIEIOBAaHUS, OOS3aHHOCTH TPH  OCYIIECTBICHUU
YOPABJICHUS XOJOM HCCIEAOBaHWS W padOThl C JAaHHBIMH TPH BEICHUU
JOKYMEHTAIlM KIMHUYECKOTO HCCIICIOBaHUS, BBIOOpa UCCIeIoBaTesc
U MEUIUHCKUX YUYPEKICHUHN NIJIsl MPOBEACHUS KIMHUYECKUX HCCIIETOBAHUH,
00s13aHHOCTh CIIOHCOPA IO YCTAHOBJICHHUIO U PACIpENeNICHUI0 00s3aHHOCTEMN
U (QYyHKUMA KIMHUYECKOTO HCCIE0BaHUs, OOS3aHHOCTh MO OOECIEUYECHHIO
CTpaxoBaHUS WJIM TapaHTUH IOPUIWYECKON W (HUHAHCOBOM TOMICPIKKH
CYObEKTOB KJIIMHUYECKOTO UCCIIEA0OBaHUS, 00s13aHHOCTh
no MHGOOPMHUPOBAHUIO YMOJIHOMOUYEHHOTO OpraHa O Hadajle MCCIIEeIOBaHUM,
00s13aHHOCTh CIIOHCOpPA TMOJYYUTh OJAOOpPEHHE HE3aBUCHUMOTO 3KCIEPTHOTO
KOMHUTETa MEIWIMHCKOW OpraHu3amuu (SKCIIEPTHOTO COBETa MEIUITMHCKON
OpraHu3alKM), OOS3aHHOCTh CIIOHCOPAa HMMETh JOCTAaTOYHOE KOJWYECTBO
uHdopmauu 00 HCCIEeNOBAaHUAX IMpernapara, OOsS3aHHOCTH CIIOHCOpa IO
MPOU3BOJICTBY,  YIAKOBKE,  MapKUpPOBKE,  KOAWPOBAaHUHU,  IOCTABKE
UCCIIENYEMBIX TpenaparoB M MpaBWiax oOpamieHus ¢ HUMHU, OOecredeHue
PSMOTO JOCTYIa K TIEPBUYHBIM JaHHBIM IS IEJIC MOHUTOPHHTA, ayJauTa,
OKCIIEPTU3bl WJIM WHCIIEKIIMH, OTBETCTBEHHOCTh CIIOHCOpPA 3a IMOCTOSHHYIO
OIICHKY O€30MacHOCTH HCCIIEMyeMBbIX MpenaparoB, 00s3aHHOCTH COOOIIATh
O HEXKENaTeNbHBIX PEAKIHUAX, [edd U MPOLEAYpPhl  CIOHCOPCKOTO
MOHUTOPWHTA, ayquTa KIWHUYECKOTO WCCJICIOBaHUs, NEUCTBUS CIIOHCOPA
B ClIy4yae HECOOIIOCHUS MCCIISIOBATEIEM MM METUIIMHCKUM YUPEKICHUEM

YCTAaHOBJIEHHBIX TpeOOBaHUM, OOA3aHHOCTh IO COCTABICHHIO OTYETa
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O KJIMHUYECKOM HCCIIeJOBAaHUM, OOSI3aHHOCTH CIIOHCOpA MpPH MPOBEACHUU
MHOTOILEHTPOBBIX UCCIIECOBAHUM.

B oOTHOLIEHMHM DJKCHEPTHBIX COBETOB (HE3aBUCHUMBIX JTHUYECKHX
KOMHUTETOB) MEIMIIMHCKUX OpraHM3aluii B mpoekTe pemieHus Komuccun
YCTAHABJIMBAIOTCSL CIEAYIONIME OOSI3aHHOCTH: 3allluTa mpaB, 0€30MaCHOCTH
1 Ojaromnonyuusi CyObeKTOB MCCIICIOBAHUMN, pACCMOTPEHHUE BCEX JOKYMEHTOB
KJIMHUYECKOTO UCCJEA0BAHMUS, II0 UTOTaM KOTOPOTO pacCMaTPUBAETCS BOIPOC
O MNPOBEICHUM MPEIJIAracMOro HMCCIENOBAHUS B COOTBETCTBYIOIIWE CPOKH,
OIICHKAa COOTBETCTBUSA KBaJdU(UKAIIUU HCCIEAOBATENS, MEPUOTUYECKOE
pacCMOTpPEHHE  JOKYMEHTAlMM  KaXJAOTN0  TEKYILIEr0  MCCIIEIOBaHUs,
MPEAOCTABIICHUS JOTOJHUTEIBHBIX CBEACHUN 00 MCCIEAOBAHUU CYObEKTaM
UCCIICJIOBAHUSI, PACCMOTPEHUE pa3Mepa M TOpsSAKa BBIILIAT CYOBEKTY
VCCIIEIOBAHUS.

Kpowme toro, npoekrom pemenuss Komuccnn ycraHaBIMBarOTCs COCTAaB,
GYHKIIMYA, TOPSIIOK PabOThl M MPUHSATHUS PEUICHUN HKCIEPTHBIX COBETOB
MEIUIIMHCKUX  OpraHu3anuil  (HEe3aBUCUMBIX  3THYECKHMX  KOMUTETOB
MEJIUIIMHCKUX OpraHu3aIui).

B orHOmenun wucciaegoBareneid B mpoekre pemeHus Komwuccnn
yCTaHABIUBAIOTCS TpeOOBaHUS K KBalu(UKAIMU, a TaKXKe OOS3aHHOCTH IO
O3HAKOMJIEHHIO C MPABUJIAMHU HAJJICKAIIETO NMPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, o CoOJIOACHUIO MPaBUJl HaJJIekKaled KIMHUYECKOW MPaKTUKU
Coro3za, MO OKa3aHUIO COACHUCTBHUS MPOBEICHUIO MOHUTOPUHTA U ayJauTa
CIIOHCOPOM, TIO BEICHHMIO CIIMCKa JIKMI, OOJajarommuXx HEe0OXOIUuMON
KBAIM(PUKALMECH, W KOTOpPhIE TI0 €ro TMOPYYCHHUIO OCYIIECTBISIOT
JNEATENbHOCTh B pAMKaX UCCICIOBAHUA.

6. Mexanu3M paspeimneHusi npodjeMbl M JOCTHKEHHUS LeJH

peryJiMpoBaHusl, MNPeIyCMOTPEHHbIH MNpPoeKTOM pemeHusa Komuccun
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(omucanMe B3aMMOCBSI3M MEXKAYy MNpeljaraeMbIM PperyJiupoBaHHEeM U
pelaemMoi mpooJemMon).

B Pecnybmuke KazaxctaHn mnpukazoM MuHHUCTpa 31paBOOXpaHEHUS
Pecnyonuku Kazaxctan ot 19 Hos6ps 2009 r. Ne 744 ytBepxkaeHs! [IpaBuna
NPOBEJACHUS  KIMHUYECKUX  MCCIEAOBAaHMW U (WIM)  HUCHBITAaHUM
(hapMaKoJIOTUUECKUX W JIEKAPCTBEHHBIX CPEICTB, W3ACIUN MEIUIIUHCKOIO
HAa3HAUCHUSI W MEIUIIMHCKOM TexHuUku (nanmee — I[lpaBuia mnpoBeneHUs
KIMHUYECKUX ucciaenoBanuii B Pecnybnuke Kaszaxcran), KoTopbie
ONpPENENAIT  MOPSAJOK  NPOBEACHUS  KIMHUYECKHX  HMCCIEIOBaHUU
B Pecnybnuke Kazaxcran, oOecrieuynBarOnIuidi 3aliuTy IIpaB, OE30MacHOCTH
U OXpaHy 3J0pOBbSl JMIl, YYaCTBYIOIIMX B HCCIEIOBAHUIX, a TaKXKe
JIOCTOBEPHOCTh W TOYHOCTh IMOJy4YaeMOM B  XOJ€ KJIMHHUYECKOTO
uccienoBanuss ~ uHpopmaruu. [lpaBuna  mpoBeAeHUsS — KIMHUYECKHUX
uccienoBanuii B PecnyOnuke Kazaxcran ycTaHaBiIMBarOT TpeOOBaHUS
K NOPSAIKY NPUHSATHS PELUICHUS O MPOBEACHUU KIMHUYECKUX HCCIIEOBAaHUM,
MOPSIIKY MIPOBEICHUS KIIMHUYECKUX HCCIICIOBAHUM, MOPSIKY
NpeAOCTaBICHUS] WH(POPMAIIUU HCIBITYEMbIM U TMOJYyYEHUS MUChbMEHHOTO
WHOOPMUPOBAHHOTO  COTJIACHsl, TOPSAKY TPOBEICHUS MOHUTOPUHTA
KIIMHUYECKOTO  MCCJENOBAHUS, TOPSAKY  YTBEPKICHHUS  PE3ylIbTaToB
MPOBEAECHHOIO  KJIMHUYECKOTO HWCCIEHOBAHUS, TMOPSAKY OMNpEAeIeHUs
MEIUIMHCKUX OpTaHu3alui ISl TPOBEACHUS KIMHUYECKUX HCCIICIOBAHUM,
a TaKXKe COJIEP)KUT YTBEPKICHHBIE (DOPMBI JOKYMEHTOB, UCIIOJIb3YEMBbIX MPU
MPOBEJAEHNUH KIMHUYECKOTO UCCIIEI0BAHUS.

B Pecnybnmke  bemapycr — mocrtaHoBieHmeM — MuHHCTEpCTBA
3apaBooxpaneHus Pecnyomukm bemapycs or 7 mas 2009 1. Ne 50
«O  HEKOTOpBIX BOIMpOcCax TMPOBEACHUS  KIMHUYECKUX  HUCIBITAaHUU
JIEKapCTBEHHBIX CPEACTBY» YTBEPIKICH TEXHUUYECKHUI KOJIEKC YCTAHOBUBIIEHCS

IIPAKTHUKH «Hazmemamaﬂ KIMHHUYCCKAA IIPpaKTHKa», a TaKKC IICPCUCHDb
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JIOKYMEHTOB, MPEICTABIAEMBIX JJIsi HA3HAYEHUS] KIMHUYECKUX WCIBITAHUN
JIEKAPCTBEHHBIX CPEJICTB U TPEOOBAHUSI K 3TUM JIOKYMEHTaM.

TexXHUYEeCKN KOIEKC YCTAaHOBHUBIIEWCS mnpakTukd «Hammexamas
KJIMHAYECKasl TPAKTUKa» PaCIpPOCTPAHSIETCS KIMHUYECKUE HCIBITaHUS
JIEKQpCTBEHHBIX CPEACTB HAa YEJOBEKE C IEIbK TOCYIapCTBEHHOU
perucTpanuu, TMOCTPETUCTPAMOHHOTO U3YyueHHsT UuX OA(PGHEKTUBHOCTH
u 0e30MacHOCTH, a TAKXKe HAyYHBIX HMCCIEAOBAaHUNW M pa3pabOTKU HOBBIX
METO/IOB JICUCHUS, MPOMWIAKTUKH M JUATHOCTUKH 3a00JICBaHUN 4YeIOBEKa
C HCHOJIb30BAHUEM JIEKAPCTBEHHBIX CPEIACTB W YCTAHABIMBAET OCHOBHBIC
nonoxeHus Hapnexamed kmmHUYeCKoW npakTuku B Pecnybiuke benapych.
Texnuueckuii KoJeKkC HampaBlieH Ha oOecrneyeHue 0e30MacHOCTH
u  23h(PEKTUBHOCTU JICKAPCTBEHHBIX CPEJICTB M TapaHTUPYET, 4YTO
JIEKapCTBEHHOE CPEJCTBO MPONUIO HAWISKAMKUM 00pa3oM H3ydeHHE Ha
YeJIOBEKE B KauyeCTBE CYObEKTa HCHBITAaHUM. TEXHUYECKUH KOJEKC
YCTAaHOBUBLICHCA MpakTuku «Hamiexamas KIMHUYECKAasT MPAKTHUKA»
YCTaHABJIMBACT NPUHLMIBI  Haanexamend  KIMHAYECKOM  MPAKTUKHU,
00s13aHHOCTH, COCTaB, (YHKIIMU, METOAUKM U JOKyMeHThl Komwutera
1o 3Tuke (DKCIEePTHOTO COBETa MCCIEI0BATENILCKOTO IIEHTPA), TPEOOBaHUS
K MCCJIE0BaTeNII0, TpeOOBaHUS K 3asABUTENIO, TPEOOBaHUS K Mporpamme
(IpOTOKOITy)  KJIMHWYECKOTO  HWCMBITAHUSA, OpOIIIOpe  HCCIIea0BaTeIs
M OCHOBHBIM JOKYMEHTaM Il TPOBEICHUS KIMHUYECKUX HCIBITAHUMN.
Kpome TOro, B TEXHHYECKOM KOJEKCE€ YCTAHOBUBIIEHCS MPAKTUKHU
«Hapnexamas KIMHUYECKas TMPaKTUKA» MNPHUBEACHBI 00pa3Ilbl TUTYJIBHOTO
JYcTa OpOIIIOpPHl HCCIIENOBATENsl, COACpKAHUS OpPOIIOPHl HCCIEA0BaTENs
YW TMacropra OpraHu3aluyd 3APABOOXPAHEHUS, TOPSAOK MNPEAOCTABICHUS
“H(pOpMAIIMK O BBIABJICHHBIX IMOOOYHBIX PEAKIMSAX B XOJ€ KIMHHUYECKHUX
UCIIbITaHUH, (popMa 3asBJICHUS Ha IMOJy4YEHHE 3aKJIroueHHss MuHuctepcra

3npaBooxpaHeHusi PecnyOnuku benapych O BO3MOXHOCTH MPOBEACHUS
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KJIIMHAYECKOTO HCHBITAHUS JIEKAPCTBEHHOTO CPENCTBA, (opMa 3asiBICHUS
Ha MOJy4YEHHUE 3aKiIoueHus MuHucrepcTBa 3ApaBooxpaHeHust PecnyOnuku
benapych 0 BO3BMOKHOCTH BHECEHUS CYIIECTBEHHBIX MTONPABOK B MAaTE€pHUAJIbI
KJIMHUYECKOIO HCHbITAaHUS M HWHOOPMHPOBAHMM O HECYIIECTBEHHBIX
NONpaBKax B MaTepHalibl HCIBITAHUS, TOPSAOK HW3MEHEHHUS IEepEUHs
OpraHu3alMil 37paBOOXPAHEHUS, KOTOPbIE HMMEIOT IPaBO Ha MPOBEACHUE
KJIMHAYECKUX HCIBITAHUN JIEKApCTBEHHBIX CPEICTB, (OopMa 3KCHEPTHOTO
3aKJIIOYEHUS] W WHCHEKIIMOHHOTO akTa, (OopMBI COOOIICHUS O Hauale
KJIMHUYECKOIO MCHBITaHUSA, COOOIIEHHUS O 3aBeplICHUU (BPEMEHHOM
IPUOCTAHOBJICHUM)  KJIMHUYECKOIO  HWCIBITAHUSA, CTPYKTypa  OTYeTa
O KJIIMHUYECKOM HCIBITAHUM JIEKAPCTBEHHOI'O CPEACTBA, MEPEYEHb Pa3/iesioB
KJIMHAYECKOTO HCIBITaHUSA, [0 OTHOUIEHWI0O K KOTOPbIM BHECEHHBIE
3asBUTENIEM TOMPAaBKU MOTYT OBITh pACUEHEHbl YIOJHOMOYEHHBIMU
OpraHaMM Kak CyUIECTBEHHBbIC, MpOIeypa COIIAaCOBAHMS, OHAOOPEHMUS
Y YTBEPKJAEHUS NMPOrpaMM (ITIPOTOKOJIOB) KIMHUYECKUX UCIIBITAHUM.

B Poccuiickoii @Penepaunun Ilpukazom @enepanbHOIO areHTCTBA
0 TEXHUYECKOMY PEryIupOBaHHMIO U MeTposioruu ot 27 centsopsa 2005 r.
No 232-ct ytBepxkaen I'OCT P 52379-2005 «Hannexxaimiass KIdHUYECKas
npakTtuka». CraHaapT omnpeneseT NPUHLMIBL HAJIekKallel KIMHUYECKOU
MPaKTHKHA, OOsI3aHHOCTH, COCTaB, (PYHKIIMH, MOPSIOK padOThl DKCIEPTHOTO
coBeTa (HEe3aBUCUMOIO 3THUYECKOTO KOMUTETA) OpraHU3alMK, KBATU(PUKALIUIO
U 00s3aTeNbcTBa MCCIENOBATeNs, MpaBa M OOA3aHHOCTH CIOHCOpa
KJIIMHAYECKOIO MCCJEI0BaHUs, IMOJIOKEHUS O IMOPSAAKE BEACHUS IPOTOKOJA
KJIMHAYECKOTO HCCIEAOBAHMS M BHECEHUS IONPABOK B  IMPOTOKOII
KJIMHUYECKOTO HCCIEeOBaHUs, TpeOOBaHUS K CONEPXKAHHUIO OpOIIIOpPHI
uccienoBarensi, MEepeueHb OCHOBHBIX JOKYMEHTOB, HEOOXOJUMBIX s

MMpPOBCACHUA  KIMHHUYCCKOTIO HCCIICAOBaHUuA 10 Ha4daJjia, BO BpEM:a
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KJIMHUYECKON (Da3pl MCCNeIOBaHUs U MOCIE 3aBEPUICHUS WM MPEKpaIIeHUS
UCCJIEI0BaHUS.

B pamkax perynupoBaHUs NpPENONAraercs YCTAaHOBUTh €JIMHBIE
TpeOOBaHUS K YYaCTHUKaM KIMHUYECKUX HCCIENOBaHUN (CIIOHCOPY,
OKCIEPTHOMY COBETYy OpraHHW3allid WM HE3aBUCUMOMY SKCIIEPTHOMY
KOMHTETY), HCCIEAOBATEN0, TpeOOBaHUA K MPOTOKONY KIMHUYECKOTO
UCCJIEIOBaHUST W TONpPaBKaM K MIPOTOKOIY, OpOIIIOpe HCcCaeaoBareds,
YCTAaHOBUTHb  IE€PEUYEHb  OCHOBHBIX  JIOKYMEHTOB  JJi1  IPOBEICHUS
KJIMHUYECKOTO  HCCIENOBaHMUsS, CTPYKTYpy M COAEpXKaHUE  OT4eTa
O KJIIMHUYECKOM HCCJEIOBAaHUM — CO3JaTh CUCTEMY Mep, KOTOpast 00eceuuT
IpoBeJicHNE OOBEKTUBHOTO M OECHPUCTPACTHOTO HM3Y4YEHHUS HOBOTO
JIEKapCTBEHHOIO TMpenapara ¢ TOYKM 3peHus ero 3(h(EeKTUBHOCTH,
0€30MacHOCTH U TMEPEHOCUMOCTH, KaK B aOCONIOTHOM BBIPQXKEHUHU, TaK
U B CPAaBHEHUU C JIPYTUMHU JIEKApCTBEHHBIMU CPEICTBaMU (CpaBHUTEIbHAS
3¢ PeKkTUBHOCT ¥ 0€30MacHOCTh), IO3BOJMUT BBHISBIATH HEOC30IMACHBIC
151 (1n) Her(hheKTUBHbBIE JIEKAPCTBEHHBIE npenaparsl
Ha TMPEAPErHCTPAIMOHHOM JTalleé W HE JIOMYCKaTh BBIMYCK TaKHUX
JIeKapCTBEHHBIX MPENaparoB B oOpalleHue.

7. CBeleHUsI 0 PacCMOTPEHHBIX AJILTEPHATHBAX NpeIIaraeMoMy
peryJiupoBaHUIo.

B kadecTBe anbTepHATUB JAaHHOMY PETYITMPOBAHUIO PACCMOTPEHBI:

— TpelCTaBICHUE (dapmaleBTUYECKUM POU3BOAUTEISIM
BO3MOXKHOCTH TIPOBEACHHS TEOPETHUYECKUX M3BICKAHUH B  YacTH
noaTBepxkaeHuss 3G HEKTUBHOCTH, OE30MaCHOCTH W MEPEHOCUMOCTHU
JICKApCTBEHHBIX TIPEMapaToB HAa OCHOBE JIaHHBIX MaTeMaTHYeCKOTO
MOJICIMPOBAHMUS,  MPOTHO3MPOBAHUS M aHAIW3a  JIMTEPATypHBIX

HNCTOYHUKOB,
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— PpEKOMEHJaTeJIbHble HOPMBI OpraHU3alMu paldoT, MO HU3YUYEHUIO
s pexTuBHOCTH, OE30MACHOCTH M TEPEHOCUMOCTH JICKapCTBEHHBIX
penaparos.

[IpennaraeMplii B TOPOEKTE pEUICHUS BapHAHT PETYIUPOBAHUSA
MO3BOJISIET MHUHUMHU3UPOBATh KOHQIMKT MHTEPECOB, UTO JIOCTUTACTCS
Onmaromaps  ycrtaHoBieHuto I[lpaBunm  opraHuzanmu U MPOBEACHUS
KIMHUYECKUX HCCIEOBAaHMM, a TakKe WX BBHIIIOJHEHUIO Ha 0Oase
KJIIMHAYECKUX UCCJIeI0BaTENbCKUX LEHTPOB (Te. HE3aBUCHUMO
OT TPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA). AJIBTEPHATHUBHBIE BAPUAHTHI
pEeryliupoBaHus CoOjepkaT B ceOe SBHBIM KOH(PIUKT HMHTEPECOB A
dbapmarieBTHYECKOT0  MPOM3BOAMUTENA. ITO  OOYCIOBJIEHO TEM, UTO
JIEKApCTBEHHBIM Mpenapar paccMarpuBacTCsl MPOU3BOJUTEIEM B IEPBYIO
ouepellb KaKk TOBap, LIEHHOCTb KOTOPOTO OMNPENENseTCs HCKIIOYUTEIbHO
BO3MO)XHOCTBIO pEau3alMi U U3BJICUEHUS] TPUOBLIU, TOINIA KaK €ro OLICHKA
NOTPEeOUTENSIMUA U OpPraHaMHU TOCYIapCTBEHHOW BIACTH, YIOJIHOMOYEHHBIMHU
Ha OCyLIECTBIEHHWE U (WJIM) KOOPAMHALMIO JEITeIbHOCTH B cdepe
oOpallleHus JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISIETCS C MO3UIMHU EHHOCTH
JEKapCTBEHHOIO Tpernapara, Kak CpeACcTBa, MPEIHA3HAYEHHOTO s
COXpaHEHUs! U YKpPEIJICHUs] 3[0pOBbsi MOTpEeOUTENs, U, CIEAOBATENbHO,
NOJIpa3yMEBAET IMPEAOCTABICHUE MAKCUMAJIbHO OOBEKTUBHBIX CBEACHUI
no aOCOJIOTHOM W 1O CpPaBHUTEIBHOM MNEPEHOCHUMOCTH, O€30MacHOCTH
1 3¢(HEKTUBHOCTH O KaXJI0M HOBOM JICKAPCTBEHHOM TIperapare.

8. HopmMaTruBHO-TIpaBOBOE OCHOBaHHME /JIf IPHUHATHA IPOEKTA
pemenusi Komuccumn.

Crarbs 30 JloroBopa o EBpa3uiickoM S3KOHOMUYECKOM COr03€ OT 29 Mas
2014 roma, craress 6 ComamieHus O E€OUWHBIX IPUHIUIIAX W MPABUIIAX
oOpamieHusi  JIGKAPCTBEHHBIX  CPEACTB B paMKax  EBpa3uiicKoro

HKOHOMUYECKOTro coro3a oT 23 nekabpsa 2014 roga, myHkr 83 DyHkiui
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n nomHomouuid CoBera EBpa3uickod  SKOHOMHYECKOM  KOMHCCHM,
yCTaHOBJICHHBIX npwioxkeHueM Ne 1 x Pemenuro Bricmero EBpaszumiickoro
SKOHOMHUYECKOTo coBeTa oT 23 nexadpst 2014 . Ne 98 «O Pernamente paboThl
EBpazuiickon AKOHOMHUYECKOU KOMHCCHW, Pemenne Bricrero
EBpa3zuiickoro skoHomuueckoro coera ot 23 gexadps 2014 . Ne 108
«O peanuzauuu CornamieHus 0 €IUHbIX TPUHIMIAX U MPaBUIaX OOpalieHus
JIEKAPCTBEHHBIX CPEACTB B paMKax EBpa3suiCKOro 3KOHOMUYECKOTO COI03a».

9. Cpepa motHomouuit Komuccnu, kK KOTOpOil OTHOCUTCH INMPOEKT
pemennss EDK. PerymupoBanue oOpailieHds JEKapCTBEHHBIX CPEICTB
u (GopMUpOBaHHME OOILEr0 pBIHKA JIEKAPCTBEHHBIX CPEICTB B paMKax
EBpa3niickoro 5JKOHOMUYECKOTO COX03a.

10. PMHAHCOBO-IKOHOMHMYECKHE TOCJECACTBUS NPUHATHSA NPOEKTA
pemrenuss  Komumcemu g cy0ObeKTOB  NpeANpPHMHMMATEIbCKOH
e TeJbHOCTH.

B pesynprare NpUHATHSA CO3MAKOTCS YCIOBHS Ul CHWJKCHMS 3arpar
Ha MPOBEJICHUE KIIMHUYECKUX HcclenqoBaHnil B pamkax Coro3a. Beneacreue
NPUHATUS TpoekTa pemieHns Komuccuu mnpennonaracTcs HCKIIOYEHHE
HEOOXOUMOCTH TyOnupoBaHUsS (IMIOBTOPHOTO MPOBENEHHUS) KIMHUYECKUX
VCCIICOBAHUM JIEKAPCTBEHHBIX IMPENAparoB, BO3MOXXHOCTb ITPU3HAHUSA
pE3yNbTaTOB HCCIECIOBAHWM JICKAPCTBEHHBIX IIPENApaToB HA TEPPUTOPUHU
BCEX TocynapcTB-wieHOB C0r03a, BOZHUKAIOT MPEANOCHUIKU JJI1 B3aUMHOTO
NPU3HAHUSA  PE3YNIbTAaTOB  KJIMHUYECKUX  MCCIENOBAHUW C  TPETHUMH
roCylapCTBaMH,  paCIIMpPEHHE  PBIHKA  KIMHUYECKUX  HCCIECAOBAHHUU
JIEKAPCTBEHHBIX MPENaparoB 3a CYET Y4aCcTHUs KIMHUYECKUX LEeHTpoB Coro3a
B MEKIYHAPOAHBIX UCCIIEIOBAHMIX JICKAPCTBEHHBIX IPEIIAPATOB.

11. IIpeanosiaraemMble CPOKH BCTYILICHMS IPOEKTAa PpPelIeHUus
Komuccum B cuity.

1 suBaps 2016 rona.
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12. O:xxupaemplii pe3yJibTaT peryJiupoBaHuUs.

B pesynbrare perynvpoBaHHs —NOpENIoNaraeTcs IUJIaHUPOBAaHUE,
OpraHu3alus, NPOBEIECHNE U JOKYMEHTUPOBAHUE PE3YyIbTaTOB KIMHUYECKUX
UCCJIEIOBAaHUM JICKAPCTBEHHBIX MPENaparoB Ha OCHOBE EIUHBIX MPaBUII,
o0OecrieyeHne JOKYMEHTAJIbHOM  MPOCIEKUBAEMOCTH BCEX  MPOLEAYP
KJIIMHAYECKOTO UCCJIEI0BAHMS, UCKITFOUEHUE HEO0OOCHOBAHHOTO
QyOnrpoBaHUs KIMHUYECKHX UCCIEN0BaHUM B rocyaapcrBax-uieHax Corosa.

13. Onucanme  ombITa  rocCyiapcTs —wieHoB  EBpasuiickoro
IKOHOMHYECKOI0 COI03a M MEXKIYHAPOAHOIO ONbITA PeryJiupoBaAHUS
OTHOLIEHHW, SIBJSIIOIIMXCS NpeIMeToM mnpoekTa pemenus Kommuccum
(c 00ocHOBaHNEM ero NPOrpecCMBHOCTH M IPMMEHUMOCTH).

B rocymapctBax-wienax (Coro3a B HacTofAllee BpeMs JEUCTBYIOT
HAIlMOHAJbHBIE  TpaBWia MPOBEACHUS  KIMHUYECKUX  HCCIIEIOBaHUMN
JIEKapCTBEHHBIX MPENapaToB, B Pa3IMYHOM CTENEHH TapMOHU3UPOBAHHbBIE
C MEXIYHApOJIHBIMU TMPaBUJIAMU MPOBEACHUS KIMHUYECKHX HCCIEIOBaHUI
(GCP), npunsAThIMM B  paMKax  MexXAyHapoIHOM  KOH(EpEeHIUU
0 TapMOHM3AIMN TEXHUYECKHX TPEOOBAHMHA K M3YUYCHHIO JICKAPCTBEHHBIX
cpenctB, npumeHnsiembix y uenoBeka (ICH). Ilpoexr pemenuss Komuccuu
noarorosieH Ha ocHoBe ICH GCP — PykoBoacTBa 1o Hajjiexanien
knHnueckor mpaktuke (Guideline for Good Clinical Practice), mokymeHT
E6(R1) Bepcus 4 MexayHapoqHOl KOH(PEPEHIMH MO TapMOHU3AIUU
TEXHUYECKHX TPeOOBaHHWI K perucrpanuu (hapMareBTHUeCKUX MPOAYKTOB,
IpeIHa3HAuYCHHBIX g nmpuMeHeHus denoBekoMm (International Conference
on Harmonization of Technical Requirements for Registration
of Pharmaceuticals for Human Use; ICH), kotopoe, B CBOIO oOdYepens,
pa3paboTaHO C y4yeToM JEHUCTBYIOLIMX TpeOOBaHUN  HaJIeKaleh

KIMHU4YeckoM mnpaktuku EBponerickoro Coro3a, CoeaumHeHHbix IllTaroB
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Amepukn u nonun, a Ttakxke Abcrpamuu, Kananelr um  BcemupHoi
opranu3zanuu 3apaBooxpanenus (BO3).

MexayHapoJHblEe MpaBUIa MPOBEACHUS KIMHUYECKUX HCCIEAOBAHUU,
OpPUHATBIE B paMKax MexayHapoaHOW KOH(EpeHIMH MO TapMOHU3AIUU
TEXHUUYECKUX TpeOOBaHMUA K  M3YUYCHUIO JICKAPCTBEHHBIX  CPEJICTB,
NPUMEHSIEMBbIX Y YEJIOBEKAa Ha CErOJHAIIHUI JIeHb SIBISIOTCS HauOoiiee
3 (PEKTUBHBIM HMHCTPYMEHTOM, PETYIUPYIOMIUM MPOBEICHUE KIMHUYECKHUX
UCCIIEIOBAaHUMN.

14. CBeneHusi 0 MPOBEACHUU MNYOJIMYHOIO OOCYNKIACHUSI INPOEKTA
pemienust Komuccuu.

Hara pazmewmenus: 20 anpens 2015 rona

URL: https://docs.eacunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1f13d
1d-5914-465c-835f-2aa3762eddda&w=9260b414-defe-45cc-88a3-eb5¢7323
8076&1 =d70984ct-725d-4790-9b12-19604c34148c&EntityID=122

Cnoco0 mpencraBieHus MPEAJIOKeHUN K MpoekTy pemenus: Komuccuu
u  UHPOPMAIMOHHO-AaHAIMTUYECKOM  CIpaBKe, a TakXkKe 3alloJHEHUS
OMPOCHOTO JIUCTA: C HCIOJb30BAHHEM COOTBETCTBYIOIIETO CepBHCA
odpunmansHOTO carita Corosa.

Cpok npencraBieHus npeajioxenuit: 30 aei.

15. CBegeHusi 0 3aKJIW4YeHMH 00 OLCHKEe peryJUpyrouero
BO3JefiCTBHS HA NPOeKT pemieHuss Komuccuu.

16. Unass undopmanmsi, OTHOCAIIASICH, II0 MHEHHUIO IeNapTAMEHTAa
Komuccun, OTBETCTBEHHOI0 3a MOArNOTOBKY TMPOeKTa pelleHus
Komuccun, kK OCHOBHBIM CBeleHHsIM O NpoekTe pemennsi Komuccum
U (MJIK) 0 ero MOAroTOBKE.

[Ipoext pemenus Komuccuu pazpadboran u ogoOpen Paboueli rpynmnoit
no (GOpPMUPOBAHUIO OOIIUX TMOJXOJOB K PEryJHUPOBaHUIO OOpalieHus

JIEKapCTBEHHBIX CPEACTB B paMKax TamMOxkeHHOro coro3a u EnnHOro
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PKOHOMHUYECKOIO  MPOCTpaHCTBa, copmupoBaHHOoM npu  Komerun
EBpa3uiickol SKOHOMHMYECKOW KOMHCCUHM, B COCTaB KOTOPOM BXOHAT
IPEACTABUTENN YIIOJIHOMOUYEHHBIX OPraHoB rocynapcrs-uieHoB Coroza

U TIpeACTaBUTEIN OM3HEC-CO00IIEeCTRa.



