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

HaumMenoBanue mpoekra pemieHus: MPOEKT pacnopsbkeHus Kosuteruu
EBpasniickori 3xoHOMHUYeckor komuccun «O mpoekre pemeHnss CoBera
EBpazuniickoii skoHoMuYeckor komuccun «O IlpaBuiax Hamiexamen

KJIMHUYECKOM MPAKTUKU EBPa3ZUiCKOro 5KOHOMUYECKOTO COO3a».

1. IIpobdema, Ha penleHHe KOTOPOH HANPABJIEH NMPOEKT pelleHUs:
EBpa3zuiickoii 3koHOMUYeCcKoil kKoMuccuu (aajee — Komuccus).

Buenpenne o0O0mMMX NPUHIUMIOB JOKA3aT€ILCTBEHHOW MEIUIIMHBI,
a TakKxke NPEABbSIBICHUE PA3IUYHBIX  00S3aTeIbHBIX  TPEOOBAHMIA
IIPU TPOBEICHUU KIMHUYECKUX MCCIECIOBAHUN JIEKAPCTBEHHBIX CPENICTB
B 3aKOHOJIATEJIbCTBAX TOCYAAPCTB — YJICHOB EBPa3uiicKOro 3KOHOMHYECKOTO
cotoza (manmee — Cor3), W pa3auyus B MOAXOAAaX K MPEICTABICHUIO
pEe3yJIbTaTOB  KIMHUYECKOTO u3yueHUus dJPEPEeKTUBHOCTH, OE30MacCHOCTU
U TEPEHOCHMMOCTH  JIEKAPCTBEHHBIX  MPEMapaTtoB  OOyCIaBIMBAIOT
CYIIIECTBOBaHHE OaphepOB B OOpAIICHUH JICKAPCTBEHHBIX CPEJCTB B paMKax
Coro3a, OCHOBHBIMU MPEMISTCTBUSMH, B TOM YHUCIIE, SBJISIETCS HEOOXOAUMOCTD
MPOBEICHUS JIOKAJIbHBIX UCCIIEI0OBAHMUII.

2. lleas peryJupoBaHmus.

Hensamu npunsatuss npoekta pemenuss Cosera EBpasuiickoit
SKOHOMUYECKOM komuccuu «OO0 ytBepxknenun IlpaBun Haamexamen
KJIMHAYECKOM NpakTuku EBpa3uiickoro 3KOHOMHMYECKOTO coro3a (najiee —
npoekT pemeHus: Komuccuu) SBISIOTCS yCTAHOBJICHHUE €IMHBIX IMPABUII
KIMHUYECKOTO  uccienaoBaHus  3bdexktuBHOCTM W 0€30MaCHOCTH
JIEKQPCTBEHHBIX IPEMApaToB ¢ YYETOM IMEPEIOBOTO MEKAYHAPOIHOTO OIBITA

pInIb | o0ecreuYeHHsT BO3MOKHOCTH IIPOBCACHHA KIMHHYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ
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0 €IWHbIM IpaBwiaM B pamkax Coro3a B OJHOM M3 TOCYIapCTB — WICHOB
Coro3a M mocnenyrouiee NpU3HAHUE KX PE3YNIBTATOB YIIOJIHOMOYEHHBIMU
opraHamMu JApyrux rocynapct-uieHoB Coro3a. IlonoxkeHuss mnpoekTa
pemennss Komuccuu  HampaBieHbl HA  UCKIKOYEHUE  BO3MOXKHOCTH
NPENCTABICHUS]  HEAOCTOBEPHBIX  JIAHHBIX O  OE€30MAaCHOCTH WU
3((HEKTUBHOCTH JIEKAPCTBEHHBIX IPENaparoB, HapyIICHUs MpPaB MalUEHTA
(moOpoBOIIBIIA) npu POBEJCHUU KIMHUYECKUX  HCCIIEIOBAHUI
JIEKAPCTBEHHBIX MPENaparoB.

3. I'pynna jiui, HA 3alIUTY MHTEPECOB KOTOPbIX HANPABJEH MPOEKT
pemenust Komuccun.

[Ipoext pemenus Komuccum HampaBieH Ha 3alUTy HHTEPECOB
NalMeHTOB (I0OpOBOJIBbIIEB) TocyaapcTB — uieHOB (Cor3a — CyOBbEKTOB
KJIIMHAYECKUX MCCIIEIOBAHUN U TPOU3BOIUTEIIEH JIEKAPCTBEHHBIX CPEICTB.

4. Axpecarbl  peryJJMpOBaHusi, B TOM  4YHCJIEe CYObeKTbI
NPeANPUHUMATEIbCKON 1eATeIbHOCTH, H BO3/eiiCTBHE, OKa3biBaeMoe Ha
HHUX peryJMpoBaHUEM.

Anpecaramu peryJiupoBaHus BBICTYIIAIOT IPOU3BOIUTEIN
JEKapCTBEHHBIX  CPEACTB  (CIIOHCOPBI  KJIMHUYECKUX  HCCIEAOBAHMM),
DKCIIEPTHBIE COBETHI MEAMIIMHCKUX OpraHU3aluil (HE3aBUCUMBIE 3TUYECKHE
KOMHUTETBl MEAULMHCKUX OpraHu3aluil) M HCCIAEAOBATEIN MEAUIMHCKHUX
OpraHu3alK, OCYIIECTBIAIOMINE KIMHUYECKUE UCCIECIOBAHUS.

5. ConepxaHue ycTaHABJIMBAaeMbIX /ISl AIPeCATOB PeryJiMpoOBaHUS
orpaHn4eHn (00s3aTe/IbHBIX NPABUJI NOBEACHUS).

B oTHOmEHMM CHIOHCOpa KIMHUYECKHX HCCIENOBAHMM IMPOEKT
pemenus Komuccnu ycranaBnuBaeT 00s13aHHOCTH B o0nacTu oOecreueHus u
KOHTPOJISI KauyecTBa, 00S3aHHOCTU TpH Mepeaaye QPyHKUUN MO MPOBEACHUIO
KJIIMHAYECKUX UCCIIeI0BaHUN KOHTPAKTHOM UCCJIEN0BATENBCKON

opraHu3anuu, B o0acTu PC€ICHUA BOIIPOCOB MCAHIMHCKOI'O XapaKTcpa,
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BO3HHKAIOIINX TIPH MPOBEACHUN KIWHUYECKUX UCCIEIOBAHNUN, 0COOCHHOCTH
MPUBJICUEHUS CIOHCOPOM KBadU(UIMPOBAHHBIX JIHI, JUIsI TPOBEACHUS
KJIIMHAYECKOTO  MCCJIEIOBaHUsA, OOA3aHHOCTH  NPH  OCYIIECTBICHUU
YOPABJICHUS XOJOM HCCIEAOBaHUS W padOThl C JAHHBIMU IPU BEICHUU
JOKYMEHTAIIM KIMHUYECKOTO HWCCIEOBaHUs, BBIOOpa HcceaoBarenen
U MEIUIIMHCKUX YUPEKICHUHN JIJIsl MPOBEACHUS KIMHUYCCKUX MCCIICTIOBAHUHT,
00s13aHHOCTh CITIOHCOPA IO YCTAaHOBJICHHUIO W PACIPENeIICHUI0 00s3aHHOCTEMN
U (QyHKIIUNA KIMHAYECKOTO HCCIEAOBaHUSA, O0S3aHHOCTH MO OOECICUCHHIO
CTpaxoBaHUs WJIM TapaHTUM IOPUIUYECKON U (UHAHCOBOM TOMIEPIKKU
CYOBEKTOB KJIIMHUYECKOTO UCCIIEAOBaHUS, 00513aHHOCTh
1m0 WHGOOPMHUPOBAHHUIO YIOJHOMOUYEHHOTO OpraHa O Hadajle MCCIICIOBaHUM,
00s13aHHOCTh CITOHCOpPA TOJIYYHUTh OAOOpPEHWE HE3aBUCUMOTO 3KCIIEPTHOTO
KOMHUTETa MEIUIMHCKOW OpraHu3auu (SKCIEPTHOTO COBETA MEIUIIMHCKON
OpraHu3aluu), OOS3aHHOCTh CIOHCOPAa HMMETh JOCTATOYHOE KOJIWYECTBO
uHdopmauu 00 HCCIEeNOBAaHUAX IMpernapara, OOsS3aHHOCTH CIIOHCOpa IO
NPOM3BOJCTBY,  YIIAKOBKE,  MapKHUpPOBKE,  KOJUPOBAHWH,  ITOCTABKE
UCCIIEMYEMbIX TIpenaparoB M IMpaBWIax OOpalieHWs ¢ HUMH, OOecIieueHue
IPSIMOTO JOCTYIA K MEePBUYHBIM JAaHHBIM ISl IIEJIe MOHUTOPUHTA, ayJuTa,
OKCIIEPTU3bl WIJIM WHCIEKIMH, OTBETCTBEHHOCTh CIOHCOpPA 3a TMOCTOSHHYIO
OIICHKY O€30MMacHOCTH HCCIIEMYyEMBIX MpenaparoB, 00S3aHHOCTH COOOIIAThH
O HEXKENATeNbHBIX PEAKIUAX, MeId W MPOLEAYpPhl  CIIOHCOPCKOTO
MOHUTOPHHTA, ayAuTa KIMHWUYECKOTO HCCJICIOBAaHMS, ICUCTBUS CIIOHCOPA
B ClIyyae HECOOIOJCHUS UCCIIENOBATEIEM HIIM MEIUIIMHCKUM YUPEKICHUEM
YCTAHOBJICHHBIX TpeOOBaHUW, OOA3aHHOCTh IO COCTAaBJICHUIO OT4YeTa
O KJIMHUYECKOM HCCJIEIOBaHUM, OOS3aHHOCTH CIIOHCOpA MPU MPOBEACHUU
MHOTOIIEHTPOBBIX UCCIICTOBAHHM.

B OTHOmIEHWMH DOKCIEPTHBIX COBETOB (HE3aBHCHMBIX OSTHYECKHUX

KOMUTETOB) MEIMIIMHCKUX OpraHu3anuii B mpoekTe pemeHus Komuccun
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YCTAHABIMBAIOTCS CIIEAYIONIME OOS3aHHOCTH: 3allUTa MpaB, OE30MaCHOCTU
U OJarononyuusi CyoObeKTOB MCCIIEIOBAHUMN, pACCMOTPEHUE BCEX JOKYMEHTOB
KIIMHUYECKOTO UCCIIEIOBAHMUS, IO UTOTaM KOTOPOTO pacCMaTPUBAETCS BOIIPOC
O MPOBEICHHUM MPEITAracMOro MCCIEHOBAHUS B COOTBETCTBYIOIIHUE CPOKH,
OIICHKA COOTBETCTBUSI KBaJU(PUKAIIMU HCCIENOBATENs, MEPUOTUUYECKOE
pacCMOTpEHHE  JIOKYMEHTAllMd  KaXJOro  TEKYIEero  HCCIEIOBaHMUs,
MPEAOCTABIICHUS JOMOJHUTEIbHBIX CBEJACHUN 00 MCCIEAOBAaHUU CYObEKTaM
UCCJIEIOBaHUsI, PACCMOTPEHUE pa3Mepa M TMOpSAIKA BBILIAT CYOBEKTY
UCCIIEAOBAHUS.

Kpome Toro, npoekrom pemenusi Komuccun yctaHaBIMBaKOTCS COCTAB,
byHKIMU, TOPSAOK padOThl UM TPUHATHUS PEIICHUH HKCIEPTHBIX COBETOB
MEIUIMHCKUX  OpraHu3aiuil  (HE3aBUCUMBIX  3THYECKHMX  KOMUTETOB
MEIUIMHCKUX OpraHu3alum).

B orHOmeHun wucciaegosarene B mpoekre pemeHus Komwuccun
yCTAaHABIMBAIOTCS TPeOOBaHUS K KBalU(UKAIMU, a TaKXKe OOS3aHHOCTH IO
O3HAKOMJICHUIO C TpaBWJIAMHU HaJUIeKaIero MPUMEHEHUs JIEKapCTBEHHOTO
npemnapara, o CoOJIOACHUIO MPaBUJl HaJJIekKaled KIMHUYECKOW MPaKTUKU
Coro3a, Mo OKa3aHWIO COACHCTBHUS MPOBEICHHI0 MOHHMTOPUHIAa WU ayauTa
CIIOHCOPOM, TIO BEICHHWIO CIIMCKa JIMI, OOJajarommuX HeoOXOIUuMOU
KBaIM(PUKALMEH, W KOTOpPhIE IO €ro TMOPYYCHHUIO OCYIIECTBISIOT
NEATEIbHOCTh B pAMKax MCCJICAOBaHUS.

6. Mexanu3sM paspemieHusi NPOOJeMbl M JOCTHXKEHUS eI
peryJiMpoBaHusi, MNPeIyCMOTPEHHbIH MNpoekTOM pemeHusa Komuccumu
(omucaHMe B3aUMOCBSI3M MEXKAY MNpeljaraeMbiM PperyjiupoBaHueM U
peuiaeMoii mpoodaemMoii).

B PecnyOnuke KazaxctaHn mnpuxkazoM MuHUCTpa 31paBOOXpaHEHUS
Pecnyonuku Kazaxctan ot 19 Hos6ps 2009 r. Ne 744 yteepxaens! [IpaBuna

NPOBEACHUS  KIMHUYECKMX  MCCIENOBaHMM U (WJIM)  HUCHBITAaHUM
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(apMaKoJIOTUYECKUX W JIEKAPCTBEHHBIX CPEICTB, W3ACIUN MEIUIIUHCKOTO
HAa3HAUCHUSI U MEJIUIIMHCKOM TexHuku (nanee — I[lpaBuia mnpoBeneHUs
KIMHUYECKUX ucciaenoBanuii B Pecnybnuke Kasaxcran), KoTopbie
ONpPENENAT  MOPSAJOK  NPOBEACHUA  KIMHUYECKHX  UCCIEAOBAaHUU
B PecnyOnuke Kazaxcran, oOecrieuuBaroluii 3aliUTy MpaB, 0€30MacHOCTb
M OXpaHy 3J0pOBbA JIMI, YYacTBYIOIIMX B MCCICIOBAHUAX, a TaKKE
JOCTOBEPHOCTh M TOYHOCTh TOJYYaeMOM B  XOI€ KIMHHUYECKOIO
uccienoanusi  uHpopmarmu. [lpaBuna  mpoBeAeHHS — KIMHHUYECKUX
uccienoBanuii B PecnyOmuke Kazaxcran ycraHaBiauBaiooT TpeOOBaHUS
K MOPSAJIKY NPUHSATHS PEIICHUS O MPOBEACHUU KIMHUYECKUX HCCIIEOBAaHUM,
MOPAJIKY MIPOBEICHUS KJIMHAYECKUX HCCJICIOBAHU, MOPAJIKY
MpeAOCTaBICHUS] WH(POPMAIIMU HUCIBITYEMbIM W TOJIYYECHHUS MHUChbMEHHOTO
WHOOPMUPOBAHHOTO  COTJIACHS, TOPSAKY TPOBEICHUS MOHUTOPHHIA
KIIMHUYECKOTO  MCCJENOBaHUS, TMOPSAKY  YTBEPKICHHUS  PE3YyIbTaToB
IIPOBEICHHOIO  KJIIMHUYECKOTO  MCCIEAOBAaHUSA, NOPSAAKY OIPEACICHUS
MEJIUIIUHCKUX OPraHU3alui Uil MPOBEACHUS KIMHUYECKUX HCCIEIOBAHUM,
a TaKXKe COJIEP)KUT YTBEPKICHHBIE (POPMBI JOKYMEHTOB, UCIIOIB3YEMBIX MPU
IIPOBEJICHNN KIMHUYECKOTO UCCIEAOBAaHUS.

B Pecnybnuke  bemapycr — moctanoBieHueM — MuHHCTEpCTBa
3apaBooxpaneHus Pecnyomuku bemapycs ot 7 mas 2009 . Ne 50
«O  HEKOTOpBIX BOINpOCAX MPOBEACHUS  KIMHUYECKUX  HCHBITAHUI
JIEKAPCTBEHHBIX CPEJICTBY» YTBEPKAECH TEXHUYECKUN KOIEKC YCTAaHOBUBILIEUCS
npaktuku «Hannexamas KiIMHUYECKas MPaKTUKa», a TaKke MEepeUeHb
JIOKYMEHTOB, MPEJCTABIISIEMbIX 711 HAa3HAYCHUS KIMHUYECKUX HCIbITAHUM
JIEKAPCTBEHHBIX CPEJICTB U TPEOOBAHUSI K 3TUM JIOKYMEHTAM.

TexXHUYECKN KOIEKC YCTAaHOBHUBIIEWCS mnpakTuku «Hammexamas
KJIMHUYECKAsl TMPAKTUKA» PACIPOCTPAHSIETCS KIMHUYECKUE HCIBITAaHUS

JCKApPCTBCHHBIX CpCACTB Ha YCIOBCKC C LOCIbIO IO CYI[apCTBeHHOﬁ



6

pErucTpalum, TMOCTPETUCTPAIMOHHOTO U3YYeHHS UX A(PGHEKTUBHOCTH
1 0e30MacHOCTH, a TAKXKe HAyYHBIX HMCCJIEJAOBAaHUNW M pa3pabOTKU HOBBIX
METOJIOB JICUEHUs, TPOPIIAKTUKA W JUArHOCTUKHU 3a00JIEBaHUM YeloBeKa
C MCIIOJB30BAHUEM JICKAPCTBEHHBIX CPEACTB U YCTAHABIMBAET OCHOBHBIE
nosnoxenus Hajnexaniel kinHu4Yecko npaktuku B PecnyOnuke benapyce.
TexHuuecknii KOJEKC HampaBlieH Ha o0ecrneyeHue 0e30MacHOCTH
u  3h(PEKTUBHOCTU JICKAPCTBEHHBIX CPEJICTB M TapaHTUPYET, 4YTO
JIEKapCTBEHHOE CPEACTBO TMPOIUIO HAJISKAIUM O00pa3oM H3yuyeHHE Ha
YeJIOBEKE B KauyeCTBE CYObEKTa HCHBITAaHUM. TEXHUUECKUH KOJEKC
yCTaHOBUBLICHCS mnpakTuku «Haanexamas KIMHMYECKas MPAKTUKA»
YCTaHABJIMBACT  MNPUHLMIBI  Hajnexamiedn  KIMHAYECKOM  MPAKTUKHU,
00s3aHHOCTH, COCTaB, (YHKIIMH, METOAUKM U JOKyMeHThl Komwutera
no 3Tuke (DKCHEPTHOTO COBETa MCCIIENOBATEIbCKOTO LIEHTPA), TPEOOBaHUS
K HCCIENO0BaTeN0, TPEOOBaHUS K 3asBUTENIO, TPEOOBaHMS K Mporpamme
(MpOTOKONTY)  KJIMHUYECKOTO  UCIHBITAHUS, OpOIINIOpe  HUCCIenoBaTess
M OCHOBHBIM JOKYMEHTaM Uil TPOBEICHUS KIMHUYECKUX HCIBITAHUMN.
Kpome TOro, B TEXHHYECKOM KOJEKCE€ YCTAHOBUBIIEHCS MPAKTUKHU
«Hannexammass kKIMHWYECKas MPAKTUKA» MPUBEICHBI 00pa3Ibl TUTYIBHOTO
JUCTa OpONIIOPHI HCCIEAOBATENs, COMASPKaHUSI OpOIIIOPHI HCCIEAOBATENs
Y Taclopra OpPraHU3alvy 3APABOOXPAHEHUS, TOPSAOK IPEI0CTABICHUS
MH(POpPMAIIMU O BBIABJICHHBIX IMOOOUYHBIX PEAKIMSAX B XOJ€ KIMHHUYECKHUX
UCTIbITaHUH, (popMa 3asBJICHUS Ha IMOJyYEHHUE 3aKJoueHuss MuHucrepcrBa
3npaBooxpaneHusi PecnyOnuku benapych O BO3MOXHOCTH MPOBEACHUS
KJIMHUYECKOTO MCIIBITAHUS JIEKAPCTBEHHOTO CpEICTBa, (opMa 3asiBICHUS
Ha TOJIyYeHHUE 3aKIodeHruss MUHUCTEpPCTBA 3/paBoOXpaHeHus: PecnyOnuku
benapych 0 BO3BMOXKHOCTH BHECEHHS CYIIECTBEHHBIX MOMPABOK B MaT€pUAIIbI
KJIMHUYECKOTO HCIBITAaHUST W WH(POPMHPOBAHMU O HECYIIECTBEHHBIX

I[IOIIpaBKax B Marcpuajlbl HMCIbITAHHUA, ITOPAAOK HM3MCHCHHA JIICPCUHA
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OpraHu3alMil 30paBOOXPAHEHUS, KOTOPbIE HMMEIOT IPaBO Ha IPOBEACHUE
KJIMHAYECKUX HCIBITAHUN JIEKAPCTBEHHBIX CPEICTB, (OpMa 3KCHEPTHOTO
3aKJIIOYEHUS] W WHCHEKIIMOHHOTO akTa, (OopMBI COOOIICHHUS O Hauale
KJIMHUYECKOIO HCHBITAHUSA, COOOILIEHHUS O 3aBepLICHUU (BPEMEHHOM
IPUOCTAHOBJICHUH)  KJIMHUYECKOIO  HUCIBITAHUA, CTPYKTypa  OTYeTa
O KJIIMHUYECKOM HCIBITAHUM JIEKAPCTBEHHOI'O CPEACTBA, NMEPEYEHDb Pa3/iesioB
KJIMHAYECKOTO HCIBITaHUSA, [0 OTHOUIEHUWIO K KOTOPHIM BHECEHHBIE
3asBUTEJIEM TIONPAaBKU MOTYT OBITh pACUEHEHbl YHIOJHOMOYEHHBIMU
OpraHaMM Kak CyUIECTBEHHBbIC, TMpOIeypa COIIACOBAHMS, OHOOPEHMUS
Y YTBEPKJEHUA NMPOrpaMM (ITIPOTOKOJIOB) KJIMHUYECKUX UCIIBITAHUM.

B Poccuiickoii @Pepepaunu Ilpukazom @enepanbHOIO areHTCTBA
0 TEXHUYECKOMY PEryIUpOBaHHMIO U MeTposioruu ot 27 ceHtsopsa 2005 r.
No 232-ct ytBepxaen I'OCT P 52379-2005 «Hannexxaimiass KIdHUYECKas
npakTtuka». CraHaapT onpenesseT NPUHLMIBL HAIekallel KIMHUYECKOU
MIPaKTHKHA, OOSI3aHHOCTH, COCTaB, (PYHKIIMH, MOPSJIOK padOThl DKCIEPTHOTO
coBeTa (HEe3aBUCUMOIO 3THUYECKOTO KOMUTETA) OpraHU3alK, KBATU(PUKALIHIO
U 00s3aTeNbcTBa MCCIENOBaTeNs, MpaBa M OOA3aHHOCTH CIOHCOpa
KJIIMHAYECKOIO MCCJEI0BaHUs, IMOJIOKEHUS O IMOPSAAKE BEACHUS IPOTOKOJA
KJIIMHAYECKOTO HCCIENOBAHMS M BHECEHUS IIONPABOK B  MPOTOKOII
KJIMHUYECKOTO HCCIEeNOBaHMUs, TpeOOBaHUS K CONEPXKAHHUIO OpOIIIOpPHI
UCCJIeIoBaTeNs, IEpPeYeHb OCHOBHBIX JOKYMEHTOB, HEOOXOAUMBIX s
INPOBEICHMUS] KIMHMYECKOIO MCCIENOBaHMA JO Hayajga, BO BpeMs
KJIMHUYECKON (pa3bl MCCeN0BaHUs U MOCIE 3aBEpUICHUS] WM MPEKpaLICHUS
UCCJIEI0BAaHUS.

B pamkax peryaupoBaHHUs MPEANOiaraercsi yCTaHOBUTh E€IUHBIE
TpeOOBaHUSI K YYaCTHHKAM KJIMHUYECKUX MCCJeI0OBaHUN (CIOHCOpY,
HKCIIEPTHOMY COBETY OpraHU3allMi WM HE3aBUCUMOMY JKCIEPTHOMY

KOMUTETY), HCCIIEIOBATEN0, TPEOOBAHUS K MPOTOKOIY KIMHUYECKOTO
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UCCIIEJIOBAHMSI W TIOMpaBKaM K MPOTOKOIY, OpOIIOpe UCCcieaoBares,
YCTAaHOBUTH  [EPEUEHb  OCHOBHBIX  JIOKYMEHTOB  JJii  IPOBEICHUS
KIIMHAYECKOTO  HCCIEOBaHUS, CTPYKTYpy U  COJAEp)KaHHWE  OTYeTa
O KJIMHUYECKOM MCCIIEOBAaHUU — CO3/IaTh CUCTEMY Mep, KoTopasi 00ecrneuuT
IpoBeJicHNE OOBEKTUBHOTO M OECHPUCTPACTHOTO M3YUYEHUS HOBOTO
JEKapCTBEHHOIO Ipernapara ¢ TOYKM 3peHus ero 3((EKTUBHOCTH,
0€30MacHOCTH U TMEPEHOCUMOCTH, KaKk B aOCONIOTHOM BBIPaXXEHUHU, TaK
U B CPaBHEHUHU C APYTHMMH JIEKAPCTBEHHBIMU CPEICTBAMM (CpaBHUTEJIbHAs
3¢ PekTUBHOCT ¥ 0€301acHOCTH), IO3BOJMUT BBISBIATH HEOC30IMACHBIC
u (nn) Her(h(hEeKTUBHBIE JIEKAPCTBEHHbIE penaparsl
Ha TMPEAPErHCTPAllMOHHOM JTalleé W HE JIOMYCKaTh BBIMYCK TaKHUX
JICKapCTBEHHBIX MpEnaparoB B oOpalieHue.

7. CBeleHUsI 0 PacCMOTPEHHBIX AJLTEPHATHBAX MNpeIIaraeMoMy
peryJiupoBaHUIo.

B kauecTBe anbTepHATUB JAaHHOMY PETYIMPOBAHUIO PACCMOTPEHBDI:

— TpeJCTaBICHUE (dapMaleBTUYECKUM IPOU3BOAUTEISM
BO3MOKHOCTH TPOBEACHHS TEOPETHUUYECKUX M3BICKAHHM B  4YacTu
noareBepxAeHuss A(G(HEKTUBHOCTH, OE30MaCHOCTH W MEPEHOCUMOCTHU
JICKApCTBEHHBIX TPEMapaToB HAa OCHOBE JIaHHBIX MaTEeMaTH4eCKOTO
MOJICIMPOBAHMS,  MPOTHO3MPOBAHUS M aHAJIM3a  JIMTEPATypPHBIX
UCTOYHHKOB;

— peKOMeHJaTeIbHbIE HOPMBI OpPTaHU3AIMH PA0OT, MO HU3YYCHHIO
3pdeKTUBHOCTH, 0€30MacHOCTU U MEPEHOCUMOCTH JIEKapCTBEHHBIX
pernapaTos.

[IpennaraeMplii B MPOEKTE pELICHUS BAPUAHT PETYIUPOBAHUS
MO3BOJIIET MHUHUMHU3UPOBATh KOH(DIMKT MHTEPECOB, UYTO JAOCTHUTACTCS
Onaromapst  ycraHoBiieHWto [IpaBwi  opraHm3aliii W TPOBEACHHUS

KIIMHUYCCKHUX HCCHCI[OBaHHﬁ, a TakKe UX BBIIIOJHCHHIO Ha 0ase



KJIIMHUYECKUX UCCIIEA0BATENbCKUX IIEHTPOB (Te. HE3aBUCHUMO
OT MPOU3BOJIUTEIISI JIEKAPCTBEHHOTO CPEACTBA). AJBTEPHATUBHBIC BapHUAHTHI
perylMpoBaHus cojepkaT B ceOe SBHBIM KOH(PIUKT HMHTEPECOB A
(dbapmalieBTHYECKOT0  MPOU3BOAMUTENA. IDTO  OOYCIOBJIEHO TEM, UTO
JIEKApCTBEHHBIM TMpenapar paccMaTpuBaeTCs MPOU3BOJUTEIEM B IEPBYIO
ouepellb Kak TOBap, IEHHOCTh KOTOPOTO OMNPENEseTCs HUCKIIOUUTEIBHO
BO3MOKHOCTBIO peaJIM3allui U U3BJICUCHUSI MPUOBLIU, TOT/IA KaK €ro OIleHKa
NOTPeOUTENSIMA M OpPraHaMU TOCYIapCTBEHHOW BJIACTH, YIOJIHOMOYEHHBIMHU
HAa OCYyIIECTBIEHHWE U (WJIU) KOOPJAWHAIIMIO JEeATeIbHOCTH B cdepe
oOpareHus JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISAETCS C MO3UIMU IIEHHOCTH
JIEKapCTBEHHOIO Ipernapara, Kak CpeACTBa, MPEIHA3HAYEHHOTO s
COXpPAHEHHUS U YKpEIUICHUSI 3JI0POBbSI MOTPEOUTENS, U, CJIEI0BATEIbHO,
MOJIpa3yMEBAET IMPEAOCTABICHHE MAaKCUMAJIbHO OOBEKTUBHBIX CBEIACHUI
no aOCONIOTHOM U TIO CPAaBHHUTEIBHOM TMEPEHOCHMOCTH, O€30MacHOCTH
1 3¢ (HEKTUBHOCTH O KaXJI0M HOBOM JICKAPCTBEHHOM Tperapare.

8. HopmMaTruBHO-TIpaBOBOE OCHOBaHHME /JI MPHUHATUA IPOEKTA
pemienust Komuccumn.

Crartba 30 JloroBopa o EBpa3uiickoM S5KOHOMHYECKOM CO103€ OT 29 mas
2014 roma, cratess 6 CormnameHuss O €AUHBIX MPUHIMIAX M MpaBUiIax
oOparieHusi  JIGKAPCTBEHHBIX  CPEACTB B paMKax  EBpa3uiickoro
HKOHOMUYECKOTro coro3a oT 23 nekabpsa 2014 roga, mynkr 83 ®DyHkuui
u nomHomMounit CoBera EBpa3uiiCKkOl  SKOHOMHUYECKOW  KOMUCCHH,
ycTaHoBJIeHHbIX npuiioxkeHueM Ne 1 k Pemenutro Bricmiero EBpaszumiickoro
PKOHOMHUYECKOTO coBeTa oT 23 mexadpst 2014 . Ne 98 «O PernmamenTte paboTsl
EBpazuiickon AKOHOMHUYECKOU KOMUCCHUN, Pemenue Bricuiero
EBpasuiickoro skoHoMuueckoro coBera ot 23 npekabps 2014 r. No 108
«O peanuzanuu CornamieHus 0 eIUHbIX TPUHIMIAX U MpaBUiIaxX oOpalieHus

JIEKAPCTBEHHBIX CPEACTB B paMKax EBpa3zuiCcKOro 3KOHOMHUYECKOTO COKO3a.
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9. Chepa nmomnomounii Komuccuu, kK KOTOPOM OTHOCUTCS TMPOEKT
pemiennss EDJK. PerynupoBanue oOpallleHHus JI€KapCTBEHHBIX CPEACTB
u (opmupoBaHue OOIIETO pBHIHKA JIEKAPCTBEHHBIX CPEICTB B paMKax
EBpa3nuiickoro 3JKOHOMUYECKOTO CO03a.

10. ®uHAHCOBO-IKOHOMHMYECKHE NMOCJICACTBHSA NPHUHATHS NMPOEKTA
pemienuss  Komumcemu g cy0ObeKTOB  NpeANPHMHMMATEIHCKOH
NeSATeJIbHOCTH.

B pesynbrare NpUHATHS CO3MAKOTCS YCIOBHS JUISl CHIDKEHMS 3arpar
Ha IIPOBEICHUE KIMHUYECKUX UccienoBannii B pamkax Coro3a. Bemencreue
OpUHATUS TpoekTa pemieHus Komuccuu mnpennonaraeTcss HCKIIOYEHUE
HEOOXOJIUMOCTH JyOIupoBaHUs (IMOBTOPHOIO MPOBEJCHUS) KIMHUYECKUX
VCCIIENOBAHUN JIEKAPCTBEHHBIX MPENApPaToB, BO3MOXXHOCTb ITPU3HAHUSA
pEe3y/bTaTOB HCCIEIOBAHHUI JIEKAPCTBEHHBIX MPENAapaToB HAa TEPPUTOPUU
BCEX rocynapcTs-uwieHOB Cor03a, BOZHUKAIOT IMPEANOCHUIKA ISl B3aUMHOIO
NpPU3HAHUSA  PE3YJIbTAaTOB  KJIMHUYECKUX  MCCIENOBAaHUW C  TPETHUMH
rocylapCTBaMH, pAaCIIMPEHHE  PbIHKA  KIMHUYECKUX  HCCIECAOBAaHUM
JIEKAPCTBEHHBIX MPENaparoB 3a CYET YYaCTHUs KIMHUYECKUX LEHTpoB Coro3a
B MEXXIYHAPOAHBIX UCCIIEIOBAHMSIX JICKAPCTBEHHBIX MPEMAPATOB.

11. lIpeanmosaraempie CPOKH BCTYIUICHHS TPOEKTA PpPelIeHHs
Komuccum B cuiry.

1 saBaps 2016 rona.

12. O:xxugaemplii pe3yJibTaT peryJiupoBaHus.

B pesynbrare perylidpoBaHHs  MPEIONaraeTcs IJIaHUPOBAHME,
OpraHu3alMs, NPOBEJCHNE U JOKYMEHTUPOBAHUE PE3YIbTaTOB KIMHHUYECKUX
UCCJIEIOBAaHUN JIEKAPCTBEHHBIX NPENaparoB HAa OCHOBE EAWHBIX MPaBUII,
o0OecrieyeHne JOKYMEHTAJIbHOM  MPOCIEKUBAEMOCTH BCEX  MPOILEAYP
KIIMHUYECKOTO VCCIIENOBAHUS, UCKIIFOUCHUE HE0OOCHOBAHHOTO

ILY6J'H/IpOBaHI/I$I KIIMHNYECKHNX I/ICCJIGI[OBaHI/Iﬁ B IroCyaapCrBax-4jCHax Coro3za.
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13. Onucanume omnbiTa  rOCYyIapcTB — 4WwieHOB  EBpasmiickoro
IKOHOMHUYECKOI0 COI032a M MEXKIYHAPOJHOIO ONbITA PeryJiupoOBaHUS
OTHOIIICHUI, SIBJISIIONIUXCS TMpeaMeToM ImpoekTta pemeHus Komuccuu
(c 000ocHOBaHHEM €ro NMPOrpPecCUBHOCTH U NIPUMEHUMOCTH).

B rocymapcrBax-wienax Coro3a B HacTosAlEee BpeMs JEUCTBYIOT
HallUOHAJIbHBIE ~ TIPaBWJIA  NPOBEACHUSA  KIMHUYECKUX  MCCIEAOBaHUU
JIEKApCTBEHHBIX MpenaparoB, B Pa3IMYHON CTENEHU TapMOHU3HPOBAHHBIC
C MEXIYHApOJIHBIMU MPaBUJIAMU MPOBEJCHUS KIMHUYECKUX HCCIIEIOBAaHUMN
(GCP), npunsATeIMH B  paMKax  MexXIyHapoIHOH  KOH(EpEeHIUU
M0 TapMOHU3AIUMU TEXHUYECKUX TPEOOBAaHMM K U3YUYCHHIO JIEKAPCTBEHHBIX
cpenctB, npumeHsembix y uenoeka (ICH). Ilpoektr pemenuss Komuccuu
noarotoieH Ha ocHoBe ICH GCP — PykoBoacTBa 1o Hamjiexanieu
knmuHnueckor npaktuke (Guideline for Good Clinical Practice), nokymeHT
E6(R1) Bepcus 4 MexnyHapoqHoil KOH(PEPEHIIMH 1O TapMOHU3AIUU
TEXHUYECKUX TPeOOBaHUM K pErucTpanuu (papMaieBTHUECKUX MPOAYKTOB,
IpelIHa3HAuYCHHbIX AJid npuMeHeHus venoBekoM (International Conference
on Harmonization of Technical Requirements for Registration
of Pharmaceuticals for Human Use; ICH), kotopoe, B CBOIO oOdYepens,
pa3paboTaHO ¢ y4YETOM JICMCTBYIOIIMX TpeOOBaHMM  HaIeKaliei
KIMHU4YeckoM mpaktuku EBponelickoro Coroza, CoeauneHnbix IllTaros
Amepukn u Snonmm, a Takxke AsBcrpanuu, Kanaael u BcemuphHoit
opranuzanu 3apaBooxpanenus (BO3).

MexayHapo/Hble MpaBWiia MPOBEACHUS KIMHUYECKUX HCCIEAOBaHUU,
NPUHATBIE B paMKax MexXayHapomaHOW KOH(EpeHIMH 10 TapMOHU3AIUU
TEXHUYECKUX TpeOOBaHMWA K  M3YUYECHUIO JIEKAPCTBEHHBIX  CPEJICTB,
MPUMEHSIEMBIX Yy YEJIOBEKAa Ha CErOJHAIIHUN JIeHb SIBJISIOTCS HauOosee
3 (PEKTUBHBIM HWHCTPYMEHTOM, PETYIUPYIOMIUM MPOBEICHUE KIMHUYECKHUX

HUCCJICTOBAHUM.
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14. CBeneHusi 0 MpPOBeACHUU NYOJIHMYHOTO OOCYXKIAECHUS TNPOEKTA
pemienust Komuccumn.

Hara pasmemenus: 20 anpens 2015 rona

URL.: https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.aspx?s=e1{13d
1d-5914-465c-835f-2aa3762eddda&w=9260b4 14-defe-45cc-88a3-eb5¢7323
8076&1 =d70984cf-725d-4790-9b12-19604c34148c&Entity]D=122

Cnoco0 npencraBieHus: NpeAJIOKEHUN K NpOeKTy peuieHuss Komuccuu
U UH)OpPMAIMOHHO-AaHAIUTUYECKOW CIpaBKe, a TakKe 3arojIHEHUs
ONpPOCHOTO JIUCTA: C HCIOJIb30BAaHUEM COOTBETCTBYIOLIEIO CEpPBHUCA
odpunmanpHOTO caiita Corosa.

Cpok nipeacrasnenus npeainoxenuid: 30 n1Hen.

15. CBenenusi 0 3aKJHO4YeHUHM 00 OIEHKE PeryJupyrounero
BO3/1eCTBUS HA NPoeKT pemeHus Komuccun.

[To mpoekty pemenuss Komuccun monydeHO 3aKiIOYeHHE 00 OIEHKE
perynupyrouiero Bo3aeictaus ot 15 urons 2015 . Ne 20.

3ameuaHusi, M3JIOKECHHbIE B YKa3aHHOM 3aKJIOUEHHM OO0 OIICHKE
PErYIUPYIOIIEro BO3JEHUCTBUS B MpoeKTe pemieHus Komuccuu B 11e0M
YUTEHBI.

16. Unass nunopmanus, OTHOCAIIANACH, 10 MHCHUIO [eNIaPTAMEHTA
Komuccun, OTBETCTBEHHOI0 3a MOATOTOBKY TMPOeKTa PpelleHus
Komuccun, Kk OCHOBHBIM CBeleHHSIM O NpoeKkTe pemennsi Komuccnm
U (WIH) 0 ero NOAroTOBKe.

[Tpoekt pemenus Komuccun pazpadborad u ogoOpen Paboueit rpymmoit
mo (HopMUPOBAHUIO OOMUX TOAXOAOB K PETYIUPOBAHUIO OOpaIIeHUs
JIEKApCTBEHHBIX CPEJICTB B pamkax TamoxkeHHOro cow3a u EauHoro
SKOHOMHMYECKOTO  MpOCTpaHCTBa, chopmupoBanHoir npu  Komteruu

EBpa3uiickonl SKOHOMHUYECKOM KOMHCCHUHU, B COCTaB KOTOPOHM BXOJIST
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NpeaACTaBUTCIIN  YIIOJJHOMOYCHHBLIX OpPraHoOB TOCYAapCTB-4YJICHOB Coroza

U IIPEICTaBUTENN OU3HEC-COO0IIEeCTBa.



