NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA
0 MOCJICACTBUAX BJIMSHUA NPOeKTa pemieHusi EBpasuiickoi
IKOHOMHUYECKON KOMHMCCHHU HA YCJIOBUA BeJACHUS NMpPeINPUHUMATEIbCKOH
AeATeIbHOCTH

HaumenoBanue npoekra pemienusi: O IlpaBunax Hajexaiiei JabopaTopHon
IIPAaKTUKN EBpa3zuiicKoro 3KOHOMUYECKOTO COHO3a.

1. ITpoOnema, Ha pelieHre KOTOPOil HanpaiieH npoekT pemenus EQK.

Paznuumne TpeGoBaHu#l UIsl AOKA3aTENBHOTO HM3y4YeHUs 0€30MacHOCTU
U TIEPBUYHON (hapMaKOJIOTUYECKON aKTUBHOCTH JIEKAPCTBEHHBIX MPENapaTos,
OPUMEHSIEMBIX NPHU JAMATHOCTHUKE, JICUEHUU U MPOPUIAKTHKE 3a00JIeBaHUI
YyeloBeKa  MPUBOJUT K  CJIOXKHOCTH  BBISABJICHHS  HEOE30IacHBIX
JUIS  SKM3HU W 370pPOBbS  UEJOBEKa JICKAPCTBEHHBIX  IPEnaparoB
Ha TPEPETUCTPAIIMIOHHOM JTare M BHIMYCK TAKUX MPENapaToB B oOpalleHue,
BCJICICTBME YEro BO3HMKAET PHUCK HAHECEHUs Bpeda >KU3HU U 3JI0POBBIO
4eIoBeKa.

2. llens perynupoBanus.

YCTaHOBUTH €lMHBIE, OOBEKTUBHBIC, TPAHCIAPCHTHBIE MPaBUIIA
JOKJIMHUYECKOTO UCCIIEOBaHMs 0€30MaCHOCTH JICKAPCTBEHHBIX MPENaparos,
npeiaraeMbIX JUJIs IPUMEHEHUSI IPU TUArHOCTUKE, JICUCHUHU, TPO(HUIIaKTHKE
3a00JIeBaHU YEJIOBEKa, a TaK)K€ MCKIIOYUTh BO3MOXXHOCTH MPEICTaBICHHUS
HEJOCTOBEPHBIX JaHHBIX O OE€30MacHOCTH JIEKApCTBEHHBIX IPENaparos,
WIM HapYUIEHUS TPABHUJI COJIEPIKAHUS KUBOTHBIX M OMOMEIUIIMHCKON ITHKHU
IIpH POBEJICHUH HUCCIIEIOBAHUH JICKAPCTBEHHBIX MPENapaToB.

[TpoekT mpaBwiI Haanexameld J1adOpaTOPHON MPAKTUKU pa3paboTaH
C LIETIBI0 YCTAHOBJIEHUSI OOUIMX TPeOOBaHUM K MPOBEICHUIO HEKIMHUYECKUX

WCCJICIOBAaHUI JIGKAPCTBEHHBIX MpENnapaToB, MPU YCIOBHH OOECIICYCHUS
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JOJDKHOTO  YPOBHS OOBEKTMBHOCTM M KauyecTBa PE3yJIbTATOB TaKHUX
UCCJIEIOBaHUM, U YyCTpaHEHHs OapbepoB MpHU MPOBEACHUU MPOLETYPbI
pErucTpanny JICKaApCTBEHHBIX MPENapaToB.

ConocTtaBUMO€ KayeCTBO PE3yJbTATOB MCCICAOBAHUN  SBJISACTCS
OCHOBOW IS B3aMMHOTIO TMPU3HAHUS TOJYYEHHBIX JAaHHBIX MEXKIY
rocyJlapcTBamMu — wieHaMu EBpa3uilckoro SKOHOMHUYECKOrO COro3a (J1anee —
Cor03).

[IpuMmeHeHre TPUHLIMIOB HAWISKAIMEH Ja00paTOPHONM MPAKTHKU
TaKXe CIIOCOOCTBYET YCTPAHEHHUIO TEXHUYECKHX OapbepoB BO B3aUMHOMN
TOPTOBJIE TOCYyAApCTB — WieHOB Coro3a.

B pamkax  perynmupoBaHusi  NpeAnonaraercs  yHU(UIMPOBATH
CYLLIECTBYIOLIUE HAIlMOHAJIbHBIE 00s13aTeNbCTBA pa3pabOTYMKOB
U TPOU3BOIUTEIECH JIEKAPCTBEHHBIX IMPENaparoB B YacTH NPUMEHEHUS
CTaH/JApPTOB JIOKJIMHUYECKUX MCCIEAOBaHUNA O€30MacCHOCTH U TEePBUYHOU
(dhapmakooruieckon aKTUBHOCTH JIEKAPCTBEHHBIX MpEnaparoB
U TIPEACTABICHUS B YIOJIHOMOYEHHBIE OpraHbl rocyaapctB —wieHOB (Coro3a
OTYETHOW JIOKyMEHTAIlMH, TMOATBEPKIAIONICH JOKa3aHHYI0 Oe30MacHOCTh
U XOpPOLIYI0 TMEPEHOCHUMOCTh JIEKAPCTBEHHOIO Mpenapara IMpu JICYCHUH
KOHKPETHBIX 3a00JIeBaHUH.

3. 'pynna num, Ha 3alIUTy MHTEPECOB KOTOPHIX HAIPABICH MPOEKT
pemenust EOK.

JlaHHbIA TIpOEKT pemeHuss Komuccun HampaBjieH B MEPBYIO OYEPE.b
HAa 3al[UTy HWHTEPECOB MalMEeHTOB (KaK KOHEYHBIX MOTpeOuTenei
JIEKApCTBEHHBIX IPEIapaToB), a TAKXKE CUCTEMBI 3JPaBOOXPAHCHUS B II€JIOM
(KaK TepBUYHOTO IMOTPEOUTENS JIEKAPCTBEHHBIX MpernapaToB) MOCPEACTBOM
oOecrieyeHusT  MCIOJIb30BaHUSA  XOPOIIO  TEPEHOCUMBIX,  OE€30MaCHBIX

JIEKapCTBEHHBIX MPENapaToB.
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4. AnpecaTbl ~ peryaupoBaHusi, B  TOM  4YHClie  CyOBEKTHI
OpEANPUHUMATENBCKON  JIEATETbHOCTH, W  BO3JCHCTBHUE, OKa3bIBAEMOE
Ha HUX PEryJIMPOBAHUEM.

Anpecaramu peryJIMpoBaHUs SBJISIIOTCS MPOU3BOIUTENH
JIEKAPCTBEHHBIX  CPEJCTB  (CIIOHCOPHI  MCCIEAOBAHUI), PYKOBOJCTBO
UCIIBITATENIbHBIX J1a00opaTopuid (B TOM YHUCIIE PYKOBOJIUTEIN UCCICTOBAHUN),
YIOJHOMOYEHHBIE  OpPraHbl  TOCYJAapCTB — WIEHOB IO  KOHTPOJIIO
3a COOJII0ICHUEM TIPAaBUIT HAJIeKAIIeH 1ab0paTOpHON MPAKTHKH.

5. ConmepkaHue YCTaHABJIMBAEMBbIX [UIsl aJApPECaTOB PETyIUPOBAHUS
orpaHuueHul (00s13aTeNbHBIX MTPABUII MIOBEACHUS).

PykoBOACTBO HCHBITATENILHON J1a0OpAaTOPUU JIOJKHO 0OECIEYUTH
COONIO/ICHUE TpaBWJI  HaJUIeKalled J1abopaTOpHOM  MPaKTUKUA  MpU
MPOBEACHUU JOKJIMHUYECKUX MCCIEOBAHNM, B YaCTHOCTH, OOECIEeYUTH
HaJU4yue JOCTATOYHOTO KOJUYECTBA COTPYIHUKOB, 0OOPYJAOBaHUSI, CPEJCTB
U MaTepuajioB IS CBOEBPEMEHHOIO MW  HaJJIEXKaIIero IPOBEICHUS
UCCIICIOBAHUS, YCTAHOBUTb MPONEAYPY JMJIsI KOHTPOJIS HCIOIb30BAHUS
KOMITBIOTEPU3UPOBAHHBIX CHUCTEM, WX BaIMIALNIO, (PYHKIIMOHUPOBAHUE
U oOciyxuBaHue. PyKOBOJICTBO HCHBITATETLHON Ja0OpaTOpuM 005S3aHO
YTBEPJIUTh TEXHUUYECKH OOOCHOBAHHBIC CTaHJAPTHBIE OIMEpPAI[UOHHBIE
NpONEAYphl, U3MEHEHUS K HHUM, a TakXe OOECIeUUTh WX BBINOJHECHUE.
JlonoJTHUTEBHO B 00SI3aHHOCTH PYKOBOJCTBA MCIBITATENILHOM JIaDOpaTOpuu
BXOJHWT OpPraHU3AI[MOHHOE OOECTeYeHHe TMPOBEACHUS JIOKIMHHUYECKOTO
UCCIIEIOBAHUS, a WMEHHO: Ha3HAYeHUE COTPYAHUKA B  KAyeCTBE
PYKOBOJUTENS  MCCIEAOBAaHUS C  COOTBETCTBYIOIIEH  KBadudUKaluei
0 Hayajla KaXJOoro HCCIeoBaHusA, OO0ecreyeHne JIOKYMEHTAJIbHOIO
obopmiIeHUS TPOTOKOJA (IIPOrpaMMbl) HCCIEIOBAHUS PYKOBOJUTEIIEM
UCCIICIOBAHUS, KOHTPOJIb MPEACTABICHUS YTBEPKICHHOTO MPOTOKOJIA

(taHa, mnporpamMMbl) HCCIEAOBAaHUS MEPCOHANY OTJela oOecrnedyeHus
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KauecTBa, yUeT BCEX JOKYMEHTOB, CBSI3AHHBIX C BBITIOJIHEHHEM CTaHJIAPTHBIX
OTEpPAlMOHHBIX TMPOILEAYp, Ha3HAYCHHE COTPYJHHUKA, OTBETCTBEHHOTO 3a
BEJICHHE apXH1Ba JAaHHBIX O MPOBEJICHHBIX HEKJIMHUYECKUX UCCIIETOBAHUSIX.

B 003aHHOCTH PYKOBOAUTEIS UCCJIEI0BAHUS BXOJIUT
HEIMOCPEICTBEHHOE OO0eCIeYeHne MPOBEACHUS MPOLEAYpPhl HUCCIEAOBAHUA,
a MMEHHO: COTJIaCOBaHWE MPOTOKONA (TUTaHa, MPOTPAMMBI) HCCIICIOBAHMUS
U UX U3MEHEHUs, pacnpeereHue 00a3aHHOCTEN YYaCTHUKOB MCCIICIOBAHNUS,
KOHTPOJIb ~ CBOEBPEMEHHOI'O  MPEIOCTaBICHUA  MEPCOHAy  OT/AelNa
oOecrieyeHUss  KayecTBa KOMMM  MpOTokoda  (TUlaHa, IPOTPaMMBI)
uccienoBaHusl M Bcex ero (ee) wusMeHeHuil. Takxke pyKOBOIUTENb
HCCIIEIOBaHUSI OTBEYaeT 3a o(opmiieHHE MPOTOKoJia (IJIaHa, MPOTPaMMBI)
UCCIICIOBAHUSI M  3aKJIIOYUTEIIBHOTO OTYE€Ta W HW3MEHEHUHW K HHM,
o0OecreunBaeT COOMIOJICHUE MPOIeNyp, YKa3aHHBIX B MPOTOKOJE (IJIaHe,
porpaMMme) HMCCIIeIOBaHMsI, OLIEHUBAET U JOKYMEHTUPYET BIMSHUE JHOOBIX
OTKJIOHEHHMI OT MPOTOKOJa (IJIaHa, MPOrpaMMbl) UCCIIEJOBAHNS HA KaYECTBO
U JIOCTOBEPHOCTb MCCJIEIOBAHMS, NPU HEOOXOJUMOCTH MPEANPUHUMAET
COOTBETCTBYIOLIHUE KOPPEKTUPOBOYHBIE MEpBHI, o0ecreynBaeT
JOKYMEHTaJIbHOE O(hOpPMIIEHHE U PErHCTPALIMIO BCEX MOTYYEHHBIX UCXOIHBIX
JAHHBIX, KOHTPOJIUPYET MPOXOKIACHUE BATUAALMN KOMIIBIOTEPU3UPOBAHHBIX
CUCTEM, MCIOJIb3yEeMbIX B HCCIEAOBAaHUM, MOJMUCHIBAECT 3aKIIOYUTEIbHbBIN
OTYET, KOHTPOJMPYET APXUMBUPOBAHHE NPOTOKOJAa (IJIaHa, MPOTPaMMBbI)
UCCIICIOBAHMS, 3aKIIOYUTEIBHOIO OTYETa, HWCXOAHBIX MJaHHBIX U BCEH
JOKYMEHTAIMU MOCIe OKOHYAaHUS (MJIU MPEKPALLICHUS) UCCIIEOBAHMUS.

CrnoHcop  uccieloBaHMM  JIEKAPCTBEHHBIX  MpEnapaToB  HECET
clielyIolre OOA3aHHOCTHU: 3HaHHME TPEOOBAHUI U MPUHIMUIIOB HajJIexKalen
7a00paTOpHON MPAKTUKH, B YACTHOCTH TE€X, KOTOPbI€ HMMEIOT OTHOILIEHHE
K PYKOBOJICTBY  HCHBITATEIbHOM  J1a0OpaTOpul U PYKOBOJUTEIIO

HCCJICOA0OBaHUA (BGI[}IH_[GMY I/ICCJ'IGI[OBaTeJHO); IIpyu 3aKa3c¢ AOKIMHHYCCKHX
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(HEeKJIMHUYECKHUX) HCCIIE0BaHUN OE30TMacHOCTH 370pPOBBSl UEJOBEKAa W
OKpYKaromIeu Cpeib CTIOHCOD TIOJIKEH yoemuThs,
4TO  HWCIBITaTeNbHAs  jaboparopust  TOIXOAUT IS MPOBEACHHSI
OTpENEJICHHOTO  BHUJA  HWCCIAEJAOBaHUA.  Takke  CIIOHCOp  HeEceT
OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh M HEM3MEHHOCTh BCEX 3aKIIFOUUTEIIBHBIX
OTYETOB TP TIPEIOCTABICHWH B PETYJATOPHBIA OpPraH HECKOJIBKUX
PE3YJITaTOB UCCIICIOBAHUHN OTHOBPEMEHHO.

JIOTIOJTHUTENTFHO CIHOHCOP JO/DKEH: YCTaHOBUTH COOTBETCTBYIOIIYIO
CBS3b MEXIY TMPEICTABUTCISIMH M BCEMH CTOPOHAMH, YYaCTBYIOIIUMHU
B IPOBEJICHUU HCCIIeI0oBaHUsA (PYKOBOJMTEIEM HCCICIOBAHUS, OTACIOM
oOecrieueHHsl KayecTBa W PYKOBOJCTBOM HCIBITATEIBLHOM JIaOOpaTOpuu);
YTBEPAUTH MPOTOKOJN (IJIaH, MPOTpaMMy) HCCIEIOBAaHUA MO TPEOOBAHUIO
YIOJHOMOYEHHBIX OPTraHoB TocyaapcTB — wieHoB (Coro3a; o00ecrneyuThb
BO3MOJKHOCTB HAJJIKAIIETO XPAaHCHHS M M3BJICUCHUS MPOTOKOJIOB (TJIAHOB,
nporpaMM)  HCCJIEIOBaHUM, MCXOJHBIX JaHHBIX, 00pas3loB, Mpoo
UCTIBITYeMBIX M CTaHAAPTHBIX OO0pa3loB M 3aKIIOYUTEIBHBIX OTYETOB
uccienoBanus; MHGOPMHUPOBATH IMEPCOHAT HCHBITATENIbHOW JabopaTopuu
O JItOOBIX M3BECTHBIX MOTEHIIMATIBHBIX OMACHOCTSAX MCCIEAYEMOIo BEIIECTBA
(JTekapCTBEHHOTO BEIECTBA) ISl 3JI0POBBS YEIOBEKA WIIM OKpY Karomieh
CpeIbl, a TaK)Ke O 3aIIUTHBIX Mepax, KOTOPhIC OJDKHBI OBITh MPEIITPHUHSITHI
TIEPCOHAJIOM UCIIBITATSIIBHON JTa00paTOPHH.

Opranpl 1O KOHTPOJIO 3a COOJIOICHHEM TIpaBWJ HaJIeKaIIeh
71a00paTOPHON TPAKTUKHU BBITIONHSIIOT CleAyromue (yHKIUH: oOecreueHue
HCOOXOJUMOT0  KOJMYECTBA  MHCIEKTOPOB  (BKJIIOYas  JKCIEPTOB,
paboTaronMx MO  KOHTPAaKTy),  OOJajaroIMX  COOTBETCTBYIOIICH
KBaMpuKanuei (Mpu OTCyTCTBUU KOH(MIUKTa WHTEPECOB), MPU MHCIICKIIUH

UCIIBITATENIBPHBIX JTa0OpaTOpuil WIW ayAuTe HCCIIEIOBAHMUM, a Takke (UpM,
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CIIOHCUPYIOIIUX  TaKWe  HUCCIEJOBaHMUs, OOecrnedyeHue  HUHCIEKTOPOB
MOAXOASIIMMU CPEICTBaMU UACHTU(DUKAIUY.

6. MexaHu3Mm  paspemnieHus NOpoOJeMbl W JOCTHIKECHHS  IeIu
peryJupoBaHus, MPeAyCMOTpeHHbIN mnpoekToM pemienus EDK (onucanue
B3aMMOCBSI3U MEXKTY npejiaraéMbimM peryJMpoBaHUEM
U perraeMou mpoosiemMoi).

B pamkax peryiaupoBaHus MpeAIoiaracTcsi yCTAaHOBUTh CUCTEMY Mep,
KOTOpasi MO3BOJIUT MPOBOJAUTH OOBEKTUBHOE U OECHPHUCTPACTHOE H3YUYEHUE
HOBOTO JIEKAPCTBEHHOT'O CPEACTBA C TOYKH 3pEHUA €ro Oe30MacCHOCTU
U TIEPEHOCUMOCTU KaK B aOCOJIIOTHOM BBIPDAXEHUM, TaK WU B CpPaBHEHUU
C JIPyTHMMH JICKAPCTBEHHBIMU CPEACTBaMU (CpaBHUTENbHAs 0€30MaCHOCTb),
BBISIBIISITD HeOe30MacHbIe JIEKapCTBEHHBIC npenaparsbl
Ha TMPEIPETHCTPALIMOHHOM 3Tafne W MPUHUMATh MEPHI MO0 HEIOMYyIICHHUIO
BBO/JIa TAKUX JIEKAPCTBEHHBIX IIPENapaToB B oOpalieHue.

OOt MexaHuW3M pEeryJUpOBaHUs MPOEKTa IMPaBWI HaJJIexKaIeh
Ja00paTOpHOM  MPAKTUKU  MPEIyCMATPUBAET  HaJIMYWe  TpeOOBaHUI
K CUCTeME OOecreyeHus KauyecTBa MPOBEICHUs UCCIeAOBaHUM, TpeOoBaHUN
K MOMEIICHUsIM, 000PYI0BaHUIO, MaTeprajaM M PEaKTHBaM, a TaKKe TeCT-
cucTeMam Jyisi TIPOBENICHUS] HCCIIEIOBaHUM, TpeOOBaHUI K OQPOPMIICHUIO
U COJIEpKaHUIO MPOTOKOJIa (IJIaHa, TPOTrpaMMbl) UCCIIEA0BaHUS, TPEOOBAHU I
K  0hQOpMJIIEHHIO  pE3yJbTaTOB  MCCIEIOBAHMM U COAEPKAHUIO
3aKTIOYUTEHPHOTO OTYETa WCCIENOBAHUS, OTICIbHBIX TpPeOOBaHUM s
XpaHEHUs] JIOKYMEHTOB W MaTepHalioB, TPeOOBAHUM K HHCIEKTUPOBAHUIO
U TPOBEICHUIO KOHTPOJS COOJIOJEHUs Hajuiexaled gabopaTopHOM
NPAaKTUKH,  TOJOXEHUW  JUIi  TPUMEHEHHUs  TPaBWI  HaJIeKaIIeH
7a00paTOpHOM  MPAKTUKU B KPAaTKOCPOYHBIX,  MHOTOIIEHTPOBBIX

UCCJICIOBAHUAX, B TaKXe I HCCIeIOBaHMi IN Vitro, u TpeboBaHui
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K MOpSANKY NPOBEACHUS NOKIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX
CPEACTB.

/. CBelleHUsI O PAcCMOTPEHHBIX AalbTEPHATHUBAX IMPEIJIAracMOMY
pPEryJIupOBaHUIO.

B kauecTBe anbTepHATUBBI PACCMOTPEHBI:

— MpeJicTaBieHue (papMaleBTUYECKUM MPOU3BOJUTEINSIM BO3MOKXHOCTH
MPOBEJICHUSI TEOPETUYECKHX H3bICKAHUM B YAaCTH  HOATBEPKIACHUS
0€30MacHOCTH W TMEPEHOCHMOCTH JIEKApPCTBEHHBIX MpPEMaparoB Ha OCHOBE
JAHHBIX MAaTeMaTUUYE€CKOTO MOJICIMPOBAHUS, MPOTHO3UPOBAHUS U aHAIU3a
JUTEPATyPHBIX UCTOUYHUKOB;

— PEKOMEHJIATENbHbIE HOPMBI, PETYIUPYIOIINE OpPraHU3aIUui0 PadoThI
M0 U3YYCHHUIO OE30MaCHOCTH U TIEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB.

B ommume or mpeiaraeMoro BapHaHTAa PETYIMPOBAHUSA, YKa3aHHBIC
HOPMBI TIPEIIOIAraloT KOH(IUKT WHTEPECOB, IOCKOJIBKY JIEKAPCTBEHHBIN
npenapar paccMarpuBaeTcsi (papMaleBTUUECKUM IPOU3BOJUTEIEM B TMEPBYIO
odyepelb C TOYKH 3pEHUS TOBapa, IEHHOCTb KOTOPOIO ONpenessiercs
UCKJIIOUMTENBHO 4Yepe3 BO3MOXKHOCTh peanmu3aimu. [lpu 3TOM, oOneHka
JICKApCTBEHHOTO Tpernapara TMOTPEOUTEsIMU W OpraHaMd TOCYIapCTBEHHOU
BJIACTH, YIOJHOMOYEHHBIMM Ha OCYIIECTBICHHEC U (WIM) KOOPAWHAIIUIO
NEeSITeNbHOCTH B cpepe oOpallleHHs JTEKAPCTBEHHBIX CPEACTB, OCYILIECTBIISETCS
C MO3WIMM LIEHHOCTU JIEKAPCTBEHHOIO Mpernapara, Kak CpelCcTBa, CIOCOOHOTO
OKa3aTh  TIOJIOKWTEIILHOE  BO3JCWCTBME HA  3[0POBBE  MOTPEOHTEINS,
0e3 mpuyMHEHUS eMy Kakoro-nmmbo Bpema. (CremoBarenbHO, MpeiaraeMblid
MOAXO/ MOIPa3yMeBAET MPEIOCTABICHNE MAKCUMAIIbHO OOBEKTUBHBIX CBEICHUN
OTHOCHUTENILHO a0COJIIOTHOM M CPABHUTEIILHOW MEPEHOCUMOCTH U 0€30MacCHOCTH

JICKAPCTBCHHLBIX IIPCIIAPATOB.
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8. HopMaTuBHO-IpaBOBOE OCHOBAHME JJISl IPUHATHUS MTPOEKTA PELICHUS
EDK.

Crarps 30 JloroBopa o EBpa3uiicCkOM 3KOHOMHYECKOM COIO3€ OT 29
mas 2014 roma, cratess 6 CorjameHuss O €IWHBIX MPUHIHAIIAX
U IpaBuiIax oOpalleHHs JIEKapCTBEHHBIX CPEICTB B pamkax EBpasuiickoro
PKOHOMHUYECKOTO cor3a oT 23 nexalbps 2014 roma, nmyHkT 87 DyHKUUI
u nonHomounit CoBera EBpasuiickoli SKOHOMHYECKOW  KOMHCCHH,
yCTaHOBJICHHBIX npuiioxkeHneM Ne 1 k Pemennto Beiciiero EBpazwmiickoro
PKOHOMHYECKOro coBeta oT 23 naexadpsa 2014 r. Ne 98 «O Pernamenre
paboThl EBpa3zuiickoil SKOHOMHYECKOW Komuccuu», Pemnienue Beiciero
EBpa3zuiickoro skoHomuyeckoro coBera ot 23 nekabpsa 2014 r. Ne 108
«O peanuzaruu CornamieHus: O IUHBIX MPUHIUIIAX U MPABUIIAX 0OpaIeHUs
JIEKAPCTBEHHBIX CPEACTB B paMKax EBpa3sniiCKOro dJKOHOMHUYECKOTO CO03a».

9. Chpepa nonnomounit EJK, Kk KOTOpOl OTHOCUTCSI MPOEKT PEIICHUS
EDK.

PerynupoBanue oOpallieHHs JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHKE
oOIIero pbhIHKA JIGKAPCTBEHHBIX CPEICTB B paMkax EBpasuiickoro
SKOHOMMYECKOI'O CO03a.

10. ®uHaHCOBO-3KOHOMHMUYECKUE TIOCIEACTBUSl MPUHIATUS IPOEKTA
pemenust EDK niist cyObeKTOB MpeANpUHUMATENBCKON AESITENHHOCTH.

Ycrpanenue HEO0OXOAMMOCTH IyOIupoBaHUs (MOBTOPHOTO
MPOBEJICHMS) JOKIMHUYECKUX HMCCIEAOBAHUM JIEKAPCTBEHHBIX MpenapaTos,
BO3MOYKHOCTb NIPU3HAHUS PE3YJbTATOB JTOKIMHUYECKUX HCCIEIOBAHUMN
JIEKAPCTBEHHBIX MPENApaToB HAa TEPPUTOPUHM BCEX TOCYAAPCTB — YICHOB
Coro3a ® 3a ee mpenenaMu, pPacIIMPEHHUE PbIHKA JTOKIMHUYECKHUX
UCCIICIOBAHUIN  JICKAPCTBEHHBIX  MPEMaparoB  3a  CYET  y4yacTusd
uccienoBaTenbekux jgadoparopuit Coro3a B HCCIEAOBAHMUSIX 3apyOeimHBIX

JIEKapCTBEHHBIX MPENapaToB.
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11. IlpeanonaraeMble CpOKH BCTyIUIeHUs mnpoekra peuienuss EDK B
CHUILY.

1 auBaps 2016 roxa.

12. Oxxugaembliii pe3ysbTaT PeryJIupoBaHUs.

Co3nanne enuHbIX MPaBUJl IJIAHUPOBAHUS, OpraHU3aluu, IPOBEACHUS
U JIOKYMEHTHPOBAaHHS  PE3yJbTaTOB JOKIMHUYECKUX  HCCIEIOBAHUMI
JIEKapCTBEHHBIX MIPENapaToB; UCKIIIOUEHNE HEOOOCHOBAHHOTO AyOIMpPOBaHUS
JOKJIMHUYECKUX UCCIIEI0BAaHUM, IpUBJICUEHUE Ha (hapMalleBTUUECKUIN PHIHOK
HOBBIX 3apyO€XHBIX WIPOKOB, CTHUMYJHPOBAHUE PA3BUTUS CUCTEMBI
pa3pabOTKU U U3y4YeHUs1 O€30MACHOCTH HOBBIX JIEKAPCTBEHHBIX MPENapaToB.

13. Onucanue OmbITa rOCyJIapCTB — YJICHOB EBpasuiickoro
DKOHOMHYECKOIO COK3a MW MEXIYHApOAHOTO OIbITa PEryJupOBaHUs
OTHOILIEHUM,  SBISAIONIMXCSA  OpeamMeroM  mpoekta  pemieHus  EOK
(c 0bocHOBaHUEM €ro MPOTPECCUBHOCTU U TPUMEHHUMOCTH).

B rocypapctBax —wienax Coro3a B HacTosillee BpeMsl JEHCTBYIOT
U TPUMEHSIOTCS HAlMOHAJbHBIE TMpPaBWJIa MPOBEACHUS JTOKIMHUYECKHUX
UCCJIEOBAaHUN  JIEKAPCTBEHHBIX IMPENaparoB, B PAa3JIM4YHOW CTENEHU
rapMOHU3UMPOBAHHBIE  C  MpaBWJIaMU  TMPOBEACHUS  JaOOPaTOPHBIX
uccnenoanuii (GLP), mpunareiMu B pamkax EBpomeiickoro coroza uiu
Opranuzanuu 3KOHOMUYECKOTO COTPYIHUYECTBA U pa3BuTus. [Ipennaraemas
pelakiys [OpaBuil TapMOHU3MPOBAaHA C  JICMCTBYIOLIEW  pegakuuen
MEXAYHAPOAHBIX  MPaBWI  HaaJexamiedl  1abopaTOpHONW  MPaKTHKU
Opranuzanum 3KOHOMHYECKOTO COTPYIHHMYECTBA W Pa3BUTHS, a TaKKe
YUYHUTBIBAET OCOOCHHOCTH HAIIMOHAJIBHOIO 3aKOHOAATENbCTBA TOCYAApCTB —
ysieHoB Coro3a B 00J1aCTH 3paBOOXPaHEHUS.

14. CeneHust 0 TPOBEACHUM IMYyOJIMYHOrO OOCYXKIEHHUS MPOEKTa
pemenust EOK.

Jara pasmemenus: 1 ntons 20135 rona.
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Cpok mpoBeneHust myosuuHoro oocyxaenus: 20 maaeit (mo 20 uroHS
2015 roga).

[Ipoexkt pemenus W HUHPOPMAIMOHHO-aHAIUTHUYECKAss CIpaBKa
pa3MmenieHsl mo ccbuike: https://docs.eaeunion.org/ru-ru/Pages/DisplayRIA.
aspx?s=elfl13d1d-5914-465c-835f-2aa3762eddda&w=9260b414-defe-45cc-8
8a3-eb5¢73238076&1=d70984cf-725d-4790-9b12-19604c34148c&EntitylD
=281.

Crnoco0 npencrapiieHus MPEAJIOKEHUN K mpoekTy pemienus: Komuccuu
u  UHPOPMAIMOHHO-AaHAJIMTUYECKOM CIpaBKe, a TakXkKe 3alloJHEHUS
OMPOCHOTO JIUCTA: C HCIOJIb30BAaHUEM COOTBETCTBYIOIIEIO CEpBHUCA
opunmnanpbHoro caiita Coro3a, Ha OyMaXHBIX HOCHUTENSIX, U (WJIH)
MIOCPEICTBOM BJIEKTPOHHOM MOYTHI.

B mporecce mybGnmuunoro oOcyxkaeHusi npoekra pemienus Komuccuu
3aMeUaHui U MPEIOKEHUN HE OCTYNao.

15. CBeneHust 0 3aKJIIOYEHUHU 00 OIIEHKE PEryJIMPYIOLIEro BO3AEHCTBUS
Ha rpoekT pemenus EOK.

16. Unas wmHdopmanmsi, OTHOCAIIASACS, TO MHEHHUIO JenapTaMeHTa
EDK, ortBeTrcTBEeHHOro 3a MOATrOTOBKY mpoekta pemenuss EODK|
K OCHOBHBIM CBeJICHUsIM O TipoekTe petienuss EOK u (unu) o ero moarotoBke.

ITpoekT pemenust Komuccuu paspadboran u ogodper Paboueii rpymnmoit
no (GopMupoBaHUIO OOIIMX TMOAXOJOB K PEryJupOBaHUIO0 OOpaiieHus
JIEKApPCTBEHHBIX CPEICTB B pamkax TamoxkeHHOro corw3a u EauHoro
PKOHOMHUYECKOTO  MPOCTpaHCTBa, cdopmupoBanHor mnpu  Komeruu
EBpa3uiiCkol SKOHOMHUYECKOM KOMHCCHUH, B COCTaB KOTOPOHM BXOIST
MPEJCTABUTEN YIOJHOMOUYEHHBIX OpPraHoOB TrocyaapcTB — wieHoB (Coro3a

U TIpeCTaBUTEIN OM3HEC-CO00IIIECTRA.
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