NHOOPMAIIMOHHO-AHAJIUTHYECKAS CITPABKA

0 MOCJIeICTBHSAX BJAMSHHUS NPOEKTA pellleHusl
EBpa3uniickoii JKOHOMHYECKOI KOMHCCHH HA YC/IOBHMS BeeHHs
NpeANPHHAMATENbCKOH AeATeIbHOCTH

HaumeHoBanmne [POEKTA peLieHus: TPEBOBAHUMA K
NCCIIEAOBAHUIO CTABUJIBHOCTH JIEKAPCTBEHHbBIX
IIPEITIAPATOB 41 GAPMALEBTUYECKHNUX CYBCTAHIIMH
EBPA3MIMCKOI'O SKOHOMHWYECKOI'O COIO3A

1. Ilpobaema, Ha pemeHHe KOTOpPOHl HampaBjJdeH NPOEKT
pewenus EJK.

TpebGoBaHusT K  MCCIEJOBAaHUIO  CTAOMIIBHOCTH  JIEKAPCTBEHHBIX
npenapatoB M (apmaneBTHueckux — cyOctamimuid  EBpasmiickoro
HKOHOMHMYECKOTO COI03a
(manee — TpeOoBaHuUS) HampaBleHBl Ha peIleHUE IMPOOIEMBI, CBSI3AHHOM
C HEOOXOIUMOCTEIO 00ECIEYUTh €IUHCTBO U IPEEMCTBEHHOCTH IPOLIECCOB
(apMmaneBTHYeCKOl pa3paboTKu M obecrneueHHs KauecTBa JIEKApPCTBEHHBIX
IpernaparoB, Ipu IUIAHUPOBAHMM U IPOBEACHUM  HUCCIeIOBaHU
CTa0MIIBHOCTH XWUMHUYECKM AaKTUBHBIX (papMaleBTHHYECKUX cyOcTaHUui
(nanee — ADPC) u nekapCTBEHHBIX MPENapaToB.

B Hacrosiee BpeMs B rocygapcTBax — wWieHaX EBpa3uiickoro
SKOHOMHMYECKOI'O COI03a (Hajiee COOTBETCTBEHHO — TOCYJapCTBa-4JIEHH,
Cor03) npu IUIAHUPOBAHWM W IMPOBEICHUM MCCIEIOBaHUM CTaOUIBHOCTH
xumugeckux ADC ¥ 1eKapcTBEHHBIX MIPENapaToB IPUMEHSIOTCS pa3InyHbIe
TpeOOBaHUs, a TaKXKe YIOJHOMOUEHHBEIMH OpraHaMH TpeOyeTcs pa3mIHBIH
00BEM UCCIIeJOBaHUH, TOATBEPA/IAIOLINI COOTBETCTBUE CPOKOB MOJJTHOCTH U
YCTaHABJIMBAIOIINAX PEKOMEHIYEMbIC YCJIOBMs XPaHEHUsS JaHHOW I'PYIIIbI

JIEKapCTBEHHBIX IIPENIapaToOB.



2. easb peryjaupoBaHus:

Onpenenuts eauHble TpeOOBaHUSA K IPOBEACHUIO  HCIBITAHUN
cTa0WIBLHOCTH JIeKapCTBEHHBIX mpernapaToB 1 ADC, momyueHne NaHHBIX 00
usMeHeHuu kadyecrBa ADC unu nekapcTBEHHOro Mpenapara ¢ TeYeHHeM
BpPEMEHH IO/ BIUSHHEM PA3IHYHBIX (AKTOPOB OKPYKAIOIIEH Cpelibl, TaKuX
KaKk TeMIlepaTypa, BIQXHOCTh M CBET, a TaKKe YyCTaHOBJICHHE
PEKOMEHYEMBIX YCIOBHI XpaHEHHs U MEpHoJa 0 MPOBEACHUS MOBTOPHBIX
ucnbiTanuit  cradbunbHoii A®C, cpoka rogHocTH (CpoKa XpaHEHHA)
Manoyctoiunsoit APC uinm JIeKapCTBEHHOTO MpenapaTa, a TakKe MpU3HaHUe

pe3yJIbTaTOB cTa0MIBHOCTU B pamkax Coro3a U 3a ero npeenamu.

3. I'pynma jaui, HAa 3alIUTY HHTepPeCOB KOTOPBLIX HANpPaBJEH

npoekT pemienuss EJK.

JlaHHBIN npoekT pemeHust Komuccun HampaBiieH B IEPBYIO o4epelb
Ha 3alllUTy UHTEPECOB MOTpeOUTeNeH TeKapCTBEHHBIX CPEICTB IS KOTOPHIX
OyaoyT yKaszaHBl HaJJIeXallde YCIOBHUS XpaHEHHUS W CPOK TOJHOCTH, B
TE€YEHHUE KOTOPOro NOTPEOUTENI0 rapaHTUpyeTcsl KauecTBO, 3 eKTHBHOCTE

H 6630H3CHOCTB, d TAKXKE IJIA HpOHBBOI{I/ITeHeﬁ JICKApPCTBCHHELIX IIPCIIapaToB.

4. AppecaTbl peryJiHpoBaHHs, B TOM 4HclAe CyOBeKTHI
NpeANpHHUMATENLCKOM /1eiTe/IbHOCTH, H BO3/IeiicCTBHE, 0KA3bIBAEMOE HA
HHUX peryJiipoBaHueM.

Anpecaramu perynupoBaHus SBJISTFOTCS TIPOU3BOIUTEIH
JICKapCTBEHHBIX CpPEICTB, a Tak)Ke J1abopaTopuu KOHTPOJsA KauyecTBa
JIeKapCTBEHHBIX TPerapaToR.

B pamxax perynupoBaHus npearnonaraeTcs:



— 111 NPOU3BOAMTENIEH JIEKAPCTBEHHBIX CPEICTB — YCTAHOBJICHHUE
eIUHBIX 00X TpeODOBaHMH K IIpPOIeCCY HCCIe0BaHUS CTA0MIBHOCTH
JIEKapCTBEHHBIX IIPENapaToB U (papMaleBTUYECKHUX CyOCTaHIIN;

— U1 YIOJHOMOYEHHBIX OpPraHoB  TIOCYJapCTB-4IEHOB  —
YCTAaHOBIIEHWE €JIMHBIX KPUTEPHUEB OLIEHKH IIOATBEPKAECHUSA CTaOMIBHOCTH
JeKapCTBEHHBIX NIPenapaToB U GpapMalleBTHUECKUX CyOCTaHIIHIA.

S. Copaepxkanue yYCTaHABJANBAEMbIX AN ajipecaToB
peryJIHpoBaHHs OrpaHHYeHHil (00s13aTeILHBIX NPABHUJ NOBEAEHHS).

B pamkax peryiaupoBaHHs i €ro ajpecaToB MpedroaraeTcs
YCTaHOBJICHHE 00s13aTE/IbHBIX IPABUIL:

— coctaB uHQopMamuu o crabwibHocTd APC u JeKapcTBEHHBIX
IpenapaToB, BK/IIOYAIOMIAs BHUIBI IUIAaHUPYEMBIX HCIBITAaHUH (CTpeccoBEHIe,
YCKOPEHHBIE U I0JITOCPOYHEIE), BHIOOP CEpUH, ONMCAHUE CUCTEMBI YIIaKOBKH,
UCTIBITYEMBIE XapaKTEPUCTHUKH, METONKH UCTIBITAHW, 9YaCTOTY MCIBITAHUH,
YCIIOBUS XpaHEHHUS,

— TpeOoBaHMsA K JIEKApCTBEHHBIM IIpernaparaM [l HCCleoBaHHs
CTa0WJIBHOCTH BKJIIOYasl BHU/Bl IUIAHUPYEMBIX HCIBITaHUN (YCKOpEHHBIE M
JIOJITOCPOYHEIE), BRIOOp cepuil (maHHBIE JUIsI CTAOMIBHOCTH IOJDKHBI OBITH
MOJTy4YEeHbl KaK MHHHMYM Ui TpeX IEpBUYHBIX CEpUil JIeKapCTBEHHOTO
npernapara), OIMCaHHE CHCTEMBl YIAKOBKH (YKYIIOPKH), HCIBITyeMble
XapaKTepUCTUKH, METOJWKU HCHBITAHWM, YacTOTY WCHBITAaHUM, YCIIOBUS
XpaHEeHUS.

6. Mexanuzm paspemieHuss Npod/JeMbl M JOCTH/KEHHS IeJH
peryJnpoBaHMsi, NpelycMOTpeHHbII mnpoektoM pemenus EJK
(omuMcaHHe B3aHMMOCBSI3M MeXAY IMpeAdaraeMbIM peryJHpoBaHHEM

U pemiaemMoii npodiaemoii).
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B pamxax peryiupoBaHUs NpeANoNaraercs YCTAaHOBHUTH eJIMHEIE
TpeOOBaHUA K UCCIENOBAaHUIO CTaOMITBHOCTH JIEKAPCTBEHHBIX IPENapaToB
(apmaleBTHUYECKUX CyOCTaHIIMIA, KaKk OCHOBY IPHU3HAHUS.

OO6ecneuuTh ympaBieHHE MPOU3BOIACTBEHHBIM IIPOLIECCOM C TOYKH
3peHUs NpeyIIPEKICHNS BBITYCKa HEKa4YeCTBEHHOM POy KITHH.

7. CBeaeHus 0 pPaccMOTPEHHBIX aJIbTePHATHBAX
NpeAIaraeMomMy peryJiipoBaHHIO.

B xayecTBe anbTepHATUB [AHHOMY PpErYJIHMPOBAHHMIO PACCMOTPEHEI
CUCTEMBI:

—  OTKa3 OT IpPOBEJCHUSA HCCIEOBaHUIA CTa0MIBHOCTU JIEKAPCTBEHHBIX
npenapaToB U (papMalleBTUUECKUX CYOCTaHIIHIA.

B ommume or mpeanaraeMoro  BapuaHTa  PeryJIMpOBaHUS,
ONTUMHM3HUPYIOLIETO  TpeOOBaHMS K  HUCCIEAOBAaHUI  CTA0WILHOCTH
JEKapCTBEHHOTO Ipemapara W (apMaleBTUYEeCKHX CYOCTaHIMid, He
IIPOBEJIEHUE MCCIIEJOBAHUI, HE II03BOJSIET MOOUTHCA pelleHust MpobiaemMsl
HEOHO3HA4YHOH (HepaBHOM) OIIEHKH KauyecTBa JIEKApCTBEHHOIO Ipeliapara u
(apmarieBTHUECKUX CyOCTaHLUT pa3InYHBIMU YIIOJIHOMOYEHHBIMU OpraHaMH
rocygapcTs-wieHoB.  He  mo3BoiseT  rapaHTHpOBaTh  COXpaHEHHUE
NOTPeOUTENBCKUX KAa4eCTB B TEUSHUE 3asBICHHOTO CPOKA TOTHOCTH.

8. HopmaTuBHO-IpaBOBOEe OCHOBAHME /IJisi NPHHATHS MNPOEKTA
pemenns EDK.

Cratest 30 [loroBopa o EBpa3uiickoM 3KOHOMHYECKOM COMO3€
oT 29 mas 2014 r u nmyskrt 2 crateu 3 CornameHus O eIUHBIX NPUHIUIAX
U IpaBHiax oOpalleHUs JIeKapCTBEHHBIX CPEJCTB B paMKax EBpasmiickoro

5KOHOMMUECKOT0 coro3a oT 23 nekabps 2014 ropa.



9. Chepa mnoanomounii EJK, Kk KoTopoii OTHOCHTCSI MpOEKT
pemenus EJK.

PerymupoBanue oOpallleHUs JIeKapCTBEHHBIX CpEIACTB B paMKax
EBpa3uiickoro 5Kk0HOMUYECKOT0 CO03a.

10. ®UHAHCOBO-DKOHOMHYECKHE IOCJeACTBHS NPHHITHS IPOEKTA
pemenns EJK ans cy6bexToB NpeANpHHAMATE/IHCKOMH AeATEIbHOCTH.

Jomnyck ¢apMarneBTHUECKMX NPOU3BOUTENEH Ha PBIHOK TOCyIapCcTB-
YJIEHOB, a TAKXK€ Ha BHEIIHHWE PBIHKH CTpPaH, UCIOJIB3YIOIIMX aHATOTHYHBIE
OAXO0/Abl K TPeOOBAHMAM K HCCIIEOBAHUIO CTAOMIBHOCTU JIEKAPCTBEHHBIX
IpenaparoB U (papMaleBTHUECKHUX CyOCTaHIIH.

MunumMuzanus 3aTpar (hapMaLleBTUYECKOTrO IPOU3BOAUTENS
B CBS3M C BBEJCHHEM €UHBIX IPABIJI, HEOOXOAUMOCTh IIPOBEIEHUS O/IHOTO
HCTIBITAHUS.

11. llpeanosaraemMble CpoKH BCTyILIeHHS mpoekTa pemeHus EJK
B CHJIY.

Yepes 6 Mecs1es mocie AaThl OPUIHATIEHOTO OITy OJTMKOBAHMUSL.

12. Osxugaemblii pe3yabTaT peryjaHpoBaHus.

Co3zpganue enuublx npaBuil  oueHku crabwisHocty ADC u
JIEKapCTBEHHBIX  IIpenaparoB;  IpU3HAHHE  €AUHBIX  pe3yJIbTaTOB
CTaOWUIBHOCTH; MMHUMU3ALUS BpEMEHHBIX U  (UHAHCOBBIX  3aTpaT
MIPOU3BO/IUTENEH JeKapCTBEHHBIX; TpHUBJIEYeHHEe Ha (apMaleBTHYeCKUi
peiHOK EADC HOBBIX 3apyOeXHBIX YYaCTHUKOB, BBIXOJ HAllMOHAJIBHBIX
[POU3BOAUTENEHN JIEKAPCTBEHHBIX CPEJICTB HA BHELTHUE PHIHKH.

13. Onucanne onbITa TrOCYyIApPCTB — 4WieHoB EBpa3uiickoro
IKOHOMHYECKOT0 CO0103a U MEXKJIYHAPOJHOTO ONBbITA PEryJHpOBaAHMS
OTHOLIEHHUI, ABAAIOIHNXCA npeaMeToM mnpoekTa pemenus EDK

(c 00ocHOBAHMEM €ro NPOrpecCHBHOCTH U MPUMEHHUMOCTH).
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I'ocynapcTBa-usieHbl B HACTOSINIEE BpeMsl MMEIOT pa3audHble I10
00BeMy W COJIep’)KaHHIO HaIMOHAJIbHBIE TpPeOOBaHHSA K HCCIIEIOBAHHIO
CTAaOMJIBHOCTH  JIEKAPCTBEHHBIX  IpemapatoB W (apMaleBTHYECKUX
cyOcTaHUMM, 4TO NMPUBOJUT K HEOOXOAMMOCTH MOBTOPEHUSI UCCIEN0BAHUM
CTaOMIIBHOCTH B KQXKIOM IrOCyapCTBe-UJIeHe.

IIpennaraemas penakuus MpoeKTa rapMOHU3HUPOBAHA C PYKOBOJCTBOM
EBporeiickoro coros3a, H, B Hacrosllee Bpems, SBIseTcs Haubomee
JeTaTU3UPOBAHHBIM PYKOBOJICTBOM, PEryJIUpYIOLIUM o0beM
OrodapmaleBTUYECKUX HCCAEI0OBAaHMN TpPH KCCIICIOBAaHUU CTaOMIBHOCTH
JIEKapCTBEHHBIX MPEnaparoB U GpapmMaleBTHUYECKUX CyOCTaHIMIA.

14. CBegennst 0 mpoBeJeHHU MYOJHYHOIO OOCY:KIEHHUSI MPOEKTA
pemenusi EJK.

B pamkax nyOmuyHOTrO OOCYXKIEHHS IMPOEKTa PEIIeHUs] ITOCTYITHIN
zamevyanust ot OOO «Hosaptuc Hesa», P.HuszoBa u Jlemapramenra
pa3sBUTHUS IIpeANPUHUMATEIbCKOM JEeSATEIIbHOCTH EBpasniickoii
DKOHOMHYECKOH KOMHCCHUH.

15. Cpegenusi o 3akjiIOYeHHH 00 OLleHKe peryJaupyloero
Bo3JelicTBUs HAa npoeKT pernenust EJK.

Nudopmanus Oyner ykazaHa TMocje MONy4YeHHs 3akiro4yeHus o0
OIIEHKE PEryIUPYIOLIErO BO3ICHCTBUSI.

16. Unas1 nudopmaumsi, oTHOCSIIASICSI, 10 MHEHHUIO IellapTaMeHTAa
EDK, oTBercTBeHHOro 3a NOAroTOBKY mnpoekTa pemennss EJK, k
OCHOBHBIM cBeJeHussM O mnpoekre peweHuss EDK wu (mam) o ero
IHOAr0TOBKE.

IIpoext pemenust Komuccuu paspabotan B cOOTBeTCTBUHU ¢ Ilepeunem
[IPOEKTOB JOKYMEHTOB EBpazuiicKOW 5KOHOMMYECKOHM KOMMCCHM T10

BOITPOCaM pEryJIMpoBaHusl 00ITEero phIHKa JeKapCTBEHHBIX CPEJICTB B paMKax
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EBpasuiickoro s5KOHOMHUYECKOI'o COr3a, MNIaHUPyeMBIX K pa3zpadoTtke B 2016
- 2018 ronax.

OpnobGpen pabodeil rpynmoit mo GopMHPOBaHWIO OOIIMX IOAXOJOB
K pPEryJHpOBaHHUIO OOpalleHUs] JeKapCTBEHHBIX CPEACTB B  paMKax
EBpasniickoro skoHOMHYecKoro coro3a, chopmupoBanHoil npu Kommernu
EBpa3suiickol 3KOHOMMYECKOW KOMMCCHHM, B COCTaB KOTOpPOH BXOJSAT
IpeICTaBUTENH YIOJIHOMOYEHHBIX OpraHoB rocy1apcTB-UJIEHOB

U TIPEICTaBUTENH OHM3HEC-CO00IIecTRa.



