EBPA3UMCKASI SKOHOMUYECKAS KOMUCCUS
COBET

PEIMEHHNE
«10» wronsg 2022 r. Ne 96 r. Hyp-Cynran

O BpeMeHHBIX Mepax M0 YCTAHOBJICHHIO
oco0eHHOCTel 00paleHns JeKAPCTBEHHBIX CPEeACTB
AJISE MEAHUHHCKOI0 NpUMeHeH H s

B coorBerctBuM co crarbamu 30 Jlorosopa o EBpasuiickom
3KOHOMHUYECKOM coro3e oT 29 mas 2014 roga u crarbssmu 4, 7, 8 u 10
CoryameHust 0 eIMHBIX NPUHLUIIAX U IIpaBUiIax oOpalieHus 1eKapCTBEHHbIX
CpeAcCTB B pamMkax EBpa3uiicKOro 3KOHOMHYECKOI'O coro3a oT 23 nexabps
2014 ropma, pacnopskenuem CoBera EBpa3suiickoil 3KOHOMMYECKOH
komuccuu ot 17 mapra 2022 r. Ne 12 B ycjioBUsIX IPUMEHEHHS! ClIELHATIbHbBIX
9KOHOMHMYECKHUX Mep TIpH OTCYTCTBHM WM BO3HUKHOBEHHH YTPO3bI
OTCYTCTBHS JIEKQPCTBEHHBIX CpPEJACTB Ha DBIHKaX TrOCYIapcTB — YJIEHOB
EBpa3suiicKoro 3KOHOMHMYECKOr0 COro3a (Hajee COOTBETCTBEHHO —
rocynapctBa-unenbl, Cow3) B LeJiAX OXpaHbl dKU3HU U 3/I0POBbS HACEICHUS
rocyapcTB-4JICHOB, obecrieueHus decriepebOHHOTO oOparieHus
nekapcTBeHHBIX cpeactB B pamkax Coroza Coser Espaswuiickoi
3KOHOMHYECKOW KOMUCCHU P € I | JI:

1. YcTaHOBUTB, UTO:

a) YIOJHOMOYEHHbIE OpraHbl rOCYLapCTB-wIeHOB B cdepe obparieHns
JTeKapCTBEHHBIX CPEIACTB (Jajee — YIOJHOMOYEHHBbIE OpraHbl) BIOpaBe
YCTaHABJIMBATh BPEMEHHBIA IOPALOK OOpallleHusl JIEKApCTBEHHBIX CPeACTB

(BKJIIOYAs PErucTpalMi0  JIEKAPCTBEHHBIX IIPenaparoB M BHECEHHE



2

M3MEHEHMH B pPErucTpPallMOHHOE J0Che JIEKAPCTBEHHBIX IIpernapatoB),
nevictByromui g0 31 gexabpss 2023 r., CcoOXpaHWB BO3MOXHOCTD
OCYIIIECTBJICHHS] PEerUCTpalliy JeKapCTBEHHBIX MPEMApaTOB B COOTBETCTBHU
¢ IlpaBunamu peructpaiin U 3KCMEPTH3bl JCKAPCTBCHHBIX CPEACTB IS
MEJUIIMHCKOTO  TpPUMEHEeHus, yTBepkaeHHBIMU Pemennem  Cosera
EBpazuiickoil 3xoHOMUYecKOl Komuccuu oT 3 Hosiopst 2016 1. Ne 78;

©) yronHOMOYEHHbIE OpraHsl, OCYIIECTBIISAIOIIHE BBIIATY
B COOTBEeTCTBMM ¢ ImpaBoM (oro3a perucTpaldOHHBIX Y/IOCTOBEpPEHHIA
JIEKAPCTBEHHBIX npenaparoB s MEIULHUHCKOTO IPUMEHEHHUS
U cepTU(UKATOB COOTBETCTBUS MNpou3BoauTens TpeboBanusM [lIpasur
HaJJIe)Kalled [IPpOU3BOACTBEHHOM MPAKTUKU EBPa3HiCKOTr0 3KOHOMHYECKOTO
coro3a (manee — cepruduKaThl), BIpaBe MpoJJieBaTb JeHCTBHE ITHX
JOKYMEHTOB, €C/Id CPOKH KX JAehcTBUS HcTekaloT ¢ | suBaps 2022 r.
mo 31 pgekabps 2022 r., na 12 mecsiieB co AHS, CIEAYIOIIEro 3a JHEM
HCTEUCHUS TAKUX CPOKOB.

YnomHOMOYeHHBIE OpraHbl OOeClevyMBalOT BO3MOXHOCTH BHECEHHS
M3MEHEeHUH B cepTU(HKATH HA OCHOBaHWH CBOMX pelieHuid 6e3 rmposeeHus
WHCIIEKTUPOBAHUS B TIePUOJ CpOKa JeHCTBUS cepTUPUKATOB B ciydae
U3MCHCHHMS HAauMCHOBaHMS W (WIM) ajgpeca MecTa  HaXOXJICHUS
[IPOU3BOAUTENS. MM MHOCTPAHHOTO TNPOU3BOAMTENS, ©Oe3 CMeHB HX
(aKTHYECKOr0 HAXOXKIEHHUs, IEpeyHs IMPOU3BOAUMBIX Ha TOH XKe
[POM3BOJCTBEHHON IUIOIIAAKE M B TeX XKe YCIOBUSX JIeKapPCTBEHHBIX
CPelCTB, YKa3aHHbIX B cepTudukare, ¢ y4eToM MPOJJICHHUS CPOKa JeHCTBHUS
ceprupukara B COOTBETCTBMM C HACTOALIUM MOANYHKTOM. B cmydae
BO3HUKHOBEHMSI pHCKa Je(uuuTa JeKapCTBEHHBIX IIperapaToB Ha pPhIHKAaX
roCy/1apCTB-YIEHOB (B TOM YMCIIE B CBSI3M C BBEJEHUEM IKOHOMUYECKUX Mep
B OTHOLIEHWHM  OJHOTO WM  HECKOJIBKUX  TOCYAapCTB-YJIEHOB)
YIIOJIHOMOYEHHBIE OPraHbl BIIpaBe MOBTOPHO MPOJIATE eHCTBUE YKa3aHHBIX
B HACTOSIIEM IIOJIITYHKTE JIOKYMEHTOB, HO He Oosee yem a0 31 ngexabps
2024 rona.



2. IlpenocTaBuTh 3asiBUTENISIM [PABO HA PErMCTPALMIO JIEKAPCTBEHHBIX
MpernaparoB B ClIydae HEBO3MOXXHOCTH I[IPEJCTaBIEHHUS JIEHCTBYIOIIErO
JIOKYMEHTa,  TOATBEPXKIAIOIIEr0  COOTBETCTBHE  IMPOWU3BOJICTBEHHOM
TUTOIAAKKA (TIPOU3BOACTBCHHBIX IUIOMIAIOK) TpeOOBaHUAM HaJIeKAIIEH
Mpou3BoOCcTBeHHON mpakTuku Coroza, mpu nojave o 31 gexadps 2023 r.
3asIBJICHUSI O  PErHCTpalMyd  JIEKApCTBEHHOTO  TMpernapara, BHECEHUH
M3MCHEHMH B PETHCTPAllMOHHOE JOCKE JIEKAPCTBEHHOrO Tpemnapara,
NOATBEPXKACHUN PErucTpalyy (mepeperucTpali) WA O TPUBEACHUH
PErMCTPALlMOHHOTO JIOChE JICKAPCTBEHHOrO Mpenapata B COOTBETCTBHE
¢ TpeboBanusMu Coroza BMECTO [JaHHOTO JOKYMEHTa TIpe/ICTaBIIsITh
B COCTaBe PErucTpallMOHHOIO JOChE 3asBJICHHE O MPOBCACHUH WHCIEKIIUH
[IPOM3BOACTBEHHOM IO KA (IIpoM3BOACTBEHHBIX TUTOLIA0K)
JIEKapCTBEHHOTO  Ipernapara B [I€pUOJ  IIPOBEAEHUS  PErucTpaluu
JIEKApCTBEHHOI'O Ipelapara, BHECEHHUs W3MEHEHUH B PETHCTPALMOHHOE
IOChE WIIM TPHUBEACHHUSI €r0 B COOTBETCTBUME ¢ TpeOopanusimMu Coro3a,
Ha OCHOBaHUM KOTOPOI'O TakKas MHCIIEKIMS MOXET ObITh IPOBEIEHA B IEPHOJ]
OCYILIECTBIICHHUSI PETUCTPAIMOHHBIX IPOLEeLYp WM BKJIKOYEHA
B IIJIaH TIPOBENEHMS] MHCMEKIHH (apmaleBTUYECKUM HMHCHEKTOPaToM
rocyjapcrBa-4jeHa.

3. Hacrosiiiee Pemenwe BeTymaer B CHIy TI0  HCTEUCHHH

10 KaJieHIapHbIX [HEH ¢ JaThl ero 0QUIIHATIBHOTO OMTyOJIMKOBAHHMSI.
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