EBPA3BUHNCKASI DKOHOMUYECKASI KOMUCCUSI
COBET

PEIIEHUE
« » 2022 r. Ne r. MockBa

O BpeMeHHBIX Mepax Mo YCTAHOBJICHUIO
0CO0eHHOCTel o0paleHNs JIeKAPCTBEHHBIX CPeICTB
JJIS1 MeIMIUHCKOT0 PUMEHEeHU s

B coorBerctBum co crateamu 30 JloroBopa o EBpa3zuiickom
DKOHOMHYECKOM coro3e oT 29 mag 2014 roma u cratesamu 4, 7, 8 u 10
CornaiieHus 0 €IMHBIX MPUHIUINAX U MPaBUIaX 0OpalleHus JeKapCTBEHHBIX
CpeAcTB B pamkax EBpa3uiicKOro 3KOHOMHYECKOTO COr3a OT 23 nexadps
2014 roma, pacnopsokenueM CoBera EBpasuiickoi  3KOHOMHUYECKOM
komuccuu ot 17 mapra 2022 r. Ne 12 B yCcnoBHUSIX IPUMEHEHUS CIICHHATbHBIX
PKOHOMHYECKUX MEp MpH OTCYTCTBUU WA BO3HHUKHOBEHUU YIPO3BI
OTCYTCTBHUSI JIEKAPCTBEHHBIX CPEACTB HA PBIHKAX TOCYJApCTB — YJICHOB
EBpazuiickoro SKOHOMHYECKOTO COro3a (J1ajiee  COOTBETCTBEHHO  —
rocyzapcrBa-ujieHbl, Coro3) B LEAX OXpaHbl )KU3HU U 3JI0POBbsI HACEICHUS
roCyJapCTB-WICHOB, obecrieueHust oecriepe0oiHOTO oOpareHus
JeKkapcTBeHHbIX cpeactB B pamkax Coroza Coser  Epasuiickoit
SKOHOMHUYECKOW KOMUCCHUH P € I U JI:

1. YcranoBurs, 4ToO:

a) YIIOJJTHOMOYEHHBIC OpraHbl TOCYJIapCTB-WICHOB B cdepe oOpalieHus
JIEKApCTBEHHBIX CPEJCTB (Jajiee — YMOJHOMOYEHHBIC OpraHbl) BIIPaBe
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(BKJTFOYAs pETHCTPAIUIO JICKAPCTBEHHBIX MIPEIAPaTOB M BHECCHHE H3MEHCHUI
B PErUCTPAllMOHHOE JOChE JIEKAPCTBEHHBIX MpPENapaToB), IEUCTBYIOIIHIA
10 31 nexabps 2023 r.;

0) yIOJIHOMOYEHHBIE ~ OpraHbl,  OCYIICCTBJISIOIIME  BbIJAAYy B
COOTBETCTBUM C mnpaBoM (Cor03a PEruCTPAMOHHBIX YJAOCTOBEPEHUU
JIEKapCTBEHHBIX  MpenapaToB g  MEAUUMHCKOTO  TNPUMEHEHUA W
cepTU(UKATOB COOTBETCTBUSI MpOU3BOAUTENA TpeOoBanusiM [lpaBun
HAIJIEKAIIEH MPOU3BOJCTBEHHONW NMPAKTUKU EBpa3zuiCKOro 3KOHOMUYECKOTO
coro3a (majmee — cepTU(HUKATHI), BIpaBe NPOJICBATh JCHCTBHE O3THX
JTIOKYMEHTOB, €CJIH CPOKM HUX JE€UCTBUA HUCTEeKaroT ¢ | sguBaps 2022 r.
no 31 nekabpst 2022 r., Ha 12 MecsAleB co JHS, CIAEAYIOIIETO 3a JHEM
HCTEUYECHUS TAKUX CPOKOB.

YoMHOMOYEHHBIE OpraHbl 00ECIEYMBAIOT BO3MOKHOCTH BHECEHUS
U3MEHEHUN B CEpTU(PUKATHI HA OCHOBAHHM CBOMX PEIICHHI 0e3 MpOBeIeHUS
WHCIICKTUPOBAHUSI B TIEPUOJ CpOKa JEWUCTBUA CEpTU(UKATOB B CIydae
W3MEHCHHMSI HauMEHOBaHUs W (WIM) ajapeca MecTa HaXOXKICHUS
MPOU3BOAUTENS WM HWHOCTPAHHOTO TIPOU3BOJAMTEINSI, ©O€3 CMEHBI UX
(aKTHYECKOTO HAXOXKICHUS, TEPEeUHs MPOM3BOJMMBIX Ha TOM  Ke
IIPOM3BOJICTBEHHON IUIOIIAAKE M B TEX K€ YCIOBHUAX JEKAPCTBEHHBIX
CPE/CTB, YKa3aHHBIX B cepTU(UKATE, C YUYETOM MPOJJICHUS CPOKa JICUCTBUS
cepTuduKara B COOTBETCTBUM C HACTOSIIUM TMOJANYyHKTOM. B ciydae
BO3HUKHOBEHHMS pucka AeduUINTa JICKAPCTBEHHBIX MPENapaToB Ha PhIHKaX
rOCyIapCTB-WICHOB (B TOM YHCJIC B CBSI3U C BBEJACHHEM YKOHOMHUYECKHUX MEp
B OTHOIICHWHM  OJHOTO  WJIU  HECKOJbKHX  TOCYJapCTB-4YJICHOB)
YIIOJTHOMOYEHHBIE OpPraHbl BIPABE MTOBTOPHO MPOJIUTh ACHCTBUE YKA3aHHBIX

B HACTOSIIEM MOJAMYHKTE JOKYMEHTOB, HO He Oosiee uem 10 31 nexaOps

2024 r.
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2. [IpemocTaBuTh 3asBUTEISAM MPABO HA PETHUCTPAIIHIO JEKAapPCTBEHHBIX
mpenapatoB B Clyda€ HEBO3MOXKHOCTU TPEACTaBICHUS JEHCTBYIOIIETO
JTIOKYMEHTA, MTOTBEPIKIAOIIETO COOTBETCTBHE MIPOU3BOJICTBEHHOU
IJIOMIAAKK  (MPOU3BOJCTBEHHBIX ILIOMIAJIOK) TPEOOBAHUSIM HaJJIC)KAIICH
MPOU3BOACTBEHHOM npakTuku Coro3a, npu nomade a0 31 mexadps 2023 r.
3aSBJICHUSI O PErUCTpalUM  JICKAPCTBEHHOTO  IIperapara, BHECECHUH
U3MEHECHHI B PETUCTPAIIMOHHOE JIOChE JIEKAPCTBEHHOI'O Mpernapara,
MOJATBEPKACHUH pPErucTpanun (IepeperucTpalun) HWIA O MPUBEACHUU
PETUCTPAIMOHHOTO JI0ChE JIEKAPCTBEHHOI'O IpernapaTra B COOTBETCTBUE C
TpeboBanusiMu Coro3a BMECTO JJAHHOTO JIOKYMEHTa IMPEJICTABIATh B COCTABE
PErUCTPAllMOHHOTO  JIOChE€  3asBJICHHE O MPOBEACHUU  UHCICKIHUU
MIPOU3BOJICTBEHHOU ILIOIAAKH (IpOU3BOICTBEHHBIX TLJIOIIAIOK )
JIEKapCTBEHHOI0  Ipemnapata B  MEPUOJ  IPOBEACHUS  PErUCTpaAIUU
JIEKapCTBEHHOI'0 TIperapara, BHECEHHS H3MEHEHHU B PErUCTPAILIMOHHOE
JIOChE WJIM TPUBEICHUS €ro B COOTBETCTBUE ¢ TpeOoBanusimu Coro3a, Ha
OCHOBAaHHUM KOTOPOT'O TaKasi MHCIIEKIIUSI MOXXET ObITh MPOBEACHA B MEPHUO/I
OCYILIECTBJIICHUS PErUCTPAlMOHHBIX TMPOILEAYp WIM BKIIOYEHA B IUIaH
MIPOBEICHUS MHCIICKIINKA (papMalleBTHYECKUM HWHCIIEKTOPATOM T'OCY/IapCTBa-
YJIeHa.

3. Hactosimee Pemenue BcTymaeT B CHJIy 1O  HCTEUCHHUH

10 xasieHmapHbBIX JHEH ¢ JaThl €ro 0(UIMaIbHOTO OIMYyOJIUKOBAHUS.

Ynennsl CoBera EBpa3uiickoii JKOHOMHYECKOH KOMUCCUM:

Ot Pecnybosiuxku Ot PecniyOsmmkn Ot Pecriydsmnkn Ot Keiprencekoit Ot Poccuiickoit
ApmMeHust besapych Ka3zaxcran Pecry0iukm deepanmu

M. I'puropsn ~ WU. llerpumienxo  b. Cysaranos A. Koxomes A. OBepuyk



