i
O0;J1I€ll

O BpeMEHHEIX Mepax M0 YCTaHOBJICHHIO 0COOCHHOCTEH 00pameHI ICKapCTBEHHEIX CPEACTB
JUIS MEAMIUHCKOTO IPAMEHEHHSA

Pemenne Coeta EBpasuiickoi s3xkoHoMuueckor komuccuu ot 10 utonst 2022 roga Ne 96.

B cootBercTBuHm co cratbsamu 30 JloroBopa o EBpa3zuiickoM 3KOHOMHUYECKOM COX03€ OT 29
Mmas 2014 roga u cratbsimu 4, 7, 8 u 10 CornaiieHuss 0 €IMHBIX NPUHIMIAX U MPaBUJIAX
oOpallieHusl JICKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KoHOMHUYECKOTo coro3a OT 23
nekadps 2014 rona, pacnopsbkenueM Coseta EBpasuiickoit 5KOHOMHUYECKOW KOMUCCUU OT 17
maprta 2022 r. Ne 12 B ycnoBHSX NPUMEHEHHS CIIENUAIBHBIX 3KOHOMHYECKUX MEp IpHU
OTCYTCTBUM WJIM BO3HUKHOBEHHM YI'PO3bl OTCYTCTBUS JIEKAPCTBEHHBIX CPEACTB HAa PBIHKAX
rocy1apcTB — 4jieHOB EBpa3uiickoro s3KOHOMHYECKOTO COro3a (7agee COOTBETCTBEHHO —
rocynapctBa-wieHbl, Co103) B 1LeIIX OXpaHbl XWU3HU U 3I0POBbS HACEJICHUS
rocyZapcTB-4JeHOB, o0ecrieueHus GecrnepeOoHOro oopalleHus JeKapCTBEHHBIX CPEJICTB B
pamkax Coroza Coset EBpa3zniickoi 5KOHOMHUYECKON KOMHUCCUY PEIIAIL:

1. YcraHoBUTS, 4TO:

a) YIOJHOMOYEHHBIE OpraHbl rOCyAapCTB-WICHOB B cepe oOpallleHus JIeKapCTBEHHBIX
CpeACTB (nanee — yHnoJIHOMOYEHHbBIE OpraHbl) BIIPABE YCTAaHABIMBATh BPEMEHHBIN MOPSAI0K
oOpallieHusl JISKAPCTBEHHBIX CPEJICTB (BKJIIOYAS] PETUCTPALINIO JIEKAPCTBEHHBIX MIPENapaToB U
BHECEHWE W3MEHEHUNW B PETUCTPAIMOHHOE JOChE JIEKAPCTBEHHBIX MPENapaTroB),
nectBytomuit 10 31 gekabps 2027 1., COXpaHUB BO3MOXKHOCTH OCYIIECTBICHUS
perucTpanuu JICKapCTBEHHBIX MpenapaToB B COOTBETCTBUU ¢ IIpaBuiamu perucrpanuu u
AKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB I MEAMIMHCKOTO NMPUMEHEHHUS, YTBEPHKIACHHBIMU
Pemenuem Coera EBpasuiickoil 3koHOMHUYECKON KoMuccuu oT 3 HosiOps 2016 r. Ne 78;

0) YIOJTHOMOYEHHBIE OpPraHbl, OCYIIECTBIISIIONIME BbIJIayy B COOTBETCTBUU C IIPABOM
Coro3a perucTpaloOHHbIX YJOCTOBEPEHUM JIEKApPCTBEHHBIX MpenapaToB JJI MEIUIIMHCKOTO
MPUMEHEHUS U CepTH(PUKATOB COOTBETCTBUS MpouU3BOUTENsS TpeOoBaHusMm IIlpaBun
HaJJIeKaIlel MPOU3BOICTBEHHOMN MPaKTUKKU EBpa3uilckoro 5KOHOMHUYECKOT0 coro3a (faee —
cepTuduKaThl), BIIpaBe MPOJIEBATh IEUCTBUE ITHX JOKYMEHTOB, €CIIM CPOKH MX JCHCTBUS
ucrekarot ¢ 1 saBaps 2022 r. o 31 nexadbps 2022 r., Ha 12 mecaieB co AHs, CISAYIONIEro 3a
JTHEM UCTEUEHHUS TAKUX CPOKOB.

YoaHOMOYEHHBIE OpraHbl 00ECIeurBaOT BO3MOXHOCTh BHECEHMSI M3MEHEHHH B
cepTu(dUKaThl HA OCHOBAaHWU CBOUX pPEIICHUN 0€3 MPOBEIEeHUS] MUHCIIEKTUPOBAHUS B MEPUO]T
CpoKa JIeCTBUS CepTU(PUKATOB B ClIydyae M3MEHEHUS HAUMEHOBaHMs U (WJIHM) ajgpeca MecTa
HaXOXJICHUS TPOU3BOJUTENS WJIM HWHOCTPAHHOTO TMPOU3BOAUTENS, 0€3 CMEHBI X
(aKTUYECKOTO HAXOXKJCHUs, TEPEUHs] MPOU3BOAUMBIX Ha TOW K€ MPOU3BOICTBEHHOMU
IUIOIIAJIKE U B TEX K€ YCJIOBHSX JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B cepTudukare, c



Y4ETOM TMPOJJICHUS] CPOKa JEeUCTBHS cepTUdUKaTa B COOTBETCTBUH C HACTOSIIUM

MOJANYHKTOM. B ciydyae BO3HUKHOBEHUSI puUCKa AehUIIMTA JIEKAPCTBEHHBIX MpEnapaToB Ha
pBIHKaX rocyJapCTB-WICHOB (B TOM YHCII€ B CBSI3U C BBEICHUEM SKOHOMUYECKHX MEp B
OTHOILIEHUH OJTHOTO WJIK HECKOJIBKUX TOCY/IapCTB-YJICHOB) YIIOJJHOMOYEHHBIE OpraHbl BIIPaBe
MMOBTOPHO MPOJINTH ACHCTBUE YKAa3aHHBIX B HACTOSIIEM IMOJNYHKTE JOKYMEHTOB, HO HE
6omee ueM 10 31 aexadps 2024 rona.

Cuocka. IIynkr 1 ¢ n3meHeHnsimMu, BHeCeHHbIMHU penieHussMu Coera EBpasuiickoit
skoHOoMHUueckoi komuccuu oT 06.09.2024 Ne 60 (BcTymaeT B cuity 1o ucredeHuu 30
KaJIGHJIapHBIX JIHEH ¢ 1aThl ero oduimaibHoro onyoaukoBanus); ot 14.05.2025 Ne 29 (
BCTYyMaeT B CUITy Mo uctedeHuu 10 KajgeHIapHbIX JHEH C AaThl €ro 0PUIHaIbHOTO
OIMyOJIMKOBAHUS U PACIIPOCTPAHSIETCS HAa MPaBOOTHOIIEHUs, Bo3HukIue ¢ 01.01.2025).

2. IlpenocTaBUTh 3asBUTENSAM MPABO HA PETUCTPAIUIO JIEKAPCTBEHHBIX MPENAPATOB B
Cllyyae HEBO3MOXHOCTH MPEACTaBICHUS JCUCTBYIOLIErO JOKYMEHTa, MOATBEPKIAIOIIETr0o
COOTBETCTBHE MPOU3BO/ICTBEHHOM IJIOMIAAKU (TPOU3BOICTBEHHBIX TUIOIIAI0K) TPeOOBAHUSIM
HaJJIeXKaIle Mpou3BOJICTBEHHON mpakTuku Coro3a, mpu nojayde n0 31 gekadbps 2023 .
3asBJICHUS O PErucTpaluv JEeKapCTBEHHOrO IMpernapara, BHECEHHUUM HM3MEHEHUUM B
PETUCTPAIIMOHHOE JOChE€ JIEKAPCTBEHHOrO Mpemnapara, MOATBEPXKAEHUHM peructpanuu (
MepeperucTpaliu) Wik o MPUBEJACHUU PETUCTPAIIMOHHOTO JI0ChE JIGKAPCTBEHHOTO Mpenapara
B coOTBeTCTBUE C TpeboBanusiMu (Coro3a BMECTO JAHHOTO JOKYMEHTA MPEJCTaBISITh B
COCTaBE PETUCTPALMOHHOTO JI0ChE 3asBJICHUE O MPOBEJACHUHN MHCIEKIIMH TPOU3BOICTBEHHON
I0m@aaAKu (MPOM3BOJICTBEHHBIX IUIONIAA0K) JEKApCTBEHHOTO Ipemnapara B MEPUOJ
NpPOBEICHUSI PETUCTpAllUM JIEKAPCTBEHHOI'O TIperapara, BHECEHHS W3MEHEHHH B
PETUCTPALlMOHHOE JJOChE WJIU MPUBEJCHUS €r0 B COOTBETCTBUE C TpeboBaHusamu Coro3a, Ha
OCHOBAHUHM KOTOPOTO TaKas MHCIIEKIUS MOXKET ObITh MPOBEJIEHA B MEPUOJ OCYIIECTBICHHUS
PEeTUCTPAIMOHHBIX TPOLEAYpP WJIM BKJIIOYEHA B IUIaH MPOBEIACHUS HWHCIECKIUM
(dhapmareBTUYECKUM UHCIIEKTOPATOM TOCYIapCTBa-4JICHA.

3. Hacrosiee Pemenune BctynmaeT B Cuily 1o ucredeHuu 10 kameHaapHbIX JTHEH C JaThl
ero o(huIraIbHOTO OMYOJINKOBAHHUS.
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