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NoTRET

O BHeceHHHM M3MEHEHHUH
B NyHKT 3 Ilo/103eHHsI 0 Me:KBEAOMCTBEHHOH KOMHCCHH IO OTIpeAe/IcHHIO
AedeKTypbl HJIH PHCKA BOSHHKHOBEHHS Je(eKTypbl JeKapCTBEHHBIX MPenapaTos
B CBSI3H ¢ BBeleHHEeM B OTHoWeHHH Poccuiickoii @eaepannn orpaHHYRTEIbLHBIX
Mep YKOHOMHYECKOIro XapaKkTepa, yTBep:KIeHHOro npuKka3omM MuHHCTepCTBa
3apaBooxpaHeHust Poccuiickoii ®egepannu ot 19 mas 2022 r. Ne 3391

B cooTBeTCTBUY € MyHKTOM 2 0COOEHHOCTEH BHECEHUS U3MEHEHHI B TOKYMEHTEI,
cofiepKalliiecss B PETHCTPAllMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIH JIEKAPCTBEHHBIH
npenapar Ajdd MEIUIMHCKOIO IIPUMEHEHMs, B ciay4dae JAedeKTypsl WM pHCKa
BO3HHUKHOBEHMS Je(peKTypbl JIEKapCTBEHHBIX IIPENapaToB B CBA3H C BBEJECHUEM
B oTHoweHun Poccuiickoii denepaiy OrpaHHUYUTENBHBIX Mep 3SKOHOMHYECKOTO
XapakTepa, yTBEpPKACHHBIX NocTaHoBlIeHHeM [IpaBurensctBa Poccuiickoit @enepariuu
ot 23 mapta 2022 r. Ne 440, myHkramu 2 1 35 ocobeHHOCTE# 00palleHus JIeKapCTBEHHEBIX
CPEACTB Jjsd MEAMIUHCKOTO IPUMEHEHHs B choydae JedeKkTypsl HWIH pHCKa
BO3HUKHOBEHUs JAe(eKTyphl JIEKapCTBEHHBIX MpENapaToB B CBA3M C BBEACHHEM
B oTHoweHuu Poccuiickoii ®enepanyin OrpaHUYUTENBHBIX MEp 3KOHOMHYECKOTO
XapaKTepa, yTBEpXACHHBIX ITocTaHOBIeHHEM [IpaButenscTBa Poccuiickoit ®enepainm
ot 5 anpenst 2022 r. Ne 593, npu ka3 b B alo:

1. B mynkre 3 TlonoxxeHus o MeXBEJOMCTBEHHON KOMHCCHH IO OIpEHeNICHUIO
ne(heKTYphl WX PUCKa BOSHUKHOBEHHS JIe)eKTypHI JIEKAPCTBEHHBIX MPENAPATOB B CBA3H
C BBeleHHEM B OTHouleHMH Poccuiickoii @enepanuyu OrpaHHYWTENBHBIX MeEp
DKOHOMHYECKOTO  XapakTepa, YTBEPKACHHOTO npukazoMm  MuHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoit @epepauuu ot 19 mag 2022 r. Ne 339u
«O MeXBEIOMCTBEHHOM KOMHCCHH IO OIpelelieHHI0 aeeKTypsl WIM pPHCKa
BO3HMKHOBEHHUS JIepeKTyphl JIeKApCTBEHHBIX IIPENapaToB, BHIAAYM 3aKIFOYEHUIT
00 ompeneneHun NedeKTypsl WM PHUCKa BOSHUKHOBEHHS JNe(EeKTYphl JIEKAPCTBEHHBIX
NPEnapaToB, O BO3MOXHOCTH (HEBO3MOXXHOCTH) BPEMEHHOTO OOpaleHHs CepHu
(mapTuM) He3aperMCTPHPOBAHHOTO JICKAPCTBEHHOrO IIpemapata M O BO3MOXHOCTH
(neBo3MOXHOCTH) ofpamenus B Poccuiickoit ®enepaunn cepun  (HapTHH)
JIEKapCTBEHHOT0 Mpemapara B YIaKOBKe, INpedHa3sHAYeHHOW Juid oOpalieHus




Ha TePPUTOPUH MHOCTPaHHBIX FOCYAApCTB, IEKapCTBEHHEIX MPEMNapaToB, B OTHOLIEHUH
KOTOPBIX €CTh JAe(eKTypa HIM PHUCK €€ BO3HHKHOBEHMS, B CBS3H C BBEICHHEM
B oTHomeHun Poccuiickoit ®enepanu OrpaHUYHUTEIBHBIX MeEp 3KOHOMHYECKOIO
XapakTepa, a Takxke 00 yTBepxkIeHH: GOpM YKa3aHHBIX 3aKITI0UCHUN (3apEerHCTPUPOBaH
MunuctepctBoM foctulmu Poccuiickoit @enepanun 26 Masd 2022 r., perucTpalliOHHBINA
Ne 68600) ¢ n3MeHeHHUAMH, BHECEHHBIMU IIpHKa3oM MHHKCTEPCTBA 3[paBOOXpAaHEHHUS
Poccuiickoii @enmepauuu ot 3 Hos6ps 2022 r. Ne 724H (3apermcTpHpOBaH
MunucrepcteoM  roctuid  Poccmiickoit  ®enepanumu 13 despams 2023 1,
peructTpauuoHHbIi Ne 72341):

a) MOAIYHKT 3 U3JIOKUTH B CIEIYIOLIEH pelaKIuu:

«3) B 2022-2023 rr. pelieHHH O BO3MOMKHOCTH oOpaileHHs B PocCHiCKOM
depepany 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB A MEIHIHHCKOrO
NpUMEHEHH B YMAaKOBKaX, NpeJHA3HAUYeHHBIX U1 oOpalleHMs B HHOCTPAaHHBIX
rocy#apcTBax, B ciydae JAe(eKTypbl JEKapCTBEHHBIX NPENapaTtoB HIM PHCKa
ee BOBHHKHOBEHHS B CBS3M C BBEJEHHEM B OTHOWEHMH Poccuiickoii Peneparmuu
OrPaHUYHUTENFHBIX Mep 3KOHOMHYECKOrO XapakTepa IIpH YCIOBHH COOTBETCTBHSA
BBO3MMBIX JIEKAPCTBEHHBIX IIpENapaToB TpeOOBaHMAM, YCTAHOBICHHBIM IIpH HX
PETHCTpalliy, 3a HCKIIOYeHHeM TpeOoBaHHH K IIEPBUYHOM YNAKOBKE, BTOPHYHOM
(OTpeGHUTENBCKOM) yITaKOBKE, a TaKoKe NIPH HATMYUH Ha BTOPHYHOH (MOTpeOHTENBCKOMN)
YIIaKOBKe JIEKapCTBEHHBIX IIperapaToB, HAXOMSAIIMXCA B OOpaleHHH, CaMOKJIESIIENHCS
STUKETKH, Cofepxamieid MHGOpPMALUI0 O JIEKapCTBEHHOM IIpelapare Ha pPyCCKOM
S3BIKE.»;

0) CHOCKY 4 UCKJIIOYUTD. ,

2. Hacrosimuii mpuka3 BCTyNaeT B CWIy IO HMCTEYEHHM AECATH [IHEW IIOCIe
IHs ero oQUIHATBEHOTO OMyOIMKOBaHUS U AelicTByeT mo 31 nexabps 2023 roga.

MuHucTp M.A. Mypariko




