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MUAHUCTEPCTBO 3JIPABOOXPAHEHHUS
POCCHUUCKON OEJIEPAIIUH

(Mun3apas Poccun)

INPUKAS3
4 ﬂ(w GOR Yz 4 o Ne 73 ar

MockBa

OG0 yrBepxkaennu GopMbl 3asB1eHAs 0 NPU3HAHMHE JIEKAPCTBEHHOTO NIpenapara
oppaHHBIM JIEKaPCTBEHHbIM NPENapaToM

B cooreerctBuM ¢ myHnkroM 1 dactu 1 crarem 20 denepanbHoro 3akoHa
or 12 ampens 2010 r. Ne 61-®3 «O0 oOpamieHMd JI€KAPCTBEHHBIX CPEICTBY
U roxmyHkToM 5.2.148% mynkrta 5 ITonoxeHus o MHHHMCTEPCTBE 3IPaBOOXPaHCHUS
Poccuiickoii  ®enepauuu, yTBEpXKICHHOTo mnocTraHoBieHWeM IlpaBurenbcrBa
Poccuiickoit ®enepanuu ot 19 urons 2012 1. Ne 608, mp v Kk a 3 BI B 2 10!

1.  VYrBepaurs mpumaraemyro  (GopMy  3adBleHHS O  NIPU3HAHWHU
JIeKapCTBEHHOr0 npernapaTta opdaHHBIM JEKaPCTBEHHBIM MPEIapaToM.

2. Hacrosumii nprka3s BCTymaeT B cuity ¢ 1 centadpsa 2024 r.

MuHuctp M.A. Mypartiko




YTBEPXJIEHA
nprKa3oM MuHHCTEpCTBa 3IpaBOOXpaHEHUS
Poccuiickoit ®enepannu
OT «<LF» s 2024 1. Ne Z%34

3aaBiaenne o NPU3HAHHUH JIEKAPCTBEHHOI'0 Mpenapara

op(haHHBIM JeKapCTBEHHBIM MpenapaToM

®opmMma

B MunucrepcTBo 31paBooxpanenus Poccuiickoit ®eneparyu

HaumeHoBanWe, anpec B mpedenaX MecTa HAXOXICHHS
IOPHIMYIECKOr0 JIMIA — 3aBUTENIA, CBEICHUSA O €T0 PErHCTPAIIH
B KaueCTBE HAJIOrOIUIATENbIIUKA B CTPaHE PETHCTpandH (i
IOPUIUYECKMX JIMI, 3apETUCTPUPOBAHHBIX HAa TEPPUTOPHH
Poccuiickort ®ezgepauu — HICHTUDUKALUMOHHEIM HOMED
Hanoromnarenbmmka (MHH), 1ns  ropuandeckux  iui,
3apETHCTPUPOBAHHEIX ~ HAa  TEPPUTOPUH  HHOCTPAHHBIX
rocymapcTB —  CTpaHa  PETUCTpAllMd, HAUMEHOBAaHHE
PETHCTPUPYIOIIETO OpPraHa, PETHCTPALIHOHHBIA HOMEpP, KO
HAJIOTOILIATENbIINKA B CTPAHE PEruCTpalvu (MHKOPIIOPALIHH)
WIX €r0 aHaJIoT)

HaunmeHoBaHuME TIEKapCTBEHHOTO MpenapaTa Iis MEULMHCKOTO
OpUMEHEHH  (MEXAYHApOAHOE  HEMAaTEHTOBAHHOE, WM
TPYIINMPOBOYHOE, MIIM XMMUYECKOE U TOProBO€ (IIPH HATHYIHH)
HaUMEHOBAHMUS )

CBemeHHs O PErHCTpalUM JICKAPCTBEHHOrO MNpemapara s
MEIULHMHCKOTO IPUMEHEHUS B COOTBETCTBHU ¢ DemepaanHBIM
3akoHOM 0T 12 ampens 2010 r. Ne 61-®3 «O06 obGpamennu
JEKapCTBEHHBIX CPENCTB» WM B COOTBETCTBHH C aKTaMH,
COCTAaBIAIOIIMMA TpPaBo0 EBpasHiickoro 3KOHOMHYECKOTO
COI03a, C  YKa3aHHEM  HOMEpa  PETHCTPALUOHHOTO
YOOCTOBEPEHHS JIEKapPCTBEHHOrO IIperapara, Jarkl  €ro
pETUCTpaLUH, JepKaTens WM BIAACNbIa PErHCTPALHOHHOTO
yIOCTOBEPEHHS JIEKapCTBEHHOIO Mpemnapara Jub0 CBEACHUI O
pa3paboTYHKe JIEKAPCTBEHHOT'O IIpenapara

KadecTBEHHBII M KOJMYECTBEHHBI COCTaB JEHCTBYIOMIMX
BEILIECTB M KAYECTBEHHBII COCTaB BCIIOMOTaTEILHBIX BEIIIECTB




5. Cnoco6bl BBefE€HHS W TNPUMEHEHHA, CPOK TOMHOCTH,
neKapcTBeHHas GopMa, J03UPOBKa JIEKAPCTBEHHOTO Mperapara
JUTS. MEAULIUHCKOTO IPUMEHEHUA

DapmakoTepaneBTHIECKas rpyIma, KOJ aHaTOMO-
6. TEPANEBTUIECKO-XUMUIECKON K1accuukanuy,
PEKOMEHIOBaHHON BcemupHoit OpraHu3aluei

3/paBOOXpaHEHUsA (TIPU HATMYNH), 3aABJISIEMbIC TTOKA3aHUS I
NPHMEHEHHS JIEKapCTBEHHOTO IpenapaTta Ui MEIUIHHCKOrO
[PUMECHEHHS

7. Bux  nexkapctBeHHOro nmpemapara JUIf  MEAMIMHCKOIO
HpUMEHEHUS

(MOMKHOCTD YIIOTHOMOYEHHOTO NIPECTABUTENS OPUANIECKOTO JIUIIA, AEHCTBYIONMIETO
B COOCTBEHHBIX HHTEPECAX MM YIOTHOMOYEHHOTO IIPEACTABIIATh HHTEPECH APYTOTO IOPHANYECKOTO
JUIA)

(pamumus, ums, oTyecTBO (IpK HaNK4YKMHK) (yCHIIEHHAS KBATH(UIIMPOBAHHAS SIEKTPOHHAS OAIHNCE)

(mara moxnmcaHus)




