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PELLEHUE
06 OTKO3€e B COrACCOBAHUU NPEAEAbHbIX OTNYCKHbIX LLEH NPOU3BOAUTEAEN
HQ A€KAPCTBEHHbIE NPEnAapATbl, BKAIOYEHHbIE B NepeveHb XXU3HEHHO HEO6XOANMDIX

M BODKHENLWNX A€KAPCTBEHHbIX NPpenapaToB

B COOTBETCTBUM C MYHKTOM 13 1 NOAMYHKTOM «B» NyHKTA 32 [MpABUA rOCY AQPCTBEHHOMN
permctpaumm 7 nepeperncTpaumm YCTAHABAMBAEMbIX NPON3BOAUNTEASIMU
AEKAPCTBEHHbIX MPENAPATOB  MPEAEAbHbIX  OTMYCKHbIX UEeH HA AeKAPCTBEHHble
NPEnapPaThl, BKAKOYEHHBIE B MNEePeYeHb MKMUIHEHHO HEOOXOAUMBIX U BOXKHEMLLMX
AEKAPCTBEHHbIX  MPEMNAPATOB, YTBEPMKAEHHBIX MOCTAOHOBAEHMEM  [1POBUTEABCTBA
Poccumckon Peapepaumm ot 29.10.2010 Ne 865 (aanee — [lpanaa), PeaepanbHas
OHTVIMOHOMOABHAOST CAYXKBA PACCMOTPEAT  AOKYMEHTbI, MPEACTAOBAEHHbBIE MUCbMOM
MuHsapasa Poccum ot 03.06.2019 Ne 20-4-4099620-C, 1 NPUHSIAQ peLlleHne o6 OTKase B
COrAQCOBOHUKM MPEAEABHOW OTMYCKHOW LIEHbI, 3AsSIBAEHHOM HAO nepepermnctpaumio OAO



«CunHTE3» (POCCHKST), HO CAEAYIOLWMIN AEKAPCTBEHHDBIN MPENAPAT, BKAKOYEHHbIN B NepeyeHb
YKNBHEHHO HEOBOXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«NeynpodeH» (MHH - NBynpodeH), TABAETKM, NOKPLIThIE NAEHOYHOM oBonoukom 400 mr,
10WT. ~yNAKOBKMN SIMENKOBbBIE KOHTYPHbIE (5) - NaYKKM KOPTOHHbIE, B pa3mepe 87,02 pyb.

[MpeAeAbHOsT  OTMYCKHAST LUeHA HA  YKA3AHHbIK  AEKAQPCTBEHHBI  MNPENAPAT  He
COrnQCcoBbIBAETCS NO CAeAYIOWNMM OCHOBAHUSIM.

B pamMkax npoBeaeHMs1 sKoHOMMYeCkoro aHaAnza QAC Poccum HONPABAEHbBI 3AMPOCHI
BCEM MPOM3BOANTEASIM AEKAPCTBEHHbBIX MPENAPATOB, OTHECEHHbBIX K MHH «6ynpoder» n
MMeloLe OAMHOKOBBIM MyTb BBEAEHUST (AQAee - [IPOUN3BOAUTEAM), O HAAUYUN UNAU
OTCYTCTBMM POCTA UEH HA Cbipbe VM MATEPUAAbI, UICMOAb3YEMbIE MPW MPOU3BOACTBE
COOTBETCTBYIOLLMX AEKAPCTBEHHbBIX MPENAPATOB.

Mo pPe3yAbTATAOM OHAAM3A AQHHBIX, MPEACTOBAEHHBIX [IDON3BOAUTEASIMU, YBEANYEHNE
LEeH HO MATEPWAAbI, UCMOAb3yeEMblE MPU MPOMU3BOACTBE 3ASIBAEHHOIO ASKAPCTBEHHOIO
NPEenapaATa, KOTOPbIE B PABHOW CTEMEHM BAUSIKOT HA YPOBEHDb 3QPErMCTPUPOBAHHbBIX LEH
HO BCE AEKOPCTBEHHbIE MPENnapPAThbl, OTHECEHHble K MHH «MBynpodeH» n mnmetowmne
OAVHAKOBbIV MYyTb BBEAEHUS, HE MOATBEPIKAQETCSI.

Kpome Toro, no pesyAbTATaM AHAAM3A MPEACTABAEHHBIX [1DON3BOAUTEASIMN AQHHBIX O
LEeHOX HA Cblipbe, MCMOAb3yeMOe MpU MPOUN3BOACTBE 3ASIBAEHHONO AEKAPCTBEHHOIO
NPEenapaATd, YCTAHOBAEHO OTCYTCTBME PABHOW CTEMNEHU BAUSIHUSI YBEAUYEHUS LeH HA
Cblpbe HOA YPOBEHb 3APErnCTPUPOBAHHBIX LUEH HAO BCE AEKAPCTBEHHble MNpenapdaThl,
oTHeceHHble K MHH «MBynpoden» n nmetome OAMHAKOBBIM MyTb BBEAEHWS, B CBSIBMN C
3AKYMNKOWM  OTAEAbHbIMK  [TPON3BOAUTEASIMM  DAPMALEBTUYECKOM  CyOCTAHUMM
«MBynpodeH» No BoAee HUKMM LEHOM.

B CBSI13M C BbILLEM3AOMEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M MYyHKTA 19 [NpaBuA
NPEBbILLEHVE NPEACTABASIEMON AASI TOCY AQPCTBEHHOW NMepeperncTpauny npeAeAbHOM
OTMYCKHOM  LUEHbl TMPOU3BOAUTEAST HOA AEKAPCTBEHHbIM MNPEenapaT HAA  LEHON,
PACCYUTOHHOM B COOTBETCTBMM C METOAUKOM, SIBASIETCSI OCHOBAHMEM AAST OTKA3A B
COrAQCOBAHNN TOCYAQPCTBEHHOW NEepEPErncTpaUmMmn MPEAEABHON OTMNYCKHOW  LIEHD
MPOU3BOAUTEASI HO AEKAPCTBEHHBIV NPENnApPAT.



