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PELLEHUE
06 OTKO3€ B COrAQCOBOHUU NPEAEABHON OTMYCKHOMN LLEHbI MPOU3BOAUTEAS
HO A€KAPCTBEHHbIN NPEenapaT, BKAIOYEHHbIN B NepevYeHb XXM3HEHHO HEO6XOANMBIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B cooTBETCTBUM C MYHKTOM 8 M MOAMYHKTOM «O» MyHKTA 19 [MpaBUA rocyAQpPCTBEHHOM
perncTpaumm % nepeperncTpaumm YCTOHABAMBOEMbIX NPON3BOAUNTEASIMU
AEKOPCTBEHHbIX MPEenapaToB MPEAEAbHbIX  OTMYCKHbIX LUEeH HA AeKAPCTBEHHble
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKOPCTBEHHbIX  MPEnapaToB, YTBEPXKAEHHbIX MOCTAOHOBAEHMEM  [1pABUTEABCTBA
Poccumckon Peaepaumm ot 29.10.2010 Ne 865 (aanee — Tlpasnaa), PepepanbHas
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAA AOKYMEHTbI, MPEACTOBAEHHBIE MMCbMOM
MwuHsapaea Poccum ot 14.02.2018 Ne 20-4-4063669-C, 1 NPUHSIAQ pelleHne o6 OTKa3e B
COrAQCOBAHMN NPEAEABHOW OTMYCKHOW LiEHbI, 3AsIBAEHHOM HA nepepermnctpaumio OAO
«CUHTE3» (POCCUSI), HO AEKAPCTBEHHBIM NPENAPAT, BKAIOYEHHBIN B NEPEYEHb YKN3HEHHO
HEOBXOAMMBIX V1 BODKHENLLNX AEKAPCTBEHHBIX MPENAPATOBR:

LledazonnH-AKOC (MHH - Lled®a30AMH), NOPOLLOK AAST MPUFOTOBAEHMST PACTBOPA AAS
BHYTPVBEHHOIO U BHYTPVMBbILLEYHOrO BBEAEHMS, 1 I, DAAKOHbBI (50) KOPOBKM KAPTOHHbIE
(AAS1 CTOUMOHAPOB), B padmepe 701,03 py6b.

[NpeAeAbHOsT  OTMYCKHAST LeHA HA  YKO3AHHbIM  AEKAPCTBEHHbIM  MNPEnapaAT  He
COrAaCoBbIBAETCS MO CASAYIOLWLKMM OCHOBAHUSIM,

HO OCHOBAHUM MOAMYHKTA «Q» MyHKTA 19 MMPpABUA 3QPErMCTPUPOBAHHAST MPEASAbHAS
OTMNYCKHAS LeHA HO AeKAPCTBEHHbIM NPenapaT MOXKET ObiTb NepepermcToMPOBAHA AAS
ASKOPCTBEHHbIX MPENapPATOR HUMKHECPEAHEro LEeHOBOro cermMeHta A0 500 pybaenn
(BKAIOYUTEABHO), UYTO WCKAKOYOET BO3MOYKHOCTb MNEepepermcToaumm BbilLEYKA3AHHOMO
ASKOPCTBEHHOrO MpenapaTa.



B cBS13M C BbILLEUN3AOXKEHHBIM B COOTBETCTBUN C MOAMYHKTOM «B» MyHKTA 13 [MpaBuA
NPOEBLILLEHNE  MPEACTABASIEMOM  AASIT  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaunm nMPeEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHDIV
NPenapaT HAA LUEHOW, PACCYATOHHOM B COOTBETCTBUM C  METOAMKOM pacHeTa
YCTOHOBAVMBAEMbIX  MPOU3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHbBIX
OTMYCKHbIX LUEH HA AEKOPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B MEpPEYEHb MKM3HEHHO
HEODBXOAMMBIX 1 BADKHEMLLUMX AEKAPCTBEHHBIX MPEnApPATOoB, NPV VX rOCYAQPCTBEHHOM
PErMCTPALMN N NEPEPErNCTPAUNN, YTBEPKAEHHOM MOCTAHOBAEHMEM [1PABUTEABCTBA
Poccuickon Peapepaumm ot 15.09.2015 Ne 979, aBASIETCS OCHOBOHVEM AASl OTKO3Q B
COMAQCOBAHUM  TOCYAQPCTBEHHOM  PErncTpaunm npeAeAbHOM  OTMYCKHOW  LieHbl
MPOM3BOAUTEASI HO AEKAPCTBEHHbBIV MPENAPAT.



