PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEABHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HEO6XOANMMbIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B cooTtBeTCTBUM C NMYHKTOM 8 [NPABUA FOCY AQPCTBEHHOW PEMMCTRALMN U
nepeperncTpaumm yCTaHABAVBAEMbIX MPOOUIBOAUTEASIMU AEKAPCTBEHHBLIX MPENAPATOB
NPEAEAbHbIX OTMYCKHbBIX LEH HO AEKAPCTBEHHBIE NPENAPATLI, BKAKOYEHHBIE B MEPEYEHD
YKNBHEHHO HEOBXOAMMBIX 11 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Npaenaa), PeAepaAAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI,
NPeACTABAEHHbBIE MMCbMOM MuH3aApaea Poccum ot 13.06.2018 Ne 20-4-4072948-c, n
NPVHSIAQ pelleHmne 06 OTKa3e B COrAQCOBAHKM 3ASIBAEHHBIX B BbILLEYKA3AHHOM MUCbMée
HO PErnCTPALMIO 2 NPEeAEAbHbIX OTMYCKHbIX LeH OAQO «HoBOCUBXMMOAPM», HO
AEKApCTBEHHbIV MpenapaT MNponHH (MHH — STUAMETUATUAPOKCUMMPUAMHA CYKUMHAT),
BKAKOYEHHbBIN B MEPEYEHDb YKMBHEHHO HEOBXOAMMbBIX 1 BAMKHENLLIMX AEKAPCTBEHHbBIX
NpenapaTos .

[MpeaAeAbHbIE OTMNYCKHblE LiEeHbl HO YKA3AHHbBIM AEKAPCTBEHHbBIN MPENAPAT HE
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBQOHUSIM,

B cooteeTctBUM C McbMoM PIBY «HLISCMIM» MuH3apasa Poccunm ot 30.05.2018 Ne 8794,
HAMPABAEHHBIM MIH3APCABOM POCCUM B COCTABE KOMMAEKTA AOKYMEHTOB, COODLLIAETCH],
YTO BbILLEYKA3AHHbIM AEKAPCTBEHHbBIV MPENAPAT SIBASIETCSI BOCTPOM3BEAEHHbBIM
AEKAPCTBEHHBIM NPENAPATOM, A TAKXKE, YTO AeKAPCTBEHHbIV NpenapaTt ¢ MHH
«DTUAMETUATNAPOKCUMMPUANHA CYKLMHAT» B AEKOPCTBEHHOW QOPME «PACTBOP AAS
BHYTPUBEHHOIO 1 BHY TPUMBbILLEYHOrO BBEAEHMST, 50 Mmr/mAa» (P NO02161/01 ot 14.03.2008 )
SIBASIETCS PEDEPEHTHDBIM.

MNpwv NPOBEAEHNN SKOHOMMYECKOTO AHAAM3A DAC Poccum BhISIBAEHO, YTO MPEAEAbHAS
OTMYCKHAST UEHA HA 3ASIBAEHHbBIN AEKAPCTBEHHBIN MPENAPAT, PACCHUTAHHAST MICXOAS U3
CTOMMOCTU OAHOM AEKAPCTBEHHOM GOPMbI, NPEBbLILLAET 80 NPOLEHTOB CPEAHEW
3APEMMCTPUPOBAHHOW NPEAEABHOW OTNYCKHOW LEHBI MPOM3BOAUTEAS HO PEDEPEHTHDBIN
AEKAPCTBEHHbIN NPENAPAT, PACCYMTAHHOM 3A NEPUOA 3 AET AO MNPEACTABAEHUS]
AEPXKATEAEM UAU BAOAEABLEM PEMMCTPAUMOHHOO YAOCTOBEPEHMST (YITOAHOMOYEHHbBIM
MM AMLIOM) YKA3QHHOIO BOCTPOUN3BEAEHHOIO AEKAPCTBEHHOIO NPENAPATA NPEAEABHOM
OTMYCKHOM LEeHbI, PACCHUTAHHOW MCXOAS N3 CTOMMOCTU OAHOM AEKAPCTBEHHOM POPMbI,
4TO NPOTUBOPEYUNT NMYHKTY 6 MEeTOAMKM PACHETA YCTAHABAMBAEMBbIX MPOV3BOANTEASIMM
AEKAPCTBEHHbIX MPENAPATOBR MPEAEAbHBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEPEYEHD YKN3HEHHO HEODXOAUMbBIX 1 BAYKHEWNLLINX
AEKAPCTBEHHbIX MPENAPATOB, MPU NX FTOCY AQPCTBEHHOW PErMCTRAUMN U
nepeperncTpaunmn, yTBep >KAEHHOM MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUCKOW
Pepepauumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 MNpaBMA



MPEBbILLEHNE MPEACTABASIEMON AASI TOCY AQPCTBEHHOW PETNCTRAUNN MAU
nepeperncTpaunm NPeAEAbHOM OTMYCKHOM LEeHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIN
NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOANKON, SIBASIETCS]
OCHOBQOHMEM AASI OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PErMCTPALMM MPEAEABHOM
OTMYCKHOWM LEHbI MPON3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.



