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

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B cooteetctBMM C nyHKTOM 8 M 21 [IpOBUA TOCYAQPCTBEHHOW pernmcTpaumm u
nepeperncTpaunm yCTAHABAMBAEMBbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX MNPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKMBHEHHO HEOBOXOAMMbBIX M BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOBR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM lMpaBuTenbCcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 16.06.2018 Ne 20-4-4070643-c, v
NPUHIAQ  pelleHne o6 OTKa3e B COrAQCOBQAHUM MPEAEABHOM OTMYCKHOW  LEeHbl,
305IBAEHHOW HA nepepernctpauunio, npomspoactea OAO «'epeoH Puxtep» (BeHrpus),
MNp. N'eaeoH Puxtep PymblHMS A.O. (PymblHKns), MNeps.. yn., BTop. yn., Boin.k. AO «EAEOH
PUXTEP - PYC» (Poccusl), HO CAEAYIOWMN AEKAPCTBEHHBIM MPEnApPAT, BKAKOYEHHBI 11 B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

MNoeaHn3onoH (MHH - MpeaHM30A0H), TabaeTkn, 5 Mr, 100 WwT., PAAKOH (1) nayka
KQPTOHHAOS, B pa3mepe 76,03 pyo.

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYOLLEN NMPUYMHE,

Mpw NpoBeAEHUN SKOHOMMYECKOrO aHAAM3a QAC Poccum yCTAHOBAEHO, YTO POCT KypCa
HOLMOHOABHOM BAAKOTbHI FOCY AQPCTBA-MPOMU3BOAUTEAST (PYMbBIHCKIN A€iN)
AEKAPCTBEHHOr O Npenapata «[peaHn3oA0oH» (MHH - [TpeAHM30AOH) K pYyOAKO 30 NEPUOA,
CO AHS$I MOCAeAHEN perncTpaummn (nepeperncTpaumm) NpeAeAbHOM OTIYCKHOW LieHbI
NPOUN3BOAUTEASI HO AEKAPCTBEHHbBIN NPENAPAT A0 AATbl MOAQYM AOKYMEHTOB HA ee
oYepeAHYO NepeperncTpaUmIO He MPEBLILLAET MPOrHO3NPYEMbIN YPOBEHb MHDASILN
TEKYLLErO roAQ, YCTAHOBAEHHbBIV GEAEPAABHBIM 3AKOHOM O PEAEPLAABHOM BIOAXKETE HA
COOTBETCTBYIOLLUNA PUHAHCOBbBIN FOA 1 MACHOBbBIN MEPUOA,, YTO MPOTUBOPEUYUT MOAMYHKTY
«Q» MYHKTA 23 MEeTOAMKM pACHETA YCTAHOBAMBAEMbIX MPOOV3BOANTEASIMM
AEKAPCTBEHHbIX MPEnAPATOB MPEAEAbHbBIX OTMYCKHbIX LLeH HO AEKAPCTBEHHbIE
NPEnapPATbl, BKAKOYEHHBIE B NEPEYEHD MNIHEHHO HEOBXOANMbBIX 1 BAYKHENLLIMX
AEKAPCTBEHHbIX MPEnApPATOB, MNPU KX TOCY AQPCTBEHHOW PErNCTPALMN U
nepeperncTpaunm, yTBep KAEHHOM NOCTAHOBAEHMEM [1paBUTEABCTBA POCCUINCKON
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

B CBS131 C BbILLEN3AOYKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 MNpaBmA
MPEBbILLEHNE MPEACTABASIEMON AASI TOCY AQPCTBEHHOW PEMMCTRALMU UAU
nepeperncTpaumm NPEAEAbHOM OTMY CKHOW LLEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHbIV
NPEnAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOANKON, SIBASIETCS]



OCHOBQHMEM AASI OTKO3A B COMAQCOBAHNM FOCYAQPCTBEHHOM PErMCTPALMU NMPEASAbHOMN
OTMYCKHOM LieHbl MPOU3BOANTEAS HO AEKAPCTBEHHbIV MPEnapaT.

A.b. Kaweeapos



