PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM PErnCTPAUnM U
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
noctaHoBAeHremM [paeutenbcTea Poccuiickon @Pepepaupm ot 29.10.2010 Ne 865,
PeAepPAAbHAS AHTUMOHOMOABHASI CAY>KOA PACCMOTPEAO AOKYMEHTbI, MOEACTABAEHHbIE
nMcbMoM MuHaapaesa Poccunm o1 23.08.2016 Ne 20-4-4019156-c,

N NPVHSAQ peLleHmne 06 oTkase B COrAQCOBAHMM MPEAEABHOW OTMY CKHOW LieHb

OOO «BAAEAHT»; np., neps.. yn., BTOp. yn., Bbin. K. - Ap. 'epxapA MaHH, XMUKO-
dapmMauesTyeckoe npeanpusatme MTMeX (FepMaHusl) HO CAEAYIOLMM AEKOPCTBEHHBIN
NPEenapPAT, BKAKOYEHHBIM B MNEPEeYEHb IKUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX MPENAPATOB:

daokcan (MHH — OpAoKkcaumH), Masb rAA3Hast, 3 Mr/r, 3 1, - TyObl 13 KOMOVHMPOBOHHOIO
MaTepmnana (1) — Navykm KAPTOHHbIE, B pa3mMepe 131,36 pyo.

[MpeAeAbHasT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM - AEKAPCTBEHHBIM  MNPENAPAT  HEe
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

Mpw NpoBeaeHUN aKOHOMMYECKOro aHaanza QAC Poccum BHISIBAEHO, YTO POCT Kypca
HAUMOHOABHOWM BOAKTbHI FOCYAQPCTBA-MPOU3BOAUTEASI AEKAOPCTBEHHOIO MPEnapaATa K
PYyBAIO 30 MEeprop  CO  AHSI  FTOCYAQPCTBEHHOW  perncTtpaumm  (MOCAEeAHeEN
nepeperncTpaunm) npeAeAbHOM OTMYCKHOM LEHbl MPOM3BOAUTEAST HO AEKAPCTBEHHDIW
NpPenapaT A0 AQTbl MOAQYM AOKYMEHTOB HA €€ OYEPEAHYIO Mepepernctpaumio He
MPEBLILLAET MPOrHO3NPYEMbIN YPOBEHb MHDASILAM TEKYLLEro road, YCTAHOBAEHHbIV
dEeAEPAAbHBIM 3AKOHOM O PEAEPAABHOM BIOAMKETE HO COOTBETCTBYIOLLMM GUHAHCOBbIN
FOA W TMAQHOBbBIM MEPUOA, YTO MNPOTUBOPEYUT MyHKTY 23 MeToanKM pacyeTa
YCTOHOBAMBAEMbIX MPOU3BOAUTEASIMUN  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHbIX
OTMYCKHbIX UEeH HA AEKAPCTBEHHble MpenapaTbl, BKAIOYEHHbIe B MNepeyeHb >KN3HEHHO
HEODBXOAMMBIX 1 BODKHEMLLMX AEKAPCTBEHHBIX MPEnApAToB, NPW VX FOCYAQPCTBEHHOM
pernMcTpaunm N nepeperncTpaunm, YTBep XXAEHHOW MOCTAHOBAEHMEM [1paBUTEALCTBA
Poccumckom Gepepaumm ot 15.09.2015 Ne 979 (Aanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTOM «B» MyHKTA 13 lNpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnApPAT HOAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBQAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.



A.b. Kawesapos



