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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBeTctBMM  CnyHKTOM 8 [lpOBUA TFOCYAQPCTBEHHOM perncTtpaumm  u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeuaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTAOBAEHHbIE MMCbMOM MuH3apasa Poccum ot 27.09.2016 Ne 20-4-4023428-c, v
NPUVHIAQ  pelleHne o6 OTKa3e B COrAQCOBOHUM MPEAEAbBHOW OTMYCKHOWM  LIEHb
AEPXKATENST UAM BAGAEAbLA PErMCTPAUMOHHOIO YAOCTOBEPEHUST AEKAPCTBEHHOIO
npenapaTa, NPon3BoACTBA (Bce ctaanm) SAO «Meancopb» (Poccus) HO CAEAYIOLWNMA
AEKOPCTBEHHBIN MPEMNAPAT, BKAKOYEHHBIM B MEPEYEHb YKMBHEHHO HEOBXOAUMbBIX W
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

AmaoannimH (MHH - AMAoAMnMH), TabaeTkm 10 mr, 10 WT. - YNAKOBKWU SIMEMKOBbLIE
KOHTYPHbIE (B) - MaYKM KapTOHHbIE, B pa3smepe 120,58 py6. (PY — Ne Al1-002239).

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

B cootBeTCTBUM C MYHKTOM 5 METOAUNKN pACHETA YCTAHABAMBAEMbBIX MPOOU3BOAUTEASIMU
AEKOPCTBEHHbIX MPEenapaToB MPEAEAbHbIX  OTMYCKHbIX LUEeH HA AeKAPCTBEHHble
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPEnapAToB, MNpW  UX  TFTOCYAQPCTBEHHOM  pernctpaumm  u
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1PABUTEABCTBA  POCCKUMINCKOM
Peaepaumm ot 15092015 Ne 979 (Aanee — MeToaMKA), MPU PACYETE MPEAEABHOM
OTMYCKHOM LUEHbl HAO AEKAPCTBEHHbIM MPenapaT MPOU3BOACTBA OCYAQPCTB-YASHOB
EBpPQ3NNCKOro 3KOHOMWMYECKOro COo3ad B PAMKAX OAHOro  pPervcTpauriOHHOro
YAOCTOBEPEHMSI  AEKAPCTBEHHOro  Mpenapata  npuv  UM3MEHEeHUM  KOAMYECTBA
AEKAPCTBEHHOrO MPEnapATa  BO BTOPUYHOW  (MOTPEBUTEABCKOM) YMOKOBKE He
AOMYCKAETCS YBEANYEHKSI CTOMMOCTM OAHOW AEKAPCTBEHHOM QOPMbI.

MNP NPOBEAEHUN SKOHOMUYECKOTO QAHOAM3A YCTAHOBAEHO, YTO HA AEKAPCTBEHHbIN
npenapat AMAoAUMH (MHH -AMaoamniviH), Tabaetkn 10 mr, 10 WwT. - YNAKOBKM
S4EMKOBblE KOHTYPHble (3) - MAYKM KAPTOHHble, mMpomndeoacTBa 3A0 «Meamcopb»
(Poccus), 3aperncTpupoBaHa MPEAEAbBHAS OTNYCKHAS LeHA B pa3mepe 61,04 pybaen ¢
PErnMCTPAUMOHHBIM  HOMepoMm  AlM-002239 (npukas MuH3apasa Poccum ot 28.03.2014
Ne 168/20-14). Takmm oB6pA30M, 3ASIBAEHHAS K PErUCTPALMU MPEAEABHAST OTMYCKHAS
LeHa B PAMKAX OAHOMO PErmcTpPAUMOHHOIO YAOCTOBEPEHMS MPEBLILLAET pPaHee
3APErNCTPUPOBAHHYIO MPEAEABHYIO OTMYCKHYIO LUEHY M3 PACYETA CTOMMOCTM OAHOM
AEKAPCTBEHHOM GOPMbI, HTO MPOTUBOPREYNT NYHKTY 5 MeToanKn.

B CBSI3M C BbILLEUN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBuA
NPOEBLILLEHNE  MPEACTABASIEMOMN  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU



nepeperncTpaunm npeAeAbHOM OTMNYCKHOWM LEeHbl MPOUN3BOAMUTEASI HO AEKAPCTBEHHbLIN
NPEenapaAT HOA LUEHOM, PACCYATOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASI OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PErMCTPALMM MPEAEABHOM
OTMYCKHOM LEHbI MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.

A.b. Kawesapos



