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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBerctBMM C nNyHKTOM 8 [IpaBUA TOCYAQPCTBEHHOM perucTtpaunm u
nepeperncTpaumm yCTOHOBAMBOEMbBIX MOOU3BOAUTEASIMU AEKAPCTBEHHbLIX 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
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE NMCbMAM MuH3ApaBa Poccum ot 22.08.2016 Ne 20-4-4020331-c 1 oT
07.09.2016 Ne 20-4/743, v NPUHSIAQ peLlleHne 06 OTKA3e B COTAQCOBOHUM MPEAEABHOMN
otnyckHor ueHbl OOO «[MPAHADAPM» (Poccus), HO CAEAYOLWMA  AEKAPCTBEHHbBIN
NPEenapPAT, BKAKOYEHHBIM B MNEPEeYEHb IKUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHBIX MPENAPATOB:

MNepuHaonpua (MHH - MepuHaonpua), Tabaetkn 4 mr, 10 WT. - YNAKOBKK SIHEMKOBbIE
KOHTYPHbIE (3) — NAYKM KAPTOHHbIE, B padmepe 309,31 pyo.

[MpeAeAbHOsT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM  AEKAQPCTBEHHBIM  MNPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

Moy nNpoBeAeHMr 3KOoHOMKMYeckoro aHaanda PAC Poccun BBISIBAEHO, MPEAEAbHAS
OTMYCKHAS LLeHA HA 3ASIBAEHHBIM AEKAPCTBEHHbBIM MPEenapaT, PACCYMTAHHAST MCXOAS 13
CTOMMOCTU OAHOM AEKAPCTBEHHOM @GOPMbl, npeBblluaeT 80 NPOLUEHTOR CpeAHEN
30PErnCTPUPOBAHHOW MPEAEABHOM OTMYCKHOW LEHbI MOOMN3BOAUTEAS HO PEDEPEHTHDLIN
AEKAPCTBEHHbIV MPEenApaT, PACCYUTAHHOM 3a nepurops 3 AET AO MPEACTABAESHUS
AEPIXKATEAEM VAU BAOAEAbLEM PErMCTPAUMOHHOIO YAOCTOBEPEHMST (YNTOAHOMOYEHHbBIM
MM AMLIOM) YKA3AHHOIO BOCMPOM3BEAEHHOIO AEKAPCTBEHHOrO MpenapaTa NpeAeAbHOM
OTMYCKHOW LieHbl, PACCYNTAHHOW MCXOAS M3 CTOMMOCTU OAHOW AEKAPCTBEHHOW GOPMbI,
4YTO MNPOTUBOPEYUNT NYHKTY 6 MeToAMKM pAcYeTA YCTAHABAMBAEMBbIX MPOOM3BOAUTEASIMUA
AEKOPCTBEHHbIX MPEenapaToB MPEAEAbHbIX OTMYCKHbIX LUEeH HA AeKAPCTBEHHble
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHD MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKOPCTBEHHbIX  MNPEenapaToB, MNpU  UX  TOCYAQPCTBEHHOW  pernctpaumm  u
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1pABUTEABCTBA  POCCUMINCKOM
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — 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 HAA LUEHOM, PACCYATAOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBQAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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