PELLIEHWVE
06 OTKA3€e B COrAQCOBAHNM MPEAEAbHbBIX OTMYCKHbIX LLEH MPON3BOANTENEN
HO AeKAPCTBEHHbIE MPEnAPATbl, BKAKOYEHHBIE B MEepeYeHb YKM3HEHHO HEOOXOAUMbIX

N BOYKHENLLIMX AEKAPCTBEHHbIX MPEenapaToB

B COOTBETCTBUMM C MYHKTOM 8 M MOAMNYHKTOM «Q» MYyHKTA 19 TIOABUA FOCYAQPCTBEHHOW
perncTpaumm % nepeperncTpaumm YCTAOHABAVBOEMDbIX NPOOU3BOAUTEASIMUA
AEKAPCTBEHHbIX MPENAPATOR MPEAEAbHbIX OTMNYCKHbIX LEH HA AEKAPCTBEHHbIE
NPEenapaThbl, BKAIOYEHHbIE B MEepedYeHb MUBHEHHO HEODXOAMMBIX W BOYKHEWLLMX
AEKAPCTBEHHbIX MNPENAPATOB, YTBEPIKAEHHbIX MOCTAHOBAEHMEM  [1IDOBUTEABCTBA
Poccumckom Qepepaumm ot 29.10.2010 Ne 865 (aanee - lMpasnaa), PepepanbHOS
OHTVIMOHOMOABHAST CAYXKOQ PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHbIE MUCbMOM
MuHaapaBa Poccum ot 17.06.2016 Ne 20-4-4013327-C, 1 NPUHSIAQ peLlleHre o6 OTKase B
COrAQCOBAHUM MPpeAEAbHOM OTNYCKHOW LeHbl OO0 «AHKePO-CyAXKEHCKMNA XUMNKO —
GAPMALUEBTUYECKMIA  3ABOAY (Poccusn), 3as9iBAEHHOM  HO  MepeperncTpaumio, Ha
CAEAYIOLLNA  AEKAPCTBEHHbIM  MPENAPAT, BKAKOYEHHbII B  MNEPEeYEeHb  YKUIHEHHO
HEOBXOANMBIX 1 BADKHENLLMX AEKAPCTBEHHbBIX MOENAPATOBR:

MankpeatmH (MHH - TloHKpeaTVH), TABAETKM MOKPbLIThIE  KULLEYHOPACTBOPUMOM
obonoukon, 25 EA, 10 WT., - yNAKOBKMN SIHEMKOBbIE KOHTYPHbIE (6) — MAYKM KOPTOHHbIE, B
pasmepe 50,08 pyb.

[NpeAeAbHOsT  OTNYCKHAST LeHA HA  YKO3AHHbIM  AEKAPCTBEHHbI  MNPEenapaT  He
COrAQCOBbIBAETCSI MO CASAYOLLMM OCHOBAHKSIM.

COrAQCHO  NYyHKTY 9 MeToAMKM pAcCHETA  YCTOHOBAMBOEMbBIX MPOU3BOAUTEASIMU
AEKOPCTBEHHbIX MPEnApATOB MPEAEAbHbIX OTMYCKHbIX LEeH HA AEeKAPCTBEHHble
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLNX
AEKOPCTBEHHbIX  MPENAPATOB, MNPU  UX  TOCYAQPCTBEHHOW  perncTpaumm  m
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1pABUTEABCTBA POCCHMINCKOM
QPepepaumm or 15 ceHTta6ps 2015 . Ne 979 (Aaonee — MeToAMKA), MPEeAEAbHAS
OTMYCKHAS LLEHA HAO AEKAPCTBEHHBIV MPENAPAT HKHECPEAHErO LEHOBOIro CErMeHTa A0
500 pybaen (BKAKOYMTEABHO) MPU €€ MNepeperncTpaumMm B CAydYde, YKA3AHHOM B
NOAMNYHKTE «Q» MYHKTA 19 [MPABUA, MOAAEXKUT YBEANYEHUIO:

Q) B YOCTU LeH HA Cbipbe 1 MATEPUAAbI, UCTIOAb3YEMbIE NP MPOU3BOACTBE KOHKPETHOIO
AEKAPCTBEHHOrO MPenapaTd, - MPONOPLVNOHAABHO BEAUYUHE YAOPOMAHMUS CTOUMOCTY
Cbipbsl 1 MATEPUAAOB B CTPYKTyPE 3ATPAT HA MPOU3BOACTBO U PEAAU3ALMIO
AEKAPCTBEHHOr O MPenapaTa;

6) B 4YACTU HAKAQAHbBIX pacxoaos — MPONnopumMoHAAbHO BeANHMHE YBEeAUHEeHUS]
YKQA3AHHBIX PACXOAOB B CAyYOEe YBEAMYEHUST TOPUMOOB HA SAESKTPUYECKYIO SHEepruio,
TENAOBOAOCHABMKEHME, BOAOCHADYKEHME U LIEH HO TOMAMBO.

B pamkax npoeepeHust akoHomudeckoro aHaAmaa PAC Poccun BLISIBAGHO, 4YTO B
cebeCcToMMOCTM  AEKAPCTBEHHOrO MpenapaTa, npy QGOPMUPOBAHUN  MPEAEABHOMN



OTMYCKHOM Li&Hbl, YYNTbIBAETCS YBEAMYEHNE HE TOABKO ChlPbSl, MOTEPUAAOB 1 HOKAQAHBIX
PACXOAOB, CBSI3AHHBIX C MPOU3BOACTBOM UM PEAAM3ALMEN AOQHHOIO ASKOPCTBEHHOrO
NPenapaTa, HO U YBEAUYEeHUE ODOLLENMPOU3BOACTBEHHbIX PACXOAOB, B TOM YUCAE
yBEeAYEHNE OMOPTUIALMOHHBIX OTYMCASHUM, YTO MPOTUBOPEUUT MYHKTY 9 MeToAMKU.

Kpome TOro poOCT 3ApPEerncTpupOBOHHON MPEAEAbHOM  OTMYCKHOWM  LEeHbl  Ha
BbILLUEYKA3AHHbIM MPEenapaT 3asIBAEH NpounssoanTereM B paamepe 20,1 %. MNpun atom, 13
PACYETOB BEANYMHBI Y AOPOXKAHUS, MPEACTABAEHHbBIX MOOM3BOAUTEAEM B MPUAOYKEHN

Ne 5 K MeToaMKe, CAEAYET, YTO QAKTUYECKOE YBEANYEHMNE LIEH HA ChIPbE N MATEPUAAbI,
MCMNOAb3yEeMble MPU MPOUN3BOACTBE BbILLEYKA3AHHOIO NPENAPATA, A TAKKE HAKAOAHbBIX
PACXOAOB, COCTABASIET MeHee 20,1%.

B CBSI3N C BHILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYyHKTA 13 [MpaBUA
NEeBbILIEHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHON  PErucTpaumm VAU
nepeperncTpaLmMn NPEeAESAbHOM OTMYCKHOM LieHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIM
NPenapaT HOAA LEHOM, PACCYMTOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASI OTKA3A B COrAQCOBAHUM FOCY AQPCTBEHHON PErMCTPALNK NPEAEABHOM
OTMYCKHOW LieHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIM MPEenapaT.
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