PEHIEHUE
00 OTKa3e B COITIaCOBaHHUH MMPCACIbHBIX OTITYCKHBIX IICH HpOHSBOHHTCHGﬁ
Ha JICKaAPCTBCHHBLIC IIPCTIapaThbl, BKIIFOYCHHBIC B IICPCUYCHD JKU3HCHHO HCO6XO,Z[I/IMI)IX
1 BaXKHEHUIIINX JICKApCTBCHHLIX IIPCITIaparoB

B coorBerctBun ¢ myHkrtamu 8 u 21 IlpaBun rocynapCTBEHHOW pPETHCTpAallMM U
MepeperucTpalum yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeACIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Ipernaparhl, BKIIOYEHHBIC B MEPEYEHb
JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IPEMaparoB, YTBEPKICHHBIX
nocraHoBiieHneM IIpaButensctBa Poccuiickoit ®@eneparuu ot 29.10.2010 Ne 863,
denepanbHas aHTUMOHOINOJNBHAS CIIy>)k0a paccMoOTpelsia JIOKyMEHTBI, MpEeICTaBICHHbIC
MMHUCHbMOM Mun3apasa Poccun oT 11.08.2016 No 20-4-4018406-c,
U TpHUHSJIa pENIeHHe 00 OTKa3e B COMIACOBAaHWUU TPENEIbHBIX OTIYCKHBIX IICH,
npeactaBineHHbix baiiep @apma Al (I'epmanus); np., neps. yn. - baitep ®apma ATl
(I'epmanus); BTOp. yi., B K. - OO0 «3aBon MeacuHTe3» Ha MepeperucTpaiuio, Ha
CJIEYIOIINE JICKAPCTBEHHBIC Mpemnaparbl, BKJIIOUYEHHbIE B TMEpPEYEHb KU3HEHHO
HEOOXOUMBIX M BaXKHEUIIIUX JICKAPCTBEHHBIX MIPENapaToB:

1. MarueBuct (MHH — T'aonenteTroBasi Kuciota), pacTBOp JUisi BHYTPUBEHHOTO

BBeaeHus, 0,5 mmonb/mi, 15 wmi, - dnakonsl (10) — mauku KapTOHHBIE, B pa3Mepe
23258,25 py0.

2. MarueBuct (MHH — l"ajonienteToBast KUciioTa), pacTBOP I BHYTPUBEHHOTO
BBeaeHus, 0,5 mmonb/mi, 20 mui, - daakonsl (10) — madyku KapTOHHBIE, B pa3Mepe

31001,44 py6.

IIpenenpHble OTIIYCKHBIE LI€Hbl HAa YKa3aHHbIE JICKapCTBEHHBIC IIpenaparbl He
COIIACOBBIBAIOTCSA I10 CJIIETYIOLUIUM OCHOBAHUSIM.

B coorBerctBum ¢ IlpaBuiiaMu onpeneseHusl CTpaHbl IMPOUCXOXKJIEHUS TOBAPOB,
ABJIAIOIIMMUCS HeoTbemsieMor yacTeio Cormtamenust o IlpaBunax onpeneneHus cTpaHbl
npoucxoxaenus ToBapoB B CompyxectBe HeszaBucumbix locymapcts ot 20 HOs0ps
2009 r. (nanee - IlpaBmia CHI'), 1 B COOTBETCTBUU C KPUTEPUSAMU ONPEACIICHUS CTPaHbI
IIPOUCXOXKJCHHUSI TOBApOB, NPEAyCMOTPEHHBIMU yKa3aHHbIMU IIpaBumamu CHI, He
OTBEYAIOT KPHUTEPHUIO JOCTAaTOYHON 00paboTKu/mepepabOTKM ToBapa, B TOM YHCIIE
omnepauuMd 1O OOECIEYEeHUI0 COXPAaHHOCTH TOBapa BO BpEeMs XpaHEHUS WU
TPAHCIOPTUPOBKH, OIEpalMyd MO IMOATOTOBKE TOBapa K MPOJaXe W TPAHCHOPTHUPOBKE
(Ipobnenue nmaptuid, GopMHpPOBAHHME OTIPABOK, COPTHUPOBKA, NEPEYNAKOBKA), ONEpalluu
1o pa30opke U COOpKe YMaKOBKH, pa3iuB, (hacoBKa B OaHKH, (DJIAKOHBI, MEIIKH, SIIUKH,
KOpOOKHM M JIpyrHe MPOCThIE ONEpaliy IO YIaKOBKE, IPOCTbIe COOPOUHBIE ONEepaluy Uiu
pa3bopka TOBapoOB IO YACTSM, pasfeliecHue MNPOAyKTa Ha KOMIIOHEHTHI, KOTOpOE He
IPUBOJUT K CYIIECTBEHHOMY OTIMYHIO ITOJYYEHHBIX KOMIIOHEHTOB OT MCXOJHOIO
IPOAYKTa, CMELIMBAHUE MPOAYKTOB (KOMIIOHEHTOB), KOTOPOE€ HE€ MPUBOAMT K
CYLIECTBEHHOMY OTIMYHIO MOJYYEHHOM MPOAYKLIUU OT UCXOAHBIX COCTABISAIOIIMX U Ap.
Takum o6pazom, cormtacHo IIpasunam CHI, nekapcTBeHHbIE npenaparsl, IPOU3BEACHHBIE
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B TPETbUX CTpPaHax, yIakOBKAa KOTOPBIX ocyuiecTBisieTcss B Poccuiickoit @enepanuu, He
MOTYT CUMTAThCS MPOUCXoaAMMu U3 Poccuiickon denepannmu.

[Ipu npoBeaeHun sxkoHomuueckoro aHanuza ®AC Poccun BBISIBIEHO, YTO POCT
Kypca HallHOHAJIBHOM BAJIIOTHI TOCYAAPCTBA-IIPOU3BOAUTENIS JICKAPCTBEHHBIX ITPEIAPATOB
K pyOmio 3a Tmepuos CcO  JHSA TOCYIapCTBEHHOW  perucrpanuu  (TmMOocieaHe
NepeperucTpanuu) MpeAeibHbIX OTIYCKHBIX I[I€H MPOU3BOAUTENS HA JICKAPCTBEHHbIC
mpenaparsl 10 JAarbl MOJAa4M JTOKYMEHTOB Ha KX OYEPEAHYIO IEPEPETUCTPAlvI0 HE
MPEBBIIIAET MPOTHOZUPYEMBIH YpOBEHb HMHQISIMUA TEKYIIEro Toja, YCTaHOBIICHHBIM
dbenepanbHbIM 3aKOHOM O (efepaibHOM OIOHPKETe HAa COOTBETCTBYIOIIMN (PUHAHCOBBIN
roJl W IUIAHOBBIM TMEPHON, YTO NPOTUBOPEYUT NOyHKTYy 23 Meronuku pacuera
YCTAHABIIMBAEMbBIX  IPOU3BOIMUTENSIMH  JIEKAPCTBEHHBIX  IpEnapaTtoB  MPEAEIbHBIX
OTHYCKHBIX I[IEH Ha JICKAPCTBEHHBIC MPEINApaThl, BKIIOUCHHBIE B MEPEUYCHb JKUZHECHHO
HEOOXOIMMBIX M Ba)XHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, MPU HMX TOCYIAPCTBEHHOM
perucTpalud M TMEepEeperucTpalvy, YTBEPKICHHOW IOCTaHOBIEHHEM IIpaBurtenbcTBa
Poccutickoit ®eneparuu ot 15.09.2015 Ne 979 (nanee — Meronuka).

B cBsI3W C BBINIEU3T0KEHHBIM, B COOTBETCTBUM C IMOANYHKTOM «B» MyHKTa 13
[IpaBun mpeBbIIEHHE MPEACTABISEMON Uil TOCYJApCTBEHHOW PETUCTPALMU WIIA
MEPEPETUCTPALMA TPEACIBHON OTIIYCKHOM IIEHbI IPOU3BOAMTENS HA JIEKAPCTBEHHBIN
mpenapar HajJ LEHOW, pPAacCUYUTAHHOM B COOTBETCTBUM C METOOUKOW, SBISIETCS
OCHOBAaHUEM [IJI1 OTKa3a B COIVIACOBAHWMU TOCYAAPCTBEHHOM PETUCTPALMU MPEACIbHOU
OTIYCKHOM II€HBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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