MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COMTACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MIPEenaparhl, BKIOYEHHbIE B IEPEUEHD KU3HEHHO HEOOXOAUMBIX
Y B&KHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBerctBun ¢ myHkramu 13 u 34 [lpaBun rocygapCTBEHHOW perucrpanuu u
NEepeperucTpaly yCTaHABIMBAEMBIX MPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX IIPENaparoB
IPEJENIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE INpenaparhl, BKIIOYEHHbIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)XHEHIIMX JIEKapCTBEHHBIX IPENapaToB, YTBEPKIECHHBIX
nocranoByieHueM IIpaButensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
— IIpaBuna), ®enepasbHasi AaHTUMOHOIIOJNBbHAs CIyk0a paccMoTpena JOKYMEHTHI,
npeacrasiaeHHble nucbMamu MunsapaBa Poccum ot 29.10.2019 Ne 20-4-4114467-c, n
NpUHSIA pelieHre 00 OTKa3e B COMIACOBAHUU MPENEIbHBIX OTITYCKHBIX II€H, 3asBJICHHBIX
Ha mnepepeructpaunio Aunkanous AO (PecnyOnuka Makenonusi), Ha cleayrolue
JIEKapCTBEHHbIE TMpenaparbl, BKJIOYEHHbIE B MEPEYCHb >KU3HEHHO HEOOXONUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MIPENapaToB:

1. buconponon Ankamoun (MHH — buconponon), TaOneTKu, TMOKPHITHIC
IIeHOYHOM obomoukoit, 2,5 wmr, 10 mT. - Onucrepbl (3) - Mayku KapTOHHEIE,
B pasmepe 79,42 pyo0.

2. buconponon  Ankanoun, (MHH — buconponon), TabneTku, MOKPHITHIE
wieHoyHoi o6omnoukoi, 10 wmr, 10 mT. - Omucrepsl (3) - mayku KapTOHHBIE,
B pasmepe 141,80 pyO.

3. bucomponon  Ankamoun (MHH — bBuconponon), TtabneTku, MTOKPHITHIC
IUIEHOYHOW oOosoukoi, 5 wMr, 10 mT. - Omucrepel (3) - Mayku KapTOHHBIE,
B pazmepe 97,27 pyO.

Hpeneanme OTIIYCKHBIC IICHBI Ha YKa3aHHBLIC JICKAPCTBCHHBLIC IIPCIIapaTbl HE
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COIIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennu s3xoHoMuyeckoro ananuza ®AC Poccun BBISIBIEHO, YTO COITIACHO
MPE/ICTABICHHBIM JIOKyMEHTaM CpeHEB3BEIICHHbIC (PaKTUUECKUE 1IEHBI BBO3a YKa3aHHBIX
JICKapCTBEHHBIX MPEMapaToB 3a OTUETHBIM MepuoJl ObUTH HUXKE 3apEeTUCTPUPOBAHHBIX Ha
ATOT MIEPHOJ IIeH OoJiee YeM Ha MPOTHO3UPYEMbI yPOBEHb HH(IIAIINH, YCTAHOBICHHBIN Ha
TEeKyuii Toa ¢eaeparbHbBIM 3aKOHOM O (eaepalibHOM OOKeTe Ha COOTBETCTBYIOITUHN
¢buHaHCOBBIM rOoA W MIaHOBBIM miepuon (4,3 %), 4TO NPOTUBOPEUUT TPEOOBAHUAM
noamyHkra «0» myHkra 50 Mertoauku pacuera yCTaHABIMBAEMBIX MPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX IMPEMApaToB MPEACTbHBIX OTIIYCKHBIX IIEH HA JICKAPCTBEHHBIE MpENaparsl,
BKJIIOYCHHBIE B TIEPEUCHb >KM3HEHHO HEOOXOIUMBIX M BaXXHEUINMX JIEKAPCTBEHHBIX
MpEenaparoB, MPU UX TOCYAAPCTBEHHON PETMCTPALMM U MEPEPETUCTPALINH, YTBEPKIACHHOMN
nocraHoBiieHreM [IpaButensctBa Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (nanee
— MeTtoauka).

B cBA3M C BBIIIEU3IOKEHHBIM, B COOTBETCTBUHM C MOANYHKTOM «I» IIyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMOW JUISI  TOCYAAPCTBEHHOM IEpEPErUCTpalvu
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
paccuuTaHHOU B coOTBEeTCTBHM C [IpaBuimamu u MeTOOMKOMU, SIBISIETCSI OCHOBAHUEM IS
OTKa3a B CONIACOBAHHWM T'OCYIAPCTBEHHOW PETHCTPALUMU NPEACIBHONW OTITYCKHOM LIEHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.
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