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|_OTKa3 B COIIJACOBAaHMHU  IEHBI Ha]
Odnoxcanun (ITAO "Kpacdapma')

PEILIEHUE
00 OTKa3e B COITACOBAHUHM MPEACIIbHBIX OTIMYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbBIE MPENaparhl, BKIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B coorBerctBun ¢ mnyHkrom 13 IlpaBuil TOCyIapCTBEHHOM perucTpaluvl Hu
NEPEPETUCTPALIMN YCTAHABIMBAEMbIX MPOU3BOAUTENIAMH JIEKAPCTBEHHBIX IpENaparoB
NpeNeIbHbIX OTHYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IMpenaparbl, BKIIOYEHHbIE B NEPEYEHb
KU3HEHHO HEOOXOJUMBIX M BAXKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KIECHHBIX
nocranoBiienreM [IpaButennsctBa Poccutickoit ®enepanun ot 29.10.2010 No 865 (nanee
— IIpaBuna), ®enepasiibHass AaHTUMOHOIOJbHAS CIy»k0a paccMoTpena JAOKYMEHTHI,
npeacTaBieHHble nucbMaMu Mun3npasa Poccun ot 18.12.2019 Ne 20-4-4121947-c, ot
28.01.2020 No 20-4-4121941-pon, W mpuHsANa pelieHHEe 00 OTKa3e B COIVIACOBAaHUHM
IpeleabHON  OTIMYCKHOM I1eHbl, 3asBieHHONM Ha peructpauuio [1AO «Kpachapmar
(Poccust), Ha cnemyronuil JeKapCTBEHHBIN ITpenapar, BKIIOUYEHHbBIN B IEPEUEHb KU3HEHHO
HEOOXOAMMBIX U BaXKHEHILINX JIEKAPCTBEHHBIX MIPENapaToB:

Odnokcarma (MHH - Odnoxcarun), pactBop miast uady3uit, 2 mr/mia, 100 mi, -
KOHTeMHEep (72) — SAIIMK KapTOHHBIN (117151 cTarimoHapoB), B pazmepe 2304,00 pyo.

IlpenenbHasgs OTHyCKHas LI€HA HA YKa3aHHBIM JIEKAPCTBEHHBIM Ipernapar He
COINIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSM.

B coorBeTrcTBMM ¢ NOANMYHKTOM «a» mnyHKTa 14 Meronuku pacyera
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YCTAHABIMBAEMbIX  IPOU3BOIUTEISIMA  JIEKAPCTBEHHBIX  IIPENApPATOB  IIPEAEIIbHBIX
OTIIYCKHBIX II€H Ha JIEKApCTBEHHBIE Ipernaparsl, BKIOUEHHbIE B niepeueHs JKHBIIIL, mpu
UX T'OCYJIapCTBEHHOW PErMCTPALMU U NEPEPETrUCTPALINU, YTBEPKIACHHON IIOCTAHOBICHUEM
[IpaButennscTBa Poccutickoit denepanuu ot 15.09.2015 Ne 979 (manee — Meroauka),
nmpejjaraeMasl K TOCYIapCTBEHHOM pPErucTpalMy NpeAeibHas OTIyCKHAs I€Ha Ha
BOCIIPOM3BEACHHBIM JIEKAPCTBECHHBIM IMpenapar, B CJIy4ae €CIIM B paMKax OJHOIO
PErMCTPALlMOHHOIO  yAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara 3aperHuCTPUPOBAHbI
IIPEACIIbHBIE OTITYCKHBIE LIEHBI HA BOCIIPOM3BEIACHHBIN JIEKAPCTBEHHBIN IIPENapar ¢ TaKOU
e JICKapCTBEHHOW (PopMON U JO3UPOBKOM (KOHIICHTpaIMeld, aKTUBHOCTbIO B €UHUIIAX
NEUCTBUA), PpACCUUTHIBAECTCS HUCXOId U3 CpPeAHero apu(MeTH4ecKOro 3HaYeHUusi
CTOMMOCTH OJHOM JIEKAPCTBEHHON (POPMBI JIeKAPCTBEHHBIX IPENnaparoB, HMeEKUIUX
OJIMzKalIe CMeKHbIe KOJINYeCTBA BO BTOPUYHOM (MMOTPeOuTEeNbCKOI) YIIaKOBKE, HA
OCHOBAHMU CBeJICHUI, MPeXyCMOTPEHHbIX MPHJIOKeHHeM Ne 5 K MeToauKe.

3asBIEHHAs TNpeleibHas OTIYCKHAs I[€HAa MPEBBINIAET MPEAEIbHYI0 OTIYCKHYIO
LIEHY, PACCUUTAHHYIO C YYETOM MOAMYHKTA «a» myHkTa 14 Metoauku.

B cBsI3u C BBIIIEU3IOKEHHBIM, B COOTBETCTBHHM C TMOANYHKTOM «I» MyHKTa 19
[IpaBun mpeBbIIEHHE MPEACTABIEHHON ISl TOCYJaPCTBEHHONW PETUCTPALMU MPEICIbHON
OTIYCKHOM LEHBI MPOU3BOJUTEIIS HA JICKAPCTBEHHBIN NMpenapar HaJl [IEHOM, paCCUNTAaHHOU
B coorBerctBun C [lpaBuiamm m Meronukoul, sBISETCS OCHOBAaHMEM I OTKas3a B
COMIACOBAHMM  TOCYHAPCTBEHHOM  PETUCTPAllMM  IPEACIbHOM  OTIYCKHOM  LIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.

Mecmo dns nodnucu

A.B. JlonieHko
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