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OEJIEPAJIBHAS
A MI/IHI/ICTepCTBO 3APaBOOXpPAaHCHUA

AHTUMOHOTIOJIbHA 51 Mg
CJIYKBA Poccuiickoni @enepamnuu
(PAC Poccun)
SAMECTUTEJID PaxmaHoBCKwii niep., 1. 3/25,
PYKOBOJIUTEJIS

. Mockaa, I'CII-4, 127994

Canosas Kyapunckas, 11
Mockaa, J1-242, I'CII-3, 125993
ten. (499) 755-23-23, daxc (499) 755-23-24
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PEHIEHUE
00 OTKa3e B COIIACOBAHUM MPEIETbHBIX OTIYCKHBIX 1IE€H MPOU3BOAUTENICH HA
JIEKapCTBEHHBIC Mpenaparhl, BKIIOUEHHBIE B IIEPEUEHb KM3HEHHO HEOOXOIUMBIX U
BAKHEHUIINX JIEKAPCTBEHHBIX MPENapaToB

B coorBerctBuM ¢ myHkroM 13 IlpaBui rocymapCTBEHHOW perucTpanudu Hu
MEPEPETUCTPALIMN TPENEIbHBIX OTHYCKHBIX LIEH IPOU3BOAUTEIEH Ha JIEKAPCTBEHHBIE
mpenaparbl, BKJIIOYEHHbIE B II€PEUCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKApPCTBEHHBIX  IPENaparoB, YTBEPKAECHHBIX  IOCTaHOBIEHWEM [IpaBurtenbcTBa
Poccuiickoit @enepammu ot 29.10.2010 Ne 865, denepanbHas aHTUMOHOTOIBHAS CITyk0a
paccMoTpena JOKyMEHTHI, IpeAcTaBiIeHHble muchkMaMu Mun3npasa Poccuu ot 03.11.2020
Ne 20-4-4151146-c u ot 20.11.2020 Ne 20-4-4151146-1011, 1 ipuHsIIa pelieHre 00 0TKa3e
B CONIACOBAHUM MNPEACIBHOM OTHYCKHOM ILEHBI, 3asBJIICHHOM Ha PErUCTPALUIO
3A0 «MockoBckas  (QapmaneBtuueckas (padbpuxa» (Poccusi), Ha  cremyromui
JIEKApCTBEHHBIN Mpenapar, BKIIOYEHHBI B MEPEUYCHb >KMU3HEHHO HEOOXOAUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB:

AneruncamuiuinoBas kuciora (MHH — AneruncanununoBas KMCI0Ta), TaOJETKH,
500 wmr, 10 mT. - yNmakoBKU SYEMKOBbIE KOHTYpHbIE (2) - MayKu KApTOHHBIE, B pa3Mepe
13,33 pyO®.

[IpenenbHass OTHYCKHas II€HA HAa YKAa3aHHbIA JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCS 10 CIAEAYIOUIUM OCHOBAHUSIM.

ITpu npoBenennu s3xkoHoMHuYeckoro aHanuza @AC Poccuu BBISIBICHO MPEBBIICHUE
3asBJIIEMOM MPENEIIbHOM OTITYCKHOM LIEHBI HA BBIIICYKAa3aHHbBIN JIEKAPCTBEHHBIN ITperapar
HaJ[ 1IEHOHN, PACCUNTAHHOW B COOTBETCTBUU C TPEOOBAaHUSMH TOIMYHKTA «a» MyHKTa 14
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Mertonuku pacdera NPENENIbHBIX OTIMYCKHBIX IIEH IMPOU3BOAUTENEH HA JIEKAPCTBEHHBIE
mpernaparbl, BKJIIOYEHHbIE B TME€PEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX
JIEKapCTBEHHBIX  IpemnaparoB,  YTBEPXKACHHOW  mocTraHoBieHueM  lIpaBurenscrBa
Poccuiickoit ®enepanun ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B coorBerctBuu ¢ nyHkrom 14 IlpaBun ®PAC Poccuu HampaBlieH 3ampoc OT
11.11.2020 Ne I13/98364/20 o0 mnpenocTaBiICHUH YTOUYHEHHBIX PACUYETOB MPEIACITBHBIX
OTITYCKHBIX IICH B COOTBETCTBUHU C TPEOOBAHUSIMH TOAMYHKTA «a» MyHKTa 14 MeToaukwu.

B cooTBeTCTBHM C MOANMYHKTOM «a» NMyHKTa 14 MeTtoauku, B ciaydae €Ciu B paMKax
OJTHOTO PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO npenapara
3apETUCTPUPOBAHBI  TPEACIbHBIE  OTHYCKHBIE  I[IEHBI HA  BOCHPOMU3BEIACHHBIN
JIEKapCTBEHHBIM Tpenapar ¢ TakoW K€ JIEKapCTBEHHOM (opmMoil U J03UPOBKOM
(KOHIIEHTpalMel, aKTUBHOCTbIO B  €IUHHUIIAX  JCHUCTBHS), Mpeajgaraemas K
rOCyJIapCTBEHHOM pErucTpauuy NpelesibHas OTIHYCKHAas LI€Ha Ha BOCIPOU3BEICHHBIN
JIEKAPCTBEHHBIN Mpenapar HE MOXKET MPEBbIIATh CTOUMOCTb OJHOM JIEKapCTBEHHOU
(GbopMBI  BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOTO TMpernapara, pPacCUMTaHHYI HCXONsd W3
CpelHero apu(gMEeTHYeCKOro 3HAYEHUsS TOCIETHUX 3apEeTUCTPUPOBAHHBIX IIEH Ha
Ommkaillme  CMEXHBbIE  KOJIWYECTBa  JICKAPCTBEHHBIX  (OpM  BO  BTOPUYHOMN
MOTPEOUTEHCKON yYIAKOBKE 3asBISIEMOTO JIGKAPCTBEHHOTO Tperapara ¥ YMHOKEHHYIO Ha
KOJTMYECTBO JICKAPCTBEHHBIX (OPM BO BTOPUYHOW TMOTPEOUTENHCKON  yIMaKOBKE
3asBJISIEMOIO BOCIIPOU3BEIECHHOIO JIEKAPCTBEHHOTO IIpenapara.

Bwmecre ¢ TeM, yTouHEeHHas 3asBIICHHAs NPEEIbHAs OTIYCKHAsI LIEHA HE MPUBEICHA
B COOTBETCTBUE C TpeOOBaHMUSIMHU TMOANYHKTA «a» MyHKTa 14 MeToauku, B TOM YHCIIE
IIPEACTABIECHHBIMA Ha BhllIeyka3aHHbIN 3anpoc PAC Poccnn 1okyMeHTamu.

B cBsI3U ¢ U3N0KEHHBIM, B COOTBETCTBHM C IOAITYHKTOM «I» IyHKTa 19 IlpaBwui,
MPEBBINIEHUE TPEACTABICHHON Il TOCYAApCTBEHHOM PpETUCTPAlUM  IPEACIIbHOU
OTITyCKHOM LIEHBI MPOM3BOAUTENS HA JICKAPCTBEHHBIN MpENapaTr HaJl LEHOW, paCCYNTaHHOU
B coorBerctBun C IlpaBuiiamu u Meronukou, sBIS€TCS OCHOBAaHHMEM JUIs OTKas3a B
COITIaCOBAHMM  TOCYJNAPCTBEHHOM  PETUCTPAlUM  IPENEIIbHOM  OTIIyCKHOW  LIEHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Ipenapar.

Mecmo dns nodnucu
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