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00 OTKa3e B COIIaCOBAHMHM TMPECIIbHBIX OTIYCKHBIX 1IEH MTPOU3BOIUTENCH Ha
JIEKapCTBEHHBIE Mpernaparhl, BKIOYCHHBIC B IEPEUYCHD )KU3HEHHO HEOOXOAUMBIX U
BOXHEHUIINX JIEKAPCTBEHHBIX MPENapaToB

B coorBerctBuum ¢ mnyHkroM 13 IIpaBun rocygapCTBEHHOM pETUCTpaludd U
MEPEPETUCTPALMA TPEACIbHBIX OTHYCKHBIX ILEH MPOU3BOAUTEIECH HA JIEKAPCTBECHHBIC
npenaparbl, BKJIIOYEHHbIE B MEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX  IPEINaparoB, YTBEPKIACHHBIX MOCTaHOBIeHUEM lIpaBuTtenbcTBa
Poccuiickoit ®enepannu ot 29.10.2010 Ne 865, denepanbHas aHTUMOHOIIONbHAS CIIyk0a
paccMoTpena IOKYMEHTHI, MpeicTaBIeHHbIe TuchbMamMu Mun3apasa Poccun ot 24.09.2020
No 20-4-4148690-c u ot 22.10.2020 Ne 20-4-4148690-n011, 1 npuHsIIa peiieHre od 0TKaze
B COINIaCOBAaHMU TMPEACIIBHOM OTHYCKHOW IIEHBI, 3asBJICHHOM HAa PErUCTPalUio
3A0 «MockoBckas — (¢apmaneBruueckas  ¢dadbpuka» (Poccusi), Ha cremyromui
JICKapCTBEHHBIN TMpenapar, BKIIOYEHHBIM B TIEPEYEHb JKU3HEHHO HEOOXOMUMBIX U
BAKHEMIIINX JIEKAPCTBEHHBIX MIPENAPATOB:

«AuermncanuumioBass kuciotay (MHH — «AuerwicanuuuioBas KHCIOTay),
tabietrkn, 500 mr, 10 WT. - yNakoBKU SYEHKOBBIE KOHTYpPHBIE (2) - MaYKW KapTOHHbBIE, B
pasmepe 13,33 pyO.

[IpenenbHass OTHyCKHas II€HA HA YKA3aHHBIA JICKAPCTBEHHBIM IIpernapar He
COIIIACOBBIBAETCSA 10 CIEAYIOIIUM OCHOBAHUSIM.

[Tpu nmpoBenennn 3xkoHoMuueckoro ananuza @AC Poccuu BBISIBICHO MPEBBIICHUE
3asBJISIEMOM MPEAEITBHOM OTIYCKHOM IIEHBI HA BBILICYKA3aHHbBIN JICKAPCTBEHHBIN IIpenapar
HaJ LIEHOM, PACCUUTAaHHOM B COOTBETCTBUU C TPEOOBAaHUSMM MOJMYHKTa «a» MyHKTa 14
Meronuku pacuera NpeAesibHBIX OTIMYCKHBIX IIEH IMPOU3BOAUTEIEH Ha JIEKAPCTBEHHBIE
mpenaparbl, BKJIIOYEHHBbIE B IEPEUCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX

2020-149047(2)


file://f207ca94-a13c-4ba0-b72d-f018c9eed8f1/

JIEKAPCTBEHHBIX  NpENaparoB, YTBEPKICHHOW  moOcCTaHOBIeHHWEeM IIpaBurenbcTBa
Poccuiickoit ®enepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B coorBerctBuu ¢ nyHkrom 14 IlpaBun ®PAC Poccum HampaBlieH 3ampoc OT
09.10.2020 No TH/88113/20 o mnpenocTaBiIeHUH YTOYHEHHBIX PACUETOB MPEIACTbHBIX
OTITYCKHBIX IIEH B COOTBETCTBUU C TPEOOBAHUSIMH MOAMYHKTA «a» MyHKTa 14 MeToauku.

B cooTBeTCTBUM C MOAMYHKTOM «a» NyHKTa 14 Metoauku, B ciiydae €ciid B paMKax
OZTHOTO PErUCTPaMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO npenapara
3apPETUCTPUPOBAHBI  MPEACIbHBIE  OTHYCKHBIE  I[IEHBl HA  BOCHPOU3BEIACHHBIN
JIEKApCTBEHHBIN TMpenapar ¢ TakoW K€ JIeKapCTBEHHOM (opmMoll U JO3UPOBKOM
(KOHIIEHTpalMel, aKTUBHOCTbIO B  €IUHHUIIAX  JCUCTBHS), Mpeajgaraemas K
rOCYapCTBEHHOM PpETHCTpallUM TMpelesibHasg OTMYCKHas I[€HAa HAa BOCIHPOU3BEIACHHBIN
JIEKApCTBEHHBIM TIpErnapar HE MOKET IMPEBBIIaTh CTOMMOCTh OJIHOM JIEKApCTBEHHOM
(GbopMBbI  BOCIIPOM3BEJEHHOTO JIEKAPCTBEHHOIO TMpernapara, pacCUMTaHHYIO HCXONsd W3
CpelHero apu@MEeTHYeCKOro 3HAYEHUs TOCIETHUX 3apEeTUCTPUPOBAHHBIX II€H Ha
Onmuwkailliie  CMEXHbIE  KOJIMYECTBa  JICKAPCTBEHHBIX  (OpM  BO  BTOPUYHOMN
NOTPEOUTEHCKON yYIAKOBKE 3asBISIEMOTO JIGKAPCTBEHHOTO Tperapara 1 YMHOKEHHYIO Ha
KOJTMYECTBO JIEKAPCTBEHHBIX (OPM BO BTOPUYHOW MOTPEOUTENHCKON  yIMaKOBKE
3as1BJIIEMOIO BOCITPOU3BEICHHOTO JIEKAPCTBEHHOT'O IIPEIapara.

Bwmecrte ¢ TeM, yTOuHEHHAas 3asiBJICHHAs MPeAeiibHAas OTIYCKHAs LIEHA HE IPUBEICHA
B COOTBETCTBUE C TpeOOBaHMUSIMU MOANYHKTA «a» NyHKTa 14 MeToauku, B TOM 4HCIIE
MPEJCTABICHHBIMU Ha BhllIeyKa3aHHbIM 3anpoc @AC Poccun nokymeHTamu.

B cBsI3u C U3NM0KEHHBIM, B COOTBETCTBUU C MOMAIMYHKTOM «r» TyHKTa 19 IlpaBumn,
[IPEBBILICHUE IIPEACTABICHHONW JUIi TOCYJAapCTBEHHOM pErucTpanuuy IpeaeabHOU
OTIYCKHOM LEHbI MPOU3BOJUTEIISI HA JICKAPCTBEHHBIN Mpenapar HaJl LIEHOM, pacCUUTaHHOU
B coorBercTBUU ¢ lIpaBunmamMm u MeTOOUKOM, SBISIETCS OCHOBAaHUEM [Jis OTKa3a B
COMNIACOBAHUU  TOCYHApPCTBEHHOM  pPETUCTpAallMM  MPEACIbHOM  OTIYCKHOW  LIEHBI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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