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00 OTKa3e B COITIaCOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH TPOU3BOUTENEH Ha
JIEKapCTBEHHBIE MpEnaparbl, BKIOYEHHBIE B IEPEUYECHb )KU3HEHHO HEOOXOAUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ mnyHkTamMu 13 u moamyHKTOM «a» nyHkra 32 IlpaBun
rOCyJIapCTBEHHOM PErucTpallid W MNEPEPETUCTPali MPEAEIbHBIX OTIYCKHBIX LIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIE MpENaparbl, BKIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOIUMBIX M BaXHEWUIIMX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoienreM [IpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHasi aHTUMOHOMOJBHAS CIy)k0a paccMoTpenia  JTIOKyMEHTHI,
npeAcTaBieHHble nucbMoM MunszapaBa Poccun ot 12.10.2020 Ne 20-4-4150392-c u
oT 09.11.2020 Ne 20-4-4150392-mom1, 1 mpuHsATIa peuieHHe 00 OTKa3e B COINIACOBAHHUH
peAeIbHBIX OTITY CKHBIX IIEH, 3asIBJICHHBIX Ha NEPEPETUCTPALIIIO
AO «II®K O6HoBnenune» (Poccus), Ha creayrolue JeKapcTBEHHbIE Ipenaparsl,
BKJIIOYCHHBIE B TIEPEUCHb JKMU3HEHHO HEOOXOIUMBIX M BaXKHEUINMX JIEKAPCTBEHHBIX
penaparos:

1. «['muun PeneBam» (MHH — «mumun»), TabneTKu 351EUHBIC U TIOIbS3bIUHBIE,
100 mr, 14 mT. - ynakoBKU sSiYECHKOBBIE KOHTYpHbIE (4) - MauKyd KapTOHHBIE, B pa3Mepe
28,51 pyo.

2. «I'muuun PeneBam»y (MHH — «[muiuny), TaGieTKy 3511€9HBIC U MTOIbSI3bIYHbBIC,
100 mr, 10 mT. - ymakoBKU SYEHKOBBIE KOHTYpHBIC (5) - Mayku KapTOHHBIE, B pa3Mepe
26,43 pyo.

3. «'mumun PeneBam» (MHH — «mumuna»), TaOIeTKU 3SIMCUHBIC W TIOIbS3bIYHBIC,
100 mr, 14 mrT. - ynmakoBKU SYEMKOBBIE KOHTYpHbIE (2) - MaykW KApTOHHBIE, B pa3Mepe
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14,78 pyO®.

4. «I'muuun PeneBay (MHH — «Imuniuny), TaONeTKH 3511€YHBIC U MTOIbI3bIYHBIC,
100 mr, 10 mT. - ymakoBKU SYEHKOBBIE KOHTYpHBbIC (3) - Mayku KapTOHHBIE, B pa3Mepe
15,86 py6.

[IpenenbHble OTIYCKHBIE LIEHBI HA YKA3aHHBIE JIEKAPCTBECHHBIE IIPEINaparbl HeE
COITIACOBBIBAIOTCS IO CIEAYIOIIMM OCHOBAHHUSIM.

B coorBerctBun ¢ myHKTOM 39 MeETOOMKM pacuera NpenesbHbIX OTIIYCKHBIX LIEH
MMPOU3BOAUTENEH Ha JICKAPCTBEHHBIC MPENApaTrhl, BKIIOUCHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOIMMBIX M B@XKHEMIIMX  JIEKAPCTBEHHBIA  MpenaparoB,  YTBEP)KICHHOU
noctaHoBinenreM I[lpaBurensctBa Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee -
Metoauka),  mpenenbHas OTHYCKHAs IeHa MPOU3BOAUTENS TOCydapcTBa - 4JieHa
EBpa3uiickoro 3KOHOMHYECKOTO COK03a Ha JIEKQpCTBEHHBIM Ipenapar Ipu €€
MEPEPETUCTPALMY, TMOJIEKUT YBEJIWYECHUIO Ha BEJIMYHMHY YIOPOXKAHUS CBIPbS H
MaTepHuasoB, a TAKKE Ha BEJIMYMHY U3MEHEHHS HAKJIaIHbIX PACXOJ0B.

B coorBerctBun ¢ mnyHkrom 14 IlpaBun, ®AC Poccum HampaBiieH 3ampoc
or 21.10.2020 Ne TH/91684/20 o mpencraBieHrH YTOYHEHHBIX CBEJCHUMN, B TOM YHCIIE,
YTOUHEHHBIE PAacyueThl 3asBJISIEMOW NPEACIBbHOM OTIIYCKHOM ILIEHbl Ha JIEKAPCTBEHHBIE
mpemnaparsl ¢ ydyeToM TpeOOBaHMI TOMMyHKTa «a» MyHKTa 39 MeTtoauku, ¢ y4eTom
JTAHHBIX MPEICTaBICHHBIX B MpriiokeHn: Ne 10 k Meroauke.

Bmecte ¢ T1em, mnpeacraBieHHble Ha BblmeykazaHHbll 3anpoc DAC Poccum
YTOYHEHHBIE pacyeThl HE COOTBETCTBYIOT TpeOoBaHusM nyHKTa 39 MeToauku.
DaKTUYECKOE YBEIIMUYCHUE 1IEH HAa CBIPhE U MATEpHaIbl, UCIIOJIb3YEMOE MPU TPOU3BOJICTBE
BBIILIEYKA3aHHOTO Mpernapara, COIIaCHO OTKOPPEKTUPOBAHHOMY mpuiiokeHutro Ne 10 k
Mertoauke, HUKE 3asiBICHHOTO POCTa 3apPErMCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX 1IEH
Ha BBILICYKA3aHHBIE JICKAPCTBEHHBIE MTPEIIAapPaThI.

B cB3u C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» ITyHKTa 19
IIpaBun, mpeBBIIIEHUE MPEACTABISEMON Uil TOCYJapCTBEHHOW PErUCTpaluy WIIH
MEPEPETUCTPALIMM TIPEACIbHOM OTITYCKHOM II€HbI IMPOW3BOAMUTEINSI HA JIEKAPCTBEHHBIN
Ipernapar HaJ LEHOM, pacCcuuTaHHOW B coorBeTcTBUU C [IpaBumamu u Meronukoi,
ABJISICTCS. OCHOBAaHHMEM Ui OTKa3a B COIVIACOBAHMM TOCYJAapCTBEHHOW PETUCTPALNU
IIPEAEIIBHON OTITYCKHOM LIEHBI MPOU3BOAUTEIIS HA JICKAPCTBEHHBIN MIpEapar.

Mecmo dns nodnucu

T.B. Huxeropozaues
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