MuHUCTEPCTBO 31PAaBOOXPAHEHUS
Poccniickoit denepannu

PaxmanoBckuii iep., 1. 3/25,
. Mocksa, I'CI1-4, 127994

PEIIEHUE
00 OTKa3e B COITIaCOBAHMHM MPEIEIbHBIX OTITYCKHBIX LIEH IPOU3BOAUTEIEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHBIE B IEPEUYEHb )KU3HEHHO HEOOXOAMMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPEMAPATOB

B cootBeTrcTBUM ¢ TyHKTamMu &, MOANYHKTOM «B» nyHkTa 13 IlpaBun
rocyIapCTBEHHOM perucrpauuu U nepeperucTpanuu yCTaHABIMBAEMBIX
IPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX MPENapaToB MPEAENIbHBIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHbIE Mpenaparbl, BKIIOUEHHbIE B NEPEYEHb MKU3HEHHO HEOOXOIUMBIX H
BOXHEHIIMX  JIKAPCTBEHHBIX  IPENaparoB,  YTBEPXKIECHHBIX  MOCTAaHOBICHHEM
[IpaButennctBa Poccuiickoit ®enepanun ot 29.10.2010 Ne 865 (manee - IlpaBuia),
®denepanbHas aHTUMOHOIOJBHAS CIIy>)k0a paccMoOTpesia JTIOKyMEHThI, MpEICTaBICHHbIE
MIACbMOM Mun3apasa Poccun oT 28.09.2015 Ne 20-4-492938-c,
U TpUHSJIA pelleHne 00 OTKa3e B COIVIAaCOBAaHUM TMPEACNIbHBIX OTIYCKHBIX II€H
OAO «Cunrte3» (Poccusi), BKJIIOYEHHBIX B TIE€pPEUEHb >KU3HEHHO HEOOXOAMMBIX U
BXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB:

1. naberamonr (MHH — [Imwmknasua), TabneTku ¢ MOPOJIOHTHMPOBAHHBIM
BbICBOOOXKIeHHeM 60 wmr, 10 mIT. - yHNakoBKM SYEHKOBBIE KOHTYpHbIE — TAUKHU
KapTOHHBIE, B pazmepe 64,05 pyo.

2. Inaberasionr (MHH — TInwmknasua), TabineTku € MOPOJIOHTMPOBAHHBIM
BbICBOOOXKAeHHEM 60 mr, 10 IT. - yNakoBKH SYEHKOBBIE KOHTYpHbIE (2) — MAuKH
KapTOHHBIE, B pazmepe 128,09 pyo.

3. Aunaberamonr (MHH — [Inwmknasupg), TtaOneTku ¢ MOPOJOHTHMPOBAHHBIM
BbICBOOOXKAeHHeM 60 mr, 10 [T - yNakoBKH SYEHKOBBIE KOHTYpHbIE (3) — Mauku
KapTOHHBIE, B pazmepe 192,14 pyo.

4. lnaberaionr (MHH — Inwmknasua), TabaeTKu ¢  MPOJOHTHPOBAHHBIM
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BbICBOOOXKIeHHEM 60 wmr, 10 mT. - yHmakoBKH SYEHKOBBIE KOHTYpHBIC (6) — Tadku
KapTOHHBIE, B pazMepe 384,28 pyo.
5. Anaberamonr (MHH — TInuknasuna), TaOneTku €  MPOJIOHTHPOBAHHBIM

BbICBOOOXKIeHHEeM 60 mr, 20 IIT. - yIaKOBKU SYEHKOBBIE KOHTYPHBIE — MaYyKd KAPTOHHBIE,
B paszmepe 128,09 pyo.

6. Inaberamonr (MHH — TInuknaswnm), TaONneTKu ¢ MPOJIOHTHPOBAHHBIM
BbICBOOOXKAeHHEM 60 Mr, 20 IUT. - yNakOBKM SYEMKOBBIE KOHTYpHbIE (3) — mayku
KapTOHHBIE, B pazmepe 384,28 pyo.

7. Anaderamonr (MHH — Inumknasuna), TaOneTku € MOPOJIOHTMPOBAHHBIM
BbICBOOOXKAeHHEM 60 Mr, 20 IUT. - yNakOBKM SYEMKOBBIE KOHTYpHbIE (5) — Mayku
KapTOHHBIE, B pazmepe 640,45 pyo.

8. lIuaberamonr (MHH — Inuknasunp), TaOneTku ¢  MPOJIOHTMPOBAHHBIM
BbICBOOOXKIeHHEM 60 wmr, 20 ImT. - yNakOBKH SYCHKOBBIE KOHTYpHbBIC (6) — Tadku

KapTOHHBIE, B pazMepe 768,56 pyo.

[IpenenbHble OTMYCKHBIE ILIEHBI HA YKAa3aHHbIC JIEKAPCTBEHHbIC IMpernaparbl He
COITIACOBBIBAIOTCS IO CIECAYIOIIUM OCHOBAHHUSIM.

Ha ocnoBanmm mynkra 8 [lpaBun (B pemakiiuu, neWcTBOBaBIIed 10 1 OKTAOps
2015 roga) mpou3BOAUTENIO YKa3aHHBIX JIEKAPCTBEHHBIX IPenaparoB HaIpaBieH 3ampoc
or 13.10.2015 Ne AK/56030/15 B wuensix yTOYHEHHUS CBEICHUH, COIEpXKALIUXCA B
MPEACTABIEHHBIX JOKyMeHTax. Bmecte ¢ tem orBer OAO «CuHTE3», HaIlpaBICHHBIN
nucbMoM Ne T190-11-11873 ot 22.10.2015, comepkuT HenoiaHyr uHHPOpMAIUIO, a
MMEHHO ITPOM3BOAUTEIEM HE IPEACTABIEHBI MATEPUAJIbI IO IYHKTY 7 BBIIIEYKA3aHHOTO
3arpoca, B CBA3M C YEM MPOBECTH SKOHOMHYECKHMI aHAJIN3 3asBJICHHBIX K PErMCTpalun
LEH B COOTBETCTBHUM C METOIMKON YCTAHOBJICHUSI NPOU3BOAUTENSMU JIEKAPCTBEHHBIX
IIPENAapaToB MPEAEIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOUEHHBIE B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
YTBEPXKIECHHOM COBMECTHBIM Ipuka3zoM Mun3apascoipa3sutusi Poccuun u @CT Poccun
or 03.11.2010 Ne 961u/Ne 527-a, nevictyromeit B mepuon mpopeaeHuss ®AC Poccun
HSKOHOMHMYECKOTO aHaIn3a, HE MPEJCTABIISIETCS BO3MOKHBIM.

B coorBerctBUM ¢ mommyHKTOM «0O» myHkra 13 IlpaBun HemomHOTa
IIPEACTABICHHBIX JTOKYMEHTOB SBIIIETCS OCHOBAaHMEM JUIsl OTKa3a B CONNIACOBAHUH
TrOCYAapCTBEHHOM PpETUCTPAlH MPEACTbHOM OTIMYCKHOM IIE€Hbl TPOU3BOAUTENS Ha
JIEKApCTBEHHBIN IIpenapar.

B.I'. Koposes

K.®. Cemenosna,
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