MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COIIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTEIEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHbBIE B IEPEUEHb KU3HEHHO HEOOXOAMMBIX
Y BOKHEUILNX JIEKAPCTBEHHBIX IIPENapaToB

B coorBerctBuM ¢ myHktamu 13 u 32 IlpaBun rocyqapCTBEHHOW pPEruCTpaludud U
NEPEPETUCTPALIMN YCTAHABIMBAEMbIX IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
IPENEIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIC IpENaparbl, BKJIIOYECHHBIE B IEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M BAKHEHIIMX JICKAPCTBEHHBIX IPENapaToB, yTBEPKIACHHBIX
noctaHoBienreM lIpaButenscrBa Poccuiickoin @enepanmn ot 29.10.2010 Ne 865 (nmanee
— IlpaBuna) (B pemakuuu, AecTByrowmed Ha naty noxauu 3assieHus — 30.09.2019),
®denepanbHas aHTUMOHOINOJbHAS CIIyX0a paccMoTpesia JOKYMEHTBI, MNpPEICTaBICHHBIE
nucbMoM Munszapasa Poccun ot 01.11.2019 Ne 20-4-4114916-c, u npussiia peuieHue 00
OTKa3€ B COIIACOBAHUU NPEJEIbHBIX OTIYCKHBIX LI€H, 3asBICHHBIX HA MEPEPETUCTPALUIO
OO0 «Asekcuma Cubupn» (Poccus), Ha cieayomue JIeKApCTBEHHbIE Ipenaparsl,
BKJIIOUEHHBIE B TME€PEUCHb >KU3HEHHO HEOOXOJUMBIX W BAKHEWINUX JIEKAPCTBEHHBIX
penaparos:

1. «Punrep» (MHH - «~»), pactBop juist undysuit, 200 Mma — kouteineps (30) —
AMUKA KapTOHHBIE (IJ1S1 CTallMOHAPOB), B pasMepe 732,18 pyomei.

2. «Punrep» (MHH - «~»), pactBop mist undysuit, 400 Ma — kouTeiHeps! (15) —
AIIUKY KApTOHHBIE ([IJ71s1 CTAllMOHAPOB), B paszmepe 399,26 pyoiieil.

3. «Punrep» (MHH - «~»), pactBop st uH}y3uii, 250 M1 — KoHTeHHEpHI (24) —
AIIUKY KapTOHHBIE (JI71s1 CTAlIMOHAPOB), B pazmepe 625,30 pyOieil.

4. «Punrep» (MHH - «~»), pactBop st ungysuit, 500 Ma — konTerHeps (12) —
AIIUKU KapTOHHBIE (JI71s1 CTAlIMOHAPOB), B paszmepe 363,34 pyOieil.

[IpenenbHble OTIYCKHBIE 1IEHBI HA BBIIIEYKAa3aHHbIE JICKAPCTBEHHbIE MIPEeNapaThl HE
COIIACOBBIBAIOTCS I10 CJIEIYIOUUM OCHOBAHUSIM.
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[Ipu npoBeneHNH YKOHOMHYECKOTO aHajiM3a B COOTBETCTBUM ¢ MyHKTOM 14 IIpaBun
denepaabHOM aHTUMOHOIIOIBHOU CITy:k00¥ HampasiieH 3ampoc oT 26.11.2019 Ne
PI1/103601/19 o mpenocTtaBieHUH MOAPOOHBIX PA3bICHEHHN HECOOTBETCTBUS JAHHBIX,
MpEACTABICHHBIX 3asfBUTEIEM B JIOKYMEHTaX, a TaKKe YTOYHEHHBIX pacyeToB
MpeNeIbHBIX OTIMYCKHBIX II€H B COOTBETCTBUU C TpeboBaHusMu paznena X Mertoguku
pacyeTa yCTaHABIMBAEMbIX MPOU3BOJUTEISMH JIEKAPCTBEHHBIX MpenaparoB MpeaesibHbIX
OTIYCKHBIX II€H Ha JICKAPCTBEHHBIC MpPENaparbl, BKIIOUYCHHBIE B INEPEYEHb KU3HEHHO
HEOOXOJUMBIX W Ba)XXHEWIIUX JIEKAPCTBEHHBIX IMPENapaToB, MPU HX TOCYIapCTBEHHOU
pETUCTpallMd W TIEPEPETUCTPALMH, YTBEPKICHHOM TMocTaHOBIeHMEM IIpaBuTenbcTBa
Poccuiickoit ®eaeparuu ot 15.09.2015 No 979 (manee — Metonuka) (B penakiuu,
nercTByrome Ha pgary nogaud 3asBieHus — 30.09.2019), u nynkra 32 IlpaBui.
B mnpenenax ycCTaHOBJIEHHOTO CpOKa B COOTBETCTBMM C YKazaHHbIM 3arpocoM DAC
Poccuu nndopmanus He moctynuia.

B cBsi3U C BBIIEU3II0KEHHBIM, B COOTBETCTBUH C MOAINYHKTAMH «B» M «I» IMYHKTa
19 IlpaBun mnpeBbILIEHUE NPEACTABICHHON ISl TOCYIAPCTBEHHON PErucTpalvyd WIH
MEepEPErUCTPALINM MPEAECTBHON OTIIYCKHOM II€HBI IPOWU3BOJUTENS HA JIEKAPCTBEHHBIN
Ipernapar Haja LEHOM, PacCUYMTaHHOM B cOOTBEeTCTBUM C IlpaBunamm u Metonukon, a
TaKXe HEMPEACTABICHUE CBEACHUM, MPEAYCMOTPEeHHbIX NMyHKTOM 14 IlpaBun, siBnsiercs
OCHOBAaHUEM I OTKAa3a B COMIACOBAHUM TOCYNAPCTBEHHOM PETHCTPALMU MHPEACIbHOU
OTIYCKHOU IEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.TO. lapukoBckuii

M.A. Borauega, 8 (499) 755-23-23 n06. 097-501
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