PELIEHUE
00 OTKa3e B CONIaCOBAaHUHU MNpeACIbHBIX OTITYCKHBIX IICH HpOPI?;BO,ZIHTGJIGfI
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBLIX IIPCIIaparoB

B coorBercTBUM C TyHKTOM 8§ U TMOAMYHKTOM «0» myHkta 19 IlpaBun
rocyIapCTBEHHOM perucTpanuu U nepeperucTpauu YCTaHABIMBAEMBbIX
MIPOU3BOUTEISAMU JICKAPCTBEHHBIX TMPENaparoB TNPEIEIbHBIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHBIE Ipenaparbl, BKIIOYEHHbIE B IE€PEUEHb KXU3HEHHO HEOOXOOUMBIX U
BOXHEHIIMX  JIEKAPCTBEHHBIX  IPENaparoB,  yTBEPKJIEHHBIX  I[OCTAHOBIECHUEM
[IpaButennctBa Poccuiickoit ®enepannu ot 29.10.2010 Ne 865 (manee — IlpaBuiia),
®denepanbHasi aHTUMOHOMOJbHAS CIYyX)0a paccMOTpesia JTOKYMEHTBI, MPEICTABICHHbIE
nucbmamu Munsapasa Poccun ot 11.10.2016 Ne 20-4-4023920-c, ot 11.10.2016 Ne 20-
4-4023919-c, u npuHsIa peuieHue 00 OTKa3e B COIVIACOBAHUU MPEACIbHBIX OTITYCKHBIX
neH OAO «Hoocubxumdapm» (Poccust), 3adBIEHHBIX Ha TEpeperucTpaluio, Ha
CIIEyIONINE JIEKAPCTBEHHbIE Tpenaparhl, BKIIOYEHHbIE B IE€PEYCHb IKUZHEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPEMapaToOB:

1. Oram3unar (MHH — Dramsunar), pactBop s uHbekuil 125 mr/mm, 2 mi, —
ammyJbl (5) /B KOMIUIEKTE C HOXKOM aMITyJIbHBIM WJIM CKapu(UKATOPOM, €CITi HEOOXOIM
JUTSI aMITyJT JAaHHOTO THUIIA/- YITAKOBKH SIMEMKOBBIE KOHTYpPHBIE (2) — aYK¥ KapTOHHBIC, B
pasmepe 70,27 pyo.

2. Twamua (MHH — TuamuH), pacTBOp AJi1 BHYTPUMBIIIEYHOrO BBeAeHus S50
mr/mi, 1 mut, — ammynbl (10) /B KOMILTIEKTE C HOKOM aMITyJIbHBIM WA CKapu(pUKaTopoM
MpU HEOOXOAUMOCTH/ — KOPOOKH KapTOoHHBIE, B pazmepe 18,09 pyo.

[IpenenbHble OTHYCKHBIE II€Hbl HA YyKa3aHHbIE JIEKAPCTBEHHBIC Ipenaparbl He
COIIACOBBIBAIOTCS IO CJIETYIOIIUM OCHOBAHMSIM.

W3 ananuza npencraBieHHbXx B GAC Poccum HOKYMEHTOB yCTaHOBJIEHO, UYTO K
MPEJICTABICHHBIM JIOTOBOPAM OTCYTCTBYIOT TOATBEPXKJICHUS TMPOJOHTALUU JaHHBIX
JIOTOBOPOB, a Takxke crenuduxanuy (IpUIoKEHUs), SBISIONINECS HEOThEeMJIEMbIMU
YaCTSIMH JIOTOBOPOB JJAHHOT'O THIIA.

Kpome Toro, B cOOTBETCTBUU C MOAIMYHKTOM «O» myHkTa 13 Mertonuku pacuera
YCTAaHABIMBAEMBIX  TPOU3BOJUTEISIMU  JICKAPCTBEHHBIX  MPEMapaToB  MPenelbHbIX
OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOYEHHbIE B NEPEYEHb >KHU3HEHHO
HEOOXOIMMBIX M Ba)KHEWIIMX JIEKAPCTBEHHBIX IMpENaparoB, MNPU UX TOCYIapCTBEHHON
perucTpalvd M TNEepeperucTpalny, YTBEPKACHHOW mocTaHoBieHueM IIpaBurtenbcTBa
Poccuniickoir ®@enepaumu ot  15.09.2015 Ne 979, yBennueHHe COOTBETCTBYIOLIMX
OTYUCJICHUI TMOATBEPXKAAETCS AaKTaMU BBOJA B OJKCIUTyaTal[Mi0 OCHOBHBIX CPEJICTB,
UCIOJIb3YEMbIX ~ HEMOCPEACTBEHHO TMpPU  NPOU3ZBOJACTBE JAHHBIX JIEKAPCTBEHHBIX
npenaparoB. [Ipu 3TOM B MpeACTaBICHHBIX JOKYMEHTaX OTCYTCTBYET JOKYMEHTaJIbHOE
MOJTBEPKJACHUE YBEIUYCHUS aMOPTU3AIIMOHHBIX  OTYUCICHHWM, BKJIIOYEHHBIX B
ce0eCTOMMOCTD MPOU3BO/ICTBA YKAa3aHHBIX JICKAPCTBEHHBIX MIPEMapaToB.
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TakuM 00pa3oM, JOKYMEHTHI JJii TOCYAAPCTBEHHOM TMepeperucTpaluy IeH Ha
BBIIIEyKa3aHHbIC JIEKAPCTBEHHBIE Mpenaparbl MPeICTaBIeHbl B HEMOJIHOM 00beMe.

B cBsi3M ¢ BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOAMYHKTOM «0» TyHKTa 13
[IpaBun mpencTaBieHHE JTOKYMEHTOB B HEIMOJHOM OO0bEME WM  HEMOJHOTA
COZIEP)KAIIMXCS B HUX CBEICHUU, SIBISIETCSI OCHOBAaHMEM JUIsl OTKa3a B COINIACOBAHUHU
rOCYAapCTBEHHOM PETUCTPAallMM MPEAEIbHOW OTIIYCKHOM LIE€HBl MNPOU3BOAUTEINSI Ha
JIEKApCTBEHHBIN IIpenapar.

A.b. Kamesapos
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