PEILIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM C€ MNyHKTOM 8 U MOAMYHKTOM «0» mnyHkta 19 IlpaBun
rOCy/IapCTBEHHOU perucTpamnuu u nepeperucTpaIuu yCTaHaBIMBAEMBbIX
MPOU3BOIUTEISAMHU JICKAPCTBEHHBIX IpENaparoB NPEACIbHBIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEHIINX  JIEKAPCTBEHHBIX  MpENaparoB,  yTBEPXKJIEHHBIX  I[OCTAHOBJICHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nucbMamu MunsznpaBa Poccuu ot 03.10.2016 Ne 20-4-4023706-c, Ne 20-4-4023704-c, ot
04.10.2016 No 20-4-4023855-c, u mpuHsuIa pemieHne o0 OTKa3e B COIIACOBAHUU
npenenbHbix OoTHyckHBIX 1eH OAO «HoBocubxumbapm» (Poccust), 3asBlIeHHBIX Ha
NEPEePETUCTPAINIO, Ha CIEAYIOIIUe JIEKapCTBEHHbIE Mpemaparbl, BKIIOYEHHBIE B
nepeueHb KU3HEHHO HEOOXOIUMBIX M BAXKHEHUIIINX JICKAPCTBEHHBIX MPEIIapaToB:

1. HoBokaun (MHH - IlpokaumH), pactBOp AJii MHBEKUUH, 5 Mr/mi, 5 mi, -
amrynbl (10) /B KOMILJIEKTE C HOXXOM AaMIyJAbHBIM WJH CKapu(pUKATOPOM, €CIIH
HEO0OXO0IUM JIJIs1 aMITyJI JAHHOTO TUIa/ — KOPOOKH KapTOHHBIE, B paszmepe 27,08 pyoO.

2. Marnaus cynbpar (MHH — Marnus cynbdar), pacTBOp AJjii BHYTPUBEHHOIO
BBeaeHus, 250 mr/mi, 10 M, - ammynsl (10) /B KOMILIEKTE ¢ HOKOM aMIyJIbHBIM HIIH
ckapuUKaTOpoM Mpu HEOOXOAUMOCTH/ KOPOOKH KapTOHHBIE, B pazmepe 35,12 pyo.

3. Ilnatupummna rtugporaprpar (MHH — Ilnatudunnun), pactBop mis
MOJIKO’KHOTO BBeAeHUs, 2 mr/mi, 1 mu, - ammynsl (10) /ckapudukarop aMIyabHBIN 110
HeoOxonmuMocTr/ — KOpoOKa 13 KapToHa, B pasmepe 51,57 pyo.

[IpenenbHple OTIYCKHBIE LEHBI HA YKa3aHHBIE JIEKAPCTBEHHBIE IIPEIApPATHl HE
COIIACOBBIBAIOTCA I10 CJIIELYIOLIUM OCHOBAHMSIM.

N3 anamuza npencraBineHHbIXx B PAC Poccun TOKYMEHTOB YCTAHOBIIEHO, YTO K
MIPEACTABIECHHBIM JOTOBOPAM OTCYTCTBYIOT IIOATBEPKACHUS IMPOJIOHTAMNA JAHHBIX
JIOTOBOPOB, a Takxke cnenuduxanuy (IpUIOKEHHUs), SBISIONIMECS HEOThEMIIEMbIMU
4acTSMH JI0TOBOPOB JJAHHOTO THIIA.

Kpome TOro, OTCYTCTBye€T JOKYMEHTAJIBHOE IIOATBEP)KICHUE YBEIUYCHHUS
aMOPTHU3AIIMOHHBIX OTYMCIEHHUH, BKIIOYEHHBIX B CE0ECTOMMOCTb IPOU3BO/ACTBA
YKa3aHHBIX JICKAPCTBEHHBIX IIPENIapaToB.

Takum oOpa3oM, JOKYMEHTHI AJsi TOCYAApCTBEHHOW MEpEperucTpaluy ILIeH Ha
BbIILICyKa3aHHbBIE JICKAPCTBEHHBIE MIPENaparhbl MPeACTaBIeHbl HE B TIOJTHOM 00beMe.

B cBs3M ¢ BBIIEH3IOKEHHBIM, B COOTBETCTBUU C MOAIYHKTOM «0» myHKTa 13
[IpaBun mnpencTaBieHUE JTOKYMEHTOB B  HENOJIHOM OOBEME WM  HEMOJHOTA
COJEpKAIIUXCSI B HUX CBEICHUH, SBISETCS OCHOBAHMEM JUIsl OTKa3a B COIVIACOBAaHUH
rOCYIJapCTBEHHOM PpETUCTPAllMM TNPEIEIbHOM OTIIYCKHOM LEHBl NPOWU3BOAMTENS Ha
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JIEKapCTBEHHBIN Mpernapar.

P.A. Ilerpocsan
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