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PEIIEHUE
00 OTKa3e B COINIACOBAHUH npeacibHBIX OTITYCKHBIX LEH npomBonuTeneﬁ
Ha JICKapCTBEHHBIC NPEIapaTkl, BKIIOYEHHBIC B NICPEUCHb JKU3HCHHO HEO0OXO/IMMBIX
¥ BaXKHEMUIIHUX JICKAPCTBCHHBIX IPEIIapaToB

B COOTBETCTBMM C IyHKTOM &, MOANMYHKTOM «B» nyHkta 13 IlpaBun
rocyapCTBEHHOU perucTpanuu 0 [epeperucTpanmnu yCTaHaBJIMBAEMBIX
[IPOM3BOAMTENISIMH  JICKAPCTBEHHBIX INPENaparoB [PEAe/bHbIX OTIYCKHBIX LEH Ha
JIeKapCTBEHHBIC TIpEeNaparbl, BK/IIOYEHHbIE B IIEPEYEHb JKM3HEHHO HEOOXOAMMBIX H
BAKHEHMINMX  JIEKAPCTBEHHBIX  TpEnapaToB,  YTBEPK/AEHHBIX  [OCTAHOBJICHHEM
IIpaBurenscTBa Poccuiickoit ®exepauuu or 29.10.2010 Ne 865 (manee - IlpaBuna),
deniepanbHas aHTUMOHOTIONBHAS Coyk0a paccMoTpelna JIOKYMEHTBI, IPEICTaBIeHHbIE
nucbMoM Munsapasa Poccun ot 30.09.2015 Ne 20-4-493681-c, u npuHsina peweHue oo
OTKa3e¢ B COIVIACOBAaHMM mpenesibHONW otiyckHoH neHbl AO «Kesenst» (Pecmybimka
DcTOHMA) HA CIEAYIONIMH JIGKAPCTBEHHBIN Ipernapar, BKIIOYEHHBIH B IE€peYeHb
YKU3HEHHO HEOOXOMMBIX U BAKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB:

[Tpocrenonrens (MHH — JIMHONPOCTOH), refib MHTpaliepBUKaNbHBINA 1 Mr/3,5 T
(mo3a), 1 jgosza, 3.5 r — MINpHUIBI /B KOMIUIEKTE C KAaT€TEPOM CTEPUIIbHBIM/ - MaYKU
KapTOHHbIE, B pasmepe | 242,42 pybneit.

[lpeenbHas OTIYCKHAs ILleHA Ha YKa3aHHBIM JIEKApCTBEHHBIH IIperapar He
COINIACOBBLIBACTCS 110 CHEAYIOLIUM OCHOBAHUAM.

Ha ocnoBanuu nynkra 8 [lpaBwi (B pesakumu, jaeictBoBapiied 1o 1 oxtadps
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2015 roja) npou3BOAMTENIO yKa3aHHBIX JIEKAPCTBEHHBIX MPENapaToB HAMpPABIICH 3aMpoc
or 12.10.2015 Ne AK/55758/15 B mnemsax yTOYHEHHs! CBEIACHMH, COIEpPXAlLUUXCA B
IPEACTABIECHHBIX JOKYMEHTAX, a MMEHHO JJOKYMEHTAIbHOE MOATBEPKICHHUE OTITYCKHBIX
[EH NPOM3BOAMTENs B TIOCYAApCTBE IPOM3BOAMTENSI M JPYTHX TOCYJApCTBAax, IJIE
3aperucTpPUpPOBaH BBIIIICYKA3aHHBIH NEKApCTBEHHBIH npemnapar BCEX
3apPEerHMCTPHPOBAHHBIX  JO3UPOBOK M  YMNAKOBOK, @ Takxke JIOKYMEHTAJIbHOE
NOATBEP/KIEHHE TPAHCIIOPTHBIX PacXo0B. B OTBET Ha 3anpoc, HANPaBIEHHBIH MTUCHMOM
or 19.10.2015 Ne 421, npeactaBuTenb MNPOU3BOAMTENS B HACTH IOATBEPKACHUS
TPAHCIIOPTHBIX PACXO/0B IPEACTaBUI KOMMEPUECKOEe MPEeAJIOKEHHEe, IPH 3TOM 0
cbopoB 3a TamokeHHOe O(OpMIIEHME M TPAHCIOPTHBIE pacxoiabl cocraBuia 16 % or
cebecToMMOCTH JIEKaPCTBEHHOro npenapara. MIHOro JoKyMeHTalbHOIO MOATBEPIKICHHUS
TPAHCIOPTHBIX PACXO/IOB HE MPEJICTABIICHO.

B cooTBeTcTBMM ¢ MOANYHKTOM «B» MyHKra 13 TlpaBun mnpeBsimeHue
[PEeACTABIAEMON JUIsl TOCY/IapCTBEHHOH DPEruCTpalMK MPEC/IbHOH OTIIYCKHOH LIEHBI
MPOM3BOUTEIIS HA JICKAPCTBEHHBIH Mpenapar Haj 1IEHOH, PACCYNTAHHON B COOTBETCTBUH
¢ Meromukoll  yCTaHOBJIEGHHMs  [POM3BOAMTENIIMH  JIGKAPCTBEHHBIX  IIPENApaToB
MpeeIbHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE IPEnaparbl, BKIIOYEHHBIE B [EPeYeHb
JKHBJIII, yreepxaennoi npukasom Munsapascoupassutusa Poccun u @CT Poccun ot
03.11.2010 Ne 961n/527-a, neiictByromedt B mnepuoa mnpoesnenus @DAC Poccuu
JKOHOMHYECKOTO aHa/lM3a, dBIAETCS OCHOBAHMEM /U1 OTKa3a B COIVIACOBAHHH
roCyJapCTBEHHOM pPErucTpaluu npeaenbHOH OTIYCKHOH IIEHBI IPOM3BOAMTENS Ha
NIeKapCTBEHHBIH Mpenapar.

"/ A.JO. LlapukoBckuit
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