PEIHIEHUE
00 OTKa3e B COIIaCOBaHUM MNpeACIbHBIX OTITYCKHBIX IICH HpOHBBO}IHTeJIeﬁ
Ha JICKAPCTBCHHBIC IIPCIIAPAThl, BKIIFOYCHHBIC B IICPCUCHD ) KU3HCHHO HGO6XOI[I/IMLIX
1 BaXKHEHUIIINX JICKaApPCTBCHHBLIX IIPCIIapaToB

B coorBerctBun ¢ mnyHkrom 8 IIpaBui rocynapCTBEHHOW pETrMCTpalldM |
NEPEePETucTpalii yCTAaHABIMBAEMbIX MPOU3BOAUTENAMH JIEKAPCTBEHHBIX IpEnaparoB
MIpeACIIbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBIC Mpernaparhbl, BKIIOUCHHbIC B TEPEUCHb
JKU3HEHHO HEOOXOIUMBIX M BaXKHEWIIHX JICKAPCTBEHHBIX IMPENapaToB, YTBEPXKICHHBIX
nocranoBiieHueM IIpaBurenbctBa Poccutickoit ®denepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHas aHTUMOHOIONbHAS ClIy>)k0a paccMoTpena  JOKYMEHTHI,
npeacTaBieHHble nmucbkMoM MunzapaBa Poccum ot 10.10.2016 Ne 20-4-4023255-c, u
NpUHsUIa perieHue 00 OTKa3e B COMIACOBAHUU MPEAENbHBIX OTIYCKHBIX IIEH JepiKaTelis
WIM  BJAJENblla PETHUCTPAlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpernapara,
npousBojcTBa (Bce cranun) OAO «Upbutckuii xumbapmszaBon» (Poccust) Ha cremgyrommii
JIEKApCTBEHHBIN Tpenapar, BKIIOUCHHBIM B TIEPEUCHb JKU3HEHHO HEOOXOAUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPENAPaTOB:

1. [Tapanieramon (MHH - Ilapaneramon), tabmetku 200 mr, 10 mT. - ymakoBKU
SYEUKOBBIC KOHTYpHBbIE (2) - mauku KapToHHBIE, B pasmepe 12,50 py6. (PY - Ne JICP-
009047/08).

2. Iapanieramon (MHH - Ilapaneramon), tabnerku 500 mr, 10 mT. - ynmakoBKH
SYCUKOBBIC KOHTYpHBbIE (2) - mauyku KapToOHHBIE, B pasmepe 16,50 py6. (PY - Ne JICP-
009047/08).

[IpenenbHble OTMYCKHBIE LEHBl HA YKAa3aHHBIA JICKAPCTBEHHBIM Ipenapar He
COMIACOBBIBAIOTCS MO CJIETYIOIIUM OCHOBAHUSIM.

B coorBerctBUM ¢ myHKTOM 5  MeTonMkM  pacuera  yCTaHaBIMBAaE€MbIX
MPOU3BOJAUTEISIMA  JICKAPCTBEHHBIX IMPENapaToB MpPEACNbHBIX OTIMYCKHBIX II€H Ha
JIEKApCTBEHHBIE TMpenaparbl, BKJIIOYEHHBIE B TMEPEYEHb >KU3HEHHO HEOOXOJIUMBIX U
BOKHEUININX JIEKapCTBEHHBIX IMpEnaparoB, MPU HUX TOCYJApPCTBEHHOW pETrHCTpaluu |
NEepEPETUCTPAllMY, YTBEPKACHHOM mnocTtaHoBiueHueM IIpaBurensctBa  Poccuiickoin
®enepauun ot 15.09.2015 Ne 979 (manee — Meronuka), mpu pacyere MNpeAesbHON
OTIIyCKHOM I1I€Hbl Ha JIEKapCTBEHHBIM Mpenapar MPOU3BOJACTBA TOCYAapCTB-UJICHOB
EBpa3uiickoro HKOHOMHYECKOT0 COI03a B paMKaX OJIHOIO  PETrUCTPalMOHHOTO
YIOCTOBEPEHNUS JIEKAPCTBEHHOIO Iperapara Mpyu U3MEHEHUH KOJIMYECTBA JIEKAPCTBEHHOTO
npenapara BO BTOPUYHOHM (ITOTPEOUTETHCKOM) yMaKOBKE HE JOMYCKAETCS YBEITUYCHUS
CTOMMOCTH OJTHOM JIEKApCTBEHHON (DOPMBL.

[Ipu mpoBeneHUN >KOHOMHUYECKOTO aHalii3a YCTAaHOBJIEHO, YTO Ha JIEKAPCTBEHHBIM
npenapar [lapaneramon (MHH — Ilapanieramon) Tabnetku 500 mr, 10 mT. - ynakoBKu
SAYEUKOBBIE KOHTYpPHBIC 3aperucTpUpOBaHa Mpe/esibHas OTIyCKHas lieHa B pa3Mepe 5,59
pyoOneii ¢ peructpannoHHbiM HoMepoM JICP-009047/08 (mpukaz MunsnpaBa Poccuun ot
10.07.2015 Ne 616/20-15), a Takxke Ha nekapcTBeHHbIA npenapar Ilapaneramon (MHH —
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[Tapanieramon) tabnetkn 200 wmr, 10 mT. - YyHaKkoBKH SYEHKOBBIE KOHTYpPHBIC
3aperucTpupoBaHa IMpeaeNibHas OTHYCKHAas I1ieHa B pasmepe 3,22 pyOneit c
peructpanronubiM Homepom JICP-009047/08 (nmpuka3z Munsnpasa Poccuu ot 10.07.2015
Ne 616/20-15). Takum oOpa3om, 3asBICHHBIC K PErHCTPAIMM TPEACIbHBIE OTITyCKHbIE
LIEHbl B paMKax OJHOIO PErUCTPALMOHHOIO YAOCTOBEPEHUs IPEBBIIIAIOT pPaHEe
3apEruCTPUPOBAHHBIE NPENEIbHBIE OTIYCKHBIE ILIEHBl W3 pacyeTa CTOMMOCTH OJIHOM
JIEKapCTBEHHOM (POPMBI, UTO MTPOTUBOPEUUT MYHKTY 5 MeTonuKH.

B cBsI3u C BBIIEHU3IOKEHHBIM, B COOTBETCTBUM C IOAIYHKTOM «B» IyHKTa 13
[IpaBry1 NpEBBIIEHUE NPEACTABIAEMOW I TOCYAAPCTBEHHOM PErMCTpalvdd WIH
NepeperucTpaluy MNpeaeabHOM OTMYCKHOM ILIEHbl NPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ [EHOW, pPAacCUMTAaHHOM B COOTBETCTBMU C METOOUKOW, SBISAETCA
OCHOBAaHHMEM JUIsl OTKa3a B COIVIACOBAaHUHU TOCYIAPCTBEHHON pErucTpaluu MpeeabHOM
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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