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PEIIIEHHME
00 OTKa3e B COIIaCcOBaHUHU npeaejabHbIX OTITY CKHbIX LIEH npomso,umeneﬁ
Ha JICKApCTBEHHBIEC ITperaparhl, BKJIIOYEHHbLIE B IEPEUCHDb JKU3HCHHO HeOGXO,U.MMbIX
U Ba)KHEMILIHUX JICKapCTBEHHLIX IIperapaTroB

B coorBeTcTBMHM ¢ MyHKTOM 6, nojanyHkrom «B» nyHkra 11 Ilpasun
roCyIapCTBEHHON permcTpaiuy IpezelibHbIX OTIYCKHBIX LEeH IPOU3BOJAUTENEH Ha
JIeKapCTBEHHBIE Tpernaparbl, BKIIOYEHHbIe B NEpedeHb JKU3HEHHO HEOOXOAMMBIX H
Ba)KHEHMIIMX  JIEKAPCTBEHHBIX IIpernaparoB, YTBEPXKACHHBIX IIOCTAHOBIEHHUEM
[TpaButensctBa Poccuiickoit ®enepauun or 29.10.2010 Ne 865 (nanee - Ilpasuna),
®enepanbHas AHTUMOHOIIOIbHAs ciyxba paccMmoTpena JNOKYMEHTHI,
npejacTaBieHHble mucbkMom Munsapasa Poccun or 17.09.2015 Ne 20-4-491837-c, u
MpuHsa pelleHHe 00 OTKase B COMIACOBAaHUM IIPEJIEJIBHON OTIYCKHOH 1IEHBbI
3A0 «®apmaneBruyeckoe — npexanpusitue  OOoneHCKoe»  Ha  CIEAYIOLIHH
JIEKapCTBEHHBIH Tpernapar, BKJIIOYEHHbIH B INepevyeHb JKU3HEHHO HEeOOXOAMMBIX H
Ba)KHEHIIIMX JIeKapCTBEHHBIX MpPEnapaToB:

. bucakomun - OBL (MHH - bucakoaun), tabnetku, MOKpPBITIE
KUIeYHOpacTBOpUMON 00omoukoi 5 Mr, 10 mT. - yrnakoBKH siY€MKOBbIE KOHTYpPHbIE
(4) - mauku KapToHHbIe, B pasmepe 100 pybieii.

[TpenenpHas OTIMYCKHas LeHA HAa yKa3aHHBIM JIEKApCTBEHHBIM INperiapar He
COITIAaCOBBIBAETCS MO CIEAYIOLIUM OCHOBAHUSIM.

[lpu aHanuse npeCTaBICHHBIX AOKYMEHTOB YCTAHOBJIEHO, HTO 3asBJIIEHHas
npejelbHas OTMYCKHAs 1eHa Ha BbIIIEYKa3aHHBIA JIeKapCTBEHHBIM Tpernapar
MpeBBIIIaeT MaKCHUMajbHble 3aperUCTPUPOBaHHbIE [I€Hbl HAa  aHaJOrMYHbIE
JeKapCTBeHHbIe Iperaparbl, NpPOU3BeJCHHbIe Ha TeppuTopun Poccuiickoii
denepauui.
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B cooTrBeTcTBUM C IMOAINYHKTOM «B» mnyHkra 11 IlpaBun mnpeselinenue
MpeACTaBIseMOM Ul rOCYJapCTBEHHOM perucTpaluu Mpeie/ibHON OTITYCKHOW LEHBI
MPOM3BOJAUTENS HA JIEKAapCTBEHHBIW TMpenapar Haj LEeHOM, pacCuMTaHHOH B
COOTBETCTBUM ¢ METOIUKON YCTAHOBICHHUS MPOU3BOAUTEISIMA JIEKAPCTBEHHBIX
MpenaparoB MpelejbHbIX OTIYCKHbIX LIEH Ha JIEKApCTBEHHbIE IIPENnaparhbl,

BKJIIOUEHHbIE B nepeyeHb JKHBJIII, YTBEPKACHHOM MPUKA30M
Munsapascoupa3sutus Poccun 1 ®CT Poccum ot 03.11.2010 . Ne 961wn/527-a
(nanee - Meronuka) SBISIETCS OCHOBAaHMEM JUIsl OTKa3a B CONIACOBaHUU

rocynapcmel-nrloii perucTpanuu HpeﬂeﬂBHOﬁ OTHyCKHOﬁ HOCHbBI MPOMU3BOJIUTEIIA Ha
Ilel(ﬁpCTBellllblf"l rpenapar.
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