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00 oTKa3e B COMTACOBAHMH TPE/IENBbHBIX OTIYCKHBIX II€H IPOU3BOIUTENCH

Ha JIEKapCTBEHHBIE MpPENnaparkl, BKIIOYEHHbIC B IEPEYCHB )KU3HEHHO HEOOXOMMBLL
¥ BOKHEHIUX IeKapCTBEHHbIX IIPENapaToB

B coorBercTBHM € NyHKTOM &, MOANYHKTOM «B» myHkra 13 [lpgBun
rocygapcTBEHHON perucTpauuu u nepeperucTpaLnum yCTaHABIMBAEMBIX
NPOU3BOUTEIIAMMU JICKAPCTBEHHBIX IIPENapaToOB I[IPEIC/IbHbIX OTIYCKHBIX [IE€H| Ha
NEKApCTBEHHBIE TIPENnaparhl, BKIIOYEHHBIC B IEPEYEHb JKU3HEHHO HEOOXOAMMBIX H
Ba)XHEHIIMX  JICKAPCTBEHHBIX  MPENaparoB,  YTBEP/KIECHHBIX  IMOCTAHOBICHUEM
IlpaButenbcTBa Poccuiickoit Pepepanuu ot 29.10.2010 Ne 865 (manee - IlpaBuua),
®denepanbHasi aHTUMOHOIONBHAS CHy»0a paccMOTpena JAOKYMEHTHI, NpeJCcTaBJIcHHbIE
nmucbMoM Munszapasa Pocenn ot 25.09.2015 Ne 20-4-492686-c, u npussia peiieHug ob
OTKa3e B COIVIACOBAHMHM MPEAENIbHOW OTIIYCKHOW LEeHbl mpousBojcTBa «CaH/pKupaHu
ITapantepan Jlumuren» (Muuaus) Ha ciueayroluil  JEKapcTBEHHBIM — IIpengpar,
BKJIIOYEHHBI B IIepeueHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIIHMX JIEKapCTBEHHBIX
[penaparosB:

@opaknas (MHH - Amoxcununnua-+KnaBynaHoBass KHCIIOTa), MOPOIIOK | IS
MPUIOTOBJICHUsL pacTBOpa A BHyTpuBeHHOro BeeaeHus 1000 mr + 200 mr — dnargonbl
(1) - nauku xkaproHHbie B pazmepe 155,03 pyo.

IIpegenvnas oTIycKHasd L€Ha Ha YKa3aHHBIM JIGKADCTBEHHbLIH Iperapal He
COINIACOBBIBACTCS 110 CIEAYIOLUM OCHOBAHUSIM.

[Ipy npoBeAeHUM HSKOHOMUYECKOIO aHanW3a 1LEeH Ha  BBIIICYKa3aHHbI
nexapcTBeHHbli npenapar @PAC Poccun  ycTaHOBIEHO, 4YTO 3asBICHHAs | Ha
roCy/JapCTBEHHYIO PErHMcTpalyio IieHa npesbimaer cornacoBaHHyro PAC Poccuu [ieny
Ha aHaJIOTUYHBIN JIEKapCTBEHHBIN npenapar ®opaknas (MHH -
AmoxcunmuinH+KiiapysiaHoBasi KMCI0Ta), [IOPOLIOK /Ul IIPUTOTOBICHUA PAacTBOPA| s
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paHyTpuBeHHOro BeegeHus 500 mr + 100 mr — ¢akons! (1) - mauku KapTOHHBIE B pa3Me¢pe
68,69 py06., B mepecuere Ha ojHy JiekapcTBeHHYH0 (opmy. PAC Poccum npog¢ut
pPacCMOTpPETh  BO3MOJKHOCTb  HE3HAYMTEJIBHOTO  CHIUKEHHMS  YPOBHSA  3asABIICHHOH

NpeaeIbHOM OTILYCKHOM LIEHBL.
B CBsA3M C BBINIEH3IOXEHHBIM, B COOTBETCTBUHM C IOJAMYHKTOM «B» ITyHKTa
[IpaBun npeBblllIeHUE MPEICTABIAEMON 1)1 TOCYIapPCTBEHHON PETMCTPALUK MPEebE
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OTIOYCKHOM II€HBl IPOM3BOAMTENS] Ha JIGKAPDCTBEHHBIM Ipermapar HajJ LEHPH,

PacCUMTaHHOM B COOTBETCTBHU C METOIMKON YCTAHOBIIEHHMSA IIPOM3BOIUTES
JICKapCTBEHHBIX ~ TIPENapaToB MpeENIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHE
npenaparbl, BkJIoueHHble B nepeuenb JKHBJIII,  yTBepkaeHHOM — mpuka:
Munzgpaeconpazsutuss Poccum u @CT Poccunm or 03.11.2010 Ne 961n/52]
neicrBytomei B nepuoz nposeacHuss PAC Poccun 5KOHOMHYECKOTO aHaIM3a, SABJISE
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OCHOBaHHMEM [UIs1 OTKasa B COITIaCOBaAaHHH FOCYﬂﬂpCTBCHHOi/’i perucTpalny npenenbloﬁ

OTHyCKHOﬁ LCHLI MPOHU3BOAUTEIA HaA ﬂeKapCTBGHHbIﬁ npenapar.

B.I'. Kopojies

A.A. Ilonukapnos,
(499) 755-23-23, nob. 088-101
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