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PEHIEHUE
00 OTKa3e B COTIACOBAHMU NPEAEIBHBIX OTITYCKHBIX LEH IIPOU3BOIUTEIEH
Ha JICKapCTBEHHbBIC [IPEMIaparhl, BKIIIOYEHHBIC B [IEPEYEHb KU3HEHHO HE0OX0MMMEIX
M Ba)KHEHIIHX JICKAPCTBEHHBIX TIPENAPATOR

B COOTBETCTBMHM ¢ MNYHKTOM 8 M MOANYHKTOM «B» nyHkTa 13 IIpasun
roCyapCTBEHHOH perucTpanuu H NEPEPErUCTpanyu YCTAaHAaBIHBAEMBIX
MPOU3BOIUTEIAME JIEKAPCTBEHHLIX [IPENApaToB IPEACTIbHBEIX OTMYCKHBIX ILIEH Ha
JEKApPCTBCHHBIE TNPENApaThl, BIIIOYCHHBIE B IIEPEYCHb KM3HEHHO HEOOXOAMMEIX H
BAKHCHIUMX  JICKAPCTBEHHBIX  MPENaparoB,  YTBEP/KACHHBIX  ITOCTAHOBJICHHEM
IIpasurensctea Poccuiickodt ®enepauyu ot 29.10.2010 Ne 865 (manee - Ilpapuna),
QenepanbHas aHTHMOHOIIONBHAA CIyk0a paccMoTpena JOKYMEHTHI, IIPeICTABICHHBIE
nuceMoM Mumsapasa Poccuu Ne6/H u 6/ (Bxomswmumii Homep PAC Poccunm
Ne 150091/15 ot 18.12.2015), u npumsana pemeHue 00 OTKa3e B CONIACOBAHMH
npegensHoi ormyckHon neHsl OAO «lepeon Puxtep» - (Bemrpms); Ilp., Ileps. Vi,
Brop. V. - «I'egeon Puxtep Pymbmnua A.O.» - (Pymemusa); Beur x. - OAO «[eneon
Puxrep» - (BeHrpus), Ha CIEIYIOINMH NeKapCTBEHHBIH npenapar, BKIOYEHHEBIH B
[IEPEYEHD KU3HEHHO HEOOXOMMBIX H BAXKHEHIIINX JIEKAPCTREHHEIX NPENAapaToB:

Snmuctar (MHH — ®encnmpun), cupon 2 mr/miu, 150 Ma — dnakous (1) - /B
KOMIUIEKTE C AO3UPYIOLIHM CTaKaHYHKOM/ - [IAYKK KAPTOHHEIE, B pasMepe 169,06 pybnei.

[lpenensuas OTNyCKHAs 1€HA Ha YKA3aHHBIM JIEKAPCTBEHHBIH INpemapar He
COIVIACOBBIBACTCA MO CHEAYIOUMM OCHOBAHUAM.

[Ipu mposepacHmu IxoHomHM4Yeckoro ananuza ®OAC Poccuu BRIMBIEHO, YTO
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OpeAcnbHasd OTIYCKHas LICHA Ha BBILICYKA3AHHBIM BOCIPOM3BEACHHBIN JIEKAPCTBEHHBIH
npenapar, paccYUTaHHAd HCXOAA U3 CTOMMOCTH ONHOH JEKapCTBEHHOU (OpMBl,
npepbimaeT 80 NPOLEHTOB CPEAHEH 3aperUCTPHPOBAHHON NIPENEIbHON OTIYCKHOM 1{eHEI
[IPOU3BOAMUTENS HA peepeHTHLIHN NEKApCTBEHHBIH NPENapaT, PACCYMNTAHHON 33 HEPHOL 3
NeT OO0 TPEACTABICHHS  JepXKaTeneM WMIM  BIAJCIBLUEM  PErHCTPAIlMOHHOTO
YEOCTOBEPCHHS (YHMONHOMOWYCHHBIM ¥M JIMIIOM), YTO TNPOTHBOPEYWT IIyHKTY 21
MeToaukHu pacyeTa yCTaHABJIWBAEMBIX NPOU3BOAUTENSIMM JICKAPCTBEHHEIX IIPENApaToB
OPEAEIBHLIX OTNYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE IPENApaTsl, BKIIOYEHHbIE B NEPEYEHb
KUBHEHHO HEOOXOIMMBIX M BAKHCHIIMX JEKAPCTBEHHBIX HPENaparoB, NpH MX
TOCYAapCTBEHHON PErMCTpPalMyd M NEPEperucTpaniy, YTBEP)KIACHHOH IOCTAHOBIIEHHEM
IIpasurensctBa Poccuiickod Penmepanun or 15 cenrabpa 2015 r. Ne 979 (mamee —
Merozuxa).

B cBA3M C BBINIEGHU3NIOXKEHHBIM, B COOTBETCTBHH C IOANYHKTOM «B» IyHKTa 13
IlpaBun npeBsICHHE NPEACTABIACMOM 11 TOCYJApCTBEHHOH PErHCTPalMH WIN
[EPEPETHCTPAlMK [IPEAENBEHOM OTIYCKHOM LEHB! NPOU3BOAMTENS HA JEKAPCTBEeHHBIH
npemaparT Haj LEHOH, PacCYUTaHHOH B COOTBETCTBHH ¢ MeToaukoi, ssuseTcs
OCHOBAHHEM I OTKA3a B COINACOBAHMM IOCYIAPCTBEHHOHM perHcTpaluM MpexenbHOM
OTIIYCKHOM USHBI NPOM3BOAUTENS HA NEKAPCTBCHHBIA [IPEIapar.
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