PEHIEHUE
O COIIACOBAHMM NPENEIIBbHBIX OTITYCKHBIX LIEH IIPOU3BOAUTEIIECH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBeTcTBUM € IIyHKTOM &8 U MOAINYHKTOM «B» TnyHKTa 19 IlpaBun
roCcyJapCTBEHHOW PErucTpalyy U MepeperucTpaluy yCTaHaBIMBAEMbIX IPOU3BOIUTEISIMU
JIEKaPCTBEHHBIX IMPENaparoB MpeeiabHbIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE Mperaparhl,
BKJIIOUEHHBIE B TMEpPEYCHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKApPCTBEHHBIX
MpenapaToB, YTBEPKACHHBIX nocTaHoBIeHUuEM [IpaBurenbctBa Poccuiickoit @enepanuu ot
29.10.2010 Ne 865, denepanbHasi aHTUMOHONONBHAS CITy>K0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccun ot 27.04.2016 Ne 20-4-4012050-c, u
INPUHSJIA pENIEHUE COMacoBaTh NPEIEIbHBIE OTIYCKHBIE II€HBI, 3asBICHHBICE Ha
NEPEPETUCTPALIMIO, JEpKaTessl WM BIAACNblIa PErMCTPALMOHHOIO  YIOCTOBEPEHUS
nekapctBeHHoro npenapara OI'VIT «HITO «Mukporen» (Poccust), npou3BoACTBO TOTOBOM
JEKapCTBEHHbIM  (OpMBbI, MEepBUYHAsT W  BTOPUYHAS  yNAKOBKA, OpraHu3anus,
OCYILECTBISIOMIAs BbIMyCKaromuii KOHTposb kKadectBa PI'VII «HIIO «Mukporen»
(Amnepren, 1. CraBpononb) (Poccusi), Ha creayroliude JEKapCTBEHHbIE Mpenaparsl,
BKJIIOUEHHBIE B MEpPEYeHb >KU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKApPCTBEHHBIX
penaparos:

1. CpBopoTKka NPOTUBOOOTYIMHHMYECKAss TUMa A  JIOIIaJMHAs OYHUIICHHAs
KkoHIleHTpupoBaHHas >xkunkas (MHH-AnTuToKcMH OoTynuHMYecKui Tuma A), pacTBOpP IS
uabekuuii 10 teic.ME/go3a - ammynber (5) /B KOMIUIEKTE C CHIBOPOTKOW JIOMIAUHOM
pazBenennor 1:100 - ammynsl (5) ¢ HOXKOM aMIYJIbHBIM WM CKapU(pUKATOPOM/ - MavYKu
KapToHHBbIE, B pa3mepe 430,23 pyo.

2. CbIBOpOTKa NPOTHB Sifa TaJlOKH OOBIKHOBEHHOM JIOIIAJMHAs OYMILEHHAs
KOoHIIeHTpupoBaHHas xkuakas (MHH-AHTHUTOKCHH sa Taaroku OOBIKHOBEHHOM), pacTBOD
st uabekuui 150 AE/no3a, 1 103a — KOMIUIEKT /aMITyJibl + HIIPULIBI CTEPUIIBHBIE + UITIBI
crepwibHbie/ (1) - mauku KapToHHBIE, B pazmepe 394,94 pyO.

A.b. Kamesapos

2016-56061(1)



