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REGULATORY AFFAIRS - UZBEKISTAN

NMepeyeHb AOKYMEHTOB ANA perucrpauum
Ouonornyeckn akTMBHbIX 400aBOK

Y3bekucTaH

1. [JoBepeHHOCTb

1.1. OT npounsBoauTens Ha 3aaBuTens B Pecnybnuke Y3bekmcTaH.
1.2. Ot 3asBuTtensa B Pecnybnuke Y3bekncraH Ha PHARMALEX.

2. CepTtudmkart 6e3onacHOCTU GMONOrM4YecK akTUBHOMN JOGaBKU

Vnun ceugeTtenbCcTBO 0 €€ peructpaunm B ctpaHe npoussogutens (CI'P / PY).

3. TexHonoruv4yeckas MHCTPYKUMUA

WHcTpykumsa (cxema) npomssoactea BAL.

4. CneuucumKauma rotoBoro npoayKra

5. CeptudmkaTt kayecTBa rotosoro npoaykra (CoA)

C onpegeneHnem KONMYeCTBEHHOIO U Ka4eCTBEHHOIO CoAepXaHusa AeNCTBYIOLLIMX U BCMOMOraTernbHbIX
BELLECTB.

6. YTBepXAEHHbIN NOJHbIN COCTAaB roTOBOro NpoAyKTa

AKTUBHbIE N BCOMOraTesibHble BellecTBa C YKa3aHnem Kosnun4decrtea B Mr.

7. YnakoBKW WU MakKeTbl yNaKOBOK

YnakoBK/ Unn MakeTbl yNakoBOK BMOMOrMYeckn akTMBHbIX 40DABOK A4S pegakTMpoBaHUs no
TpeboBaHuam noctaHoBneHnsa KabnHeta MuHuctpoB Ne 86 (npunoxeHue 63).

8. WHdopmauums o cocTtaBe u NpUMEHeHUn

MHdopmaumsi o coctaBe BMONOrMYECKN akTUBHOW 000aBKW, MHCTPYKLNS MO MPUMEHEHMIO U OaHHbIE,
noATBepXaawLLne eé NpUrogHoCTb K MpumeHeHuto. Ecnmn B cocTaBe copepkaTtcs pacTUTernbHble
KOMMOHEHTbI, yKa3bIBatTCA NX GOTaHUYEeCKMe Ha3BaHWS Ha NaTUHCKOM S3bIKE.
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