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F2 870 ZOMTLOnRE Oi\O «b3MII»
Cnenndukanus Ha HCXOHOE ChIpbe ; CIIC-KO-14-0016/2-01
I bk N Ctp. 2 u3 3
————
Ne I[TapameTpbl KOHTPOJIA MeTtonsl KpuTepnn npHemMJIeMOCTH
n/n
1 [Tpumenenune AtopBacTaTuH, TabJETKH IOKpbI-
ThIE TJIEHOYHOM 000J104K0# 10 Mmr,
20 mr u 40 mr
2 AHaM3UpyeMble MoKa3aTeH Benbrit i nouytu Oenblit Mopo-
KayecTna: IIOK.
2.1 Onucanue (cBoicTBa) Busyanbusbiii, ['® PBb I, OueHb MaJl0 PacTBOPUM B BOJE,
ToMm 1, 5.11 Majio pactBopuM B 96 % cmupre,
MpaKTHYECKH HEPAacCTBOPHM B Me-
THJICHXJIOPHJIE.
[®PBII, Tom 1, 5.9 O6namaet moauMoppu3zMoM
2.2 [TonnuHHOCTD (MAeHTHDUKA- A. UK-cnextp, I'® PH 11, [TonoxxurenbHa
1) Tom 1, 2.2.24
B. BeizepkuBaet tpeboBa- | Ilonoxurensna
HUsl «JHAaHTHOMEpHAas YuC-
totay, '® PBH II, Tom 2,
2.2:29
C. BoiaepxuBaeT ucnbiTa- [TonoxurensHa
uue «Boma», '® PB I,
TOM 2, 2.5.12
D. Peaknus (b) Ha xaynbumii, | IlonoxurensHa
['® PBII, Tom 2, 2.3.1
2.3 DHaHTHOMEpPHAas YUCTOTa ['® PBII, Tom 2, 2.2.29 He 6o1ee 0,3 %
- npumecs E
2.4 ConyTcTBYIOLIKE TPUMECH ['®PBII, Tom 2, 2.2.29
- npumecs A, B He 6onee 0,3 %
- mpumecs C, D He 6oiee 0,15 %
- HecrieU(pUIIUPOBAHHAS TPHUMECH He 6onee 0,10 %
- CyMMa npumecei He 6onee 1,5 %
2.5 Harpuit I'® PBII, 2.2.23, meTox I; He 6onee 0,4 %
uia ' PB 11, Tom 1, 2.2.22
2.6 Bona I'® PBII, Tom 2, 2.5.12 Ot 3,5% m0 5,5 %
2.7 Ocrarounsie koaudectBa opra- | ['® PBII, Tom 1, 2.4.24, I'd PBII, Tom 2, 5.4
HUYECKUX PaCTBOPHUTENICH: 2.2.28
- METaHOII He 6onee 3000 ppm
- TpeT-0yTHIIMETHIIOBBIN 3PUp He 6osiee 5000 ppm
2.8 KonnyectBennoe onpenenenune | ['® PB 11, Tom 2, 2.2.29 He menee 97,0 % wu He Oolee
102,0 % B mepecuere Ha Oe3BOJ-
HOE BEIECTBO
2.9 Muxkpobuonoruyeckas yucrto- | '@ PBII, Tom 1, 2.6.12, I'®OPBI,ToM 1, 5.1.4
Ta! 2.6.13
- of1iee KOJIMYeCTBO a3poboB
(OKA) 10° KOE/r
- obmmee konnyecTBo rpudos (OKI') 10> KOE/r
- Escherichia coli OtcyrctBUe B 1 1
3 OTt6op npob B cootBeTcTBUU CO cTaHIapTHOM

OIepallMOHHON MPOLIETYPOH:
COII-KO-12-024,
COII-KO-14-057
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Creundukauns na HCcxXoaHoe chipye | CIIC-KO-14-0016/2-01
—— Crp. 3 u3 3

Ne IMTapameTpbl KOHTPOJIS MeTtoambi KpuTepnn npuem/jieMoCTH
n/n

4 O6BeM KOHTPOJIbHOH IIPOOHI AJl: 150r MBJI: 20,0 r

S VYcnoBus XxpaHeHHUs B mioTHO 3aKpbITOM ynakoBKe B
3alMIIEHHOM OT CBE€Ta M BJIArd
MeCTe, IPH TEMIIEPATYPE HE BHIIIIE
25 °C

6 Cpok rotHOCTH 2 roga

7 YnakoBka [TonuaTHIIEHOBBIE MAKeThI, (HOJIb-
TMpPOBaHHBIE MAKETHI, BIOKEHHBIE
B KapTOHHBIE OapabaHbl, a Takke
JIpyTHe BHJbI YIIAaKOBKH, obecre-
YHUBAIOIE COXPAHHOCTBH CBHIPbsS B
TE€YEHHE CPOKa F'OTHOCTH

8 U3rotoButens Zhejiang Menovo Pharmaceutical
Co., Ltd., Kuraii

9 Kon 120314





