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Cnenndukanus Ha HCXOAHbIE MaTePHaJHTII

CIIC-KO-14-0310/1-03

1

Crp.2u33

2.2 TlommuHOCTE (MaeHTHH-
Karus)

A. Temnepatypa niaBjieHuUs
B. UK-cnekTp

2.3 ConmyTCTBYIOIME IPUMECH
- IpuMech A

- npumech B

- npumecs C

- npumech D

- Hecrielu (hUIIMPOBAHHBIE
IPUMECH

- CymMa npuMecein

2.4 Tsokenble MeTaJlIbI

2.5 Cynbdarnas 3oma

2.6 [lotepst B Macce npH BbI-
CYLIMBaHUH

2.7 OcraTo4HbIe KOJHYECTBA
OpPraHUYeCKUX pPacCTBOPHUTEIICH:
- 9TaHOJI

- TOIIYOl

2.8 KonnyecTBeHHOE OTpejie-
JICHHE

2.9 Muxkpobuonoruueckast
YHCTOTA!

- ofmee KOJIMYECTBO a’poOOB
(OKA)

- ofmiee KOJIMYECTBO TpHOOB
(OKTI)

- Escherichia coli

['®PBIL, ToM 1, 5.11

[OPBI, Tom 1, 2.2.14
[®PBII Tom 1, 2.2.24

I'® PBII, Tom 2, 2.2.29

['®PBII, Tom 1, 2.4.8,
metox C

I'®oPBIL, Tom 1, 2.4.14
I'® PB I, Tom 2, 2.2.32

I'd PBII, Tom 1, 2.4.24,
2.2.28
['® PBII, Tom 2, 2.2.20

['®PBIIL Tom 1, 2.6.12,
2.6.13

Ne Ilapamerpb! KOHTpOIS MeTonasl Kpurepnun npaemiemoctu
n/n
1 ITpumenenue Kno3anun, Tabnetku 100 mr
2 AHaJlU3UpyeMBbIE
MoKa3aTeu KayecTBa:
2.1 Onucanue (cBoMCTBA) BusyanbHbrit XKenTelif KPUCTAITMYECKHUH MTOPOLIOK.

[IpakTHuecku HepacTBOPHM B BOJIE,
JIETKO PacTBOPUM B METHJIEHXJIOPHJE,
pacTBOpuUM B 96 % criupre, pacTBOPUM
B pa3BEJACHHON YKCYCHOM KHCIIOTE

A. Ot 182 °C no 186 °C

B. UK-cnexktp npomyckaHus HCIIbI-
TyeMoro o0pasua J0JDKeH COOTBETCT-
BoBath MK-cnextpy nmponyckanus CO
kino3amuHa (EP CRS) wim cnektpy,
Tpe/ICTaBJICHHOMY Ha PUCYHKeE |

He 6onee 0,1 %
He 6o0mee 0,2 %
He 6onee 0,3 %
He 6oiee 0,2 %
He 6o0mee 0,10 %

He 60mee 0,6 %
He 6osiee 0,0020 % (20 ppm)

He 6otee 0,1 %
He 6oee 0,5 %

I'®d PBII, Tom 2, 5.4

He 6onee 1000 ppm

He 6o1ee 890 ppm

He Menee 99,0 % u ne 60mnee 101,0 %
B IIEpPeCYETe Ha CYXO€ BEIIECTBO
[OPBIL oM 1,5.1.4

10° KOE/r

10> KOE/r
OtcyrecrBHe B 1 T

3 Ot160p mpo6

B cooTBeTCTBUU CO CTaHIApTHOI Ore-

PAIMOHHOM MPOIIe Ty PO
COII-KO-14-057,
COII-KO-12-024

4 O6BeM KOHTPOJIBHO MPOOBI

AJl: 25,0 MBJI: 20,0 r

SRS, .5 V2
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[ 3 Cp. 3 13 3
H m—acad
Ne [TapameTpbl KOHTpOJIA MeToanb! Kputepun npuemMeMoCcTH
n/n
5 YcnoBust XpaHeHuUs B nioTHO 3aKpbITOM KOHTEHHEpE B 3a-
IIMIIEHHOM OT CBeTa U BJIarM MeECTe,
npu Temmneparype He Bbie 25 °C.
6 Cpok rogHocTu 3 rona
7 YnakoBka [TakeThl MOJIMATUIICEHOBBIE, BJIOKEHHBIE
B KapTOHHbIe OapabaHbl, a TaKxke Apy-
r'e BHJBI YIIaKOBKH, 00ECIEUHBAIOIINE
COXPAHHOCTh CBIPbsSi HA TPOTSHKEHUH
CpOKa rOJHOCTH.
8 H3roroBures Wuhan Shiji Pharmaceutical Co., Ltd.,
Kuraii
9 Kon 120065





