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CnenndukKanus Ha HCXOAHbIE MATEPHAJIBI

CIIC-KO-14-0289/2-02
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2.2 TlomuHHOCTE (MIeH-
THdUKaIHS)
A. UK-cniekTp

B. TCX

C. KauecTBeHHas peakius

2.3 [Ipo3pauHocTh pacTBO-

pa
2.4 1lBeTHOCTB pacTBOpa

2.5pH

2.6 ConyTcTBYIOLIHE MTPH-
MecH

- npumecu B, H, |

- HecneM (UM POBAHHEIE
NPUMECH

- CyMMa Ipumecei

2.7 Hunruapus-

ITOJIOXKUTECJIBHBIC BEIIECTBA:

- mobast npuMech
2.8 Xnopuisl
2.9 AMMOHHS COJTH

2.10 Tsokesnble MeTaLIBI

2.11 IloTeps B Macce mpu
BBICYIITHBAHHH

2.12 CynedaTHas 301a
2.13 KonuvecTBeHHOE OI1-
peaesicHHe

I'do PBII, Tom 1, 5.11

['®PBII, Tom 1, 5.9

['® PBII, Tom 1, 2.2.24

I'® PBII, Tom 1, 2.2.27

B coorBercTBHu ¢ HJ[

[®PBIL Tom 1, 2.2.1

[®PBII, Tom 1,2.2.2,
meton 11

'O PBIL, Tom 1,2.2.3
['®PBII, Tom 2, 2.2.29

I'd PBII, Tom 1,2.2.27

['®PBII, ToM 1,2.4.4
[®PBIl, TOM 1,2.4.1,
metoa B

['®PBII, Tom 1,2.4.8,
MeToa A

I'® PBII, Tom 2, 2.2.32

[®PBII Tom 1,2.4.14
['® PB I, Tom 2, 2.2.20

Ne ITapameTpbl KOHTpOJIA MeToabi Kpurtepun npuemiaemoctu
n/n
1 IIpumenenne I'uuH, Tabietku noaws3bryabie 100 mMr
2 AHanu3upyemsle rnokasa-
TEJIN Ka4yecTna:
2.1 Onucanue (cBoiicTBa) | BusyanbHsblii benbrii wim noutn Genbli KpUCTAUTMYECKHIA

MOPOIIOK.
Jlerko pacTBOpHM B BOJie, OY€Hb MaJl0 pac-
TBOpUM B 96 % criupre.

Ob6nanaer nomumMophu3MoM.

A. HUK-cnektp mnpomyckaHusi HCIBITYEMOTO
obpa3zua gomkeH  coorBercrBoBath  MK-
cnektpy npomnyckanus CO rmumuna (EP SRS)
WJIU CIIEKTPY, NIPE/ICTABIIEHHOMY Ha PUCYHKE 1.
B. OcHOBHOE MATHO Ha XpOMAaTrorpamme Hc-
nbeITyeMoro pactsopa (b) I0KHO COOTBETCT-
BOBaTh [0 PACIONIOKEHHUIO, pa3Mepy U LIBETY
OCHOBHOMY IISITHY Ha XpoMaTrorpamMMe pac-
TBOpa cpaBHEHHU (a).

C. TlonyueHHslit pacTBOp UMeeT GHOIETOBYIO
OKpPAacKy M 3€JIEHOBATO-XENTYyI0 (iryopeciieH-
0. Yepes HECKOJIBKO MHHYT OKpacka u3Me-
HSETCS Ha OPaHXEBYIO, a 3aTeM Ha XKEJITYIO.
MHuTencuBHast GIIyopecIeHIHs COXpaHseTCs.
PacTBOp n0iDKEH OBITH MPO3pavyHbIM

Oxpacka pacTBopa J0JDKHA OBITH HE HHTEH-

cuBHee sTajoHa Y (OK);
Ot 5,9 no 6,4

He 6o0mnee 0,10 %

He 6oiee 0,10 %

He 60mee 0,2 %

He 6oinee 0,5 %

He 6onee 0,0075 % (75 ppm)
He 6omee 0,02 %

He 6onee 0,0010 % (10 ppm)
He 6omee 0,5 %

He 6o0mnee 0,1 %

He menee 98,5 % u ne 6onee 101,0 % B nepe-
CYeTe Ha CYXO€ BEIECTBO

4
/ /
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CrnenuduKauus Ha HCXOAHbIE MaTEPHAJIE

syraannnpClE-KO-14-0289/2-02

bkl o _J Crp.3mu33
Ne IMapameTpbl KOHTpPOJIS MeTtoasbi Kpurepun npuemiieMocTH
n/n
2.14 Mukpobuonoruueckas | ['® PB I, Tom 1, [®PBIl, TomM1,5.1.4
YHUCTOTA: 2.6.12,2.6.13
- o011Iee KOJM4eCcTBO a’po-
6oB (OKA) 10’ KOE/r
- o0O1ee KoIM4ecTBO rpuboB
(OKI) 10> KOE/r
- Escherichia coli OtcyrcTBue B 1 1
3 OTt6op npod B cooTBeTcTBHH €O CTaHAApTHOM oOIepalu-
OHHOM MMPOLENYPOH:
COII-KO-14-057;
COI1-KO-12-024
4 O6BbeM KOHTPOJILHOH MPOOHI AJl: 44,01 MBJIL: 20,0 r
5 YCnoBHsi XpaHEHUS B mIoTHO 3aKpbITOM KOHTEiHepe, B 3alllu-
IIEHHOM OT CBETa MECTE
6 Cpok roJlHOCTH 2 roga
7 YnakoBka [TonmuaTHIIEHOBBIE MEIIKH, BJIOXKEHHBIE B Kap-
TOHHbIE GapabaHbl 110 25 Kr
8 HsroroBuresb Hubei Provincial Bafeng Pharmaceuticals &
Chemicals Share Co., Ltd., Kuraii
9 Kon 120340





