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HEBEI SHENGXUE DACHENG PHARMACEUTICAL(TANGSHAN)CO.,LTD.
ADD:NO.160 GONGYUAN ROAD FENGRUN DISTRICT TANGSHAN 064000 CHINA
TEL:+86-311-85537378 FAX:+86-311-85537379
RERER
CERTIFICATE OF ANALYSIS
I
LT TRRITE 3 P S NI-170402-8 | HE%%. 1704-003
Product name Colistin sulphate Batch No Certificate No :
e 500 ML/ | 132 4 kit 22.38 Ke/hi |
Package Bou/Drum Batch size Drum Batch size Kg/Drum
EFER: s HW: 2017-04-01 P2k i
2017-03-27 ] : eVl —03- |
Manuf. date Report date Retest date 2020°-08-26 I
KR iR RBYE f
ITEM CONTROLLED STANDARD TEST DATA
AR A G A AR BAEHK
Characters Yhite or almost white Powder Yhite Powder
| FEEPHILE e
Identification Conforms to EP specifications Conforms
FRBAIE (pH)
pH-value 1.0~6.0 4.8
THREE
Loss on drying <3.5% 2.1 %
L HERE
Specific optical rotation -63° ~-73° -72 °
x5} -
Sulfated Ash L0 0.1%
ol .
Sulfate 16. 0~18. 0% 17.3 %
Fit CF&ED Colistin EI-1: <10. 0% 0.5%
Composition(Dry Basis HPLC) Colistin E1-7MOA: <10. 0% 4.2%
Colistin E3: <10. 0% 3.4 %
E1+E2+E3+E1- [ +E1-TMOA: =T77. 0% 88.9%
HEY R RRTO. 27: <3.0% 1.9 %
Related Substances RRTO. 44: <3.0% 1.3 %
RRTO. 49: <3. 0% 1.2 %
RRTO. 67: <3.0% 1.3 %
RRTO. 93: <3. 0% 1.5 %
HABZ ST (Any other impurity) : <2. 0% 0.9 %
BIRE (Total impurity) . <18.0% 11.1%
xR &)
*Potency 22346 IU/mg
* i (F )
*Potency (Dried basis) =190001U/mg 22825 1U/mg
il AP BAFA M A A, ORMIEK K CEP (No. R1-CEP 2009-144-Rev 00) fJ3E:k
Conclusion:This product complies with EP9.0 and CEP (No.R1-CEP 2009-144-Rev 00)
Y AP A PR A RROHOMPER Sk
Remark: This batch was manufactured in compliance with EU-GMP guide part Il requirements
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Director of QC Dept:Jiang Xiaoxia
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