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Add: 588# Fengze RD,Tiantai,Zhejiang,China
Ty, Iel:0086-0576-83993512  Post Code:317200

ZHEIIANG TIANTAIRH ApM
CERTIFIOHE

UTICAL CO., LTD.

ALYSIS
Report No.__13-0002

Name of product  Clindamyein Phosphate Material No. 040070
Batch No. M130101X10 Quantity, ..__200.00Kg
Package _._... Z2SKpBIN s e Mg Date 2012-11-26
ReportDate____ _ 2013-01-27 Retest Date 201551126
Items Specification Results
Appearance ‘White or almost white powder - Wh-iAlcpochcr_

A. IR: consistent with the spectrum obtained with clindamycin
Identification phosphate CRS Conform
1. The filtrate gives reaction of phosphates

Appearance of S v 8
‘ﬁg Selution Clear and colourless Clear and colourless
pH 3.5-4.5 39
| Specific optical : : i gl i
rotation +115%--+130° : : #121° :
Lincomycin-2-phosphate 0.13%
Lincomycin No detected
Clindamycin B phosphate 0.48%
Clindamycin Pyrophosphate 0.5% 0.10%
Related Substances | Pehydroclindamycin phosphate =0.5% 0.16%
SUbSIANCes | 5 ppiclindamycin phosphate <1.2% 0.52%
Clindamycin =0.8% No detected
Individual unknown impurity 0.2% No detected
Total unknown impurilies =0).5% No deteeted
Total impurities =4.0% 1 .4%
Water =6.0% o 026%
Cthanol =5000ppm 458ppm
Acetone <5000 ppm No detected
il eal Methanol 000 ppm No detected
Residiseencs Chloroform =60ppm No detected
Pyridine <200 ppm No detected
N,N-dimethyl formamide =880 ppm _No detected

Bacterial endotoxins | 0.6 IU/mg 0.3 (U/mg

98.2%

Assay 95.0~102.0%

Complies with EP7.0

Conclusion
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