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Name of product Clindam)rcir

BatchNo. M1404t

Package 25KelD
Report Date 2014-04-
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Material No. 04102B

Quantity 200.00I(q

Mfg Date 2013-11-06

I{etest Date 2016-ll-06
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Items Specification Itesults

Appearance White or aln-rost white powder Wirite powder

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

Conform

Appearance of
the solution Clear and colourless Clear and colourless

pH 3.5-4.5 3.9

Specific optical
rotation

+115"- +130' +123o

Reiated Substances

Lincomycin-2-phosphate :0.5%
Lincomycin 10.5%

Clindarnycin B phosphate <2.5o/o

Clindamycin Pyroplrosphate <0.50/o

Delrydroclindamycin phosphate <0.5o

7-Epiclindamycin phospl,ate <l.2yo

Clindamycin <0.8%

lndividual unknown impr-rrity <0.2oA

Total unknown impr"rrities <0.5o

Total impurities 14.0%

0.r3%

No detected

0.49%

No detected

0.20%

0.49%
No detected

No detected

No detected

1.3Yo

Water <6.0% 0.39%

Residual solvents

Ethanol <5000ppm

Acetone <5000ppm

Metlranol <3000ppm

Chloroform <60ppm

829ppm

No detected

No detected

No detected

Bacterial endotoxins {0.51Ulmg <0.3 lUlnrg

Assay 95.0-102.0% 98.8%

Conciusion Complies with EP8.0
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