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tACEUTICAL CO., LD,

NALYS IS
Report No.__ 14-0002

Name of product Clindamycin Phosphate Material No. 041028

Batch No. 1404018 Quantity 324.10Kg

Package 25K g/Drum Mfg Date 2014-04-06

Report Date 2014-04-14 Retest Date 2017-04-06

Items Specification Results
Appearance White or almost white powder : White powder” e

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

Appearance of
the Solition Clear and colourless

Clear and colourless

pH 3.5~4.5 4.0
= gpeciﬂc optical = = S
bty +115°~+130 =120
Lincomycin-2-phosphate <0.5% 0.089%
Lincomycin <0.5% No detected
Clindamycin B phosphate <2.5% 0.45%
Clindamycin Pyrophosphate =0.5% 0.074%
: i <0 50 0
Bl i Deh)idr.oclmdan?ycm phosphate <0.5% 0.19%
7-Epiclindamycin phosphate <1.2% 0:51%
Clindamycin <0.8% No detected
Individual unknown impurity <0.2% No detected
Total unknown impurities <0.5% No detected
o Total impurities <4.0% 1.3%
Water <6.0% 0.37%
Ethanol <5000ppm 1252ppm
<
Roolin] solvenis Acetone <5000ppm No detected
Methanol <3000ppm No detected
n Chloroform <60ppm No detected
Bacterial endotoxins | <<0.6 [U/mg <<0.3 [U/mg
Assay 95.0~102.0% 98.9%
Conclusion Complies with EP8.0
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