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Identification

phosphate CRS

D. The filtrate gives reaction of phosphates

0
NCD# ReportNo__12:0010
Name of product Clindamycin Phosphate Matcrial No. 040071
Batch No. M121201X10 Quantity 200.00Kg
Package 25K g/Drum Mfg Date 2012-10-09
i
Report Date 2012-12-10 Retost Date 2015-10-09
Items Specification Results
Appcarance White or almost white powder White powder
A. IR: consistent with the spectrum obtained with clindamycin
Conform

‘ Appearance of
;- the solution

Clear and colourless

Clear and colourless

i pH 3.5-4.5
bpe:gt;cti%?: o P55~ +130° +121°
Lincomyc¢in-2-phosphate =0.5% 0.14%
Lincomycin <0.5% No detected
Clindamycin B phosphate =2.5% 0.48%
Clindamycin Pyrophosphate <0.5% No detected
Related Substances Dehydroclindamycin phosphate =0.5% 0.1 5%
- 7-Epiclindamycin phosphate =1.2% 0.46%
Clindamycin =).8% No detected
Individual unknown impurity 0.2% No detected
Total unknown impurities <0.5% No detected
Total impurities <4.0% 1.2%
Water =6.0% 0.37%
Ethanol =5000ppm 486ppm
Acetone =5000 ppm No detected
T e —" Methanol =3000 ppm No detected
3 ; Chloroform “<60ppm No detected
Pyridine =200 ppm No detected
N,N-dimethy Hformamide =880 ppr No detected )

Racicrial endotoxins

<20,6 NJ/mg

=20,3 I/mg

Assay

95.0~102.0%

99.3%

Concluston

i

Complies with EP7.0
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