


Speci�cations

Test Name Acceptance Criteria

Appearance Crystalline powder

Color White to off-white

Moisture (by KF) � 3.0%

pH 3.5 to 4.5

Identi�cation (by IR)
The spectrum of the sample is qualitatively identical  
to a similar preparation of the reference standard

Crystallinity Exhibits birefringence and extinction positions

APHA Color � 50 APHA

Assay (by HPLC)

� 777 mcg 

Calculated on anhydrous basis (the USP limit at release  
and within the expiration period is not less than 758 mcg 
Clindamycin/mg on an anhydrous basis)

Bacterial Endotoxins � 0.29 EU/mg

Total Impurities (by HPLC) � 4.0% 

Clindamycin B Phosphate � 1.5%

7-Epiclindamycin Phosphate � 0.8%

Clindamycin Base � 0.4

Single Largest Other-Related Compound � 1.0%

Ethanol (by GC) � 0.5%

Total Aerobic Microbial Count by Membrane Filtration � 2000 CFU/g

Total Yeasts and Molds Count by Membrane Filtration � 200 CFU/g
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