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ffivsrs
/ Report No. l3-0018

Material No. 04003D

Quantity 189.94Ke

CERTIFIC *#;
trHfr,U

Name ofproduct Clindamycin Hydrochloride

BatchNo. 130709X8

Package 25Kg/Drum Mfg Date 2013-07-06

Rep ort D ate __A) 3.1' 1 27 Retest Date 2016-07-06

Items Specification Results

Characters White or almost white crystalline powder White crystalline powder

Solubility Very soluble in water,slightly soluble in alcohol. Conform

Identification
A. IR Conform Conform

D. Chlorides reaction Confoln Conform

Specific optical
rotatron +1350- +1500 +1430

pH 3.0-s.0 4.0

Related

Substances

Clindamycin B 9.Ao/o 0.66%

7-epiclindamycin 34.0% 0.91%

Any other impurity Sl.0% 4.20%

Total ofimpurity 16.0% 2.2o/o

Residual solvents

Acetone <5000ppm 180ppm

Ethanol j5000ppm No deteeted

N,N-Dimethyl formamide <880ppm No detected

Chloroform $Oppm No detected

Water 3.M.0% 4.1%
Sulphated ash 9s% 0.05%

Assay Anhyd rous substance,9 1 .0 -1 02.0% C r sH:q CIzNzOsS 989/o

Conclusion Complies with 8P7.0

QC4 QA")rw4,


