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ca Laboratories Limited

& A-1/8, Phase-1, GIDC, Vapi-396195. Tel: +91-260-2401593

Tele fax: +91-260-2433097 E-mail: avikpharma@avikpharma.com

CERTIFICATE OF ANALYSIS

[Name of Product : CLOBETASOL PROPIONATE EP

(BY NUMBER BASIS)

L

Batch No : CLP/M/001/13 Batch Size. : 13420 Gm
Mfg. Date : Jan-2013 A.R. No. :AVK/CLP/006/13
Exp. Date : Dec-2017 Date : 16/02/2013
TESTS r SPECIFICATIONS N RESULTS
CHARACTERS
APPEARANCE White or almost white, crystalline power. White crystalline
powder
SOLUBILITY Practically insoluble in water, freely soluble in acetone, Conforms
sparingly soluble in ethanol (96 %).
IDENTIFICATION By IR: Infrared spectrum of the sample is concordant to that | Conforms
of the standard.
SPECIFIC OPTICAL +112° t0+118° on dried basis. +115°
ROTATION
RELATED SUBSTANCES Impurity : A ~NMT 0.2 % ND
(BY HPLC) Impurity : B -NMT 0.3 % 0.04%
Impurity : C -NMT 0.3 % ND
Impurity : D - NMT 0.5 % 0.13%
Impurity : E - NMT 0.7 % ND
Impurity : M- NMT 0.2 % ND
Impurity : L- NMT 0.2 % ND
Unspecified Impurity : NMT 0.1 % ND
Sum of all impurities : NMT 2.0 % 0.17%
LOSS ON DRYING NMT 0.5 % wiw 02%
SULPHATED ASH NMT 0.1 % wiw 0.01%
ASSAY(BY HPLC) 97.0 % to 102.0 % of CasHs,CIFOs on dried substances. 99.8%
ADDITIONAL TEST
-| A).RESIDUAL SOLVENTS Methanol : NMT 3000 ppm 448 ppm
Methylene chioride : NMT 600 ppm 246 ppm
| Dimethyl Formamide: NMT 880 ppm 519 ppm
B).PARTICLE SIZE
100% <20p 14.27 p

REMARKS: The product CONFORMS as per EP-7.0 specifications. *
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