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CERTIFICATE OF ANALYSIS
| Name of Product :Betamethasone Dipropionate EP

Batch No : BDP/M/024/14 ¢ Batch size : 6250 gm

Wfg. Date : Dec.-2014 £ A.R.No. - AVK/BDP/0S6/14

Exp. Date : Nev.-2019 / Date 1 23/12/2014

TEST SPECIFICATION RESULTS

CHARACTERS

APPEREANCE White or almost white crystalline powder. White
crystalline
powder
' SOLUBILITY Practically insoluble in water, freely soluble in acetone and in methylene chloride; Conforms
sparingly soluble in ethanol (96%).

IDENTIFICATION . A). By UV: The absorbance medsured at 419 nm is NMT 0.10. 609 .
B). By IR.: The Infrared absorption spectrum of the test sample is concordant to that of ‘Conforms -
the standard. . :
C). By TLC: Result A : The principal spotin each the chromatograms obtained with the | Conforms
test solutions is similar in position, and size to the principal spot in lhe chromatogram
obtained with the corresponding reference solution.

Result B:- The principal spot in each of the chromaiograms obtained with the Conforms
test solutions is similar in position, colour in daylight, flucrescence in ultraviolet light at

365 nm and size to the pringipal spot in the chromatogram obtained with the

corresponding reference solution, the principal spot in ach of the chromatograms

obtained with test solution (b) and reference solution (b) has an Rf value distinclly lower

than that of the principal spot in each of the chromatograms obtained with the test

solution (a) and reference solution (a). Conforms
(D). The colour of solution is discharged and a clear solution remains. Conforms
E). The test solution is yellow and the biank is red.

SPECIFIC OPTICAL ROTATION +84° to+88° On dried substance. + 85°

RELATED SUBSTANCES . Impurity B : NMT 0.3 % ND

(BY HPLC) Impurity C : NMT 0.5 % 0.48 %
Impurity D : NMT 0.2 % ND
Impurity E : NMT 0.2 % ND
Impurity G : NMT 0.2 % ND
Impurity H: NMT 0.3 % ND
Unspecified impurity : NMT 0.1 % ND... e
Total impurities :NMT 1.0 % 048 %

LOSS ON DRYING Maximum  1.0% wiw. 0.4 %

ASSAY {By HPLC}) 97.0% to 102.0 % of CeHyyFO; (On dried substance.) 99.8 %

ADDITIONAL TEST

A).Residual solvents g

Methanol » NMT 3000 ppm 152 ppm
Methylene chloride @ NMT 60O ppm 220 ppm
Triethylamine : NMT 320 ppm 10 ppm
Tetrahydrofuran : NMT 720 ppm ND
Dimethyl formamide : NMT 880 ppm ND

B).Particle Size B

(By Number Basis) 100% < 10pm 5.80 um

REMARKS: The sample CONFORMS as per EP-8.0/ Party’s specifications.
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PREPARED BY CHECKED BY APPROVED BY
NAME : HARIBHAU DEVKATTE NAME : MAHESH G DUNNA NAME : VINOD J PATEL

DESIGNATION :QC SR CHEMIST DESIGNAT!ON Q ASSTMANAGER DESIGNATION : QA/RA MANAGER
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