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CERTIFICATE OF ANALYSIS p

Name of Product :Betamethasone Diproplonate EP

Batch No : BDP/M/016/12

Pt Batch size : 15620 gm”

IDENTIFICATION

SPECIFIC OPTICAL ROTATION

RELATED SUBSTANCES
(BY HPLC)

LOSS ON DRYING
ASSAY. (By UY)
ADDITIONAL TESTS

Residual solvents

Particle Size
(By Number Basis)

Mfg. Date :0cl-2012 A.R.No.  AVKIFP/749112
| Exp. Date : Sep-2017 § o o Date : 0971172012 |
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 Conforms

chloride; sparingly soluble in alcohol. - -

A). By UV: The absorbance of Lhe specified solution measured at 418 nm is
NMT 0.10. g

B). By IR.: Infrared speclrum of the sample is concordant to that of the
standard. ¥

C). By TLC: Result A :The principal spot in the chromalogram obtained with
the test solution s similar in pesition, and size to the principal spot in the
chromatogram obtained with reference solution (a).

Result B:-The principal spot in‘the chromatogram obtained with the test
solution i similar in position, colour in daylight, fluorescence in uliraviolet light
at 365 nm and size to the principal spot inthe chromatogram obtained with
reference solution (a).

D). By TLC : Result A : The principal spot in the chromatogram obtained with
the test solution is similar in position, colour in daylight, fluorescence in
ultraviolet at 365 nm and size to the principal spotin the chromatogram
obtained with corresponding. reference. solution.

Result B:- The principal spotin each of the chromatograms obtained with the
test solution (b) and reference solution'(b) has an Rf value distinctly lower than
that of the principal spots in each of the chromatograms obtained with the Test
solution (a) and reference solution (a):

E). Add about2 mg to 2 ml of sulphuric acid and shake to dissolve. Within 5
rin, a deep reddish brown colour develops. Add the solution to 10'ml water and
mix. The colour is discharged and a clear solution remains.

F). Thetest solution is yellow and the blank is red.

+63° to+ 70° Ondried substance.

Any Singleimpurity 1.5%
One such Impurity 1.0%
Sum of all impurity 2.5 %

NMT  1.0% wiw.
97.0% to 103.0% of CasHxFO7 (On dried substance.)

= NMT 3000 ppm

Methanol

Methylene chioride : NMT 600 ppm
Pyridine = NMT 200 ppm
DMF

+NMT 880 ppin
o

100 % < 15 pm 5

0.04
Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

Conforms
+85°
0.62%
0.21%
1.03%
0.4%

99.9%

716 ppm
96 ppm
6 ppm
197 ppm

10,02 ym

REMARKS: The sample CONFORMS as per EP-7.0 specifications.
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