F. & A. PHARMA-Handels-GmbH

fmpm®
Bonhoefferring41 = D-46286Dorsten = Germany

ET-'G-
'y
HARMA —sronc =550 35655561947 = Fax 72510/ 13699267650

CERTIFICATE OF ANALYSIS
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Email : gc@enveelab.com, enveelab@hotmail.com Web Site : www.enveelab.com

QUALITY CONTROL DEPARTMENT

Material Name : Betamethasone Di Propionate Batch No. EV/BD-373/19
Grade : BP/EP Mfg Date : 08.03.20
Molecular Formula : |CcHo,FO5 Exp. Date : 07.03.24
Molecular Weight: |504.6 Release Date : 15.03.20
A.R.No: F/381/19
TEST OBSERVATIONS SPECIFICATIONS
1 - Description or appearance : White crystalline powder ;‘Q:i:ejr Hiarest \iyh'rte,cry'sta[line
Pmctica[lg_ﬁso!\i}h%% in ’water, freely
(9654).
Complies ~ |ACAbsofbance at 419 nm
Complies » % |BudR Test
3 - identification Test(s) : Complies AN o (T
Complies # D. Chemical
Compligs™s E. Chemical
4 - Specific optical rotation ¢ -}865’ +84.0° to +88.0°
p14% Impurity B : NMT 0.3%
0.42% Impurity C: NMT 0.5%
ND Impurity D : NMT 0.2%
A d 0.13% Impurity E : NMT 0.2%
ND impurity G : NMT 0.2%
0.19% Impurity H : NMT 0.3%
ND Un specified impurities : NMT 0.1%
- 0.88% Total Impurities : NMT 1.0%
6 - Loss on Dryipg 0.42% NMT 1.0%
7 - Assay (ODBJ 98.8% 97.0 % to 102.0 %
< Complies MDC : NMT 600 ppm
8 - Resfdual Solvent : Complies Pyridine : NMT 200 ppm
Complies Methanol : NMT 3000 ppm
9 - Particle.Size : Complies 100% less than 20 microns

- The above sample is complies as per BP/EP.
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