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Batch no.

Deseñption

SolubiliE

Melting paint

Loss on drying

Sp e ciJic O p tie al Ro tatio n
( lVo sotution in
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Relaled substances
(HPLC)

Assay

Residual sslyents

Particle Size
(By Laser Diffraction)

Belamethasone 1 7 Valerate
BV 1020816

CEHTIFICATE OF ANALY§IS

August 2016
July 2021

White crystalline powder
(White or almost white crystalline powder)

complies (Practically insoluble in water, freely soluble in acetone and in
methylene chloride, soluble in ethanol (96%))

GstÁlln 1éoncoroáñt with stañdáia tEP»
Test B : HPLC (Compties (Ep))

194 eC (About 192s C with decomposition)

o.20 % w/w ( NMT 0.5 % Ww )

+800 ( +77e lo +83e on dried basis )

Less than 0.05 % (lmpurity A : NMT 0.1%)
Less than O.O5% ( lmpurityb : NMT O.15'/"i

Less than 0.05 % ( tmpurity E : NMT 0.9%)
Less than 0.05 % ( lmpurity G : NMT 0.9%)

Less than 0.05 %( lmpurity H : NMT 0.1S%)
Less than 0.05 % ( tmpurity I : NMT 0.15%)

Oomplies (Unspecified tmpurity; NMT 0.10%)
0.06 %(Total lmpurities : NMT 1.5%)

By UV :99.2 o/" wlw
( NLT 97.0 o/" wlw and NMT 103.0 yo w/w on dried basis )

Methanol : NMT 3000 ppm
Acetone : NMT 5000 ppm

Methylene Chloride ; NMT 600 ppm
Erhyl Acetate : NMT 5000 ppm

Complies as per ICH guidelines

90% < 8.23 ¡rm
(Limit :90 % s 20 ¡rm)

Conclusian with EP I
Analytical Chemist
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Manufacturing Sile: No. 518, Jaian Waja 4, Taman lncJustri Waia. 09000 Kulim. Kedah Darr.¡l Aman. Malaysia. §x*' I


