
ffi,. er'.rol¡É f

@
CERTIFICATE OF ANALYSIS

Product
B*ith na.

Clobetasol Propionate
clo 029/1015

Mant Date
Retest Date

a.a7 %
0.18 %

Less Than 0.05 %
Less Than0.05 % ( lmpurity D
Less Than 0.05 % ( lmpurity E

Less Than 0.05 % ( lmpurity L
Less Than 0.05 % ( lmpurity M

lmpurity A
lmpurity B
lmpurily C

NMT 0.2 % )
NMT 0.3 % )
NMT 0.3 % )
NMT 0.5 % )
NMT 0.7 % )
NMT 0.2 % )
NMT 0.2 % )

Complies ( Unspecified impurity : NMT 0.10 % )

0.25% (Toial imPurities:NMT 2.0%)

0.26o/" w/w ( NMT 0.5 % wlw)

0.06 % w/w { NMT 0.1 % w/w)

By HPLC : 100.6 okwlw

( NLT 97.0 % w/w and NMT 1O?.Ü % Mw on dried basis )

Methanol : NMT 3000 ppm
Methylene Chloride : NMT 600 ppm

Acetone :NMT 5000 PPm
EthylAcetale : Nl¡lT 5C0C ppm

Dimethyl Formamide : NMT 880 pPm

Pyridine : NMT 200 ppm
Complies as per ICH guidelines

80o/, < 21 ,3 ¡rm
Limil: B0%<30

umBrflTt§ñ WWl
October 2015

September 2020

White crystalline powder

{White or almost white crystalline powder)

Complies (Practically insoluble in waler, freely sotuble in acetone,
sparingly soluble in ethanol ( 96 % ))

It : Concordant with standard ( EP)

+1 16 a ( +1 12 e to +118q on dried basis )

Descriptiotz

Solubility

Identifitation

Spe cific Optic*l Rotatio¡t
( lVo Solutiott In Acefone)

Related substances

{HPLC)

Inss ott drying

Sulplmted Aslt

Assa.¡r

Residual solvents

Conclusiott

Analvtiq$,I Ql,]emist
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Com es wlth EP 8.6

OC Moilaser
ra /d:R\

YW9{a
"¡ 

tlrfr, r .t*r-

ffi-w ü
:'F',Ü¡,4aüufacluring Sile: No. 518, Jalan Waia 4, Taman lndustri Waia, 090Ü0 Kulim, Kedah Darul Aman. Malaysia'


