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Solubility

Itlenti§cation.

Spe cific 0ptic«l Ra tatia n
( lVo Solurtott In Acefone)

Related substances
(HPLC}

I¡¡ss ott drying

§ulphated Aslz

Assay

Residual solvents

Olobetasol Propionate
cLO 02s/1015

White crystalline
(White or almost white cryslalline powder)

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

lil : Concordanl w¡th §tandard ( EP)

+1 I6 e ( +1 12 e to +1 18s on dried basis )

A.A7 % (lmpurity A:NMT 0.2%\
0.18 % ( lmpurity B : NMT 0.3 % )

Less Than 0.05 % ( lmpurlty O : NMT 0"3 % )

Less Than0.05 % ( lmpurity D : NMT 0.5 % )

Less Than 0.05 % ( lmpurity E : NMT 0.7 %)
Less Than 0.05 % ( lmpurity L : NMT CI.2'/,)

Less Than 0.05 % ( lmpurity M : NMT 0.2%)
Complies ( Unspecified impurity : NMT 0.10 % )

A.25 % ( Total irnPurities : NMT 2.A % )

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

0.06 % w/w ( NMT 0.1 % w/w)

By HPLC : 100.6 % wlw
NLT 97.0 % w/w and NMT 102.0 % Mw on dried basis )

Methanol : NMT 3000 PPm
Methylene Chloride : NMT 600 ppm

Acetone :NMT 5000 PPm
Ethyl A.cetate : NttiT 5000 ppm

Dimethyl Formamide : NMT 880 PPrn
Pyridine :NMT 200 pPm

Complies as per ICH guidelines

80% < 21.3 prn

Limit:80%<30
Particle Size

Iaser
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ffi,, §L4anufacluring §ite: No. 518, Jalan Waja 4, Taman lnduslri Waia.09000 Kulim, Kedah Darul Aman. Malaysia.


