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Man§ Date
Dale
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July 2011
June 2016

Prodact
Bateh no.
Description

Solxbilí4t

Idealifie«áion

Melting poínt

Loss o¡t drying

Specific Optical Rotation
( l% solulian in Dioxan )

Related substances {§PLC)

Residual solvenfs

Fartieie Size
Mi

Betameth asone Valerate
BV-BLT 166t0711

Whiie crystalline powder
(White to almost white crystalline powde$

Complies (Practically insoluble in water, freely soluble in acetone and
in melhylene chloride, soluble in ethanol (96%))

Test C : lR {Concordant with standard {EP))
Test D : TLC iComplies (EP))

1 94 oC (184" C io 196" C)

0.16 % w/w ( NMT 0,5 % Mw

+80.000 ( +75o to +82o on dried basis

0.56 % ( Any individual lmpuÍty : NMT 1.5%
0.22% ( Single Other lmpuilty : NMT 1,0%

A.B4 o/a 
{ Total lmpurities : NMT 3,0%

By UV: 100.8 Towlw
(N:-T 97.0% w/wand NMT 103.0 Yowlw on dried basís )

Methanol : NMf 3000 ppm
Methylene Chloride : NMT 600 ppm

EthylAcetate : NMT 5000 ppm
Acetone : NMT 500ü ppm

Cornplies as per ICH guidelines

Canclusit¡n Complies with IP 6

Axilvtical Chq&íst OC Manager
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Manufactur:ng §ite: l.io.§18, Jalan Waja 4, Taman Industri Waja, §90ü0 Kulim Kedah Darui Aman, Malaysia.


