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--Álmost 

vvñiie crystalline powder

(White or almost white crystalline powder)

complies (Practically insotuble in water, freely soluble in acetone and

ín methyten*-.ñió¡ur, *purihgty soruble in ethanol (96%))

Test B : lñ (Concordant with standard (f P))

+86 o ( +84o to +880 on dried baris )

Less than 0,05 % (lmPurily A
A'22a/o (lmPuritY B

O.24 olo (lmPuritY C

o'11% {lmPurity D

Less than 0.05 % (lrnPuritY E

Less ihan 0.05 % (lmPuritY G

Less than 0.05 % (lmPuritY H

Complies (Unspecified lmpurities :' Ó.sl % (Total imPurities

0,29 % w/w ( NMT 1.0 % w/w)

BY HPLC:98'3 % w/w

( NLT g7.0 % #w and NMT 102'0%w/w on dried basis )

Methanol : NMT 3000 PPm

Methvlene Chloride : NMT 600 PPm

Acetone :NMT 5000 PPm

EthvlAcetate :NMT 5000 PPm

lsopropYlAlcohol : NMT 5000 PPm

PYridine : NMT 200 PPm

ComPiie§ aÉ Per ICH guidelii:es
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NMT 0.5 %)
NMT 0.2 %)
NMT 0.2 %)

: NMT 0^2 s/o)

: NMT 0.3 a/6)

NMT 0.10 %)
: NMT 1,0 %)

90%58.08¡rm
Limit:90%520
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