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Complies (Practically insoluble inwaler, freelysolubla t ?99t91?:
sparingly soluble in ethanol ( gd 7" ))

{White or almost white crystalllne powder}

. 
!R : Goncordant witt¡ standard ( EP)

+115 s (+112s lo +'118q on dried basis

NMT 0.2 o/o

NMT 0.3 %
NMT 0.3 %
NMT 0.5 %
NMT 0.7 o/o

NMT 0.2 é/" )
Less Than0,05 % t lmpurity M : NMT a.2 %.)

Complies ( Unspecifted impurity : NMT 0.'10 9p.),. 
0.27 % ( Tolalimpurilies: NMT 2.A%)

0.27 oh w/w ( NMT 0.5 % wlw)

0.08%w/w(NMT0.1 7oÚw)

By HPLG : 99.7 % w/w

{ NLT 97.0 "/"wtw and NMT 102.0"/" w/w on dried basls }

Methanol : NMT 3000 PPm
Methylene Chloride : NMT 600 PPm

Acelone:NMT 5000 PPm
EthylAcetate: NMT 5000 ppm

Dimethyl Formar¡ide : NMf 880 PPrn
Pyridine : NMT 200 PPm

Complies as per ICH guideline§

80% < 23.0 pm
Limil:80 o/o <

0.06%(lmPuritYA
0.21o/" ( lmpuritY B

Loss Than 0.0§ % ( lmPurítY C
Lass Than0.05 % t lmPuritY D
LesE Than0.05 % ( lmPurit¡¡ E
Less Than 0.05 % ( lmpurity L

Descripüon

§atubílity

Identification

Sp ecifi c O p tical Ra ta tion
( lVo Solulion In Acelone)

Relaled sabslanccs
(xPLC)

I-oss on drying

Sulphateil Ash

ássa¡

Residual solvenls

with EPCouclusion

Analvtlcal Chamist
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OC Manaper
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