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CHARACTERS

_ _ i_o_:Il!i:v
IDENTIFICATION

SPECIFIC OPTICAL
ROTATION

RELATED STJBSTANCES
(BY HPLG )

lmpurity- B : NMT 0,20 %

CERTIF¡CATE OF ANALY§IS

lmpurity- C : NMT 0.15 %

Unspecified lmpurity : NMT 0.10 %

Total lrnpurities : NMT 0.50 %

Maximum 2.ü %

97 :5 o/o to 102.0 7, on anhydrous substance,

Ir,4ethanol : NMT 3000 ppm
Acetone : NMT 5000 ppm
Methylene chloride: NMT 600 pprn

70%<'10¡r
99%<15p

CHEGKED BY

:21630 gm

:AVK/TMCfu126114

: 1114912A14

RESULT§

Atmost White
erystalline
powder

9q¡fstms

Conforms

Conforms

Conforms

Conforms

+115 o

0.18%

ND

0.03%

0.21%

1.6 %

99.8 %

2301 ppm
27 ppm

342 ppm

5.02 p
12.19 ¡r
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Appearance Whiie or almost lvhite crystalline powder

P ractica lly i nsol u b le i ! w?1e ri_ s p ?rll g_l"y g_o-l!l!19 il 9!itt! 9! f g 6 %L

A) By lR: lR spectra of the sample are concordani to ihat of the
standard.

B) By TLC: The principal spoi in the chromatograrn obtained with test
solution is similar in position and size to the principal spoi in the
chrornatogram obtained with reference solution (a).

C). By HPLC: The principal,peak in,the chromatogram obtained wiih
the test solution is similar in retention time and size io the
chromaiogram obtained with reference solution (c),

D) The test solution is yeilow and the blank is red.

+ 1 1 00 to + 1 1 7c on anhydrous substance.

WATER

A§SAY (BY HPLC)

ADDITIONAL TESTS
Residrml solvents

B). Particle size
{By Volume Basis
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TESTS I SPECIFICATIONS

RKS; The Producl CONFO as per EP 8,0 / Party's Specifications.

DATE : DATE : DATE : ;


