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CHARACTERS

Appearance

Solubility

IDENTIFICAIION

§PECIFIC OPTICAI
ROT.ATION

RELATED §UBSTANTES
(BY HPLC }

WATER

A§SAY (BY HPLC)

ADDITIONAL IE§TS
A).Residual so:Yents

B). Pa*icle size
(Ey Volume Basis )

'ál
Whitc or almost white crystalline powder.

Practically insofuble in water; sparingly soluble in ethanol {96 %}.

A) By lR: lR specÜa of the sample are coñcordant to that ol the
standard.

B) By TLC: The principal spot in the chromatogram obtained with test
solution ¡s sirnilar in posllion and size to the princlpal spot in the
chromatogram obtained with reference solution (a).

C). By HPLCI The principalpeak in the chromatogram obtained with
the test solution is similar in retention time and size to the
chromatogram obtained with reference solutíon (c).\.
D) The test solution is yellow and the blank is red.

+ 1 1 00 to + 1 l70on anhydrous substance.
:

lmpurl§- B

lmpurity- C

Unspecilied lmpurity : NMT 0,10 o/o

Total lmpurities ; NMT 0.5 %

Maximurn 2.0,%.

97.5 % to 102,0 % on'anhydrous substance.

Methanol : NMT 3000 ppm
Acetone : NMT 5000 pprn

Mathylene chloride: NMT 600 ppm

70 olo < 1Q ¡t
99%<'15tr

: NM? 0.2 %

: tlMT 0.15 %

Almost White
cry§talline
powder

Ccnforms

Conforms

Conforms

l
Conforms

Ccnforms

+116s

0.14 %

ND

a,ü4%

0.18% i

1,5 %

9S.5 %

181'1 ppm
45 ppm
79 ppm

6.61 ¡.t

13.s9 p
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