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CHAR.ACTERS

E#j[Eñ{#

Appearance

§olubility

IDENTIFiÉr1.Tt(]N

§PECIFIC OPTICAL
ROTATION

RELATEü §UB§TANCES
i8Y HpLC )

WATER

A§§AY {BY HPLC}

ADDITIÚ¡'IAL IE§TS
Ai.Re§;cjuai soívenis

E). Particle size
{By Votume Basis }

REMARK$: The

lmpuri§. §

rlmpurity- C

Unspecified lmpuri§

Totallmpurities

Maximurn 2.0 %'

97.5 % to 102 0 % on anhydrous subslance

Methanol : NMT 3000 pprn
Acetone : NMT 5000 ppm
Methylene chloride: NMT 000 ppm

70 o/a < 1Q ¡t
99 % < 15 ¡.r '\

CTIECKED BY .

NAMEI MAH§§HGDU}¡NÁ

I
White or almosl ,yhite cry§ta'l¡ne powder.

Practically insolubie ln water; sparingly soiuble in ethanoi {S6 96).

A) By lñ: lR epectra of the samp/e áre concordant tc that of the
siandard.

B) By TLG: The principalspot in the chrornaiograrn obtained with test
solution is sirnilar in position and size lo the principai spci in tl-re
chromatogram obtained with reference solution {a).

C). By IIPLC: The principalpeak ln the chromatoEram obtalned with
the test solution is similar ¡n retention time and size to the
chrornatograrn obtained with reference solution (c).

D) The test solution is yellow and tle blank is red,

+ 1 1 00 to + 1 17oon anhydrous substalce.

Almost White
crystalline
povrder

Confornrs

Conforms,

Canfornr*

Conforms

Confornrs

+1160

§.14 %

ND

0.04 %

0,\a%

1,§ %

1811 ppm
45 ppm
79 ppm

6.61 ¡.'

13.99 p

: NMT 0.2 %

: NMT 0.15 %

: NMT 0.10 %

: NMT 0.S %

-.._-,-.,*]RM§ fl pe: El_!{Jfg¡ty's $pecifications.
A. +

C§RTIFITÁTN CF Á}üALY§¡S



(

.&m*frymrm"ffim,pmmw
;- - Él

,1,

!:,fi'i.É ¡i,ri:1+:
. ;-::^i,ií: i..l(rl_,1ÑÉ A.ci:TtNioE

. 1rrt.,':t ¡::ijiüL\ ¡r ?íJe:

:,i:rr-ri: ¡r;iir lelr+l:, , r, l "i'
-.'1,:.'.'! il16i 15

ñ r*t $**

L-LJ,,f,
cf¡;lii E sr §xcri. i.[ i'jcl

§0P t{amá: :

..i

fvÍe?stJ,ed by:
F$ ':

¡?qsuiir$r*le sl
¡,lg¡gúr*nient

Weunesciay, June 1ü,,Ailil '{::g4l3e ¿¡¡

Ariatysed:
t¡,/Édne';,isy. .iunul f C, 3015 11'5'i;3§ ¡if.1

F*ñii¡e l:eiÍoi
- ,a'l¡ r i

irenicleRl:,. : ,..:,.
15?ü . ..

?ispcrsant ¡la¡iid:
lJi:/ (lrsFer.caún,'; ' .., . .

***-J :-ll:l:Jr:rlt!---

Corrcóntlaiitrt:'i'.' 1,.r,.
,.'-'1C3 r. ;q/6vei. l: 

. '

sFéeifis §ur¡ars'Araa:
- ':7 s:ln .

1.

.Jiü.'i ): 1.4É? .

AecÉssory l.lamel
ScifOcCO IUUU

Atrsorption: ,:

o,J : ' 1., ,'
0ispersan!.EIr - .

1;üC0 i

Analysle inodel:
General purpos€

Size range:
0,020 lo 20C0.C00 um

Wo¡ghted Rosidt:ai:
a.421 %

§ensitiviry:
Flormal
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