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BATGHNo. flt €
QUANTITY # E
RETEST DATE E&ffi

Item In H

Description
,h {t

Solubility i6/s+{+

ldentiflcation

HT]J
Melting Point ffi.*,
Speciflc Rotation ttiEE
Water zJ( /z)

Residual solvents

,AHi#filJ
lndividual lmpurity ++/Pffi
Total lmpurities,H'/t,ffi

Assay(HPLC) * E
Bulk Density ,e#tr
Particle Size

D10

D50

D90

Standard +m re
White or almost wh'rte crystal I ine pouder'

AtrEtXAfiP"ffi'Hjfrlfi

Praciically insoluble in rirater , freely soluble

in chloroformVery soluble in metranol and

etranol./ L*T.i#-Fz&, DtW{RtLfi ,'tkDt
}FTryg:$+[ZH+"

IR

HPLC

42-45'C
-31- -3Bo

52.0%

Methanol FHB<3000PPm

n-Hepiane fi H'ffi<50oOPPm

31.0o/o

s2.0%

>98.0%(on anhYdrous basis)

Perform and RePort i&lriII}F*Efr

Perform and RePort

Perform and RePort

Perform and RePort

Result # R
Almost white crystalline

powder 4 H Eli5ffi 'f'f,fr)r{

Practixlly insoluble in

water,fi-eely soluble in

chlorofonnVery soluble in

meftanol and efi'ranol.,Il*6

idTz]<, k{,if-Tfu7tfr ,'l&hl'd
T-ryH?+raE?."

Conforms f+6*IE
Conforms 4t#,tflft
43.0-44.0"C

-JC

0.1%
<59ppm

1451 ppm

0.5%

1,5%

98.6%

0.239/ml

3um

14um

56um

<10CFU/g
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