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Test Items Acceptable Criteria Results
BT RENE £~
Appearance Blue-violet crystals or Blue-violet
R crysgllin&powdir.m - crystalline powder
Idexj:tification MREFELA RN R EEEESER®

A:Infrared absorption
spectrum

A:The infrared absorption
spectrum is concordant with that

The infrared absorption spectrum
is concordant with that of the

A0 S e e of the reference standard reference standard
Bl Hﬁ%ﬁ?ﬂ%ﬂ’ﬁ%'&ﬁiﬁ—ﬁ SHER &?ﬂ&bjﬁ”&'&ﬂ%—ﬁ
B:HPLC B:In the assay, the principal In the assay, the principal peak
Wi peak in the chromatogram obtained in the chromatogram obtained
with the test solution is similar with the test solution is
in retention time and size to the similar in retention time and
principal pezk in the size to the prineipal peak in
chromatogram obtained with the chromatogram obtained with
reference solution (a). reference solution (2).
SEURDT, ARSBusSyBan SEMUTH T, HRQBHSHES
'Tests m&&ﬁ@%@ﬁ?{d\-ﬁxﬂﬁ%ﬁ ﬁ?ﬁi%ﬂﬁﬁ%ﬁﬁ'ﬁﬁc’b-‘—iiﬁﬁiﬁ
o (a) BiERfSaammntaryy, ! Cad IR e A,
oH 5.5 ~ 7.5 6.1
g <2.5% <01 %

Related substances
HRYE

Impwrity ZFEA <0.5%
Impurity #4JEB <0. 5%
Impurity #fEC <0.5%

<Disregard limit (0.05%)

<Disregard limit (0.05%)
<Disregard limit (0.05%)

Impurity 4D <0.5% <Disregard limit (0.05%)
Any other impurity 344 <Disregard limit (0. 05%)
BARE <0.15 % . o

Total impurities M <2.0% <Disregard limit (0.05%)

Bacterial Less than 10 Il/mg <10 I/
endotoxins <10 IU/mg e
AEBAEE
Microbial contamination Tmcgﬁ@ggﬁgw%fu/g <10cfu/g
BEURE TUCBEREREAN <10%ctu/e <10ctu/g
Assay 97. 05~102. 0% (anhydrous substance)

: : 5 %9.6 %
TR REJR97. 0%~102. 0% (HEAZIHET) °
Residual solvents Methanol EPzy ==3000ppm 385 ppm

iy
BEwEn Ethyl etherZ B <5000ppm 16 ppm
ND

Ethyl acetateZESZ.i: <5000ppm

Conclusion: Conform
s P1OER &%

1

to the specification of EPIQth
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