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Test Items Acceptable Criteria Results
brodrpsil] mERE g
Appearance Blue-violet crystals or Blue-violet
crystalline powder. crystalline powder
Identification RIS TS G b R A BB AR
|
%%ifrared absorption A:The infrared absorption The infrared absorption spectrum
spectrum spectrum is concordant with that is concordant with that of the
A et of the reference standard reference standard
Fj'—ﬁi‘a‘ﬁﬁ;ﬁ‘a%lﬂ%j’t’ﬁ'&l%iﬁ—ﬁ Lﬁﬁﬂﬁ;ﬁ:ﬁ?ﬂﬁ'f‘jﬁ%ﬂi{@ia—?ﬁ
B:HPLC B:In the assay, the principal In the assay, the principal peak
qra @it peak in the chromatogram obtained in the chromatogram obiained
with the test solution is similar with the test solution is
in retention time and size to the similar in retention time and
principal peak in the ‘ size to the principal peak in
chromatogram obtained with the chromatogram obtained with
reference solution (a_). ) reference solution (a).
ERMEMTF, RRAFE TR s mmeT, B i B 8 8
Fests R RENT A/ 53 1B TR B R A Srela g
e (a) PrIRiE e 2y, W (a) FTEfEnEitsen,
pH 5.8 ~ 7.5 6.4
o <2.5% Lr &
Impurity Z%ma <0.5% <Disregard limit (0.05%)
Related substances N
HXEMR Impurity #JRB <0.5% <Disregard limit (0. 05%)
Impurity #=/EC <0.59 <Disregard limit (0.05%)
Impurity Z¥ED <0. 55 <Disregard limit (0.05%)
Any other impurity Hih 0.05 %
PGSR <0.15 & 8 &
Total impurities &4 <2, 0% -1 %
Bacterial Less than 10 IU/mg <10 IU/mg
endotoxins Fi<10 1U/mg
WEANEE
Eg%lggﬁ;mmmmatim TAMCRR AR B8 <10%fu/g <10ecfu/g
1 = % ; 2
e MICHEBENHRESH <107 cfu/g <10cfu/g
Assay 97. 0%~102. 0% (anhydrous substance) Y
: . us sut 99.5 %
TRUE BF997. 0%~102. 0% Ci%F K430
Residual solvents Methanol RIEZ <300Cppm 316 ppm
FRRT Ethyl etherZ & <5000ppn 8 ppm

Ethyl acetateZ BiZ. Mg
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