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Appearance Blue-violet crystals or Blue-violet
crystalline powder. crystalline powder
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A:Infrared absorption
spectrum
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B:HPLC
#i’fif‘ﬁ B

Tests
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Related substances

B RYR

Bacterial

endotoxins
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Microbial contamination
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Assay

SRz

Residual solvents

BT

A:The infrared absorption
spectrum is concordant with that
of the reference standard
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B:In the assay, the principal
peak in the chromatogram obtained
with the test solution is similar
in retention time and size to the
principal peak in the
chromatogram obtained with
reference solution (a).
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The infrared absorption spectrum
is concordant with that of the
reference standard
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In the assay, the principal peak
in the chromatogram obtained
with the test solution is
similar in retention time and
size to the principal peak in
the chromatogram obtained with
reference solution (a).
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55 ~ 7.5 6.2
<2.5% 0.1 %
Impurity $RA <0.5% ND
Impurity # B <0.5% ND
Tmpurity ZXEC <0.5% ND
Impurity #Z&D <0.5% Mo
Any other impurity It 0. 06%
BAJE <0.15 %
Total impurities M2t <2.0% 0. 1%
Less than 10 1U/mg <5 IU/mg
Fi<<10 1U/mg
TAMCT B8 5 8 <10 e fu/g <10cfu/g

Y
TMCHEMERELH <10%cfu/y <10cfu/g
87. 0%~102. 0% (anhydrous substance) 9.3 i
BIR9T. 0%~102. 0% (IEFoKEDH2) )
Methanol FEY <3000ppm 763ppm
Ethyl ether Z.8% <5000ppm JE———
Ethyl acetateZBRZ.BH <5000uoyarDaCe; T
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Conclusion: Conform to
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