Appearance of solution

clear nol more inlense than ¥7

Test ltem Specification Result
Appearance white or almost white crystaliine While crystalling powder
powder or colourless cryslals
Identification { 1) should be posilive reaction { 1) positive reaclion
{ 2 ) Consislent with the reference
IR spectra { 2 ) Consistent with the reference IR spectra
pH 6.8-75 71

clear,nol more inlense than Y7

Chioride MNMTE00ppm < B00ppm
Loss on drying NMT 1.0% 0.2%
Residue on ignition NMTO. 1% 0.07%
Residual Solvenls

—Melhanol NMTO.3% <03 %
—Ethanal NMTO. 5% <05 %
Related substances ( Disregard limit 0.05% )

—Impurity A NMTO.15% 011 %
—Impurity B NMTO.6% 0ol %
—Impurity C NMTO.4% 0.02 %
—Any impurity NMTO.1% 002%
—Total impuritias NMT1.0% 026 %
Assay 98.0~101.0% 99.8 %

Conclusion:This batch complies with the specification of BP2018/USP41




