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S 4025021N210502 MANUFACTURE ‘DATE £FHY 2021.05.26
QUANTITY ¥ E 1kg TEST DATE MISHH 2021.08.07
RETEST DATE &M#l 2024.05.25 REPORT DATE REBN 2021.08.03
ITEM I _H STANDARD 7 # RESULT £ E
Appearance £k White or yellowish-white, White crystalline
crystalline powder powder
HEREaRERSERER &% EEREK
Identification %3 A. IR Conforms &%
B. HPLC Conforms #&#isE

Appearance of solution ¥&iE 4

Water 7K 4y
Specific optical rotation Lt jiEfE
Sulphated Ash A58
Residual Solvents 7% B 17
Ethanol Z.E%
Formamide FEf%
Related Substances 834 /&
Individual Impurity 824245

Impurities with RRT 1.3t0 1.5
RRT 1.3~1.5 /&
Total Impurities .24 &

!

Assay (On the anhydrous,solvent-free basié)\’%%,@ﬂ&

H2Bia+ H:B1b
H2B1a/(H2B1a+H:B1b) IETEFA LK

-‘j 7‘7\:' ~a
| $5% i

The solution is clear and not
more intensely coloured than
reference solution BY>
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<1.0%
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290.0% (area normalization)

95:

Conclusion: The results conform to EP standard.

& w: & & & EPF .

Conforms &%=

0.4%
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2.0%

97.9%
98.6%
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FINAL BATCH DISPOSITION

Approved Rejected

Manufacturer

Zhejiang Hisun Pharmaceutical Co., Ltd.
46 Waisha Road, Jiaojiang District
Taizhou City, Zhcjiang Province
People’s Republic of China

Tel: 0086-576-88827900
. _ Fax: 0086-576-88827887
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