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BATCH NUMBER # 5  4025021N250610 MANUFACTURE DATE 4/ H 2025.06.29

BATCH SIZE it&E 141.71kg TEST DATE ¥ FE  2025.07.18
RETEST DATE &#ll}i 2028.06.28 REPORT DATE REBN  2025.10.14
TEST i H ACCEPTANCE CRITERIA #5#E RESULT &%
Appearance #EIR White or yellowish-white, White crystalline
crystalline powder powder
HEaERAGEAREERR B g R R
|dentification % A. IR Conforms &l
B. HPLC Conforms & #l7E
Appearance of solution 4T The solution is clear and not more
intensely coloured than reference 4
solution BY~ Conforms #& &
EHINIB T, ERRARRT BY,
Water 7K 43 $1.0% 0.1%
Specific optical rotation b -7~ -20° -19°
Sulphated Ash R 5RE <0.1% 0.0% =
Residual Solvents 7% & 77 3
Ethanol Z. £5.0% 4.0% =
Formamide F Bl m——— 2.4% a ]
Related Substances #H5#/5 |
Individual Impurity B/>2% 5 0.2% Lo
Impurities with RRT 1.3 to 1.5 . E e
RRT 1.3~1.5 &R B =
Total Impurities & 7% i 2.1% E
Assay (On the anhydrous,solvent-free =
basis)& & (K, TIEFIT) E
H2B1at+ H2B1p : 98.2% =
HaB1al(HaB1a+H2B1p) WG A EL 290.0% (area normalization) 99.2%

Conclusion: The results conform to EP standard.
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FINAL BATCH DISPOSITION

By: “%K \/yﬁ%’) 208 (o1

Approved Rejected
Manufacturer Manufacturing Site
Zhejiang Hisun Pharmaceutical Co., Lid. Zhejiang Hisun Pharmaceutical Co., Lid.
46 Waisha Road, Jisojiang District 56 Binhai Road, Jinojiang District
‘Taizhou City, Zhejiang Province Taizhou City, Zhcjiang Province 4
People’s Republic of China People's Republic of China EP3 Version 1.0
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Fax: OOSG-ST6-88827887 e Zhejiang Hisun Pharmaceutical Co., Ltd.



