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BATCH NUMBER it 5 4025-B181001

QUANTITY ¥ oA 3kg TEST DATE
RETEST DATE #¥#§ 2021.10.13 REPQORT DATE
13-
ITEM T H STANDARD #R
Appearance 4R White or yellowish-white,
crystalline powder
B & E AL AR
Identification %3 A. IR
B. HPLC

The solution is clear and not
more intensely coloured than
reference solution BY7

AW ISR AR T BY,

Appearance of solution & /ML

Water 7k4% <1.0%
Specific optical rotation HEEERE -17°~-20°
Sulphated Ash JR 45k 20.1%
Residual Solvents 5% B 57
Ethanol 7B s5.0%
Formamide FBERE <3.0%
Related Substances #83</f
Individual Impurity &/~ i $1%
Impurities with RRT 1.31t0 1.5 52.5%
RRT-\1.3~1, 5 2R
Total Impuntles BRI £5%

Assay (On the antlydrous solvent-free basis)&fit (EK, TERH
2 HQB18+ H-‘)B{h K 95.0%~102.0%

i3 1 b
HzBial(HgBmi-Hz&b) g =g 290.0% (area normalization)

Conclusion: The results confonjn to EP standard.
& w: & & & & EP IR

Analyst ﬂ:%ﬁﬁig@c Checker E#A

FINAL BATCH DISPOSITION
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MANUFACTURE DATE #/=H 2018.10.14

HISUN
BIEZL

WIS HIM 2018.10.18

& HW  2019.02.02

RESULT

White crystalline
powder

A& EEHE
Conforms F&ME

Conforms {F&iE

Clear {8
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4.2%
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1.26%
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N

4%

98.3%
98.3%

QC Manager ﬁﬁ%ﬁﬁﬁ

Approved Rejected

Manufacturing Site

Zhejiang isun Pharmaceutical Co.. Led.
56 Dinhai Road, Jiaojiang District
Taizhou City, Zhejiang Provinee
People’s Republic of China

Munufucturer

Zhejiang [lisun Pharmaccutical Co., Lid.
40 Waisha Road, Jisojiany District
‘Taizhou City, Zhejiang Provinee
People’s Republic of China

Tel: 0086-576-8R827900
Fax; 0080-570-88827887
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