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N DE LOTE:

Qw725

BATCH NUMBER
BATCH SIZE
RETEST DATE

TEST
Appearance

Identification A

Identification B

pH

Water Content
Related Substances

Impurity A

Impurity B
Impurity C
Impurity D

Any Other Impurity
Total Impurities

Assay

Residual Solvents

Acetone
Methanol
Ethyl Ether
Ethyl Acetate

Bacterial Endotoxins

Prepared by:/ﬁ/%/@

FINAL BATCH DIS\%SITION

MITOMYGCIN PhEur

1127011N250101 MANUFACTURE DATE  2025.01.25
1550.32g TEST DATE 2025.02.10
2028.01.24
ACCEPTANCE CRITERIA RESULT
Blue-violet crystals or crystalline powder. Blue-violet

crystalline powder

IR spectrum exhibits maxima only at the same
wavelengths as that of a similar preparation of the Conforms
reference standard.

The principal peak in the chromatogram obtained
with the Assay Preparation is similar in retention

time and size to the principal peak in the Conforms
chromatogram obtained with Standard Preparation.

55t07.5 6.3
Not More Than 2.5% 0.1%
Not More Than 0.5% <0.02%
Not More Than 0.5% <0.02%
Not More Than 0.5% <0.02%
Not More Than 0.5% <0.02%
Not More Than 0.5% <0.02%
Not More Than 2.0% <0.02%
97.0% to 102.0%, calculated on the anhydrous and 100.4%
solvent-free basis, e

Not Moyt *‘FQqn 10'f0'0g%\< \ <20ppm

Not M retithan»ﬂOOOppmra 195ppm
Not Mof&Than TG@Oppm\\ 19ppm

Not M g /ypgvnéq Oppn”?“/ <99ppm
Less Th TO ¢ r@Z [J / <0.51U/mg

Conclusion:The results conform to EP specifi catlon -

Reviewed by: W‘L&—\

By: /éf’*f sl

Approved

Rejected

Manufacturer

Zhejiang Hisun Pharmaceutical Co., Ltd,

46 Waisha Road, Jiaojiang District
Taizhou City, Zhejiang Province
People’s Republic of China

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

Manufacturing Site

Zhejiang Hisun Pharmaceutical Co., Ltd,

56 Binhai Road, Jiaojiang District

Taizhou City, Zhejiang Province "
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