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Wuxi Fortune Pharmaceutical Co., Ltd
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No 2 Rongyang |° Road Xishan Economic Zone, Wuxi City,

Jiangsu Province, P. R.China 214191
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Certificate of Analysis
RIS
CEP No.: R1-CEP 2016-034~Rev 00 Analysis No. (83645 %): Pr20240703
Product Name:| Mitomycin Specificationy API
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Batch No. : Quantity:
w MFG. Date: RET. Date: ’
= \XN\ HE 7 i 2024/06/13 'y 2029/06/12
- <O Test Standard Report Date:
p11th ; 4
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= O Test Items Acceptable Criteria Results
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Appearance Blue-violet crystals or Blue-violet
AR crystalline powder. crystalline powder
Identification 7 MR 5 S R ) o W Rk
%?r{frared absorption A:The infrared absorption The infrared absorption spectrum
spectrum spectrum is concordant with that is concordant with that of the
LT SR i e i of the reference standard reference standard ]
' o7 5% B % B 40 41 e R i R — By 5% IR R BT 40 b e ol B — 3
B:HPLC B:In ‘Fhe assay, the principal_ In the assay, the principal peak
BARE Y peak in the chromatogram obtained ;. the chromatogram obtained
with the test solution is similar with the test solution is
in retention time and size to the similar in retention time and
principal peak in the size to the principal peak in
chi:omatogramlobtam?d) with the chromatogram obtained with
relerence solution (a reference solution (a).
SEWERT, SRBEESNERE & BT, GRS S
Tests ’&i“’mi"%@”'ﬂﬂ?d‘ SUMEEN i R 0 AN/ R
e (a) FERBHIEigAp., B (a) BTk i,
pH 5.5 ~ 1.5 6.2
fﬁgr <2.5% el %
. Impurity A <0.5% ND
R d substances
ﬁe;\j;};ﬁ RHSEEESSS Impurity Z4/&B <0.5% ND
Twpurity Z4fC <0. 5% ND
Impurity @D <0. 5% ND
Any other impurity A 0. 06%
BAE <0.15 % %
Total impurities MZx <2.0% 0.
Bacterial Less than 10 1U/mg <5 IU/mg
endotoxins R <10 IU/ug
MHANEE
Microbial contamination Tmcﬁﬁﬁgﬁgm%fu/g <10cfu/g
1 4 2 "
i THCH BRE S BA% <10°ctu/g Sl
Assay 97. 0%~102. 0% (anhydrous substance) 99. 3 o
AMPsE RIH97. 0%~102. 0% (TR Mi+4E) '
Residual solvents Methanol FEY <3000ppm 763ppm
bl Ethyl ether Zi¥ <5000ppm SODT"“
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Ethyl acetateZF§ZB <5 nP {;‘bﬁﬁﬂﬁ@af)
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