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CEP No. : RO-CEP 2016-034-Rev 01 Analvsis No. (45384 ): Pr20200810
Product Name:| Mitomycin Specification] API
FEEh A HREFH R Lits R EH2G
tch No. : ity:
?@ “ e AD200902A g;’a““;% 755.00 g
MFG. Date: :
maga | 2020/09/11 ggﬁg’éte 2024/09/10
Test Standard Report Date:
B EP10th R A 2020/09/25
Test Items Acceptable Criteria Results
BRI B PRAEMLE ®R
Appearance Blue-violet crystals or Blue-violet
R cr)‘zstallinet[;owder.a crystalline powder
Identification A e GRS SMHE uefa st SR *
%ﬁunfrared absorption A:The infrared absorption spectrum is
spectrum concordant with that of the reference Conform
4T HMNIR U S 1 standard ‘ HEmse
: R 553 8 5 640 41 S 0 W PR i — B
B:In the assay, the principal peak in the
chromatogram obtained with the test solution
B:HPLC is similar in retention time and size to the ConAfogl'm
AR principal peak in the chromatogram obtained HEME
with reference solution (a).
AENEAT, #iAHBRSXBABRITEMRE
FHRIFAK/ N SXIBER (a) FTRBHIEIERALL
Tests
nE
pH 5.5 ~ 1.5 7.2
V;E;;r <2 5% <0.1 %
Lated sub Impurity ZMA <O0.5% ND
R t t
ﬁe;g%eﬁsu stances Impurity 4B <0.5% ND
Impurity #iC <0.5% ND
Impurity #%@ED<0.5% ND
Any other impurity HAth ND
BARKRE <0.15 % -
Total impurities &2 <2.0%
Bacterial Less than 10 IU/mg <10 IU/mg
endotoxins <10 IU/mg
MENTFE
Microbial contamination Tmcﬁgﬁ,gﬁglog‘cfu/g <10cfu/g
1 2
BN TYMCE BB s M3 <107cfu/g <10cfu/g
Assay 97. 0%~102. 0% (anhydrous substance) 99. 0 %
aRAE i %997, 0%~102. 0% (& FKitE)
Residual solvents Methanol FEE <3000ppm <<3000ppm

SRE B Ethyl ether Z&# <5000ppm <5000ppm
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Product Name: Mitomycin 1 API
=S4 R HHEFE JFR 2
No. : ity:
?E“h 5 AD201004A Q”a"“g 868.00 g
MFG. Date: 2
ifzagge 2020/10/15 RE;éDate 2024/10/14
;g;éég“dard EP10th Reg’gggate: 2020/11/04
Test Items Acceptable Criteria Results
RESE M E g5
Appearance Blue;vi?!et crystals or Blue-violet
crystalline powder. crystalline powder
Identification RN O R R R BHEE RN
%%%%frared absorption A:The infrared absorption spectrum is
spectrum concordant with that of the reference Conform
LI M e i standard i HEME
&Sﬁﬁﬁ%ﬂﬂﬁwwgg—ﬁ
B:In the assay, the principal peak in the
chromatogram obtained with the test solution
B:HPLC is similar in retention time and size to the Coifﬁgm
AR g principal peak in the chromatogram obtained HEME
with reference solution (a)
@%WE@T,QK&%WSﬁﬁﬁ%WIﬁ%ﬁ%
N@ﬁk¢5ﬁ%%ﬁuﬂ%ﬁ@%@%%w,
Tests
BE
pH 5.5 ~ 7.5 6.5
W;
g <2.5% 0.1 %
Relatiad b Impurity Z¥EA <0.5% ND
t t
B e Impurity HB <0.5% ND
Impurity Z¥EC <0.5% ND
Impurity Z%fED<0.5% ND
Any other impurity 34 ND
BAKE <0.15 %
Total impurities @Z% <2.0% ND
Bacterial Less than 10 IU/mg <10 IU/mg
endotoxins Ri<10 IU/mg
HEANEFE
{Aigobia}lﬁcomtamination TAMC%ﬁﬁE,ﬁglo%fu/g <10cfu/g
2
YR TYMCR B RBH I 3 <10%cfu/g <10cfu/g
Assay 97. 0%~102. 0% (anhydrous substance)
: . 97.9 %
aRWE Ri997. 0%~102. 0% (REAKMiHE)
Residual solvents Methanol FEE <3000ppm <<3000ppm
BT Ethyl etherZB <5000ppn <5000ppm
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PARTICLE SIZE STATEMENT

To Whom it May Concern,
Date: April 19, 2021

We, Wuxi Fortune Pharmaceutical Co., Ltd hereby confirm that our Mitomycin
(Batch No.: AD200902A& AD201004A) are passed 120 1 m sieve.

7:
Name: Yang Chuangi Signature: %‘é "bf'_l Position: QA Manager

Name: Li Mingyue Signature: ZB% L\ Position: Production Manager

Wuxi Fortune Pharmaceutical Co., Ltd
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ZINC CONTENT STATEMENT

To Whom it May Concern,
Date: April 19, 2021

We, Wuxi Fortune Pharmaceutical Co., Ltd hereby confirm that Zinc content of
our Mitomycin (AD200902A& AD201004A) is not more than Sppm.

£
Name: Yang Chuangi  Signature: AEI [54;%} Position: QA Manager

Wuxi Fortune Pharmaceutical Co., Ltd
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QUALIFIED PERSON STATEMENT

To Whom it May Concern,

Date: April 19, 2021

We, Wuxi Fortune Pharmaceutical Co. Ltd hereby confirm that the
manufacturing protocol and the analysis protocol of our Mitomycin

(AD200902A& AD201004A) are duly signed and released by responsible
qualified person.

Name: Yang Chuangi  Signature: M Position: QA Manager

Wuxi Fortune Pharmaceutical Co., Ltd
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