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Certificate of Analysis 

tv: %j� 1'r � 
CEP No.: RO-CEP 2016-034-Rev 01 Analvsis No. (:ji¡�fH,1/,l-':/-): Pr20200810 
Product Name: Mitomycin 
rifb�*h: ª�:¡;� 

Batch No. : 
AD200902A 

m 1% 

MFG. Date: 
2020/09/11 1=.rBM 

Test Standard 
EPJoth 

:ji¡ JJ& it< ffl 

Test Items 
;fi�l9i§ 

Appearance 
tt� 

Identification 
.!JS:�Ll 
A:lnfrared absorption 
spectrum 
tr5'ro/k 411:ftii 

B:HPLC 
�fflf3it 

Tests 
�1/í 
pH 

Water 
7.)(71 

Related substances 
7ff*1JJm\ 

Bacterial 
endotoxins 
��P3-� 

Microbial contamination 
mk���lVl 

Residual solvents 
�ffiMtiLl 

Specification API 
1'.l\! #'t Jl14� 
Quantity: 

755.00 
� 

= g 
.m 

RET.Date: 
2024/09/10 

�JJ&VJJ 
Report Date: 

2020/09/25 
tfH!r BW'l 

Acceptable Criteria Results 
�<IH�� ft¡* 

Blue-violet crystals or 
crystal l ine powder. 
$ 1-i:ii: � � t¡!¡ fa�� fa tt� *

Blue-violet 
crystalline powder 
����i\ldí�* 

A:The infrared absorption spectrum is 
concordant with that of the reference 
standard 
Jr-1 Ej x1 PJH=1i ír-J tr5'r 1t n.& 411: � it-� 

B:In the assay, the principal peak in the 
chromatogram obtained with the test solution 
is similar in retention time and size to the 
principal peak in the chromatogram obtained 
with reference solution (a). 
�--���. ��ifbMMEíX'tfflifbMM�-ír-J�ffi 
atfaJ.fOJ;: 1J\1=jX'tfflM� Ca) ,t;M:JHijír-J�il�fl;I., 

5. 5 - 7. 5

:<S:;2. 5% 

Impuri ty �!ffi.A :<S;O. 5% 

Impuri ty �!ffi.B :<S;O. 5% 

Impuri ty �m\C !'S;O. 5% 

Impuri ty �m[D:<S;O. 5% 
Any other impurity jl;-fm 
i¡'.!.,t-�Jffj_ :<S;O. 15 % 
Total impurities ,trJ� :<S:;2. 0% 

Less than 10 IU/mg 
$<10 IU/mg 

97.0%-102.0% (anhydrous substance) 
$.1g97. 0%-102. 0% (�7G7.K�it•) 

Methanol Ef3 M :<S; 3000ppm 

Ethyl etherZ,� !'S;5000ppm 

Conform 
f-f��)E 

Conform 
Z-ff�1'.l\!)E 

7.2 

<O. l % 

ND 

ND 

ND 
ND 

ND 

ND 

<10 IU/mg 

<lOcfu/g 

< lOcfu/g 

99.0 % 
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