OFICHEM

Certificate of analysis

Product: Colistin sulfate
Batch number: 2109069.1224
Manufacturing date: Sep-2021
Retest date: Sep-2024
Storage claim Nfa
Parameter Method Specification Results
Characters
Appearance Visual White or almost white hygroscopic powder Qén\:lzitrwhlte hygroscopic
Identification
First identification: B, E i
e Relative retention time of polymyxin E1 and
Identification B EP 0320 polymyxin E2 are conform reference Conform reference
ldentification E EP2.3.1(a) |Reaction on sulfates is positive Positive
Tests
pH EP 223 40-6.0 4.3
Polymyxin E1-l < 8.5 area % 0.5%
Polymyxin E3 < 5.5 area % 2.7 %
Polymyxin E1-7MOA < 5.0 area % 3.6 %
Polymyxin E6 < 4.5 area % 1.0 %
Polymyxin E1-Nva < 4.5 area % <04 %
Composition FPLE
. EP2.2.29 Sum of polymyxines E4 and E2-Val < 3.0 o
5 1.8 %
area %
Polymyxin E2-1 = 2.5 area % 0.8 %
Polymyxin 2.3-dehydro E1 < 1.5 area % <04 %
Sum of polymyxines E1, E2, E3, E4, E6, E1-
7MOA, E1-l, E1-Nva, E2-l, E2-Valand 2.3- |92.3 %
dehydro E1 2 86.0 area %
Impurity B = 4.0 area % <04 %
HPLC Any other impurity: each other impurity 2.5 [ 1.0 %
Related substance EP 2299 area % but in total not more than 4
= impurities = 1.0 area % Complies -~
Total impurities < 11.0 area % 5.4 %,
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