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ﬂmﬁnﬂmztaww%mm Colistin @&o mg powder for solution for injection/infusion
o. 081 Colistin @&o mg powder for solution for injection/infusion
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h) Test items Specifications
® Identification SRt
© Assay

o.o-albo.o% of the label amount of colistin

e Constituted solution B

€ Bacterial endotoxins NMT v.o Endotoxin units/mg of colistin

& Sterility ASTTNY
D pH o.d-c.&
e Loss on drying NMT &1.0%
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b} Test items Specifications
@ Free colistin AN
& | Uniformity of dosage units s TaAY
@o | Particulate matter
- Size > @0 UM NMT wooo particles/container
- Size 2 lo& um NMT boo particles/container
.l Drug substance specification: Colistimethate Sodium (USPaen)
19 Test items Specifications
@ | Identification Meets the requirements of
© | pH o.&-c.&
il Loss on drying Not more than ¢.0%
€ | Free colistin Meets the requirements
& Assay NLT enedo pg of colistin per mg
® | Constituted solution Meets the reguirements
% | Bacterial endotoxins Not more than .o Endotoxin units/mg of colistin
% Sterility Meets the requirements
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