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3.1 Finished product specification: Colistimethate Sodium for injection USP 41

1o Test items Specifications

1. | Identification Test M5

2. | Yiunaushendnty 90 -120 % LA of colistin

3. | Bacterial endotoxin NMT 2.0 USP endotoxin units/mg of colistin
4. | Uniformity of Dosage units ATIINIU

5. | Sterility test AT

6. | Particulate matter AT
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3.2 Drug substance specification: Colistimethate Sodium USP 41

D) Test items Specifications

1. | ldentification Test ATIWY

2. | Potency equivalent to not less than 390 mcg of colistin per mg
3. | pH 6.5-8.5

4. | Loss on drying NMT 7.0%

5. | Free colistin ATIWU

lemental impurity %3adi risk assessment report (LLEAWLONES
dsenau)
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