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Ceftazidime 1 g powder for solution for injection, 1 vial
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® Drug substance specification: Ceftazidime <USP41>
Tests Specifications

1. Identification As approved by the competent authority

2. Assay 95.0% - 102.0% of C,,H,,NO;S,, calculated on the dried
basis

3. Crystallinity As approved by the competent authority

4. Sterility Tests NMT 2.0%

5. pH 30-4.0

6. Loss on drying 13.0% - 15.0% of its weight

7. Bacterial endotoxins As approved by the competent authority

8. Impurities As approved by the competent authority

Frognaiw
® Drug product specification: Ceftazidime for injection <USP41>
Tests Specifications

1. Identification

A. Identification A As approved by the competent authority

B. Identification B. Produces a white precipitate immediately

2. Assay 90.0% - 120.0% of the labeled amount of ceftazidime

3. Uniformity of dosage units As approved by the competent authority

4. Bacterial Endotoxins Test It contains not more than 0.1 USP Endotoxin Unit per
mg of ceftazidime

5. Sterility Tests As approved by the competent authority

6. pH 50-75

7. Loss on drying NMT 6.0%

8.  Particular matter in injection Meets the requirements for small-volume injections

9. Limit of pyridine NMT 0.4% of pyridine is found where it contains sodium
carbonate; and not more than 0.3% where it contains
arginine

10. Content of arginine (where present) As approved by the competent authority
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