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&.o Finished product specification: Ceftazidime for injection

UYa Test items Specifications
&e.6 | ldentification Meet the requirement
&e.lo | Assay wo.0% - @o&.0% of Ceftazidime on the dried

and sodium carbonate or arginine-free basis and

«o.0% - @wo.0% of the label amount of ceftazidime

@.@.on | Bacterial endotoxins Not more than o.e USP EU/mg of Ceftazidime

ceo.€ | pH &o-a&

. /& e.& Sterility...




h) Test items Specifications
&a.€¢ | Sterility Sterile
&a.o | Loss on drying - Not more than el.&% of its weight
(contain arginine)
- Not more than ee.&% of its weight
(contain Sodium carbonate)
&a.00 | Particulate matter
- Size 2 @0 Um - Not more than booo particles/container
- Size 2 b& 1M - Not more than oo particles/container
&o.w | Sodium carbonate Meet the requirement
(Where present)
&.0.& Limit of pyridine - Not more than o.&% (contain sodium bicarbonate)
, - Not more than o..% (contain arginine)
@.e.e0 | Content of arginine (Where | Meet the requirement
present)
&e.ea | Uniformity of dosage unit Meet the requirement

&lo Drug substance specification: Ceftazidime

U Test items Specifications
&b.e | Identification Meet the requirement
cblo | Assay ®&.0% - @olw.0% of Ceftazidime

(calculated on the dried basis)

&lo.em | Sterility test Sterile
coa | pH m.0 - &o in a solution (& mg/mL)
&o.¢ | Loss on drying It loses between em.0% - @&.0% of its weight
&bo | Crystallinity Meet the requirement
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