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Test Items Specifications

Identification Meet the requirement

g |9

Assay ®o.0% - @o&.0% of ceftazidime on the dried and
sodium carbonate or arginine-free basis and

xo.0% - albo% of the labeled amount of ceftazidime
o | pH o -ad

& | Bacterial endotoxins NMT o.e USP Endotoxin Uniti/mg of ceftazidime
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U2 Test [tems Specifications
& | Loss on drying NMT @lo.¢% of its weight (contains arginine)
NMT am.&¢% of its weight (contains sodium carbonate)
o | Sodium carbonate Meet the requirement
(where present)
o | Limit of pyridine NMT o.&% (contains sodium carbonate)
NMT o.:% (contains arginine)
@ | Content of arginine Meet the requirement
{where present)
« | Uniformity of dosage units® | Meet the requirement
@o | Particulate matter
- Size z@0 pPm Not more than b,000 particles/container
- Size =& pm Not more than oo particles/container
e® | Sterility Meet the requirement
&l Drug substance specification : USP
i Test [tems Specifications
® | ldentification Meet the requirement
o | Assay &¢&.0% - @ol.o% of Ceftazidime (calculated on the
dried basis)
o | Crystallinity Meet the requirement
& |pH m.o - &0 in a solution (& mg/ml)
& | Loss on drying @n.0 - @&.0%
b | Sterility Meet the requirement
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