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ct.@ Finished product specification: USP
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Test Items Specifications"llel

'9) Identification Meet the requirement
© Assay co.o% - '9loct.o% of ceftazidime on the dried and

sodium carbonate or arginine-free basis and
co.o% - '9l®o.o% of the labeled amount of ceftazidime

Gil pH ct.a - ITTl.ct
@: Bacterial endotoxins NMT o.'9l USP Endotoxin Unit/mg of ceftazidime
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er Loss on drying NMT @)\!:J.er% of its weight (contain arginine)
NMT @lm.er% of its weight (contain Sodium carbonate)

b Sodium carbonate Meet the requirement
(where present)

giJ Limit of pyridine NMT o.~% (contain sodium carbonate)
NMT o.m% (contain arginine)

c Content of arginine Meet the requirement
(where present)

c Uniformity of dosage units* Meet the requirement
@)0 Particulate matter

- ~ @lo µm NMT b,ooo/container
- lo& µm NMT boo/container

@)@) Sterility Meet the requirement

., q

91 Test Items Specifications"lie)

@) Identification Meet the requirement
\!:) Assay ct&.o% - @lo\!:J.0% of ceftazidime (calculated

on the dried basis)
n Crystallinity Meet the requirement
«c pH m.o - ~.o in a solution (er mg/ml)
er Loss on drying @lm.o - @)er.a%
b Sterility Meet the requirement
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