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Finished product specification: Ceftazidime @ ¢ for injection
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® ldentification Test R NI

o USunasendrfgy xo.0%-e0&.0%LA ceftazidime on | - Content of Ceftazidime «o.0%-
the dried and sodium carbonate | @@0.0% of the stated amount
or arginine-free basis - Content of anhydrous sodium carbonate
®R0.0%- ebo.o % LA ceftazidime | g.o-eoc.o%w/w

e  Bacterial endotoxins | NMT 0.e@USP endotoxin unit /mg | Less than e.o 1U/ml

& Sterility test ATIU

& pH &o-a.& &o-a.&

o Loss on drying NMT elo.&% (contains arginine) Maximum en.& %
NMT @n.&% (contains Sod.carbonate)

o Particulate matter ATIWU

&  Sodium carbonate @) | M5IAWIU

« Pyridine NMT o.en % (contains arginine) NMT o.& %
NMT o.& % (contains Sod.carbonate)

@0 Arginine (6n3) AT

@® Related substances Impurities ABG for each NMT o.0%

Unspecified foreach  NMT o.e0%

Total NMT .0%

Disregard and any peak due to impurity F
(Pyridine)  NMT o.0& %
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Drug substance specification: Ceftazidime Pentahydrate

AANUR USP&e BP boeb

@ Identification Test ATIU ATIMU

b YSinashed iy *&.0% -eol.0% *&.0% -e0b.0%

o Crystallinity ATITIU

& Sterility test AU

& pH m.0 - &0 Mm.0 - €0

© Loss on drying em.o% - ed.o %

@ Related substances Impurities A,B,G for each NMT o.0%
Unspecified for each NMT o.@0%
Total NMT @.0%
Impurity F NMT &oo ppm

& Heavy metals Maximum o ppm :

« Water @m.o % - e&.o%

@o Bacterial endotoxin Less than o.e0 1U/mg
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