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é&a Finished product specification: USP

i Test ltems Specifications
@ | Identification Meet the requirement
o | Assay wo.0% - ead.o% of the labeled amount of Ampicillin
«0.0% - @@&% of the labeled amount of Sulbactam
o | pH 8.0 - 0.0
& | Bacterial endotoxins NMT o.@ed USP Endotoxin Unit/me
& | Water NMT b.o%
% | Constituted solution Meet the requirement
& | Uniformity of dosage units® | Meet the requirement
& | Particulate matter
-2 @O M Not more than b,occo particles/container
- 2 & um Not more than boo particles/container
« | Sterility Meet the requirement A
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(@) Ampicillin sodium

9o Test ltems Specifications

@ | ldentification Meet the requirement

b | Assay wed Pg - ®ew pg of Ampicillin/mg
(calculated on the anhydrous basis)

a | Crystallinity Meet the requirement

€ |pH .0 - ®0.0

& | N,N-Dimethylaniline NMT o.ool%

b | Methylene chloride NMT o.lo%

¢ | Water NMT b.0%

& | Bacterial endotoxins NMT o.eé& USP Endotoxin U/me

« | Sterility Meet the requirement

(») Sulbactam sodium
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? Test ltems Specifications
@ | ldentification Meet the requirement
b | Assay ®ah Je - &cm pg of Sulbactam/me
(calculated on the anhydrous basis)
o | Crystallinity Meet the requirement
& | Water NMT @.0%
& | Bacterial endotoxins NMT o.@et USP Endotoxin U/mg
o | Sterility Meet the requirement
& | Organic impurities
- Salbactam related compound A NMT 0.&%
- Amoxicillin related compound A NMT o.e%
- b-Bromopenicillanic acid sulfone NMT o.e%
- Sulbactam related compound D NMT o.@%
- Sulbactam related compound E NMT o.lb%
- Sulbactam related compound F NMT o.@%

- Any individual unspecified impurity NMT o.a%

- Total impurities NMT @.0%
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