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Finished product specification: Phenytoin sodium injection USP

g9 Test items Specifications

® lIdentification Meet the requirement

o Assay x&.0 - ®o&.0% of the labeled amount of phenytoin
sodium

e Bacterial endotoxins Not more than o.e Endotoxin Unit/mg of phenytoin
sodium

« pH ®0.0 — eB.m

&  Alcohol and propylene glycol

content

- Alcohol

®.0 — ®®.0% V/V
- Propylene glycol
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mel.o — @n.o% V/v
> Particular matter
- Size > @0 um Not more than o,000 particles/container

) Not more than oo particles/container
- Size 2b& pm

o Sterility Meet the requirement
@  Volume in container Meet the requirement
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