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81 Phenytoin sodium la&o mg/& ml (¢ ml) injection
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81 Phenytoin sodium w&o me/& ml (& ml) injection
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propylene glycol &% VA wae ethanol eo v/v in water for
injection
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&.a Finished product specification : Phenytoin sodium injection

h) Test items Specifications
ce.e | ldentification Meet the requirement
colo | UFuumendfy «&o - eo&o% of the labeled amount of
phenytoin sodium
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U Test items Specifications
ce.a | pH ®0.0 - eB.m
c.a.& | Alcohol and propylene glycol
content :
- Alcohol ®.0 - 8.0 % V/V
- Propylene glycol mal.o - @n.o % VAV
&e.¢ | Bacterial endotoxins Not more than o.n Endotoxin Unit/mg of
Phenytoin sodium
& | Diphenylglycine (HPLC) ATIINIY
«o.s | Diphenylhydantoic A5
acid (HPLC)
co.c | Sterility ATIIU
<. | Volume in container ATV
&e.00 | Particulate matter

- Size= @0 ym

- Size= & pm

Not more than b,0o00 8YAA/container

Not more+ than boo 8yn1A/container

«.lo Drug substance specification : Phenytoin sodium

49 Test items Specifications
&b.e | [dentification Meet the requirement
olo | Uuausendfny ®=.0 - @0.0 % of phenytoin sodium (on the
dried basis)
&o.en | Clarity and color of solution Meet the requirement
@l.& | Loss on drying Not more than &.& %
@lo.& | Heavy metals Not more than wo ppm
@b.b | Related compounds
- Phenytoin related Compound A | Not more than o.& %
- Phenytoin related Compound B | Not more than o.< %
- Benzophenone Not more than o.@ %
- Total impuirities Not more than o.« %
(excluding benzophenone)
«o.ov | Elemental impurities ATINIY
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*nsalifugngu biological products fo1n13 COA of drug substance VBIHARYY
wind/ nsdlenfudiu Sterile water for injection Ll COA of drug substance***]
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