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@.e Finished product specification : Phenytoin sodium injection

V9 Test items Specifications
&e.0 | ldentification Meet the requirement
colo | USuiasendfy «&o - eo&o% of the labeled amount of
phenytoin sodium
&a.m | pH ®0.0 - ®©.m
&e.€ |Alcohol and propylene glycol
content :
- Alcohol ®.0 - @®.0 % V/v
- Propylene glycol mel.o - @n.o % VvV
&e.& | Bacterial endotoxins NMT o.m Endotoxin  Unit/mg of Phenytoin
sodium
. | Diphenylglycine (HPLC) AT
&e.a | Diphenylhydantoic acid (HPLC) | m57901u
co.c | Sterility AT
<o.« | Volume in container RIIU
&.e.00 | Particulate matter

- Sizez @0 pm

- Size= & um

Not more than b,000 aUNIA/Ccontainer

Not more than boo 8uUnIA/container

&.lo Drug substance specification :

Phenytoin sodium

9o Test items Specifications
&b.e | Identification Meet the requirement
<lolo | Usunusmiedrney «®c.0 - ®ob.o % of phenytoin sodium (on the
dried basis)
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90 Test items Specifications
&o.on | Loss on drying Not more than e.0 %
@lb.€ | Heavy metals Not more than o ppm

@l.¢ | Related compounds
- Phenytoin related Compound A | Not more than o.& %
- Phenytoin related Compound B | Not more than o.«¢ %

- Benzophenone Not more than c.e@ %
- Any individual unspecified Not more than o.e %
impurity
- Total impuirities Not more than o.& %
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