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d.o Finished product specification : Phenytoin sodium injection

t/,UO Test items Specifications

d.c).o ldentiflcation Meet the requirement

d.o.b rJilrrupTrureir6'cg c(d.o - aod.oo/o of the labeled amount of

phenytoin sodium

d.o.en pH oo.o - ole.6n

d.o.d Alcohot and propytene gl.ycot

content :

- A[cohol

- Propylene glycol

c(.o - oo.o o/o v/v

ms'/.o - dm.o o/o v/v

d.o.d BacteriaI endotoxins NMT o.sn Endotoxin UniVmg of Phenytoin

sodium

d.o.b Diphenylgl.ycine (HPLC)
I

n:?421u

d.o.e'i Diphenylhydantoic acid (HPLC)
I

FI:']Q21U

d.o.d Steril.ity FI5?Q21U

d.o.G( Votume in container n:?ar{1u

d.o.oo Particutate matter

- Size> oo pm

- Size> Ierd tr^rm

Not more than b,ooo oqnln/container

Not more than boo oUttlrr/container

d.lo Drug substance specification : Phenytoin sodium

I
UO Test items Specifications

d.b.o ldentification Meet the reouirement

d.b.Le rjilrru6'rureirdru c(d.o - oob.o 0/o of phenytoin sodium (on the

dried basis)
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v
?JO Test items Specifications

d.to.en Loss on drying Not more than or.o o/o

d.b.d Heavy metals Not more than bo ppm

d.b.d Retated compounds

- Phenytoin retated Compound A

- Phenytoin retated Compound B

- Benzophenone

- Any individual unspecified

impurity

- Total impurities

Not more than o.d 7o

Not more than o.c( o/o

Not more than o.o %

Not more than o.o %

Not more than o.c( o/o
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