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lJO Test items Specifications

d.or.o ldentification Meet the requirement

d.o.lo rJirrru6'r urrit6'19 c(d.o - ood.oolo of the labeled amount of

phenytoin sodium
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d.o.en pH o'ro.o - ob.en

d.o.d Atcohol and propylene gl.ycol.

content :

- AtcohoI

- Propytene gtyco[

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

sne'rl.o - dn.o o/o v/v

d.o.d BacteriaI endotoxins Not more than o.6n Endotoxin UniVmg of

Phenytoin sodium

d.o.b Diphenytgtycine (HPLC) fl:?a21u

d.o.6'j Diphenyl.hydantoic

acid (HPLC)

n:?a21u

d.o.d SteriLity
I
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d.o.c( Votume in container Fr:?021u

d.o.oo Particutate matter

- Size> oo pm

- Size> bd pm

Not more than b,ooo oln1n/container

Not more+ than boo o1nln/container

c(.b Drug substance specification : Phenytoin sodium
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lJ0 Test items Specifications

d.b.o ldentification Meet the requirement

d.te.b rJi:nrud'rur;irdry c(d.o - oob.o o/o of phenytoin sodium (on the

dried basis)

d.b.en Clarity and cotor of sotution Meet the requirement

d.b.d Loss on drying Not more than b.d %

d.b.d Heavy metats Not more than bo pPm

d.b.b Retated compounds

- Phenytoin retated ComPound A

- Phenytoin retated ComPound B

- Benzophenone

- Totat impurities

(excl.uding benzophenone)

Not more than o.d %

Not more than o.c( %

Not more than o.o %

Not more than o.c( o/o

d.b.6't ElementaI imPurities n:?021u
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