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d.o Finished product specification : Phenytoin protonged-retease ooo mg.

capsute (USP)

I
lJO Test items Specifications

d.or.o ldentiflcation test Meet the requirement

d.o.b r.JBlrruoTrurahfiry c(d.o - o'od'oo/o of labeled amount

of Phenytoin

d.o.en Uniformity of dosage units Meet the requirement

d.o.d Dissotution test:

- the percentage of the labeled

amount of phenytoin sodium

dissolved is

Test o - NMT ddolo (Q) in eno mins.

- NMT uoolo (Q') in bo mins.

- NLT c'loo/o (Q" ) in obo mins. u5o

Test lE - NMT deo/o (Q) in eno mins.

- NMT bdolo (Q') in bo mins.

--N[T, goo/o (Q' ') in oloo mins.
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tl
9A Test items Specifications

d.o.d lmpurities:

- Diphenylglycine (DPG)

- Diphenyl.hydantonic

acid (DPHA)

- Individual Unknown lmpurities

Not more than o.d 7o

Not more than o.o %

Not more than o.b 7o
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d.Lo Drug substance specification : Phenytoin sodium (USP)

v
lJO Test items Specifications

d.to.o ldentification Meet the reouirement

d.b.b rJiilrru6'teJre{rrYcU c(d.o - oob.oTo of labeted amount of Phenytoin

d.b.en Retated substance

- Phenytoin

related compound A

- Phenytoin

retated compound B

- Benzophenone

- Total impurities

Not more than o.e( 7o

Not more than o.d %o

Not more than o.o %o

Not more than o.c( o/o

d.b.d Heavy meta|.s Maximum Loo ppm

d.l.e.d Loss on dying:

Dry it at 105 oC for 4 hours Not more than ls.d o/o of its weiqht
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