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eets the requirement, The absorption

rectrum of the test preparation should

rhibits maxima at same wavelength

;lh that obtained with similar

renaration of Phenltoin sodium

'oikitrg standard.
l. fhe"retention time of the major peak

f the sample solution corresponds to
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the standard solution as obtained
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2.0 ml

lominal fill volume
NLT Nominal volu
Nominal volume.
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5. pH lU.U tol/.r ----------
Complies as Per u6. Tlcoltul & ProPYlene

Glycol Content .

NMT-6000/amPoule 
'

NMT-600/amPoule
ihe solution should be essentially free

from extraneous, mobile undissolved

farticles, other than gas bubbles

unintentionallY. :

22lAmPoule
1/Ampoule
Complies

Under process

7. Particulate Matter

(A.) Lrght Obscuration

Particle Count Test

l.Particles >10 Pm
2.Particles >J5 Vm
(8.) Visibie Particles

ffishould be

observed. :

8. Sterility

t-es; than- 03 USP EU/mg of
Phenwoin Soditlq--9. Bacterial Endotoxins NMT- 0.3 USP bu/mg ol rlrE[]t(Jur

Sodium.

10. Assay:
Eonh nT'l cnntains:

-% of labeled
amount

Llmitt % of labeled
amountLabeled Claim Found

Ingredients
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Phenytoin Sodium t't
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The Drug & Cosmetic Act l'94(
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