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Checked by
NAME: SUFIYAN ANSARI

Analysis by
NAME: SAN

Observations
S. No. Tests ficafions

A clear colourless solution filled in
errrher itlass amnoule.

A clear colourless solution
filled in amber glass amPoula1 Description

Complies

Complies

z. Identihcation (BY IR)

(By HPLC)

A. Residue obtained trom the samplu

meets the requirement' The absorption

spectrum ofthe test preparation should

"*ttibitt 
maxima at same wavelength

with that obtained with similar

preparation of PhenYtoin sodium

working standard.
B. The retention time of the major peak

of the sample solution corresponds to

that of the standard solution as obtained

in the assay.
a Nominal fill volume NLT- 2ml 2.0 ml

AT. Extractable Volume NLf Nominal volume or NMT 110% ot

Nominal volume.

2.1 ml

5. pH 10.0 to12.3 10.78

6. Alcohal & ProPYlene

Glycol Content (bY

GC)
9lollo 10.08%Alcohol

Propylene Glycol 37 rc 43oA ' 41.96"/o

7. Particulate Matter

NMT-6000/Ampoule
NMT-600/Ampoule
The solution should be essentially free

from extraneous, mobile undissolved

particles, other than gas bubbles

unintentionally.

T2lAmpoule
2/Ampoule
Complies

(A.) Light Obscuration
Particle Count Test
l.Particles >10 pm
2.Particles >25 pm
(8.) Visible Particles

8. Sterility No microbial growth should be

observed.

Complies

Less than- 0.3 USP EU/mg of
Phenytoin Sodium.

9. Bacterial Endotoxins NMT- 0.3 USP EU/mg ot PhenYtotn

Sodium.

10. Assay:
Each ml contains:

ormat No Blocl04 Pase I of I
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