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I".ti{i"ut" nf Annlysis Finished Product

I'roduct Name [.DTnrAN-250 lniection A.R. No. ARN/FP/26i 079

Plren'toin Sndiu'n hrjection 5rnl

ARN2668A

Snmpled qtl. 45 AmpoLrl.'s
Cencric Name Rakesh

06t0912026
Batch Size 48,600 AmPoules

n9.110)6

Sampled on
Ilafe of Testins 0710912026

Mfg. Date 21109/2026
0712028 Date ofReleaseEu.!le

Complies

Complies

5.0 ml

Limits % oflabeled
_ amount

Analysis q
NAME: SHAHRUKH

ObservationsSDecilications I-clear colo u rle ss so I rrt i o n

filled in amber gLass amPourle
'-.'-- _-A.hu, 

col,c,'rless 'olution 
filled in amherl. Description

i.IGnilt-"bt t""d from the sample

meets the requircment, The absorptlon

,f."tru. ol tie test preparation should

exhibits maxima at same wavelengln wrrn

that obtaiied with similar preparation ot

Phenytoin sodium u'orking standarcl'

B. The retention tinle ofthe major peak of

the .alnpr(.olutiorr colre:,ponds to that of

rhc standard 50lution a'oblained in lhe

ldentiflcation (Bl IR )

(By HPLC)

NLT 5mlNominal fillvolune

12g/Ampoule
8/Ampoule
Complies

NL- ffi'nai"ol,nne or NMT I 10% ot'

Nominal volume.
Extractable Volume

10.0 to l 2.l

NMT 6000/AmPoule
NMT 600/AmPoule
The soiution should be esseDtraily lree

from ex'tlaneoLrs, mobile undissolved

padicles, oiher than gas bubbles

unintentionall

Paniculate Matter

(A) Light Obscuration
Particle Count T€st

LPanicles -10 Pnr
2.Particles:25 Fm
(B) VisibLe Particles

No microbial should be obsened.

tlvi-o; tutu orPhenYtoin Sodium

-ess 

tnan o.: Euhng or
Bacterial Endoto\i11s

Labeled Claimlngredients

90.0% to I10.0%
49.96778 mg

iioLiiiaiN o, TBr'Q=C645tr05 -n0-


