
AMERICAN REMEDIES HEALTHCARE PVT, LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

Title Certificate of Analysis Finished Product

Product Name EPTOCAN Injection A.R. No. ARN/F P/2 6/0 7 8

Generic Name Phenltoin Sodium Injection 2ml Sampled qtv. 45 AmDoules
Batch No. ARN2667A Sanpled bv Shivanand

Batch Size q9,100 Ampoules Sampled on 05/09/2026
Mfg. Date 08t2026 Date ofTesting 06t09t2026
Exp. f)ate 07 t2028 Date of Release 2U09t2026

S, No. Tests SDecifications Observations
Description A clear coiourless solution filled in amber

glass ampoule.
A clear colourless solution
filled in amber glass ampoule.

2. Identification (By IR)

(By HPLC)

A, Residue obtained from the sample
meets the requirement, The absorption
spectrum of the test preparation should
exhibits maxima at same wavelength $'ith
that obtained with similar preparation of
Phenyoin sodium working standard.
B. The retention time ofthe major peak of
the sample solution corresponds to that of
the standard solution as obtained in the
assaY,

Complies

Complies

Nominal lill volume NLT 2ml 2.0 ml
+. Extractable Volume NI T Nominal r olunle or \VT I l0o o oi

Nominal volune.
2.1 ml

t. DH 10.0 ro l2.l 11.30
6. Pafticulate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
The solution should be essentially free
from extraneous, mobile undissolved
particles, other than gas bubbles
urintentionallv.

76lAmpoule
3/Ampoule
Complies

(A) Light Obscuration
Particle Count Test
l.Particles 210 pni
2.Pafiicles -25 pm
(B) Visible Particles

1. Sterilitv No microbial srowth should be observed. ColnDlies
8. Bacterial Endotoxins

(IHS)
NMT 0.3 EU/mg ofPhenltoin Sodium. Less than 0.3 EU/mg of

Phenytoin Sodium.
9. Assayl

Each ml contains:
Ingredients Labeled Claim Found % of labeled

amount
Limits 7o of labeled

amount
Phenytoin Sodium IP 50 mg 50.87416 mg 10t.75% 90.0% to 110.0%

Remarks: In the opinion ofthe undersigned the sample referred to above is/ispofofthe standard
qualih ar The Drue & Cosmetic Act 1940 and tbe rules
p::iltBP{isFirH,

made there unft 6,$0mdi,Sfffi J*sg,Jnptie, as

Analysis by1
NAM E: FtRO,I KHANI-'I"IJ ctrecled b#at/d

NAME: SURJtrET KAUR

Designation. qCH0D
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