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

Product Name ESOMECAN Idection A.R. No. ARN/TP/2 6/0i 6
Generic Name Esomeprazole Sodium for Injection 40mg Sampled qfy, 45 Vials
Batch No. ARN2635A Sampled by Rakesh
Brtch Size 49,440 Vials SamDled on 09/0712026
Mfg. Date 07 /2026 Date ofTesting 10/0'7 /2026
Exp. Date 06/2028 Date ofRelease 25/07 /2026

S. No. T€sts Specifications Observations
I Description A white dry powder filled iD clear

colour glass vial.
A white diy pouder lllled in
clear colour glass via1.

) Identification (By FIPLC) In the chromatogram obtained the
ietention time of major peak in test
solution is conespondence rvith RT
of major peak in working standard
solution.

Complies

3. Unifornrity of ueight Average weight + 10% -6.72% & +7.03%
4. Average weight Infolmative +2%. 122.2 mg
). Pafticulate Matter

NMT 6000/vibl
NMT 600/vial
The reconstitlrted solution should be
essentially free fiom extaneous,
mobile undissolved pal1icles, other
than gas bubbles, unintentionally tltat
can be observed on visual inspection.

|,227 /vial
7/vral

Complies

(A.) Light Obscuration
Particle Count Test
(1.) Particles 2i 0pnr
(2,) Pafiicles >25pm
(8.) Visual Particle

6. Warer (Br K.Ft NMT 5%w/rv 1.35%w/w
7. Stedlity No microbial growtl] should be

obseraed.
Complies

8. Bacterial Endotoxins NMT j.0 EU/mg of EsomeprazoLe. Less than 5.0 RU/ng of
Esomeprazole.

9. Assay: (By HPLC)
Each vial contains:

lngredients Labelled Claim Found % oflabelled
arll0unt

Limits % of
labelled amount

Esomeprazole Sodium (Srerile)
Eq. to Esomepmzole
(suitably buffered) (Lyophilized)

106.05% - 90.0 to 110.0%

llemarks: In the opinion of the undersigned the sample referred to above is/ isjr*-df{6" itanOarC

Analysis by i$
NAME: NIKHIL SHARMA

Checked by
NAME: SURJEET K-4 NAME: M

Title : I Certificate ofAnalysis Finished product

quality as The Drug & Cosmetic Act 1940 and the rul€s made there under, Co
per lBlBPlU-SPn HJk

'mpliey'*ct-com plies as


