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Certificate of Analysis Finished Product

Etefln/fE'/1AN T ieel nn A.R. No. ARN/FP/25l088
rrOuugl r\arrr|'

Qndi for Iniection 40m Sampled qtY. 45 Vials
uenerrc l\auE _r_-oYjl,"t j=Il

I

Batch No. I ARN25924
g'ut.tr Sir. | 50,000 Vials

In_1^ | A1 rtn'rA

Sampled bY Anui Verma

Sampled on 2510t12026

Date of Testing 2610r12026
IYlIg,. -Lralt

Exp. Date t212027 Date of Release r010212026

Tests
+i Observations

S. No. TJl,EUT
A white dry Powder filled in
clear colour glass vial.1. Description A white dry Powcer rilIeo ln ulear

enlnrrr slass vial.
Complies

2. Identifrcation (BY HPLC) In the chromatogram oomlneo rne

retention time of major peak in test

solution is correspondence with RT

of major Peak in working standard
onlr rfi nn

-4.60% &. + .IlYo ,
Giformity of weight Average weight + I0Yo

120.5 mg
AT" Average weight Informative i2o/o.

NMT 6000/vial ' I

NMT 600/vial
The reconstituted solution should be

essentiallY free .from extraneous,

i mobile undissolved particles, other

I tnan eas bubbles, unintentionally that

I .u" Ue observed on visuq!!!p9911et1,-

5" Particulate Matter

(A.) Light Obscuration
Particle Count Test

(1.) Particles Z1OPm
(2.) Particles )25Pm
(B.) Visual Particle

IJJ/Vlal
2lv\al

Compiies

5R%nwi w
NMT So/owlw

6. \l/ofcr /Rv K F)
CompliesNo nliclo6iat growth should be

^Loo..terl
7

s

Sterility

f.ess tltatt 5.0 EU/mg of
Esomeprazole.Bacterial Endotoxins NMT 5.0 EU/mg of BsomePrazole'

9. Assay: (BY HPLC)
Far-.h vial cont'ains:

Limits % o1

labelled amount
Labelled Claim Found % of label{ed

amountIngredients

40 mg 41.16 mg rcz.)so% 90.0 to 110.0%Esomeprazole Sodium (Stente.;

Eq. to EsomePrazole

{ suitaUty buffered) Gyqlbtlizgd) standardtsult'lurY t''urrwrwu'r 
ove is/ is;ntrfthe ltandardndersigned the-sample t

quarity as The Drug &,cosmetic Act 1g?0 and the rules made there under. comprieslndfcomplies as

qualitY as rh99rug o.

per IFPflJSPITHy

Approved bY P
,\il

o,
A-\

Checked bY{o1os

NAME: SUFIYAN ANSARI
Analysis UV\f.t.-,\d

NAME: NIKHIL
NAME: MRS. SWATI D


