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Name I.OMEFICAN 40 Injection A.R. No. ARN/FPi25l016

Name I Omeprazole for Iniection 40m Sampled qty. 45 Vials

ARN2525A Sampled by Rakesh

50.000 Vials Sampled on 031091202s

e j 08t202s

.--ToTtnt
9e9er Tslqls
llate of Release

04109,2025

1U0912025

I Product Nan

i Generic Nan

i n"t.rt xi,.
Batch Size-- :_- _
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LnuJPrt

S. No. Tests Specifications Observations

1. Description A white dry powder filled in ambr-r

glass vial.
A white dry powder filled
in amber glass vial.

2. Identification (By HPLC) In'the Assay. the principai peaks in the

chromatogram obtained rvith the test

solution correspond to the peak in the

Chromatogram obtained r,rith the

workins standard solution.

Complies

a
J Uniformitv of weieht Average weight +10o/o -2.67% & +4.23Yo
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Average weight
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---:- - . ---.- - *(A.) Lrgltt ()bscuratlon

Parricle Count Test
ti.) Parricles >l'0urn

i t2.) Particles >25pm

j {e.) vitnul Particle

nformative.L2o%. 110.2 mg

0.30 to 1 1.30 10.55

NMT 6000/r'iai

NMf 600/vial

Constitute the iniection a-s directed on ,

the label: The solution is essentiallr' 
,

free fi'om particles oi tbreign matter I

that can be seen on r-isual lnspection.

i 299.33it'ial
I 10.00/vial

Complies

7. Water (By K.F.) NMT t.jo/ou,lw 1.52o/owlw

r8.
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le.
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I Ingredi

1 Sterility

I

I Bacteriai Endotoxins

] assay: (B5; HPLC)
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ruld compll the test

of Omeprazole

.. - , -_l;;-Iound ]%oil,
I amt
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] l,ess than 5.0 EL-l/ mg of

Loa:!yg:j:9t9.
- -- --r
rbelled I Limits%of
runt I labelled amount_-

Omeprazole Sodium (Sterile ) IP
(Lyophilized )
Equivalent to Omeprazole 40 mg 39.44 ms. | 98

I

I

l

It0% | qo.o ro 1 10.09/o

Remarks: In the opinion of the undersigned the sample referred to above is/ is the standarcl quality :rs

The Drug & Cosmetic Agt 19a0 
1nd 

the rules made there under" Complies/

Analysis bVlt'rt\01
NAME: NIKHIL SHARMA

Checked try firt
NAME: SUFIYAN ANSARI
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