: Factory Address : Survey No.25/1, -Hl.lbh Karwar
| Highway, Kadanakoppa, Ka lgha t a Ei '
C 1 E N C E S Dharwact Kamataka 581204, lndia B

-
 CERTIFICATE OF ANALYSIS

Gentamlcm Injectlon IP 80 mg/2m| ' :

o

Batch No. ~ |GTA2s006 ’

DEC2025  |Exp.pate

*06/01/2026 ~ [completed Date |14/01/2026

A clear colourless
‘Solution with a faint
odour filled in USP type
I, 2ml clear ampoule
with blue dot.

A  clear, colourless to
pale-yeilow solution with a faint
odourfilled in USP type | glass
container.

1 | Description 1P/ IH

dentification

The three brincipal spdt in thé_
chromatogram obtained with

|dentification A ‘ 1= the test solution correspond to

those Iin the - chromatogram Complies
obtained with the reference
solutlon
In the test for composmon of
gentamicin sulphate, the four _
- | principal peaks in the |
gy chromatogram obtained with | —
icenitiication 2 the test solution correspond to | LD
| . the four peaks in the -
o ' chromatogram obtained with , -
- . . _the reference solution. e
- h ' NLT30andNMT50 | 97
Extractable volume “ NLT nommal volume in mi _
| Particulate Matter
- *Clear and practically free from
. . L particles when observed by .
A | Visual inspection visual inspection by unaided Complies
eyes.

"NMT 6000 partlcles oer
container.

'NMT 600 particles per
| container.

Partlcle size 2 10 m

Particle size > 25 um
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L I F E Factory Address : Survey No.25/1, Hubli-Karwar
_ . Highway, Kadanakoppa, Kalghatagi,
N C E S

Dharwad, Karnataka-581204, India

CERTIFICATE OF ANALYSIS

Generic Name Gentamicin Injection IP 80 mg/2ml

Brand Name Product Code
Date of Sampling Completed Date

RLS/FP/260009 _ Specification No.
The sum of the contents of
gentamicin C2a and gentamicin 46.0%
C2 is between 25.0 % to 55.0%

The proportions are within the following limits.
Assay . 5
7 | (Each 1 ml of solution contains '1\|,||‘ J 0905.%1écheangnta,\rlnh?c;li-n ( 410847; r{f: \
40 mg Gentamicin . il | E
el e MO vmoszeum
gentamicin

GT

352 Liters
NOV.2028
14/01/2026
FPS008-02

: 27.7%

N o 50.0%
Composition of gentamicin Cia is between 10.0% and o
sulphate 35.0% —

Ci is between 25.0% and
Sterility Should be sterile Sterile

Additional tests
Methyl paraben content |H NLT 90.0% and NMT 110.0% 99.9%
o | Methylparabencontent | 1H
NLT 90.0% and NMT 110.0% 98.7%

Propyl paraben content

Remarks: The product complies as per IP and In-house specification.

'y L]

- Prepared by Reviewed by Approved by Authorized by

||l ‘

" Auhorasaty

Name | T Jodby | St kemer |y oato | Dattoore OV
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