Factory Address ; SUr‘vey.Na.ZS/ 1,'Hublifi(arwar
Highway, Kadanakoppa, Kalghatagi,

E N C E § ' , ~ Dharwad, Karnataka-581204, India -

~ CERTIFICATE OF ANALYSIS .
Gentamicin Injection IP 80 mgi2ml T -
GENTACAN  |ProductCode |GT
GTA25005 - 352 Liters
' ‘Exp.Date | NOV.2028

| completed Date | 14/01/2026

| specification No. | FPS008-02

Generic Name

Braﬁd 'N‘ame
Batch No. :

| RLS/FP/260008

Results

Specification

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

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

Description

| dentification
- The three principal spot in the |
chromatogram obtained with
the test solution correspond to
those in the chromatogram

obtained with the reference
solution. ‘

In the test for composition of
gentamicin sulphate, the four
principal peaks in the
chromatogram obtained with
‘the test solution correspond to
the four peaks iIn the
chromatogram- obtained with
the reference solution.

NLT 3.0 and NMT 5.0

|dentification A Complies

Complies

ldentification B

NLT nominal volume in mi

Clear and practically free from
particles when observed by
visual inspection by unaided
eyes. .
NMT 6000 parti
container. '
NMT 600 particles per
| container.

A | Visual inspection Complies

Particle size 210 ym |
[ g
Particle size 2 25 ym -
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CERTIFICATE OF ANALYSIS

Generic Name Gentamicin Injection IP 80 mg/2m|

Date of Sampling Completed Date

A R
The proportions are within the following limits.

" - 50.0%

Composition of gentamicin C-.. is between 10.0% and
sulphate 35 0% 26.3%

Ci1 is between 25.0% and 27 79,

The sum of the contents of
gentamicin C2; and gentamicin
C2 is between 25.0 % to 55.0%
ARSEY NLT 95.0% and NMT 102.7%
7/ | (Each 1 ml of solution contains 110 0°/.of the gentamicin (41 Oém \
40 mg Gentamicin ki 4 LOMg
NMT 1.67 EU/ mg of
el e WIS | vmonm
n Sterility Should be sterile Sterile

Additional tests

o | Methyl paraben content NLT 90.0% and NMT 110.0% 99.9%
Propyl paraben content NLT 90.0% and NMT 110.0% 98.8%

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