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Certificate of Anal Finished Product

Product Name cTTISTROKE 2Iniection A.R. No. ARN/pP/25l097

Sampled qff. 45 Ampoules
Generic Name Citicoline Iniection IP 2ml

Batch No. ARN251O2A Sampled bY I KaKesn

Samnled on i 24r0J.ltir]-9
Batch Size 25,000 Ampoules

Mfs. Date Il.1l)0)6 Date of Testing
Date of Release rv0312026

Exp. Date t212027

Specifications Observations

I

S. No. Tests

1 Description ,t ctear colourless solution filled in clear

glass ampoule.

A clear colourtess soluuon

fi lled in_cl epr gl a9 9- aryP-o-ul e.
(.'o rll

olies2. ldentification tn tne essay, the principal peak in the

chromatogtam obtained with the test

solution corresponds to the principal peak

in the chromatogram obtained with the

.vnrkin q standard solution.
2.0 ml

3. Nominal fill volume NLT 2 ml

4. Extractable Volume NLT No-i"al volume or NMT 110% of
Nominal volume.

'2.t m

5. Related Substances
Not Detected

5-cvtidvlic acid NMT- 1.5%
Not Detected

Any other secondarY
peak

NMT- 0.5%

Sum ofall secondarY
peak other than
5'cWidvlic acid

NMT- 2.0% Not uercctecl

7.08
e pH 6.3 to 8.0

7. Particulate Matter
(A.) Light .
Obscuration Particle
Count Test
(1.) Particles )1Opm
(2.) Particles Z25Pm
(B.) Visual Particle

NMT-6000/AmPoule
NMT-600/AmPoule
The soltfiion should be essentially free

from extraneous, mobile undissolved

particles, other than gas bubbles'

unintentionally that can be observed on

visrral insoection.

15/Ampoule
0/Ampoule
L'o tt i t-riii::

Nfi[robi"l srowth shoul4 !e d!9rv94 Complies
8. Sterility
9. Bacterial Endotoxins NUf 0.175 EU/mg of Citicoline. LeSs than U.l /) r,U/mg or

Citicoiinc.

10. Assay:
Each ml contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Citicoline Sodium I.P

Eq. to Citicoline

25Omg 261.29949mg t04.52% 90.0Yo to I lU.U7o

il\of the sta.lrdnril

11l'anlzod hv ir-Ayt"


