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Product Name CITISTROKE Injeation A.R. No. NL/FP/26/155
Generic Name Citicoline Injection IP 2ml Sampled qty, 45 Ampoules
Batch No. 426123A Sampled by Rakesh
Batch Size 25,000 Ampoules Sampled on 30/0712026
Mfg. Date 07 /2026 Date of Testins 01t08t2026
Exp. Date 06/2028 Date of Release 13/08/2026

Title i : Certificate of Analvsis Finished Product

The Drus & Cosmetic Act 1940 and the rules made there under.

S. No. Tests SDecilications Observations
Descdption A clear colourless solution filled in clear

glass ampoule.
A clear colourless solution
filled in clear glass ampoule.

2. Identification In the Assay, the principal peak in the
chromatogram obtained with the test
solution coresponds to the principal peak
in the chromatogram obtained with the
working standard solution.

Complies

3. Nominal fill volume NLT 2 ml 2.0 ml
4. Extractable Volume \lTNominal volume or NM f I l0oo of

Nominal volume.
2.1 ml

5. Related Substances
5-cltidylic acid NMT- 1.5% 0.160%
Any other secondary
peak

NMT- 0,5% 0.t27yo

Sum ofall secondary
peak other thafi
5'cltidylic acid

NMT- 2.0% 0.2'70%

6. pH 6.3 to 8.0 7.01
7. Particulate Matter

NMT-6000/Ampoule
NMT-600/Ampoule
The solution should be essentially free
from extraleous, mobile undissolved
padicles, other than gas bubbles,
unintentionally that can be observed on
visual inspection.

55/Ampoule
O/Ampoule
Complies

(A.) Light Obscuration
Particle Count Test
(1.) Particles ll0pm
(2.) Particles l25pm
(B,) Visual Particle

8. Sterilitv No microbial grourh should be obser"yed. Complies
9. Bacterial Endotoxins NMT 0.175 EU/mg of Citicoline. Less than 0.175 EU/mg of

Citicoline.
10. Assay:

Each ml contains:
Ingredients Labeled Claim Found %o ofl

aln(
Lbeled

unt
Limits % of

labeled amount
Citicoli
Eq. to (

ne Sodium IP
liticoline 250 ms 258.91098 ms 103.5'7% 90.0% to 110.0%

Remarlsr In tlie opinion of lhe undeBigned th€ sample relerred to above isiis oeffilhi
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