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Title .. Certificate of Analysis Fin -shed Product
Product Name PIRATICAN Iniection A.R. No. ARN/FP/261025
Generic Name Piracetam Injection 1 5ml Sampled qfv 45 Ampoules
Batch.No. ARN26O3A Sampled bv Aakash
Batch Size 19,080 Ampoule Samplcel on 02t46t2026
Mfs' Date 0412026 Date of l.estins wa6/2026
Exp. Date 03/2028 Date of Release 17/06t2026

S. No,
Tests Specifications 0bservations

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

A elear colourless solution
filled in clear glass ampoule.

) Identification (By
HPLC)

In the assay, the principle peak in
the chlomatogram obtained with
the test solution corresponcls to
that in thE shromatograln obtainecl
with reference solution,

eomplies

3. Nominal fill volurne NLT 15ml 15.0 ml
4. Extraotable Volume NLT Nominal volume or NMT

ll0% of Nominal volume.
15.1mI

pH 4.0 to 8.0 s.82
6. Partisulate N{atter

NMT 60001Ampoule
NMT 600/Ampoule
The solutisn should be essentially
free from extraneous, mobile
undissslved particles, other than
gas bulbles, unintentionally that
can be seen oR visual insnection.

43/Arnpoule
1/Anrpoule

Complies

(A,,) Light Obsouration
Fanicle Count Test
(i,) Fartisies l1Opm
(2.) Particles >25pm
(8.) Visual Pagicle

7. Sterility Liquid Injection should comply
with the test fsr sterility.

eomplies

8. Bacterial Endotoxins
(rHS)

NMT 0.073 EU/mg of Piracetam. Less than 0.073 EUlme of
Piracetam.

9. Assay: (By HPLC)
Each ml contains:

Ingredients Labeled Claim F-ound l%oflabeled
I u-ount

Limits % of
labeled amount

Piracetam IP 200 mg 200.00243 mg r 00.00% 90.0%to 110.0%
(emarks:IntheopirrionoftheundersignedthesampIereferredto"bo,o.
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