
Title | : Certificate of Analvsis Finished Product

Product Name HPDOL - lml Injection IP A.R. No. NL|FPlzs1232

Generic Name Haloperidol Iniection IP Sampled qty. 45 Ampoules

Batch No. A2524lA Sampled bv Anuj Verma

Batch Size 49,500 Ampoule Sampled on 06nU2025

Mfs. Date r0t202s Date qf Testing 07trU2025

Exp. Date. 0912027 Date of Release 2UrU2025

S. No. Tests Snecifications Observations
1 Description A clear colourless solution filled in

amber colour glass ampoule.
A clear colourless solution filled
in amber colour slass ampoule.

2. Identification by IR

By UV

A. Determine by infrared absorption
spectrophotometry. Compare the
spectrum with that obtained with
haloperidol IPRS or with the
reference spectrum of haloperidol.
B. When examined in the range

230nm to 360nm, the linal solution
obtained in the Assay shows an

absorption maximum only at about
245nrn.

Complies

0.347

a
J. Nominal fill volume NLT lml 1.0 ml
4. Extractable Volume NLT Nominal volume or NMT lI0%

of Nominal volume..
1.1mI

5. pH 2.8 to 3.6 3.31

6 Related Substance Any secondary spot in the
chromatogram obtained with the test
solution is not more intense than the
spot in the chromatogram obtained
with reference solution (a) and not
more than one such spot is more
intensg than the spot in the

chromatogram obtained with
reference solution ft).

Complies

Particulate Matter

NMT 6000/Ampoule
NMT 600/ Ampoule

The solution should be essentially
free from extraneous, mobile
undissolved particles, other than gas

bubbles, unintentionally that can see

with naked eye.

3/Ampoule
O/Ampoule

Complies

(A.) Light Obscuratton
Particle Count Test
(1.) Particles >1Opm

(2.) Particles >25pm

(8.) Visual Particle

8. Bacterial Endotoxins NMT 7l.4EUlmg of Haloperidol. rufiesf&ecil*rs#HJFr ot
Designatidlphqqriqlql.
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