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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

Title | : Certificate of Analysis Finished Product

Product Name Labecanol Injection A.R. No. ARN/FP/25/O18
Generic Name Labetalol Injection IP 4ml Sampled qty. 45 Ampoules
Batch No. ARN25154. Sampled bv Anuj Verma
Batch Size 30,200 Ampoules Sampled on 13t09t2025
Mfg. Date 08/2025 Date of Testine t3t09/2025
Exp. Date 0712027 Date of Release 2810912025

S. No" Tests Specifications Observations

I Description A colourless or pale yellow solution
filled in clear glass ampoule.

A colorless or pale yellow
solution filled in clear slass
ampoule.

2. Identification (By IR)

(By HPLC)

A. On the residue, determine by infrared
absorption spectrophotometry. Compare
the spectrum with that obtained with
labetalol hydrochloride IPRS, treated in
the same manner or with the reference
spectrum of labetalol.
B. In the Assay, the principal peak in
the chromatogram obtained with the test
solution corresponds to the peak in the
chromatogram obtained with reference
solution (a).

Complies

Complies

3" Nominal fill volume NLT 4ml 4.0 ml

4. Extractable Volume NLT Nominal volume or NMT 110% of
Nominal volume.

4.1ml

5. pH 3.5 to 4.5 4.03

6. Free carboxylic acid and
other related substances
(by rLC)

,

5-[1-hydroxy-2-(1-
methyl-3-
Phenylpropylamino)
ethyll Salicylic acid

NMT 2.0% Not detected

a

Any other secondary
peak

NMT 0.5% Not detected

7. Particulate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
The solution is free from particles of
foreign matter parlicles that can be
observed on visual insoection.

327.47lArnpoule
73.07lAppoule

Complies

(A.) Light Obscuration
Particle Count Test
LParticles > 10 pm
2.Particles > 25 pm

(B.) Visual
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8. Sterility No microbial growth should be
observed.

Complies

9. Bacterial Endotoxins NMT 1.2 EUlmg of Labetalol
Hydrochloride.

Less than 1.2 EU/me of Labetalol
Hydrochloride.

10. Assay: (By HPLC)

Each ml contains

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Labetalol Hvdrochloride IF 5mg 5.062 mg r}t.24% 90.0%to 110.0%
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