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*|Product Name

|PACEMOLOL INJECTION

Specification No. | DHPL/FP/SPEC/ESMOL/01/0
0

Generic Name

Each ml contains:

Esmolol Hydrochloride ........... 10 mg
Water for injection............. Q.S.
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| Esmolol Hydrochloride Injection IP 100 mg/10ml

Batch No. lLot No. wDA25001

Mfg. Dt. ~ |07/2025

Exp. Dt. “loel2027

Receipt Dt. 14/07/2025

Release Dt. 280712025

Sample Slze 41000 Vial

Mfg. Lic. No.  G28/1862 -
A.R. No. FP/25/0174 iR

Manufactured By |[DERREN
Theoretlcal Yield/Batch Slze 11,429. 000 V|a|

Sr.| Test

Limit

Result

1 | Description
2 | Extractable volume

3 Identlflcatlon

IDENTIFICATION BY HPLC

4 pﬁf RO
5 |Bacterial endotoxins
6 |Particulate matter

By Visual inspection

By light obscuration method

7 | Sterility test

8 |Assay

Conclusion : In the oplnlon of undersngned the sample referred to above is standard quallt

Clear, Colourless solution free from visible
particles and fi1bers.

NLT 10.0 ml

The retention time of the major peak of the
Sample solution corresponds to that of the
Standard solution, as obtalned in the Assay

45105.5

NMT 3.5 EU/mI of Esmolol Hydrochloride

The solution should be free from particles
that can be observed by inspection with the
unaided eye.

Sub visible particle by LPC

>10 microns=NMT 6000/Container

> 25 Microns=NMT 600/Container

7 Should be sterile

90.0 to 110.0%% of the stated amount of
Esmolol Hydrochloride

Hydrochloride

Clear, Colourless solution free from visible
particles and fi1bers.

10.5 ml

The retention time of the major peak of the
Sample solution corresponds to that of the
Standard solution, as obtalned in the Assay

4.8

Less thad 3.57 VEtiJlmli ofﬁEsr;oldF 7

The solution i§ free from particles that can be
observed by inspection with the unaided eye.

Sub visible particle by LPC
>10 microns=6.00/Container
> 25 Microns=0.00/Container

sterile

99.2%% of the stated amount of Esmolol
Hydrochloride

y as per IP specification.
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