
Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H'P)

C.ttifi.ute of Analysis ftl"ltd ptoO*I

NL1FPl24l471
Labecanol InjectionProduct Name

45 Ampoules
Labetalol Iniection IP 20mgl4mlGeneric Name

Sampled bA243701'Batch No.
1010112025

20,832 AmPoules
r010112025Date of Testin
2810U202sDate of Release

AddPoce To Health

Pase I oi2

Snecifications Observations
S. No. Tests

A colorless or pale yellow solution

filled in clear glass amPoule'1 Description A colourless or pale yellow solution
filled in clear s.lass ampoule'

Complies

Complies

2. Identification (BY IR)

By HPLC

A.The absorPtion spectrum or tne

test preparation should exhibits

maxima at same wavelength with
that obtained with similar

preparation of working standard

solution
B. In the AssaY, the PrinciPal Peak

in the chromatogram obtained with
, the test solution corresponds to the

I oeak in the chromatogram obtained

I with the reference solution.
t-
I NLT- 4ml 4.0 ml

3. Nominal fill volume
4.1 ml

4. Extractable Volume NLT Nominal' volume or NMT
ll0% of Nominal volume.

4.11
5. pH.' 3.5 to 4.5

Complies
6.

7.

Free carboxYlic acid

and other related

substances (bY TLC)

The area ofany other secondary peaK

is not more intense tha4 the sPot in

the chromatogram obtained with
reference solution.

Particulate Matter

NMT-6000/AmPoule
NMT-600/AmPoule

The solution is free from particles of
foreign matter particles that can be

ohsetwed on visual insPection.

32.8/Ampoule
0.8/Ampoule

Complies

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

(B.) Visual
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qua.litpas The Drug & cosmetic Act 19?0 and the rules made there und

per lFle+As+'fits;

Pace Biotech
Surajpur, Paonta sahib Dist' Sirmour (H'P)

C..tin*te of Analysis Finished Product

NL1FPl24l47l
Labecanol InjectionProduct Name 45 Ampoules
f-uU.t"olot Iniection IP 20mgl4mlGeneric Name
A243701t

r010U2025
20,832 AmPoulesBatch Size r010U2025Date of Testi
0U202s

2810U2025Date of Release

No microbial growth should be

observed.
Sterility

L.ss th* 1.2 EU/mg of Labetalol

Hvdrochloride.
NMT 12 EU/mg of Labetalol

Hydrochloride.
Bacterial Endotoxins

Limits % of labeled
amount

Labeled ClaimIngredients

90.0% to 110.0%
Labetalol HYdrochloride IP
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