
Observations

A colorless or pale yellow solution

filled in clear glass amPoule'

SpecificationsTests

DescriPtion

S. No.
l'I

A colourless or pale yellow solutruu

fillerl in clear glass amPoule'
Complies

Complies

f +J"o

2. Identification (BY IR)

BY HPLC

A,.The absorptton sPsstru'r "- .-':^-
.est preParation should exhibits

maxima at same wavelength with

,h;t obtained with similar

fr"pututiott of working standard

solution
g-. fn the Assay, the principal pe3|<

in the chromatogram obtained with

lhe test solution corresponds to the

oeak in the chromatogram obtained

i,,irh th" reference solution.

,NLT- 4ml
4.0 ml

3. Nominal f,rll volume
4.1 ml

A Extractable Volume NLT Nominai volume or l\rvrr

1 1 Oo/oof Nominal volume'
4.46

3.5 to 4.5

NMT- 2.0%

5. pH

6. Free carboxYlic acid

and other related .

substances (bY TLC) Not detected

Not detected

5-[1-hydroxy-2-(I-
methyl-3-
PhenylProPYlamino)
ethyll SalicYlic acid

NMT- 0.5%
Any other secondarY

peak

@
i (e.) t-ient

! Obscuration Particie

I Count Test

I l.Particles > 10 Pm

i Z.futti.t"s u 25 Pm

I

I (B') Visuat

NMT-6000/AmPoule
NMT-600/AmPoule

The solution is free from particles o1

foreign matter particles that can b<

observed on visual insPection

l22lAmPoule 
i

O/Ampoule I

ComPliestu
,YFEs$*-IS

'?ct'ecke!f{
NAME: SUI.IYAN ANSARI

\&8&.eE:w7
NAMtc\+<htPqUtAnalysi

NAME: SANDEYA

Pace Biotech
Paonta sahib Q51._!irmg94l$

Add Pace To Health
Certificate of Anal is Finished Product

NLIFPl24l454
Labecanol InjectionProduct Name

Generic Name
A24330DBatch No. 2411212024
9000 AmPouler 2411212024Batch Size Date of Testin
1212024 Date of Release
rv2026

ormat No :



v
,:_

\

Add Pace To Health
Pace Biotech

r. Paonta sahib Dist. Sirmour (H.

Product Name Labecanol Injection A.R. No. NL1FPl24l454

Generic Name Labetalol Iniection IP 20mgl4ml Sampled qty. 45 Ampoules

Batch No. A24330D Sampled by Rakesh

Batch Size 9000 Ampoules Sampled on 24t1212024

Mfs. Date 1212024 Date of Testing 241t212024

Exp. Date rU2026 Date of Release 0810v2025

8. Sterility No microbial growth should be

observed.

Complies

9. Bacterial Endotoxins NMT 1.2 EUlmg of Labetalol
Hydrochloride.

Less than 1.2 EU/mg of Labetalol
Hvdrochloride.

10. Assay:

Each ml Contains

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Labetalol Hydrochloride IP 5mg 5.109 mg r02.18% 90.0% to 110.0%

Remarks: In the opinion of the u
quality:s The Drug & Cosmetic
per IFIBP'bsPftt{s;-

ndersigned the sample referred to above is/i+++*-of+hC-standard
Act 1940 and the rules made there under. Comflies/nof+ompliesas

cnecu@V
NAME: SANDHYA

../-Analysgffi
NAME: SUFIYAN ANSARI

Formaf No :


