
Pace Biotech
Add Pace To Health Sura Paonta sahib Dist. Sirmour (H.P

Titte Certificate of Analvsis Finished Product

froduct Name LABECANOL lnjection A.R. No. NL/FP/261118
rGeneric Name Labetalol Iniection IP 4ml SamDlcd qtY. 45 AmDoules
lBatch No. A261018 Sampled by Aakash

Brtch Size 40,000 Ampoules Sampled on 02/07 /2026

Mfc. Date 06t2026 Date of Testing 0310712026

Oxn. Date 05n028 Datc of Relcase t710712026

S. No. Tests Specifications Observations

Description A colourle:s or pale yellow solulior
filled in clear glass ampoule.

A colorless or pale yellow
solution filled in clear glass

ampoule.

). Identification (By IR)

(By HPLC)

A. On the residue, determine by infraled
absorytion spec tropho'omer q . t ompa.e
the spec,rum uirh that obtcined with
labetalol hydlochloride IPRS. treated in
lhe same maniler or with the Ieferencr
spectlun of labetalol.
B. ln lhe Assa). rhe principal peak in
Lhe chromatogram obrained r,r ith the tes.

solurion corre.ponds Io the peak in lhe
chronratogram oblained uith relerence
solution (a).

Complies

Complies

l. \omlnat Tlll volume NLT 4ml 4.0 ml

4. Extractable Volume Nl T \ominal volume or \VT ll0oo o'
Nominalvolume.

4.1 ml

). pH 3.5 to 4.5 4.06

6. Free carboxylif acid and
other rclated substances
(by TLC)

5-l1-hydroxy-2-(1-
methyl-3-
Phenylpropylamino)
ethyll Salicylic acid

NMT 2.0% Not detected

Any other secondal y
peak

NMT 0.5% Not detected

1. Pariiculate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
lhe solution is free from panicles oI
lbreign marler pauicles that can be

obsen ed on visual inspection.

28/Ampoule
1/Ampoule
Complies

-.:^f,D{l

(A.) Light Obscuration
Padicle Courlt Test
l.Panicles:10 Lrm
2.Pafticles:25 lrm
(B.) Visual

.1i

Analysis b
NAME: FIROJ KHAN

crrecr<ea lr{q\tl
\AME: St]FIYAN ANSARI

,dr;,",r-*,rii'ft\ah^
NAME: MRS.\SWATr DHAWAY

\
Paee I of:



i-f,., Pace Biotech
Paonta sahib Dist. Sirmour H,Pd Pace To Health Sura

Certilicate of Analysis Finished Product

,duct Name LABECANOL Injection A.R. No. NL/FP/26/1 t 8
neric Narne Labeialol Iniection lP,lml Sanrnlcd qh. 45 Ampoules
tch No. A26101B Sampled bv Aakash
rtch Sizc 40,000 Arnpoules Sampled on 02/0't t2026
ls. Date 06t2026 Date ofTesting 03/07/20t6
p. Date 05 t2028 Date of Releise 17t07 /2A26

Stedlily No n'iicfobial groMh should be

Qbserved.

Conplies

). Bacterial Lndotoxins NMT 1.2 EU/mg of Laberalol
Hvdrochloride.

Less than 1.2 EU/mg of Labetalol
Hydlochloride.

I0. Assay: (By HPLC)
Eilch ml contains

Ingredients Labeled Clain Found % of labeled
arnount

Limits % oflabeled
alrount

LabetalolHydrochlolide IP 101.31% 90.0yo ro 1l0.0vo

Remarl.s: In the opinion ofthe undcrsigned thc sanple referred to aboye is/is Def6fihc,t""dan
quality as The Drug & Cosmetic Act
pcr y/BPlt'$'/ttt$

r940 and the rules madc there under. Coinplicslao'(6mplics as

Analysis by -fi-p1,11
NAI'IE: FIROJ KHAN

Chccked b&Z^l.. Lf
NA}I[: SUI.IYAN ANSARI

I onllcl 1\o: rblQl U+)/iU)-UU , pase: oi:


