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AMEI{ICAN REMEDIES HEALTHCARE PVT. LTD,
Vill. Surajpur', Nahan lload. Paonra Sahib. Dist. Sirmour (H.p) 173025

Certificate of Analysis Finished Product

Product Name LABECANOL Injection A.R, No. ARN/FP/261070
Generic Name Labetalol Injection lP 4ml Sampled qtl. 45 Ampoules
Batch No. ARN266OA Sampled by Rakesh
Batch Size 58,000 Ampoules SamDled on 28/08/2026
Mfg. Date 08/2026 Dat€ of Testing 29/08/2026
Ern. Date 07t2028 Date of Release 12/09/2026

S. No. Tests Specifications Observations
I Descfiplion A colourless or pale yellow solution

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

t. Identification (By IR)

(By HPLC)

A. On rhe residue. deter.mine b1 infrared
absorytion spectrophotonetry. Compare
lhe specrrum uith rhar obrained with
labetalol hldrochloride IPRS, treared il
the same manner or with the reference
spectrum of labetalol.
B. In the Assay. the principal peak in
llle chron.alogrant obrain<d with the re.t
solutio[ coresponds to the peak in the
chromatogram obtained with reference
solution (a).

Complies

Complies

Nominal fill volume NLT 4ml 4.0 ml
+. Extractable Volume NLT Nominal volume or NMT 1l0o/o of

Nominal volume.
4.1 ml

5. pH 3.5 to 4.5 4.34

Free carboxylic acid and
otber related substances
(by rlc)
5-u +ydroxy-2-(1-
methyl-3-
Phenylpropylamino)
ethyil Salicylic acid

NMT 2.0% Not Detected

Any other secondary
peak

NMT 0.5% Not Detec!ed

7. Particulate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
'[hc solution i. free frorn faricles ol
foleign mctter panicles thal can qqi

obser\ed on visual insoeltion.

30/Anfoule
l/Ampoule
Complies

re i [4rs. SwatiDhawan ,
J

(A.) Light Obscnfation
Padicle Count Test
l.Pafticles > 10 LLm

2.Particles a25 Llm
(B.) Visual

Analysh b\, -trt1"ll,]
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Suraipur, Nahan Road, Paonta Sahib, Dist. Si nour (H.P) 1 73025

Title : Certificate of Analysis Finished Product

Product Name LABECANOL Injection A.R. No. ARN/FP/26/070
Generic Name Labetalol Injection IP 4ml Sampled qn. 45 Amporrles
Batch No. ARN266()A Sampled by Rakesh
lllrtch Size 58.000 AmpoLrl..s Samrrled on 28t08t2026
MlE. Date 08t2026 Date ofTesting 29t08t20)6
lxp. Date 01t2428 Dare of llelcase 1210912026

Sterility No microbial grou.th should be
ooserveo,

Complies

Bacterial Endotoxins NMT 1.2 EU/ng ot' Labctalol
Hydrochloride.

Less than 1.2 EU/mg of Labetalol
Hydrochloride.

r0. Assa) r (By HPLC)
Each ml contains

Ingredients Labeled Claim Found % oflabelcd
arnount

Limits % of labeled
amounl

LabetalolHydrochloide IP 5.01783 mg 100.36% 90.0% io 110.09o

Remarks: In the opinion of the undersigned the samDle ref€rred to above is/isrdf6fthe standardllema rks: I n the opinion of the undersigned the sample ref€rred to above is/is.lofof the standard
quality as The Drug & Cosmetic Acl 1940 and thc rul€s made there under. Complieyno'acomplics as
pc';tPlBP/-UiiPA+fS .

Name i [4r5. SwatiDhawan

Designation : qC H0D
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Anafysis by {,U"nr
NAME: FIROJ KHAN
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NAME: SI]ItJEET KAUR


