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Supermax Drugs & Pharmaceuticals Pvt. Ltd.

H-1374, DSIIDC Industrial Complex,
Narela, Delhi — 110040

CERTIFICATE OF ANALYSIS

(FINISHED PRODUCT)

(The Drugs & Cosmetics Act 1940 & Rules Made Thereunder)

colour glass ampoules

Name of Sample | VALBROCAN INJECTION 1ml Certificate No. | SF-26080201
Generic Name Valethamate Bromide Injection 8mg/ml Receipt Date 02-08-2026
Mfd. By Supermax Drugs & Pharmaceuticals Pvt. Ltd., Delhi-110040 | Sample Qty 30 x 1ml Ampoule
Batch No. C3VALO001 Batch Size 100500 Ampoules
Mfg. Date 06/2026 Exp. Date 05/2029
Reference IHS Mfg. Lic. No. MLF282022DL000001
ANALYSIS DATA

Test Results - "Specifieation /Limits
CHEMICAL ANALYSIS
Description A clear colourless liquid filled in amber A clear colourless liquid filled in amber

colour glass ampoules

A) By Visual Inspection

B) By Light Obscuration
Particle Count Test

Nominal Volume 1.0 ml 1.0 ml

Extractable Volume 1.10ml 1.0mlto 1.15 ml

Identification Complies The principal peak in the chromatogram
obtained with test solution corresponds to
that in chromatogram obtained with
reference Solution

Particulate matter Complies View the solution against black & white

surface, the solution is essentially free from
particles of foreign matter that can be seen
on visual inspection.

I. 24.7 particles/container
I. 0.3 particles/container

>10um NMT 6000 particles /container)
> 25um NMT 600 particles / container)

(Vide Report No:- SFR-26070101,
Date:- 15-07-2026)

pH 4.81 3.5t06.5
ASSAY / CONTENT: Each ml contains:
Ingredient Result Claim Ingredient Method
Valethamate Bromide 8219 mg 8.0 mg 7.2 mgto 8.8 mg IHS
Sodium Chloride IP 8.163 mg 8.0 mg 7.2 mgto 8.8 mg [HS
BIOLOGICAL ANALYSIS
Sterility Complies with the test for sterility. Should be Sterile

Bacterial endotoxins

Less than 43.75EU/mg

Not More than 43.75 EU/mg

Remark: In the estimated the sample referred above is of standard quality as defined in the Act & Rules made thereunder as

per in-house specification.
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