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

Certificate of Anal is Finished Product
Product Name VALBROCAN Iniection A.R. No. NL|FPt25tr49

Generic Nanie Valelhamate tsromide Iniection lml Sampled qfv. 45 Ampoules
Batch No. t\z) t+ /A Sampled by Rakesh
Batch Size J6,JUU Ampoules Sampled on 0r/08t2025
Mfg. Date u//zvzJ Date of Testing 01108t202s
Exp. Date uo/zvz / Date of Release 19108t202s

S. No. Tests 'Specifications
Observations

1 Description A clear colourless solution filled in
amber glass ampoule.

A clear colourless solution
filled in amber slass amnorrle

2. Identification In the Assay, the principal peak in
fhe chromatogram obtained with the
test solution corresponds to the peak
in the cluomatogram obtained with
the reference solution.

Complies

J. Nominal fill volume NLT lml 1.0 ml
4. Extractable Volume NLT Nominal volume or NMT ll0%

of Nominal volume.
lml

6.14

27/Ampoule
0/Ampoule
Complies

5. pH 4.0 to 9.0

6. Particulate Matter

NMT 6000/Ampouie
NMT 600/ Ampoule
The solution should be essentiailv
free from extraneous, mobil!
undissolved particles, other than gas
bubbles, unintentionally that can be
observod on visual inspection.

(A.) Light Obscuration
Particle Count Test
(1.) Particles'>1Opm
(2.) Particles >25pm

(B.) Visual Particle

7. Sterility No microbial growth should be
observed.

Complies

8. Bacterial Endotoxins NMT 14.6 EU lmgof Valethamate. Less than 14.6 EU/me of
Valethamate.

9. Assay: (By HPLC)
Each ml contains:

Ingredients Labeled Claim Found %o of labeled
amount

Limits % of
labeled amoun{

Valethamate Bromide 8mg 8.178 mg 1 )2.23% 90.0 to 110.0%
Sodium chloride. Ip Lte I s.ozoo mg I )0.26% 90.0 to 110"0%

Remarks: In the opinion of th-e undersignecl the sample referred to above irl i. not or tThe Drug & Cosmetic Act 1940 and the rules made tt 
""e 

unJ"". complies/ not complie,r(

Analysis ny (\C\
NAME: SUFIYAN ANSXhI

Checked by
NAME: RAMANJEET

rd quality as


