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AMERTCAN NENNTUIES HEALTHCARE PVT. LTD.
Vill.Surajpur,NahanRoad,PaontaSahib,Dist'Sirmour(H'P)173025

Certificate of Analysis Finished Product

Product Name MENACAN K3 lnjection A.R. No. ARN/FP/25l042
45 Ampoules

Generic Name ilrto," o.l i.rr''" Sorlirrm Ri sulohate Ini ection 1 ml Sampled qty.

Sampled by Rakesh
Batch No. ARN?51 I A

Sampled on 2311012025
Batch Size qq-500 Amnorrles

Date of Testing 231r01202s
Mfe. Date nq,DO)\

Date of Release 0711112025
Exp. Date 0712027

Snecifications Observations
S. No. Tests A yellowish colour solution

filled in amber colour glass

ampoule.

1 Description A yellowish colour solufion lllled m

amber colour glass amPoule.

2.

3.

Identifrcation
(By HPLC)

tn the Assay, the PrinciPal Peak in

the chromatogram obtained with the

test solution conesPonding to the

peak in the dhromatogram obtained

with the reference solution.

Complle

Nominal fill volume NT T 1ml 1.0 ml
1.1 ml

T. Extractable Volume NLT Nominal volume or NMI
fi\% of Nominal volume.

5. pH (IHS) 4.0 to 6.0 4.60

6. Particulate Matter

NMT 6000/AmPoule
NMT 600/ AmPoule

The solution should be essentially

free from extraneous, mobile

undissolved particles, other than gas

bubblo, unintentionally that can be
qeen with naked eves.

34lAmpoule
1/Ampoule

Complies

(A.) Light Obscuration
Particle Count Test
(1.) Particles i1Opm
(2.) Particles Z25pm

(B.) Visual Particle

Complies1 Sterility No microbial growth should De

observed.

8" Bacterial Endotoxins
(rHS)

NMT 5.83EU/mg. Less tnan ).6jru/mg.

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

% of labelled
' amount

Limits % of
labelled amount.Ingredients Labelled

Claim
Found

95430 rs T 96.43% I NLT 9o'o%
tltl
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t pf. ..f.tt"O to above isliryot6{the standard
-,.toc mqrlp rherp rrnder- Comnlieshofti/mplies as

Menadione Sodium BisulPhate

LEq.tos.@
Remarks: In the oPinion of the u

I lumsL_ -_
dersigned the s:

qualitv as The Drug
per IJPBP/USF/IFIs.

& Cosmetic Act 1940 and the rules made there und

Checked bY

NAME: NIKHIL SH
Analysis by

NAME: RAMANJEET
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