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Specifications Observationc

S. No. Tests
I Deseription A clear colourless solution.

Filled in clear glass ampoule
A clear colourless solution..
Filled in clear glass ampoule

2. Identification (By UV)
. .F.

{Ey rle)

A. When examined in the ranse
230 nm to' 360 nm (2.4.7), the
resulting solution shows
absorption maxima at about 260
nm and 267 nm,
B. Tlre prineipal spot, in .the
ehromatogram obtained with tlre
test solufion ooffespouds to that
in' the Cluomatograrn obtaiued
with reference solution (a). T'he
prineipal spot in the
ciuonratograrn obtained with
reference solution ib) appears as
a single" eompact sBot.

Complies

Conrplies

'1 Nominal fill volume NLT 1.0 rnl 1.0 ml
4. Extractable Volume .r\Ll i\omlnat volume or NM f

I10% of Nominal volrrme
1.1mI

{ pH 4.) to 6.) 5.64
6. 3.Hydroxy trimethylanilinium

methyl sulBhato

NMT 1,0% Q.A46:%

the area ofany secondary peak
witlr a retentisn time
oorrespondingte that of the
pcak due tc (3"hydroxy)
trimethylanilinium
methylsulphate in the
ehronaato gram obtained with
refer€Rce solution (b) is not
greater than thearea of the
princiBal peak in the
eluomatogram obtained with
rgference solution (a)
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Product Name

Remarks:IntheopinionoftheundersigledthesampIerefcrredtoono,,ffi
:::l'Y# Il3*H- & cosmetic Act 1940 and the rules made thcrc under. comprieshdfcompties asper {PIBP#SHIES.

AMERICAN REMEDIES HEA
vill' surajpur, Nahan Road, paonta Sahib, Dist. Sirmour (H.p) 173025

Certificate of Analysis FinisheO FioOuct

NAME: SHAHRI,KH KHAN
Checked nyff,d1lo

NAME: SUFTYAN nN\inr NAME: M

qTIGVEX Injection
Neostigmine Methylsulphate Iniection Ip trnl
ARN2619A

Samnled on

Date of Testin
Date of Release

NMT 6000lAmpoule
NMT 600/Ampoule
The solution should be
essentially free from extraneous,
mobile undissolved parlicles,
other than gas bubbles,
unintentionally that can be
observed on visual inspection.

13/Ampoule
1/Arnpoule

Comglies

(^A.,) Light Obscuration partisle
Count Test
(1.) Fafiicles llOpm
(2.) Partioles>Z5pm
(8.) Visual Particle

Bacterial Endotoxins Test NMT 140 EU/mg of
Neostigmine methyl sulphate.

Less than 25.0EU/mg of
Neostigmine methyl
sulphate..

Sterility No microbial growth should be Complies

Found % of labeled
amount

Limits % of labeled

Methylsulphate IP 0.51718 mg 103.44% 90.0%to 110.0%


