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'. Certificate of Analysis Finished Product

Product Name STIGVEX lnjection A.R. No. ARN/FP/261027

Generic Name Neostigmine Methylsulphate Iniection IP 5ml Sampled qtv. 45 Ampoule

Batch No. ARN262OA Sampled by Rakesh

Batch Size 25,000 Ampoules Sampled on 050612026

lllfe. Date 05t2026 Date of Testins a710612a26

Exp. Date a4t2a28 Date rif Release 22t06t2026

Cbservatione
A clear colourless salution.
Filied in clear slass ampoule

A clear colourless solution.
Filled in clear
A. When examined in the range

230 nm to'360 nrn (2.4.7), the
resulling sniuiicur shoiA/s

absoqption triaxima gl about 260
run anci 267 n:n.
B. The principal spot, in .the

chromatograrn obtained w-ith the
test salution coffesponds to that
in' the Chromatagram obtained
with reference $$lution {a). the
prineipal spot in the
cluomatogrsn obtained with.
refereRse salution (b) appears as

a sinsle. comcact s

Identification (Py UV)

Ncminal fill volume NLT 5.0 ml

NLT Nominal volume or NMT
110% of Nominal voiume.

Extractabie Volume

4.5 to 6.5

3 -i{ydroxy trimettrrylaniliniwn
methyl sulphate

7,\odLL
NAIVIE: SIIATIRI]KH

Checked bffiu s\q
NAME: SUFTYAN ANSARI

5,

6.

t&e ar*e of any secondary peak
with a ret*ntion tim*
**rr*sponding to that qf tlre
peak due to i3-hydroxy)
trimethylanilinium
n:.*thyisulpliate in the
ciuomatogram obtain+d with
referencs sqlution (b) is not
greater tira$ thqarea cf the
prineipal peak in ths
ctrornarogram otrtained with
ref,erence saiution {a)

NMT 1.0% 4"446%

Airproved'p1iff
NAME: MRS, SWATI DHA
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,q,MPRICA\ RENTEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, \ahan Road, Paonta Sahib,.Dist. Sirmour (H.P) 1730:5

Certificate of Ana is Finished Product

Product Name STIGVEX Injection A.R. No. ARNIFP/261027

Generic Name Neostigmine Methylsulphate lnjection IP 5ml Samnled qty. 45 Ampoule

Bateh Ner. ARN262OA Sampled by Rakesh

tsateh Siue 25,000 Anrpoules Sampled an 05a612026

Mfs. Date a512*26 Date of Testing a71a612026

Exp. Date a412028 Date of Releasc 22t0612426

7. Particulate Matter

i,4.) Light Obscuraticn I'erticle
Ccunt Test

(l.i Partiei*s;!0pnr
(2.) Particles l25pm
(8.) Visual Paiticle

NL{T 6000/Arnpoule
NMT 600/Ampoule
The solution should be
essentiatrly fiee ftorn extrangouso

mobile undissolved partieles,

*ther than gas bubbles,
ruiintentionallY that can be

observed an visual instlection.

9lAmpoule
0/Ampouie

Ccmplies

5,

Bacterial Endotoxins Test NN'IT i40 EUimg of
Neostigmine methyl sulphate.

Less than 25.08U/mg of
Neostigmine methyl
sulphate..

1 {i. St*rility . No microbial'grawth should be

observed.

Compiies

llI lr Assa;v;
Eaeh ml contaifls:

lngredients Labeled
Claim

Found % of labeled
amount

Limits % of labeled
amount

Neostigmine Methylsulphate IP 0.5 mg | 0.51101 mg 102.20% 90.0%to 110.0%

Remarks: In the opinion of the undersigned the sample referred to above islis yffit the standard

quatity as The Drug & Cosmetic Act 1940 and the rules made there under. Complieybofcomplies as

nerIP/BPAJSPIfIIS.

Analysis *a-S^*W
NAME: SHAHRUKH

Approved4fl>
NAME: MRS. SWATFDHAWAN

Cheeked by 6*
NAME: SUFIYANANSARI

L--:-.tr-lt.:ffffi

t


