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Certificate of Analysis Finished product

Product Name Atranium Iniection A.R. No. ARN/FP/25/O13
Generic Name Alracunum Besylate lniection Ip 2.5m1 Sampled qfv. 45 Ampoules
Batch No.

Batch Size l

AKNZ5OIA .

@
Sampled by Anuj Verma
Sampled on 30t08t202s

r.Yrrg. lrate
Exp. Date

ttt/)tl)\

nA/1na-7rv. )wL | |

Date of Testing
llate of Releasc

i9ua02t
14t09t2025

S. No. 'Iests

:- *-
Descl'lptlolt

Specifications
.-_

A clear colourless solution filled in
clear slass amnorrle

Obr*.nntio^ ---_--l

A clear colourless solution 
I

hlled in cleqr g&s _a[pg{e jComplies 
I

2.5 ml
t5 

"tt

I

2. Identification In the a.ssay, the principle peaks of
three isomers of Atracurium Besylate
in the chromatogram obtained wirh the
test solution conesponds to tlie peaks
in the chromatogram obtained with the
reference solution.

3. Nominal fillvolume NLT 2.5 ml
4. Extractable Volume NLT Nominal volume or NMT 1I0rZ

of Nominal volume.I
6.

p4 J.U to 3.65 3.52
Related srrl"rstances (By
4&_!)
Acidic ci)i11po,Llfld

Sum of cts & trans isomers
hydroxy,l compound
laudanosine
Sum ofany pehks
correspoircling to cis-
isomers urrd trans-isomers
of the rnonoacrylate
Area of any other
unspeci fi ed degradation
product
Sum ofall secondary
peaks

NMT 6.0
NMT 6.0

NMT 3.0
NMT 3.0

NVrr o r

NMT 15.0

NMT 6000lAmpoule
NMT 600/ Ampoule
The solution should be essentiall,v fiee
from extraneous, mobile undissolved
particles, other than gas bubbles,
unintentionally that can be observed
on visual inspection.

1 13%
0.15%

Not detected
Not detected

Not detected

1.58%

rgr 
!r u !!r a rc lvl?Il.el*

(A.) Liuirt Obscirration
Particle Llounr ['est
(i.) Per'ri.'les ilOpm
(2.) Parricles -25prm
(8.) Visuai Particle

l4lAnrpoule
{)/Arnpoule
Comltlies

Antll,sis by A
RAIVIANJEE'I'

MNAME: SUFIYAN ANSARJ
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AMERICAN REMEDIES HtrALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour'(H.P) 173025

Title | : Certificate of Analvsis Finished Product

Product Name Atranium Injection A.R. No. ARN/FP/25/O13

Generic Name Atracurium Besylate Injection IP 2.5m1 Sampled qtv. 45 Ampoules

Batch No. ARN25O1A . Sampled by Anuj Verma

Batch Size 25,000 Ampoules Sampled on 3010812025

Mfg. Date 072A25 Date of Testing 3U48t2025

Exp. Date 06t2027 Date of Release r4t091202s

8. Sterility No microbial growth should be

observed.
Complies

9. Bacteriai llndoroxins

'',\ss;) i irJ.i' i.il'I L)
Each ml contains:

NMT 5.56 EU/mg of Atracurium
Besylate.

Less tiran 5.56 lltj/mg of
Atracrrium Besylate.

i0.

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled

-amount
Atracurium Besylate IP 10 mg 9.950 mg 9950% 90.0% to 115.0%

Remarks: In the opinion of the undersigned the sample referred to above islis;fff the standard
quality as Thc Drug & Cosmetic Act 1940 and the rules made there under. C{mpliesfo(complies as

per Ili/BI#tfiP#ffS.- \,/

Analysis Uv4\.{
NAME: RAMNNJEET SINGH NAME, s;;;vil;\t\[i]
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