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

Grtificate of Analysis Finished Product'l'itle
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{fRRNILiM Iniection

i ii,'."!lt-il Besy'late injection IP 50mg/5ml

A23489A-<
I tn oto Amnoules

A.R. No. NL/FP/231609

Sampled qty. 45 Ampoules

Sampled by Arvind

Sampled on 2211212023

Date of Testing 2211212023
I t2t2023

atrr* Date of ConditionallY
Release

0510112024

'I'e$ts

Descnptton

SPecifications

A.
-lo.c qrnnortle

Observations

A clear colourless solution
filled in clear glass arlaP9g1e.

Complies
dentification In the assay, the principle peaks oI tnree

isomers of Atracurium Besylate in the

chromatogram obtained with the test

solution corresponds to the peaks in the

chromatogram obtained with the

"ofcrenne 
qnlrrtion-

NLT-5 ml 5.0 ml
Nnrninal tlll volume

Extractable Volume

,'-.'---.._.
DII

NLT Nominal volume or NMT 1 l0% ot
Ir.Tnminq'l rznlttme

5.1 m

?nr^?65 3.45

Complies
Relaterl sltbslatrce

i'iiitici rii. MtGi.
tr,. i Sut-,-ViriUt.---

lralticle coLllll
( I .) Particles Z l0Lrm
(2.) Particles Z25pm
(b.) Visual

The test is not valid unless the resolutton

between the peaks due to Atracurium and

the Cis-Trans isomer is not more than

1.5 and the resolution between the peaks

due to Atracurium Cis-Trans isomer and

tho Ciq-Ciq iqomer is not less than 1.5'

14lAmpoule
2/Ampoule
Complies

NMT-600OiAmPot
NMT-600/ AmPou
The solution shot
from extraneous"
particles. other

'rnintcntinnallv

le

ld be essentiallY free

mobile undissolved
than gas bubbles,

N^ minrnhial orou h should be observed Under process
)tL-r lu L)

fJacterial Er-rdotoxins Less than- 5.56 EU/mg of
Atracurium BesYlate.

NMT- 5.56 EU/mg of Atracurtum
Reqvlnfe

Assal':
I

(;'llIS

'1,,,r, A"iulut. ---'-tP

Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

10 mg 9.973 mg )9.13% 90.0%to 115.0%
quality as

Checked bYAnalysis

Pase I of1


