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SpecificatioDs Observations

A clear colourless solution ntteA in
clear glass

A clear colourless soluGi
fllled in ciefi glass ompoule.Identification rn rne assay. the p nciple peaks of

llree tsonlels of Atracurium Besylate
in the chlomatogram obtained with the
test solution coresponds to the peaks
rn tl]e chromatogram obtaired with the
reference solution.

Complies

Nominal fill volume NLT 5 ml

Extractable Volume r\L r t\omLnat !olunte or NMT 1 looln
ol Nominal volume.
3.0 to 3.65

Related Substance

NMT 6.0%

NMT 6.0%

NMT 3.0%

NMT 3.0%

NMT 15.0%

NMT 0,1%

0.717%

0.'73r%

1.r56%

2.121%

_6.028%

0.089%

Area ofany peak
co[esponding to acidic
compound
Sum ofthe areas ofany
peaks corresponding to cis.
ano tlans-tsolnels ofthe
hydroxyl compound
Area ofany peak
corresponding to
laudanosine
Sum ofthe areas of any
peaks corresponding to cis
and tEls-isomers ofthe
monoacaylate
Sum of all the secondary
peaks

Alea of aDy other
tuspecilied degradation

Designation I qC HOD
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Pace Biotech
Surajpur. Paonta Sahib. Dist. Sirmour. 1H.P.)

Product Name ATRANIUM Injection A.R. No. NL/FP/261104
Generic Name Atracu um Besylate Injection IP 5ml Samplcd qty. 45 Ampoules
Batch No. A26095A Sanpled bv Rakesh
Batch Size 40,000 Ampoules Sampled on 21t06t2426
Mfs. Dat€ 06/2026 Date ofTesting 2l t06t2026
Exp. Date 05/2028 Date of Release 06107/2026

't. Paniculate Matter

NMT 6000/Ampoules
NMT 600/ Ampoules
The solution should be essentially free
from extmneous, mobile undissolved
pa icles, other than gas bubbles,
unintentionally that can be observed
on visual inspection.

13/Ampoules
0/Ampoules

Complies

(A.) Light Obscuration
Padicle Count Test
(1.) Paficles:10pln
(2.) Parlicles >25pm
(B.) Visual Particle

Srerility No microbial growth should be
obseNed.

Complies

9. Bacterial Endotoxins NMT 5.56 EU/mg of Atracurium
Besylate.

Less than 5.56 EU/mg of
Atracurium Besviate.

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

Ingredients Labeled Claim Found Yo of
labeled
amount

Limits % of labeled
alnounl

Atracu um Besylate lP l0 mg 10.2724'7 mg 102.729 
"

90.0% ro 1,15.0vo

Remarksi In the opinion ofthe unilersigned the sample referred to above is/is!o6fthe sttndard
quality as The Drug & Cosmetic Act 1940'and the rules made there under, Complielrhdf complies as
per I

N;me: Mrs. Swati

Desi$ation I eC HOD

Ftlk
NAME: SHAHRUKH KHAN

ctrecr<er otffoll"qlq
NAME: SURJEtrT KAUR
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