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Title

Product Name

Surajpur, Paonta Sahib, Dist. Sirmour. (H.p r

Certificate of Anal Finished Product

NL/FP/26,/101

45 Ampoules
Rakesh

r9/06/2026

19/06/2026
03/07/2026

Observations

A clear colourless solution-
filled in clear ampoule.

Complies

5.0 ml

5.1 ml

3.5 1

0.711%

0.722%

1.154%

2.114%

6,002%

0.085%

I
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\o.
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ATRANIUM Injection
Generic Name Atracurium B esylate Inj ection-F-5mi
Batch No. 426070B
Batch Size 10,000 Ampoules

Date of Testi
Date of Release

Specifications

A clear colourless roluti* filt.A in
clear glass ampoule.

f,n 
thq assay, ttre@

mree rsomers of Atracurium Besylate
in the chromatogram obtained with the
test solution corresponds to the peaks
tnrhe chromatogram obtained with the
reference solution.

Nominal fill volurne NLT 5 ml
Extractable Vohlme NLTNominal@

of 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%

Area of any peak
corresponding to acidic
compound
Sum ofthe afeas ofanv
peaks corresponding to cis
and trans-isomers of the
hydroxyl compound
Area of any peak
corresponding to
laudanosine
Sum ofthe areas ofany
peaks corresponding to cis
and trans-isomers of the
monoacrylate
Sum ofall the secondary
peaks

Area of any other
unspecifi ed degradation
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I Title I : I Certificate of Analysis Finished Product 
,

Product Name ATRANIUM Injection A.R. No. NL/FP/26/101
Generic Name Atracurium Besylate Iniection IP 5ml Sampled qtv. 45 Ampoules
Batch No. 4260708 Sampled bv Rakesh
Batch Size I0.000 Amooules Sampled on 1910612026

Mfe. Date 06t2026 Date of Testine t9t06t2026
Exp. Date 05/2028 Date of Release 03/07/2026

7. Particulate Matter

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

l1lArnpoules
0/Ampoules

Complies

(A.) Light Obscuration
Particle Countifest
(1.) Particles >1Opm
(2.) Particles >25pm
(B.) Visual Particle

8. Sterility No microbial growth should be
obserued.

Complies

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

Less than 5.56 EU/mg of
Atracurium Besylate.

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

Ingredients Labeled Claim Found o/o of
labeled
amount

Limits % of labeled
amount

Atracurium Besylate IP 10 mg 10.25497 mg t02.55% 90.0%to 115.0%o

Remarks: In the opinion of the undersigned the sample referred to above is/is pert6f the standardple
Act 194Oand the rules made there under. Complieslnrof-complies asquality as The Drug & Cosmetic

ner{/AffirsfiffTS.

tnarvsisp-ffi1;|v|
NAME: SHAHRUKH KHAN

Checked nvlWflta
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