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Title Certificate of Analysis Finished product

Product Name Polycan B 5L IU lniection
Generic Name Polymy<in B for Injection IP 500000lu/Units 45 \'ials

ArtLii 'i eLmil

04t09t2025

0s/0e/:n25

Batch No.

B;;h- st;
N2s 1888

1000 Vials

19t09/2025

A.R. No.

Samnled
Samnled b

Samrrled on
Date of Testi
Date of Release

NB/t.-P/25l198

A white dry powder filled in amber. A white dry pori der: filled
ass vial.

Identification (By TLC) fhe prineipal spots in the Complies
bhromatogram obtained with the test
solution corespond to those in the
chromatogram obtained with the
working standard solution.
Average weight +10oA

Informative L2o/o.

5,0 to7.5

Not more thanT.0o/o

NMT 6000/vial
NMT 600/vial
The reconstituted solution should be
essentially free from extraneoLls,
mobile undissolved particles, other
than gas bubbles. unintentionally rhar
can bg observed on visual i
Complies with rest of P

Remarks: In the opinion of the undersignedlhe samffieferred to above iVis

(A.) Light Obscuration
Particle Count Test
l.Particles >10 prm

2.Particles >25 pm
(B.) Visible Particles

1.83%

539.67 i.,ial
47 .67lvial
Compiies

Cornplies

Less than 0.023 tliAjnits of
Polymyxin B Sulphate"

90.0 ro 120.0%

Uniformity of Wei

Not more than 5.0o/o

No microbial growth should be
observed.
NMT O.}z3Eulunits of PolvmrxinBacterial Endotoxins

12. I Assay: (By Microbiology)
Each glass vial contains:

Ingredients tt"bet.d Ct.a"" Found i %oflabeled l.irnits % of
labelod amount

Polymyxin B Sulphate IP (Sterile)
. to Polymvxin B 503542.8s IU 100.71%

-5.91% & +5.63% '

96.5 rng 
l

6.0i i

-FremarKs: rn tne oprnron of the undersigned the sample referred to above is/is_not6T-f t[e strnAarO
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