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Product Name l 39
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Exp. Date

A.R. No. NBTFP/25/364
pampted qty. 45 Vials
Sampled bv enuj Verma
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Date of Testing
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18t02t2026
D4q of Release 05/03t2026

S. No. Tests Specifications

gfass vial.

I _Observationsuescnptron
A white dry powder fiiled
in amber glass vial.

Complies

2. rqenuncatlon (By,TLC) Th. principal spots in the
chromatogram obtained witt, tt. tesi
solution correspond to those in ttre
cnromatogram obtained with the
Working standard solution.3. lnrrormity of Weight rrverage welght IlU%6

-

tntormative !2yo.

-

-4.46% & +3.96%4. Average weight
5. pH 99.8 me

6.3 86.
s.0%
7.0/;

ed solution should be
e from extraneous,
rlved particles, other
s, unintentionally that
on visual inspection.

Jutphated ash Not more than
Not more than

NMT 6000/via
NMT 600tvial
The reconstitut
essentially fre
mobile undissc
than gas bubble
can trb observe<i
7::^_ i---:-

7. Loss on drvins z.+)Yo

i8 4.04%

l19lvial
2lvial

Complies

ranrculate Matter
(A.) Light Obscuration
Particle Count Test
l.Particles >10 pm
2.Particles >25 pm
(B.) Visible parricles

9. ryrogen

-

10. lomplies
)omplies

srenhty No microbiut g-*th;6;i;G
observed.lt D

Les s than 0 .023 Eurur.-its
of Polyrnlxin B Sulphate.

r4r -Dutr()toxlns NMT O.O23EUtunits of
B Sulphate

Polymyxin

t2. Assay: (By Nai-robiotogt
Each slass vial confei',o.

lngredients
Labeled Claim Found Yo of

labeled
amounl

Limits % of
labeled amount

prerue rolymyxm B Sulphate Ip
Eg. to Polymyxin B 500000 ru 506737.2906lrJ 10135% 90.0 to 120.0%:y"'or rr.: rtr rne optnron of the undersignec
lhe lrrug & Cosfnetic Acf le4O q-,t +1,^--,.r
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