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S. No. Tests Specifications Observations

1
I Description 1* A white dry powder filled in clear

slass vial.
A white dry powder filled in
clear slass vial.

2. ldentification (By. TLC) A. The spots in the chromatogram
obtained with the test solution
correspond to those in the
chromatogram obtained with the
reference solutions (a) and (b), but
shows
those

no
in

spots corresponding to
the chromatograms

obtained with reference solutions
(c) and (d). It also shows a spot

with a very low RF value (2, 4-
diaminobutyric acid).
B.A purple colour is produced
(distinction from colistin Sulphate).
C. The solution is decolorized and
gives the reaction (a) of sulphates.

D. It gives the reaction (b) of
sodium salts.

Complies

Complies

Compiies

Complies

3. Uniformity'of weight Average weight +I}Yo -9.03% &, +6.25%

+. Average weight Informative +2Yo. 79.8 mg

5. Free colistin Dissolve a quantity containing
1,000,000 IU in 3 ml of water, add

0.1 ml of a 10.0 o/o solution of
silicotungstic acid and allow to
stand for i0 to 20 seconds the
solution is not more opalescence
than opalescence standard OSz.

Complies

6. pH 6.5 to 8.5 7.93

Loss on drying NMT S.}Yowlw 2.50o/owlw
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Grtificate of 4ry1 is Finished Product

ARN/FP/26/014
COLISTICAN Injection

Product Name
Sampled qtY.ffirInjectionIP

Generic Name

ARN26164'Batch No.
i0,000 Viais

Date of Release

4l3lvtal
/lvlal

Complies

NN,IT 6000/vial
NMT 600/vial

Reconstituted the injection vfal; 
^the

*ot,rrion shouid be essentially free

from exrraneous, mobile

undissolvod Particles, other than

;;; bubbles, unintentionallY that

i"n be observed on visual

@JTght obscuration

Pafiicle Count Test
(i.) Particles )10Pm
iZ.) Puttitt.s 225|rm
(8.) Visual Particle

t- ,ni.robiul growth should be
Sterility

Less than 43't5 EU/mlof a

solution containing 250,000

IU/ml of water for Injection'

Nf,rff $.75 EU/ml of a solution

."*ui"itg 250,000 IU/ml of water forBacterial Endotoxins

Assay: (BY MicrobiologY)

Eaeh glass vial contains: Limits % of
labeled amountLabeled Claim

r0355%nzssoo.zll tu10,00,000IUffiodium IP

ingredients

-,/^

;;0. onrrrro' of the undersigned the-sampre refe*ed to above rst^ts w6tn?1iy"td

quality as The uryg & cosmetic Act igT' ""J,he 
rriles ;;. there under. Complies/dt complies as

n*ymr+s*ms"'

gO.O to 120'0%

Appiovetl
NAME: MBS.I)trA

Checked bQ$.drb
NAME: suEIYAN-AftAhL-

Analysis
NAME: NIKTIIL


