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REMEDIES HEALTHCARE PVT. LTD.
Nahan Road. Paonta Sahib, Dist. Sirmou (H.p) 173025

Certificate of Analysis Finished product

ifications
A white dry powder filled in clear glass
vial.

Identification (By TL,C)

Uniformitv of

{yelegg_-9tg_l{..- Informative +2%.

Free colistin .

A:;The spots in the chromatogram obtained
r.vith the test solution coruespond to those
in the chromatogram obtained with the
reference solutions (a) and (b), but shows
no spots cor'iesponding to those in the
chromatogrants obtained with reference
solutions (c) ancl (d). It also shor.r,s a spot
with a \/erv lou, RF value (2. 4-
cl iam inobr:t1,ric ac id I.
I3.A pirrple colour is prodLrcecl (distinctiorr
fi'om colistin Sulphate).
C. The solntion is dqcolorized and gives
the reaction (a) of sulphates.
D. lt gives the reaction (b) of sodium salrs.
Average weight t,l}Yo

Complies

Complies

Complies

Co

iotton Jr:oi,ro
Particulate Matter

(A.) Light Obscr,n'arion
Particle Count Test
(I") Particles >10pn-r
(2.) Particles >25pim
(8.) Visual Particle

Analysis ny[6-g\
NAME: NlKHlt, SHARNI

Dissolve a quantitl, containing 1,000.000
IU in 3 ml of water, add 0.1 ml of a 10.0 yo

solution of silicotungstic acid and allow to
star.id for I 0 to 20 sbconds the solution is
not n-]ore opalescence than opalescence
star-rdard O52.

65t985
NMT 5.0olow/w

NMT 6000/vial
NMT 600/vial
Reconstituted the injection vial; the
solution should be essentially free from
extraneous. mobile undissolved particles,
other than gas bLrbbles. unintentionally tl-rat
can be observed on visual i

C'hecked b44

1114.0O/vial
114.66lvial

Complies

ri

NAME: SUI.'IYAN ANSARI
App

NAME: MRS.

Product Name'
Generic Name

-u*I!\"I
Po!.r!.'9_

COLISTICAN Injection
qe!{sqngt"
ARN253OA

i00!y!?,1_'

A.R. No. ARN/FPi251021

Qqryplpo qtv. 45 Vials
Sampled bv Rakesh

Sampled on 18t09t2025
lYq& u-,q!e_ _ _
Ery.Patg_

09t/0!5
osr2&]

Date ollggllng
Date of Release

18t09t202s

osnotzox

Observations

A white dry powder
filled in clear slass vial.

-8.81% & +3.34%

1.54o/owlw

I_.-For 
marNoaTBfQel0-1.51F05-00--'



Certificate of Analvsis Finished Product

ARN/FP/25l021COLISTICAN InjectionProduct Name
Colistimethate Sodium for Iniection lP IMIUGeneric Name

ARN253OABatch No.

Batch Size
Date of Testin

031r01202s

npp.on.{$i'?2
NAME: MRS. SWAT,I'-EHA

,Checked by

NAME: SUF.IYAN ANSARI
Analysis byl g

NAME: NIKHIL SHAR

$i^;:r+

9. Sterility No rnicrobial growth should be

observed.

Complies

t0. Bacterial Endotoxins NMT 43.75 EU/ml of a solution
containing 250,000 IU/ml of water for
Injection.

Less than 43.75 EU/ml of
a solution containing
250,000IU/ml of water
for Injection.

1l Assay: (By MicrobiologY)

Each slass vial contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Sterile Colistimithdte Sodium IP [,000,000IU 1,002,352.12 rU 100.24% 90.0 to 120.0%

hu. ,rnd"r.isned the sample referred to above isLjs-rOfof the standard

AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

qlp.*Dit* 0812021

Remarks: In the opinion of the undersigned the sample

quality as The D.d;"4;;*.,i. Li 1940 antl the rules niade there under. Complieslswdomplies as

per lPlB'PflrSPzll{'3'v'r

r*ss
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