
AMERICAN
Vill. Surajpur.

REMEDIES HEALTHCARE PVT. LTD. I
\ahan Road, Paonta Sahib, Dist, Sirmour (H.p) 113025 i

Certificate of Analysis Finished product
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Product Name COLISTICAN hrjectiorr A.R. No 4gl4l/254?q
45 VialsGeneric Name

Colistimethate Sodium tbr Injection
IP Sampled qty.

Batch No. ARN2587A Sampled bv nut.rn. 
__--

Batch Size 7000 Vials Samnled on 26t12t2025

nltttnz.-
tuovzoN

Mfg. Date 12t2025 Date of Testin
Exp. Date t1t2027 Date of Release

S. No. Tests Specifications Obsen ations

A white dry powder filled
in clear glass vial.

L,Ot'llplles

Corlplies

Conrplies

Cornplies

Description A white dry powder filled in clear glass vial.

2. Identification (By TI-C) A. The spots irr the chrontatogr-arr obtained
with the test solLltiorr corresporrd to those in the
chrornatograrr obtained u'ith the ref-ererrce
solutions (a) and (b). but slrtir.vs no spots
corrcsporrdirrg to tliose irr tlrc clrrornatogl.arns
obtainecJ n,ith reference solutions (c) and (d). It
also shorvs a spot with a very low RF value (2,
4-d iarr i nobr-rty'ric ac id).
B. A purple coloLrr is, prodLrced (distinction
fiorr col istin SLrlphate).
C. The solution is decolorized arrd gives the
reaction (a) of'sulphates.
D. It gives the reaction (b) ofsodiunr salts.

J. Uniformity of weight Average weight tl0o/o -1.91% & +2.02%

4. Average weight Infbrrrrative +2%. 165.2 mg
_--

L ()nt p tles5. Free colistin
I

Dissolve a clLrantitl,containirrg 1"000"000 IU in
3 nrl of water. add 0.1 nrl o1'a 10.0 %r solution
o1'silicotLrngstic acid and allou, to stancl fbr l0
to 20 seconds the solution is not more
opalescence tban opalescence standard OS2.

6. pH 6.5 to 8.5 6.65

? xY::!'

2SBlvial
3lvial

Cornplies

',;.,:-S lif.,t:-*''

1. Loss orr d11 irrg NMT 5.0%,u/u'

NMT 6000ivial
NMT 600/vial
Reconstituted the irrjection vial: the solutiorr
shoLrld be essentiallv fiee tl-ont extraneous.
rnobile Lrndissolved parlicles. other than gas
bLrbbles. unintentiolralll that can be observeo
orr visual inspection.

8. Pafliculate Matter

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

Analvsis bt Kof\*
NAME: NIKHIL SHARMA

Checked nr{o1"r\
NA\lE: SLiFIYAN ANSARI
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AMERICAN REMEDIES H
Vill. Surajpur, Nahan Road, paonta Sahib, Dist. Sirmour (H.p) ti:nS-'

Certificate of Anal Finished Product
.'oduct Name

.-----. ----. --'--
-Jeneric Name

Batch No.
B"t.tr Str.-

COLISTICAN Iniection

IP

ARN2587,A

A.R. No. ARNiFP/25l078

Sampled qfy. 45 Vials

Sampled by Rakesh
/UUU VIAIS

r2/2025
Sampled on

Mfg. Date
zo/ | 2/ tu25

Qq!. of Testing 27/r2t2025Exp. Date rr/zvz/ Date of Release r0t01t2026

9. Sterility No microbial growth should be
observed.

Complies

10. Bacterial Endotoxins NMT 43.75 EU/ml of a solution
containing 250,000IUlml of water for
Iniection.

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

1l Assay: (By Microbiology)
Each glass vial contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amountSterileColistimithate'sodium Ip z,uu0.000IU 2050763.21rrJ t02.54% 90.0 to 120.0%

upruruu ur lne unoerstgned the sam rle reforred to above isl is oeffit,e stanOaraquality as The Drug & Cosmetic Act
per IplBPflrSFlft{S.v

1940 and the rules made there under. compties/ yr"6^plies as

Analysis ny{.fil
NAME: NIKHIL sHnhnan

w
Cbecked by (o1.{

NAME: SUFIYAN ANSAht
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