
Pace Biotech
Surajpur, Paonta sahib Dist' Sirmour (H'P)

Certi{icate of Ana Finished Product
NB/FP/26/053

bousrrcAN Inj
45 Vials@rInjectionIP

Generic Name

N260534Batch No.
2,000 Vlulu 2310512025Date of Testin

Title

Batch Size

,

Speci{ications
A white dry Powder filled

in clear glass vial'A -ht" dty p""'d"r filled in clear glass vial'

Complies

Complies

obtained
A. The spots ln tne clllolrt4lL'tsrortr :,:-:^'.
;ith;h" i"tt solution correspond to 1hose. ln

reaction (a) of sulPhates

;. iffi;;',he reaction (b) of sod

the ehromatogram obtainod with the

t*i"tun"u solutiins (a) and (b)' but showsno

;;t---;;.sponding to those in the

-"n..*"t"*t""it obt-ained with referenee

;;il;;i") and (d)' It also shows.: 'P:t
with a very lorv RF value \z' +-

diaminobut-vric acid)'

;:A iltpft colour is produced (distinction

from colistin SulPhate)'

il irt" t"r"tion ls decol otned and gives the

Identification (BY TLC)

-egzw &. +'l :73%
[w*g" weight *10%

UniformitY of weight 374.2m9
Informative t29l0.

Dtt*l"t " 
quantrty containing 1'000'000 ru

in 3 ml of water, add 0'1 ml of .a i.0'0 i:
,ofo,ion of silicotungstic acid and.allow to

;;;; i"t |0 to 20 seconds the solution is not

;;;; ;"i*cenee than opalescence standard

2.52o/owlw
6.5 to 8.5

NMT 5.0% w/w
Loss on drying

NMT 6000lvial
NMT 600lvial
it. 

- 
i""oostituted solution should be

"tt"*i"ffy 
n* from extraneous' mobile

""Jitt"i"ta 
particles, other than gas bubbles'

;il;;;"iry that can be observed on

Fafticulate Mqqgl

LA.1 t ight Obscuration

Particle Count Test

(1.) Particles Z10Pm
(2.) Particles Z25Pm
(B.) Visual Particle

Q-ir, ' ApP$o*edi\]

NAME: suFlr4x4x!4Rl
NAME: NlKt!& JtIlBll!

101/vial
1/vial

Complies

aniihar

Dei,.- JD

Paee I of2



Y

Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.P)

lduct Name COLISTICAN Injection A.R. No. NB/FPi261053

eneric Name
Colistimethate Sodium for Injection IP
4.5 MIU

Sampled qty. 45 Vials

,atch No. N25053A Sampled by Rakesh

fatch Size 2.000 Vials Sampled on 22t0st2026

Mfe. Date 0s/2026 Date of Testins 23t}s12026

Exn. Date 04/2028 Date of Release 07t06t2026

L Sterility No microbial growth should be
observed.

Complies

10. Bacterial Endoto.gins NMT 43.75 EU/ml of a solution
containing 250,000 lUiml of water for
Injection.

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

11. Assay: (By Microbiology)
Each glass vial contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Sterile Colistimithate Sodium IP 4s.00.000 ru 4547t01.289 rU 101.05% 90.0 to 120.0%

Remarks: In the opinion of the undersigned the sample referred to above is/ is petlof the standard
quality as The Drug &tosmetic Act 1940 and the rules frrade there under. Compties/ nefi'complies as

per [f/BP4JsPfffitr

Paee2 of2


