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NL/FP/24/131
DOBUTACAN InjectionProduct Name

Generic Name
L240671'

I,OOO a*P"ut"t
0512024

Batch Size 3110512024Date of Testin
t710612024Date Of Release

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

Specifications
A clear colourless solution filled

in amber glass amPoule'A clear colourless solution filled in

amber glass amPoule'
DescriPtion

Identification
Compliesffit in tfe

chromaiogram obtained *it! the

test solution corresponds to that in

the chromatogram obtained with the

workins standard se]g!i9n'

NLT- 5mlNorninal fill volume

NLT Nominal volume orNMT
ll0% of Nominal voiume'

Extractable Volume

2,5 to 5.5

NMT-600O/AmPoule
NMT-600lAmPoule

The solution should be essentially

fi'ee from extraneous, mobile

undissolved particles, gther than gas

bubbles unintentionallY'

Particulate Matter

G.) figt'tt Obscuration

Particle Count Test

LParticles 210 Pm
2.Particles )25 Pm

a

(B.) Visual

No microbiai growth should be

observed.
Sterility

Less than- 2.08 EU/mg of
Dobutamine.

NMT- 2.08 EU/mg of Dobutamine'
Bacterial Endotoxins

Assay:

Each ml contains:
Limits % of

labeled amount
% of labeled

amount
Labeled Claim

Ingredients

90.0%to 110.0%49.31mg

265lAmpouie
1/Ampoule

Complies

Compiies

Eq.toDobutamine_ I J::'ts 
: l; _.'-'---," ,1,

R"-"rk* I" th. "pt"d;f th" 
"rd*rtgn"a 

tttu*-pG referred to above!;/

The Drug & Cosmetic Act 1940 and the .ui", *uA" there under. Conffies/ r

DoU*a-it*EYdrochloride I'P

checked byh

{Wr
Analysis


