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

Title | : I Certificate ofAnalvsis Finished Product

Product Name MILRICAN Iniectiou A.R. No. ARN/FP/261030

Generic Name Mihinone Lactate Iniection 1oml SamDled otv. 45 Ampoules
Batch No. ARN2632A Sampled by Rakesh

Batch Size 10,020 Ampoules SamDled on a4/0'7 /2026

Mfs. Date 06/2026 Date of Testine 06/07/)D6
Exp. Date 05/2028 Date of Release 20/07/)D6

S. No. Tests SDecilications Observatiom
1. Descdption A clea. colourless to yellowish solution

filled in amber slass amDoule.
A clear colourless solution
filled in amber slass anooule.

). Identification *
(By HPLC)

In the assay, the principal peak of
Milrinone in the chlomatogram obtained
with the test solution coresponds to that
in rhe chromarogram obrained ui$
reference solution.

Complies

Noninal fill volume NLT 10ml 10.0 nl
4. Extractable Volume NLI Nominal rolume or NMT I i0o o of

Nominal volume.
l0.l rnl

5. pll 1.0 to 4.5 3.81

6. Particulate Matter

NMT 6000/Ampoule
NMT 600/ Ampoule
fhe solution chould be essentially fres
from extraneous, nobile undissolved
pddicles- other rhan gas bubbles.
unintentionally that can be seen with
naked eye.

44lAmpoule
0/Ampoule
Complies

(A.) Light Obscuration
Palticle Cound Test
( 1.) Panicles l10pm
(2.) Panicles Z25pm
(8.) Visuai Particles

7. Sterility No microbial growth should be
observed.

Complies

8. Bacterial Endotoxins NMT 25 EU/mg of Milrinone. Less than 25 EU/mg of
Milrinone.

9. Assay: (By HPLC)
Each ml contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % oflabeled
amount

Milrinone Lactate
Eq. to Milrilone 1.00 nls 0.991 ms 99.t3% -90.0% to 110.0%

Ilemarks: In the opinion of the undersigned the sample refened to above is/ is 4c-f-o'f th€ standard
quality as Thprug & Cosmetic Act 1940 and the rules made there under. Complies/-.tBsdomplies as
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NAME: StJR.IEET KAIIR NAME: MNAME: SHAHRUKH KHAN

Analysis q6Z;q)6


