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ARN/FP/25/052
45 Ampoules

Pheniramine Maleate I‘njgign [P 2n;rj
Batch No. ARN2547A
Batch Size 1,97.700 Ampoule
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A clear colourless solution filled in amber
glass ampoule. M

The .principal spot in the chromatogram
obtained  with  the test solution
corresponds to that in the chromatogram
obtained with the reference solution.

NLT szhA,ﬁ.w_A,,,‘,_»_,\,_‘ s
NLT Nominal volume or NMT 110% of

Nominal volume.
45t05.5 G e
Any secondary spot in the chromatogram
obtained with the test solution is not more
intense than the spot in the chromatogram

obtained with thciﬁfemren_ce solution.

A clear colourless solution
filled in amber glass ampoule.

Identification
/ (By TLC)

s

| Nominal fill volume |

Related substances
(By TLC)

Complies

Particulate Matter
(A) Light Obscuration
Particle Count Test
l.Particles >10 um
2 Particles >25 um
(B) Visible Particles

1/Ampoule
X 0/Ampoule
Complies

NMT 6000/ampoule

NMT 600/ampoule

The solution should be essentially free
from extraneous, mobile undissolved
particles, ,other  than  gas  bubbles
unintentionally that can be seen with
naked eye.

Sterility ———_—|No microbial growth should be observed. | Complies
Bacterial Endotoxins | NMT 5.14 EU/mg of Pheniramine. Lk 514 EU/mg of

(IHS) £ Pheniramine.
Assay: (By UV)

Each ml contains:

Ingredients Labeled Claim |  Found | %% of labeled | Limits % of labeled
TR e W A m{ b G amount
Pheniramine Maleate [P 22. 75 mg | 23.522 mg J 103.39% 90.0% to 110.0%

Remarks: In the-opinion of theﬁd‘ersﬁlgiﬁeawthc szirhplereferredto above is/f;Mndard
quality as The Drug & Cosmetic Act 1940 and the rules made there under. Complies/not complies as
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