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

Title Certificate of Analvsis Finished Product

Product Name PHENVIL Iniection A.R. No. ARN/FP/25/102

Generic Name Pheniramine Maleate Iniection IP 2ml Sampled qtv. 45 Ampoules

Batch No. ARN2596,4. Sampled by Anui Verma
Batch Size 2,00,000 Ampoules Sampled on 05t03t2026

Mfe. Date 0U2026 Date of Testine 06t03t2026

Exn. Date tzt2027 Date of Release 20t03t2026

S. No. Tests Specifications Observations
Description A clear colourless solution filled in amber

glass ampoule.
A clear colourless solution
filled in amber glass ampoule.

2. Identification
(By rLC)

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

Complies

J. Nominal fill volume NLT 2ml 2.0 ml
AT. Extractable Volume NLT Nominal volume or NMT 1I0%o of

Nominal volume.
2.1mt

5. pH 4.5 to 5.5 4.97

6. Related substances
(By rLC)

Any secondary spot in the chromatogram
obtained with the test solution is not more
intense than the spot in the chromatogram
obtained with the reference solution.

Complies

7. Particulate Matter

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.

28lAmpoule
1/Ampoule
Complies

(A) Light Obscuration
Particle Count Test
l.Parlicles >10 pm
2.Particles >25 pm
(B) Visible Particfes

8. Sterilitv No microbial srowth should be observed. Complies
9. Bacterial Endotoxins

rIHS)
NMT 5.14 EU/mg of Pheniramine. LT 5.14 EU/ms of

Pheniramine.
10. Assay: (By UV)

Each ml contains:
Ingredients Labeled Claim Found % of labeled

amount
Limits % of labeled

amount
Pheniramine Maleate IP 22.75 mg 23.15067 mg r0r.76% 90.0%to 110.0%

Remarks: In the oninion of the undersisned the samnle referred to above is/is noflof the standard

Checked
NAME: NIKHIL S


