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

PHENVIL Injection

Pheniramine Maleate Iq

Batch No. ARN2548A

Certificate of Analysis Finished Product

Product Name

Generic Name n IP 2ml

A.R. No. ARN/FP/25l054

Sampled qty. 45 Ampoules

Samnled Anuj

Samnled on 231rU2025

Date of Testin 231r112025

bat" of Release | 0811212025

(A) Light Obscuration
Particle Count Test

l.Particles >10 Pm
2.Particles >254tm
(B) Visible Particles

Snecifications
A--. .olourless solution fiIIed amber

ASS

NLT 2ml

NIvIT a14 EU/mg of Pheniramine'

0/Ampoule
0/Ampoule
Complies

Co les

Limits % of labeled
amount

90.0%to 110.0%

-D*'lf6" standard

The principal spot in the chromatogram

obtained with the test solution

corresponds to that in the chromatogram

obtained with the refqqg:g scr,!uqo.g.- 
--

Labeled Claim 7o of labeled
amount

Ingredients

---Page I a.'fl-

Observations
A clear colourless solution

filled in amber glass amPoule.

Identihcation
(By TLC)

Complies

Nominal fill volume
Extractable Volume

Complies

Nt-f N"-i*tnlume or NMT 110% of
Nominal volume'
4.5 to 5.5

,Atry t..ondary spot in the chromatogram

obtained with the test solution is not more

intense than the spot in the chromatogram

obtained with the refi

NMT 6000/amPoule
NMT 600/amPoule
The solution should be essentially free

fiom extraneous, mobile undissolved

oarticles. other than gas bubbles

unintentio'nalty that can be seen with

N" -it.bi"t growth shoul{ !99!q9rv9!

Related sgbstances
(By TLC)

Parliculate Matter

Bacterial Endotoxins
LT 5.14 EU/mg of
Pheniramine.

Assay: (BY UV)
Each ml contains:

ffi4str05-0r--


