EAMON

Plot No. 104A-2 105A-1 Industrial Area, Sector

EAMON DRUGS PRIVATE LIMITED

—E, Sanwer Road, Indore-452015 (M.P.)

CERTIFICATE OF ANALYSIS

AR. No.: ED/FP/OINT/2504046-01 Name of Product :Diclofenac Gel 1.P.( DICLOC AN)
Specification No.. ED/QC/FP/SPC-025/00 STP No.. ED/QC/FP/STP-025/00 B j
B. No. : P25046A Mfg. Lic. No. 25/189/2023 B
Mfg. Date 04/2025 Exp. Date 03/2027 |
Batch Size: 300Kg Quantity Sampled: 30gX12tubes |
Date of Receipt 13/04/2025 Date of Completion 18/04/2025

Details of Final Product: 30 gm gel filled into printed lami tubes.

S.No  TEST RESULT ACCEPTANCE CRITERIA |

1.0 | Description

Almost white coloured
gel with characteristic

odour filled and sealed
into printed lamitubes.

Almost white coloured gel with

characteristic odour filled and sealed into”

printed lamitubes.

2.0  Identification

Complies

By Thin layer Chromatography The two
principal spots in the chromatogram
obtained with solution (1) correspond in

position and colour to those in the

chromatogram obtained with solution (2)..

30 | Minimum Fill

Within limit NLT 30.0¢g
! A ]Average Net
| content .
| B]Net content of any | Within Limit NLT 27.0g ‘
} single container : f
4.0 | Related substances Complies the area of any secondary peak is not ‘
| greater than half the area of the principal ‘I
peak in the chromatogram obtained with ’
- solution (2) (0.5%)
i Complies the sum of the areas of any secondary peaks ‘

is not greater than the area of the principal

peak in the chromatogram obtained with

solution (2) (1%)

5.0 | Assay
 Diclofenac
' Diethylamine BP 1.16
‘ % wiw
' EqTo Diclofenac
' Sodium 1.0% w/w

1.1609% of Diclofenac
Diethylamine i.e.
100.08% w/w labeled
claim

Content of Diclofenac Diethylamine, Cis
H,»CLN>0, 95.0 to 105.0% of the stated

amount.

In the opinion of the undersigned the sample referred to above is of Standard Quality as d
and Rules made there under. As per BP and in house specification.

Test carried out by ;-

Date :- 18/04/2025

02
9,
Person :- Ii}z




