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CERTIFICATE OF ANALYSIS

AR. No.: ED/FP/OINT/26050043-02

Name of Product :Diclofenac Gel IP ( Diclocan )

Specification No.: ED/QC/FP/SPC-050/01

STP .No.: ED/QC/FP/STP-050/01

Bilo: . > P26043B Mfg. Lic. No. 25/189/2023
Mfg. Date 05/2026 Exp. Date 04/2028
Batch Size: 1000 Kg Quantity Sampled: 12 X 30 gm

Date of Receipt 19/05/2026 Date of Completion 24/05/2026

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

S.No | TEST RESULT ACCEPTANCE CRITERIA

1.0 Description Transparent gel with Transparent gel with characteristic

characteristic odour filled | odour filled and sealed into printed

and sealed into printed lamitubes.

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).

Contents of Packaged Dosage Forms

3.0 The average net 30.0116 gm Not less than the labelled amount.
weight of the contents
of the 10 containers
the net weight of the | 30.0078 gm Not less than 90 per cent of the labelled
contents of any single amount.
container

4.0 Related substances Complies The area of any secondary peak is not
greater than half the area of the principal
peak in the chromatogram obtained with
solution (2) (0.5%).

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 1.1704 % of Diclofenac Content of Diclofenac Diethylamine, Cg

Diclofenac Diethylamine i.e. 100.90 % | Hy2CI,N,0, 95.0 to 105.0% of the stated

Diethylamine IP 1.16
% wiw

Eq to Diclofenac
Sodium 1.0% w/w

w/w labeled claim.

amount.

In the opinion of the undersigned the sample referred to above is of Standard Quahty asdE"ﬁned 1n the

act and Rules made there under. As per IP and in house specification.
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Date :- 24/05/2026




