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Certificate of Analysis

Dr. Gerhard Mann

Consignee: DOMES PHARMA SC Your Contact: -
F-63370 Lempdes - France Quality
Rue des Bardines Phone: ++4930330093-0
Fax: ++ 49 30 330 93-201

Product: Ocry-gel [10g]
Batch number: 8812
Product No.: 02966FR+
Date of manufacture: 05.12.2022
Release date: 06.01.2023
Expiry date: 11.2025
Test Parameters Specifications Results of Testing
Container Polyfoil tube (5 g or 10 g) consisting complies
(Visual inspection) of:

printed white tube sleeve,

white tube head,

white tube cap
Filling weight >=10.0g 10.1g
(Weight control)
Colour not more intensely coloured than B9
(Ph. Eur. current Ed., 2.2.2.) reference solution B9
Clarity not more opalescent than reference <= Reference
(Ph. Eur. current Ed., 2.2.1.) suspension |l suspension |
Visible particles practically free from visible particles complies
(Ph. Eur. current Ed., 2.9.20.)
pH-Value 6.8-78 7.3

(Ph. Eur. current Ed., 2.2.3.)

Osmolality
(Ph. Eur. current Ed., 2.2.35.)

225 - 275 mosmol/kg

237 mosmol/kg

Viscosity 4300 - 6900 mPa s 5867 mPas

(Ph. Eur. current Ed., 2.2.10.)

Refractive index 1.336 - 1.340 1.339

(Ph. Eur. current Ed., 2.2.6.)

Identity Cetrimide positive complies

(TLC)

Identity Carbomer positive complies

(Precipitation) i
Assay Cetrimide 0.09-0.11 mg/g 0.10 mg/g

(Titration)
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Test Parameters Specifications Results of Testing
Transmission >=85% 94 %
(UVNVis) (425 nm)
Sterility must comply with the test for sterility complies

(Ph. Eur. current Ed., 2.6.1.)

Analysis date: 05.01.2023

Place of analysis: Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH
Brunsbitteler Damm 165/ 173
13581 Berlin
Germany

The product was tested according to the current procedure and complies with the specifications.
The batch was released.

06.01.2023 % J, 4

Date — Head Quality Control

w* End of Certificate of Analysis *****
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