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Original Message processed by DavidInfoCenter

Subject: RE: wiritten readability test success criteria (27-Nov-2014 9:56)
From: Andrzej Czes!awski <andrzej.czeslawski@urpl.gov.pl>
To: info@paint-consult.com (and 1 other)

Dear Dr. Jorg Fuchs,

The Polish Ministry of Health Regulation of 26.04.2010, on the subject of leaflet readability testing is based on
GUIDELINE ON THE READABILITY OF THE LABELLING AND PACKAGE LEAFLET OF MEDICINAL

PRODUCTS FOR HUMAN USE. ...

We confirm that we will accept the 80% success rate for written readability tests.

Kind regards,
Andrzej Czeslawski
Deputy Director of the Department for Medicinal Products Registration

Head of Unit for Registration of Medicinal Products in European Procedures
0048 22 49 21 371
andrzej.czeslawski@urpl.gov.pl
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The Office for Registration of Medicinal Products,
Medical Devices and Biocidal Products

Al. Jerozolimskie 181C

02-222 Warszawa

www.urpl.gov.pl
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