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BUREAU FOR
CHEMICAL SUBSTANCES
AND PREPARATIONS

STATEMENT OF GLP COMPLIANCE

Registration number: 1/2010/GLP

Assessment of conformity with GLP according to the
Directive 2004/9/EC of the European Parliament and of
the Council

On the basis of the inspection which was held on 12" and 13" January 2010 in
accordance with criteria specified in the Order of the Inspector for Chemical
Substances and Preparations of 24" November 2003 concerning the rules
on control and verification of compliance with principles of Good Laboratory
Practice, as well as in accordance with Directive 2004/9/EC and the relevant

OECD regulations, the Inspector for Chemical Substances and Preparations
hereby confirms that

ZAKLAD ANALIZY CHEMICZNEJ )
INSTYTUTU BIOTECHNOLOGII I ANTYBIOTYKOW

ul. Staroscinska 5
02-516 Warszawa
Poland

complies with the OECD and the EU principles of Good Laboratory
Practice in the fields of:

analytical phase of pharmacokinetic studies including bioavailability
and bioequivalence studies

The Certificate is valid from: 19" January 2010
to: 19" January 2012
L6dz, date: 5" February 2010

Good Laboratory Practice Inspector for Chemical Substances
Inspector: and Preparations:
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Tomasz Wasiela

Jerzy|Majka



