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Subject: EDOM certificates

We, PB Gelatins, Division of the Tessenderlo Group, herewith confirm that the bovine
limed bone gelatin, lime orNaOH treated hide gelatin and acid treated bone gelatin
produced by PB Gelatins in Nienburg, Germany, by PB Gelatins in Treforest, United
Kingdom and by PB Leiner in santa Fe, Argentina covered by EDQM certificates:

R1-CEP 2000-045 Rev 02 Limed bone gelatin- European origin
RI-GEP 2000-140 Rev 03 Limed hide gelatin - sodium hydroxide hide gelatin
R1-CEP 2001-122 Rev 00 Limed bone gelatin - USA origin
RI-CEP 2002-ll0 Rev 00 Limed bone gelatin - lndian origin
RI-CEP 2002-150 Rev 00 Acid bone gelatin - Indian origin
Rl-cEP 2004-022 Rev 00 Alkaline hide gelatin - Argentina Paraguay and uruguay

meets the criteria described in the Note for Guidance on minimising the risk of
transmitting animal spongiform encephalopathy agents via human and veterinary
medicinal products @MA 4l0l0l rev. 3)
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Dr. Dominique Rolin
BU Regulatory Affairs Manager

Email : dominique.ro iin@tessenderlo. com

PB GELATINS, division of TESSENDERLO CHEMIE NV/SA

Bedrijvenzone 'Centrale', Marius Duch6straat 260, B-1800 Vilvoorde, Belgium
Tel. +32 2255 6221,Fax+32 2 253 96 18
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