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March 17, 2015

BSE / TSE statement for raw materials used during the production of the Interferon
beta-1a drug substance and Interferon beta-1a nebuliser solution drug product

To whom it may concern:

This is to certify that all raw materials (including materials used for establishment of the cell
bank and excipients) except the working cell bank used during the production process of
Interferon beta-1a drug substance and Interferon beta-1a nebuliser solution drug product at
Rentschler Biotechnologie GmbH are of non-animal source. Thus, for these materials the
“Note for guidance on minimising the risk of transmitting animal spongiform encephalopathy
agents via human and veterinary medicinal products” (EMA/410/01) is not applicable.

This statement was prepared based on supplier certificates.
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