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BSE/TSE Statement — SNG001 0.048mg/mL Date 27 Sep 2018

Dear Dr. Tear,

In accordance with Directives 2001/83/EC and 2003/63/EC starting materials, packaging materials with
product contact, process materials, media fill components and cleaning detergents, have been examined
to ensure compliance with chapter 5.2.8 “Minimising the risk of transmitting animal spongiform
encephalopathy agents via human and veterinary medicinal product” of Ph. Eur. and “Note for Guidance
on Minimising the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and
Veterinary Medicinal Products” (EMA/410/01/current version).

This declaration refers to the following product manufactured at Vetter Development Services, Chicago:

V-5-0 SNG001 0.048mg/mL 0.65mL VDSC
(Vetter material number 45000791)

All Vetter supplied excipients, primary packaging materials, processing aids and processing materials, and
Vetter detergents, we use in the manufacturing process of this product, are not considered to be of animal
origin or certification is given from our suppliers that the materials are in compliance with the relevant
regulations. The nutrient media used for media fills is of vegetable origin.

If you have any further questions, please feel free to contact us.

Best regards,
Vetter Development Services USA
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Quality Engineer Manager, Quality Assurance
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