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Statement on Viral Safety

Capsugel® empty hard gelatin capsule products

Related to viral safety of the gelatin raw material used for the manufacturing of empty hard gelatin capsules,
the following information applies:

For what concerns gelatin of bovine origin, and related to transmissible spongiform encephalopathies (TSE),
the manufacturing of the material complies with the requirements of TSE safety as stated in the "Note for
Guidance on Minimising the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and
Veterinary Medicinal Products (EMEA/410/01 Rev. 3)" and the current version of the monograph 5.2.8
"Minimising the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and Veterinary
Medicinal Products” of the European Pharmacopoeia.

Certificates of Suitability (CEP) issued by the European Directorate for the Quality of Medicines (EDQM) have
been granted to each supplier of bovine origin, as proof of compliance.

For what concerns gelatin of bovine and porcine origin, and related to conventional viral diseases possibly
linked to these species, based on current information from gelatin suppliers, a risk assessment takes into
consideration the following aspects:

e Origin of the raw material and history of the source animals: We confirm that the raw materials for
bovine and porcine gelatin production are derived exclusively from animals recognized safe for
human consumption following ante and post mortem inspections by official veterinarians.

e Manufacturing process of gelatin and its capacity to remove and/or inactivate viruses: We confirm
that the different steps of bovine and porcine gelatin production process applied by our suppliers
contribute to the viral safety of gelatin and are known to inactivate the viruses according to the OIE
criteria (relevant temperature/pH/time inactivation parameters provided by the World Organization
for Animal Health). The gelatin manufacturing process is also in compliance with Health Canada’s
Revised Policy Regarding Gelatin in Natural Health Products.

The information contained herein corresponds to Lonza’s knowledge on the subject at the date of publication and is, to the best of our knowledge,
accurate. However, Lonza refuses any liability for the application and use of further processed material containing our products. According to the relevant
regulations, the manufacturer of the final product is solely responsible for the use and commercialization of the Lonza product and the information
contained herein.

For further information, please contact your Lonza Capsugel account representative.
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