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CERTIFICATE OF GDP COMPLIANCE

We certify herewith

that the company APR Applied Pharma Research SA, Via Corti 5, 6828 Balerna,
Switzerland, has been duly authorized to distribute medicinal products and active pharma-
ceutical ingredients;

that the company is keeping the required level for Good Distribution Practices for medicinal

products and active pharmaceutical ingredients (GDP) according to the Swiss regulations in
force. These regulations are in accordance with the requirements of the Guidelines on Good
Distribution Practice of Medicinal Products for Human Use (2013/C 343/01) of the European
Commission as well as with the European GMP Part Il (Basic Requirements for Active Sub-
stances used as Starting Materials);

that the company is subject to official periodic inspections; the last regular inspection has
been performed on April 6, 2017;

that the requirements regarding wholesale of medicinal products and active pharmaceutical
ingredients for export are identical to those applicable to medicinal products and active phar-
maceutical ingredients sold in Switzerland.

that the finished medicinal products put on the market in Switzerland by the company are
subject to appraisal and authorisation by our agency.

Berne, February 1, 2018
No. 18-0207
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