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CERTIFICATE OF GDP COMPLIANCE

We certify herewith

that the company SchwabePharma AG, Erlistrasse 2, 6403 Küssnacht am Rigi,
Authorisation E~ 512‘770-1 026~7838~7 with its site Schwabe Pharma AG Logistikcenter,
Fänn West 14, 6403 Küssnacht am Rigi, Switzerland, Site No. 1105535 has been duly
authorised to distribute medicinal produets resp. API / intermediates according to the table
be!ow;

thatthe company is keeping the required level for Good IDistribution Practices for Medicinal
Products (GI~P) aceording to the Swiss regulations in force. These regulations are in
aceordance with the requirements of the following documents:

• Guidelines of the European Commission on Good Distribution Practice of Medicinal
Prodücts for Human Use ~2013/C 343/01)

• €omrnission Implementing Regulation (EU) 2021/1 248 on Good Distribution Practice for
Veterinary Medicinal Products

• Guidelines of the Eüropean Commission on Good ~istribution Practice of active
substances for medicinal product~ for human u~e ~r2015/C 95/01)

• Commission Implementing Regulation(EU) 2021/1 280 on Good Distribution Practice fof
active substancesfor veterinary medicin~ pröducts

that the cornpany issubject to official periodic inspections; the Ia~t regular inspection has
been performed on ~X1012.2022 (dd.rnm.yyy~:

No. Operation Scope*

S.2 IMPORT OF MEDICINAL PRODUCTS (WITHOUT LABILE BLOOD PROD‘~C~FS)

S.2.1 Import of non- ready-to-use medicinal products
S.2.1 .1 Medicinal products (intermediates, without immuriological and blood products) HN
S.2.1.4 Active substances HN

S.2.2 Import of ready-to-use medicinal products, including market release
S.2.2.1 Medicinal products (without immunological and blood products) HN

S.4 WHOLESALE DISTRIBUTION OF MEDICINAL PRODUCTS (WITHOUT LABILE
BLOOD PRODUCTS)

S.4.1 Wholesale distribution of non- ready-to-use medicinal products
S.4.1 .1 Medicirial products (intermediates, without immunological and blood products) HN
S.4.1 .4 Active substances HN

S.4.2 Wholesale distribution of ready-to-use medicinal products, including market
release

S.4.2.1 Medicinal products (without immunological and blood products) HN
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No. Operation

S.5 EXPORT OF MEDICINAL PRODUCTS (WITHOUT LABILE BLOOD PRODUCTS)

S.5.1 Export of non- ready-to-use medicinal products

Medicinal products (intermediates, without immunological and blood products)
Active substances

S.5.2 Export c~1? ready-to-use medicinal products
S.5.2.1 Medicinal products (without immunological and blood products)

* Scope of authorisation:
HN Human EIIT~1 veterinary medicinal products, without investigational products
V Veterinary medicinal products only, without investigational products
1 Human investigational medicinal products
— Not specified

Berne, 13.02.2023 (dd.mm.yyyy)
No. GDP-CH-1 004040
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