Product Service

Confirmation Statement related to the EU Certificate (MDR)

List of Sites involved in the Product Realisation Processes

No. GRS 037258 0055 Rev. 01

Manufacturer: Fresenius Kabi AG
Else-Kroner-Str. 1
61352 Bad Homburg
GERMANY

This List of Sites is only G12 037258 0042 Rev. 01

valid in combination with the

following EU Certificate (MDR):

The following pages list all sites under the manufacturer’s quality system where product
realisation processes are conducted for those devices covered by the aforementioned
EU Certificate pursuant to the Regulation (EU) 2017/745 (MDR) on medical devices.
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Confirmation Statement related to the EU Certificate (MDR)

List of Sites involved in the Product Realisation Processes

No. GRS 037258 0055 Rev. 01

Sites:
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Fresenius Kabi AG
Else-Kroner-Str. 1, 61352 Bad Homburg, GERMANY

Fenwal France SAS
Etaille, 36-400 La Chatre, FRANCE

Fenwal, Inc.
Three Corporate Drive, Lake Zurich IL 60047, USA

Fresenius HemoCare Italia S.r.l.
Via San Pietro 1, 41037 Mirandola, ITALY

Fresenius HemoCare Brasil Ltda.
Rua Roque Gonzales, 128, Itapecerica da Serra / SP, BRAZIL

Fresenius Kabi Horatev CZ s.r.o.
Horatev 104, 289 13 Horatev, CZECH REPUBLIC

Fresenius Kabi (Guangzhou) Co., Ltd.
No. 43 Baoying Street, Free Trade Zone, 510730 Guangzhou,
PEOPLE'S REPUBLIC OF CHINA

TUV SUD Product Service GmbH « Ridlerstralie 65 * 80339 Munich « Germany
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