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sy
we FRESENIUS

v  MEDICAL CARE

EC DECLARATION OF CONFORMITY

No. 09/01/02/PL-001

Fresenius Medical Care AG & Co. KGaA

(Manufacturer)

61346 Bad Homburg - Germany

(Address)

declares that the product

Puristeril 340 5 kg
Code F00006606

meets the applicable provisions of the MDD 93/42/EEC Annex Il excluding (4).

FOR REGULATORY
PURPOSES ONLY!

Product group: Disinfectants for cold disinfection of
HD machines

Risk class: lla
(according to annex IX MDD 93/42/EEC)

Notified body: TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Miinchen - Germany

Notified body no.: 0123
Bad Homburg, 2015-08-06 QS Ale
Place and date i. V. Dr. Susanne Wiehle

Manager Medical Device Regulatory Affairs & Quality Management

é‘éc//&\“k@vwv\.

i. A. Dorothea Hoffmanin
Associate Medical Device Regulatory
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