FRESENIUDS MIEUIVAL VARE DEUVISUVHALAND Umpon

Quality Assurance o St.Wendel Plant

Conformity Declaration

to the Quality Assurance System

Product: Hemoﬂbw HPS - serie_s

(see attachment)

The above-mentioned products were manufactured

in the production site . FRESENIUS MEDICAL CARE
DEUTSCHLAND GmbH
- Werk St.Wende| -
Frankfurter Str. 6-8
D- 66606 St.Wendel

according to the Directive 93/42/EWG of the Council
‘ of June 14, 1993 .
concerning Medical Devices

in the framework of a  * “full Quality Assurance System"
(Annex If)

The “Essential Requirements" are fulfilled.
(Annex 1)

This declaration confirms the compliance with the standards

DIN EN [SO 9001 ' (August 1994)
DIN EN 46001 (December 1993)
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éNIUS MEDICAL CARE DEUTSCHLAND GmbH
% St. Wendel Plant

Assurance

The conformity declarati.on refers to the following list of produéts:

- Hemoflow HPS-serie

_ Article number Description
5007041 Hemoflow F4HPS
5007051 Hemoflow FSHPS
5007061 Hemoflow FEHPS
5007071 Hemoflow F7HPS
5007081 Hemoflow F8HPS
5007081 ) Hemoflow F10HPS

J1Gol, 4]

Date

CAALTMEYER\CONFDECLI\HPSSERIE.DOC



