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Annex to the EC Certificate No. 5000¢

Valid from 2020-03-03 to 2024-05-26
Revision status of the annex: 1 dated 2020-07-07

Devices/device categories included in the certificate:

Class Il a:

Oxygenators with SOFTLINE Coating:
o QUADROX-i

- Adult / Small Adult, microporous membrane

- Option: with integrated arterial filter
o QUADROX-iD

- Adult, diffusion membrane

- Option: with integrated arterial filter
o QUADROX-i

- Neonatal, microporous membrane

- Option: with integrated arterial filter
o QUADROX-i

- Pediatric, microporous membrane
- Option: with integrat =
Venous Hardshell Cardiotomy Reservoirwith-or'y

o Adult
o Pediatric

o Neonatal
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Annex to the EC Certificate No. 50008

Valid from 2020-03-03 to 2024-05-26
Revision status of the annex: 1 dated 2020-07-07

Devices/device categories included in the certificate:

Class Il b:

Hemoconcentrators

ROTAFLOW Console

ROTAFLOW Drive Unit

CARDIOHELP Base Unit

CARDIOHELP-i

Capacitive Level Sensor CLS with accessory Level Sensor Pad LSP
Flow-Bubble Sensor FBS

Bubble Sensor BS

Temperature Probe

Venous Probe

Heart-Lung Machine HL 20

Pump modules for Heart-Lung Machine HL 20
Heater Unit HU 35
Heater-Cooler Unit HCU 40
Blood Monitoring Unit BMU 40
Tubing Set with Hemoconcentra vith-orwithout SOFTLINE
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Annex to the EC Certificate No. 5000

Valid from 2020-03-03 to 2024-05-26

-
-16

Revision status of the annex: 1 dated 2020-07-07

Devices/device categories included in the certificate:

Class III:

For the placing on the market of class Il devices covered by this certificate an EC design-exar
certificate according to directive 93/42/EEC annex Il (4) is required. bl

o Oxygenators with BIOLINE Coating:
o QUADROX-i

- Adult / Small Adult, microporous membrane

- Option: with integrated arterial filter
o QUADROX-iD

- Adult, diffusion membrane

- Option: with integrated arterial filter
o QUADROX-i

- Neonatal, microporous membrane

- Option: with integrated arterial filte
o QUADROX-i /
- Pediatric, microporous membrane
;:

- Option: with integrated arter
o QUADROX-ID ////‘
- Pediatric, di oh mem ne
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