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B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Germany

erkldren in eigener Verantwortung.
dass das/die Produkt/e
Kit fiir Dialyse und Haemo(dia)filtration
(Artikelnummern siehe Anlage )

mit den Anforderungen der folgenden Richtlinie
{ibereinstimmt/iibereinstimmen:

Richtlinie 93/42/EWG des Rates vom
14. Juni 1993 iiber Medizinprodukte

Konformitatsbewertungsverfahren:
nach Anhang |l mit Ausnahme der nummer (4)
der oben genannten Richtlinie
Klassifizierung

gemaB Anhang IX der oben genannten Richtlinie:

Klasse Ilb, Regel 3
EG-Zertifikat Nr.
G1 066097 0096 Rev. 02

Konformitdtsbewertungsverfahren:
nach Anhang V und Anhang VI
der oben genannten Richtlinie

Klassifizierung

gemafl Anhang IX der oben genannten Richtlinie:

Klasse | Sterile, Regel 1
EG-Zertifikat Nr.
G2S 17 08 66097 082
Benannte Stelle:
T0V SUD Product Service GmbH
RidlerstraBBe 65, 80339 Miinchen, Deutschland
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
2015-01

Doc #: 02/15-RA-fo
Doc Rev #: 11.0
Rev date: 2020-03-04

Giiltigkeit dieser Erkldrung:

von 2020-03-09
bis 2023-01-09

Radeberg, 7| ..QL {( ’3/(’ 1
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e LA
Anton Deisser

Head of CoE Fluids, Concentrates and Disposables

hereby declare in our own responsibility
that the product/s
Kit for Dialysis and Haemo{dia)filtration
{article numbers see attachment 1)

isfare in compliance with the following directive:

Council Directive 93/42/EEC of 14 June 1993
concerning medical devices

Conformity assessment procedure:
according to annex Il excluding (4)
of the Directive named above
Classification
according to annex IX of the Directive named above;
Class llb, Rufe 3
EC Certificate No.
G1 066097 0096 Rev, 02

Conformity assessment procedure:
according to Annex V and Annex VIi
of the Directive named above
Classification
according to annex IX of the Directive named above:
Class I Sterile, Rule 1
EC Certificate No.

(25 17 08 66097 082
Notified body:

TOV SUD Product Service GmbH
RidlerstraBe 65, 80339 Munich, Germany
Identification number 0123

Date of first CE-marking:
2015-01

Doc #: 02/15-RA-fo
Doc Rev #: 11.0
Rev date: 2020-03-04
Validity of this declaration:

from 2020-03-09
until 2023-01-09

Mirandola, ¢

i
L4

Dr. Giuliana Gavioli
Head of Division RA

Doc #:02/15-RA-fo - Rev 1.0



Art. No.

7211136
7211137
7211181
7211265
7211427
7211432
7211287
7211288
7211367
7211368
7211369
7211370
7211371
7211372
7211373
7211422
7211423
7211428
7211429
7211425
7211426
7211376
7211377

7211065

Declaration of Conformity

(Form)

_ B. Braun Avitum
- { B. Braun Avitum ltaly S.p.A.}

Form-1D

Version:

Page

Anlage | / Attachment |

Descrlptlon
OMNIset Including 0.8 sgm Hemofilter

'OMNIset Including 1.2 sqm Hemoﬁlter
OMleet Including 1.6 sqm Hemo’r'lter

OMNIset Plus Includmg 1.6 sqm Hemofilter
Q_Mleet® Plus

OMNIset® ECCO,R
" OMNIset PRO lncludmg 1 3 sqm Hemofilter

-OMleet PRO Including 1.6 sqm Hemofilter

,OMNIset® L 1.6 m?
'OMNIset® 0.8 m?
OMNIset® 1.2 m?
.OMNIset® 1.6 m’
OMNIset® Pro 0.8 m?
OMNIset® Pro 1 2 m?
0MNIset® Pro 1.6 m?

OMNIset® 1.3 m?

_OMNIset® 1.6 m’

OMNIset® 1.3 m?.

‘OMNiset® 1_._E_5_Ln
OMNIset® Pro 1 3 m?
'OMN|set® Pro 1 6 m’
‘OMNIset® Pro 1. 3m’
'OMNIset® Pro 1.6 m’

.OMNIibag 7000 mL Effluent bag

Radeberg, 7(_,‘ )(, [ (. 5/ ( (3
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A

Anton Deisser
Head of CoE Fluids, Concentrates and Disposables |

Mirandola,

Dr. Giuliana Gavioli
Head of Division RA
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‘A’iﬁ" ‘ﬁ’ﬁrﬁ’ Benannt durch/Designated by
* Y¢  Zentraistelle der Lander
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TR AR ZLG-B5-244.10.08

www,zig.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or 11I)

No. G1 066097 0096 Rev. 02

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

Product Categ ory(ies): c::;‘i)\&et:::t ':::-t:t::tive medical devices for extracorporeal

- Active medical devices for extracorporeal blood treatment:
hemodialysis, acute dialysis, plasmapheresis.
Reverse osmosis Systems, central concentrate supply

Systems, ring piping and hot disinfection Systems for dialysis;

- Kit for Dialysis and Haemo(dia)filtration (extracorporeal

Circuit and dialyser); Lines for Dialysis and Haemo(dia)filtration;

- Kit for Plasma Treatment (Extracorporeal Circuit and Plasma

filter); Lines for Plasma Treatment;

-Dialyzers, hemofilters, hemodiafilters, dialysis fluid filters,

hemofilters for continuous renal replacement therapy;

- Plasma Filter Haemoselect;

- Blood filtration devices; H.E.L.P. SYSTEM kit;

- S.A.F.E. Apheresis Set;

- A.V. Fistula needles

- Catheters and Catheter Sets for Dialysis;

- Disinfectants for Dialysis Machines;

- Sterile and non-sterile hemodialysis concentrates (class lib),

solid dosage form for hemodialysis (class llb) and irrigation

Solutions (class lla)
The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |I.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713168200
Valid from: 2020-02-28
Valid until: 2024-05-26

Date, 2020-02-28 c
'@‘L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH + Certification Body « Ridlerstrae 65 + 80339 Munich « Germany
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