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Full Quality Assurance System
Directive 93l42lEEC on MedicalDevices (MDD), Annex llexduding (4)
(Devices in Glass lla, llb or lll)

No. Gl 066097 0096 Rev.02

Manufacturer: B, Braun Avitum AG
Schwazenberger tlteg 73-79
34,212 Melsungen
GERMANY

P ro d u ct Cate g o ry (i es ) : ffi::"fftnr:ffi:*" 
medical devicse ror exoacorporoal

- Actfue medical devlcss for extracorporeal blood tseatnent:
hemodialysis, aoub dhlysls, placmaphelcsis.

Reverse oemoois Sys0ams, central conctntlate supdy
Systems, ring piping and hot disinfecdon Systems for dhlysia;
- Kitfor Dialysb and Haerno(dla!filhaton (extracorpoleal
Gircult and dhlyser); Lincfor Dialysis and Haemotdia)filtration;
- Kit for Plasma Treatnent (Exlracorporcal Circuit and Plasma
fflter); Lines for Plasma Truatnent;
{)ialyzerc, hemofilter, hemodiafrlterc, dlalysis fluid filbtr,
hemofilbtl for coniinuots renal ruplacemant therapy;
- Plrma Filbr Haemoaeleet;
- Blood filtralim devics; H.E.LP. SYSIET kE
- S-A"F.E. Aphereis Set;
-A.V. Fictula needlea
-CatheErs and CatlteEr Setsfor Dlalysls;
- DblnftctanE for Diafsis kchlnes;
- Sterile and non ebrile hemodialysls comcntratct (chss llb),
solid docagc form fior hemodialysis (ds lb) md intgntion
Soft{ions {cla:r lh}

The Certification Body of TOV SIJD Product Service GmbH dechles that the afurementioned
manufiacfurer has implemented a quality a$ruranoe sysbm br design, manufacture and final
inspection of tte respective devices / device categories in accordance witt MDD Annax ll.
This quality assuranoe sys-tem conbnns to the requirements of ttis Directive and is subject to
periodknl surveillanoe. For rnarketing of class ll! devices an addilionalAnnex ll (,4) cerfficate is
mandatory. See also notes overleaf.

EC Gertificate

Report No.:

Valid from:
Valid untll:

713168200

20244,2-28
2024-0-5-26

Date, 2020-02-28
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certification Body. RidlerstraRe 65 . 80339 Munich . Germany

Product Service
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Product Service

Confirmation Statement related to the EC Certificate (MDD)
List of Sites involved in the Product Realisation Processes

No. GDS 066097 0103 Rev. 00

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

This List of Sites is only Gl 066097 0096 Rev. 02
valid in combination with the
following EC Certificate (MDD):

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
EC Certificate pursuant to the Directive 93l42lEEC (MDD) concerning medical devices.

Report No.: 713168200

Valid until: 2024-45-26

lssue Date: 202A-02-28
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123
IUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Munich . Germany

H0rtcHEil

PNOOUCI SEFvlCE



Gonfirmation Statement related to the EG
List of Sites involved in the Product Realisation Processes

No. GDS 066097 0103 Rev.00

Product Service

Certificate (MDD)

Sites:

RePrezcrrt;irlr'\.,r'
Compani,:i '\-

BMUN AVlTUtti, $,i,i

tOttO t O t OOOOCSZASO T'.li
t ,/,$,
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fUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Munich . Germany

B. Braun Avitum AG
Schwazenberger Weg 7 3-7 9, 34212 Melsungen, GERMANY

B. Braun Avitum AG, Werk Glandorf
Kattenvenner StraRe 32, 49219 Glandorf, GERMANY

B. Braun Avitum Saxonia GmbH
Juri-Gagarin-Strasse 13, A1454 Radeberg, GERMANY

B. Braun Avitum ltaly S.p.A.
Via )fiV Luglio, 11,41037 Mirandola (MO), ITALY

B. Braun Avitum AG
Am Buschberg 1, 34212 Melsungen, GERMANY

B. Braun Melsungen AG
Carl-Braun-Slr. 1, 34212 Melsungen, GERMANY

Lauer Membran Wassertechnik GmbH
Speichermatt 9, 79599 Wittlingen, GERMANY
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