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ZERTIFIKAT © CERTIFICATE

EC Certificate

Full Quality Assurance System

" Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

(Devices in Class lla, lib or Ill)
No. G114 12 66097 065

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

Facility(ies): B. Braun Avitum AG

Schwarzenberger Weg 73 - 79, 34212 Melsungen, GERMANY

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

B. Braun Medical Kft Production Division
Deéli-Kolhatar ut 2-4, 3200 Gydngyos, HUNGARY

B. BRAUN Vietnam Co., Ltd.
Thanh Oai Industrial Complex, Thanh Oai District, 156800 Hanoi,

VIETNAM
Product Kit for Dialysis and Haemo(dia)filtration
Category(ies): {extracorporeal circuit and dialyser)

Lines for Dialysis and Hemo{dia)filtration

The Certification Body of TOV 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 Il. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of ciass ll| devices an additional Annex Il (4) certificate is
mandatory. See also notes overieaf.

Report No.: 713053585
Valid from: 2015-06-23
Valid until: 2020-06-22

&-&

Hans-Heiner Junker

Date, 2014-12-18

TOV SOD Product Service GmbH is Notified Body with identification no. 0123
Page 10of1

TOV SOD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Minchen - Germany




Traducere din limba englezi
CERTIFICAT CE

SISTEMUL COMPLET DE ASIGURARE A CALITATII

(Directiva 93/42/CEE privind Dispozitivele medicale), Anexa Il excluzind (4)

(Dispozitive in clasa ITa, ITb sau IT)

Sigla TUV

B. Braun Avitum AG
Schwarzenberger Weg 73 — 79
34212 Melsungen
GERMANIA

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

B. Braun Avitum Italy S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALIA

B. Braun Medical Kft Production Division
Deli-Kulhater ut2-4, 3200 Gyongyos, UNGARIA

B. BRAUN Viemam Co, Ltd.
Complexul industrial Thanh Oai, districtul Thanh Oai, 156800 Hanoi,
VIETNAM

Categorie (ii) Produse: Kit pentru dializ 5i hemo(dia)filtrare (circuit extracorporal si dializor)
Linii pentru dializii i hemo(dia)filtrare

¢ CEPTUOWUNKAT ¢ CERTIFICADO & CERTIFICAT

Organismul de certificare al TUV Product Service GmbH declara ca producitorul mai sus mentionat a
implementat un sistem de asigurare a calitifii pentru productie in conformitate cu Anexa II din Directiva
privind Dispozitivele medicale. Acest sistem de asigurare a calitifii este in conformitate cu cerintele prezentei
directive si este supus unei supravegheri periodice. Pentru punerea pe piaji a dispozitivelor din clasa ITI, este
obligatoriu un certificat suplimentar Anexa II (4). A se vedea, de asemenea, notele de pe verso.

Raport nr. 713053585

Valabil de la: 23.06.2015

Valabil péini la: 22.06.2020

Data, 18.12.2014
/semnitur3 indescifrabild/
Hans-Heiner Junker
Sigla TUV

TUV Product Service GmbH este un Organism Certificat cu numdr de identificare 0123.
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Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA, FRANCEZA si

ITALIANA n temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justifiei din Roménia, certific exactitatea

traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul prezentat spre traducere a fost tradus in
intregime, fir# omisiuni, §i ¢, prin traducere, inscrisului nu i-au fost denaturate continutul §i sensul.

Traducitor i interpret autorizat,

Valerica Pétru (17602)
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