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Wir | We
B. Braun Avitum AG
Schwarzenberger Weg 73-79

34212 Melsungen

Germany

erkldren in eigener Verantwortung,
dass dasfdie Produkt/e

Natriumhydrogencarbonat Kartusche
fiir die Himodialyse

(Artikelnummern siehe Anlage 1)

mit den Anforderungen der folgenden Richtlinie
libereinstimmt/iibereinstimmen:

Richtlinie 93/42/EWG des B

Digitally sigmed| 1 .. ()
il ) aondlaed Medizigrariedd
Reason: MoldSign Signature | AN
Location: Modgpfgrmititsbewertungsve

nach Anhang Il Absatz 3
der aben genannten Richtlinie

en:

Klassifizierung
gemadB Anhang IX der oben genannten Richtlinie:
Klasse Ilb, Regel 3

EG-Zertifikat Nr.
G117 11 66097 086

Benannte Stelle:
TUV SUD Product Service GmbH
RidlerstraBe 65, 80339 Miinchen, Deutschland
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
1998-09

Doc #: 72/04-RA-sz
Doc Rev #:22.0
Rev date: 2018-01-22

Giiltigkeit dieser Erkldrung:
von 2018-02-17
1 bis 2023-02-16

p

} 2.0z, 201

Anton Deisser U |,
Head of CoE Fluids, Concentrates and Disposables

hereby declare in our own responsibility
that the product/s

Sodium Hydrogen Carbonate Cartridge

for haemodialysis
(article numbers see attachment [)

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 |l clause 3
of the Directive named above

Classification
according to annex |X of the Directive named above:
Class Ilb, Rule 3

EC Certificate No.
G117 11 66097 086

Notified body:
TUV SUD Product Service GmbH
RidlerstraBBe 65, 80339 Munich, Germany
Identification number 0123

Date of first CE-marking:
1998-09

Doc #: 72/04-RA-sz
Doc Rev #:22.0
Rev date: 2018-01-22

Validity of this declaration:
from 2018-02-17
until 2023-02-16

Mirandola,

LBLM i\h\@

Dr. Giuliana Gavioli
Head of Division RA
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B/ BRAUN

Art.-Nr. /
Art. No.
486
492
494
496
518
519
520
804
815
816
817
820
821
836
837

Radeberg,

Declaration of Conformity

(Form)

B. Braun Avitum

{ B. Braun Avitum Italy S.p.A.}
Form-ID

SOP-MBC574

Version: A

Page:

Anlage | / Attachment |

Artikelbezeichnung /

Article description
Sol-Cart B® 760 ¢

Sol-Cart B® 650 g
Sol-Cart B® 760 g
Sol-Cart B® 650 g
Sol-Cart B® 650 g
Sol-Cart B® 760 g
Sol-Cart B® 650 g

Sol-Cart B® 1100 g
Sol-Cart B® 1100 g

Sol-Cart B® 650 g
Sol-Cart B® 760 g

Sol-Cart B® 1100 g

Sol-Cart B® 760 g
Sol-Cart B® 650 g
Sol-Cart B® 760 g

AN

Anton Deisser
Head of CoE Fluids, Concentrates and Disposables

2, 0A4. 704

Klasse /
Class
IIb

b

b

Ilb

Ilb

Ilb

llb

llb

Ilb

llb

lIb

[lb

IIb

IIb

IIb

Mirandola,

|

2 of 2

Regel /
Rule
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Dr. Giuliana Gavioli

Head of Division RA
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Best Trados

biron deTraduncers
Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office @besttrados.ro
Tel.: +40 722 555 883
Traducere din limba engleza

B BRAUN
Declaratie de Conformitate
(FORMULAR)
B. Braun Avitum
{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574
Versiune: A
Subscrisa

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Germania
Declaram prin prezenta pe propria raspundere ca produsul/ele
Cartus de carbonat de sodiu pentru hemodializa
(numerele articolelor se gasesc in anexa I)
este/sunt in conformitate cu urmatoarea directiva
Directiva Consiliului 93/42/CEE din 14 iunie 1993 cu privire la Dispozitivele medicale

Procedura de Evaluare a Conformitatii
conform anexei Il clauza 3
a Directivei de mai sus

Clasificare
conform anexei IX la Directiva amintitd mai sus,
Clasa IIb, Regula 3

Nr. certificat CE
G117 11 66097 086

Agentie Notificata
TUV SUD Product Service GmbH
Ridlerstrasse 65
80339 Munchen
Germania
Numar identificare 0123

Data primului marcaj CE
09-1998
Doc #: 72/04-RA-sz
Revizuire doc #: 22.0
Data revizuirii: 22.01.2018

Valabilitatea acestei declaratii:
dela 17.02.2018
pana la 16.02.2023
Radeberg, 24.01.2018
Anton Deisser
Director Fluide, concentrate si instrumente de unica folosinta CoE
-semnatura indescifrabila-
Mirandola, 22.01.2018
Dr. Giuliana Gavioli
Director Divizie RA
-semnatura indescifrabila-



B BRAUN

Declaratie de Conformitate

(FORMULAR)

Anexa I

B. Braun Avitum

{B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574

Versiune: A

Nr. art. Descriere articol Clasa Regula

486 Sol-Cart B® 760 g llb 3
492 Sol-Cart B® 650 g llb 3
494 Sol-Cart B® 760 g llb 3
496 Sol-Cart B® 650 g llb 3
518 Sol-Cart B® 650 g lib 3
519 sol-Cart B® 760 g Ib 3
520 Sol-Cart B® 650 g lib 3
804 Sol-Cart B® 1100 g Ilb 3
815 Sol-Cart B2 1100 g Iib 3
816 Sol-Cart B® 650 g IIb 3
817 Sol-Cart B® 760 g Iib 3
820 Sol-Cart B® 1100 g b 3
821 Sol-Cart B® 760 g Ilb 3
836 Sol-Cart B® 660 g b 3
837 Sol-Cart B® 760 g b 3

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA, FRANCEZA si
ITALIANA 1in temeiul autorizatiei nr. 17602, eliberatid de Ministerul Justitiei din Romania, certific exactitatea
traducerii efectuate din limba ENGLEZA in limba ROMANA, c textul prezentat spre traducere a fost tradus in
Intregime, fard omisiuni, si ca, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.

Traducator §i interpret autorizat,

Valerica Patru (17602)

TMinipternl Justitiel
v "ﬂ'»’ APETRU
59 ) erpret autorizat
o cgzh, italiana
hiblripbkia nr17602
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