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We

34212 Melsungen

Germany

erkldren in eigener Verantwortung,
dass das/die Produkt/e

Zitronensdure 50%

Desinfektionsmittel fiir Dialysegerate
(Artikelnummern siehe Anlage )

mit den Anforderungen der folgenden Richtlinie
tibereinstimmt/iibereinstimmen:

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

Konformitatsbewertungsverfahren:
nach Anhang Il Absatz 3
der oben genannten Richtlinie

Klassifizierung
gemaB Anhang IX der oben genannten Richtlinie:
Klasse Ilb Regel 15

EG-Zertifikat Nr.
G1 066097 0061 Rev. 01

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

Datum der ersten CE-Kennzeichnung:
1998-09

Doc #: 61/04-RA-sz
Doc Rev #: 10.0
Rev date: 2019-05-13

Giiltigkeit dieser Erkldrung:
von 2019-05-18
bis 2024-05-17

—_—

Radeberg, 20/9-0S~"

r
]

Whaly 4 “ N
Anton Deisser Ay
Head of CoE Fluids, Concentrates and Disposables

hereby declare in our own responsibility
that the product/s

Citric Acid 50%

Disinfectants for Dialysis Machines
(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 IX of the Directive named above:
Class Ilb, Rule 15

EC Certificate No.
(G1 066097 0061 Rev. 01

Notified body:
TOV SUD Product Service GmbH
RidlerstraBe 65, 80339 Munich, Germany
|dentification number 0123

Date of first CE-marking:
1998-09

Doc #: 61/04-RA-sz
Doc Rev #:10.0
Rev date: 2019-05-13

Validity of this declaration:
from 2019-05-18
until 2024-05-17

2019-05 (3

lars I%\

Dr. Giuliana Gavioli
Head of Division RA

Mirandola,




B ‘ BRAUN &Zﬁ:ﬁ;eﬁon of Conformity e

B. Braun Avitum
{ B. Braun Avitum Italy S.p.A.}

Anlage | [ Attachment |

Art.-Nr. /[ Artikelbezeichnung /

Art. No. Article description
899 Citric Acid 50% 6l
307 Citric Acid 50% 101
04 Citric Acid 50% 6|
903 Citric Acid 50% 101

Radeberg, 7)./ J ",'C\g -4

i

Anton Deisser L
Head of CoE Fluids, Concentrates and Disposables

SOP-MBC574
Version: A
Page: 2 of 2
Klasse [ Regel /
Class Rule
Ilb 15
b 15
Ilb 15
Ilb 15
. 20Q-05-13
Mirandola,
\ ~ ;
WSS\

Dr. Gitdiana Gavioli
Head of Division RA

Doc #: 61/04-RA-sz - Rev 10.0




Traducere din limba engleza

B. BRAUN Declaratie de Conformitate B.Braun Avitum {B. Braun Avitum
(Formular) ltaly S.p.A.}
ID formular: SOP-MBC574
Versiune: A
Pagina: 1 din 2
Noi,

B. Braun Avitum AG
Schwarzenberger Weg nr. 73-79
34212 Melsungen
Germania
declaram pe propria raspundere cd produsul/ produsele
Acid citric 50%
Dezinfectant pentru aparate de dializd
(numar articol, vezi anexa )
este/ sunt in conformitate cu urmdtoarea directiva:
Directiva 93/ 42/ CEE a Consiliului din 14 iunie 1993 privind produsele medicale.
Procedura de evaluare a conformitatii:
conform Anexei Il paragraf 3 din Directiva mentionata mai sus.
Clasificare
conform anexei IX din Directiva mentionatd mai sus
Clasa llb Regula 15
Certificat CE nr.
G1 066097 0061 Rev. 01
Institutie notificata:
TUV SUD Product Service GmbH
Strada Ridler nr. 65, 80339 Mlnchen, Germania
Numar de identificare 0123
Data primei marcari CE:
1998-09
Doc#: 61/ 04-RA-sz
Rev. doc.#: 10.0
Datarev.: 13.05.2019
Valabilitatea acestei declaratii:
din 18.05.2019
pandin 17.05.2024

Radeberg, 15.05.2019 Mirandola, 13.05.2019
Semnatura indescifrabila Semnaturd indescifrabila
Anton Deisser Dr. Giuliana Gavioli

Director CoE Fluide, Concentrate si Consumabile Director Divizia RA



Traducere din limba engleza

B. BRAUN

Nr. art.
899
307
904
903

Radeberg, 15.05.2019
Semnatura indescifrabila
Anton Deisser

Declaratie de Conformitate

(Formular)

Descriere articol
Acid citric 50%
Acid citric 50%
Acid citric 50%
Acid citric 50%

Director CoE Fluide, Concentrate si Consumabile

Anexa |

61
101
61
101

Clasa
b
b
b
b

B.Braun Avitum {B. Braun Avitum
Italy S.p.A.}

ID formular: SOP-MBC574
Versiune: A

Pagina: 2 din 2

Reguld
15
15
15
15

Mirandola, 13.05.2019
Semnatura indescifrabila
Dr. Giuliana Gavioli
Director Divizia RA

Doc#: 61/ 04 —RA —sz—Rev 10.0

Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile
ENGLEZA, FRANCEZA si ITALIANA 1in temeiul autorizatiei nr. 17602, eliberati de

Ministerul Justitiei din Romania, certific exactitatea traducerii efectuate din limba ENGLEZA

in limba ROMANA, ci textul prezentat spre traducere a fost tradus in Intregime, fara omisiuni,

si cd, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Pitru (17602)

7

inibternl Justitiel
2D erpret autorlzaat
=i 4 ceza, Italian

b Em,\ueoz
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