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Wir We
B. Braun Melsungen AG
Carl-Braun-Strafle 1
34212 Melsungen
Deutschland/Germany
erkldren in eigener Verantwortung, hereby declare in our own responsibility
dass das/die Produkt/e that the product/s
Vasofix® Safety Vasofix® Safety
Venenverweilkantilen . V. cannulae
(Artikelnummern siehe Anlage 1) (article numbers see attachment [)
mit den Anforderungen der folgenden Richtlinie is/are in compliance with the following directive

libereinstimmt/uiibereinstimmen

Richtlinie 93/42/EWG des Rates vom 14. Juni 1993
tiber Medizinprodukte
gedndert durch Richtlinie 2007/47/EG

Konformititsbewertungsverfahren
nach Anhang II (ausgenommen Abschnitt 4)
der oben genannten Richtlinie

Klassifizierung
gemdl Anhang IX der
oben genannten Richtlinie
Klasse Ila

Benannte Stelle
TUV SUD Product Service GmbH
RidlerstraBBe 65
80339 Miinchen
Deutschland
Kennnummer 0123

Datum der ersten CE-Kennzeichnung
1994-12
Giiltig bis
2022-08-11

Digitally signed by Dicusar Vladimir
Date: 2020.06.26 11:56:48 EEST
Reason: MoldSign Signature
Location: Moldova

Council Directive 93/42/EEC of 14" June 1993

concerning Medical Devices
amended by Directive 2007/47/EC

Conformity Assessment Procedure
according to annex II (excluding section 4)
of the Council Directive named above

Classification
according to annex IX of the
Council Directive named above
Class Ila

Notified Body
TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Miinchen
Germany
Identification number 0123

Date of first CE-marking
1994-12

Valid until
2022-08-11,
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Melsungen, 2017-08-11

B. Braun Melsungen AG

i, V. - x@/w

Thomas Stefan Brand
Vice President Quality Management for non-active Medical
Devices

Melsungen, 2017-08-11
B. Brayn Melsungen A%G

LV, ({C,. cé//

Dr. Stefan Seidel
Head of Regulatory Affairs CoE IV-Systems
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Anlage I / Attachment I
Art.-Nr. / Art. No. Produktname / Product name Klasse / Class

42680918 Vasofix® Safety Ila
4268091S-01 Vasofix® Safety Ila
4268091S-03 Vasofix® Safety [la
4268113S-01 Vasofix® Safety Ila
4268113S-03 Vasofix® Safety Ila
42681308 Vasofix® Safety [la
4268130S-01 Vasofix® Safety Ila
4268130S-03 Vasofix® Safety Ila
4268156S-01 Vasofix® Safety Ila
42681565-03 Vasofix® Safety lla
42681728 Vasofix® Safety Ila
42681725-01 Vasofix® Safety Ila
4268172S-03 Vasofix® Safety Ila
42682108 Vasofix® Safety Ila
4268210S-01 Vasofix® Safety Ila
4268210S-03 Vasofix® Safety Ila
42683348 Vasofix® Safety Ila
4268334S-01 Vasofix® Safety Ila
42683345-03 Vasofix® Safety ITa
4269071S-01 Vasofix® Safety Ila
42690715-03 Vasofix® Safety Ila
4269071S-20 Vasofix® Safety ITa
4269098S-01 Vasofix® Safety Ila
4269098S-03 Vasofix® Safety Ila
4269098S-20 Vasofix® Safety Ila

42691108

4269110S-01
4269110S-03
4269110S-20
42691368

4269136S-01
42691365-03
42691365-20
42691528

42691525-01
42691525-03
4269152S-20

Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety

Ila
Ila
Ila
Ila
Ila
Ila
ITa
ITa
Ila
Ila
Ila
Ila
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Art.-Nr. / Art. No.

Produktname / Product name

Klasse [/ Class

4269179S

4269179S-01
4269179S-03
4269179S-20
4269217S-01
4269217S-03

Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety
Vasofix® Safety

I1a
Ila
[1a
I1a
Ila
Ila

4269217S-20 Vasofix® Safety lla
426922585 Vasofix® Safety Ila
4269225S5-01 Vasofix® Safety Ia
4269225S-03 Vasofix® Safety Ila
42692255-20 Vasofix® Safety Ila
42693308 Vasofix® Safety Ila
4269330S5-01 Vasofix® Safety [la
4269330S-03 Vasofix® Safety Ila
4269330S-20 Vasofix® Safety Ila
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