Gambro Kathetertechnik Hechingen
(”GAM BRO. Renal Products Zweigniederlassung der Gambro Dialysatoren gth

EC Declaration of Conformity

(According to Annex Il of the Medical Device Directive 93/42/EEC)

The following products meets the applicable provisions of the Medical Device Directive
93/42/EEC and its relevant transposition into national laws of the member states into which
the medical devices are distributed. These medical devices can bear the CE mark, in
accordance with Article 17.

Product Group: Dialysis Catheter 1-, 2-, 3- lumen
Class: i

UMDNS CODE: 15-022

item Number: GSC-...; GSK-...; V... ; VP... ; VC...;

GDC-...; GDK-... ; WL, [ WEC... ! WER...;
GDHK-... ; VVH... ; VWHC

GTK-...; TWV... ; TWC... ;

GHK-... ;

This declaration covers the actual product from 30.09. 2005 onwards

Notified Body according to Annex Xl of the Directive is:
BSI British Standard Institute

ID-Number: 0086

Hechirjgen, 30.09.2005

Stefan Stemmer Uwe Ruhl
Plant Manager Design & Development Manager
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Versta i§ angly kalbos

GAMBRO® Renal Products Gambro Kathetertechnik Hechingen
[GAMBRO gaminiai inksty gydymui] Gambro Dialysatoren GmbH filialas

EB ATITIKTIES DEKLARACIJA

(pagal Direktyvos dél medicinos prietaisy 93/42/EEB II prieda)

Sie gaminiai atitinka atitinka taikomas Direktyvos dél medicinos prietaisy 93/42/EEB nuostatas
ir jy atitikmenis nacionaliniuose $aliy nariy, kuriose platinami $ie medicinos prietaisai,
istatymuose. Sie medicinos prietaisai gali buti Zenklinami CE Zymeniu pagal 17 straipsni.

Gaminiy grupé Dializés kateteris: 1 spindZio, 2 ir 3 spindZiy
Klase 111

Kodas pagal Universalia medicinos prietaisy  15-022
klasifikavimo sistemg (UMDNS)

Gaminio numeris: GSC-...; GSK-..., V...; VP..; VC...;
GDC-...; GDK-...; VV...; VVC...; VVP...;
GDHK-...; VVH...; VVHC
GTK-...; TVV..; TVVC..;
GHK-...;

Si deklaracija taikoma gaminiams, pagamintiems véliau nei 2005-09-30.
Notifikuotoji istaiga pagal Direktyvos XI prieda:

DidzZiosios Britanijos standarty institutas (BSI),
registracijos Nr. 0086

Hechingen, 2005-09-30

/paraSas/ /paraSas/
Stefan Stemmer, Uwe Ruhl,
gamyklos vadovas konstravimo ir projektavimo

skyriaus vadovas

Gambro Kathetertechnik Hechingen
Linsenaecker 1

72379 Hechingen
Germany/Vokietija

sertifikato Nr. TDJ-001-0025 / 1 redakcija



e

VERTIMU BIURAS "NAUJOJI PARVATE"

AS, vertéja MARINA NALIVAIKIENE

patvirtinu, kad $is tekstas yra teisingas ir ﬁkr&sﬁs dedaf‘ﬁoﬁ) dok

Su LR BK 235 str. supaZindinta.




