
CE - Declaration of Conformity €9 BIOTRONIK
opts

No,: 05 01 0123 M 003

We hereby declare that our products

Product: Externat Cardiac Pacemakers and Accessories
Type: see Attachment

Modet: see Attachment

EC- Ctass: Ctass l lb

are in conformance with the representative product and the Technicat Documentation to Annex l l l  of the
Directive ?3l4Z|EEC IMMDI for which the Ec-Type Examination certificate

Certificate No.: G5 05 0Z 10275219
Notif ied Body: TUV Product Service GmbH, Munich
EEC No.: 01 23
Date of lssue: February 03, 2005

has been issued.

To these products our certif ied Quatity Assurance Systern according to Annex V, Section 3 and 4 of the
Directive 93l42lEEc IMMDI is apptied. For this eA-system the certif icate

Certif icate No.: G2 P 01 I0 10275 195
Notified Body TUV Product Service GmbH, Munich
EEC No. : 01 23
Date of lssue: October 26,20A1

These products meet the provisions of the Directive l3l4zlEEC {MMD} which appiy to them.
Any subsequent revisions or renewed versions of the 0A-certificate are appl.icabte to this decl.aration.

has been issued"

BIOTRONlK OmbH & Co.  KG
January 31. 2005

0irector of Regulatory and CLinical Affairsffi
ottsr#

I

Atl righri rusered by 8|0IR0NtK,coMpaNr.
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Patient cable with insutated clamp connectors

Patient cable with insutated aLl,igator connectors

Patient cabte with insu[ated screw clamps

BifocaI patient cable with insulated screw ctamps

Connector cabte betrreen PK-175 and EDP 301A,-S

Productr

Mode[:

Product:

Type

Product:

Type

9V Battery

Product:

TYPe

Harness

BIOTR0N|K OmbH & Co. KG
January 31. 2005

External. Cardiac Facemaker

EOP 2OlA
EDP 3O/A
EDP 3O/5

Patient Cabte for Externat Cardiac Pacemakers

Battery

Harness

Model

PK-81

PK-82

PK-83

PK-1 75

vK-?9/0,5m

Model

BAT.l

Modet

EDP-A

Director of Regulatory and Ctinical.  Affairs
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ES-Prohl iSenfoshod6

C.: 05 01 0123 M 003

Timto prohtaiujeme, ie naie uirobky

BIOTRONIK

Tiida E5: Trida llb

jsou v souladu s reprezentativnim qirobkem a technickou dokumentacf podte Piitohy lll Smdr:nice
93l4Z|EHS (itt/rD), pro kter6 byt vydin E5 certifik6t o piezkouieni typu

G5 05 02 10775219

fnora 2005

Na tyto vfrobky je uptatiovdn nii certifikovanli'syst6m zajiSfov6ni jakosti v souladu s Piitohou V,
it6nek 3 a 4 Sm6rnice 93l4Z|EHS (ld/vlD)" Pro tento syst6m zajiit'ov6ni jakosti byt vyddn certifikit

Certifikdt i.: G2 P 01 10 10275 195

Tyto lrlrobky sptftuji pfistu5n6 ustanovenf Smdrnice 93/42|EHS (rr,titD).
Pro toto prohtdieni ptati veiker6 pozddjii revize nebo revidovan6 verze certifikdtu zajiSt'ov6ni
jakosti.

BIOTRONIK GmbH & Co. KG
31. tedna 2005

v.z. DipL.-lng. Votker Schdwel
ieditet pro regutativni a ktinick6 z6tefitosti

Vgechna pniva vytrrazena SPoLEdNosrl BtoTRoNtK.
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Vfrobek:

lrtodel:

Externi kardiostimulitor

EDP 2OlA
EDP 3O/A
EDP 3OIS

Elektroda pro externi kardiostimul6tory

Pacientsh/ kabet s izolovanyrni svorkoulmi konektory

Pacientskf kabet s lzotovanlmi krokoworkami

Paclentskf kabel s izolovanfmi Sroubwfmi svorkami

Bifok6tni pacientskf kabet s izolovanfmi Sroubou.imi svorkami

Propojwaci kabet mezi PK-175 a EDP 30/A,-s

Vfrobek:

Typ

Vfrobek:

Tvp

9V baterie

Vfrobek: Fixafni pasky

Typ

Fixatni pisky

BIOTRONIK GmbH &, Co. KG
31. tedna 2005

v.z. Dipl.-lng. Votker SchiiweL
ieditet pro regutativni a ktinick6 zSteiitorti

Model

PK.81

PK.82

PK-83

PK-175

vK-99/0,5m

/l,lodel

BAT-1

ldodel

EDP.A



TLUMOCNICKA DOLOiKA

Jako tlumodnik n6meckeho a anglickdho jazyka jmenovanf rozhodnutim krajskdho soudu {d.j.
$pr 1518-93) stvzuji, ie pieklad souhlasi s textem pfipojen6listiny.

V piekladu jsem provedl ndsledujici opravy:

Tlumodnickf tikon je zapodn pod poiador{m listen ..&..deniku.

Odm6nu ridtujiza...#... stran podte potoZlcy tigo {!'(/I.ddsil<ou

Ndhradu hotovfch vfloh riitujidte dokladu iisto ,,...f ddsilou ...*,.,

Tlumoinik:

lng. PavelSkfivrinek

^r(


