ES - Prohlaseni o shodé BIOTRONIK
€.: 0501 0123 M 003

Timto prohlasujeme, Ze nase vyrobky

Vyrobek: Externi kardiostimulatory a piisluSenstvi
Typ: viz Prilcha

Model: viz Pfiloha

Trida ES: Trida Ilb

jsou v souladu s reprezentativnim vyrobkem a technickou dokumentaci podle Prilohy lil Smérnice
93/42/EHS (MMD), pro které byl vydan ES certifikat o prezkouseni typu

Certifikat C.: G5 05 02 10275 219

Notifikovany subjekt: TUVY Product Service GmbH, Mnichov
C. EHS: 0123

Datum vydani: 3. unora 2005

Na tyto vyrobky je uplatriovan nas certifikovany systém zajistovani jakosti v souladu s Pfilohou V,
¢lanek 3 a 4 Smérnice 93/42/EHS (MMD). Pro tento systém zajiStovani jakosti byl vydan certifikat

Certifikat C.: G2 P01 10 10275 195

Notifikovany subjekt: TUV Product Service GmbH, Mnichov
C. EHS: 0123

Datum vydani: 26. rijna 2001

Tyto vyrobky spliuji prislusna ustanoveni Smérnice 93/42/EHS (MMD).
Pro toto prohlaSeni plati veskeré pozdéjsi revize nebo revidované verze certifikdtu zajist'ovani
jakosti.

BIOTRONIK GmbH & Co. KG
31. ledna 2005

v.z. Dipl.-Ing. Volker Schowel
reditel pro regulativni a klinické zaleZitosti

Viechna prava vyhrazena SPOLECNOST( BIOTRONIK.
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Vyrobek: Externi kardiostimulator
Model: EDP 20/A
EDP 30/A
EDP 30/5
Vyrobek: Elektroda pro externi kardiostimulatory
Typ

Pacientsky kabel s izolovanymi svorkovymi konektory
Pacientsky kabel s izolovanymi krokosvorkami

Pacientsky kabel s izolovanymi Sroubovymi svorkami

Bifokalni pacientsky kabel s izolovanymi Sroubovymi svorkami

Propojovaci kabel mezi PK-175 a EDP 30/A,-5

Vyrobek: Baterie
Typ
9V baterie

Vyrobek: Fixacni pasky
Typ

Fixaéni pasky

BIOTRONIK GmbH & Co. KG
31. ledna 2005

v.z. Dipl.-Ing. Volker Schowel
feditet pro regulativni a klinické zaleZitosti

Model

PK-81
PK-82
PK-83
PK-175

VK-99/0,5m

Model
BAT-1

Model

EDP-A



TLUMOCNICKA DOLOZKA

Jako tiumocnik némeckého a anglického jazyka jmenovany rozhodnutim krajského soudu (G,
Spr 1518-93) stvrzuiji, Ze preklad souhlasi s textem pripojené listiny.

V prekladu jsem proved! nésledujici opravy:
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BIOTRONIK
OPIS

CE - Declaration of Conformity

No.: 05010123 M 003
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We hereby declare that our preducts

& Product: External Cardiac Pacemakers and Accessories
Type: see Attachment
Model: see Attachment
EC- Class: Class llb
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are in conformance with the representative product and the Technical Documentation to Annex Il of the
Directive 93/42/EEC [MMD] for which the EC-Type Examination Certificate
Certificate No.: G505 02 10275 219

Notified Body: TUV Produyct Service GmbH, Munich
EEC No.: 0123

Date of Issue: February 03, 2005
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has been issued.

To these products our certified Quality Assurance System according to Annex V, Section 3 and 4 of the
Directive 93/42/EEC [MMD] is applied. For this QA-system the certificate

Certificate No.: G2 P 0110 10275 195

Notified Body: TOV Product Service GmbH, Munich

EEC No.: 0123

Date of Issue: October 26, 2001
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has heen issued.

These products meet the provisions of the Directive 93/42/EEC (MMD) which apply to them.
Any subsequent revisions or renewed versions of the QA-certificate are applicable to this declaration.

BIOTRONIK GmbH & Co. KG
January 31, 2005

P

viealid
t.V. Dipl.-Ing. Volker Schéw
Director of Regulatory and Clinical Affairs

i All rights ceserved by BIOTRONIK-COMPANY,



OPIS €2 BIOTRONIK

Attachment to
Declaration of Conformity No. 0501 0123 M 003
Page 1 of 1
Product: External Cardiac Pacemaker
Model: EDP 20/A
EDP 30/A
EDP 30/5

Product: Patient Cable for External Cardiac Pacemakers

Type ' Model
Patient cable with insulated clamp connectors PK-81
Patient cable with insulated alligator connectors PK-82
Patient cable with insulated screw clamps PK-83
Bifocal patient cable with insulated screw clamps PK-175
Connector cable between PK-175 and EDP 30/A,-S VK-99/0,5m
Product: Battery

Type Model

9V Battery BAT-1
Product: Harness

Type Model
Harness EDP-A

BIOTRONIK GmbH & Co. KG
January 31, 2005

LV. Dipl.-Ing. Volker Schow
Director of Regulatory and Clinical Affairs



