
E5-Proh la5enioshodd BIOTROHIK

C.: CI5 01 0123 in 003

Timto prohlalujeme, ie naie vjrrobky

V-frobek: Externi kardiostimuldrtory a pffsluienstvf ....
Typ: viz Pifloha _. _. * . ..
Msdet: viz Piiloha
Tiida E5: Tiida llb

jsou v soutadu s reprezentativnim vfrobkem a technickou dokumentaci podle Piitohy lll Smtbrnice
93l I|EHS (A4MD), pro kter6 byt vydin ES certifikdt o piezkouienf typu

Certifikdt f.: G5 05 02 10275219

3. ftnora

Na tyto vlrobky je uptatfiovdn nii certifikovanf syst6m zajiifovini jakosti v souladu s Piitohou V,
itinek 3 a 4 Sm6rnice 93lAZ{EHS (ilMD). Pro tento systdm zajiit'ovini jakosti byt vyd6n certifikdt

Certifikiit t.: G2 P 01 10 10275 195
subjekt: TUV Product Service GmbH, fi4nichov

. [H5:

Tyto ufrobky spthuji piistulnii ustanoveni Sm6rnice 93l42ltHS {MinD}.
Pro toto prohti*ienf ptati veikerri pozddjii revize nebo revidovarr6 verze certifikdtu zajiSfovini
jat(osti.

BIOTRONIK GmbH & Co. KG
31. ledna 2005

v.z. Dipl.-lng. Volker Schriwel
ieditet pro regulativni a ktinickd zdleiitosti

26.

v3*chna priiva vyfirarena SPOLEft'to5Ti ff|OTRONIK.
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Y:irobek:

*iodel:

Externi kardiostimutdtor

EDP }OIA
EDP ]O/A
EDP 30/S

Elektroda pro externi kardiostfmu ldtoryVfrobek:

Tvp

V;irobek:

Tvp

9V baterie

Vfrobek: Fixatni p6sky

Tvp

Fixafni pisky

BIOTRONIK GmbH & Co. KG
31. tedna 2005

v.z. Dipt"-lng. Votker Schbwel"
ieditet pro regulativni a ktinick$ zdteiitcsti

Pacientskf kabet s izotovaniimi svorkovfmi konektory

Pacientskf kabel s izolovanymi krokosvorkami

Pacientskf kabe[ s izotovanfmi Sroubouimi svorkami

Bifok6tni pacientskii kabel s izolavanfmi iroubovymi svorkami

Propojovaci kabel mezi pK-175 a EDP 30/4,-5

Model

PK.81

PK.82

PK.83

PK-175

VK-99/0,5m

l,lodel

BAT.I

Model

EDP.A



runltocNlcrcA nqj.giiln

Jako tlurnodnik n6meck6ho a anglickdho jazyka jrnenovanf rozhodnutim krajskdho soudu {[,j.
$pr 1518-93) stvnuji, ze pfeklad souhlasi s textem piipojen6 listiny.

V piekladu jsem provedl nasledujici opravy:
w y I

....... " ._.*+.p:g_€-_"-'... _

Tlumodnic(f 0kon je zapsrin pod poiadou.im distem ..,L{t."deniku.
odrnsnu uctuji n .,.#.,, srran podre poroig t'i',rc,{f.l"f r.66silrou
Nfrhradu hotoqich qfloh riftujidle dokladu fislo.....:i cdstkou ...

Tlumodnik:

lng. PavelSkilvi*nek

,"ffi--h
effi,$f





CE * ilecl.aratian of Conformity €9 BTOTROITTK
opt$

No.: 05 01 0123 M 003

We hereby decl.are that our products

Product: ExternaI Cardiac Pacernakers and Accessories
Typer see Attachment
Model: see Attachment

EC- Ctass: Ctass l lb

are in conformance with the representat ive product and the Technicat Documentat ion to Annex l l l  of  the
Directive 93/42lEEC tMMDI for which the EC-Type Examination Certificate

Certificate No": 05 05 02 10275 Z1q
Notified Body: TUV Product Service SmbH, Munich

Date ol lssue: February 03, 2005

has been issued.

Ta these qry.Cu9ts our certified Quatity Assurance Systern according to Annex V, Section 3 and 4 of the
Directive 93//+2lEEc tt''tMDl is apptied. For this oA-system the certiiicate

Certi f icate No.: G2 P 01 t0 102?S l95
Notified Body: TUV Product Service GmUtf. f"t*icf,
EfC No.: 01 23
Date of lssuer October 26.Z0AI

has been issued.

These products rneet the provisions of the Directive 93/4}|EEC {MM0l which apply to them.
Any subsequent revjsions or renewed versions of the QA-certificate are appticaite ro this declaration.

BISTR0NIK GmbH & Co. KG
January 31, 2005

Dipt.- lng. Volker Schi i

Ir
. 9rro

tr o\J  J o

Atl rightr.esened by StO'RON|X-COMp4Ny.

Director of Regulatary and Ctinical Affairs



oPl$ €F BIOTROHTK
Attachment to

Declaration of Sanformity No. EF 0I gt23 M 003
Page I of I

Froduct:

Type

Patient cabte with insutated clamp cgnnectcrs

Patient cable with insulated atligator conneclors

Patient cable with insulated screw clamps

Bifocal. patient cabt"e with insulated screw clamps

Connector cable between PK-175 and EDF 30/A,-S

Productl

tlodet:

Product:

Type

9V Battery

Produrl:

Type

Harness

B|0TRON|K GmbH & Co. KG
January 31, 2005

Dir"ector ol Regulatory and CtlnicaI Affairs

Fxternal Cardiac Facemaker

HDP 2OlA
ENP 3O/A
EDP 3Oi5

Fatient Cabte for External Cardiac Pacemakers

Battery

Hsrness

Modet

PK-81

FK-82

PK-83

PK-1 75

vK-?9/0,5m

Modet

BAT-1

Modet

EOP-A


