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4\ Manufacturer's Name: Medtronic Emergency Response Systems, inc.
SN Manutacturer’s Address: 11811 Willows Road NE - OPIS

y Redmond, WA 58052-2003 USA
‘ '?» jares that the CE-marked product *~ # ¢*.. o
Product Name: : LIFEPAK® 20 defibrillator/monitor
Part Number(s): 3200500 -

complles with S3/42/EEC (Medlcal Device Diractive) class lib. Canformi‘ty assessed per Annex il
This product complies with:

Safety: EN60601-1:1996/IEC 50601-1:1995
CLASS |, type BF with CF parts/Continuous operation
IEC 60601-2-4:1983 ,
EN 60601-2-25/IEC 60601-2-25:1993
UL 2601-1:10-24-97°

EMC: EN60601-1-2:1993 0
' EN 55011:1991 : Class B, Group 1
EN 61000-4-2/1EC 61000-4-2:1995 3kV CD, 8kV AD
EN 61000-4-3:1996/IEC 61000-4-3:1995 3 V/m
EN 61000-4-4/IEC 1000-4-4:1995 0.5 kV Power Lines
EN 61000-4-5/IEC 1000-4-5:1985 0.5 kV Power Lines
o ' ~ and per EN:60601-1-2

*Tested according to Figure 11 of UL 2601-1:10-24-97 "

Supplementary Information
Included are the following accessories and mtarconnecnng cables:

QUIK-COMBO™ pacing/ defibrillation/ Internal handles with discharge controls
ECG electrodes _ Serial cable (system connector)
QUIK-COMBQ PEDIATRIC pacing/  £AST-PATCH defibrillation cable

TG ”HE%GP"&G"’?"Q,“ odes 3-lead ECG cable, S-lead cable
defibrAlationVECG electrodes QUiK-QOMBO defibrillation cable

QUIK-COMBOQ pacing/defibrillation/  SPO2 cable PCO4 (4 feet), PCO8 (8 feet), PG12 (12 feet)
ECG electrodes with REDI-PAK™  SpO2 sensox, hard sheli, finger (adult and pediatric)
preconnect system Disposabie sensors (Masime® compatible) (adult and

FAST-PATCH® pacing/defibrillation/ pﬁ.ﬁ?"’m, ( )
ECG electrodes Spo2 Opﬁon

FAST-PATCH PLUS pacing/ Exterms .
defibrilation/ECG electrodes emal Pacing Option

Standard paddies with built in Docking Station
pediatric paddles (two requirsd) QUIK-COMBO Test Plug

Extemnal steriizable paddies

Posterior paddies

’ N XA veldecl A .
Michaei D. Willingham
i Hedmond, October 25, 2004 Vice President, Regulatory Affairs

! This declaration applies to CE marked d@wces produced after the date ol issuance of this declaratnon and
before it is either superseded by anut!;er declaration or withdrawn.

Authorized EC Representative: Medtronic B.V., Earl Bakkenstraat 10, 6422 PJ Heerlen, The Netheriands




