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EC DECLARATION OF CONFORMITY %
C€ o1z Redironic

' Manufacturer's Name: Medtronic Emergency Response Systems, inc.

\ Manufacturer's Address: 11811 Willows Road NE . OPIS
s O Redmond, WA 58052-2003 USA
_.,» lares that the CE-marked product = .. T
4 Product Name: : LIFEPAK® 20 defibrillator/monitor
Part Number(s): 3200500

complias with SY/42/EEC (Medlcal Device Directive) class lib. Conformﬂ'y assessed par Annex Il
This product complies with:

Safety: EN60601-1:1996/1EC 60601-1:1595
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 .
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 10004-5:1995 0.5 kV Power Lines
o ' ~ and per EN:60601-1-2

*Tasted according o Figure 11 of UL 2601-1:10-24-37°

Supplementary Information
Included are the following accessories and mtarconnectxng cables:

QUIK-GOMBO™ pacing/ defibrillationy Internal handles with discharge controls

|EKCG MMBOO&SPED!ATHC ing/ Serial cable (system connector)
QU -CQ ] ‘pacin AST- [N
defbilation/ECG e} FAST-PATCH defibrillation cable
3 3-lead ECG cabls, S-lead cable
QUIK-CCMBQ RTS pacing/ e
defibrlation/ECG electrodes QUIK-COMBO defibrillation cable

QUIK-COMBO pacing/defibrillation/  SpO2 cable PCO4 (4 feet), PCO8 (8 feet), PC12 (12 feet)
ECG electrodes with REDI-PAK™  Sp0O2 sensor, hard shell, finger (adult and pediatric)

preconnect system Dis sensors
FAST-PATCH® pacing/defibrilat Sp02 )posabie (Masnno' compatible) (adult and
ECG electrodes SpO2 Option
FAST-PATCH PLUS pacing/
defbrilaion/ECG electrod External Pacing Option
Standard paddies with built in Docking Station
pediatric paddles (two required) QUIK-COMBO Test Plug
Extemal steriizable paddies
Posterior paddles

' i | 02.\“»,/@([3\ o

Michaet D. Willingham
i Redmond, October 25, 2004 Vice President, Regulatory Affairs

! This declaraion applies to CE marked d’evsoes produced after the date cl issuanca of this dedarabon and
befora it is either superseded by anm))ar declaration or withdrawn.

Authorized EC Representative: Medtronic B.V., Earl Bakkenstraat 10, 6422 PJ Haeded, The Netherlands
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Projekee zdravotuickych technologii

Doddvky zdravotnickych technologii a staveb
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Preddvand dokumentace:
* manual k obsluze v &eském jazyce X prohlageni o shode

Pcdpisem tohoto dokumentu potvrzuji obé strany souhlas s nize uvedenymi zavazky a zaruénimi podminkami:

o Predavaijici ruti za kvalitu, bezpenost a funkci pristroje/pfistroj po dobu uvedenou v zahlavi tohoto dokumentu.

o B&hem zarucni doby se pfedavajici zarutuje poskytnout zdarma veskeré opravy vietné potfebnych nahradnich dild. Zaruka se véak nevztahuje na vady zplsobené
neodbornou obsluhou, poskozenim, pouzitim pfistroje k jinym G&eldm, neZ byl uréen, pouzitim neoriginalniho spotfebniho materidlu a pFisluenstvi & nahradnich dild
nebo neodbornym servisem nebo nadmérnym opotfebenim.

e Po uplynuti zérucni doby se pfedavajici zavazuje poskytnout na vyrobek odborny servis za Uplatu po dobu nejméné 10 let.
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“Prebira jici
Jméno, podpis, razitko Jméno, podpis,

Spole¢nost je zapsana do kolektivniho systému zpétného odbéru elektrozatizeni ASEKOL..
Objednatel si vyhrazuje pravo proplacet fakturované castky subdodavatelt v souladu s podminkami uzavienych SoD s investorem nebo vyssim
dodavatelem, veetné jimi urcenych dob splatnosti. Na zékladg této objednavky prosime o predlozeni navrhu kupni smlouvy nebo smlouvy o dilo.
Fakturu odeslete samostatné postou na adresu PURO-KLIMA a.s. a pfilozte kopii nasi objednavky.

PURO-KLIMA, a.s., Praha 10, Stéchovicka 2266/2, PSC 100 00, Zapsana v obchodnim rejstiiku u Méstského soudu v Praze, oddil B, vlozka 8002, dne 31. kvétna 1989
Tel: 261 198 910,261 198 010 Fax: 261 198 919, 261 198 012 ) http://www.puro-klima.cz
SERVIS: Tel: 261 198918 Fax: 261 198 919

E.mail: servisiipuro-klima.cz



