DECLARATION OF CONFORMITY

We,
ZOLL Medical Corporation
269 Mill Boad
Chelmsford, MA 01824-4105 USA,

declare under our sole responsibility that the products:

PD 1400/ D 1400 PowerCharger™ AC Power/! Charger Module
D 2000/ D 2000 Base PowerCharger™ 4x4 Battery Charger! Tester
1600/ 1700 Base PowerCharger™ 131 Battery Charger ! Tester
F Serres pediepad:™ Multi-Function Electrodes
E Series Pulse Oximetry Option pedispadz™ Pacing Only Electrodes
E Series End Tidal CO, Option procpadz™ CardislogySpecialty Multi-Function Electrodes
E Series 12 Lead Option prospadz"™ Radiolucent Multi-Funciion Electrodes
E Series NIBF Option proepadz"" Biphasic Multi-Function Electrodes
M Series proepedz™ Sterile Adult Mulfi-Function Electrodes
M Series CCT proepadz™ Pacing Electrodes
M Series Biphasic Option stat padz™ Adult Multi-Function Electrodes
M Series Pulse Oximetry Option sttt padz™ IT Multi-Function Electrodes
M Series End Tidal CO, Option Multi-Function Electrodes
M Series 12 Lead Option
M Beries NIBP Option ECG Monitoring Elecirodes
M Series IBP/ Termp Option CPR-D pad=™
v PLUS
AED FRO

to which this declaration relates iz in conformity with the provisions of Council Directive 93/4%EEC of
14 June 1993 of the Medical Device Directive which apply to them.

The quality system under which these products were designed and manufactured has been certified by
TUV Eheinland Product Safety (0197) to be in compliance with Annex IT of the Medical Device
Directive including European Standard, 1SO 13485 (Reference Registration Numbers HD 60008311
0001 and 5Y 60008312 0001),

11AUG 2005
T A
e il i Authorized European Representative
Pauld Dias Eric Rozeboom
Director ZOLL International Holding BV,
Quality Assurance and PO, Box 52
Regulatory Affairs 6669 ZH Dodewaard
The Netherlands
LZOLL redical Corporation TEL: +31 485-471-183

9852-0076- REV W




PROHLASENI O SHODE
My,
ZOLL Medical Corporation
269 Vil Road
Chelmsford, MA 01824-4105 USA,
prohlasdujeme na svou vyhradni zodpovédnost, Ze vyrobky:

Nabljetka™ {modul s AC adaptérem
Stolni nakbijedka ™ @ tester baterie

PD 1430/C 1400 tolni nabijegka™ ™ a testar baterie
PD 2000/D 2000 Multifunkéni elekirody pedi-padz’”
16001700 Stimulaéni elektrogy pe:di-padz:?
E série Multifunkéni kardiclogicks elektrody pro-padz ™
E Série s moznosti pulzni oximetie Multifunkéni elekirody prostupné pro RTG propadz’ ™
E Série s moZnosti monitorovani vydechovaného CO2 Bifazické multifunkéni elekirody pro-padz’™
E Série s moZnosti dvanactisvedového EKG Sterilnl multifunkéni elekirody pro-padz’ " pro dospéié
hﬁ& E Série s moZnost neinvazivniho monitorovani krevniho Stimulaénl elekirody pm-gadzm
tiaku
M Série Multifunkéni elektrody stat-padzm pro dospéle
M Sére CCT Multifunkéni elektrody stat-padz™ ||
M Série s mozZnosti bifazicke defibrilace Multifunkéni elektrody
W Série s moZnosti pulzni eximetrie Elekirody pro monitorovani EKG
M Série s moZnosti moniterovani vydechovanéhe CO2 CPR-D padz™

M Série s moZnosti dvanactisvadového EKG
W Serie s moZnosti neinvazivnibo monitorovan! krevniho
tlaku
M Série s moZnosti invazivniho maonitorovani krevniho ilaku
a monitorovant teploty
AED PLUS
AED PRO

k nimZ se vztahuje toto prohlageni, jsou ve shodé s ustanovenimi Smérnice Rady EU
93/42/EEC ze 14. Cervna 1993 Smérnice pro |ékafské pfistroje, kterd se téchio vyrobkl tyka,

Systém kvality, na jehoz zakladé byly tyto vyrobky navrZzeny a vyrobeny, byl certifikovan
- firmou TUV Rheinland Product Safety (0197), aby byl v souladu s Pfilohou Il Smérnice pro
lekaiske pfistroje vcetneé Evropské normy, 1ISO 13485 (Referentni registracni &isla HD
80008311 0001 a SY 60008312 0001).
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