EC Declaration Of Conformity

Stryker European Operations

. Limited . Notified Body 0123
wal 71871 Wilows Road Ne Technology Park -+ TOVSUD Product Servics GmH
Redmond, WA 98052 USA ?jgﬁ%%hm' Co. Cork, 80339 Manchen, Germany
Ireland
PHYSIO-CONTROL declares that the CE-marked product
ITEM PART NUMBER
LIFEPAK® 1000 Defibrillator See Table 1 and Table 2
Assembly Battery Replacement Kit See Table 3
ASSY-BATTERY, PRIMARY 5/4C CELL, See Table 4

LIMNO2, LP1000

Conforms to European Community Council Directive 93/42/EEC (Medical Device Directive), as
amended through 2007/47/EC, and is a Class |lb Device assessed under Annex Il.

The CE-marked product also conforms to the following EC Directives:

DIRECTIVE SUBJECT
201219/EU Waste Electrical and Electronic Equipment Directive
2006/66/ EC Battery directive, as amended through 2013/56/EU
2011/65/EU Restriction of the use of certain hazardous substances
(RoHS Directive)
% Annex | — Category 8 — Medical Devices
. Annex |V - Exemption 17

The CE-marked product complies with the following standards:

STANDARD SUBJECT

EN 1041:2008+A1:2013

EN ISO 15223-1:2012

(Part of EN 1041 TRF)

EN 60601-1:2006+A12:2014
(IEC 60601-1:2012)

EN 60601-1-2:2015

(IEC 60601-1-2:2014)

EN 60601-1-6:2010 +A1:2015
(IEC 60601-1-6:2010+A1:2013)

EN 60601-1-8:2007+A1:2013
(IEC 60601-1-8:2012 A1:2012)

EN 62281:2013

(IEC 62281:2012)

EN 62366:2008 +A1:2015
(IEC 62366:2007+A1:2014)
EN 60601-2-4:2011

(IEC 60601-2-4:2010)

Template: 7000613 Rev. C

Information supplied by the manufacturer with medical
devices

Symbols to be used with medical device labels, labeling
and information to be supplied

Medical electrical equipment. Part 1: General requirements
for safety

Medical electrical equipment — Part 1-2: General

requirements for safety — Collateral standard:
Electromagnetic compatibility — Requirements and tests

Medical electrical equipment — Part 1-6: General

requirements for basic safety and essential performance —
Collateral standard: Usability

General requirements, Tests and guidance for alarm

systems in medical electrical equipment and medical
electrical systems

Safety of primary and secondary lithium cells and batteries
during transport

Medical devices — Application of usability engineering

to medical devices

Part 2-4: Particular requirements for the safety of cardiac
defibrillators
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EN 60086-4:2015 Safety of Lithium Batteries
(IEC 60086-4:2014)

EN 50419:2006 Marking of electrical and electronic equipment in

(Part of WEEE Directive) accordance with Article 11(2) of Directive 2002/96/EC
(WEEE)

EN 62304:2006+A1:2015 Medical Device Software — Software Life Cycle Processes

(IEC 62304: 2015)
The CE-marked product was evaluated with the following accessories:

Power Source ECG Accessory
LiMnO2 primary battery (with discharger) 3 wire ECG cable

Separately CE-marked Accessories:

Power Source: Therapy
Lithium secondary battery (Lithium lon) QUIK-COMBO™ pacing/defibrillation/ECG elecirodes
Battery Charger QUIK-COMBO™ RTS pacing/defibrillation/ECG electrodes
QUIK-COMBO™ pacing/defibrillation/ECG electrodes with REDI-
PAK™

Infant/Child reduced energy electrode

Non-Medical Accessories:
Serial communication cable
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Table 1
Part Number ﬁ:::{;:gr Description GMDN
320371500476 99425-000138 | Arabic, ECG allowed , Check Circulation voice prompt, with ECG on 48049
320371500477 99425-000139 | Arabic, ECG not allowed, Check Circulation voice prompt 48049
320371500478 99425-000134 | Croatian, ECG allowed, Check Girculation voice prompt, with ECG on 48049
320371500479 99425-000143 | Croatian, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500480 99425-000135 | Croatian, ECG not allowed, Check Circulation voice prompt 48049
320371500481 99425-000144 | Croatian, ECG not allowed, Check Pulse voice prompt 48049
320371500482 99425-000126 | Czech, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500483 99425-000127 | Czech, ECG not allowed, Check Circulation voice prompt 48049
320371500484 99425-000118 Danish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500485 99425-000119 | Danish, ECG not allowed, Check Circulation voice prompt 48049
320371500486 99425-000109 | Dutch, ECG allowed, Check Girculation voice prompt, with ECG on 48049
320371500487 99425-000102 | Dutch, ECG not allowed, Check Circulation voice prompt 48049
320371500488 99425-000117 | English Intl, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500489 99425-000142 | English Intl, ECG not allowed, Check Pulse voice prompt 48049
320371500490 99425-000113 | English Intl, ECG allowed, Check Circulation voice prompt, with ECG off 48049
320371500491 99425-000096 English Intl, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500492 99425-000111 English Intl, ECG allowed, Check Pulse voice prompt, with ECG on 48049
320371500493 99425-000094 | English Intl, ECG not allowed, Check Circulation voice prompt 48049
English Intl, ECG not allowed, Check Pulse voice prompt, with 200/200/360
320371500494 99425-000112 | energy escalation 48049
320371500495 99425-000152 | Finnish, ECG allowed, Check Pulse voice prompt, with ECG on 48049
320371500496 99425-000128 Finnish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500497 99425-000150 | Finnish, ECG allowed, Check Pulse voice prompt, with ECG off 48049
Finnish, ECG allowed, Check Pulse voice prompt, with ECG on, 200/200/360
320371500498 99425-000151 energy escalation 48049
320371500499 99425-000129 | Finnish, ECG not allowed, Check Circulation voice prompt 48049
320371500500 99425-000168 Finnish, ECG not allowed, Check Pulse voice prompt 48049
320371500501 99425-000104 | French, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500502 99425-000097 | French, ECG not allowed, Check Circulation voice prompt 48049
320371500503 99425-000162 | German, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500504 99425-000105 | German, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500505 99425-000098 German, ECG not allowed, Check Circulation voice prompt 48049
320371500506 99425-000147 | Greek, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500507 99425-000136 | Greek, ECG allowed, Check Circulation voice prompt, with ECG on 48049
Greek, ECG allowed, Check Circulation voice prompt, with ECG on,
320371500508 99425-000154 | 200/200/360 energy escalation 48049
320371500509 99425-000137 | Greek, ECG not allowed, Check Girculation voice prompt 48049
320371500510 99425-000140 | Hebrew, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500511 99425-000141 Hebrew, ECG not allowed, Check Circulation voice prompt 48049
320371500512 99425-000124 | Hungarian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500513 99425-000125 | Hungarian, ECG not allowed, Check Circulation voice prompt 48049
320371500514 99425-000149 | Port, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500515 99425-000120 | | Port, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500516 99425-000121 | Port, ECG not allowed, Check Circulation voice prompt 48049
320371500517 99425-000148 | Port, ECG not allowed, Check Pulse voice prompt 48049
320371500518 99425-000107 | Italian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500519 99425-000100 Italian, ECG not allowed, Check Circulation voice prompt 48049
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Part Mumber ﬁﬁ::ffr Description GMDN
320371500520 99425-000164 | Japanese, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500521 99425-000163 | Japanese, ECG not allowed, Check Circulation voice prompt 48049
320371500522 99425-000169 | Lithuanian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500523 99425-000170 | Lithuanian, ECG not allowed, Check Circulation voice prompt 48049
320371500524 99425-000122 Norwegian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500525 99425-000123 | Norwegian, ECG not allowed, Check Circulation voice prompt 48049
320371500526 99425-000110 Polish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500527 99425-000103 Polish, ECG not allowed, Check Circulation voice prompt 48049
320371500528 99425-000157 Russian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500529 99425-000194 Russian, ECG allowed, Check Circulation voice prompt, with ECG off 48049
320371500530 99425-000132 Russian, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500531 99425-000133 | Russian, ECG not allowed, Check Circulation voice prompt 48049
320371500532 99425-000130 Serbian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500533 99425-000145 | Serbian, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500534 99425-000131 Serbian, ECG not allowed, Check Circulation voice prompt 48049
320371500535 99425-000146 | Serbian, ECG not allowed, Check Pulse voice prompt 48049
320371500536 99425-000158 | Slovak, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500537 99425-000159 | Slovak, ECG not allowed, Check Circulation voice prompt 48049
320371500538 99425-000155 Slovenian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500539 99425-000160 | Slovenian, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500540 99425-000156 | Slovenian, ECG not allowed, Check Circulation voice prompt 48049
320371500541 99425-000161 Slovenian, ECG not allowed, Check Pulse voice prompt 48049
320371500542 99425-0001086 Spanish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500543 99425-000099 | Spanish, ECG not allowed, Check Circulation voice prompt 48049
320371500544 99425-000153 | Spanish, ECG not allowed, Check Pulse voice prompt 48049
320371500545 99425-000108 | Swedish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500546 99425-000116 | Swedish, ECG allowed, Check Pulse voice prompt, with ECG on 48049

Swedish, ECG allowed, Check Pulse voice prompt, with ECG on, 200/200/360
320371500547 99425-000114 | energy escalation 48049
320371500548 99425-000101 | Swedish, ECG not allowed, Check Circulation voice prompt 48049
320371500549 99425-000115 Swedish, ECG not allowed, Check Pulse voice prompt 48049
320371500550 99425-000171 Romanian, ECG allowed, Check Breathing with ECG on 48049
320371500551 99425-000172 | Romanian, ECG not allowed, Check Breathing 48049
320371500552 99425-000177 | Persian, ECG allowed, Check Pulse with ECG on 48049
320371500553 99425-000178 | Persian, ECG not allowed, Check Pulse 48049
320371500554 99425-000179 | Turkish, ECG allowed, Check Circulation with ECG on 48049
320371500555 99425-000180 | Turkish, ECG not allowed, Check Circulation 48049
320371500556 99425-000173 | Cantonese, ECG allowed, Check Pulse with ECG on 48049
320371500557 99425-000175 | Cantonese, ECG not allowed, Check Pulse 48049
320371500558 99425-000174 Mandarin ECG allowed, Check Pulse with ECG on 48049
320371500559 99425-000176 | Mandarin, ECG not allowed, Check Pulse 48049
320371500560 99425-000182 | Taiwan Mandarin, ECG allowed, Check Pulse with ECG on 48049
320371500561 99425-000183 | Taiwan Mandarin, ECG not allowed, Check Pulse 48049
320371500562 99425-000184 | Korean, ECG allowed, Check Pulse with ECG on 48049
320371500563 99425-000185 | Korean, ECG not allowed, Check Pulse 48049
320371500564 99425-000192 | Thai, ECG allowed, Check Pulse with ECG on 48049
320371500565 99425-000187 | Thai, ECG not allowed, Check Pulse 48049

Template: 7000613 Rev. C

Page 4 of 5

3301640_AG_LP1000_DoC




i
i
i
I

C
Part Humbine _N_:::?e!} Description GMDN
320371500566 99425-000189 | Brazilian, ECG allowed, Check Circulation with ECG on 48649
320371500567 99425-000190 | Brazilian, ECG not allowed, Check Circulation 48049
320371500568 99425-000025 | English, ECG allowed, Check Pulse voice prompt, with ECG: on_ 48049
320371500569 99425-000023 | English, ECG not allowed, Check Pulse voice prompt 48048
Inti English, ECG not allowed, Check Circulation, custom settings for New
320371500583 99425-000233 | Zealand 48049 |
Table 2 ‘
Part Number : g::::egr Description —
331706400001 99425-000205 | English, ECG allowed, Check Pulse voice prompt, with ECG on 48049
331706400002 99425-000206 | English, ECG not allowed, Check Pulse voice prompt ] 48049
331706400003 99425-000207 | English Intl, ECG allowed, Check Pulse voice prompt, with ECG off 48049
331706400004 99425-000208 | English Intl, ECG not allowed, Check Pulse voice prompt 48049
331706400005 99425-000209 | English inﬁ. ECG allowed, Check Cirtulafion voice prompt, with ECG off 48049
331706400006 09425-000210 English intl, ECG allowed, Check Circulation voice prompt, with ECG on 48049
331706400007 99425-000211 | English Intl, ECG allowed, Check Pulse voice prompt, with ECG on . 48‘049
331706400008 99425-000212 | English Intl, ECG not allowed, Check Girculation voice prompt 48049
English Intl, ECG not allowed, Check Pulse voice prompt, with 200/200/360 ‘
331706400009 | 99425-000213 | energy escalation _ _ 48049
331706400010 99425-000214 | French, ECG allowed, Check Circulation voice prompt, with ECG on 48049
331706400011 98425-000215-_| French, ECG not allowed, Check Circulation voice prompt 48049
331706400012 99425-000216 | Russian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
331706400013 99425-000217 | Russian, ECG allowed, Check Circulation voice prompt, with ECG off 48049
331706400014 99425-000218 | Russian, ECG allowed, Check Breathing voice prompt, with ECG on 48049
331706400015 99425-000218 | Russian, ECG not allowed, Check Circulation voice prompt 48049
331706400016 99425-000220 | Spanish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
331706400017 99425-000221 Spanish, ECG not allowed, Check Circulation voice prompt 48049
331706400018 99425-000222 | Cantonese, ECG allowed, Check Pulse with ECG on "48049
331706400019 99425-000223 | Cantonese, ECG nof allowed, Check Pulse 48049
331706400020 99425-000224 | Brazilian, ECG allowed, Check Circulation with ECG on 48049
331706400021 99425-000225 - | Brazilian, ECG not allowed, Check Circulation 48049
331706400030 99425-000235 | Thai, ECG allowed, Check Pulse with ECG on 48049
331706400031 99425-000236 | Thai, ECG not allowed, Check Pulse ' 48049
Table 3 £
Part Number ﬁ:;_::g_ Description _ GMDN
3206245-004 11141-000100 | Assembly Batiery Replacement Kit 38558
3205379-006 11141-000156 | ASSY-BATTERY.PRIMARY,5/4C CELL,LIMNO2,LP1000 ———— 38558
110
ceern 20
M/& £ Yo, B
Signed June 5, 2020 Caleb Simpson z E_ Iog2! ¢ b £
ﬂ_ Redmond, WA & Director, Regulatory and Clinical AffairsZ, é- 9 & &
”/,,/ 9"6." ....... o \\\\‘\
. L - 4’/; Ngton \\\\
This declaration is issued under the sole responsibility of the manufacturer. W

This declaration applies to CE-marked devices produced after the date of issuance of this declaration and before it is
either superseded by another declaration or withdrawn.
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S EC Prohlaseni o shodé

Stryker European Operations

Limited L s
. ; Notifikovana osoba 0123
Physio-Control, Inc. Anngrove, IDA Business & TUV SUD Product Service GmbH

11811 Willows Road NE Technology Park Ridlerstrasse 65

Carrigtwohill, Co. Cork,

Redmond, WA 98052 USA T45 HX08 80339 Mnichov, Némecko
Irsko
PHYSIO-CONTROL prohlasuje, Ze vyrobek oznageny CE
POLOZKA CisLA DILU
LIFEPAK® 1000 Defibrilator Viz Tapulka 1 a Tabulka 2
Montézni vyménna sada baterie Viz Tabulka 3
MONTAZ-BATERIE, PRIMARNI, 5/4C Viz Tabulka 4

CLANEK, LIMNO2, LP1000

Vyhovuje Smérnici Rady Evropského spolecenstvi &. 93/42/EEC (Smérnice o zdravotnickych prostfedcich),
ve znéni pozdéjsich Gprav dle 2007/47/EC, a je Prostfedkem tfidy llb posouzenym podle Dodatku II.

CE-oznaceny vyrobek dale vyhovuje nize uvedenym Smérnicim EC:

SMERNICE PREDMET
2012/19/EU Smérnice o odpadovém (waste) elektrickém a elektronickém zafizeni
2006/66/ EC Smérnice pro baterie, ve zné&ni dle 2013/56/EU
2011/65/EU Omezeni pouZivani jistych nebezpe&nych latek (Smérnice RoHS)

o Dodatek | - Kategorie 8 - Zdravotnické prostifedky
e Dodatek IV - Osvobozeni 17

CE-oznaéeny vyrobek vyhovuje nize uvedenym normam:

NORMA PREDMET

EN 1041:2008+A1:2013 Informace dodavané vyrobci se zdravotnickymi prostiedky

EN IS0 15223-1:2012 (Cast EN 1041 TRF) Symboly, které maji byt pouzity u &titkli zdravotnickych prostredk,
oznacovani stitky a informace, které maji byt poskytnuty

EN60601-1:2006+A12:2014 Zdravotnické elektrické zafizeni. Cast 1: Vieobecné poZadavky

(IEC 60601-1:2012) na bezpeénost

EN 60601-1-2:2015 Zdravotnické elektrické zafizeni — Cast 1-2; Vieobecné pozadavky

(IEC 60601-1-2:2014) na bezpeénost — Kolateralni norma: Elektromagneticka
kompatibilita — PoZadavky a zkouSky

EN 60601-1-6:2010 +A1:2015 Zdravotnické elektrické zafizeni — Cast 1-6: Vieobecné pozadavky

(IEC60601-1-6:2010+A1:2013) na zakladni bezpecnost a zakladni funkéni vykonnost— Kolateralni
norma: Pouzitelnost

EN60601-1-8:2007+A1:2013 Veobecné poZadavky, Zkousky a pokyny pro alamové

(IEC 60601-1-8:2012 A1:2012) systémy ve zdravotnickém elekirické zafizeni a
zdravotnickych elektrickych systémech

EN 62281:2013 Bezpednost primérnich a sekundarnich lithiovych &lanki a baterii

(IEC 62281:2012) bé&hem pfepravy

EN 62366:2008 +A1:2015 Zdravotni prostredky — Aplikace inZzenyringu pouzitelnosti

(IEC 62366:2007+A1:2014) na zdravotnické prostfedky

EN 60601-2-4:2011 Cast 2-4: Konkréini pozadavky na bezpeénost srdeénich

(IEC 60601-2-4:2010) defibrilator
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EN 60086-4:2015 Bezpeénost lithiovych baterii
(IEC 60086-4:2014)

EN 50419:2006 Znadeni elektrického a elektronického zafizeni
(Cast Smérnice WEEE) v souladu s Clankem 11(2) Smérnice 2002/96/EC (WEEE)
EN 62304:2006+A1:2015 Software zdravotnickych prostfedk( - procesy Zivotniho cyklu

(IEC 62304: 2015)
CE-oznaéeny vyrobek byl posuzovan s nasledujicim pfislusenstvim:

Napajeci zdroj ECG piislusenstvi
LiMnO2 priméarni baterie (s vybijetkou) 3 Zilovy ECG kabel

Samostatné CE-oznacena prislusenstvi:

Napéjeci zdroj: Terapie
Lithiova sekundarni baterie (Lithiov4 iontové) QUIK-COMBO™ stimulace/defibrilace /ECG elektrody
Bateriovy nabijeCka QUIK-COMBO™ RTS stimulace/ defibrilace /ECG elektrody
QUIK-COMBO™ stimulace/ defibrilace /ECG elektrody s REDI-
PAK™

Elektroda se sniZenou energii pro kojence/déti

Nezdravotnicka pfislusenstvi:
Sériovy komunikaéni kabel
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Tabulka 1

Cislo dilu é(;:.glogové Oznaceni GMDN
320371500476 99425-000138 | Arabic, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500477 99425-000139 | Arabic, ECG not allowed, Check Circulation voice prompt 48049
320371500478 99425-000134 | Croatian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500479 99425-000143 | Croatian, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500480 99425-000135 | Croatian, ECG not allowed, Check Circulation voice prompt 48049
320371500481 99425-000144 | Croatian, ECG not allowed, Check Pulse voice prompt 48049
320371500482 99425-000126 | Czech, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500483 99425-000127 | Czech, ECG not allowed, Check Circulation voice prompt 48049
320371500484 99425-000118 | Danish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500485 99425-000119 | Danish, ECG not allowed, Check Circulation vaice prompt 48049
320371500486 99425-000109 | Dutch, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500487 99425-000102 Dutch, ECG not allowed, Check Circulation voice prompt 48049
320371500488 99425-000117 | English Intl, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500489 99425-000142 | English Intl, ECG not allowed, Check Pulse voice prompt 48049
320371500490 99425-000113 | English Intl, ECG allowed, Check Circulation voice prompt, with ECG off 48049
3203715004291 99425-000096 | English Intl, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500492 99425-000111 English Intl, ECG allowed, Check Pulse voice prompt, with ECG on 48049
320371500493 99425-000094 | English Intl, ECG not allowed, Check Circulation voice prompt 48049

English Intl, ECG not allowed, Check Pulse voice prompt, with 200/200/360
320371500494 99425-000112 energy escalation 48049
320371500495 99425-000152 | Finnish, ECG allowed, Check Pulse voice prompt, with ECG on 48049
320371500496 99425-000128 Finnish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500497 99425-000150 | Finnish, ECG allowed, Check Pulse voice prompt, with ECG off 48049

Finnish, ECG allowed, Check Pulse voice prompt, with ECG on, 200/200/360
320371500498 99425-000151 energy escalation 48049
320371500499 99425-000129 | Finnish, ECG not allowed, Check Circulation voice prompt 48049
320371500500 99425-000168 Finnish, ECG not allowed, Check Pulse voice prompt 48049
320371500501 99425-000104 | French, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500502 99425-000097 French, ECG not allowed, Check Circulation voice prompt 48049
320371500503 99425-000162 | German, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500504 99425-000105 | German, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500505 99425-000098 | German, ECG not allowed, Check Circulation voice prompt 48049
320371500506 99425-000147 | Greek, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500507 99425-000136__| Greek, ECG allowed, Check Circulation voice prompt, with ECG on 48049

Greek, ECG allowed, Check Circulation voice prompt, with ECG on,
320371500508 99425-000154 200/200/360 energy escalation 48049
320371500509 99425-000137 | Greek, ECG not allowed, Check Circulation voice prompt 48049
320371500510 99425-000140 | Hebrew, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500511 99425-000141 Hebrew, ECG not allowed, Check Circulation voice prompt 48049
320371500512 99425-000124 | Hungarian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500513 99425-000125 Hungarian, ECG not allowed, Check Circulation voice prompt 48049
320371500514 99425-000149 | | Port, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500515 99425-000120 | | Port, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500516 99425-000121 | Port, ECG not allowed, Check Circulation voice prompt 48049
320371500517 99425-000148 | | Port, ECG not allowed, Check Pulse voice prompt 48049
320371500518 99425-000107 | Italian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500519 99425-000100 | ltalian, ECG not allowed, Check Circulation voice prompt 48049
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Cislo dilu

Katalogové

gislo Oznaceni GMDN
320371500520 99425-000164 | Japanese, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500521 99425-000163 | Japanese, ECG not allowed, Check Circulation voice prompt 48049
320371500522 99425-000169 | Lithuanian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500523 99425-000170 | Lithuanian, ECG not allowed, Check Circulation voice prompt 48049
320371500524 99425-000122 | Norwegian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500525 99425-000123 | Norwegian, ECG not allowed, Check Circulation voice prompt 48049
320371500526 99425-000110 | Polish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500527 99425-000103 Polish, ECG not allowed, Check Circulation voice prompt 48049
320371500528 99425-000157 | Russian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500529 99425-000194 | Russian, ECG allowed, Check Circulation voice prompt, with ECG off 48049
320371500530 99425-000132 | Russian, ECG allowed, Check Breathing voice prompt, with ECG on 48049
320371500531 99425-000133 | Russian, ECG not allowed, Check Circulation voice prompt 48049
320371500532 99425-000130 | Serbian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500533 99425-000145 | Serbian, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500534 99425-000131 Serbian, ECG not allowed, Check Circulation voice prompt 48049
320371500535 99425-000146 | Serbian, ECG not allowed, Check Pulse voice prompt 48049
320371500536 99425-000158 | Slovak, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500537 99425-000159 | Slovak, ECG not allowed, Check Circulation voice prompt 48049
320371500538 99425-000155 | Slovenian, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500539 99425-000160 | Slovenian, ECG allowed, Check Pulse voice prompt, with ECG off 48049
320371500540 99425-000156 | Slovenian, ECG not allowed, Check Circulation voice prompt 48049
320371500541 99425-000161 | Slovenian, ECG not allowed, Check Pulse voice prompt 48049
320371500542 99425-000106 | Spanish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500543 99425-000099 | Spanish, ECG not allowed, Check Circulation voice prompt 48049
320371500544 99425-000153 | Spanish, ECG not allowed, Check Pulse voice prompt 48049
320371500545 99425-000108 | Swedish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
320371500546 99425-000116 | Swedish, ECG allowed, Check Pulse voice prompt, with ECG on 48049

Swedish, ECG allowed, Check Pulse voice prompt, with ECG on, 200/200/360

320371500547 99425-000114 | energy escalation 48049
320371500548 99425-000101 | Swedish, ECG not allowed, Check Circulation voice prompt 48049
320371500549 99425-000115 | Swedish, ECG not allowed, Check Pulse voice prompt 48049
320371500550 99425-000171 Romanian, ECG allowed, Check Breathing with ECG on 48049
320371500551 99425-000172 Romanian, ECG not allowed, Check Breathing 48049
320371500552 99425-000177 Persian, ECG allowed, Check Pulse with ECG on 48049
320371500553 99425-000178 | Persian, ECG not allowed, Check Pulse 48049
320371500554 99425-000179 | Turkish, ECG allowed, Check Circulation with ECG on 48049
320371500555 99425-000180 | Turkish, ECG not allowed, Check Circulation 48049
320371500556 99425-000173 | Cantonese, ECG allowed, Check Pulse with ECG on 48049
320371500557 99425-000175 | Cantonese, ECG not allowed, Check Pulse 48049
320371500558 99425-000174 | Mandarin ECG allowed, Check Pulse with ECG on 48049
320371500559 99425-000176 | Mandarin, ECG not allowed, Check Pulse 48049
320371500560 99425-000182 | Taiwan Mandarin, ECG allowed, Check Pulse with ECG on 48049
320371500561 99425-000183 | Taiwan Mandarin, ECG not allowed, Check Pulse 48049
320371500562 99425-000184 | Korean, ECG allowed, Check Pulse with ECG on 48049
320371500563 99425-000185 | Korean, ECG not allowed, Check Pulse 48049
320371500564 99425-000192 | Thai, ECG allowed, Check Pulse with ECG on 48049
320371500565 99425-000187 | Thai, ECG not allowed, Check Pulse 48049
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Toto prohlaseni je vydano na zakladé vlastni odpovédnosti vyrobce.
Toto prohlaseni se vztahuje na CE-oznacené prostfedky vyrobené po datu vydani tohoto prohlaseni a predtim, neZ je bud
nahrazeno jinym prohld8enim, nebo je staZzena.
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Cislo dilu E(ig'::logove Oznaceni CHPN
320371500566 | 99425-000189 _|Brazilian, ECG allowedi, Check Circulation with ECG on 48049
320371500567 | 99425-000190 |Brazilian, ECG not allowed, Check Circulation 48049
320371500568 | 99425-000025 | English, ECG allowed, Check Pulse voice prompt, with ECG on 48049
320371500569 | 99425-000023 _|English, ECG not allowed, Check Pulse voice prompt 48049
320371500583 99425-000233 |Intl English, ECG not allowed, Check Circulation, custom settings for New 48049

Zealand
Tabulka 2

Gislo dilu g:‘lzbgf"'e P GMDN
331706400001 99425-000205 |English, ECG allowed, Check Pulse voice prompt, with EC 48049
331706400002 99425-000206 |English, ECG not allowed, Check Pulse voice prompt 48049
331706400003 99425-000207 |English Intl, ECG allowed, Check Pulse voice prompt, with ECG off 48049
331706400004 99425-000208 |English Intl, ECG not allowed, Check Pulse voice prompt 48049
331706400005 99425-000209 |English Intl, ECG allowed, Check Circulation voice prompt, with ECG off 48049
331706400006 99425-000210 |English Intl, ECG allowed, Check Circulation voice prompt, with ECG on 48048
331706400007 99425 000211 |English Intl, ECG allowed, Check Pulse voice prompt, with ECG on 48049
331706400008 99425-000212 |English, ECG not allowed, Check Circulation voice prompt 48049
331706400009 99425.000213 | ENglish Intl, ECG not allowed, Check Pulse voice prompt, with 200/200/360 48049

energy escalation
331706400010 99425-000214 |French, ECG allowed, Check Circulation voice prompt, with ECG on 48049
331706400011 99425-000215 |French, ECG not allowed, Check Girculation voice prompl 48049
331706400012 99425-000216 |Russian, ECG allowed Check Circulation voice prompt, with ECG on 48049
331706400013 99425-000217 |Russian, ECG allowed Check Circulation voice prompt, with ECG off 48049
331706400014 99425-000218 |Russian, ECG allowed, Check Breathing voice prompt, with ECG on 48049
331706400015 99425-000219 |Russian, ECG not allowed, Check Circulation voice prompt 48049
331706400016 99425-000220 |Spanish, ECG allowed, Check Circulation voice prompt, with ECG on 48049
331706400017 99425-000221 |Spanish, ECG not allowed, Check Circulation voice prompt 48049
331706400018 99425-000222 |Cantonese, ECG allowed, Check Pulse with ECG on 48049
331706400019 099425-000223 |Cantonese, ECG not allowed, Check Pulse 48049
331706400020 99425-000224 |Brazilian, ECG allowed, Check Circulation with ECG on 48049
331706400021 99425-000225 |Brazilian, ECG not allowed, Check Circulation 48049
331706400030 99425-000235 |Thai, ECG allowed, Check Pulse with ECG on 48049
331706400031 99425-000236 |Thai, ECG not allowed, Check Pulse ; 48049
Tabulka 3

Cislo dilu Ié(;j:logove Oznaceni GMDN

3206245-004 11141-000100 |Assembly Battery Replacement Kit 38558

3205379-006 11141-000156 |ASSY - BATTERY, PRIMARY, 5/4C CELL, LIMNO2, LP1000 38558
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TLUMOCNICKA DOLOZKA/ TRANSLATOR'S CLAUSE

Tlumo&nicky ukon jsem provedl jako tlumoénik jmenovany rozhodnutim pfedsedy
Krajského soudu v Usti nad Labem ze dne 22. ledna 1993 pod &islem jednacim 1492 pro
jazyk anglicky, zapsany v seznamu znalcli a tlumoénikli vedeném Krajskym soudem v Usti

nad Labem. Stvrzuji, Ze pfeklad souhlasi s textem pfipojené listiny. V pfekladu jsem provedl

I made the translator's act as a translator appointed by the decision of the Chairman of the
Regional Court in Usti nad Labem dated 22 January 1993 under the file number 1492 for
the English Language, registered in the List of Experts and Translators maintained with the
Regional Court in Usti nad Labem. I certify that the translation matches the text of the

Tlumoc¢nicky ukon je zapsan v tlumo¢nickém deniku pod porfadovym ¢islem/The translator's

F7ZLFPO 2

Mgr. Karel Krejéi
Tlumoénik jazyka anglického/English language translator

Otisk tlumoc¢nické peceti/Print of translator's seal:




