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pH | ll ps EU Declaration of Conformity

Philips Medical Systems
22100 Bothell Everett Highway
Bothell, WA 98021-8431, USA

This declaration of conformity is issued under the sole responsibility of the manufacturer. The device
covered by the present declaration is in conformity with all regulations below and other relevant Union

legislation.
Product Name and Product Part Numbers:

Part Number Description
861304 HeartStart FRx Defibrillator

Control Indicator:

Products manufactured after 22 Mar 2022

Global Medical Device Nomenclature Code (GMDN) and Description
47910, Non-Rechargeable Semi-Automated External Defibrillator
Universal Medical Device Nomenclature Code (UMDNS) and Title:
17-116, Defibrillators, Automated, External

Product Options/Accessories:

The object of the declaration described above is in conformity with the following regulations:

EU Directive Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

Device Risk Classification Class llb based on Annex IX and Rule 9

Conformity Assessment Path | Annex Il excluding (4)

Name/Address/ID of Notified | TUV SUD Product Service GmbH

Body Ridlerstrasse 65
D-80339 Munchen
Germany
NB# 0123
Standards The following standards have been used to demonstrate conformity with

applicable essential requirements set out in Annex | of the Medical
Devices Directive.

EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical
devices

EN 1SO 13485:2016 — Medical Devices — Quality Management Systems —
Requirements for Regulatory Purposes

EN ISO 14971:2012 — Medical Devices — Application of Risk Management to
Medical Devices

IEC 60529:1989 + A2:2013 + C1: 2019 — Degrees of protection provided by
enclosures (IP Code)

IEC 60601-1:2005+A1:2012 — Medical Electrical Equipment — Part |: General
requirements for Basic Safety and Essential Performance
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PHILIPS

Philips Medical Systems

EU Declaration of Conformity

22100 Bothell Everett Highway
Bothell, WA 98021-8431, USA

Standards

The following standards have been used to demonstrate conformity with
applicable essential requirements set out in Annex | of the Medical
Devices Directive.

IEC 60601-1-2:2014 — Medical Electrical Equipment — Part 1-2: General
requirements for Basic Safety and Essential Performance — Collateral
Standard: Electromagnetic Disturbances — Requirements and tests

IEC 60601-1-6:2010+A1:2013 — Medical Electrical Equipment — Part 1-6:
General requirements for Basic Safety and Essential Performance — Collateral
standard: Usability

IEC 60601-1-9:2013 - Medical electrical equipment — Part 1-9: General
requirements for basic safety and essential performance — Collateral Standard:
Requirements for environmentally conscious design

IEC 60601-1-11: 2015 - MEDICAL ELECTRICAL EQUIPMENT - Part 1-11:
General requirements for basic safety and essential performance — Collateral
Standard: Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment

IEC 60601-1-12:2014 - Medical electrical equipment- Part 1-12: General
requirements for basic safety and essential performance — Collateral Standard:
Requirements for medical electrical equipment and medical electrical systems
intended for use in the emergency medical services environment

IEC 60601-2-4:2010 — Medical Electrical Equipment — Part 2-4: Particular
requirements for the Basic Safety and Essential Performance of Cardiac
Defibrillators

IEC 62304:2006 — Medical Device Software — Software life-cycle processes

IEC 62366-1:2015 — Medical Devices — Application of Usability engineering to
Medical Devices

ISO 15223-1:2016 — Medical Devices — Symbols to be used with Medical
Device labels, labelling and information to be supplied — Part 1: General
requirements

RTCA DO-160G - Environmental Conditions and Test Procedures for Airborne
Equipment

Additional information:

'EU Authorized
Representative:

Philips Medizin Systeme Boblingen GmbH
Hewlett-Packard Str. 2

71034 Boblingen

Germany

Quality Certificates Issued:

EN I1SO 13485:2016 Quality Management Systems by TUV SUD with the
certificate number Q5 078838 0016 Rev. 00

EC Certificate — Full Quality Assurance System by TUV SUD with the
certificate number G1 078838 0014 Rev. 00
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PHILIPS

Philips Medical Systems
22100 Bothell Everett Highway
Bothell, WA 98021-8431, USA

Signature (signed for and on behalf of Philips):

(/ o O W |
AaAAr R ‘Ln

Printed Name: Nadine Smith
Title: Regulatory Affairs Program MGR — Emergency
Care

-
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PHILIPS EU prohlaeni o shodé

Ovéreny preklad z anglického do éeského jazyvka

philips Medical Systems

22100 Bothell Everett Highway
Bothell, WA 98021-8431, USA

Toto prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce. Zafizeni, na které se vztahuje toto
prohla3eni, splfiuje viechny niZe uvedené pfedpisy a dalsi relevantni zakonné piedpisy Evropské unie.

Nazev produktu a €isla dilti produktu:

Cislo dilu Popis
861304 Defibrilator HeartStart FRx

Kontrolni ukazatel:
Produkty vyrobené po 22. bfeznu 2022
. Celosvétové uznavana nomenklatura zdravotnickych prostfedkii (GMDN) a popis
47910, poloautomaticky externi defibrilator bez moZnosti dobijeni
Celosvétové uznavana nomenklatura zdravotnickych prostfedki (GMDN) a nazev:

17-116, Defibrilatory, automatické, externi

Doplriky/pf¥islusenstvi produktu:

Pfedmétem vyse uvedeného prohlaseni je shoda vyrobku s nasledujicimi pfedpisy:
Smérnice EU Smérnice Rady 93/42/EHS ze dne 14. éervna 1993 o zdravotnickych
Klasifikace rizik prostfedku Ttida llb na zdkladé ptilohy IX a pravidla 9

Postup posouzeni shody Ptiloha Il kromé bodu 4)
Nézev/adresa/IC TUV SUD Product Service GmbH
ooznameného subjektu Ridlerstrasse 65

D-80339 Mnichov

Némecko

Oznameny subjekt ¢. 0123

O Normy Ndsledujici normy byly pouzity k prokdzani shody s platnymi zékladnimi
pozadavky stanovenymi v pfiloze | smérnice o zdravotnickych prostiedcich.

EN 1041:2008+A1:2013 Informace poskytované vyrobcem zdravotnickych
prostiedki

EN ISO 13485:2016— Zdravotnické prostiedky - Systémy managementu
kvality - PoZadavky pro Gcely predpist ‘

EN ISO 14971:2012— Zdravotnické prostfedky - Aplikace fizeni rizika na
zdravotnické prostfedky

IEC 60529:1989 + A2:2013 + C1: 2019 — Stupné ochrany krytem (IP kéd)

IEC 60601- 1:2005+A1:2012 - Zdravotnické elektrické ptistroje — Cést I:
L Vseobecné pozadavky na zakladni bezpecnost a nezbytnou funkénost
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PHILIPS

Philips Medical Systems 22100
Bothell Everett Highway Bothell,
WA 98021-8431, USA

EU prohlaseni o shodé

Normy

Nasledujici normy byly pouiity k prokazani shody s platnymi zakladnimi
poZadavky stanovenymi v pfiloze | smérnice o zdravotnickych prostiedcich.

IEC 60601- 1- 2:2014 — Zdravotnické elektrické pfistroje — Cast 1- 2:
Vseobecné pozadavky na zakladni bezpeénost a nezbytnou funkénost —
Skupinova norma: Elektromagneticka ruseni — Pozadavky a zkousky

IEC 60601-1-6:2010+A1:2013 - Zdravotnické elektrické pfistroje — Cast 1-6:
Vieobecné pozadavky na zdkladni bezpeénost a nezbytnou funkénost —
Skupinova norma: Pouzitelnost

IEC 60601-1-9:2013 — Zdravotnické elektrické pristroje — Cast 1-9: Vieobecné
poZadavky na zakladni bezpecnost a nezbytnou funkénost — Skupinova
norma: PoZadavky na navrh s ohledem na Zivotni prostredi

|EC 60601-1-11: 2015 - ZDRAVOTNICKE ELEKTRICKE PRISTROJE - C4st 1-11:
VSeobecné pozadavky na zakladni bezpeénost a nezbytnou funkénost —
Skupinova norma: PoZadavky na zdravotnické elektrické pfistroje a
zdravotnické elektrické systémy pouZivané v prostiedi domaci zdravotni péce
IEC 60601-1-12:2014 — Zdravotnické elektrické pFistroje — Cast 1-12:
VSeobecné pozadavky na zakladni bezpeénost a nezbytnou funkénost —
Skupinova norma: Pozadavky na zdravotnické elektrické pfistroje a
zdravotnické elektrické systémy uréené pro poufziti v prostiedi urgentnich
zdravotnickych sluzeb

IEC 60601- 2- 4:2010 — Zdravotnické elektrické pFistroje — Cast 2- 4:

Zvlastni poZadavky na zakladni bezpecnost a nezbytnou funkénost
defibrilator

IEC 62304:2006 — Software Iékaiskych prostfedkll — Procesy v Zivotnim cyklu
softwaru

IEC 62366-1:2015 — Zdravotnické prostfedky — Aplikace techniky
pouZzitelnosti na zdravotnické prostiedky

ISO 15223- 1:2016 — Zdravotnické prostiedky — Znacky pro stitky,
oznacovani a informace poskytované se zdravotnickymi prostiedky —

Cast 1: Obecné pozadavky

RTCA DO-160G - Podminky prostiedi a zkusebni postupy pro palubni zafizeni

Dalsi informace:

Opravnény
zastupce v EU:

Philips Medizin Systeme B&blingen GmbH
Hewlett-Packard Str. 2

71034 Boblingen

Némecko

_Vydané certifikaty kvality:

EN ISO 13485:2016 Systémy managementu kvality od TUV SUD
s certifikatem &. Q5 078838 0016 Rev. 00

Certifikat ES — Osvédceni o Gplném systému zajisténi kvality od TUV

SUD s certifikdtem ¢ G1 078838 0014 Rev. 00 J
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PHILIPS

Philips Medical Systems
22100 Bothell Everett Highway
Bothell, WA 98021-8431, USA

Podpis (podepsal za spoleénost Philips):

[netitelny podpis]

Jméno tiskacim pismem: Nadine Smith
Funkce: Oddéleni regulacnich zalezitosti
Program MGR — Pohotovostni péée
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EU prohlaseni o shodé

Datum vydani:

[necitelny podpis]

Platnost do: 12. dubna 2025
Misto vydani: Bothell, WA
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Nadfizeny proces P04021




PREKLADATELSKA/TLUMOCNICKA DOLOZKA

J4, Mor. Be. Michaela Vriblikové, IC: 44202474, soudni tlumocnice a pekladatelka jazyka ceského a jazyka
anglického zapsani v seznamu tlumoénikd a piekladateli vedeném Ministerstvem spravedinost Ceské
republiky, timto stvezuji, Ze jsem osobné provedla pieklad pipojené listiny, a Ze tento pieklad souhlasi
s textem pfedmétné listiny. Pfi providéni prekladu nebyl pfibran konzultant.

Tento tikon je zapsan v evidenci ukonti pod &islem polozky: 40404?\[ PATA

TRANSLATOR’S/INTERPRETER’S CLAUSE

I, Mgt. Be. Michaela Vrablikova, TD: 44202474, certified interpreter and translator of the Czech language
and English language registered in the Register of Interpreters and Translators maintained by the Ministry
of Justice of the Czech Republic, hereby cettify that I translated in person the attached document and the
translation corresponds with the text of the subject document. No consultant was engaged for the
translation.
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