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pH l LI DS EU Declaration of Conformity

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

t

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 L f _4‘
| 861304 | HeartStart FRx Defibrillator

Control Indicator:

Products manufactured after 07 JAN 2021

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:

This declaration also includes the following product options and accessories:

PartNumber | GMDN Code _|UMDNSCode .~ | Description |
47910; Non-Rechargeable Semi- 17-116; Defibrillators, Automated, ' Infant/Child '
. 9898031393;'1 | Automated External Defibrillator External ) | Key ‘

The object of the declaration descrlbed above is in conformity with the followmg regulations:
EUDirective = | Council Directive 93/42/EEC of 14 June 1993 concerning medical devices -
Device Risk CIassuflcatlon Class Ib based on Annex 1X and Rule 9

Conformity Assessment Path | Annex Il excluding (4)
Name/Address/ID of Notified | TUV SUD Product Service GmbH
Body Zertifizierstelle

Ridlerstrasse 65

D-80339 Munchen

Germany

NB# 0123

- | The following standardsfhave been used to demoristrate conformity with -
_applicable essemral fegu me aatoout in: Annexﬂ ql’ the Mgdica '

\'Devices Difective:s soit= FRS ST FE0E pe T
EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical
devices

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

EN I1SO 14971:2012 — Medical Devices — Application of Risk Management to
Medical Devices
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DH I |_I ps EU Declaration of Conformity

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

| [EC 60529:1989 + A2:2013 + C1: 2019 ~ Degrees of protection provided by
| enclosures (IP Code)

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

[EC 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 80601-1-6:2010+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

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

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

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

I1SO 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-180G - Environmental Conditions and Test Procedures for Airborne
Equipment

Additional information: - -
EU Authorized Philips Medizin Systeme Béblingen GmbH
Representative: Hewlett-Packard Str. 2
71034 Boblingen

L | Germany - -
Quality Certificates Issued: | EN1SO 13485:2016 Quality Management Systems by TUV SUD with the l

certificate number Q5 078838 0012 Rev. 00 |

EC Certificate — Full Quality Assurance System by TUV SUD with the
B certificate number G1 078838 0014 Rev. 00
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Signature (signed for and on behalf of Philips).

Printed Name: Zachary Price
Title: Regulatory Affairs Program Manager, ECR
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PHILIPS EU prohlaseni o shodé

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

Toto prohlaSeni o shodé se vydava na vyhradni odpovédnost vyrobce. ZafFizeni, na které se vztahuje toto
prohlaseni, spliiuje vSechny nize uvedené pfedpisy a dal$i relevantni zakonné pfedpisy Evropské unie.

Nazev produktu a ¢isla dilt produktu:

Clslo ) dilu Popis
861304 Defibrilator Heartstart FRx

Kontrolni ukazatel:

Produkty vyrobené po 7. lednu 2021

Koéd a popis podle Mezinarodné uznavané nomenklatury zdravotnickych prostifedki (GMDN):
47910, poloautomaticky externi defibrilator bez moznosti dobijeni

Kéd a nazev podle Univerzalniho nomenklaturniho systému zdravotnickych prostredki (UMDNS):
17-116, defibrilatory, automatické, externi

Doplriky/pFisluSenstvi produktu:

Toto prohlaseni zahrnuje také nasledujici doplfiky a prislusenstvi produktu:

Cislo dilu Koéd GMDN Kod UMDNS Popis
089803139311 (47910, E}Qioa.utorrfa.iticky externi defibrilator [17-116, defibrildtory, automaticke,|Kli& pro
bez moznosti dobijeni externi kojence/déti

Predmétem vySe uvedeného prohlaseni je shoda vyrobku s nasledujicimi predpisy:

Smérnice EU . Smérnice Rady 93/42/EHS ze dne 14. Eervna 1993 o zdravotnickych
Klasifikace rizik prostfedku Tfida ilb na zakladé pfilohy IX a pravidla 9

Postup posouzeni shody Priloha |l kromé bodu 4) -
Nazev/adresa/lC oznameného  |TUV SUD Product Service GmbH

organu Zertifizierstelle

Ridlerstrasse 65
D-80339 Mnichov
Némecko

NB ¢. 0123

Normy 5 Nasledujici normy byly pouzity k prokazani shody s platnymi zakladnimi
! . pozadavky stanovenymi v prlloze | smérnice o zdravotnickych
prostredcich.

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

EN 1SO 13485:2016 - Zdravotnické prostiedky - Systémy managementu kvality -
Pozadavky pro Ucely predpist

EN 1SO 14971:2012 - Zdravotnickeé prostiedky - Aplikace Fizeni rizika na
zdravotnické prostiedky
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PHILIPS

Philips Medical Systems

EU prohlaseni o shode

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

IEC 60529:1989 + A2:2013 + 01: 2019 - Stupné ochrany krytem (IP kéd)

IEC 60601-1:2005+A1:2012 - Zdravotnické elektrické piistroje — Cast |: VEeobecné
pozadavky na zakladni bezpeénost a nezbytnou funkénost

IEC 60601-1-2:2014 - Zdravotnické elektrické pfistroje — Cast 1-2: Vieobecné
pozadavky na zakladni bezpecnost a nezbytnou funkénost — Skupinova norma:
Elektromagneticka ru$eni — Pozadavky a zkousky

IEC 60601-1-6:2010+A1:2013 - Zdravotnické elektrické pistroje — Cast 1-6:
V8eobecné poZzadavky na zakladni bezpeénost a nezbytnou funkénost — Skupinova
norma: Pouzitelnost

IEC 60601-1-9:2013 - Zdravotnické elektrické pfistroje — Cast 1-9: Veobecné
pozadavky na zékladni bezpe&nost a nezbytnou funkénost — Skupinova norma:
Pozadavky na navrh s ohledem na Zivotni prostredi

I[EC 60601-1-11: 2015 - ZDRAVOTNICKE ELEKTRICKE PRISTROJE - Cast 1-11:
V8eobecné 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: V8eobecné
pozadavky na zakladni bezpecnost a nezbytnou funkénost — Skupinova norma:
Pozadavky na zdravotnické elektrické pristroje a zdravotnické elektrické systémy
uréené pro pouZiti v prostfedi urgentnich zdravotnickych sluzeb

IEC 60601-2-4:2010 - Zdravotnické elektrické pfistroje — Cast 2-4: Zvlastni
pozadavky na zakladni bezpeénost a nezbytnou funkénost defibrilatorh

IEC 62304:2006 - Software |ékafskych prostfedkd - Procesy v Zivotnim cyklu
softwaru

IEC 62366-1:2015 - Zdravotnické prostfedky - Aplikace techniky pouzitelnosti na
zdravotnické prostredky

ISO 15223-1:2016 - Zdravotnické prostiedky - Znacky pro $titky, oznacovani a
informace poskytované se zdravotnickymi prostiedky - Cast 1: Obecné pozadavky

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

Dal$i informace:

Opravnény
zastupce pro 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 0012 Rev. 00

Certifikat ES - Osvédéeni o Gplném systému zajisténi kvality od TUV SUD

s certifikatem €. G1 078838 0014 R_ev._OO
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PHILIPS EU prohlaseni o shodé

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

Podpis (podepsal za spolec¢nost Philips): Datum vydani:

[necitelny podpis] 7. ledna 2021

Jméno tiskacim pismem: Zachary Price Platnost do: 26. kvétna 2024

Funkce: Vedouci programu regulaénich zalezitosti, ECR Misto vydani: Bothell, WA
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PREKLADATELSKA/TLUMOCNICKA DOLOZKA

Ja, Mgt. Be. Michaela Vrablikova, IC: 44202474, soudni tlumocnice a pickladatelka jazyka ceského a jazyka
anglického zapsani v seznamu thumoénikd a pfekladateli vedeném Ministerstvem spravedinosti Ceské
republiky, tmto stvrzuji, Se jsem osobné provedla pfeklad piipojené listiny, a Ze tento pieklad souhlasi
s textem pfedmétné listiny. it

, G 27
Tento tkon je zapsin v evidenci Gkont pod cislem poloky: ............0.... /

1
.

TRANSLATOR’S/INTERPRETER’S CLAUSE

I, Mgt. Bc. Michaela Vrdblikova, ID: 44202474, certified interpreter and translator of the Czech language
and English language registered in the Register of Interpretets and Translators maintained by the Ministry
of Justice of the Czech Republic, heteby certify that I translated in person the attached document and the
translation corresponds with the text of the subject document.

This tragslation s, lr_c-.giJs/Lfred in the Register of the Ministry of Justice of the Czech Republic under item
766 () L7

No.: .. LE L o Lo /

Na o/
4 /1]

Megt. Be. Michaela Vrablikova

otisk pedeti/stamp




