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Declaration of Conformity V1.0

Declaration of Conformity c €
2797

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China

Manufacturer SRN: CN-MF-000014156

LEC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Automated external defibrillator

Model: BeneHeart C1/BencHeart Cl1A/BeneHeart C2/BeneHeart
C2A/BeneHeart S1/BeneHeart S1A/BeneHeart
S2/BeneHeart S2A/BeneHeart Cl1 Fully
Automatic/BeneHeart C1A Fully Automatic/BeneHeart C2
Fully Automatic/BencHeart C2A Fully

Automatic/BeneHeart S1 Fully Automatic/BeneHeartt S1A I
Fully Automatic/BeneHeatt S2 Fully Automatic/BeneHeart

S2A Fully Automatic
Basic UDI-DI: 69449040AB010000423E
Classification: 10 (According to Rule 22 of MDR Annex VIII)
CND code: Z120305

Conformity Assessment Route:  Annex 1X

Intended Purpose: The Automated external defibrillator is intended for semi-
automated external defibrillation and automated external
defibrillation.

We declare that the above mentioned products meet the provisions of the REGULATION
(EU) 2017/745 OF THE EUROPEAN PARLIAMENT. All supporting documentations are
retained under the premises of the manufacturer. This declaration of conformity is issued
under the sole responsibility of the manufacturer.

References to CS: /

Notified Body: BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP Amstetdam,
The Netherlands

Notified Body No. 2797

Identification of the Certificate: MDR 781235

Start of CE-Marking: 2019-08-02




I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Deputy director of Technical Regulation Department
of Shenzhen Mindray Bio-Medical Electronies Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen,

\ \
Signature: (VT/ 514_1/3///;?-]/

Naine of Authorized Signatory:  Wang Xinbing

Position Held in Company: Deputy director, Technical Regulation




Attachment of Declaration of Conformity: Applied Standards List-V 1.0

Product:

Model:

Standards Applied:

EN SO 14971:2019/A11:2021

EN IS0 20417:2021

EN ISO 15223-1:2021

IEC 6060]-

[:2005+A1:2012+A2:2020

IEC 60601-1-2:2014

1EC 60601-1-

6:2010+A1:2013+A2:2020

[EC 60601-2-4:2010+A1:2018

[EC 62366-1:2015+A1:2020
EN 1789:2020

EN 13718-1:2014+A1:2020

Applied Standards List

Automated external defibrillator

BeneHeart  Cl/BeneHeart Cl1A/BeneHeart C2/BeneHeart
C2A/BeneHeart S1/BeneHeart S1A/BeneHeart S2/BeneHeart
S2A/Beneleart C1 Fully Automatic/BeneHeart C1A  Fully
Automatic/BeneHeart C2 Fully Automatic/BeneIeart C2A Fully
Automatic/BeneHeart St Fully Automatic/BencHeart SIA Fully
Automatic/BeneHeart S2 Fully Automatic/BeneHeart S2A Fully

Automatic

Medical devices - Application of risk management to medical devices
[nformation supplied by the manufacturer with medical devices

Medical devices-Symbals to be used with medical device labels, labeling and infortation to be

supplied

Medical electrical equipment--Part 1: General requirements for basic safety and essential

performance

Medical clectrical equipment--Part 1-2: General requirements for basic safety and essentiat

performance-- Collateral standard: Electromagnetic compatibility--Requirements and tests

Medical electrical equipment-part 1-6: general requirements for basic safety and essential

performance--collateral standard: usability

Medical clectrical equipment - Part 2-4: Particular requirements for the safety of cardiac

defibrillators
Medical devices — Part 1: Application of usability engineering to medical devices
Medical Vehicles and Their Equipment - Road Ambulances

Medical vehicles and their equipment-Air ambulances-Part 1: Requirements for medical devices

used in air ambnlances




IEC

60601 -1-

10:2007+-A1:2013-+-A2:2020

1EC 60601-1-11:2015+A1:2020

IEC

12:2014/AMD1:2020

IEC 60086-4:2019

EN 62304:2006/A1:2015

60601-1-

Medical electrical equiprment Part 1-10: General requirements for basic safety and cssential
performance — Collateral Standard: Requirements for the development of physiologic closed-loop

controllers

Medical electrical equipment - Parl 1-11: General requirements for bhasic safety and essential
performance - Collateral Standard: Requiremenls for medical electrical equipment and medical

electrical systems used in the home healthcare environment

Medical Electrical Equipment — Parl 1-12: General requirements for basic safety and essential
performance — Collateral Standard: Requirements for medical electrical equipment and medical

clectrical systems used in the emergency medical services environment

Primary batteries — Part 4 Safety of lithium batteries

Medical device software - Software lifecycle processes




Quéieny preklad = anglickélo do ceského jazvka

Prohlaseni o shodé V1.0

Vyrobce:

Cislo SRN vyrobce:
Zastupce pro ES:

Vyrobek:
Model:

Zikladni UDI-DI:
Klasifikace:

Kéd CND:

Zpiisob posouzeni shody:

Urceny tcel:

Prohlagujeme, Ze vy$e uvedené vyrobky splituji ustanoveni NARIZENi EVROPSKEHO PARLAMENTU (EU) 2017/745.

Prohlaseni o shodé

C € 2797
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech

Industrial Park, Nanshan, Shenzhen, 518057, Cinska lidova republika
CN-MF-000014156

Shanghai International Holding Corp. GmbH (Europe)

Eiffestrafie 80

20537 Hamburk, Némecko

Automaticky externi defibrilator

BeneHeart Cl/BeneHeart C1 A/BeneHeart C2/BeneHeart
C2A/BeneHeart  S1/BeneHeart S1A/BeneHeart
S2/BeneHeart S2A/BeneHeart Cl plné
automaticky/BeneHeart C1A plné automaticky/BeneHeart C2

plné automaticky/BeneHeart C2A plné
automaticky/BeneHeart S1 pIné automaticky/BeneHeart STA

plné€ automaticky/BeneHeart S2 pIn& automaticky/BeneHeart

S2A pIn¢ automaticky

69449040AB010000423E

Il (podle pravidla 22 nafizeni MDR, pfiloha VIII)

7120305

Priloha IX

Automaticky externi defibrilator je uréen pro poloautomatickou externi

defibrilaci a automatickou externi defibrilaci

Veskerd podpilirni dokumentace je uchovavina v prostorach vyrobce. Toto prohlagen{ o shodé se vydava na vyhradni

odpovédnost vyrobce.

Odkazy na CS:
Oznameny subjekt:

Oznimeny subjekt ¢.
Oznadeni certifikdtu:

Zahdijeni oznadovani CE:

/

BSI Group The Netherlands B.V,
Say Building, John M. Keynesplein 9, 1066 EP Amsterodam,
Nizozemsko

2797
MDR 781235

2.8.2019




Timto jsem jmenovan/a opravn&nou osobou k vyfizovani viech zaleZitosti tykajicich se registrace a fizeni kvality ve
funkci zdstupce Feditele pro technickou regulaci spoleénosti Shenzhen Mindray Bio-Medical Electronics Co., Ltd.,

a to s okamZitou platnosti.

Misto, datum vydani: Shenzhen, 26.7.2024

Podpis: [netitelny podpis]

Jméno osoby s podpisovym priavem: Wang Xinbing

Pozice ve spole¢nosti: Zastupce feditele pro technickou regulaci

!



Vyrobek:
Model:

PouZité normy:

EN1SO 14971:2019/A11:2021

EN ISO 20417:2021

ENISO 15223-1:2021

IEC 60601-

1:2005+A1:2012+A2:2020

» IEC 60601-1-2:2014

IEC 60601-1-

6:2010+A1:2013+A2:2020

IEC 60601-2-4:2010+A1:2018

IEC 62366-1: 2015+A1:2020

EN 1789:2020

EN 13718-1:2014+A1:2020

Priloha k prohla§eni o shodé: Seznam pouzitych norem-V1.0

Seznam pouzitych norem

Automaticky externi defibrilator

BencHeart C1/BeneHeart C1A/BeneHeart C2/BeneHeart
C2A/BeneHeart S1/BeneHeart SIA/BencHeart S2/BeneHeart
S2A/BencHeart C1 plné automaticky/BeneHeart C1A plné
automaticky/BeneHeart C2 plné automaticky/BeneHeart C2A piné
automaticky/BeneHeart S1 pIné automaticky/BeneHeart STA plné
automaticky/BeneHeart S2 pIné automaticky/BeneHeart S2A plné

automaticky

Zdravotnické prostiedky - Aplikace fizeni rizika na zdravotnické prostiedky

Informace poskytované vyrobcem zdravotnickych prostiedki

Zdravotnické prostiedky -- Znagky pro §titky, oznacovani a informace poskytované se

zdravotnickymi prostfedky

Zdravotnické elektrické piistroje - Cast 1: Vicobecné pozadavky na zékladni bezpetnost

a nezbytnou funkénost

Zdravotnické elektrické piistroje - Cast 1-2: Vieobecné poZadavky na zékladni bezpegnost
a nezbytnou funké&nost — skupinova norma: Elektromagneticka kompatibilita — PoZadavky

a zkousky
Zdravotnické elektrické piistroje - Cast 1-6: Vicobeené pozadavky na zakladni bezpetnost

a nezbytnou funké&nost — skupinova norma: pouZitelnost

Zdravotnické elektrické piistroje - Cast 2-4: Zvlastni poZadavky na bezpetnost stdegnich

defibrilatort

Zdravotnické prostiedky - Cast 1: Aplikace techniky pouZitelnosti na zdravotnické
prostiedky

Zdravotnické dopravni prostiedky a jejich vybaveni — Silnignf ambulance
Zdravotnické dopravni prostfedky a jejich vybaveni - Letecké ambulance - Cast 1:

Pozadavky na zdravotnické prostfedky pouzivané v leteckych ambulancich




IEC 60601-1- Zdravotnické elektrické pristroje - Cast 1-10: Vieobecné pozadavky na zakladni

10:2007+A1:2013+A2:2020  pezpegnost a nezbytnou funkénost — skupinova norma: Pozadavky na vvoj

fyziologickych ovlada¢i s uzavienou smyékou

IEC 60601-1-11:2015+A1:2020 Zdravotnické elektrické ptistroje - Cést 1-11: Vieobecné pozadavky na zékladni
bezpetnost a nezbytnou funk&nost — Skupinové norma: PoZadavky na zdravotnické
elektrické piistroje a zdravotnické elektrické systémy pouZivané v prostedi domaci
zdravotni péce

IEC 60601-1- Zdravotnické elektrické pristroje - Cast 1-12; Veobecné pozadavky na zékladni

q 12:2014/AMD1:2020 bezpeénost a nezbytnou funk&nost — skupinova norma: Pozadavky na zdravotnické
elektrické piistroje a zdravotnickeé elektrické systémy uréené pro pouZiti v prostiedi

urgentnich zdravotnickych sluZeb

IEC 60086-4:2019 Primaérni baterie - ¢ast 4: Bezpeénost lithiovych baterii

EN 62304:2006/A1:2015 Software 1&katskych prostfedki - Procesy v Zivotnim cyklu softwaru




PREKLADATELSKA/TLUMOCNICKA DOLOZKA

J4, Mgt. Bc. Michaela Vrablikova, IC: 44202474, soudnf tlumocnice a piekladatelka jazyka Ceského a jazyka
anglického zapsana v seznamu tlumoénikti a prekladateld vedeném Ministerstvem spravedlnosti Ceské
republiky, timto stvrzuji, Ze jsem osobné provedla preklad pfipojené listiny, a Ze tento pfeklad souhlasi
s textem piedmétné listiny. P#i provadéni pekladu nebyl pfibran konzultant.

Tento ukon je zapsan v evidenci tkont pod ¢islem polozky: ... 7700 7 e

TRANSLATOR’S/INTERPRETER’S CLAUSE

I, Mgr. Be. Michaela Vrablikova, ID: 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 certify that I translated in person the attached document and the
translation cotresponds with the text of the subject document. No consultant was engaged for the
translation.

This translation is registered in the Register of the Ministry of Justice of the Czech Republic under item
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Mgyr. Be. Michaela Vrablikova

otisk peceti/stamp




