PRILOHA C. 3

Prohlaseni o shodé dle zakona ¢. 22/1997 Sb.,
o technickych pozadavcich na vyrobky a dle ZoZP

Declaration of Confermity V5.0

Declaration of Conformity ‘ €
012
Manufactorer: Shenzhen Mindray Bio-Medical Electronics COWElkd,

Mindray Building, Keji 12th Road South. High-tach Industrial
. Park. Manshan, Shenzhen, 518057, P B. China
EC-Representative: Shanghai International Holding Corp. GmbH {Europe)
Eiffestralle 80

20537 Hamburg., Germany

Product: Patient Monitor {[neluding Accessories)

Maodel: BeneVision N17/BeneVision N1 5/BeneVision N 12/Bene Vision
Ml2C

Classification: [l CAccording to Rule 10 of MDD Annex 1X)

Conformity Assessment Route: MDD Annex || excluding (4)

We herewith declare under our sole responsibility that the above meéntioned products meet the
provisions of the Council Directive 93/42/EEC concerning Medical Device, as amended by

200T/4TEC. ANl supporting documentations are retained under the premises of the

manufacturer.

Standards Applied:

List of (harmaonized) standards for which documented evidence for compliance can be provided as
attachment,

Notified Body: TOV 30D Produet Service GmbH

Ridlersirale &5

B0339 Miinthen

Notified Body Mo. : 0123

. Germany

Start of CE-Marking: 2016-12-17

Plaee, Date of Issue:

Signature:
-t
Name of Authorized Signatory: || NNEGTGTGNGEEE
Fosition Held in Company: Manager, Technical Regulation
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Model:

Standards Applied:

EM JSO 14971:2012
EN 1041:2008 +A1:2013

EN [S0 15223-1-2016

EN 150 10993-

1:200%AC: 2010

EN IS0 10993-5:200%

ISC 10993-10:2010)

EN o0601-1: 2006 (A1:2013

EN 60a01-1-2: 2015

IEC 60601-1-6:2013

[EC 60601-1-8:2012

Product: Patient Maonitor
BeneVision N17 .  BeneVision N15 ,  BeneVision NIZ,

BeneVizion N12C

Applied Standards List

Medical devices — Application of risk management to medical devices

Information supplied by the manufscturer with medical devices

Medical devices — Symbols to be used with medical device labels,

labelling and infarmation ta be supplied — Part |: General reguirements

Biological evaluation of medical devices - Part |- Evaluation and testing

Biological evaluation of medical devices - Part 5: Tests for in vitro

cytatoxicity

Biological avaluation of medieal devices - Part 10; Tests for irritation and

and skin sensitization

Medical electrical equipment - Part |: General requirements for basic

safiety and essentiz] performance

Medical electrical equipment -- Part 1-2: General requirements fiv basic
safery and essential performance - Collateral standard: Electromagnetic
comipatibility - Requiramenis and tests

Medical elecirical equipment — Part 1-6: General requirements for basic
safety and essential performance - Collateral Standard: Usability

Medical electrical equipment - Part 1-3: General requirements for basic
safety and essential performance - Collateral Standard; General

requirements, tests and guidance for alarm systems in medical electrical

equipment and medical electrical systems || ‘
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TEC 60601-2-10:2012

IEC 60601-2-25:2011

IEC 60601-2-26:2012

IEC 60601-2-27:2011

IEC 80601-2-30:2018

IEC 60601-2-34:2011

IEC 60601-2-49:2011

ISO 80601-2-55:2018

1SO 80601-2-56:2017

1SO 80601-2-61:2011

Medical electrical equipment - Part 2-10: Particular requirements for the

basic safety and essential performance of nerve end muscle stimulators

Medical electrical equipment - Part 2-25: Particular requirements for the

basic safety and essential performance of electrocardiographs

Medical electrical equipment - Part 2-26: Particular requirements for the

basic safety and essential performance of electroencephalographs

Medical electrical equipment - Part 2-27: Particular requirements for the
basic safety and essential performance of electrocardiographic monitoring

equipment

Medical electrical equipment -- Part 2-30: Particular requirements for the
basic safety and cssential performence of automated non-invasive

sphygmomanometers

Medical electrical equipment - Part 2-34: particular requirements for the
hasic safety. including essential performance, of invasive blood pressure

monitering equipment

Medical electrical equipment - Part 2-49: Particular requirements for the
basic safety and essential performance of multifunction patient monitoring

cquipment

Medical electrical equipment -- Part 2-55: Particular requirements for the

hasic safety and essentisl performance of respiratory gas monitors

Medical electrical equipment Part 2-36: Particular requirements for basic
safety and essential performance of clinical thermometers for body

température measurement

Medical electrical equipment Part 2-61: Particular requirements for basic

safety and essential performance of pulse oximeter equipment

ISO 81060-2:2013 Non-invasive sphygmomanometers - Part 2: Clinical validation of
automated measurement type
KS 20230093 3




IEC 62366-1:2015 Medical devices Part 1 Application of usability engineering o medical |
devices
IEC 62304:2015 Medical device software - Software life cycle processes
e — —— - ——— e —— e
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Owvéfeny preklod » anglického jozyka
Prohlaseni o shodé-V'5.0

0123

Prohlaseni o Shodé

Vyrobee: Shenzhen Mindray Bio-Medical Electronies Ca., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan,
518106 Shenzhen, 318057 Cinska lidova republika

Fdstupee pro ES: Shanghai lnternational Holding Corp. GmbH ( Europe)
Eiffestralie 80
20537 Hamburg, Mémecko

Virobek: Zdravotnicky monitor (véetnd prislusensivi)
Model: BeneVision N1 T ¢ BeneVision N13 / BeneVision N12 / BeneVision W12C
Klasifikace: Tk (dle Pravidla |0 Smérnice o Zdravotnickych prostredeich MDD, Dodatek IX)

Postup posouzeni

Shody: MDD (Smérnice o Zdravotnickych Prostfedeich), Dodatek 11, vyjma (4)
Timto na viastni odpovédnost prohlaujeme, Ze vyse uvedené vyrobky spliiuji ustanoveni uvedena
ve Smérnici Evropské rady & 9342/EEC tvkajici se mdravotnickych prostiedka, ve znéni

2007/47/EC. Veikeré podklady jsou uchovaviny v prostorich vyrobee.

Poufité normy:

Seznam (harmonizovanych) norem, u kterveh mitze dokumentace shody byt poskytnuta jako priloha

Notifikovany orgin: TUV SUD Product Service GmbH
Ridlersirabe 65
80339 Mnichov. Némecko

Cislo notifik. organu: 0123

Ladatek znadeni CE: 17.12.2016

Misto, datum vydini: Shenzhen  fdarem — nedireing)

Podpis: (prodpiss

JIméno osoby povifené k podpisu: || NG

Pozice ve firmé; Manazer, Technickeé predpisy

KS 20230093 5



Ovéfeny pleklad z anglického jozyka

Seznam aplikovanych norem
Vyrobek: Zdravotnicky monitor

Model: BeneVision N17, BeneVision N15, BeneVision N12, BeneVision N12C

Aplikované (pouZité) normy:

EXN IS0 14971:2002 Zdravotnickeé prostfedky — Aplikace fizend rizik na zdravotnicke prostiediy

EN 141:2008 ~A1:2013 Informace poskytované wrobcem spoleéné se zdravotnickymi prostediy

EN IS0 13223-1-2016 Zdvavotnickis prostiedky — Symbaly poudivané na ititcich zdravotnickjch

prostedkd, znafeni a poskytované informace — Cdst 1: Obecné poladaviy

EN 150 10993- Binlogické hodnoceni zdravetrickyeh prostfedkd - Cast 1: Hodnoceni a testovani

1:200WAC: 1010

EN 1SO 10993-5:2009 Biologické hodnocent rdravotnickich prostfedkd — Cast 5: Zkousky na toxicitu in
“ witro
150 10993-10:2010 Biologické hodnoceni rdravotnickyeh prostfedkd — East 10: Zkousky na

podréddénl a zcitliveni kiEe

EN 60601-1: 2006 /A1:2013 Zdravatnicke elektrické prostfedky - £4st 1: Vieobecné poiadavicy na zdkladni
bezpefnost & nutay vpkon

EN a6b]-1-2; 2015 Zdravotnické elekirické prostfedky - Cist 1-2: Vieobecné pofadavky na
rdkladni bezpeinest a nutny vykon — Kolaterdini norma: Elektromagneticka
kompati bilita — Poiadavky & zkousky

TEC 60601-1-6:2013 Zdravolnicke elekirické prostfedky - Cist 1-6: Vieobecné poladavky na
rakladni bezpednost a nutny vwkon — Kolaterdlni norma: Pouwfitelnost

TEC 60601-1-8:2012 Zdravotnicke elekirické prostredky - Cast 1-8: Visobecné poladaviy na zikladnl
bezpednast & nutay viken — Kolaterdlni norma: Visobecné pozadaviy, tkousky a
pokyny pro poplaing systémy ve zdravotnickych elektrickych zafizenich a
zdravotnickych elaktrickych systémech.

KS 20230093 6



1EC 60601 -2-10:2012

JEC 60601 -2-28:301)

1EC eB6DE-2-20.2012

TEE obaity 2272000

LU L S ST O B

C noet) 2042000

TEC 6] 249 20010

N XueB] 2 S8 200s

180 %0001 -2-36:2017

IS0 N0 -2-01 2011

MO X1060.2:201 8

IEC 62366-1:2015

1EC 62304:2015

KS 20230093

Ovéfeny preklad z onglického jazyka

Zdravotnické elektrické prostiedky — Cast 2-10: Vieobecné pozadavky na
zakladni bezpeénost a nutny wwkon nervovych a svalovych stimulatord

Zdravotnické elektrické prostiadky — Cast 2-25: Konkrétnl pofadavky na
zakladni berpecnost a nutny vykon elektrokardiografi

Zdravotncké elekirické prostiediy — Cst 2-26: Konkrétni potadavky na
bezpeénost elektroencefalografl.

Zdravotnické elektricke prostiedky — Cist 2-27: Konkrétni poladavky na
zakladni bezpeénost a nutny wkon elektrokardiografickéhe
maonitorovaciho zafizeni

Zdravotnické elektrické prostiedky — Cast 2-30: Konkrétni poiadavky na
zéakladni bezpednost @ nutny vykon automatizovanych neinvazivnich
tiakomérd

Zdravotnické elektrické prostiediy — Cast 2-34: Konkrétni poiadavky na
zakladni bezpeénost a nutny wkon invazivniho tlakomérného
monitorovacihe rafizeni

Zdravotnicke elektrické prostfedky — Cast 2-49: Konkrétni poladavky na
rdkladni bezpecnost a nutny vwwkon multifunkéniho zafizeni na
monitorovani pacientd

Zdravatnické elektrické prostfediy — Cist 2-55- Konkrétni pozadavky na
rdkladni bezpeénost a nutny vykon monitard dychacich plynd

Zdravotnické elektrické prostradky - Cist 2-56: Konkrétni potadavky na
zakladni bezpeénost a nutny vykon klinickych teplomérd pro méfeni
télni teploty

Zdravotnické elekerické prostfedky — Cdst 2-61: Konkrétni poladavky na
tékladni berpeinost a nutny vykon zafizeni pulsnich oxymetrd

Neinvazivni tlakoméry — Cést 2: Klinicke Setfeni typu automatizovaného
méfeni

Zdravotnické prostiedky Cast 1: Aplikace InZengrstyl pouliteinosti na
zdravotnické prostfedky

Software zdravotnickych prostfedkd — Procesy Zivotniho cyklu softwary



Tiumocnicksd doloika

lako tlumocnik jazyka anglického, jmenovany rozhodnutim Krajského soudu v Plzni ze dne
24.6.2016 £.]. Spr 1590/2016-13, timto potvrzuji, e pfeklad souhlasi s textemn pfipojenég
listiny.

Tlumoénicky Gkon je zapsan pod pofadovym éislem /1133 [fo) !

tlumoénického deniku. Odména je Gétovana dle pfiloiené likvidace.

‘i { A
Datum:

Translator’'s clause

As an official translator of English language, appointed by the Regional Court in Plzefi on 24"
lune 2016 (file no. Spr 1520/2016-13), | hereby confirm that this translation corresponds to
the attached document.

The certified translation is registered in the certified translator’s book under the serial

A i
Aq gt A "
AL 5 Lol

number

[T |

Date:  “-{.

Podpis / Signature|

KS 20230093 8



Declaration of Conformity-V3.0

0123
Declaration of Conformity

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd

Mindray Building, Keji 12th Road South, Hi-tech [ndustria
Park, Nanshan, Shenzhen, 518057, P. R. China
EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
EiffestraBe 80

20537 Hamburg, Germany

Product: Patient Monitor (Including Accessories)
Model: Bene Vision N1
Classification: ITo  (According to Rule 10 of MDD Annex IX)

Conformity Assessment Route: MDD Annex [l excluding (4)

We herewith declare under our sole responsibility that the above mentioned products meet
the provisions of the Council Directive 93/42/EEC for Medical Device, as amended by
200747/EC. ANl supporting documentations are retained under the premises of the
manufacturer.

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be provided as

attachment.

Notified Body: TUV SUD Product Service GmbH
Ridlerstrafie 65
80339 Mnchen, Germany
Notified Body No. : 0123
Start of CE-Marking: 2017-10-25

Place, Date of Issue: Shenzhen [

Signature:
Name of Authorized Signatory:

Position Held in Company: Manager, Technical Regulation

KS 20230093 9




Product:

Moaodel:

Applied Standards:

EN 150 14971:2012

EN 1041:2008

EN 150 15223-1-2016

EN 150

10993-1: 2009 AC: 2010

EN 150 10993-5:2009

IS0 10993-10:2010

EN aD601-1:2006/A1:2013

EN 6D601-1-2: 2015

IEC 60601-1-6:2013

IEC 60601-1-8:2012

[EC 60601-2-27:2011

IEC 60601-2-49: 2011

Patient Monitor (Including Accessories)

BeneVision N1

Medical devices — Application of risk management to medical
devices

Information supplied by the manufacturer with medical
Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Part 1: General
reguirements

Biological evaluation of medical devices - Part 1: Evaluation and
testing

Biological evaluation of medical devices - Part 5: Tests for in vitro

cytotoxicity

Binlogical evaluation of medical devices - Part 10: Tests for irvitation

and and skin sensitization

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
safety - Collateral standard: Usability

General requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and guidance for
alarm systems in medical electrical equipment and medical electrical
systems

Medical electrical equipment - Part 2-27: Particular requirements for the
basic safety and essential performance of electrocardiographic

manitoring equipment

Medical electrical equipment-Part 2-49: Particular requirements for
the safety of multifunction patient monitoring equipment

KS 20230093
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1SC) $0601-2-61:2011

IEC 62366-1:2015

IEC 62304:2015

Medical electrical equipment Part 2-61: Particular requirements for

basic safery and essential performance of pulse oximeter equipment

Medical devices — Application of usability engineering to medical

devices

Medical device software — Software lifecycle processes

KS 20230093
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(véreny preklad = jazyka anglickéhe

Prohladeni o shodé V3.0

0123
Prohlaseni o shod¢
Vyrobee: Shenzhen Mindray Bio-Medical Electronics Co.. Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen. 518057, Cinska lidova republika
Zistupee v EU: Shanghai International Holding Corp. GmbH (Evropa)
Eiffestrale 80
20537 Hamburk, Némecko
Virobek: Pacientsky monitor (véetné pfislusenstvi)
Maodel: Bene Vision N1
Trida: I b (podle pravidla 9 piilohy IX smérmice o zdravotnickych
prostiedcich)
Posouzeni shody: Smémice o zdravotnickych prosttedeich (MDD), priloha 1T vyjma (4)

Timto prohladujeme na viastni odpovédnost, ze vyie uvedeny vyrobek spliuje ustanoveni smérnice
Rady & 93M42/EHS o zdravotnickych prostfedeich ve znéni smérnice 2007/47/ES. Velkerou
pruvodni dokumentaci archivuje vyrobee,

PouZité normy:

Seznam (harmonizovanych) norem, k nimz lze predlozit zdokumentovane dikazy o shodé, je uveden
v pfiloze,

Oznfimeny subjekt: TOV SUD Product Service GmbH
Ridlerstralie 65
80339 Mnichov, Némecko

Cislo ozndmeného

subjektu: 0123

Oznaleni CE od data:  25.10.2017

Misto a datum vyddni:  Shenzhen 29.12.2018
Podpis: necitelny

Jméno povéfeného signataie |G

Funkce ve spoleénosti: ManaZer pro technicke pfedpisy

KS 20230093 12



(héreny pivklad = jazyba anglického

Vyrobek:
Model:

PouZzité normy:

EN 150 14971:2012

EN 1041:2008

EN 1SO 15223-1-2016
ENISO
10993-1: 2009/AC:2010

ENISO 10993-5:2009

IS0 10993-10:2010

EN 60601-1:2006/A1:2013

EN 60601-1-2: 2015

TEC 60601-1-6:2013

1EC 60601-1-8:2012

IEC 60601-2-27:2011

IEC 60601-2-49: 2011

KS 20230093

Pacientsky monitor (véetné pfisluSenstvi)

Bene Vision N1

Zdravotnickeé prosttedky - Aplikace Pizeni rizika na zdravotnické
prostfedky

Informace dodané vyrobcem spoleéné se zdravotnickymi prostredky

Zdravotnické prosttedky ~ Symboly pouZivané na etiketich
zdravotnickych prostfedki, predepsané oznacovani a informace - Cést
|: Vieobecné pozadavky

Biologické hodnoceni zdravotnickych prostiedka - Cast 1: Hodnoceni a
zKoudeni

Biologické hodnoceni zdravotnickych prostiedkd - Cast 5: Zkousky na

cytotoxicitu in vitro

Biologické hodnoceni zdravomickych prostfedk(l - Cast 10: Zkousky
drazdivosti a senzibilizace kiize

Zdravotnické elektrické pristroje — Cast 1: V3eobecné poZzadavky na
bezpecnost

Zdravotnické elektrické pistroje -~ Cést 1-2: Vieobeené pozadavky na
bezpetnost - Skupinova norma: Elektromagnetickd kompatibilita -
Pozadavky a zkousky

Zdravotnické elektrické piistroje — Cast 1-6: Vieobecné poZadavky na
bezpetnost - Skupinova norma: PouZitelnost

Vieobecné pozadavky na zakladni bezpecnost a nezbytnou funkénost -

Skupinové norma: Vieobecné pozadavky, zkousky apokyny pro
alarmoveé systémy zdravotnickych elektrickych phistroja
a zdravotnickych elektrickych systémd

Zdravonické elektrické pristroje — Cast 2-27: Zvlastni pozadavky na
zakladni bezpecnost a nezbytnou funk&nost elekwrokardiografickych
monitorovacich phistroji

Zdravotnické elektrické pristroje - Cast 249: Zvladini pozadavky na
bezpetnost multifunkénich pacientskych monitori

13



SO 80601-2-61:2011 Zdravotnicke elektricke pristroje - Cast 2-61: Zvlastni poZaday

zakladni bezpecnost a nezbytnou funkénost pristrojl pro p

oxymetri

IEC 62366-1:2015 Zdran

nické prostfedky - Aplikace techniky pouzitelnosti na

zdravotnické prostiedky

IEC 62304:2015 Software zdravotnickveh prostiedku — Procesy v Zivotnim cvklu

softwaru

PREKLADATELSKA DOLOZKA

wara ( "M 11 rekladarelka ja 1 O 1 1
glického a portu ch psana ¢znamu 11 L pre wlatelu vedeném M ( m
»]'r‘:x'.l'LHH il eske w“ 1310 vrzujl, ze ) ) C prover weklad cne histr (3
tento pieklad s wuhlasi s textem predméme hstny. Pr provadéni prekladu nebyl piibran konzuleant
¢ ikon san v evider ukonu pod cislem p b
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Declaration of Conformity-¥3.0
0123

Declaration of Conformit

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

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

Product: Central Monitoring System (contains CentralStation,

ViewStation, WorkStation, CMS Viewer, Mobile Viewer,

AlarmGUARD)
Model: BencVision
Classification: b (According to Rule 10 of MDD Annex IX)

Conformity Assessment Route: MDD Annex [l excluding (4)

We herewith declare that the above mentioned products meet the provisions of the Council
Directive 93/42/EEC for Medical Device, as amended by 2007/47/EC. All supporting
documentations are retained under the premises of the manufacturer.

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be

provided as attachment,

Notified Body: TUV SUD Product Service GmbH
Ridlerstralie 65
80339 Miinchen, Germany
Notified Body No. : 0123

Start of CE-Marking: 2015-05-08

Place, Date of Issue:  Shenzhen 2021.5.26

Signature:

Name of Authorized Signatory: |GG
Position Held in Company: Manager, Technical Regulation

-
—
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Product: Central Monitoring System

Model: BeneVision
Applied Standards:
EN ISO 14971:2012 Medical devices — Application of risk management to
medical devices
EN 1041:2008 Information supplied by the manufacturer with medical
devices
1ISO 15223-1-2012 Medical devices — Symbols to be used with medical device

labels, labelling and information to be supplied — Part 1

General requirements

E£N 60601-1-6:2010 Medical electrical equipment - Part 1-6. General
requiremnents for basic safety and essential performance -

Collateral Standard: Usability

EN 60601-1-8:2006+A1: 2012 Medical electrical equipment - Part 1-8 General
requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and
guidance for alarm systems in medical electrical equipment
and medical electrical systems

EN 62366-1:2016 Medical devices - Application of usability engineering to
medical devices
EN 62304:2015 Medical device software - Software life cycle processes,

I
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Prohlageni o shodé - V3.0

0123
Prohlaseni o shodé -

Vyrobee: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, High-tech IndustrialPark,
Nanshan, Shenzhen, 518057, Cinsk4 lidova republika

Zastupee v ES: Shanghai International Holding Corp. GmbH (Evropa)
Eiffestralle 80
20537 Hamburk, Némecko

Vyrobek: Centralni monitorovaci systém (obsahuje centrilni stanici, zobrazovaci

stanici, pracovni stanici, prohlizeé CMS, mobilni prohlizeé, alarm

GUARD
Muodel: BeneVision
Klasifikace: [Ib {podle pravidla 10 smérice o zdravot, prostiedcich, pfiloha 1X)
Postup posouzeni shody: S mérnice o zdravot. prostfedeich, pfiloha 11 s v¥jimkou bodu (4)

Timto prohlaSujeme, #e vy§e uvedené vyrobky spliuji ustanoveni smérnice Rady
93/42/EHS pro zdravotnické prosifedky, ve znéni smérnice 2007/47/ES. Veikera
podpiirnd dokumentace je ulokena v aredlu virobee,

PouZité normy:

Seznam (harmonizovanych) norem, pro které mike byt dokumentovany dikaz o shodé

poskytnut jako priloha,

Oznimeny subjekt:  TUV SUD Product Service GmbH
Ridlerstralle 65
80339 Mnichov, Némecko
Cislo ozndmeného subjekt: 0123

Inadeni CE od data;  08.05.2015

Misto a datum vyddni: Shenzhen 26582021, .

Podpls: E—
Jméno oprivaného signatife: |GG
Funkee ve spoleénosti: ManaZer pro technické predpisy

KS 20230093 17



Vyrobek:
Model:

Pouzité normy:

ENISO 14971:2012

EN 1041:2008

1SO 15223-1-2012

EN 60601-1-6:2010

EN 60601-1-8:2006+A1: 2012

EN 62366-1:2015

EN62304:2015

Centralni monitorovaci systém

BeneVision

Zdravotnické prostfedky — Aplikace fizeni rizika na
zdravotnické prostiedky

Informace vyrobce zdravotnickych prostfedkd

Zdravotnické prostfedky ~ Znaéky pro Stitky, ozna¢ovani a
informace poskytované se zdravotnickymi prostfedky —
Cast 1. Obecné poZadavky

Zdravotnické elektrické pfistroje — Cast 1-6: Véeobecné
pozadavky na zakladni bezpednost a nezbytnou
funkénost — Skupinova norma: PouZitelnost

Zdravotnické elektrické pfistroje — Cast 1-8: Véeobecné
pozadavky na zakladni bezpecnost a nezbytnou
funkénost - Skupinova norma: VVseobecné poZzadavky,
zkousky a pokyny pro alarmové systémy
zdravotnickych elektrickych pfistroju a zdravotnickych
elektrickych systému

Zdravotnické prostfedky - Aplikace techniky
pouzitelnosti na zdravotnické prostfedky

Software lékafskych prostfedkl - Procesy v Zivotnim
cyklu softwaru
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PREKLADATELSKA DOLOZKA

PhDr. Stanuslava Karaskova, [ 72305789, soudni prekladatelka
anglického a portugalskeho, zapsana v seznamu tdumocnika a prekladateli
¢ republiky, imto stvrzuj,
tento pireklad souhlas

azvka ceského, jazvk

yPrav
I

vedenem Ministersevem
edlnostu Cesk ze )sem osobné provedla preklad paipojené Listiny a Ze
s textem predmeétne istny. Pt provadént prekladu nebyl pribran konzultant.

l'ento ukon je zapsan v evidenci

konu pe d Cislem poio k [

f 4

9
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