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Document Identification : A-865350-90734-DoC Rev. A

PHILIPS

EU Declaration of Conformity for IntelliVue MX40 Patient Wearable Monitor

This Declaration of Conformity is issued under the sole responsibility of the manufacturer. The device(s) covered
by the present Declaration is in conformity with all regulations or directives referenced below, including
compliance with related Essential Requirements and General Safety and Performance Requirements.

1 Object of the declaration:

Product Name

IntelllVue MX40 Patient Wearable Monitor

Product Type

Patient Monitor Systems

Intended Purpose

In accordance with the European Medical Device Regulation 2017/745, the devices
covered by these Instructions for Use that are compliant with the European Medical
Device Regulation 2017/745 are part of the device group “Vital Signs Monitoring
Instruments”. The intended purpose for this device group is for monitoring and
recarding and to generate alarms for the multiple physiological parameters of adults
and pediatrics.

Product Part Number(s) and
Descriptions

IntelliVue MX40 2.4 GHz Smart Hopping (865351)
IntelliVue MX40 802.11a/b/g/n (865352)

Product Options/Accessories
Part Number(s) and
Descriptions

This declaration also includes the following product options and accessories:

n/a
Available accessories are covered in separate Declarations of Conformity.

Basic UDI-DI

0884838BM640T4

Control Indicator

Al devices with serial numbers higher than US139xxxxx

GMDN Code and Description

33586 General-purpose multi-parameter bedside monitor

EMDN Code and Description

212030202 Multl-parameter patient monitors

The object of the Declaration de

scribed above is in conformity with the following regulations:

EU Regulatlon

Regulation (EU) 2017/745 of the European Parliament and of the Council of 05 Aprll
2017 on medical devices (EU MDR)

Device Risk Classification

Class llb according to Annex VIII, Rule 10, Indent 3

Conformity Assessment Path

Annex IX excluding sections (5) and (6)

Notified Body Name, Address,
and iD

TUV SUD Product Service GmbH
Ridlerstrasse 65

80339 Miinchen

Germany

ID No.: 0123

Certificate(s) issued

EU certificate number: G10 052098 0012

Standards

The products listed on this Declaration of Conformity have been assessed
and/or tested in a typical configuration as described in the Manufacturer’s
accompanying documentation in accordance with the product standards
listed below.

See Attachment A, additionally all applied standards are part of the Technical
Documentation.,

Confidentiality: internal
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Printed copies are uncontrolled unless authenticated.

Document Identification ; A-865350-90734-DoC Rev. A

PHILIPS

EU Declaration of Conformity for IntelliVue MX40 Patient Wearable Monitor

EU Regulation

products listed on this Declaration of Conformity considered the set of
technical and clinical requirements of the common specifications to
demonstrate compliance with the legal obligations applicable to the device.

n/a, as of the creation date of the Declaration of Conformity there is no
Common Specification applicable.

EU Directive

/65/EU of the Eurapean Parllament and of the C

Device Classification

Category 8, medical device, according to Annex |

Standards

The products listed on this Declaration of Conformity have been assessed and/or
tested in a typical configuration as described in the Manufacturer’s accompanying
documentation in accordance with the product standards listed in Attachment A.

EU Directive

Device Classification

Class |

Conformity Assessment Path

Annex Il Conformity Assessment Module A

Notified Body Name, Address, ID
and EU Certificate Number

Not applicable

Standards

ETSIEN 301 489-1V2.2.3
ETSI EN 301 489-17 V3.2.0
EN 300328 Vv2.2.2

EN 301893Vv2.1.1

2 Additional information:

Manufacturer Philips Medizin Systeme B&blingen GmbH
Hewlett-Packard-Strasse 2
71034 Boblingen
Germany

Manufacturer’s SRN DE-MF-000006026

EU Authorized Representative

n/a- Philips Medizin Systeme Béblingen GmbH is located in the European Union,

Quallty Certificates Issued

EN 1SO 13485:2016 Certificate No: Q5 052098 0009

Signature (signed for and on behalf of Philips Medizin

Systeme B6blingen GmbH):

Title: Head ot Regulatory (EHM)

Date of Issue:
28 »Olur) -2024

Place of Issue: 71034 Boblingen, Germany
A-865350-90734-DoC
Date of Expiration: 05-Oct-2025

éonfidentlalltyz Internal
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EU Declaration of Conformity for IntelliVue MX40 Patient Wearable Monltor

il
ISO 13485:2016

Attachment A — Applied Standards

S = - - e
Medical devices — Quality management systems — Requirements for
regulatory purposes

IEC 60601-
1:2005+A1:2012+A2;2020

Medical electrical equipment - General requirements for safety and essential
performance

IEC 60601-1-2:2014/
AMD1:2020

Medical electrical equipment - Part 1-2: General requirements for basic safety and
essential performance - Collateral Standard: Electromagnetic disturbances -
Requirements and tests

IEC 62304:2006/ AMD1:2015

Medical device software — Software life cycle processes

IEC 60601-1-6:2010+
AMD1:2013+ AMD2:2020

Medical electrical equipment - Part 1-6: General requirements for baslic safety and
essential performance - Collateral standard: Usability

IEC 62366-1:2015+
AMD1:2020

MedIcal devices - Part 1: Application of usability engineering to medical devices

1SO 14971:2019

Medical devices — Application of risk management to medical devices

IEC 63000:2018

Technical documentation for the assessment of electrical and electronic products
with respect to the restriction of hazardous substances

Document Properties

Property Value

Template Used/Rev. A-Q2920-01308-T1 Rev. F

Document Class see system managing this document

Tier see system managing this document
Element see system managing this document

Eonfidentlality: Internal
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Oznateni dokumentu: A-865350-90734-DoC Rev. A PHILIPS
EU prohlaseni o shodé pro vyrobek nositelny pacientsky monitor IntelliVue MX40

Overeny preklad z anglického do éeského jazyka

Toto prohladeni o shodé se vydava na vyhradni odpovédnost vyrobce. Prostfedek (prosttedky), na ktery (které)
se vztahuje toto prohldsenti, spliiuje (spliiuji) viechny nize uvedené predpisy nebo smérnice, véetn& souladu se
souvisejicimi zakladnimi poZadavky a vieobecnymi poZadavky na bezpetnost a vykon.

1 Pfedmét prohlaseni:
Vytisténé kopie, pokud nejsou ovéfeny, jsou nefizené.

Nazev vyrobku Nositelny pacientsky monitor IntelliVue MX40
Typ vyrobku Systémy pacientského monitoru
Ureny ucel V souladu s evropskym nafizenim o zdravotnickych prost¥edcich 2017/745 jsou

prostfedky, na které se vztahuje tento navod k pousiti a které jsou v souladu

s evropskym nafizenim o zdravotnickych prost¥edcich 2017/745, sougasti skupiny
pfistrojli , PFistroje pro monitorovani Zivotnich funkei”. Tato skupina prosttedkd je
ur¢ena k monitorovani a zdznamu a ke generovan( alarm(i pro vice fyziologickych

£

Pfredmétem prohlaseni je shoda vyrobku s nasledujicimi predpisy:

Natizeni Evropského parlamentu a Rady (EU) 2017/745 ze dne 5. dubna 2017

_ parametri u dospélych a déti.
‘2 (islo(a) dili a popis vyrobku IntelliVue MX40 2.4 GHz Smart Hopping (pfepinan( frekvenci) (865351)
S IntelliVue MX40 802.11a/b/g/n (865352)
[+}]
c z T 7 . : — s " wr o T P
3 Dopliiky/pfisluSenstvi Toto prohlddenf zahrnuje také nésledujici dopliiky a pfisludenstvi vyrobku:
2. vyrobku - &isla dilt a popis neaplikuje se
?, Dostupné pfisludenstvi je uvedeno v samostatnych prohlaenich o shodé.
§§ Zakladni UDI-DI 0884838BM640T4
g Kontrolni ukazatel Viechny prostiedky se sériovym ¢islem vy$éim nei US139xxxxx
[=]
@ K6éd GMDN a popis 33586 Viceparametrovy laZkovy monitor pro obecné t&ely
o
_g Koéd EMDN a popis 212030202 Viceparametrové pacientské monitory
=3
g
Q
)
o
[ 4
’EJ)
i
£
>

Nafizeni EU y

: o zdravotnickych prostiedcich (EU MDR)
Klasifikace rizik prostfedku TFida b podle pfilohy Viil, pravidla 10, odrazka 3
Postup posuzovan{ shody Ptiloha IX kromé bodu (5) a (6)

Nazev, adresa a identifikaéni &islo [TUV SUD Product Service GmbH

oznameného subjektu Ridlerstrasse 65
80339 Mnichov
Némecko
I1D: 0123
Vydané certifikaty Certifikat EU cislo: G10 052098 0012
Normy Vyrobky uvedené v tomto prohla3eni o shodé byly posouzeny a/nebo testovany

v typické konfiguraci popsané v doprovodné dokumentaci vyrobce v souladu
s nize uvedenymi normami vyrobk.

Viz pfiloha A, viechny poutité normy jsou navic souéasti technické
dokumentace.

Davérnost: Interni dokument Strana 1 (celkem 3)




; Oznateni dokumentu: A-865350-90734-DoC Rev. A PHILIPS
| EU prohlaseni o shodé pro vyrobek nositelny pacientsky monitor IntelliVue MX40

5 Naftizeni EU

Narizeni Evropského parlamentu a Rady (EU) 2017/745 ze dne 5. dubna 2017
0 zdravotnickych prostredcich (EU MDR)

| Spolecné specifikace

Vyrobky uvedené v tomto prohlaieni o shodé zohlednily soubor technickych
a klinickych pozadavki spoleénych specifikaci za tiéelem prokdzani shody
s pravnimi povinnostmi vztahujicimi se na dany prostfedek.

neaplikuje se, k datu vzniku prohla3eni o shodé neexistuje zadna poutitelna
spolecna specifikace.

Smérnice EU

Smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezen(
pouzivani nékterych nebezpeénych latek v elektrickych a elektronickych zaFizenich,

v platném zn&ni, vEetné smérnice (EU) 2017/2102 (RoHS) a smé&rnice Komise EU
2015/863 v pfenesené pravomoci

Klasifikace prostfedku

Kategorie 8, zdravotnicky prostfedek, podle pfilohy 1

*" Normy

Vyrobky uvedené v tomto prohlageni o shodé byly posouzeny a/nebo testovany
v typické konfiguraci popsané v doprovodné dokumentaci vyrobce v souladu s normami
pro vyrobky uvedenymi v ptiloze A.

Smérnice EU meérnice Evropského parlamentu a Rady 2014/53/EU ze dne 16. dubna 2014
o harmonizaci prévnich pFedpist élenskych statd tykajicich se dod4vani radiovych
. zafizeni na trh (RED)
Klasifikace prostfedku Tfida 1

Postup posuzovani shody

Priloha Il Posouzeni shody - modul A

Ndzev, adresa, identifikagni ¢islo a |Nepouzije se

tislo certifikdtu EU ozndmeného

subjektu

Normy ETSI EN 301 489-1Vv2.2.3

ETSI EN 301 484-17 v3.2.0
EN 300 328 V2.2.2
EN 301893 V2.1.1

2 Dalsi informace:

Vytidténé kopie, pokud nejsou ovéfeny, jsou nefizené

% Vyrobce Philips Medizin Systeme Béblingen GmbH
Hewlett-Packard-Strasse 2
71034 Boblingen
/ Némecko
Cislo SRN vyrobce DE-MF-000006026

Opravnény zastupce v EU

neaplikuje se - Spolecnost Philips Medizin Systeme Bablingen GmbH sidlf v Evropské
unii,

Vydané certifikdty kvality

EN 1SO 13485:2016 Certifikat &.: Q5 052098 0009

Podpis (podepsal z2a spole¢nost Philips Medizin Datum vydani:

Systeme Boblingen GmbH):
[necitelny podpis)

Jméno tiskacim plsmem:

28. Cervna 2024

Misto vydéni: 71034 Béblingen, Némecko
A-865350-90734-DoC
Platnost do: 5. Fljna 2025

Funkce: vedouci regulaénftho oddéleni (EHM)

Duvérnost: Interni dokument

Strana 2 (celkem 3)




Vytisténé kopie, pokud nejsou ovéfeny, jsou nefizené.

Oznateni dokumentu: A-865350-90734-DoC Rev. A PHILIPS
EU prohlaseni o shodé pro vyrobek nositelny pacientsky monitor IntelliVue MX40

Pfiloha A - PouZité normy

IS0 13485:2016

Zdravotnické prostiedky - Systémy managementu vaIfty - PoZadavky pro tcely
predpist

IEC 60601-
1:2005+A1:2012+A2:2020

Zdravotnické elektrické pfistroje - Véeobecné poZadavky na zakladni bezpe¢nost
a nezbytnou funkénost

IEC 60601-1-2:2014/
AMD1:2020

Zdravotnické elektrické pfistroje - C4st 1-2: Vieobecné poZadavky na zékladni
bezpetnost a nezbytnou funkénost — Skupinova norma: Elektromagneticka rudenf -
PoZadavky a zkousky

IEC 62304:2006/ AMD1:2015

Software |ékaskych prostfedki - Procesy v #ivotnim cyklu softwaru

IEC 60601-1-6:2010+
AMD1:2013+AMD2:2020

Zdravotnické elektrické pFistroje - Cast 1-6: Vieobecné poZadavky na zakladnf
bezpetnost a nezbytnou funkénost — Skupinova norma: Pouitelnost

IEC 62366-1:2015+
AMD1:2020

Zdravotnické prostfedky - Cést 1: Aplikace techniky pouzitelnosti na zdravotnické
prostfedky

1SO 14971:2019

Zdravotnické prostfedky— Aplikace Fizenf rizika na zdravotnické prostfedky

IEC 63000:2018

Technickd dokumentace pro posuzovan elektrickych a elektronickych vyrobk( z

hlediska omezeni nebezpeénych latek

Vlastnosti dokumentu

Vlastnost

Hodnota

Poutity vzor/Revize

A-Q2920-01308-T1 Rev. F

Trida dokumentu

viz systém Fidici tento dokument

Urovef

viz systém Fidici tento dokument

Prvek

viz systém Fidici tento dokument

Davérnost: Interni dokument

¢
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J4, Mgr. Be. Michaela Vr4blikova, IC: 44202474, soudni tlumocnice a pfekladatelka jazyka ceského a jazyka
anglického zapsand v seznamu tlumocnikd a piekladatelt vedeném Ministerstvem spravedlnosti Ceské
republiky, timto stvrzuji, Ze jsem osobné provedla pieklad pfipojené listiny, a %e tento pieklad souhlasi
s textem pfedmétné listiny. P provadéni piekladu nebyl pfibrin konzultant.

e
a7

Tento tkon je zapsin v evidenci tikont pod &islem polozky: <7777/ <577, .

TRANSLATOR’S/INTERPRETER’S CLAUSE

I, Mgt. Be. Michaela Vriblikovi, 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 corresponds with the text of the subject document. No consultant was engaged fot the

translation.

This translation is registered in the Register of the Ministry of Justice of the Czech Republic under item
No.: Z357H/.40%4....

otisk peceti/stamp




EU Declaration of Conformity for X3, MX100, Dock p H l I_' p s

Revision: G

Number:; B3-P35461-DoC-01

Based on Template/Revision: A-Q2920-01308-T1/C Quality System Document

UNCONTROLLED IN PRINTED FORM UNLESS STAMPED IN RED

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 or directives below, including
compliance with related Essential Requirements and General Safety and Performance Requirements.

1. Object of the Declaration:

Product Name

IntelliVue Patient Monitor MX100
IntelliVue Multi-Measurement Module X3
IntelliVue Dock

Patient Monitor Systems

,_.ﬂ Product Type
Intended Purpose

IntelliVue Patient Monitor MX100/ IntelliVue Multi-Measurement
Module X3/ IntelliVue Dock:

The device is intended to be used for monitoring and recording of,
and to generate alarms for, multiple physiological parameters of
adults, pediatrics, and neonates.

Product Part Number(s)

IntelliVue Patient Monitor MX100:
867033

IntelliVue Multi-Measurement Module X3:
867030

IntelliVue Dock:
867043

f
/
f
/
.’ and Descriptions
/
f
/
/
‘
/

Product

'-:‘ Options/Accessories
Part Number(s) and
Descriptions

This declaration also includes the following product options and
accessories:

n/a

Available accessories are covered in separate Declarations of
Conformity.

Basic UDI-DI

IntelliVue Patient Monitor MX100:
0884838BM537TA

intelliVue Multi-Measurement Module X3:
0884838BM537TA

IntelliVue Dock:
0884838BM538TC

Restricted
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EU Declaration of Conformity for X3, MX100, Dock pH I I.l p S

Revision: G Number: B3-P35461-DoC-01
Based an Template/Revislon: A-Q2920-01308-T1/C Quality System Document

UNCONTROLLED IN PRINTED FORM UNLESS STAMPED IN RED

Control Indicator e Serial number or range for IntelliVue Patient Monitor MX100
and IntelliVue Multi-Measurement Module X3:
Prefix starting with DE761 and SW N or SW P

e Serial number or range for IntelliVue Dock:
Serial Number starting with PL436

The object of the declaration under Directive 2014/53/EU of the
European Parliament and of the Council of 16 April 2014 on the
harmonization of the laws of the Member States relating to the
making available on the market of radio equipment are the following
Model Numbers/ Designators:

o 867030#)35 - IntelliVue Multi-Measurement Module X3 with
802.11 Wireless IF (WLAN)

o 867030#147 - IntelliVue Multi-Measurement Module X3 with
IIT 2.4 GHz (SH 1.0)

e 867031#J47 — IntelliVue Multi-Measurement Module X3
Hardware Upgrade for IIT 2.4 GHz (SH 1.0)

o 867033#J35 - IntelliVue Patient Monitor MX100 with 802.11
Wireless IF (WLAN)
867033#J47 - IntelliVue Patient Monitor MX100 with IT 2.4
GHz (SH 1.0)

o 867034#J47 - IntelliVue Patient Monitor MX100 Hardware
Upgrade for IiT 2.4 GHz (SH 1.0)

‘Global Medical Device GMDN code and term for IntelliVue Multi-Measurement Module X3

Nomenclature Code and IntelliVue Patient Monitor MX100:

(GMDN) and Description or | 36872 - Multiple vital physiological parameter monitoring system,

CND Code and Description | clinical

GMDN code and term for IntelliVue Dock:
36545 — Basic power supply, reusable

CND code and term:
712030202 - Multi-Parameter Patient Monitors

Restricted Page 2 of 6




EU Declaration of Conformity for X3, MX100, Dock p H I ll ps

Revision: G Number: B3-P35461-DoC-01
Based on Template/Revision: A-Q2920-01308-T1/C Quality System Document

UNCONTROLLED IN PRINTED FORM UNLESS STAMPED IN RED

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

EU Regulation

Regulation (EU) 2017/745 of the European Parliament and of the
Council of 5 April 2017 on medical devices (EU MDR)

Device Risk Classification

IntelliVue Patient Monitor MX100,
IntelliVue Multi-Measurement Module X3:
Class Ilb according to Annex VIII, Rule 10

IntelliVue Dock:
Class IIb according to Annex Vi1, Rule 9

Conformity Assessment
Path

Annex IX excluding section (5) and (6)

Notified Body Name,
Address, and ID

TOV SUD Product Service GmbH
Ridlerstrasse 65

80335 Miinchen

Germany

ID No.: 0123

Certificate(s) issued

EU certificate number: G10 052098 0012

'Standards

The products listed on this Declaration of Conformity have been
assessed and/or tested in a typical configuration as described in the
Manufacturer’s accompanying documentation in accordance with the
product standards listed below.

All applied standards are part of the Technical Documentation. This
following list is not exhausting:

EN ISO 13485:2016 + AMD11:2021

1SO 14971:2019 /

EN ISO 14971:2019 + AMD11:2021

IEC 62366-1:2015 + COR1:2016 / EN 62366-1:2015 + AC;2015
IEC 62304:2006 + A1:2015 /

EN 62304:2006 + Cor.:2008 + A1:2015

IEC 60601-1:2005 + Cor.:2006 + Cor.:2007 + A1:2012 /

EN 60601-1:2006 + Cor.:2010 + A1:2013

Restricted
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EU Declaration of Conformity for X3, MX100, Dock pH l ll p S

Revislon: G Number: B3-P35461-DoC-01
Based on Template/Revision: A-Q2920-01308-T1/C Quality System Document

UNCONTROLLED IN PRINTED FORM UNLESS STAMPED IN RED

IEC 60601-1-2:2014 + AMD1:2020 /
EN 60601-1-2:2015

Common Specifications | The products listed on this Declaration of Conformity considered the
set of technical and clinical requirements of the common specifications
to demonstrate compliance with the legal obligations applicable to the
device.

n/a, as of the creation date of the Declaration of Conformity there is no
Common Specification applicable.

EU Directive Directive 2011/65/EU of the European Parliament and of the Council
of 8 June 2011 on the restrictions of the use of certain hazardous
substances in electrical and electronic equipment, amended up to and
inclusive of Directive (EU) 2017/2102 (RoHS) and Commission
Delegated Directive (EU) 2015/863.

Device Classification Category 8, medical device, according to Annex |

Standards The products listed on this Declaration of Conformity have been
assessed and/or tested in a typical configuration as described in the
Manufacturer’s accompanying documentation in accordance with the
product standards listed below.

EN IEC 63000:2018

EU Directive Directive 2014/53/EU of the European Parliament and of the Council of
16 April 2014 on the harmonisation of the laws of the Member States
relating to the making available on the market of radio equipment

(RED)
Device Classification Class 1 - 7 ]
' Conformity Assessment | Module A in accordance with Annex i

Path

Notified Body Name, n/a
Address, ID and EU
Certificate Number

Restricted Page 4 of 6




EU Declaration of Conformity for X3, MX100, Dock pH ' l' p S

Revision: G Number: B3-P35461-DoC-01
Based on Template/Revision: A-Q2920-01308-T1/C Quality System Document

UNCONTROLLED IN PRINTED FORM UNLESS STAMPED IN RED

Standards The radio equipment was tested to the following standards or technical
specifications:

IEC 60601-1-2:2014 / EN 60601-1-2:2015 (for demonstration of
compliance with Directive 2014/30/EU)

| For Option #J35 WLAN:
A ETSI EN 300 328 VV2.2.2 (2019-07)
g ETSI EN 301 893 V2.1.1 (2017-05)

For Options #J47 (IIT 2.4 GHz SH1.0):
ETSI EN 300 328 V2.2.2 (2019-07)

B T e i
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EU Declaration of Conformity for X3, MX100, Dock pH l I_l p S

Revision: G Number: B3-P35461-DoC-01
Based on Template/Revision: A-Q2920-01308-T1/C Quality System Document

UNCONTROLLED IN PRINTED FORM UNLESS STAMPED IN RED

2. Additional information:

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

71034 Bdblingen

GERMANY

SRN: DE-MF-000006026

EU Authorized n/a
Representative

Philips Medizin Systeme Boblingen GmbH is located in the European

Union.
Quality Certificates The Manufacturer is certified by TOV SUD Product Service GmbH to
Issued the following:

EN ISO 13485:2016, Certificate no.: Q5 052098 0009

. ]

Signature (signed for and on behalf of Philips Date of Issue: 24-Nov-2022
Medizin Systeme Boblingen GmbH);

Place of Issue:

71034 Boblingen, Germany
Title: B3-P35461-DoC-01
Regulatory Manager CoE Date of Expiration: 05-Oct-2025

Page 6 of 6
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