EC DEKJIAPALUA 3A CBOTBETCTBUE

(B cvoTrBeTcTBMe c EN ISO/IEC 17050-1)

Ne Ha peknapauuaTa: DOCIP 2051071 il =

Nme n apgpec Ha NEDIS

npoussoautens [ EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

HACTOALUATA LEKJIAPALNA 3A CbOTBETCTBUE E UBAAAEHA HA MBJIHATA OTTOBOPHOCT HA:

Nme n apgpec Ha NEDIS

nponssoauTens: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

NpoeHTngunkaumns Ha Smart Blood Pressure Monitor
nponykra: BTHBP1OWT

MOCOYEHWUTE B HACTOALLATA LEKJIAPALNA MPOAYKTU CA B CbOTBETCTBUE CBC:

3aKOHO4aTes/ICTBOTO Ha Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
ObuwHocTTa: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.20171
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.20141]

XapMoHU3npaH Medical devices
CTaHOapTu: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN ISO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17V3.2.4

EN 60601-1-2:2015 + Al1:2021

Restricted substances in electrical products
EN IEC 63000:2018

Opyru cneyndukaunm: EnmHeH perucrtpaumoHeH Homep (EPH): NL-IM-000028061

Puckos knac: lla
basos UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 1/46



MNpenHasHavyeHwue: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult

person via non-invasive oscillometric technique at medical facilities or

at home

HoTuduumnpanu oprann: TUV SUD Product Service GmbH (0123)

Certificates: G10 103703 0006
Modules: A

JonbnHnTenHa -
MHMopMaLns:

NOANMUCAHO 3A U OT UMETO HA:

MacTo v paTa Ha 's Hertogenbosch, 11 onu 2023 r.
n3gasaHe:

Moanwuc:

Nme, OJTBXKHOCT: Gard Moors

MeHnp >Xbp No CbOTBETCTBMETO M KadecTBOoTO B Nedis

Nme Ha opyXeCcTBOTO: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform
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EU IZJAVA O SUKLADNOSTI

(U skladu s EN ISO/IEC 17050-1)

Broj izjave: DOCIP 2051071 il =

Ime i adresa proizvodaca NEDIS

/ EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

OVA SE IZJAVA O SUGLASNOSTI IZDAJE POD ISKLJUCIVOM ODGOVORNOSCU:

Ime i adresa NEDIS

proizvodaca: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifikacija proizvoda: Smart Blood Pressure Monitor
BTHBP1OWT

PROIZVOD SPOMENUT U OVO]J IZJAVI JE U SKLADU SA:

Zakonodavstvom Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
Zajednice EU-a: [OJEU L174/88-110, 01.07.20111]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.20171
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.20141
Uskladenim normama: Medical devices

EN 60601-1-11:2015

EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021

EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Ostale specifikacije: Jedinstveni registracijski broj (,SRN”): NL-IM-000028061

Klasa rizika: lla
Osnovni UDI-DI: 697204011A0)J30X17F

This declaration of conformity was generated using the ProductIP compliance platform 3/46



Namjena: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Prijavljena tijela: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Dodatne informacije: -

POTPISANO OD STRANE 1 U IME:

Mjesto i datum 's Hertogenbosch, 11. srpnja 2023.
izdavanja:

Potpis: /‘%’?’

Ime, funkcija: Gard Moors

Ime drustva: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 4 /46



EU PROHLASENI O SHODE

(V souladu s normou EN ISO/IEC 17050-1)

Cislo prohlasenti: DOCIP 2051071 il &

Jméno a adresa vyrobce / NEDIS

EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

TOTO PROHLASENI O SHODE VYDAL NA VLASTNi ODPOVEDNOST:

Jméno a adresa vyrobce: NEDIS
De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifikace vyrobku: Smart Blood Pressure Monitor
BTHBP1OWT

VYROBKY UVEDENE V TOMTO PROHLASENI JSOU VE SHODE S:

Pravnimi predpisy Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
spolecenstvi EU: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Harmonizovanymi Medical devices
normami: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021
EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Dalsi specifikace: Jediné registracni cislo: NL-IM-000028061

Rizikova trida: lla
Zakladni UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 5/46



Uréenym Ucelem: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or

at home

Oznédmené subjekty: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Doplnujici informace: -

PODEPSANO ZA A JMENEM:

Misto a datum vydani: 's Hertogenbosch, 11. cervence 2023

Podpis:

Jméno, funkce: Gard Moors
Manazer shody a kvality Nedis

Nazev spolecnosti: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 6/46



EU-OVERENSSTEMMELSESERKLARING

(Ifelge normen EN ISO/IEC 17050-1)

Nr. af erkleering: DOCIP 2051071 il =

Navn og adresse pa NEDIS

fabrikanten eller dennes De Tweeling 28
bemyndigede 5215 MC 's Hertogenbosch
repreesentant: Netherlands

DENNE OVERENSSTEMMELSESERKL/AERING UDSTEDES PA ANSVAR:

Navn og adresse pa NEDIS

fabrikanten: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifikation af Smart Blood Pressure Monitor
produktet: BTHBP1OWT

GENSTANDEN FOR ERKLZARINGEN, SOM BESKREVET OVENFOR, ER | OVERENSSTEMMELSE MED:

EF- Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
harmoniseringslovgivning: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Harmoniserede Medical devices
standarder: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + A1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN I1SO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17V3.2.4

EN 60601-1-2:2015 + Al1:2021

Restricted substances in electrical products
EN IEC 63000:2018

Andre specifikationer: Individuelt registreringsnummer (»SRN«): NL-IM-000028061
Risikoklasse: lla
Grundlzeggende UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 7146



Erkleeret formal: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities
or at home

Bemyndigede organer: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Yderligere oplysninger: -

UNDERSKREVET FOR OG PA VEGNE AF:

Sted og dato: 's Hertogenbosch, 11. juli 2023
Underskrift:
Navn, stilling: Gard Moors

Compliance- og kvalitetschef Nedis

Firmaets navn: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 8/46



EU-CONFORMITEITSVERKLARING

(Volgens de norm EN ISO/IEC 17050-1)

No verklaring: DOCIP 2051071 il =

Naam en adres van de NEDIS
fabrikant of zijn De Tweeling 28
gemachtigde: 5215 MC 's Hertogenbosch

Netherlands

DEZE CONFORMITEITSVERKLARING WORDT VERSTREKT ONDER VOLLEDIGE VERANTWOORDELIJKHEID VAN:

Naam en adres van de NEDIS

fabrikant: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Productidentificatie: Smart Blood Pressure Monitor
BTHBP1OWT

HET HIERBOVEN BESCHREVEN VOORWERP IS CONFORM:

EU- Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
gemeenschapswetgeving: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Geharmoniseerde Medical devices
normen: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + A1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN I1SO 15223-1:2021
EN I1SO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Overige specificaties: Uniek registratienummer (,,SRN”): NL-IM-000028061
Risicoklasse: lla
Basic UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 9/46



Beoogd doeleind:

Aangemelde instanties:

Aanvullende informatie:

The Arm Blood Pressure Monitor is intended to measure the systolic

pressure and diastolic pressure, as well as the pulse rate of adult

person via non-invasive oscillometric technique at medical facilities or

at home

TUV SUD Product Service GmbH (0123)

Certificaten: G10 103703 0006
Modules: A

ONDERTEKEND VOOR EN NAMENS:

Plaats en datum van
afgifte:

Handtekening:

Naam, functie:

Naam van het bedrijf:

's Hertogenbosch, 11 juli 2023

Gard Moors
Compliance & Quality manager Nedis

NEDIS

This declaration of conformity was generated using the ProductIP compliance platform
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EU DECLARATION OF CONFORMITY

(In accordance with EN ISO/IEC 17050-1)

Declaration number: DOCIP 2051071 il =

Name and address of NEDIS

manufacturer / EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF:

Name and address of NEDIS

manufacturer: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Product identification: Smart Blood Pressure Monitor
BTHBP1OWT

THE PRODUCTS MENTIONED IN THIS DECLARATION ARE IN CONFORMITY WITH:

EU Community Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
Legislation: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Harmonised standards: Medical devices

EN 60601-1-11:2015

EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + A11:2021

EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Other specifications: Single registration number: NL-IM-000028061

Risk class: lla
Basic UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 11/46



Intended purpose: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Notified Body: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Additional information: -

SIGNED FOR AND ON BEHALF OF:

Place and date of issue: 's Hertogenbosch, 11 July 2023

Signature:
Name, position: Gard Moors

Compliance & Quality manager Nedis
Company name: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 12 /46



ELI VASTAVUSDEKLARATSIOON

(Kooskodlas standardiga EN ISO/IEC 17050-1)

Dokumendi number: DOCIP 2051071 il =

Tootja nimi ja aadress / NEDIS

EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

KAESOLEV VASTAVUSDEKLARATSIOON ON VALJA ANTUD TOOTJA AINUVASTUTUSEL:

Tootja nimi ja aadress: NEDIS
De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Toote Smart Blood Pressure Monitor
identifitseerimisnumber: BTHBP1OWT

KAESOLEVAS VASTAVUSDEKLARATSIOONIS KIRJELDATUD TOOTED ON KOOSKOLAS JARGMISTE OIGUSAKTIDEGA:

Euroopa Liidu digusaktid: Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
[OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Harmoneeritud Medical devices
standardite: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN ISO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Muud tehnilised Unikaalse registreerimisnumbri : NL-IM-000028061

kirjeldused: Riskiklass: lla
Pohi-UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 13/46



Sihtotstarve: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Teavitatud asutused: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Taiendav teave: -

ALLA KIRJUTANUD (KELLE POOLT/NIMEL):

Valjaandmise aeg ja ‘s Hertogenbosch, 11. juuli 2023
koht:

Allkiri:

Nimi, ametinimetus: Gard Moors

Nouetele vastavuse ja kvaliteedi juht Nedis

Ettevotte nimi: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 14 /46



EU-VAATIMUSTENMUKAISUUSVAKUUTUS

(Normin mukaan EN ISO/IEC 17050-1)

Nro vakuutuksen: DOCIP 2051071 il =

Valmistajan ja hanen NEDIS
valtuutetun edustajansa  De Tweeling 28
nimi ja osoite: 5215 MC 's Hertogenbosch

Netherlands

TAMA VAATIMUSTENMUKAISUUSVAKUUTUS ON ANNETTU YKSINOMAISELLA VASTUULLA:

Valmistajan nimi ja NEDIS

osoite: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Tuotteen tunnistetiedot: = Smart Blood Pressure Monitor
BTHBP1OWT

EDELLA KUVATTU VAKUUTUS ON YHDENMUKAINEN:

EY yhteison Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU

lainsaadannoén [OJEU L174/88-110, 01.07.2011]

vaatimusten mukainen: Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Yhdenmukaistettuihin Medical devices

standardeihin: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021
EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Muut tiedot: Rekisterinumero: NL-IM-000028061
Riskiluokka: lla
Yksilollisen UDI-DI: 697204011A0)J30X17F

This declaration of conformity was generated using the ProductIP compliance platform 15/46



Kayttotarkoituksella: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

lImoitetut laitokset: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Lisatietoja: -

ALLEKIRJOITTU SINUSTA JA PUOLESTA:

Antamispaikka ja - 's Hertogenbosch, 11. heinakuuta 2023
paivamaara:
Allekirjoitus:
Nimi, tehtava: Gard Moors
Vaatimusten noudattamisesta ja laadusta vastaava johtaja Nedis
Yrityksen nimi: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 16 /46



DECLARATION UE DE CONFORMITE

(Selon la norme EN ISO/IEC 17050-1)

No DECLARATION : DOCIP 2051071 il -

Nom et adresse du NEDIS
fabricant ou de son De Tweeling 28
mandataire: 5215 MC 's Hertogenbosch

Netherlands

LA PRESENTE DECLARATION DE CONFORMITE EST ETABLIE SOUS LA SEULE RESPONSABILITE DU:

Nom et adresse du NEDIS

fabricant: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identification du produit: Smart Blood Pressure Monitor
BTHBP1OWT

L'OBJET DE LA DECLARATION DECRIT CI-DESSUS EST CONFORME A:

UE Législation Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
communautaire: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Normes harmonisées: Medical devices

EN 60601-1-11:2015

EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021

EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Autres spécifications: Numéro d'enregistrement unique: NL-IM-000028061

Classe de risque: lla
IUD-ID de base: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 17 /46



Destination: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or

at home
Organismes notifiés: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A
Informations -
supplémentaires:
SIGNE PAR ET AU NOM DE:
Date et lieu 's Hertogenbosch, 11 juillet 2023
d'établissement:
Signature:
Nom, fonction: Gard Moors
Responsable de la conformité et de la qualité Nedis
Nom du fabricant: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 18 /46



EU-KONFORMITATSERKLARUNG

(GemaR der Norm EN ISO/IEC 17050-1)

No Erklarung: DOCIP 2051071 il =

Name und Anschrift des  NEDIS

Herstellers oder seines De Tweeling 28

Bevollmachtigten: 5215 MC 's Hertogenbosch
Netherlands

DIE ALLEINIGE VERANTWORTUNG FUR DIE AUSSTELLUNG DIESER KONFORMITATSERKLARUNG TRAGT:

Name und Anschrift des  NEDIS

Herstellers: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Produktidentifikation: Smart Blood Pressure Monitor
BTHBP1OWT

DER OBEN BESCHRIEBENE GEGENSTAND DER ERKLARUNG ERFULLT:

EU-Gemeinschaftsrecht: Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
[OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.20171
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.20141

Harmonisierte Normen: Medical devices
EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN I1SO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Andere Spezifikationen: Einmalige Registrierungsnummer (,,SRN“): NL-IM-000028061

Risikoklasse: lla
Basis-UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 19/46



Zweckbestimmung: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Benannte Stellen: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Zusatzliche -
Informationen:

UNTERZEICHNET FUR UND IM NAMEN VON:

Ort und Datum der 's Hertogenbosch, 11. Juli 2023
Ausstellung:

Unterschrift:

Name, Funktion: Gard Moors

Manager fiir Einhaltung und Qualitat Nedis

Name des NEDIS
Unternehmens:

This declaration of conformity was generated using the ProductIP compliance platform 20/ 46



AHAQZH 2ZYMMOP®Q2zH:z EE

(ZOppwva pe To mpoétuvmo EN ISO/IEC 17050-1)

AplBuédc 6iAwong: DOCIP 2051071 il -

Enwvuula kat 6tevBuvon  NEDIS

Tov Kataokevaot / EU- De Tweeling 28

AR: 5215 MC 's Hertogenbosch
Netherlands

H NMAPOYZA AHAQZH ZYMMOP®QZHZ EKAIAETAI YNO THN ANOKAEIZTIKH EYOYNH:

Enwvuuia kat 6tebBvvon  NEDIS

TOU KO TAOKEVOOTH: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

AplBuod¢ Tavtonoinong Smart Blood Pressure Monitor
npoiévtoc: BTHBP1OWT

TA NMPOIONTA NMOY ANAGEPONTAI *THN NMAPOY:A AHAQXH EINAI ZYMMOP®A ME:

KowoTtikr vopoBeoia tng Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
EE: [OJEU L174/88-110, 01.07.20111]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Evapuoviopéva npétuna: Medical devices
EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + A1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + Al11:2021
EN ISO 15223-1:2021
EN ISO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17V3.2.4

EN 60601-1-2:2015 + Al1:2021

Restricted substances in electrical products
EN IEC 63000:2018

AOLTIEC TPOdLaYPAPEG: Eviaio apiOpo kataywpiong («<SRN»): NL-IM-000028061

Katnyopia kivédvou: lla
Baowki UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 21/46



MpoBAenéuevn xpron: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or

at home
Kowvorotnuévot TUV SUD Product Service GmbH (0123)
opyaviouol: Certificates: G10 103703 0006
Modules: A
ZUUMANPWHOTIKES -
nAnpogopiec:

YMNOrPA®H IlA AOFAPIAZMO KAI EZ ONOMATOZ:

Témog Kat nuepounvia 's Hertogenbosch, 11 lovAiov 2023
ékdoong:

Ynoypagn:

Ovopa, Béon: Gard Moors

ALeLOUVVTAG CLHHOPPWONG Kat ToléTnTag Nedis

Enwvouia etatpeiac: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 22 /46



EU-MEGFELELOSEGI NYILATKOZAT

(Az EN ISO/IEC 17050-1 szabvany alapjan)

A nyilatkozat szdma: DOCIP 2051071 il -

A gyarté vagy NEDIS

meghatalmazott De Tweeling 28
képviselbjének neve és 5215 MC 's Hertogenbosch
cime: Netherlands

EZT A MEGFELELOSEGI NYILATKOZATOT A GYARTO KIZAROLAGOS FELELOSSEGE MELLETT ADJAK KiI:

A gyarté neve és cime: NEDIS
De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

A termék azonositasa: Smart Blood Pressure Monitor
BTHBP1OWT

A FENT ISMERTETETT NYILATKOZAT TARGYA MEGFELEL AZ ALABBI KOZOSSEGI HARMONIZACIOS JOGSZABALYNAK:

K6zosségi harmonizédciés Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
jogszabdly: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Harmonizalt Medical devices
szabvdényoknak: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + Al1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN ISO 81060-1:2012
EN I1SO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Egyéb elbirasok: Egyedi regisztraciéos szam: NL-IM-000028061

Kockazati osztdlya: lla
Basic UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 23 /46



Rendeltetés: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Bejelentett szervek: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Kiegészitd informaciok: -

A NYILATKOZATOT A KOVETKEZO SZEMELY NEVEBEN ES RESZEROL iRTAK ALA:

A kidllitas helye és 's Hertogenbosch, 2023. julius 11.
datuma:

Aldiras:

Név, beosztas: Gard Moors

Megdfelelési és mindségiigyi vezeté Nedis

A térsasdg neve: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 24 /46



DICHIARAZIONE DI CONFORMITA UE

(Secondo la norma EN ISO/IEC 17050-1)

N. di dichiarazione: DOCIP 2051071 il =

Nome ed indirizzo del NEDIS

fabbricante o del suo De Tweeling 28
rappresentante 5215 MC 's Hertogenbosch
autorizzato: Netherlands

LA PRESENTE DICHIARAZIONE DI CONFORMITA E RILASCIATA SOTTO LA RESPONSABILITA ESCLUSIVA DE:

Nome e indirizzo del NEDIS

produttore: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identificazione di Smart Blood Pressure Monitor
prodotto: BTHBP1OWT

L’OGGETTO DELLA DICHIARAZIONE DI CUI SOPRA E CONFORME A:

Legislazione comunitaria Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
di armonizzazione: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Norme armonizzate: Medical devices
EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN I1SO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17V3.2.4

EN 60601-1-2:2015 + Al1:2021

Restricted substances in electrical products
EN IEC 63000:2018

Altre specifiche: Numero di registrazione unico: NL-IM-000028061

Classe di rischio: lla
UDI-DI di base: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 25 /46



Destinazione d'uso: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Organismi notificati: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Informazioni -
supplementari:
FIRMATO IN VECE E PER CONTO DI:

Luogo e data del rilascio: 's Hertogenbosch, 11 luglio 2023

Firma:

Nome e cognome, Gard Moors

funzione: Responsabile conformita e qualita Nedis
Nome dell'azienda: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 26 /46



ES ATBILSTIBAS DEKLARACIJA

(péc EN ISO/IEC 17050-1)

Nr. deklaracija: DOCIP 2051071 il =

Razotaja vai vina NEDIS

pilnvarota parstavja De Tweeling 28
vards/nosaukums un 5215 MC 's Hertogenbosch
adrese: Netherlands

S1 ATBILSTIBAS DEKLARACIJA IR 1IZDOTA VIENIGI UZ:

RaZotaja NEDIS

vards/nosaukums un De Tweeling 28

adrese: 5215 MC 's Hertogenbosch
Netherlands

Produkta identifikacija: Smart Blood Pressure Monitor
BTHBP1OWT

IEPRIEKS APRAKSTITA PRIEKSMETS ATBILST:

Deklaracijas attiecigajam Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU

Kopienas saskanotajam [OJEU L174/88-110, 01.07.2011]

tiesibu aktam: Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Piemérojamajiem Medical devices
standartiem: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN ISO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018
Citas specifikacijas: Vienotu registracijas numuru (VRN): NL-IM-000028061

Riska klase: lla
Pamata UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 27 /46



Paredzétais noluks: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or

at home

Pazinotas struktaras: TOV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Papildu informacija: -

PARAKSTITS TA UN VARDA:

Izdosanas vieta un 's Hertogenbosch, 2023. gada 11. julijs

datums:

Paraksts:

Vards, uzvards, amats: Gard Moors

Atbilstibas un kvalitates vaditajs Nedis

Kompanijas nosaukums: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 28 /46



ES ATITIKTIES DEKLARACIJA

(iforminta pagal EN ISO/IEC 17050-1)

Nr. Deklaracijos: DOCIP 2051071 il =

Gamintojo arba jo NEDIS

igaliotojo atstovo De Tweeling 28

pavadinimas ir adresas: 5215 MC 's Hertogenbosch
Netherlands

S1 ATITIKTIES DEKLARACIJA ISDUODAMA ISIMTINES ATSAKOMYBES:

Gamintojo pavadinimas NEDIS

ir adresas: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Gaminio identifikavimo: Smart Blood Pressure Monitor
BTHBP1OWT

PIRMIAU APRASYTAS OBJEKTAS ATITINKA:

EB Bendrijos derinimo Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
teises aktai: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Darniyjy standarty: Medical devices
EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN I1SO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN ISO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Kitos specifikacijos: Unikaluji registracijos numeri: NL-IM-000028061

Rizikos klasé: lla
Bazinis UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 29 /46



Numatyta paskirtis: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Notifikuotosios jstaigos:  TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Papildoma informacija: -

UZ KA IR KIENO VARDU PASIRASYTA:

ISdavimo vieta ir data: 's Hertogenbosch, 2023 m. liepos 11 d.
Parasas:
Pavarde, pareigos: Gard Moors

Atitikties ir kokybés vadovas Nedis

|monés pavadinimas: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 30/46



DIKJARAZZJONI TAL-KONFORMITA TAL-UE

(Skont EN ISO/IEC 17050-1)

Numru tad-dikjarazzjoni: DOCIP 2051071 il =

L-isem u Il-indirizz tal- NEDIS

manifattur / EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

DIN ID-DIKJARAZZJONI TAL-KONFORMITA QED TINHAREG TAHT IR-RESPONSABBILTA UNIKA TA’:

L-isem u Il-indirizz tal- NEDIS

manifattur: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifikazzjoni tal- Smart Blood Pressure Monitor
prodott: BTHBP1OWT

IL-PRODOTTI MSEMMIJA F’DIN ID-DIKJARAZZJONI HUMA F’KONFORMITA MA'’:

Legizlazzjoni Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
Komunitarja tal-UE: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Standards armonizzati: Medical devices

EN 60601-1-11:2015

EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021

EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Specifikazzjonijiet ohra: Numru ta' redgistrazzjoni uniku (“SRN”): NL-IM-000028061

Klassi tar-riskju: lla
UDI-DI Baziku: 697204011A0)J30X17F

This declaration of conformity was generated using the ProductIP compliance platform 31/46



Ghan mahsub: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or

at home

Korpi notifikati: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Informazzjoni -

addizzjonali:

IFFIRMATA GHAL U F’'ISEM:

Post u data tal-hrug: 's Hertogenbosch, 11 ta’ Lulju 2023

Firma: /‘%’?’

Isem, kariga: Gard Moors

Isem tal-kumpanija: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 32 /46



DEKLARACJA ZGODNOSCI UE

(Zgodnie z norma EN ISO/IEC 17050-1)

Nr deklaracja: DOCIP 2051071 il =

Nazwa i adres NEDIS

producenta lub jego De Tweeling 28
upowaznionego 5215 MC 's Hertogenbosch
przedstawiciela: Netherlands

NINIEJSZA DEKLARACJA ZGODNOSCI WYDANA ZOSTAJE NA WYLACZNA ODPOWIEDZIALNOSC:

Nazwa i adres NEDIS

producenta: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identyfikator produktu: Smart Blood Pressure Monitor
BTHBP1OWT

WYMIENIONY POWYZE) PRZEDMIOT NINIEJSZE) DEKLARAC]I JEST ZGODNY Z:

Wspdlnotowych Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU

przepiséw [OJEU L174/88-110, 01.07.2011]

harmonizacyjnych WE: Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Norm Medical devices

zharmonizowanych: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021
EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Inne specyfikacje: Niepowtarzalny numer rejestracyjny: NL-IM-000028061

Klasa ryzyka: lla
Basic UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 33/46



Przewidziane The Arm Blood Pressure Monitor is intended to measure the systolic

zastosowanie: pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Jednostki notyfikowane:  TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Dodatkowe informacje: -

PODPISANO W IMIENIU:

Miejsce i data wydania: 's Hertogenbosch, 11 lipca 2023

Podpis:
Nazwisko, stanowisko: Gard Moors

Kierownik ds. zgodnosci i jakosci Nedis
Nazwa firmy: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 34 /46



DECLARACAO UE DE CONFORMIDADE

(De acordo com a norma EN ISO/IEC 17050-1)

No declaracao: DOCIP 2051071 il =

Nome e endereco do NEDIS
fabricante ou do De Tweeling 28
respectivo mandatario: 5215 MC 's Hertogenbosch

Netherlands

A PRESENTE DECLARACAO DE CONFORMIDADE E EMITIDA SOB A EXCLUSIVA RESPONSABILIDADE DO:

Nome e endereco do NEDIS

fabricante: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identificacao do produto: Smart Blood Pressure Monitor
BTHBP1OWT

O OBJECTO DA DECLARACAO ACIMA MENCIONADA ESTA EM CONFORMIDADE COM:

Legislacdao comunitaria Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
da UE: [OJEU L174/88-110, 01.07.20111]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Padrdoes harmonizados: Medical devices
EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + Al1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN I1SO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1 V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17V3.2.4

EN 60601-1-2:2015 + Al1:2021

Restricted substances in electrical products
EN IEC 63000:2018

Outras especificacdes: Numero unico de registo: NL-IM-000028061

Classe de risco: lla
UDI-DI basico: 697204011A0)J30X17F

This declaration of conformity was generated using the ProductIP compliance platform 35/46



Finalidade prevista: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Organismos notificados: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Informacoes -
suplementares:
ASSINADO POR E EM NOME DE:

Local e data da emissao: 's Hertogenbosch, 11 de julho de 2023

Assinatura:
nome, cargo: Gard Moors

Diretor de conformidade e qualidade Nedis
Nome da empresa: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 36 /46



DECLARATIA UE DE CONFORMITATE

(in conformitate cu EN ISO/IEC 17050-1)

Declaratia numarul: DOCIP 2051071 il =

Denumirea si adresa NEDIS

producatorului / UE-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

ACEASTA DECLARATIE DE CONFORMITATE ESTE EMISA PE RASPUNDEREA EXCLUSIVA A:

Denumirea si adresa NEDIS

producatorului: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identificarea produsului: Smart Blood Pressure Monitor
BTHBP1OWT

PRODUSELE MENTIONATE IN ACEASTA DECLARATIE SUNT IN CONFORMITATE CU:

Legislatia comunitara a Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
UE: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Standardelor Medical devices
armonizate: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12
EN 62304:2006 + AC:2008 + A1:2015
EN ISO 13485:2016 + AC:2018 + A11:2021
EN ISO 14155:2020
EN ISO 14971:2019 + A11:2021
EN ISO 15223-1:2021
EN I1SO 81060-1:2012
EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Alte specificatii: Numar unic de inregistrare (SRN): NL-IM-000028061
Clasa de risc: lla
UDI-DI de baza: 697204011A0)30X17F
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Scop propus: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Organisme notificate: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Informatii suplimentare: -

SEMNAT PENTRU SI iN NUMELE:

Locul si data emiterii: ‘s Hertogenbosch, 11 iulie 2023
Semnatura:
Numele, functia: Gard Moors

Manager de conformitate si calitate Nedis

Denumirea societatii: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 38 /46



EU VYHLASENIE O ZHODE

(V sulade s normou EN ISO/IEC 17050-1)

Cislo vyhlasenia: DOCIP 2051071 l &

Meno a adresa NEDIS

vyrobcu/EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

TOTO VYHLASENIE O ZHODE SA VYDAVA NA VYHRADNU ZODPOVEDNOST:

Meno a adresa vyrobcu: NEDIS
De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifikdcia vyrobku: Smart Blood Pressure Monitor
BTHBP1OWT

VYROBKY UVEDENE V TOMTO VYHLASENI SU V ZHODE S:

Pravne predpisy Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
Spolocenstva: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Harmonizovanymi Medical devices
normami: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021
EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Dalsie $pecifikacie: Jediné registracné cislo (,,SRN“): NL-IM-000028061

Rizikova trieda: lla
Zakladny UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 39/46



Uéel uréenia: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Notifikované osoby: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Doplnujice informacie: -

PODPISANE ZA A V MENE:

Datum a miesto vydania: 's Hertogenbosch, 11. jula 2023

Podpis:
Meno, funkcia: Gard Moors

Manazér pre sulad a kvalitu Nedis
Nazov spolo¢nosti: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 40/ 46



1Z)JAVA EU O SKLADNOSTI

(v skladu s standardom EN ISO/IEC 17050-1)

Stevilka izjave: DOCIP 2051071 l &

Ime in naslov NEDIS

proizvajalca/EU-AR: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

ZA 1ZDAJO TE IZJAVE O SKLADNOSTI JE ODGOVOREN IZKLJUCNO:

Ime in naslov NEDIS

proizvajalca: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifikacija proizvoda: Smart Blood Pressure Monitor
BTHBP1OWT

IZDELKI, OMENJENI V TE] I1ZJAVI, SO V SKLADU Z:

Zakonodaja Skupnosti Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
EU: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Harmoniziranimi Medical devices
standardi: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021
EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Druge specifikacije: Enotna registrska stevilka: NL-IM-000028061

Razred tveganja: lla
Osnovni UDI-DI: 697204011A0)J30X17F
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Predvideni namen: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or

at home
Priglageni organi: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A
Dodatne informacije: -
PODPISANO ZA IN V IMENU:
Kraj in datum izdaje: 's Hertogenbosch, 11. julij 2023
Podpis:
Ime, funkcija: Gard Moors
Vodja za skladnost in kakovost Nedis
Ime podjetja: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 42 /46



DECLARACION UE DE CONFORMIDAD

(De acuerdo con la norma EN ISO/IEC 17050-1)

No Declaracion: DOCIP 2051071 il -

Nombre y direccién del NEDIS

fabricante / UE De Tweeling 28
representante 5215 MC 's Hertogenbosch
autorizado: Netherlands

LA PRESENTE DECLARACION DE CONFORMIDAD SE EXPIDE BAJO LA EXCLUSIVA RESPONSABILIDAD DE:

Nombre y direccién del NEDIS

fabricante: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identificacién del Smart Blood Pressure Monitor
producto: BTHBP1OWT

EL PRODUCTO DE LA DECLARACION DESCRITA ANTERIORMENTE ES CONFORME CON:

UE legislacién Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU
comunitaria: [OJEU L174/88-110, 01.07.2011]
Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.2017]
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]
Normas armonizadas: Medical devices

EN 60601-1-11:2015

EN 60601-1:2006 + AC:2010 + A1:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + Al1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021

EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 v2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1 V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018

Otras especificaciones: Numero de registro unico («<SRN»): NL-IM-000028061

Clase de riesgo: lla
UDI-DI basico: 697204011A0)30X17F
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Finalidad prevista: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities or
at home

Organismos notificados: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Informacion -
complementaria:

FIRMADO POR Y EN NOMBRE DE:

Lugar y fecha de 's Hertogenbosch, 11 de julio de 2023
expedicion:

Firma:

Nombre, cargo: Gard Moors

Responsable de conformidad y calidad Nedis

Nombre de la empresa: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 44 | 46



EU-FORSAKRAN OM OVERENSSTAMMELSE

(Enligt normen EN ISO/IEC 17050-1)

Nr deklaration: DOCIP 2051071 il =

Namn pa och adress till NEDIS
tillverkaren eller dennes De Tweeling 28
representant: 5215 MC 's Hertogenbosch

Netherlands

DENNA FORSAKAN OM OVERENSSTAMMELSE UTFARDAS EGET ANSVAR:

Namn pa och adress till NEDIS

tillverkaren: De Tweeling 28
5215 MC 's Hertogenbosch
Netherlands

Identifiera produkten: Smart Blood Pressure Monitor
BTHBP1OWT

FOREMALET FOR FORSAKAN OVAN OVERENSSTAMMER MED:

EG relevanta Restriction of Hazardous Substances (RoHS) Directive 2011/65/EU

harmoniserade [OJEU L174/88-110, 01.07.2011]

gemenskapslagstiftningen: Medical Devices Regulation (EU) 2017/745 [OJEU L117/1-175,
05.05.20171
Radio Equipment Directive (RED) 2014/53/EU [OJEU L153/62-106,
22.05.2014]

Harmoniserade Medical devices

standarder: EN 60601-1-11:2015
EN 60601-1:2006 + AC:2010 + Al1l:2013 + AC:2014 + A12:2014 + A2:2021 +
AC:2022-12

EN 62304:2006 + AC:2008 + A1:2015

EN ISO 13485:2016 + AC:2018 + Al11:2021
EN ISO 14155:2020

EN ISO 14971:2019 + A11:2021

EN ISO 15223-1:2021

EN ISO 81060-1:2012

EN ISO 81060-2:2019

Safety of electrical equipment
EN 62368-1:2014 + A11:2017

Radio equipment
EN 300 328 vV2.2.2

Exposure of humans to electromagnetic fields (EMF)
EN IEC 62311:2020 + EN 62311:2008
EN 62479:2010

Electromagnetic Compatibility (EMC)

EN 301 489-1 V2.1.1 + EN 301 489-1V2.2.3 + EN 301 489-1V1.9.2
EN 301 489-17 V3.2.4

EN 60601-1-2:2015 + Al:2021

Restricted substances in electrical products
EN IEC 63000:2018
Ovriga specifikationer: Eudamed-registreringsnummer (SRN) : NL-IM-000028061

Riskklass: lla
Grundlaggande UDI-DI: 697204011A0)30X17F

This declaration of conformity was generated using the ProductIP compliance platform 45/ 46



Avsett andamal: The Arm Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of adult
person via non-invasive oscillometric technique at medical facilities
or at home

Anmalda organ: TUV SUD Product Service GmbH (0123)
Certificates: G10 103703 0006
Modules: A

Ytterligare information: -

UNDERTECKNAT FOR:
Ort och datum: ‘s Hertogenbosch, 11 juli 2023

Namnteckning:

Namn, befattning: Gard Moors
Chef for efterlevnad och kvalitet Nedis

Namnet pa foretaget: NEDIS

This declaration of conformity was generated using the ProductIP compliance platform 46 / 46
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