Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

EU DECLARATION OF CONFORMITY

Language: EN

Manufacturer Notified Body

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstral’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
France HRB 85742

SRN: FR-MF-000009505 Notified body number: 0123
Swiss Authorized Representative UK Responsible Person

Emergo Consulting (UK) Ltd

c/o Cr360 - UL International, Compass House, Vision
Park Histon

Cambridge CB24 9BZ

England, United Kingdom

MHRA Reference Number: 11457

MedEnvoy Switzerland
Gotthardstrasse 28

6302 Zug

Switzerland

CH RN: CHRN-AR-20000310

Product Name(s) Withings ECG App Display
EMDN Code
212050382
Basic UDI-DI
3700546711459V6
Risk Classification Class llg, Rule 11 (applying implementing rule 3.3)

Intended purpose
Withings ECG App Display, integrated in a mobile app,

is a software accessory to Withings ECG Monitor 2. It
allows the display of the Withings ECG Monitor 2’ atrial
fibrillation detection output and the filtered ECG
signal to the user.

We, Withings, declare under our sole responsibility that the above-named product(s)
conforms to the essential requirements of the following Directives:

- Medical Device Regulation (MDR) 2017/745

Medical Device Regulation: We declare under our sole responsibility that the product(s)
subject to this declaration is in conformity with and meets the general safety and
performance requirements specified in Annex I.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: EN

The conformity assessment of the quality management system and the technical
documentation according to Annex IX, Chapters |, Il and lll of the 2017/745 medical device
regulation has been performed by the Notified Body mentioned above.

Thus, C € 0123 is placed on the product
EC Certificate No: G15 108309 0001 - Expiry date: 2030-07-17

All language versions of this Declaration of Conformity are identical. The signature affixed on
this English version is valid for all other language versions.

Signed on behalf of Withings, in Issy-les-Moulineauy,

Name: Xavier Debreuil
Function: Product Director

/—Signé par Xavier Debreuil
0 Xaseicr Dbiruadl

\—4744D81B3CEB4D91BFE54EDF38CC5FCA

J'approuve ce document
02-Jan-2026 | 16:17 CET
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

DECLARATION DE CONFORMITE UE

Language: FR

Fabricant Organisme Notifié

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstraf3e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland

France HRB 85742

SRN: FR-MF-000009505 Numéro d’organisme notifié: 0123

Représentant autorisé suisse Personne responsable au Royaume-Uni (UKRP)
MedEnvoy Switzerland Emergo Consulting (UK) Ltd

Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Suisse Cambridge CB24 9BZ

CH RN: CHRN-AR-20000310 Angleterre, Royaume-Uuni

Numéro de référence MHRA: 11457

Nom(s) du/des produit(s) Withings ECG App Display
Code EMDN
712050382
IUD-ID de base
3700546711459V6
Classe de risque Classe llg, Régle 11 (par application de la régle

d'application 3.3)

Destination
Withings ECG App Display, intégré dans une

application mobile, est un accessoire logiciel pour le
Withings ECG Monitor 2. Il permet laffichage a
lutilisateur du résultat de détection de fibrillation
auriculaire du Withings ECG Monitor 2 et du signal
ECG filtré.

Nous, Withings, déclarons sous notre seule responsabilité que le(s) produit(s) mentionné(s)
ci-dessus est/sont conforme(s) aux exigences essentielles des directives/réglements
suivantes :

- Réglement sur les dispositifs médicaux (RDM) 2017/745
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: FR

Réglement sur les dispositifs médicaux : Nous déclarons sous notre seule responsabilité que
le(s) produit(s) visé(s) par la présente déclaration est/sont conforme(s) aux exigences
générales de sécurité et de performance spécifiées a I'Annexe I.

L'évaluation de la conformité du systéme de gestion de la qualité et de la documentation
technique, conformément & I'Annexe IX, chapitres |, Il et lll du réglement 2017/745, a été
effectuée par I'organisme notifié mentionné ci-dessus.

Ainsi, C € 0123 est apposé sur le produit.

Certificat CE n°: GI5 108309 0001 — Date d’'expiration : 2030-07-17

Toutes les versions linguistiques de cette Déclaration de Conformité sont identiques. La
signature sera apposée sur la version anglaise et vaut pour toutes les autres versions.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

EU-KONFORMITATSERKLARUNG

Language: DE

Hersteller Benannte Stelle

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstrafl’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland

Frankreich HRB 85742

SRN: FR-MF-000009505 Nummer der benannten Stelle: 0123
Bevolimdchtigter der Schweiz Verantwortlicher des Vereinigten Kénigreiches
MedEnvoy Switzerland Emergo Consulting (UK) Ltd

Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Schweiz Cambridge CB24 9BZ

CH RN: CHRN-AR-20000310 England, Vereinigtes Kénigreich

MHRA-Referenznummer: 11457

Produktname(n) Withings ECG App Display

EMDN-Code

_____________________________________________________________________________ 212050882 )
Basis-UDI-DI

......................................................................... 370054671459V0 e
Risikoklassifizierung Klasse lla, Regel 11 (unter Anwendung von
______________________________________________________________________ Anwendungsregel33)
Verwendungszweck Das Withings ECG App Display, integriert in eine

mobile App, ist ein Softwarezubeh&r fur den Withings
ECG Monitor 2. Es ermoglicht die Anzeige der
Vorhofflimmern-Erkennungsausgabe des Withings
ECG Monitor 2 und des gefilterten EKG-Signals fur den
Benutzer.

Wir, Withings, erkléren in alleiniger Verantwortung, dass das oben genannte Produkt/die oben
genannten Produkte den grundlegenden Anforderungen der folgenden Richtlinien
entspricht/entsprechen:

- Medizinprodukteverordnung (MDR) 2017/745

Medizinprodukteverordnung: Wir erkldren in alleiniger Verantwortung, dass das/die
Produkt(e), das/die Gegenstand dieser Erkldrung ist/sind, den allgemeinen Sicherheits- und
Leistungsanforderungen gemdRk Anhang | entsprichts/entsprechen.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Die Konformitatsbewertung des Qualitditsmanagementsystems und der technischen
Dokumentation gemdR Anhang IX, Kapitel |, Il und Ill der Medizinprodukteverordnung 2017/745
wurde von der oben genannten benannten Stelle durchgefuhrt.

Language: DE

Somit wird C € 0123 auf dem Produkt platziert
EG-Bescheinigung Nr.: G15 108309 0001 — Ablaufdatum: 2030-07-17

Alle Sprachversionen dieser Konformitatserkldrung sind identisch. Die Unterschrift wird auf der
englischen Version angebracht und gilt fur alle anderen Versionen.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

EU-OVERENSSTEMMELSESERKLARING

Language: DA

Producent Bemyndiget organ
Withings TUV SUD PS GmbH
2 rue Maurice Hartmann Ridlerstral’e 65
92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Frankrig HRB 85742
SRN: FR-MF-000009505 Nummer p& bemyndiget organ: 0123
Schweizisk autoriseret Ansvarlig person for Storbritannien
repreesentant
Emergo Consulting (UK) Ltd
MedEnvoy Switzerland c/o Cr360 - UL International, Compass House, Vision
Gotthardstrasse 28 Park Histon
6302 Zug Cambridge CB24 9BZ
Schweiz England, Storbritannien
CH RN: CHRN-AR-20000310 MHRA-referencenummer: 11457
Produktnavn(e) Withings ECG App Display
EMDN-kode
............................................................................. 212050382 el
Grundlaeggende UDI-DI
_________________________________________________________________________ 3700546711459V6 ..
Risikoklassificering Klasse llg, Regel 11 (under anvendelse af

gennemfarelsesbestemmelse 3.3)

Tilsigtet anvendelse o ) _ ) )
Withings ECG App Display, integreret i en mobilapp, er

et softwaretilbehor til Withings ECG Monitor 2. Det
muligger visning af Withings ECG Monitor 2's output
for atrieflimmerdetektion og det filtrerede EKG-signal
til brugeren.

Vi, Withings, erkloerer under vores eneansvar, at ovenncevnte produkt(er) er i
overensstemmelse med de voesentlige krav i felgende direktiver:

- Forordning om medicinsk udstyr (MDR) 2017/745

Forordning om medicinsk wudstyr: Vi erkleerer under vores eneansvar, at
produktet(produkterne) , der er omfattet af denne erklcering , er i overensstemmelse med og
opfylder de generelle krav til sikkerhed og ydeevne, der er angivet i bilag I.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Overensstemmelsesvurderingen af kvalitetsstyringssystemet og den tekniske dokumentation
i henhold til bilag IX, kapitel I, Il og Ill i 2017/745 forordningen om medicinsk udstyr er udfert af
det ovenncevnte bemyndigede organ.

Language: DA

Sdledes er C € 0123 placeret pd produktet
EF-certifikat nr..G15 108309 0001 — Udlgbsdato :2030-07-17

Alle sprogversioner af denne overensstemmelseserklcering er identiske. Underskriften vil blive
pd&fert den engelske version og geelder for alle andre versioner.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344 I I I N G S

DICHIARAZIONE DI CONFORMITA UE

Language: IT

Produttore Organismo notificato

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstral3e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland

Francia HRB 85742

SRN: FR-MF-000009505 Numero dell'organismo notificato: 0123

Rappresentante autorizzato per la Responsabile per il Regno Unito

Svizzera )
Emergo Consulting (UK) Ltd

MedEnvoy Svizzera c/o Cr360 - UL International, Compass House,
Gotthardstrasse 28 Vision Park Histon
6302 Zug Cambridge CB24 9BZ
Svizzera Inghilterra, Regno Unito
CH RN: CHRN-AR-20000310 Numero di riferimento MHRA: 11457
Nomi del prodotto Withings ECG App Display
Codice EMDN
712050382
UDI-DI di base
_________________________________________________________________________ 37005467M459V6
Classificazione del rischio Classe llg, Regola 11 (in applicazione della regola di

attuazione 3.3)

Uso previsto o . . . ,
Il Withings ECG App Display, integrato in unapp

mobile, &€ un accessorio software per il Withings ECG
Monitor 2. Consente all'utente di visualizzare l'output
di rilevamento della fibrillazione atriale del Withings
ECG Monitor 2 e il segnale ECG filtrato.

Withings dichiara sotto la sua esclusiva responsabilitd che i suddetti prodotti sono conformi
ai requisiti essenziali delle seguenti direttive:

- Regolamento sui dispositivi medici (MDR) 2017/745

Regolamento sui dispositivi medici: Dichiariamo sotto la nostra esclusiva responsabilitd che
i prodotti oggetto della presente dichiarazione sono conformi e soddisfano i requisiti generali
di sicurezza e di prestazione specificati nell'allegato 1.

La valutazione della conformitd del sistema di gestione della qualitd e della documentazione
tecnica ai sensi dell'allegato IX, capitolil, Il e lil del regolamento sui dispositivi medici 2017/745
e stata effettuata dall'organismo notificato sopra menzionato.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344 I I I N G S

Language: IT

Pertanto, c € 0123 viene posizionato sul prodotto
Certificato CE n.: G15 108309 0001- Data di scadenza: 2030-07-17

Tutte le versioni linguistiche di questa Dichiarazione di Conformitd sono identiche. La firma sard
apposta sulla versione inglese e vale per tutte le altre versioni.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

DECLARACION DE CONFORMIDAD DE LA UE

Language: ES

Fabricante Organismo notificado
Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstralze 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Francia HRB 85742

Nimero de Registro Unico (SRN): Numero de organismo notificado: 0123
FR-MF-000009505

Representante autorizado suizo Responsable del Reino Unido

MedEnvoy Switzerland Emergo Consulting (UK) Ltd

Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Suiza Cambridge CB24 9Bz

CH RN: CHRN-AR-20000310 Inglaterra, Reino Unido

NUmero de referencia de la MHRA: 11457

Nombre(s) del producto Withings ECG App Display
Codigo EMDN

_____________________________________________________________________________ 212050382 .
UDI-DI basico

_________________________________________________________________________ 37005467459V e
Clasificacion de riesgos Clase lig, Regla 11 (en aplicaciéon de la regla de

aplicaciéon 3.3)

Propésito previsto o ) .
El Withings ECG App Display, integrado en una

aplicacion movil, es un accesorio de software para el
Withings ECG Monitor 2. Permite la visualizacion al
usuario de la deteccion de fibrilacion auricular del
Withings ECG Monitor 2 y de la sefal de ECG filtrada.

Nosotros, Withings, declaramos bajo nuestra exclusiva responsabilidad que el(los)
producto(s) mencionado(s) anteriormente cumple(n) con los requisitos bdasicos de las
siguientes directivas:

- Reglamento de Dispositivos Médicos (MDR) 2017/745

Regulacion de dispositivos médicos: Declaramos bajo nuestra exclusiva responsabilidad
que el(los) producto(s) sujeto(s) a esta declaracién es de conformidad y cumple con los
requisitos generales de seguridad y rendimiento especificados en el Anexo |.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

La evaluacién de la conformidad del sistema de gestion de la calidad y la documentacion
técnica de acuerdo con el Anexo IX, Capitulos |, Il y Il del reglamento de dispositivos médicos
2017/745 ha sido llevada a cabo por el Organismo Notificado mencionado anteriormente.

Language: ES

Por lo que el nUmero C € 0123 aparece indicado en el producto.
Certificado CE n.°: G15 108309 0001 - Fecha de caducidad: 2030-07-17

Todas las versiones linguisticas de esta Declaracién de Conformidad son idénticas. La firma se
aplicard a la versién en inglés y es vdlida para todas las demds versiones.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

EU PROHLASENI O SHODE

Language: CS

Vyrobce Oznameny subjekt
Withings TUV SUD PS GmbH
2 rue Maurice Hartmann Ridlerstrafde 65
92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Francie HRB 85742
SRN: FR-MF-000009505 Cislo ozndmeného subjektu: 0123
Autorizovany zastupce pro Zodpovédna osoba pro Spojené kralovstvi
Svycarsko
Emergo Consulting (UK) Ltd
MedEnvoy Svycarsko c/o Cr360 - UL International, Compass House,
Gotthardstrasse 28 Vision Park Histon
6302 Zug Cambridge CB24 9BZ
Svycarsko Anglie, Spojené kralovstvi
CH RN: CHRN-AR-20000310 Referencni Cislo MHRA: 11457
Néazev(nézvy) produktu Withings ECG App Display
Kéd EMDN
............................................................................. 22050882 e
Zakladni UDI-DI
U 74 14 .V L .50 A=
Klasifikace rizik TFida lla, Pravidlo 11 (s pouzitim provadéciho pravidla
................................................................................. 33 .
Zamysleny Gcel Withings ECG App Display, integrovand v mobilni

aplikaci, je softwarové prislusenstvi k Withings
ECG Monitor 2. UmoZnuje zobrazeni vystupu
detekce fibrilace sini z Withings ECG Monitor 2 a

My, spoleénost Withings, na viastni odpovédnost prohlasujeme, ze vyse uvedeny produkt(y)
spliuje zékladni poZzadavky ndsledujicich smérnic:

- Nafizeni o zdravotnickych prostfedcich (MDR) 2017/745

Nafizeni o zdravotnickych prostiedcich: Prohlasujeme na viastni odpovédnost, Ze produkt(y)
, ha ktery se vztahuje toto prohldseni, je ve shodé a spliuje obecné pozadavky na bezpe€nost
a vykon uvedené v Priloze I.

Posouzeni shody systému fizeni jakosti a technické dokumentace podle Prilohy IX, kapitoly |, I
a lll nafizeni o zdravotnickych prostfedcich 2017/745 provedl vyse uvedeny ozndmeny subjekt.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: CS

Na produkt je tedy umisténo c E 0123.
Certifikat ES €.: G15 108309 0001 — Datum vyprseni platnosti: 2030-07-17

V8echny jazykové verze tohoto ProhldSeni o shodé jsou identické. Podpis bude umistén
na anglické verzi a plati pro vSechny ostatni verze.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

DEKLARACJA ZGODNOSCI UE

Language: PL

Producent Jednostka notyfikowana
Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstral’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Francja HRB 85742

SRN: FR-MF-000009505 Nr jednostki notyfikowanej: 0123

Upowazniony przedstawiciel w  Osobaodpowiedzialna w Wielkiej Brytanii

Szwajcarii _
Emergo Consulting (UK) Ltd

MedEnvoy Switzerland c/o Cr360 - UL International, Compass House, Vision
Gotthardstrasse 28 Park Histon
6302 Zug Cambridge CB24 9BZ
Switzerland England, United Kingdom
CH RN: CHRN-AR-20000310 Numer referencyjny MHRA: 11457
Nazwa produktu Withings ECG App Display
Kod EMDN
............................................................................. 212090382 e
Podstawowy kod UDI-DI
_________________________________________________________________________ 370054671489V6
Klasyfikacja ryzyka Klasa lla, Reguta 11 (z zastosowaniem reguty
_________________________________________________________________________ wykonawezei33)
Przeznaczenie Withings ECG App Display, zintegrowany z aplikacjg

mobilng, jest akcesorium programowym do
Withings ECG Monitor 2. Umozliwia wySwietlanie
uzytkownikowi wynikébw  wykrywania migotania
przedsionkédw z Withings ECG Monitor 2 oraz
filtrowanego sygnatu EKG.

My, firma Withings, oSwiadczamy na wtasng odpowiedzialno$§¢, ze wyzej wymienione produkty
sq zgodne z zasadniczymi wymaganiami nastepujgcych dyrektyw:

- Rozporzqdzenie w sprawie wyrobéw medycznych (MDR) 2017/745

Rozporzgdzenie w sprawie wyrobow medycznych: OsSwiadczamy na wiasng
odpowiedzialno$¢, ze produkty objete niniejszg deklaracjg sq zgodne z wymaganiami
dotyczgcymi bezpieczehstwa i dziatania okre$lonymi w zatqczniku | i je spetniajq.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Ocena zgodnos$ci systemu zarzgdzania jakosciq oraz dokumentacji technicznej zgodnie z
zatgcznikiem 1X, rozdziatami |, Il i Il rozporzgdzenia 2017/745 dotyczgcego wyrobow
medycznych zostata przeprowadzona przez wyzej wymienionq jednostke notyfikowanq.

Language: PL

W zwiqzku z tym na produkcie umieszczono oznaczenie c € 0123.
Nr certyfikatu WE: G15 108309 0001 — Data waznosci: 2030-07-17.

Wszystkie wersje jezykowe niniejszego Deklaracji Zgodnosci sq identyczne. Podpis zostanie
ztozony na wersji angielskiej i obowigzuje we wszystkich pozostatych wersjach.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

DECLARAGAO DE CONFORMIDADE DA UE

Language: PT

Fabricante Orgdo notificado

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstrafl’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Francga HRB 85742

SRN: FR-MF-000009505 Ndmero do orgdo notificado: 0123
Representante autorizado suigo Responsavel no Reino Unido
MedEnvoy Switzerland Emergo Consulting (UK) Ltd
Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Suigca Cambridge CB24 9BZ

CH RN: CHRN-AR-20000310 Inglaterra, Reino Unido

NUmero de referéncia MHRA: 11457

Nome(s) do(s) produto(s) Withings ECG App Display
Coédigo EMDN

_____________________________________________________________________________ 212050882 )
UDI-DI basico

......................................................................... 370054671499V6
Classificagdo de risco Classe lla, Regra 11 (por aplicagéo da regra de

aplicagéo 3.3)

Finalidade prevista o ) _
O Withings ECG App Display, integrado numa

aplicagcdo movel, &€ um acessoério de software para o
Withings ECG Monitor 2. Permite a visualizag&o, por
parte do utilizador, da saida de detegdo de fibrilagdo
auricular do Withings ECG Monitor 2 e do sinal de ECG
filtrado.

Nés, Withings, declaramos sob a nossa exclusiva responsabilidade que o(s) produto(s)
acima mencionado(s) estdo em conformidade com os requisitos essenciais das seguintes
Diretivas:

- Regulamento para dispositivos médicos (RDM) 2017/745
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Regulamento para dispositivos meédicos: Declaramos sob a nossa exclusiva
responsabilidade que o(s) produto(s) sujeito(s) a esta declaragéo esta(@o) em
conformidade e cumpre(m) os requisitos gerais de seguranca e desempenho especificados
no Anexo |.

Language: PT

A avaliagcdo da conformidade do sistema de gestdo da qualidade e da documentagéo
técnica de acordo com o Anexo IX, Capitulos |, Il e Il do regulamento para dispositivos
médicos 2017/745 foi realizada pelo Org&o notificado supra mencionado.

Assim, C E 0123 é colocado no produto
Certificado CE N.°:G15 108309 0001 — Data de validade: 2030-07-17

Todas as versoées linguisticas desta Declaragdo de Conformidade sdo idénticas. A
assinatura serd feita na vers@o em inglés e & valida para todas as outras versoes.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

EU-MEGFELELOSEGI NYILATKOZAT

Language: HU

Gyartoé Bejelentett szervezet

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstraf’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Franciaorszag HRB 85742

SRN: FR-MF-000009505 Bejelentett szervezet szdma: 0123

svajci hivatalos képviselé Felelds személy az Egyesiilt Kiralysagban
MedEnvoy Switzerland Emergo Consulting (UK) Ltd
Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Svajc Cambridge CB24 9BZ

CH RN: CHRN-AR-20000310 Anglia, Egyesult Kirdlysag

MHRA hivatkozdsi szdm: 11457

Termék neve(i) Withings ECG App Display
EMDN-kod
............................................................................. 212090382 e
Alap UDI-DI
_________________________________________________________________________ 3700546711458V6 e
Kockéazati besorolas lla. osztdly, 1. szabaly (a 3.3. alkalmazési szabaly
_________________________________________________________________________ alkalmazasaval) .
Rendeltetés célja A Withings ECG App Display, amely egy

mobilalkalmazdasba integralt, a Withings ECG Monitor
2 szoftveres kiegészitéje. Lehetdvé teszi a Withings
ECG Monitor 2 pitvarfibrillcio-észlelési kimenetének
és a szUrt EKG jelének megjelenitését a felhaszndald
szdmara.

Mi, a Withings, sajat felelésséginkre kijelentjik, hogy a fent nevezett termék(ek)
megfelel(nek) az aldbbi irGnyelvekben foglalt alapvetd kdvetelményeknek:

- Orvostechnikai eszkdzdkrél sz616 rendelet (MDR) 2017/745

Orvostechnikai eszk6z6krol sz616 rendelet: Sajat kizardlagos felelésségunkre kijelentjuk, hogy
a jelen nyilatkozat targyat képezé termék(ek) megfelel(nek) az I. mellékletben meghatdarozott
dltaldnos biztonsagi és teljesitményi kévetelményeknek.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

A minéségellendrzési rendszer és a muszaki dokumentdcidé megfeleléségértékelését az
orvostechnikai eszkdzokrél sz616 2017/745 rendelet IX. mellékletének 1, II. és IIl. fejezete szerint o
fent emlitett bejelentett szervezet végezte.

Language: HU

igy kerul c € 0123 a termékre
EK-tanusitvany szdma: G15 108309 0001- Lejarati datum: 2030-07-17

A jelen Megfelel8ségi Nyilatkozat minden nyelvi valtozata azonos. Az aldirdst az angol
valtozatra helyezik, és minden mads vdaltozatra érvényes.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: EL

AHAQZH ZYMMOP®QZHX EE
KaTtaokeuaoThg MoTotoinuévog opyaviouog
Withings TUV SUD PS GmbH
2 rue Maurice Hartmann RidlerstralRe 65
92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
aAAia HRB 85742
SRN: FR-MF-000009505 ApIBu6G TTioToTToINuéVOU opyaviopou: 0123
ESouciodotnuévog AavTIIpOowWTog  YTeUOuvog 1o HVvWwpévo BaoiAgio
EABeTiag,
Emergo Consulting (UK) Ltd
MedEnvoy Switzerland c/o Cr360 - UL International, Compass House, Vision
Gotthardstrasse 28 Park Histon
6302 Zug Cambridge CB24 9BZ
EABeTia AyyAia, Hvwpévo Baaoikeio
CH RN: CHRN-AR-20000310 ApiBudg avagopds MHRA: 11457
‘Ovopa 1mpoiévTog Withings ECG App Display
Kwdik6¢ EMDN
............................................................................. 712050382 .
Baoiké UDI-DI
_________________________________________________________________________ 37005467M459V6 ..
Ta§ivéounon kivduvou Katnyopia lla, Kavévag 11 (kat” epappoyr Tou eKTEAETTIKOU
kavova 3.3)

Mpoopi{deEvog OKOTTOG o )
To Withings ECG App Display, evowpatwpévo o€ pia

epapuoyn Kivntou, eivalr éva Aoyiopikd ageooudp yia TO
Withings ECG Monitor 2. Emmtpémel v eupdvion ng
€§0600U avixveuong KOATTIKNG pappapuyrig Tou Withings
ECG Monitor 2 kai Tou @IATpapiopévou onpatog HKI otov
XPnatn

Epeig, n Withings, dnAwvoupe pe aTTOKAEIOTIKA POG EUBUVN OTI TO TTPOAVAPEPBEV TTPOIOVOUUHOPPWVETAI
ME TIG BACIKEG ATTAITAOEIG TWV AKOAOUBWY 0dnyIwV:

- Kavoviouog 1atpoTexvohoyikwv TTpoidviwy (MDR) 2017/745

Kavoviouog 1aTpoTEXVOAOYIKWYV TIPOIOVTWYV: ANAWVOUNE PE OTTOKAEIOTIKA JOg EuBUvn OTI TO TTPOIOV TTOU
UTTOKEITAI OTNV TTapouca ORAwWGCN CUPUOPQPWVETAI KAl TTANPOI TIC YEVIKEG QTTAUTAOCEIS ACQAAEING Kal
arodoong tTou kabopilovtal oTo Mapdaptnua l.

ECG-APP-DSP-DoC-MDR_03 Page 21 of 32

Withings
2 rue Maurice Hartmann, 92130 Issy-Les-Moulineaux, France



Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

H afloAdynon tTng ocupudp@wong Tou CUCTAPATOG dlaxeipiong TNG TToIOTATAG KAl TOU TEXVIKOU QOKEAOU
oUppwva Pe To Mapdptnua IX, KepaAaia |, I kai 11l Tou kavoviopou 2017/745 yia Ta 1aTpoTEXVOAOYIKE
TTPOIGVTa £XEI TTpayPaToTTOINOE aTTd TOV TTpoavVaPEPBEVTA TTICTOTTOINUEVO OPYQVIGUO.

Language: EL

‘ET01, 0 apiBudg C € 0123 Tot10B€TEITAI GTO TTPOIOV
Ap. ioTotToInTiKG EC: G15 108309 0001- Huepounvia Angng: 2030-07-17

‘OAgc o1 YAWOOIKEG EKDOTEIC AUTAG TG ARAWGONG ZUpPopPwong eival idieg. H uttoypagn Ba 1e6¢i oTnv
ayyAIKn £kdoaon Kal IoXUEl yIa OAEG TIG AAAEG EKDOTEIG.V
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

ES ATBILSTIBAS DEKLARACIJA

Language: LV

RaZotdjs Pazinotad struktira

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstrafl’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland

Francija HRB 85742

SRN: FR-MF-000009505 Pazinotds struktdras numurs: 0123
Sveices pilnvarotais parstavis Apvienotas Karalistes atbildiga persona
MedEnvoy Switzerland Emergo Consulting (UK) Ltd
Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Switzerland Cambridge CB24 9BZ

CH RN: CHRN-AR-20000310 Anglija, Apvienota Karaliste

MHRA atsauces numurs: 11457

Produkta nosaukums(-i) Withings ECG App Display
EMDN kods
_____________________________________________________________________________ 212090382 e
Pamata UDI-DI
......................................................................... 370054671499V6
Riska klasifikdcija lla klase, 11. noteikums (piemérojot 3.3.Tstenosanas
noteikumu)

Paredzétais mérkis o _ ) B o
Withings ECG App Display, kas integréts mobilaja
lietotng, ir programmatdras piederums Withings ECG
Monitor 2. Tas lauj lietotGjam attélot Withings ECG
Monitor 2 priekSkambaru fibrildcijas noteikSanas
izvadi un filtreto EKG signalu.

Més, Withings, uz savu atbildibu pazinojam, ka ieprieks minétais (-ie) produkts(-i) atbilst
8adu direktivu pamatprasibdm:

- Medicinisko iericu regula (MDR) 2017/745

Medicinisko ieriéu regula: Mé&s uz savu atbildibu pazinojam, ka produkts(-i) , uz ko attiecas &
deklaracija, atbilst visparejam drosibas un veiktspéjas prasibam, kas noraditas | pielikuma.

lepriek§ minétd pazinotd struktdra ir veikusi Kvalitdtes vadibas sistémas un tehniskds
dokumentdacijas atbilstibas novértésanu saskand ar 2017/745 medicinisko iericu regulas IX
pielikuma |, Il un Il nodalu.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: LV

Tadejadi C € 0123 tiek novietots uz produkta
EK sertifikata Nr.: G15 108309 0001 — Deriguma termins: 2030-07-17

Visas Sis atbilstibas deklaracijas valodas versijas ir identiskas. Paraksts tiks uzlikts anglu
valodas versija un ir derigs visdm par&jam versijam.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

ES ATITIKTIES DEKLARACIJA

Language: LT

Gamintojas Notifikuotoji jstaiga

,Withings” TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstraf’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Prancuzija HRB 85742

SRN: FR-MF-000009505 Notifikuotosios jstaigos numeris: 0123
Jgaliotasis atstovas Sveicarijoje Atsakingas asmuo JK

MedEnvoy Switzerland Emergo Consulting (UK) Ltd
Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Sveicarija Kembridzas CB24 9BZ

CH RN: CHRN-AR-20000310 Anglijo, Jungtiné Karalysté

MHRA nuorodos numeris: 11457

Produkto pavadinimas (-ai) Withings ECG App Display
EMDN kodas
............................................................................. 212000382 e,
Pagrindinis UDI-DI
_________________________________________________________________________ 370054671459v6 .
_Rizikos Klasifikacija lla klase, 1 taisykie (taikant 3.3 jgyvendinimo taisykle)
Numatytoji paskirtis .Withings ECG App Display”, integruotas j mobiligjg

programele, yra ,Withings ECG Monitor 2°
programinés jrangos priedas. Jis leidzia vartotojui
rodyti ,Withings ECG Monitor 2“ prieSirdziy virpéjimo
aptikimo iSvestj ir filtruotq EKG signalq.

Mes, ,Withings”, prisimdami visq atsakomybe pareiskiome, kad auks€iau nurodytas
produktas (-ai) atitinka esminius iy direktyvy reikalavimus:

- Medicinos prietaisy reglamentas 2017/745

Medicinos prietaisy reglamentas: Mes prisimdami visq atsakomybe pareiSkiome, kad
produktas (-ai), kuriom (-iems) taikoma §i deklaracijo, atitinka | priede nurodytus
bendruosius saugos ir eksploatacinius reikalavimus.

Kokybés valdymo sistemos ir techninés dokumentacijos atitikties vertinimg pagal 2017/745
medicinos prietaisy reglamento IX priedo |, Il ir Il skyrius atliko pirmiau minéta notifikuotoji
jstaiga.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: LT
Taigi, C € produktas zymimas 0123
EB sertifikato Nr.: G15 108309 0001 — Galiojimo data: 2030-07-17

Visos Sios atitikties deklaracijos kalbiniuose variantuose tekstas yra vienodas. Parasas bus
padétas ant angly kalbos versijos ir galioja visoms kitoms versijoms.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: SL

IZJAVA EU O SKLADNOSTI
Proizvajalec Priglaseni organ
Podjetje Withings TUV SUD PS GmbH
2 rue Maurice Hartmann Ridlerstraf’e 65
92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Francija HRB 85742
SRN: FR-MF-000009505 Stevilka priglasenega organa: 0123

Svicarski pooblaséeni predstavnik Odgovorna oseba v Zdruzenem kraljestvu

MedEnvoy Switzerland Emergo Consulting (UK) Ltd

Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon

Svica Cambridge CB24 9BZ

CH RN: CHRN-AR-20000310 Anglijo, Zdruzeno kraljestvo

Referen¢na stevilka MHRA: 11457

Ime(-na) izdelka Withings ECG App Display
Koda EMDN
_____________________________________________________________________________ 212050382
Osnovni UDI-DI
_________________________________________________________________________ 3700546711459V6 el
Razvrstitev tveganj Razred lig, Pravilo 11 (ob uporabi izvedbenega pravila
3.3)

Predvideni namen o _ ) _ )
Withings ECG App Display, integriran v mobilno

aplikacijo, je programski dodatek za Withings ECG
Monitor 2. Uporabniku omogoca prikaz izhoda za
zaznavanje atrijske fibrilacije Withings ECG Monitor 2
in filtriranega signala EKG.

Druzba Withings pod izkljucno odgovornostjo izjavljo, da zgoraj navedeni izdelek (izdelki)
ustreza [-jo bistvenim zahtevam naslednijih direktiv:

- Uredba o medicinskih pripomog&kih (MDR) 2017/745

Uredba o medicinskih pripomogékih: Pod izkljuéno odgovornostjo izjavljomo, da je izdelek (so
izdelki) , za katerega velja ta izjava , v skladu s splosnimi zahtevami glede varnosti in
delovanja, doloCenimi v Prilogi I.

Ocenjevanje skladnosti sistema vodenja kakovosti in tehni€¢ne dokumentacije v skladu s
poglavji 1, Il in 1l Priloge IX uredbe o medicinskih pripomockih 2017/745 je opravil zgoraj
navedeni priglaseni organ.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: SL

Zato se oznaka c E 0123 namesti na izdelek
St. EC-certifikata: G15 108309 0001 — Datum poteka veljavnosti: 2030-07-17

Vse jezikovne razlicice te Izjave o skladnosti so identicne. Podpis bo na angleski razlicici in velja
za vse druge razlicice.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344 - I I I N G S

AEKINAPALUA 3A CbOTBETCTBUE B EC

Language: BG

Mpounssogurten HotudumumpaH opraH

Withings TUV SUD PS GmbH

2 rue Maurice Hartmann Ridlerstral’e 65

92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland

®paHums HRB 85742

SRN: FR-MF-000009505 Homep Ha HoTudmumpaHus opran: 0123
YnbNHOMOLEH NnpeacTaBuTen 3a OTroBOpPHO nuue 3a O6eAMHEHOTO KpancTBo
Lsenuyapmsn Emergo Consulting (UK) Ltd

MedEnvoy Switzerland c/o Cr360 - UL International, Compass House, Vision
Gotthardstrasse 28 Park Histon

6302 Zug Cambridge CB24 9BZ

Lsenuapus AHrnng, O6eguHEeHOTO KpancTeo

CH RN: CHRN-AR-20000310 PecepeHTeH Homep Ha MHRA: 11457
WUme(Ha) Ha npoaykTa Withings ECG App Display
EMDN kon

712050382

Knacndumkaumsa Ha pucka Knac lla, Mpasuno 11 (¢ npunaraHe Ha npaswo 3a
npunaraxe 3.3)

NMpeaHa3HayeHue
Withings ECG App Display, uHTerpupaH B MOGUIIHO

npunoxeHve, e codTyepeH akcecoap 3a Withings ECG
Monitor 2. Toi no3BonsiBa Noka3BaHETO Ha pesynTara oT
OTKpUBAHETO Ha npeacbpaHo MbxaeHe ot Withings ECG
Monitor 2 n Ha unTpupanus EKI curian Ha notpebutensi.

Hue, Withings, aeknapupame Ha CBOSI OTFOBOPHOCT, Y€ FOpPenocoyeHnsT npoaykT(u) oTrosaps Ha
CbLLIECTBEHUTE U3NCKBAHNSA Ha CneaHUTe AUPEKTUBU:

- PernameHT 3a meguumHckuTte nanenust (MDR) 2017/745

PernameHT 3a wmeauuMHCKUTE wuspenua: [leknapupame Ha Hawa nbfHaA OTFOBOPHOCT, u4e
npoaykTbT(1TE), NpeaMeT Ha Tasn Aeknapaums, € B ChOTBETCTBUE C M OTroBaps Ha OBLLMTE W3UCKBAHUS
3a 6e3onacHocT 1 edpeKTUBHOCT, Noco4veHu B NMpunoxeHue |.

OueHkaTa Ha CbLOTBETCTBMETO Ha cCuUcCTeMaTa 3a YynpasBfneHWe Ha KayecTBOTO W TexHuyeckata
JoKymMeHTauma cbrnacHo lMpunoxenue 1X, Maswn |, Il n lll oT PernameHTa 3a MeauUMHCKUTE nU3genus
2017/745 e n3BbpLUEHa OT rOPeCNoMeHaTVSt HOTUULIMPAH OpraH.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344 - I I I N G S

Mo TO3K HauMH BbLPXY NPOAYKTa € NOoCTaBeH C € 0123

Language: BG

Howmep Ha ceptudmkat Ha EO: G15 108309 0001- Cpok Ha BanugHocT: 2030-07-17

Bcuukn esnkosun BEpCUN Ha Ta3un ,EI,eKnapau,Mﬂ 3a CbOTBETCTBUE ca MAeHTUYHW. MoannceT Wwe 6bae
NnocTaBeH BbpXY aHrnnmnckara BepCcua n BaXxkm 3a BCUYKN OCTaHaInn Bepcun.
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Language: HR

EUIZJAVA O SUKLADNOSTI
Proizvodac Prijavljeno tijelo
Withings TUV SUD PS GmbH
2 rue Maurice Hartmann RidlerstralRe 65
92130 Issy Les Moulineaux 80339 MUNCHEN, Deutschland
Francuska HRB 85742
SRN: FR-MF-000009505 Broj prijavljenog tijela: 0123
Svicarski ovlasteni predstavnik Odgovorna osoba za Ujedinjenu Kraljevinu
MedEnvoy Switzerland Emergo Consulting (UK) Ltd
Gotthardstrasse 28 c/o Cr360 - UL International, Compass House, Vision
6302 Zug Park Histon
Svicarska Cambridge CB24 9BZ
CH RN: CHRN-AR-20000310 Engleska, Ujedinjena Kraljevina

MHRA referentni broj: 11457

Naziv(i) proizvoda Withings ECG App Display
EMDN kéd
............................................................................. 212050882 )
Osnovni UDI-DI
_________________________________________________________________________ 370054671489V6
Klasifikacija rizika Klasa lla, Pravilo 11 (uz primjenu provedbenog pravila
3.3)

Predvidena namjena
Withings ECG App Display, integriran u mobilnu

aplikaciju, softverski je dodatak za Withings ECG
Monitor 2. Omogucuje prikaz izlaza detekcije fibrilacije
atrija Withings ECG Monitor 2 i filtriranog EKG signala
korisniku.

Mi, Withings, pod vlastitom odgovorno$éu izjavljuiemo da gore navedeni proizvod(i)
udovoljava(ju) bitnim zahtjevima sljedeéih direktiva:

- Uredba o medicinskim proizvodima (MDR) 2017/745

Uredba o medicinskim proizvodima: Pod vlastitom odgovorno$éu izjavljujemo da je(su)
proizvod(i) koji je(su) predmet ove izjave uskladen(i) s opéim zahtjevima sigurnosti i izvedve
navedenima u Prilogu .
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Docusign Envelope ID: C38A59D5-7F46-43FF-A64A-18419F4BF344

WITHINGS

Ocjenjivanje uskladenosti sustava upravljanja kvalitetom i tehniCke dokumentacije prema
Prilogu IX. poglavljima L, II. i ll. Uredbe o medicinskim proizvodima 2017/745 provelo je gore
navedeno prijavijeno tijelo.

Language: HR

Dakle, C € 0123 nalazi se na proizvodu
EZ potvrda br: G15 108309 0001 — Datum isteka: 2030-07-17

Sve jeziCne verzije ove Izjave o sukladnosti su identiCne. Potpis €e biti stavljen na englesku
verziju i vrijedi za sve ostale verzije.
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