DOC. TITLE: REO00184748 Declaration of Conformity MDR Genius 3 Tympanic Thermometer

and Base

DOCUMENT NO:

RE00184748

REVISION:

1

DECLARATION OF CONFORMITY

MDR: We, Cardinal Health 200 LLC, declare that the products covered in this

EU Declaration of Conformity meet the provision of the Medical Device
Regulation (EU) 2017/745.

CardinalHealth
Declaration of Conformity Number RE00184748
Technical Documentation Number RE00135119

Manufacturer’s Name

Cardinal Health 200, LLC

Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Single Registration Number

US-MF-000006765

Address

Authorized Representative’s Name and

Cardinal Health Ireland Manufacturing Limited, Tullamore Business
& Technology Park R35 H903, Tullamore, County Offaly, Ireland

Number

Notified body’s Name and Identification

TUV SUD Product Service GmbH
Ridlerstrale 65

D-80339 Miinchen, Germany
Identification Number: 0123

CE Certificate Number

G10 056759 0040 Rev.00

Product Category Non-Contact Digital Thermometers
Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

Product Code, Trade Name and
Description

303013 — Genius™ 3 Tympanic Thermometer and Base

Intended Purpose

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Classification and Rule

Class: lla
Rule: 10

Common Specifications

Not Applicable

Where appropriate, add applicable
Union legislation

RoHS 2015/863
REACH 1907/2006

Conformity Assessment

Annex IX Chapters | and 111

CONFIDENTIAL INFORMATION
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DOCUMENT NO:

RE00184748

REVISION:

SIGNATURE SECTION

This EU Declaration of Conformity is issued for and on behalf of and under the sole responsibility of the

Legal Manufacturer identified above.

Place of Issue

Waukegan, IL 60085 USA

Signature/ Date

Sowanise Stelbtic

FElectronically signed by: Soumitra Shilotri
Reason: Author
Date: Apr 24, 2024 16:46 EDT

Name and Function

Soumitra Shilotri
Regulatory Affairs
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CZECH

PROHLASENI O SHODE
DECLARATION OF CONFORMITY
== MDR: Nase spole¢nost, Cardinal Health 200 LLC, prohla3uje, Ze vyrobky

uvedené v tomto EU prohlaSeni o shodé splituji ustanoveni natizeni (EU)
2017/745 o zdravotnickych prosttedcich.

CardinalHealth

Cislo prohlaseni o shodé
Declaration of Conformity Number

RE00184748

Cislo technické dokumentace
Technical Documentation Number

RE00135119

Néazev vyrobce
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa vyrobce
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jediné registracni Cislo
Single Registration Number

US-MF-000006765

Nazev a adresa autorizovaného
zastupce Authorized Representative’s
Name and Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Nazev a identifikacni ¢islo
oznameného subjektu

Notified body’s Name and Identification
Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Minchen, Germany
Identification Number: 0123

Cislo certifikatu CE
CE Certificate Number

G10 056759 0040 Rev.00

Kategorie vyrobku

Bezkontaktni digitalni teploméry

Product Category Non-Contact Digital Thermometers
Z&kladni UDI-DI

Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

Kad, obchodni ndzev a popis vyrobku
Product Code, Trade Name and
Description

303013 — Tympanicky teplomér GeniusTM 3 a zakladna

303013 — Genius™ 3 Tympanic Thermometer and Base

Ukel pouziti
Intended Purpose

Tympanicky teplomér GeniusTM 3 a zakladna jsou urceny
k méfeni teploty z tympanické membrany.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Klasifikace a pravidlo
Classification and Rule

Trida/ Class: Ila
Pravidlo/ Rule: 10

Obecna specifikace

Nelze uplatnit (N/A)
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DOCUMENT NO: | RE00184748 REVISION: | 1

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

Common Specifications

Dle potieby dopliite prislusSny predpis
Unie RoHS 2015/863
Where appropriate, add applicable REACH 1907/2006
Union legislation
Posouzeni shody
Conformity Assessment

PODPISOVA CAST
SIGNATURE SECTION

Toto EU prohlaseni o shodé se vydava jménem a na vyhradni odpovédnost opravnéného vyrobce
uvedeného vyse.

Priloha IX, kapitoly I a 111/ Annex X Chapters | and 111

110 il Waukegan, IL 60085 USA
Place of Issue
Podpis / Datum Sovnitse Shhts.  Resenaier o Soumia siett

Date: Apr 24, 2024 16:46 EDT

Signature/ Date

Soumitra Shilotri
Regulatory Affairs
Odd¢leni regulacnich zaleZitosti

Jméno a funkce
Name and Function
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DOCUMENT NO:
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REVISION: | 1

DANISH

CardinalHealt

PROHLASENI O SHODE
DECLARATION OF CONFORMITY
== MDR: Vi, Cardinal Health 200 LLC, erklerer, at produkterne dakket af

denne EU-overensstemmelseserklering overholder kravene i Forordning
h (EU) 2017/745 om medicinsk udstyr.

Overensstemmelseserkleringsnummer
Declaration of Conformity Number

RE00184748

Teknisk dokumentationsnummer
Technical Documentation Number

RE00135119

Producentens navn
Manufacturer’s Name

Cardinal Health 200, LLC

Producentens adresse
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Enkelt registreringsnummer
Single Registration Number

US-MF-000006765

repreaesentant

Address

Navn og adresse pa godkendt

Authorized Representative’s Name and

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

bemyndiget organ

Number

Navn og identifikationsnummer pa

Notified body’s Name and Identification

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

CE-certificationsnummer
CE Certificate Number

G10 056759 0040 Rev.00

Digitale termometre uden kontakt

Produktkategori

Product Category Non-Contact Digital Thermometers
s LR 063014000000000000001566L
EMDN V0301010202

beskrivelse

Description

Produktkode(r), handelsnavn og

Product Code, Trade Name and

303013 — GeniusTM 3 Tympanisk termometer og base

303013 - Genius™ 3 Tympanic Thermometer and Base

Tilteenkt formal
Intended Purpose

GeniusTM 3 Tympanisk termometer og base er beregnet til at
give temperaturmalinger fra trommehinden.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic
membrane.
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PROHLASENI O SHODE
DECLARATION OF CONFORMITY
Klassificering og regel Klasse /Class: lla
Classification and Rule Regel/ Rule: 10
(F:aelles speC|f|I_<gt|oper Ikke relevant (N/A)
ommon Specifications
Hvor relevant, tilfgj geeldende union-
lovgivning RoHS 2015/863
Where appropriate, add applicable REACH 1907/2006
Union legislation
Overensstemmelsesvurdering
Conformity Assessment

SIGNATURAFSNIT
SIGNATURE SECTION
Denne EU-overensstemmelseserklearing er udstedt for og pa vegne af og under eneansvar for den

juridiske producent, der er identificeret ovenfor.

Waukegan, IL 60085 USA

Bilag 1X, kapitel 1 og 111/ Annex IX Chapters I and Il

Udstedelsessted
Place of Issue
Underskrift / Dato Svnitie Skt E’j;;%’;?%,gz”iz:;;”a shilotr
Signature/ Date ate: Apr 24, '

Soumitra Shilotri
Regulatory Affairs
Lovgivningsanliggender

Navn og function
Name and Function
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DUTCH

DECLARATION OF CONFORMITY
== MDR: Wij, Cardinal Health 200 LLC, verklaren dat de producten die onder
deze EU-conformiteitsverklaring vallen, voldoen aan Verordening (EU)

CardinalHealth

2017/745 betreffende medische hulpmiddelen.

Nummer conformiteitsverklaring
Declaration of Conformity Number

RE00184748

Nummer technische documentatie
Technical Documentation Number

RE00135119

Naam fabrikant
Manufacturer’s Name

Cardinal Health 200, LLC

Adres van de fabrikant
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Enkel registratienummer
Single Registration Number

US-MF-000006765

Naam en adres van de erkende
vertegenwoordiger

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Naam en identificatienummer van de
aangemelde instantie

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

Nummer CE-markering
CE Certificate Number

G10 056759 0040 Rev.00

Productcategorie

Contactloze digitale thermometers

Product Category Non-Contact Digital Thermometers
Basis UDI-DI

Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

Productcode, handelsnaam en
beschrijving

Product Code, Trade Name and
Description

303013 — GeniusTM 3 oorthermometer en houder

303013 - Genius™ 3 Tympanic Thermometer and Base

Beoogd doel
Intended Purpose

De geniusTM 3 oorthermometer en houder is bedoeld om de
temperatuur bij het trommelvlies te meten.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Classificatie en regel Klasse /Class: lla
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CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

Classification and Rule Regel/ Rule: 10

Algemene specificities

Common Specifications

Voeg, indien van toepassing, de
toepasselijke wetgeving van de Unie
toe

Where appropriate, add applicable
Union legislation
Conformiteitsbeoordeling
Conformity Assessment

Niet van toepassing (N/A)

RoHS 2015/863
REACH 1907/2006

Bijlage I)X Hoofdstuk I en 111/ Annex 1X Chapters | and 111

HANDTEKENINGGEDEELTE
SIGNATURE SECTION

Deze EU-conformiteitsverklaring wordt voor en namens en uitsluitend onder de verantwoordelijkheid
van de fabrikant afgegeven.

Plaats van afgifte

Place of Issue
Electronically signed by: Soumitra Shilotri

Handtekening/Datum ; ; * Reason: Author
Signature/ Da?e Stanctia SHestic gare.»AbfzszozzJ 16:46 EDT

Waukegan, IL 60085 USA

Soumitra Shilotri
Regulatory Affairs
Regelgevingszaken

Naam en functie
Name and Function
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FINNISH

VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

MDR: Me, Cardinal Health 200 LLC, vakuutamme, ett& tassé EU-
vaatimustenmukaisuusvakuutuksessa kuvatut tuotteet tayttavéat
ladkintalaiteasetuksen (EU) 2017/745 vaatimukset.

Technical Documentation Number

CardinalHealth
VAATIMUSTENMUKAISUUSVAKUUTUS
Declaration of Conformity Number RE00184748
Teknisen dokumentin numero RE00135119

Valmistajan nimi
Manufacturer’s Name

Cardinal Health 200, LLC

Valmistajan osoite
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Yksittainen rekisterinumero
Single Registration Number

US-MF-000006765

Valtuutetun edustajan nimi ja osoite
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

IImoitetun laitoksen nimi ja
tunnusnumero

Notified body’s Name and Identification
Number

TUV SUD Product Service GmbH
Ridlerstralie 65

D-80339 Miinchen, Germany
Identification Number: 0123

CE-sertifikaatin numero
CE Certificate Number

G10 056759 0040 Rev.00

Tuotekategoria
Product Category

Kontaktittomat digitaaliset lampdmittarit

Non-Contact Digital Thermometers

Yksil6llinen laitemallin tunniste (Basic

UDI-DI) 063014000000000000001566L
Basic UDI-DI
EMDN V0301010202

Tuotekoodi, kauppanimi ja kuvaus
Product Code, Trade Name and Description

303013 — GeniusTM 3 -korvalampomittari ja alusta

303013 — Genius™ 3 Tympanic Thermometer and Base

Kayttdtarkoitus
Intended Purpose

GeniusTM 3 -korvaldmpdmittari ja alusta on tarkoitettu
lampdtilan mittaamiseen tarykalvosta.

The Genius™ 3 Tympanic Thermometer and Base is intended
to provide temperature measurements from the tympanic
membrane.

Luokittelu ja sdanto

Luokka/ Classification: Ila
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DOCUMENT NO: | RE00184748 REVISION: | 1

VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

Classification and Rule Saanto/ Rule: 10

Yleiset tekniset tiedot
Common Specifications

Lisaa tarvittaessa soveltuva unionin

Ei sovellu (N/A)

lainséadanto RoHS 2015/863
Where appropriate, add applicable Union REACH 1907/2006
legislation

Vaatimustenmukaisuuden arviointi
Conformity Assessment

ALLEKIRJOITUSOSIO
SIGNATURE SECTION
Tama EU-vaatimustenmukaisuusvakuutus on annettu edell& mainitun laillisen valmistajan puolesta ja

sen omalla, yksinomaisella vastuulla.

Waukegan, IL 60085 USA

Liite IX kappaleet | ja 111/ Annex IX Chapters | and 11

Paikka
Place of Issue

AI Ie kl rj 0 itUSI Electronically signed by: Soumitra Shilotri
P al Vam aa ra Sﬁm SMZZ& Reason: Author

Date: Apr 24, 2024 16:46 EDT
Signature/ Date

Soumitra Shilotri
Regulatory Affairs
Sédntelyasiat

Nimi ja asema
Name and Function
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FRENCH

DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Nous, Cardinal Health 200 LLC, déclarons que les produits couverts
par la présente déclaration de conformité de I'Union européenne satisfont a la
disposition du réglement (UE) 2017/745 sur les dispositifs médicaux.

Numéro de la déclaration de
conformité
Declaration of Conformity Number

RE00184748

Numéro de la documentation
technique
Technical Documentation Number

RE00135119

Nom du fabricant
Manufacturer’s Name

Cardinal Health 200, LLC

Adresse du fabricant
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numéro d’enregistrement unique
Single Registration Number

US-MF-000006765

Nom et adresse du représentant
agrée

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County Offaly,
Ireland

Nom et numéro d’identification de
I’organisme notifié

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

Numeéro de certificat CE
CE Certificate Number

G10 056759 0040 Rev.00

Catégorie de produit

Thermometres numériques sans contact

Product Code, Trade Name and
Description

Product Category Non-Contact Digital Thermometers

UDI-DI de base

Basic UDI-DI 063014000000000000001566L

EMDN V0301010202

Code, nom commercial et description | Thermomeétre tympanique et base 3TM 303013 — Genius
du produit

303013 — Genius™ 3 Tympanic Thermometer and Base

Usage prévuc
Intended Purpose

Le thermomeétre tympanique et la baseTM Genius 3 sont destinés a
fournir des mesures de température a partir de la membrane
tympanique.

The Genius™ 3 Tympanic Thermometer and Base is intended to
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DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

provide temperature measurements from the tympanic membrane.

Classification et regle Classification/ Classification: lla
Classification and Rule Reégle/ Rule: 10
Caractéristiqgues communes
Common Specifications

Le cas échéant, ajouter la législation
de I'Union européenne en vigueur RoHS 2015/863
Where appropriate, add applicable REACH 1907/2006
Union legislation

Sans objet (N/A)

Evaluation de la conformité

Conformity Assessment Annexe 1X, Chapitres | et 11/ Annex IX Chapters I and 11l

SIGNATURE SECTION
La présente déclaration de conformité de I'Union européenne est établie pour, au nom de et sous la
seule responsabilite du fabricant légal identifie plus haut.

Lieu de délivrance

Waukegan, IL 60085 USA
Place of Issue

S | g nature / D ate . . . Electronically signed by: Soumitra Shilotri
S e Sreomeia Stdbtee S %o 640 eor

Soumitra Shilotri
Regulatory Affairs
Affaires réglementaires

Nom et function
Name and Function
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GERMAN

MDR: Wir, Cardinal Health 200 LLC, erklaren, dass die Produkte, die in
dieser EU-Konformitatserklarung behandelt werden, den Bestimmungen der
. Medizinprodukteverordnung (EU) 2017/745 entsprechen.
CardinalHealth P 9 (V) P
Nummer der Konformitatserklarung
Declaration of Conformity Number
Technische Dokumentennummer
Technical Documentation Number
Name des Herstellers

Manufacturer’s Name

Adresse des Herstellers
Manufacturer’s Address
Einzel-Registrierungsnummer

Single Registration Number

Name und Adresse des
bevollmachtigten Vertreters
Authorized Representative’s Name and

RE00184748

RE00135119

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County Offaly,

Address Ireland

Name und Identifikationsnummer TUV SUD Product Service GmbH
der benannten Stelle RidlerstralRe 65

Notified body’s Name and D-80339 Minchen, Germany
Identification Number Identification Number: 0123

CE-Zertifikat-Nummer

CE Certificate Number G10 056759 0040 Rev.00

Produktkategorie Kontaktlose Digitale Thermometer

Product Category Non-Contact Digital Thermometers
CIUMEl e Lot Hel 063014000000000000001566L
Basic UDI-DI
EMDN V0301010202
Produktcode, Handelsname und 303013 — GeniusTM 3 tympanisches Thermometer und Basis
Beschreibung
Product Code, Trade Name and 303013 - Genius™ 3 Tympanic Thermometer and Base
Description
Das GeniusTM 3 tympanische Thermometer und Basis ist fiir die
Temperaturmessung am Trommelfell vorgesehen.
Verwendungszweck

Intended Purpose The Genius™ 3 Tympanic Thermometer and Base is intended to

provide temperature measurements from the tympanic membrane.

Klassifizierung und Richtlinie Klasse/ Classification: lla
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KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY
Classification and Rule Richtlinie/ Rule; 10

Allgemeine Spezifikationen
Common Specifications
Gegebenenfalls anwendbare
Rechtsvorschriften der
Gewerkschaft hinzuftigen

Where appropriate, add applicable
Union legislation

Nicht zutreffend (N/A)

RoHS 2015/863
REACH 1907/2006

Konformitatsbewertung
Conformity Assessment

UNTERSCHRIFTSABSCHNITT
SIGNATURE SECTION
Diese EU-Konformitatserklarung wird fir und im Namen und unter der alleinigen Verantwortung des

oben angegebenen rechtmaRigen Herstellers ausgestellt.

Waukegan, IL 60085 USA

Anhang IX Kapitel 1 und 11/ Annex IX Chapters I and 111

Ausstellungsort

Place of Issue
Electronically signed by: Soumitra Shilotri

U nte rSCh I"Ift /Datum Sﬁm SMﬁé Reason: Author
S | g natu re/Date Date: Apr 24, 2024 16:46 EDT

Soumitra Shilotri
Regulatory Affairs
Zulassungsangelegenheiten

Name und Funktion
Name and Function
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GREEK

AHAQYXH XYMMOP®OQYXHX
DECLARATION OF CONFORMITY
B MDR: Egpeig, n Cardinal Health 200 LLC, dni®vovue 611 ta TpoidvTa TOL

KAAOTTTOVTOL 0TV Tapovsa AAwon cuppdpemong EE minpodv tig dtotdéelg
tov Kavoviopot (EE) 2017/745 yia ta 10tpoteyvoroyIKd TpoiovTa.

Technical Documentation Number

CardinalHealth
Declaration of Conformity Number RE00184748
e RE00135119

‘Ovopa KOTOGKELAGTI
Manufacturer’s Name

Cardinal Health 200, LLC

Algv0vvon KOTUCKELOGTI)
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Ewviaiog aprOpoc katoympiong
Single Registration Number

US-MF-000006765

‘Ovopa kot d1e00vven
€£0V61000TNUEVOV AVTITPOCATOV
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County Offaly,
Ireland

‘Ovopa ko aplOpuog avayvopiong
KOLVOTTOULEVOV 0PYUVIGLOD
Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
RidlerstralRe 65

D-80339 Minchen, Germany
Identification Number: 0123

ApOpég motomomtiko CE
CE Certificate Number

G10 056759 0040 Rev.00

Koatyopia wpoiévrog

Avémapa ynolokd Beppopetpa

Product Category Non-Contact Digital Thermometers
Baowo UDI-DI

Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

K®owkég mpoidvrog, Epmopiki
ETOVORLN KO TEPLYPOPT)
Product Code, Trade Name and
Description

303013 — GeniusTM 3 Toumavikd Bepuduetpo kat Baon

303013 - Genius™ 3 Tympanic Thermometer and Base

Ipoopriépevog okomodg
Intended Purpose

To topmovikd Bepuopetpo kot fdon GeniusTM 3 mpoopiletar va
mopEyel peTpnoelg Bepprokpaciog omd TV TOUTOVIKY Leppdvn.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Tagvounon ko Kavovog

Komyopio/ Classification: Ila
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AHAQYXH XYMMOPOQXHX
DECLARATION OF CONFORMITY

Classification and Rule Kavéovag/ Rule: 10

Kowég pooraypagéc
Common Specifications

‘Onov appéler, tpocOiote TNV
gpappoctio vopodeosio ™ 'Evoong | RoHS 2015/863
Where appropriate, add applicable REACH 1907/2006
Union legislation

Agv 1oyvel (N/A)

AZohdynon g cuppopeoog

Conformity Assessment Mopaptnua IX KepdAota I ko 111/ Annex IX Chapters I and 111

ENOTHTA YIHHOI'PA®HX
SIGNATURE SECTION

H napovoa Afjhoon coppdpeoons EE ekoideTor 610 6vopo Kot yio LoYupLlacpio Kot pe TNy
amokAEIGTIKY] 00UV TOV NOUIOV KUTUGKEVAGTI] IOV TUVTOTOLEITAL TAPUTAV®.

Témog £éxdoong Waukegan, 1L 60085 USA

Place of Issue
Electronically signed by: Soumitra Shilotri

Y ’/ H i 7 / ! eason: Author
Yrotpa0YHueporis | 5 St B A ey

Soumitra Shilotri
Regulatory Affairs
PuvOuotikég vmobéoeig

‘Ovopo, ko Aertovpyio,
Name and Function
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ITALIAN

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Noi sottoscritti, Cardinal Health 200 LLC, dichiariamo che i prodotti
relativi alla presente Dichiarazione di conformita UE sono conformi alle
disposizioni del Regolamento sui dispositivi medici (UE) 2017/745.

Numero della dichiarazione di

Technical Documentation Number

conformita RE00184748
Declaration of Conformity Number
Numero di documentazione tecnica RE00135119

Nome del fabbricante
Manufacturer’s Name

Cardinal Health 200, LLC

Indirizzo del fabbricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numero di registrazione unico
Single Registration Number

US-MF-000006765

Nome e indirizzo del mandatario
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County Offaly,
Ireland

Nome e numero di identificazione
dell’organismo notificato

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

Numero di certificato CE
CE Certificate Number

G10 056759 0040 Rev.00

Categoria di prodotto

Termometri digitali senza contatto

Product Category Non-Contact Digital Thermometers
UDI-DI di base

Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

Codice prodotto, denominazione
commerciale e descrizione
Product Code, Trade Name and
Description

303013 — Termometro timpanico e base GeniusTM 3

303013 — Genius™ 3 Tympanic Thermometer and Base

Destinazione d'uso
Intended Purpose

Il termometro timpanico e base GeniusTM 3 ha lo scopo di fornire
misurazioni della temperatura della membrana timpanica.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Classificazione e regola
Classification and Rule

Classe/ Classification: Ila
Regola/ Rule: 10
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DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY
Specifiche comuni L
Common Specifications Non applicabile (N/A)
Ove necessario, aggiungere la
legislazione pertinente dell'Unione RoHS 2015/863

Where appropriate, add applicable REACH 1907/2006
Union legislation

Valutazione della conformita
Conformity Assessment

SEZIONE FIRMA
SIGNATURE SECTION
La presente Dichiarazione di conformita UE e stata prodotta per, a nome e sotto esclusiva

responsabilita del fabbricante legale sopra indicato.

Waukegan, IL 60085 USA

Allegato 1X, Capitoli | e I1l/ Annex IX Chapters I and 111

Luogo di rilascio

Place of Issue
Electronically signed by: Soumitra Shilotri

Firma/Data = , g _
. ot itas SHelbtie Reason: Author i
S|gnatu re/Date Date: Apr 24, 2024 16:46 EDT

Soumitra Shilotri
Regulatory Affairs
Affari regolatori

Nome e mansion
Name and Function
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NORWEGIAN

SAMSVARSERKLAERING
DECLARATION OF CONFORMITY

MDR: Vi, Cardinal Health 200 LLC, erklerer at produktene som dekkes i
denne EU-samsvarserklaeringen oppfyller bestemmelsene i forordningen om
medisinsk utstyr (EU) 2017/745.

Technical Documentation Number

CardinalHealth
Samsvarserklaeringsnummer
Declaration of Conformity Number RE00184748
Teknisk dokumentasjonsnummer RE00135119

Produsentens navn
Manufacturer’s Name

Cardinal Health 200, LLC

Produsentens adresse
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Enkeltregistreringsnummer
Single Registration Number

US-MF-000006765

Autorisert representants navn og
adresse

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Teknisk kontrollorgans navn og
identifikasjonsnummer

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

CE-sertifikatnummer
CE Certificate Number

G10 056759 0040 Rev.00

Produktkategori
Product Category

Bergringsfrie digitale termometre

Non-Contact Digital Thermometers

Grunnleggende UDI-DI
Basic UDI-DI

063014000000000000001566L

EMDN

V0301010202

Produktkode, handelsnavn og
beskrivelse
Product Code, Trade Name and
Description

303013 — GeniusTM 3 tympanisk termometer og sokkel

303013 — Genius™ 3 Tympanic Thermometer and Base

Tiltenkt formal
Intended Purpose

GenietTM 3 tympanisk termometer og sokkel er beregnet for a gi
temperaturmalinger fra trommehinnen.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Klassifisering og regel
Classification and Rule

Klasse/ Classification: lla
Regel/ Rule: 10
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SAMSVARSERKLZARING
DECLARATION OF CONFORMITY
Vanlige spesifikasjoner
Common Specifications Ikke relevant (N/A)
Legg til gjeldende EU-lovgivning der
det er relevant RoHS 2015/863

Where appropriate, add applicable REACH 1907/2006
Union legislation

Samsvarsvurdering
Conformity Assessment

SIGNATURE SECTION
Denne EU-samsvarserkleringen utstedes for og pa vegne av den ovenfor identifiserte lomessige
produsenten, og utelukkende under dennes ansvar.

Tillegg 1X, kapittel 1 og 111/ Annex 1X Chapters | and 111

Utstedelsessted

Place of Issue Waukegan, IL 60085 USA
Sl natur. / D ato . . . Electronically signed by: Soumitra Shilotri
Signature/Date Stumdttia Shbstic M 1oascon

Soumitra Shilotri
Regulatory Affairs
Juridisk avdeling

Navn og funksjon
Name and Function
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POLISH

DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

MDR: My, Cardinal Health 200 LLC, o$wiadczamy, ze produkty objete
Deklaracjg zgodnosci UE spelniajg wymagania rozporzadzenia w sprawie
wyrobow medycznych (EU) 2017/745.

Technical Documentation Number

CardinalHealth
Numer Deklaracji zgodnoSci
Declaration of Conformity Number RE00184748
Numer dokumentacji technicznej RE00135119

Nazwa producenta
Manufacturer’s Name

Cardinal Health 200, LLC

Adres producenta
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Pojedynczy numer rejestracyjny
Single Registration Number

US-MF-000006765

Nazwa i adres autoryzowanego
przedstawiciela

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County Offaly,
Ireland

Nazwa i numer identyfikacyjny
jednostki notyfikowanej
Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
RidlerstralRe 65

D-80339 Minchen, Germany
Identification Number: 0123

Numer certyfikatu CE
CE Certificate Number

G10 056759 0040 Rev.00

Kategoria produktuc
Product Category

Bezdotykowe termometry cyfrowe

Non-Contact Digital Thermometers

Podstawowy unikalny identyfikator
urzadzenia UDI-DI

063014000000000000001566L

Product Code, Trade Name and
Description

Basic UDI-DI

EMDN V0301010202

Kod produktu, nazwa handlowa i 303013 — Termometr bgbenkowy i podstawa GeniusTM 3
opis

303013 — Genius™ 3 Tympanic Thermometer and Base

Przeznaczenie
Intended Purpose

Termometr bgbenkowy i1 podstawa GeniusTM 3 sg przeznaczone do
pomiaru temperatury z btony bebenkowe;.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.
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DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

Klasyfikacja i regula Klasa,/ Classification: lla
Classification and Rule Reguta/ Rule: 10
Wspdlne specyfikacje .

Common Specifications Nie dotyczy (N/A)

W stosownych przypadkach dodaé

obowiazujace przepisy unijne RoHS 2015/863

Where appropriate, add applicable REACH 1907/2006

Union legislation

Ocena zgodnosci

Conformity Assessment Zatacznik IX, rozdziaty i 111/ Annex IX Chapters | and 111

SEKCJA PODPISOW
SIGNATURE SECTION
Niniejsza deklaracja zgodnosci UE zostala wydana w imieniu i na wylaczng odpowiedzialnos¢ legalnego
producenta okreslonego powyzej.

BB TR Nl Waukegan, 1L 60085 USA

Place of Issue

Pod | S/Data. . . . E/ectroq/ca/lysigned by: Soumitra Shilotri
Signature/Date B
Imie i nazwisko oraz Soumitra Shilotri

stanowisko Regulatory Affairs

Name and Function Dziat spraw regulacyjnych
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PORTUGUESE

DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Nos, Cardinal Health 200 LLC, declaramos que os produtos
abrangidos por esta Declaragdo de Conformidade da UE cumprem a
disposicao do Regulamento relativo a dispositivos médicos (UE) 2017/745.

Numero de Declaracdo de

Technical Documentation Number

Conformidade RE00184748
Declaration of Conformity Number
Numero de documentacgéo técnica RE00135119

Nome do fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Endereco do fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

NUmero anico de registo
Single Registration Number

US-MF-000006765

Nome e endereco do representante
autorizado

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Nome e nimero de identificacdo do
organismo notificado

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

NUmero do certificado CE
CE Certificate Number

G10 056759 0040 Rev.00

Categoria do produto

Termbmetros digitais sem contato

Product Code, Trade Name and
Description

Product Category Non-Contact Digital Thermometers

UDI-DI bésico

Basic UDI-DI 063014000000000000001566L

EMDN V0301010202

Cadigo, nome comercial e descricdo | 303013 — Termdmetro Timpénico e Base GeniusTM 3
do produto

303013 — Genius™ 3 Tympanic Thermometer and Base

O Termdmetro Timpanico e Base GeniusTM] 3 destina-se a

Finalidade fornecer medigfes de temperatura a partir da membrana timpanica.

Intended Purpose The Genius™ 3 Tympanic Thermometer and Base is intended to

provide temperature measurements from the tympanic membrane.
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DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

Classificagdo e regra Classe/ Classification: lla
Classification and Rule Regra/ Rule: 10
Especificagdes comuns x .
CoFr)nmon S([;)ecifications Nao aplicavel (N/A)
Se for o caso, adicione a legislacio
aplicavel ao nivel da Uni&o RoHS 2015/863
Where appropriate, add applicable REACH 1907/2006
Union legislation

Avaliacao de conformidade

Conformity Assessment Anexo IX Capitulos | e 111/ Annex IX Chapters | and 11

SEC(;AO DE ASSINATURA
SIGNATURE SECTION
Esta Declaragdo de Conformidade da UE é emitida em nome e sob a responsabilidade exclusiva do
Fabricante legal identificado acima.

Local de emisséo Place of Waukegan, 1L 60085 USA

Issue
Electronically signed by: Soumitra Shilotri

Assinatura/Data ; ; : !
. Ovemdtia Shelolee FE0 MY o 15600
Signature/Date

Soumitra Shilotri
Regulatory Affairs
Assuntos Regulamentares

Nome e cargo
Name and Function
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ROMANIAN

DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY
= MDR: Noi, Cardinal Health 200 LLC, declaram ca produsele acoperite in
aceastd Declaratie de conformitate UE respecta prevederile Regulamentului

CardinalHealt

h privind dispozitivele medicale (UE) 2017/745.

Numair declaratie de conformitate
Declaration of Conformity Number

RE00184748

Numar documentatie tehnica
Technical Documentation Number

RE00135119

Numele producatorului
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa producatorului
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numar unic de inregistrare
Single Registration Number

US-MF-000006765

Numele si adresa reprezentantului
autorizat

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Numele si numarul de identificare al
Organismului notificat

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

Numarul certificatului CE
CE Certificate Number

G10 056759 0040 Rev.00

Categoria de produs

Termometre digitale fara contact

Product Category Non-Contact Digital Thermometers
UDI-DI de baza

Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

Cod produs, Nume comercial si
Descriere

Product Code, Trade Name and
Description

Termometru timpanic si baza 303013 - GeniusTM 3

303013 — Genius™ 3 Tympanic Thermometer and Base

Destinatia utilizarii
Intended Purpose

Termometrul timpanic si baza GeniusTM 3 sunt destinate sa
furnizeze masuratori de temperatura de la nivelul membranei
timpanice.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Clasa/ Class: Ila

Clasificare si regula
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

Classification and Rule Regula/ Rule: 10

DO ST Nu este cazul (N/A)
Common Specifications

Cand este cazul, adaugati legislatia
aplicabila din Uniune RoHS 2015/863

Where appropriate, add applicable REACH 1907/2006
Union legislation

Evaluarea de conformitate

Conformity Assessment Anexa IX, Capitolele I si I1l/ Annex IX Chapters | and I11

SECTIUNEA DE SEMNATURI
SIGNATURE SECTION

Aceasta Declaratie de conformitate UE este emisa in numele si sub responsabilitatea exclusiva a
Producatorului Legal identificat mai sus.

oAU G Waukegan, IL 60085 USA

Place of Issue
Electronically signed by: Soumitra Shilotri

Semnitura/Data . g !
SmaieiDaE Sreamdia Shlotic  FE M 04 1605 or

Soumitra Shilotri
Regulatory Affairs
Afaceri de reglementare

Nume si functie
Name and Function
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SLOVAK

VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY
== MDR: Vyhlasujeme, Cardinal Health 200 LLC, Ze produkty uvedené v

tomto vyhlaseni o zhode EU spjﬁajﬁ ustanovenia nariadenia o
zdravotnickych poméckach (EU) 2017/745.

CardinalHealth

Cislo vyhlasenia o zhode
Declaration of Conformity Number
Cislo technickej dokumentacie
Technical Documentation Number

Nazov vyrobcu
Manufacturer’s Name

Adresa vyrobcu
Manufacturer’s Address

Jednotné registracné Cislo
Single Registration Number

Meno a adresa opravneného

RE00184748

RE00135119

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Cardinal Health Ireland Manufacturing Limited, Tullamore

zastupcu X

Authorized Representative’s Name and Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Address

Meno a identifikacné ¢islo TUV SUD Product Service GmbH

informovanéeho organu Ridlerstralle 65

Notified body’s Name and D-80339 Miinchen, Germany

Identification Number Identification Number: 0123

Cislo certifikatu CE

CE Certificate Number G10 056759 0040 Rev.00

Kateg6ria vyrobku Digitalne teplomery bez kontaktu

Product Category Non-Contact Digital Thermometers

Z&kladné UDI-DI

Basic UDI-DI 063014000000000000001566L

EMDN V0301010202

Kdéd vyrobku, obchodny nazov 303013 — Tympanicky teplomer a zakladiia GeniusTM 3
a popis

Product Code, Trade Name and 303013 - Genius™ 3 Tympanic Thermometer and Base
Description

Tympanicky teplomer a zakladiia GeniusTM 3 st urené na
ZamyiPany Géel meranie teploty z tympanickej membrany.
Intended Purpose The Genius™ 3 Tympanic Thermometer and Base is intended to

provide temperature measurements from the tympanic membrane.

Klasifikacia a pravidlo Trieda/ Class: lla
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VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY

Classification and Rule Pravidlo/ Rule: 10

Bezné Specifikacie

Common Specifications

V pripade potreby dopliite prislusné
pravne predpisy Unie RoHS 2015/863
Where appropriate, add applicable REACH 1907/2006
Union legislation

Nevztahuje sa (N/A)

Posudenie zhody

Conformity Assessment Priloha IX, kapitoly I a 11/ Annex IX Chapters | and 111

PODPISOVA SEKCIA
SIGNATURE SECTION
Toto vyhlasenie o zhode EU sa vydava pre zakonného vyrobcu, v jeho mene a na jeho vyhradnd
zodpovednost’.

Miesto vydania

Place of Issue
Electronically signed by: Soumitra Shilotri

POdp|S/ Datum Sonitiz S’Mm Reason: Author
Slgnatu re/Date Date: Apr 24, 2024 16:46 EDT

Waukegan, IL 60085 USA

Soumitra Shilotri
Regulatory Affairs
Regula¢né zaleZitosti

Meno a pozicia
Name and Function
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SPANISH

DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Nosotros, Cardinal Health 200 LLC, declaramos que los productos
contemplados en la presente Declaracion de conformidad de la UE cumplen
con la disposicion del Reglamento sobre productos sanitarios (UE) 2017/745.

Numero de declaracion de conformidad
Declaration of Conformity Number

RE00184748

NUmero de documentacion técnica
Technical Documentation Number

RE00135119

Nombre del fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Direccion del fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

NuUmero de registro unico
Single Registration Number

US-MF-000006765

Nombre y direccion del
representante autorizado

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Nombre y numero de identificacion
del organismo notificado

Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

NUmero de certificado CE
CE Certificate Number

G10 056759 0040 Rev.00

Categoria del product

Termdmetros digitales sin contacto

Product Category Non-Contact Digital Thermometers
UDI-DI bésico

Basic UDI-DI 063014000000000000001566L
EMDN V0301010202

Cédigo del producto, nombre
comercial y descripcion
Product Code, Trade Name and
Description

303013, termdémetro timpanico GeniusTM 3 con base

303013 - Genius™ 3 Tympanic Thermometer and Base

Proposito
Intended Purpose

El termdmetro timpanico GeniusTM 3 con base esta disefiado para
proporcionar mediciones de temperatura desde la membrana
timpanica.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.
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DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

Clasificacién y regla
Classification and Rule

Clase/ Class: lla
Regla/ Rule: 10

Especificaciones communes
Common Specifications

No corresponde (N/A)

Cuando proceda, afiada la
legislacion de la Unién Europea
applicable

Where appropriate, add applicable
Union legislation

RoHS 2015/863
REACH 1907/2006

Evaluacion de conformidad
Conformity Assessment

Anexo IX capitulos I'y 111/ Annex IX Chapters | and Il

SECCION DE FIRMA
SIGNATURE SECTION

La presente Declaracion de conformidad de la UE se emite para y en nombre de y bajo la
responsabilidad exclusiva del fabricante gque se identificd anteriormente.

Lugar de emission Place
of Issue

Waukegan, IL 60085 USA

Firma/ Fecha
Signature/Date

Electronically signed by: Soumitra Shilotri

Sﬂm SMW Reason: Author

Date: Apr 24, 2024 16:46 EDT

Nombre y funcion
Name and Function

Soumitra Shilotri
Regulatory Affairs
Asuntos normativos
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SWEDISH

MDR: Vi, Cardinal Health 200 LLC, forsakrar hdrmed att produkterna som

omfattas av denna EU-férsékran om dverensstammelse uppfyller

bestdimmelserna om medicintekniska produkter i férordning (EU) 2017/745.

CardinalHealth
Nummer pa forsakran om
Overensstammelse RE00184748
Declaration of Conformity Number
Nummer pa teknisk documentation RE00135119

Technical Documentation Number

Tillverkarens namn
Manufacturer’s Name

Cardinal Health 200, LLC

Tillverkarens address
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Unikt registreringsnummer
Single Registration Number

US-MF-000006765

Namn pa auktoriserad representant
och address

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore
Business & Technology Park R35 H903, Tullamore, County
Offaly, Ireland

Namn pa anmaélt organ och
identifikationsnummer
Notified body’s Name and
Identification Number

TUV SUD Product Service GmbH
Ridlerstralle 65

D-80339 Miinchen, Germany
Identification Number: 0123

Nummer pa CE-certifikat
CE Certificate Number

G10 056759 0040 Rev.00

Produktkategori
Product Category

Berdringsfria digitala termometrar

Non-Contact Digital Thermometers

Grundlaggande UDI-DI

063014000000000000001566L

Basic UDI-DI

EMDN V0301010202

Produktkod, handelsnamn och 303013 — GeniusTM 3 Tympanisk termometer och bas
beskrivning

Product Code, Trade Name and
Description

303013 - Genius™ 3 Tympanic Thermometer and Base

Avsedd anvandning
Intended Purpose

GeniusTM 3 Tympanisk termometer och bas &r avsedd for
temperaturmatningar pa trumhinnan.

The Genius™ 3 Tympanic Thermometer and Base is intended to
provide temperature measurements from the tympanic membrane.

Klassificering och regel Klass/ Class: Ila
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FORSAKRAN OM OVERENSSTAMMELSE

DECLARATION OF CONFORMITY
Regel/ Rule: 10

Classification and Rule

Gemensamma specifikationer
Common Specifications

Ej tillampligt (N/A)

L&gg till tillamplig EU-lagstiftning
Where appropriate, add applicable
Union legislation

RoHS 2015/863
REACH 1907/2006

Beddmning av dverensstammelse
Conformity Assessment

Bilaga IX kapitel I och I11/ Annex IX Chapters | and I11

SEKTION FOR UNDERSKRIFT
SIGNATURE SECTION

Denna EU-forsakran om dverensstammelse utfardas for och pa uppdrag av och under eget ansvar av
den juridiska tillverkaren som anges ovan.

Plats for utfardande
Place of Issue

Waukegan, IL 60085 USA

Underskrift/ Datum
Signature/Date

Electronically signed by: Soumitra Shilotri

Sﬁm SM@ Reason: Author

Date: Apr 24, 2024 16:46 EDT

Namn och function
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