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Declaration of Conformity

European Medical Device Regulations EEC 2017/745/EC

Declaration of Conformity (DoC) Number: DoC-021-2022-04-26

Manufacturer:

EC Authorized Representative

Registration Number

7

 Regis Number: MDR 7403

Product Family Name: (See Annex: Product List)

Product Class and Rule: (See Annex: Product List)

(1)

(2)

According to Annex IX, Chapter | and Il of the Medical Device Regulation EEC 2017/745, we, Clarius
Mobile Health, hereby declare under our sole responsibility that the products listed in the Product
List, conform with the relevant provisions of the Medical Device Regulation EEC 2017/745.

Each of the listed and CE-marked products has been verified against defined criteria and found to be
in compliance with the General Safety and Performance Requirements of Annex | in the Medical
Device Regulations 2017/745 prior to being placed on the market. This declaration applies to CE
Marked devices produced after the date issuance of this declaration.

The Certificate delivered by BSI Group, The Netherlands B.V., Say Building, John M. Keynesplein 9,
1066 EP Amsterdam, Notified Body Identification Number 2797, is in accordance with Annex IX,
Chapter | and IIl of the Regulation EEC 2017/745.

We declare, under our sole responsibility, that the products specified in the Product List also conform
to the following regulations and directives. All supporting information is retained under the control of
the Legal Manufacturer, Clarius Mobile Health.

- IEC63000, Technical documentation for the assessment of electrical and electronic products with
respect to the restriction of hazardous substances; RoHS2 Directive, 2011/65/EU and the RoHS3
Delegated Directive, 2015/863/EU.

- Radio Equipment Directive 2014/53/EU established under Article 3 and Article 17.
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DoC Issue Date: April 26, 2022
DoC Effective Date: April 26, 2022
Place of Issue: Vancouver, BC, Canada

Signed for on behalf of the company by:

Date: April 26, 2022 Name & Title of Signee: Agatha Szeliga
Director, Regulatory Affairs

This declaration is valid until: March 29, 2027

Annex — Product List

The following list identifies the products by Catalogue/Model (REF) number.

Product Family: Diagnostic Ultrasound Systems and Accessories
Product/Device Trade Name: Clarius Ultrasound Scanner

Intended Purpose: The Clarius Ultrasound Scanner is intended for diagnostic ultrasound imaging and fluid
flow analysis.

Clarius Scanner | 99-1 Rule 10 and Rule 11 Class lla 7540205ClariusScannerD5
C3HD

Clarius Scanner | 99-13-00004 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
L7 HD

Clarius Scanner | 99-13-00003 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
C7 HD

Clarius Scanner | 99-13-00006 Rule 5, 10, and Rule 11 Class lla 63394 7540205ClariusScannerD5
EC7 HD

Clarius Scanner | 99-13-00005 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
L15 HD

Clarius Scanner | 99-13-00007 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
PA HD

Clarius Scanner | 99-13-00014 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
L20 HD

Clarius Scanner | 99-13-00018 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
C3 HD3
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Clarius Scanner | 99-13-00020 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
L7 HD3

Clarius Scanner | 99-13-00019 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
C7 HD3

Clarius Scanner | 99-13-00024 Rule 5,10, and Rule 11 | Class Ila 63394 7540205ClariusScannerD5
EC7 HD3

Clarius Scanner | 99-13-00021 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
L15 HD3

Clarius Scanner | 99-13-00023 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
PA HD3

Clarius Scanner | 99-13-00022 Rule 10 and Rule 11 Class lla 60924 7540205ClariusScannerD5
L20 HD3

Refer to the Technical Documentation for a List of Standards for the device.
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PREKLAD Z ANGLICTINY

logo: clarius — ultrasound anywhere (ultrazvuk kdekoli)

Prohlaseni o shodé

Evropska smérnice o zdravotnickych prostfedcich EEC 2017/745/ES

Cislo Prohlageni o shodé (PoS): Doc-021-2022-04-26

Vyrobce: Autorizovany zastupce v ES: Registracni Cislo:

Clarius Mobile Health Corp. Emergo Europe Unikatni registracni Cislo
130-2985 Virtual Way Prinsessegracht 20, 2514 AP, vyrobce: neni k dispozici
Vancouver, BC, Kanada Haag, Nizozemsko

V5M 4X7 Tel: (31) (0) 70 345-8570 Unikatni registracni Cislo
Tel: (1) 778-800-9975 email: EmergoEurope@ul.com  evropského autorizovaného

zastupce: NL-AR-000000116

Ndzev rodiny vyrobk(: (viz pFiloha: Seznam vyrobk)

Tfida a pravidlo vyrobku: (viz pFiloha: Seznam vyrobk)

(1)

(2)

Dle Pfilohy IX, Kapitoly | a Il Smérnice o zdravotnickych prostfedcich EES 2017/745 my,
Clarius Mobile Health, timto na svoji vyhradni odpovédnost prohlasujeme, Ze vyrobky
uvedené v Seznamu vyrobk( odpovidaji pfislusnym ustanovenim Smérnice o zdravotnickych
prostfedcich EES 2017/745.

KaZdy z uvedenych vyrobk{ s oznaéenim CE byl ovéfen definovanymi kritérii a shleddn ve
shodé sObecnymi poZadavky na bezpecnost a funkcni zplsobilost uvedené v Pfiloze |
Smérnice o zdravotnickych prostfedcich EES 2017/745 pfed uvedenim na trh. Toto prohlaseni
se vztahuje na prostfedky nesouci oznaéeni CE vyrobené po datu vydani tohoto prohldseni.

Certifikat vydany BSI Group, The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066
EP Amsterdam, &islo Oznameného organu 2797, je v souladu s Pfilohou IX, Kapitolou | a Il

Smérnice EES 2017/745.

Na svoji vyhradni odpovédnost prohladujeme, Ze vyrobky uvedené v Seznamu vyrobkl také

odpovidaji nasledujicim nafizenim a smérnicim. Veskerd podplrnd dokumentace je pro potreby
kontroly k dispozici u zakonného vyrobce, spole¢nosti Clarius Mobile Health.

- IEC 63000, Technicka dokumentace pro hodnoceni elektrickych a elektronickych vyrobkd, tykajici se
omezeni nebezpeénych latek; Smérnice RoHS2, 2011/65/EU a Delegovana smérnice RoHS3,
2015/863/EU.

- Smérnice o radiologickych prostiedcich 2014/53/EU, ustanoveni Clanku 3 a Clanku 17.

DOKUMENT NEKONTROLOVANY V TISKU
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Datum vyddni Prohlaseni o shodé: 26. dubna 2022
Pocdatecni datum platnosti Prohld$eni o shodé: 26. dubna 2022
Misto vydani: Vancouver, BC, Kanada

Jménem spoleénosti podepsal: necitelny podpis

Datum: 26. dubna 2022 Jméno a titul podepsaného:  Agatha Szeliga
Reditelka, regulatorni zaleZitosti

Toto prohldseni je platné do: 29. bfezna 2027

Priloha — Seznam vyrobkt

NiZe uvedeny seznam identifikuje vyrobky dle katalogového/modelového (REF) oznaéeni.

Rodina vyrobk(: Diagnostické ultrazvukové systémy a pfislugenstvi
Obchodni nazev vyrobku/prostredku: Ultrazvukovy skener Clarius

,

Urgené pouziti: Ultrazvukovy skener Clarius je uréen pro diagnostické ultrazvukové zobrazovani a
analyzu proudéni tekutin.

Klasifikac |
e

Clarius Scanner Pravidlo 10 a Pravidlo 11 Ttida lla 7540205ClariusScannerD5
C3 HD
Clarius Scanner 99-13-00004 Pravidlo 10 a Pravidlo 11 Trida lla 60924 7540205ClariusScannerD5
L7 HD
Clarius Scanner 99-13-00003 Pravidlo 10 a Pravidlo 11 Trida lla 60924 7540205ClariusScannerD5
C7 HD
Clarius Scanner 99-13-00006 Pravidlo 5, 10 a Pravidlo 11 Ttida lla 63394 7540205ClariusScannerD5
EC7 HD
Clarius Scanner 99-13-00005 Pravidlo 10 a Pravidlo 11 Trida lla 60924 7540205ClariusScannerD5
L1SHD
Clarius Scanner 99-13-00007 Pravidlo 10 a Pravidlo 11 Trida lla 60924 7540205ClariusScannerD5
PA HD
Clarius Scanner 99-13-00014 Pravidlo 10 a Pravidlo 11 Ttida lla 60924 7540205ClariusScannerD5
L20 HD
Clarius Scanner 99-13-00018 Pravidlo 10 a Pravidlo 11 Trida lla 60924 7540205ClariusScannerD5
C3 HD3
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Clarius Scanner 99-13-00020 Pravidlo 10 a Pravidlo 11 Ttida lla 60924 7540205ClariusScannerD5
L7 HD3

Clarius Scanner 99-13-00019 Pravidlo 10 a Pravidlo 11 Ttida lla 60924 7540205ClariusScannerD5
C7 HD3

Clarius Scanner 99-13-00024 Pravidlo 5, 10 a Pravidlo 11 Ttida lla 63394 7540205ClariusScannerD5
EC7 HD3

Clarius Scanner 99-13-00021 Pravidlo 10 a Pravidlo 11 Ttida lla 60924 7540205ClariusScannerD5
L15HD3

Clarius Scanner 99-13-00023 Pravidlo 10 a Pravidlo 11 Ttida lla 60924 7540205ClariusScannerD5
PA HD3

Clarius Scanner 99-13-00022 Pravidlo 10 a Pravidlo 11 Trida lla 60924 7540205ClariusScannerD5
L20 HD3

Seznam pfislunych norem naleznete v Technické dokumentaci zdravotnického prostfedku.
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PREKLADATELSKA DOLOZKA

Ja, Ing. Eva Zallmannova, Ph.D., IC: 70409439, soudni tlumoénice a piekladatelka jazyka
eského a jazyka anglického, zapsana v seznamu tlumocniki a pfekladatela vedeném
Ministerstvem spravedlnosti Ceské republiky, timto stvrzuji, ze jsem osobn¢ provedla pfeklad
pHipojené listiny, a Ze tento pieklad souhlasi s textem pfedmétné listiny. Pfi provadéni prekladu

nebyl piibran konzultant.

Tento tkon je zapsin v evidenci tkoni pod &islem polozky: PN 70 | food €

VBmedne 76 S 7,77
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Ing. Eva Zallmannova, Ph.D.







