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Neur©OlLogica

Bringing the Power of Imaging to the Patient
A Subsidiary of Samsung Electronics

EC Declaration of Conformity

Manufacturer: NeuroLogica Corporation, a subsidiary of Samsung
Electronics Co., Ltd

Address of Manufacturer: 14 Electronics Avenue, Danvers, MA 01923, USA
Tel: +1-978-564-8500

http://www.neurologica.com/

Authorized Representative: WMDE B.V.
Bergerweg 18, 6085 AT Horn, The Netherlands
Tel: +31 (0)475-582285
Fax: +31 (0)475-582278
http://www.wmde.nl

Type of Device Concerned: BodyTom Elite

Model Number: NL4000

Basic UDI-DI: 081541102NLX000VQ
UDI-DIL: 081541102NL4000VQ
SRN: US-MF-000008704
Device Class: IIb

Conformity Assessment Procedure: Annex VIII

Rule #: 10 of EU MDR 2017/745

CE Marking Certificate Number: 28620125048

Notified Body: Intertek Semko AB (Notified Body number 2862)
NeuroLogica Corporation declares the above mentioned device is in conformity with
implementation of the European Medical Device Regulation (MDR) 207/745. All supporting

documentation is retained under the premises of the manufacturer.

The above device complies with the following harmonized standards:

EN 60601-1 EN 60601-1-2 EN 60601-1-6 EN 60601-1-3
EN 60601-2-44 EN 62366 EN 62304

Additionally, the above device complies with the following applicable EU Directives:
- Machinery Directive 2006/42/EC
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Neur©lLogica

Bringing the Power of Imaging to the Patient
A Subsidiary of Samsung Electronics

- Directive 2011/65/EU (RoHS) of the European Parliament and of the Council of 8
June 2011 on the Restriction of the Use of Certain Hazardous Substances in Electrical
and Electronic Equipment.

- Regulation (EC) No 1907/2006 (REACH)

- Directive on Waste Electrical and Electronic Equipment (WEEE) 2012/19/EC

- Radio Equipment Directive 2014/53/EU

- European Directive 2013/59/EURATOM

Date:
DN: cn=Ninad Gujar,
o=NeuroLogica Corp., a subsidiary

i : s A~ of Samsung Electronics Co. Ltd.,
Signed: NI/MMQ has msung :
email=ngujar@neurologica.com,
c=US
Date: 2022.06.28 11:20:07 -04'00"

Dr. Ninad Gujar
Vice President, Regulatory Affairs and Quality Assurance
Place of signing: Danvers, Massachusetts, USA
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Neur©Logica

Bringing the Power of maging to the Patient
Dcefina spole&nost Samsung

ES ProhlaSeni o shodé

Vyrobce: NeuroLogica Corporation, dcefina spolecnost
Samsung Electronics Co., Ltd

Adresa vyrobce: 14 Electronics Avenue, Danvers, MA 01923, USA
Tel.: +1-978-564-8500
http://www.neurologica.com/

Povéteny zastupce: WMDE B.V.
Bergerweg 18, 6085 AT Horn, Nizozemsko
Tel.: +31 (0)475-582285
Fax: +31 (0)475-582278
http://www.wmde.nl

Typ zatizeni: BodyTom Elite

Cislo modelu: NL4000

Zé&kladni UDI-DI: 081541102NLX000VQ
UDI-DI: 081541102NL4000VQ
SRN: US-MF-000008704
Ttida zatizeni: IIb

Postup posouzeni shody: P¥iloha VIII

Pravidlo &.: 10 EU MDR 2017/745
Cislo certifikatu oznadeni CE: 28620125048
Autorizovana osoba: Intertek Semko AB (Autorizovana osoba &islo 2862)

Spole¢nost NeuroLogica Corporation prohlasuje, Ze vySe uvedené zaiizeni je ve shodg
s Nafizenim Evropského parlamentu a Rady (EU) 2017/745 o zdravotnickych prostiedcich
(MDR). Veskeré podklady uchovava ve svych prostorach vyrobce.

VySe uvedené zafizeni odpovida témto harmonizovanym normam:

EN 60601-1 EN 60601-1-2 EN 60601-1-6 EN 60601-1-3
EN 60601-2-44 EN 62366 EN 62304

VySe uvedené zatizeni odpovida také témto platnym smérnicim EU:

- Smérnice 2006/42/ES o strojnich zafizenich
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Neur©OolLogica
Bringing the Power of Imaging to the Patient
Dcefina spole¢nost Samsung

- Smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. &ervna 2011

0 omezeni pouzivani nékterych nebezpednych latek v elektrickych a elektronickych
zafizenich (RoHS)

- Natizeni Evropského parlamentu a Rady (ES) &. 1907/2006 (REACH)
- Smérnice Evropského parlamentu a Rady 2012/19/EU (OEEZ)

- Smérnice 2014/53/EU Evropského parlamentu a Rady o radiovych zafizenich
- Smérnice Rady 2013/59/Euratom

Datum:
DN: cn=Ninad Gujar,
o=Neurologica Corp., a
Podepsal(a): subsidiary of Samsung
Electronics Co. Ltd.,
email=ngujar@neurologica.com,
c=US

Dr. Ninad Gujar Datum: 2022,06. 28 11:20:07 -0400
Viceprezident pro reguladni zaleZitosti a zajisténi jakosti
Misto podpisu: Danvers, Massachusetts, USA
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Tento dokument byl pielozen z anglického do ¢eského jazyka.

Tlumoc¢nicka dolozka:

Jako piekladatel jazyka anglického, jmenovany rozhodnutim Krajského soudu
v Usti nad Labem ze dne 29.6.1993 a zapsany v knize slibi pod ¢islem 1527
stvrzuji, Ze pieklad souhlasi s textem piipojené listiny.

V piekladu jsem provedl tyto opravy:................ / .....................................
Tlumocnicky/ptekladatelsky tkon je zapsan pod Cislem 5?
V Usti nad Labem dne 5- 7. %223
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