EC CERTIFICATION

QUALITY MANAGEMENT SYSTEM CERTIFICATE

 Certificate Number:
EU Regulation 2017/745 for Medical Devices, , 28620125048
Annex IX Chapters | & 11l Initial Certification Date:
20 June 2022
We hereby declare that a conformity assessment based on a quality management Date of Certification Decision:
'l system and technical documentation has been carried out following the 20 June 2022

requirements of EU Regulation 2017/745 for Medical Devices.

‘

Certificate Issue Date:
' We certify that the documentation conforms to the relevant provisions of the 20 June 2022
’ aforementioned regulation, and the result entitles the organization to use the CE Certificate Expiry Date:
14 January 2027

‘ 2862 marking on the products listed below.

, Neurologica Corporation
14 Electronics Avenue, Danvers, Massachusetts 01923, United States

Manufacturer SRN: US-MF-000008704

Authorised Representative Name M
WMDE B.V. _

Bergerweg 18, 6085 AT Horn, Netherlands

Brian Mather

Certification Authority, MDR
Intertek Medical Notified Body AB,
Torshamnsgatan 43,

Scope: Box 1103, SE-164 22 Kista, Sweden

Computed Tomography X-ray system, Class Ilb for pediatric and adult Intertek Medical Notifed Body AB s & Notified Body n

imaging accordance with the requirements set out in EU Regulation
i J ¢ : i 2017/745 on medical devices, with the identification number

2862.




PRODUCT LIST FOR CERTIFICATE
See attached Product List

EXAMINATION AND TESTS PERFORMED

Technical Assessment Report Reference

TD00042-01 Neurologica Corporation a Subsidiary
of Samsung Electronics Co., LTD OmniTom Elite

Audit Report Reference

Stage 1 ACTY-2020-450949

Special Surveillance ACTY-2021-483845

Stage 2 ACTY-2020-450952

Delta Stage 2 ACTY-2022-544-585

CONDITIONS FOR OR LIMITATIONS TO VALIDITY OF CERTIFICATE

None

CERTIFICATE HISTORY

Certificate Number:
28620125048

Initial Certification Date:
20 June 2022

Date of Certification Decision:
20 June 2022

Certificate Issue Date:
20 June 2022

Certificate Expiry Date:
14 January 2027

PRECEDING CERTIFICATE | DATE OF ISSUE

IDENTIFICATION OF CHANGES

Brian Mather

Certification Authority, MDR
Intertek Medical Notified Body AB,
Torshamnsgatan 43,

Box 1103, SE-164 22 Kista, Sweden

NUMBER

Intertek Medical Notified Body AB is a Notified B8}
accordance with the requirements set out in EU &%
2017/745 on medical devices, with the identificatid




ntertek

Total Quality. Assured.

MDR - Decision Report

K

|

Certificate No: 28620125048
Date: 20 June 2022

Handled by: Caroline Aman
E-mail: IMNB@intertek.com

(ll

%

(3)

NeuroLogica Corporation

Attn: Dr. Ninad Gujar
14 Electronics Avenue

Danvers, Massachusetts 01923

United States

Purpose

Activity

Scope of assessment

Result

Certificate Valid from

Conclusions/Decisio

Follow-up

Assessment to issue a new certificate according to the Medical Device

Regulation 2017/745, Annex IX.

Expiry date on MDR certificate is set to be aligned with client’s ISO

13485:2016 / MDSAP certificate.

NonConformities_
Neurologica_OmniElite_
TD00042-01 -22-06-17

Audit Type Location Auditor Name Audit Date
Stage 1 Remote Luis Lopez 19-23 April
ACTY-2020-450949 2021
Special Surveillance | Remote Luis Lopez 15 July 2021
ACTY-2021-483845
Stage 2 Danvers, MA | Luis Lopez 24-28 May
ACTY-2020-450952 Juan Zamora 2021
Alex Crosby

Delta Stage 2 Danvers, MA | Juan Zamora 12-13 May
ACTY-2022-544585 Alex Crosby 2022
Technical Documentation Report | Assessor Name | Assessment

Date
MDR Tech Lian Zhang 17 June 2022
Report_R6_Neurologica_
OmniTomElite_TD00042-01 -22-06-
17
Appendix 1_MDR Lian Zhang 17 June 2022
CEAR_R6_Neurologica_
OmniTomElite_ TD00042-01 -22-
06-17
Appendix 2_MDR TD Assessment Lian Zhang 17 June 2022

Computed Tomography X-ray system,

Class llb

No non-conformities were noted during the audit.

All non-conformities noted during the technical documentation

assessment(s) have been closed.

20 June 2022

Referring to the above, a Certificate of Conformance with the Medical Device
Regulation 2017/745, Annex IX will be issued. The Certificate is valid for
products specified in the “"MDR — Product List”.

Follow-up assessments are going to be performed once per year.

Intertek Medical Notified Body AB

Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden

Telephone +46 8 750 03 33, Fax +46 8 750 03 07, www.intertek.se
Registered in Sweden: No SE559155004001, Registered office: As address
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ntertek MDR - Decision Report

Total Quality. Assured.

Appeals Any appeal against this decision will be processed by an appeals panel as |
Intertek. The appeal shall be submitted to Intertek Medical Notified Body AB,
PO-Box 1103, SE-164 22 Kista, Sweden.

Others Any complaints, from customers and others, and corrective actions L3
concerning your certified quality system shall be documented and retained. §
Upon request Intertek Medical Notified Body has the right to review this 1
documentation. )

1

Intertek Medical Notified Body AB
Notified Body MDR —

AT .

Brian Mather
Certification Authority (TD Assessment)
Certification Authority (Audit)

Intertek Medical Notified Body AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 03 33, Fax +46 8 750 03 07, www.intertek.se
Registered in Sweden: No SE559155004001, Registered office: As address Page 2 of 2
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PRODUCT LIST FOR CERTIFICATE
Issued to: NeurolLogica Corporation
Certificate number: 28620125048

Certificate valid from: 2022-06-20

Classification and

ntertek

Total Quality. Assured.

Product List Issue Date:
20 June 2022

ct Intende g Date Added
Produ EMDN d use
Computed Tomography System
Basic UDI-DI: 081541102NLX000VQ
NL3000 - CereTom Elite Class llb 2022-06-20
211030602
NL4000 - BodyTom Elite Class llb 2022-06-20
211030603
NL5000 - OmniTom Elite Class lib 2022-06-20
211030603
(AT
Brian Mather
Certification Authority, MDR
Intertek Medical Notified Body AB, Torshamnsgatan 43,
Box 1103, SE-164 22 Kista, Sweden
Intertek Medical Notified Body AB is a Notified Body in accordance with the requirements set out in EU Regulation 2017/745 on
medical devices, with the identification number 2862.
E¥E
L oon

i
'The intended use is only included for class lib devices and devices covered by an EU technical documentation certificate. (O] A
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EC CERTIFICATION

CERTIFIKAT SYSTEMU RIZENf KVALITY

Narizeni EU 2017/745 pro zdravotnické prostiedky,
Pfiloha IX kapitoly I a III

mtoprohladujeme, Ze posouzeni shody na zékladé systému managementu kvality a technické
okumentace bylo provedeno v souladu s poZadavky Naffzenf EU 2017/745 pro zdravotnické prostiedky.

otvrzujeme, 7e dokumentace je v souladu s piislusnymi ustanovenimi vyse uvedeného nafizeni, a

ysledek opraviiuje organizaci pouzivat oznaceni CE 2862 na niZe uvedenych produktech.

euroLogica Corporation

4 Electronics Avenue, Danvers, Massachusetts 01923, Spojené staty americké

RN vyrobce: US-MF-000008704

méno opravnéného zastupce
MDE BV
Bergerweg 18, ?5085 AT Horn, Nizozemsko

13

Rozsah:

Rentgenovy systém potitaové tomografie, tFida Ilb pro zobrazovani u déti a
dospélych

Cislo certifikatu:
28620125048

Datum potétetni certifikace:
20. Eervna 2022

Datum rozhodnutf o certifikaci:

20. €ervna 2022

Datum vydanf certifikatu:
20. Cervna 2022

Datum vyprien( platnosti certifikatu:

14, ledna 2027

AT

Brian Mather

Certifika€ni autorita, MDR

Intertek Medical Notified Body AB,
Torshamnsgatan 43,

Box 1103, SE-164 22 Kista, Svédsko

Intertek Medical Notified Body AB je Notifikovana osoba v
ladu s poZadavky star ymi Nafizenfm EU 2017/745 o

2dravotnickych prostfedcich, s identifikaénim gislem
2862.




SEZNAM PRODUKTU PRO CERTIFIKAT
Viz pilozeny seznam produktd

PROVEDENA VYSETREN{ A TESTY

0Odkaz na zpravu o technickém posouzeni

TD00042-01 NeuroLogica Corporation deefind spoletnost Samsung
Electronics Co., LTD OmniTom Elite

0Odkaz na zprévu o auditu

Faze 1 ACTY-2020-450949

special Survelllance ACTY-2021 -483845

Faze 2 ACTY-2020-450952

Delta Stage 2 ACTY-2022-544-585

PODMINKY NEBO OMEZEN{ PLATNOSTI CERTIFIKATU

Zadny

HISTORIE CERTIFIKATU

Cislo certifikdtu:
28620125048

Datum potatetni certifikace:
20. Eervna 2022

Datum rozhodnuti o certifikaci:

20. Eervna 2022

Datum vydani certifikatu:

20. tervna 2022

Datum vypr3eni platnosti certifikatu: |

14. ledna 2027 |

AN v,

PREDCHOZI CERTIFIKAT DATUM VYDANI

cisLo

IDENTIFIKACE ZMEN

Brian Mather

Certifikatni autorita, MDR

Intertek Medical Notified Body AB,
Torshamnsgatan 43,

Box 1103, SE-164 22 Kista, Svédsko

Intertek Medical Notifled Body AB je Notifikovana os}
souladu s poZadavky stanovenymi Nafizenim EU 201
2dravotnickych prostedcich, s identifikatnim Eislem
2862.




_ ‘hine Translated by Google

e lﬂt@ft@k MDR - Zprava o rozhodnuti

Total Quality. Assured.

Certifikat €: 28620125048
Datum: 20. €ervna 2022
Redi: Caroline Aman
E-mailem: IMNB@intertek.com
NeurolLogica Corporation K
rukam: Dr. Ninad Gujar 14
Electronics Avenue Danvers,
Massachusetts 01923 Spojené staty
Utel Posouzeni k vydani nového certifikatu podle nafizenf o zdravotnickych prostfedcich

2017/745, pfiloha IX.

Datum vypr3ent platnosti certifikdtu MDR je nastaveno tak, aby bylo v souladu s
certifikdtem I1SO 13485:2016 / MDSAP klienta.

Aktivita Typ auditu Umisténi Jméno auditora Datum auditu
Faze 1 Délkovy Luis Lopez 19.-23. dubna
ACTY-2020-450949 2021
Zvlastni dozor Dalkovy Luis Lopez 15, Eervence 2021
ACTY-2021-483845
Féze 2 Danvers, MA Luis Lopez 24.-28. kvétna
ACTY-2020-450952 Juan Zamora 2021

Alex Crosby

Delta faze 2 Danvers, MA Juar} Zamora 12.-13. kvétna
ACTY-2022-544585 Alex Crosby 2022

Zpréva o technické dokumentaci Nazev hodnpotitele Hodnoceni

datum
MDR Tech Lian Zhang 17. Cervna 2022
Zprava_R6_Neurologica_
OmniTomeElite_TD00042-01 -22-06- 17
Pffloha 1_MDR Lian Zhang 17. tervna 2022
CEAR_R6_Neurologica_
OmniTomeElite_ TD00042-01 -22- 06-17
Dodatek 2_MDR TD Assessment Lian Zhang 17. Cervna 2022

Neshody_

Neurologica_OmniElite_
TD00042-01 -22-06-17

Rozsah hodnoceni Rentgenovy systém vypocetni tomografie,
Ttida Ilb

Vysledek Bé&hem auditu nebyly zjistény Zadné neshody.

V&echny neshody zjist&né b&hem hodnocenf technické dokumentace byly
uzavreny.

Certifikat platny od 20.6.2022

Zavéry/rozhodnuti S odkazem na vy3e uvedené bude vydano osvéd&eni o shodé s nafizenim o zdravotnickych
prostFedcich 2017/745, pfiloha IX. Certifikt plati pro produkty uvedené v ,MDR - Product
List". s

Nésledovat Nésledna hodnoceni se budou provadét jednou rocné.

Intertek Medical Notified Body AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista,
Svédsko Telefon +46 8 750 03 33, Fax +46 8 750 03 07,
www.intertek.se Registrovano ve Svédsku: & SE559155004001, sidlo: jako adresa Strana1z2




Machine Translated by Google

intertek

Total Quality. Assured.

Odvolani

Ostatnfi

!achine Tra

MDR - Zprava o rozhodnué

w";mgmmmmm;p

Jakékoli odvolani proti tomuto rozhodnuti bude zpracovano odvolacim senatem jako

Intertek. Odvolani musf byt predloZeno Intertek Medical Notified Body AB, PO-Box 1103,
SE-164 22 Kista, Svédsko.

Vegkeré stiznosti zakaznik( a jinych osob a napravna opatfeni tykajici se vaSeho
certifikovaného systému jakosti budou zdokumentovany a uchovany.

Na pozadani ma notifikovana osoba Intertek Medical prévo tuto dokumentaci
prezkoumat.

Intertek Medical Notified Body AB
Notifikovana osoba MDR

Brian Mather

Certifikacni autorita (TD Assessment)
certifikanf autorita (audit)

Intertek Medical Notified Body AB
. Torshamnsgatan 43, Box 1103, SE-164 22 Kista,
Svédsko Telefon +46 8 750 03 33, Fax +46 8 750 7

www.intertek.se Registrovano ve Svédsku: & SE559155004001, sfdlo: jako adresa Strana2z2
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Machine Translated by Google

intertek

Total Quality. Assured.

PRODUCT LIST FOR CERTIFICATE

Issued to: NeurolLogica Corporation
Certificate number: 28620125048

Certificate valid from: 2022-06-20

Product List Issue Date:
20 June 2022

Product Chssliemionant iteridid ' Date Added
EMDN

Computed Tomography System

Basic UDI-DI: 081541102NLX000vVQ

NL3000 - CereTom Elite Class Iib 2022-06-20
211030602

NL4000 - BodyTom Elite Class Itb 2022-06-20
211030603

NL5000 - OmniTom Elite Class ilb 2022-06-20
211030603

TR AT

Brian Mather

Certification Authority, MDR

Intertek Medical Notified Body AB, Torshamnsgatan 43,
Box 1103, SE-164 22 Kista, Sweden

intertek Medical Notified Body AB is a Notified Body in accordance with the requirements set out in EU Regulation 2017/745 on

medical devices, with the identification number 2862.

"The intended use is only included for class llb devices and devices covered by an EU technical documentation certificate.
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Tento dokument byl pieloZzen z anglického do ¢eského jazyka.

Tlumocnicka dolozka:

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

V piekladu jsem provedl tyto opravy:...........c.ccceceenennn. / ........................

Mgr. Lorenc Vladimir
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