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EC DECLARATION OF CONFORMITY

Product Name:
Product Code(s):

Manufacturer:

Manufacturer Single Registration
Number:

Authorised Representative:

Authorised Representative
Single Registration Number:

Intended Purpose:

Basic UDI-DI:

Conformity Assessment Route:

Risk Classification:

T-Cell Select
TSK.910 and TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
United Kingdom

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republic of Ireland

IE-AR-000003507

The T-Cell Select kit is intended for the
isolation of mononuclear immune cells
from whole blood, using positive
Selection via a magnetic bead-based cell
separation system, for use in cell-
mediated immune assays.

5051716 TSKDF

In Vitro Diagnostic Medical Device
Regulation, 2017/746

Annex IV

Class A

Oxford Immunotec Ltd hereby declare that the above-mentioned device is in
conformity with the In Vitro Diagnostic Medical Device Regulation, 2017/746.
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This declaration of conformity is issued under the sole responsibility of, and signed
on behalf of the manufacturer, Oxford Immunotec Ltd.

Signature: o~

Name: Chris Dark

Position: Head of Regulatory Affairs

Place: Oxford Immunotec Ltd, 143 Park Drive,

Milton Park, Abingdon, Oxfordshire, OX14 4SE
United Kingdom
Date: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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EO NEKNAPALINA 3A CBbOTBETCTBUE

Mme Ha npoaykrTa:
Koa(ose) Ha npoagykTa:

Mpoussogurten:

EQovHeH perncrtpaumMoHeH HOMep Ha
npousBoOaAUTENSA:

YnNbNHOMOLLEH N peacrTasuTten.

EQouHeH pernctpauyoHeH HoMep Ha
yMbLIMHOMOLIEHUSs NpeacTaBUTen:

npe,ﬂHa3Ha'-leHMe:

OcHoBeH UDI-DI koa:

MeTopa 3a oueHKa Ha
CHOTBEeTCTBUETO:

Knacudpumkauums Ha pucka:

T-Cell Select
TSK.910 u TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
O6ennHEHOTO KpancTeo

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Peny6bnuka Npnangus

IE-AR-000003507

KomnnekTsbT T-Cell Select e
npeaHasHayeH 3a  u3onupaHe  Ha
MOHOHYKMeapHN UMYHHU KNNeTKW OT uana
KpbB, C MOMOW{Ta Ha NONOXUTenHa
cenekuus ypes cuctema 3a pasgensaHe
Ha KneTkm Ha ©Gasata HA MarHWTHW
TonyeTta, 3a ynotpeba B KIETbYHO-
MeaunpaHu UMYHHU aHanusu.

5051716 TSKDF

PernameHT 3a meguumHckuTe uUsgenus
3a MHBUTPO gnarHocTuka, 2017/746
Mpunoxenwne IV

Knac A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd peknapupa, 4e NOCOYEHOTO MoO-rope u3denve e B
cboTBeTCcTBUE C PernameHta 3a MeguuMHCKUTE M3JenUst 3a UHBUTPO
AunarHoctuka, 2017/746.

Hacrosuwarta geknapauns 3a CbOTBETCTBUE € u3fafeHa nog MsKmouutTenHaTa
OTroBOPHOCT 1 nognucaHa oT UmeTo Ha npoussoautens, Oxford Immunotec Ltd.

£ )

Moanuc: —
Nme: Chris Dark
OnbXxHOCT: Head of Regulatory Affairs
Mscro: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
O6eanHeHOTO KPancTeo
HOara: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FIFR/DE/EL/HUNT/LV/ILT/MT/PL/PT/RO/SK/SL/ES/S
\'
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EC I1IZJAVA O SUKLADNOSTI

Naziv Proizvoda:
Kod(Ovi) Proizvoda:

Proizvodaé:

Jedinstvena Registracija Proizvodaca

Broj:

Ovlasteni Predstavnik:

Ovlasteni Predstavnik
Jedinstveni Registarski Broj:

Namjena:

Osnovni UDI-DI:

Postupak Ocjenjivanja Sukladnosti:

Klasifikacija Rizika:

T-Cell Select
TSK.910i TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Ujedinjeno Kraljevstvo

GB-MF-000004429

Oxford Immunotec (Irska) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republika Irska

IE-AR-000003507

Komplet T-Cell Select namijenjen je
izolaciji mononuklearnih  imunoloskih
stanica iz pune krvi, koristenjem
pozitivne selekcije putem magnetskog
sustava za odvajanje stanica temeljenog
na zrncima, za koristenje u imunoloskim
testovima posredovanim stanicama.

5051716 TSKDF

Uredba o in vitro dijagnostickim
medicinskim proizvodima, 2017/746
Prilog IV

Klasa A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd ovime izjavljuje da je gore spomenuti proizvod u skladu s
Uredbom o in vitro dijagnosti¢kim medicinskim proizvodima, 2017/746.

Ova izjava o sukladnosti izdana je pod isklju¢ivom odgovorno$éu i potpisana u ime
proizvodaca, Oxford Immunotec Ltd.

Potpis: ==
Ime: Chris Dark
Polozaj: Head of Regulatory Affairs
Mjesto: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Ujedinjeno Kraljevstvo
Datum: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
\'
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ES PROHLASENi O SHODE

Nazev Produktu
Koéd/Y Produktu:

Vyrobce:

Jedina Registrace Vyrobce
Cislo:

Zplnomocnény Zastupce:

Zpinomocnény Zastupce
Jediné Registracni Cislo:

Zamysleny Ugel:

Zakladni UDI-DI:

Postup Pro Posuzovani Shody:

Klasifikace Rizika:

Vv

T-Cell Select
TSK.910 a TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Velka Britanie

GB-MF-000004429

Oxford Immunotec (Irsko) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Irska republika

IE-AR-000003507

Souprava T-Cell Select je urena
k izolaci mononuklearnich imunitnich
bunék zplné krve pomoci pozitivni
selekce prostfednictvim systému
separace bunék na bazi magnetickych
kuliCek pfi pouziti v imunitnich testech
zprostifedkovanych burikami.

5051716 TSKDF

Nafizeni oin vitro diagnostickych
zdravotnickych prostifedcich, 2017/746
Pfiloha IV

Trida A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/ILT/MT/PL/PT/RO/SK/SL/ES/S
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Spoleénost Oxford Immunotec Ltd timto prohlasuje, Ze vy$e zminény prostfedek
je ve shodé& s nafizenim o in vitro diagnostickych zdravotnickych prostiedcich,
2017/746.

Toto prohladSeni o shodé se vydava na vyhradni odpovédnost vyrobce, Oxford
Immunotec Ltd., a je podepsano jeho jménem.

X

Podpis: S
Jméno: Chris Dark
Pozice: Head of Regulatory Affairs
Misto: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Velka Britanie
Datum: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
\'
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EF-OVERENSSTEMMELSESERKLARING

Produktnavn:
Produktkode(r):

Producent:

Producentens Enkelte Registrering
Nummer:

Autoriseret Reprasentant:

Autoriseret Repraesentant
Enkelt Registreringsnummer:

Tilsigtet Formal:

Basis UDI-DI:

Vejen Til
Overensstemmelsesvurdering:

Risikoklassifikation:

T-Cell Select
TSK.910 og TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Storbritannien

GB-MF-000004429

Oxford Immunotec (Irland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Irland

IE-AR-000003507

T-Cell Select-saettet er beregnet il
isolation af mononukleaere immunceller
fra fuldblod ved hjelp af positiv
udvaelgelse med et magnetisk perle-
baseret celleseparationssystem til brug i
cellemedierede immunanalyser.

5051716 TSKDF

Regulativ om medicinsk udstyr til in vitro-
diagnostik, 2017/746

Bilag 1V

Klasse A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LV/ILT/MT/PL/PT/RO/SK/SL/IES/S
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Oxford Immunotec Ltd erklaerer herved, at den ovenfor navnte enhed overholder
regulativet om medicinsk udstyr til in vitro-diagnostik 2017/746.

Denne overensstemmelseserklaering udstedes og underskrives under
fabrikantens, Oxford Immunotec Ltds, fulde ansvar.

Underskrift: “‘f e
Navn: Chris Dark
Stilling: Head of Regulatory Affairs
Sted: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Storbritannien
Dato: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
\'
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EG-CONFORMITEITSVERKLARING

Productnaam:
Productcode(s):

Fabrikant:

Enig Registratienummer
Fabrikant:

Gemachtigde Vertegenwoordiger:

Gemachtigde Vertegenwoordiger
Enig Registratienummer:

Beoogd Gebruik:

Basis UDI-DI:

Conformiteitsbeoordelingsroute:

Risico-indeling:

T-Cell Select
TSK.910 en TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Verenigd Koninkrijk

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republiek lerland

E-AR-000003507

De T-Cell Select-kit is bedoeld voor de
isolatie van mononucleaire
immuuncellen uit volbloed, met behulp
van positieve Selecfie via een
magnetisch op parels gebaseerd
celscheidingssysteem, voor gebruik in
celgemedieerde immuuntests.

5051716 TSKDF

Verordening  betreffende  medische
hulpmiddelen voor in-vitrodiagnostiek,
2017/746

Bijlage IV

Klasse A

Vv

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd verklaart hierbij dat het bovengenoemde hulpmiddel in
overeenstemming is met de verordening betreffende medische hulpmiddelen voor
in-vitrodiagnostiek, 2017/746.

Deze conformiteitsverklaring wordt afgegeven onder de uitsluitende
verantwoordelijkheid van en ondertekend namens de fabrikant, Oxford Immunotec
Ltd.

Handtekening: =7
Naam: Chris Dark
Positie: Head of Regulatory Affairs
Plaats: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Verenigd Koninkrijk
Datum: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
\'
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EU VASTAVUSDEKLARATSIOON

Toote Nimetus:
Toote Kood(ld):

Tootja:

Tootja Unikaalne Registreerimise
Number:

Volitatud Esindaja:

Volitatud Esindaja

Unikaalne Registreerimise Number:

Ettendhtud Sihtotstarve:

Pohi-UDI-DI:

Vastavuse Hindamise Tee:

Riski Klassifikatsioon:

T-Cell Select
TSK.910 ja TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Uhendkuningriik

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

lirimaa Vabariik

IE-AR-000003507

Komplekt T-Cell Select on ette nahtud
mononukleaarsete immuunrakkude
isoleerimiseks taisverest, kasutades
positiivset selektsiooni magnethelmeste
pohise rakkude eraldussiisteemi kaudu,
kasutamiseks rakkude poolt vahendatud
immuunsuse analiilisides.

5051716 TSKDF
Maarus in vitro
diagnostikameditsiiniseadmete  kohta,

2017/746
IV lisa

Klass A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd kinnitab k&esolevaga, et Ulalnimetatud seade on
vastavuses maarusega in vitro diagnostikameditsiiniseadmete kohta, 2017/746.

Kéesolev vastavusdeklaratsioon on vélja antud tootja Oxford Immunotec Ltd.
ainuvastutusel ja tema nimel allkirjastatud.

79

Allkiri: (e~

Nimi: Chris Dark
Ametikoht: Head of Regulatory Affairs
Koht: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Uhendkuningriik
Kuupiev: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
\'
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EY:N VAATIMUSTENMUKAISUUSTODISTUS

Tuotteen Nimi:
Tuotekoodi(t):

Valmistaja:

Valmistajan Yksittdinen Rekisterdinti

Lukumaarai:

Valtuutettu Edustaja:

Valtuutettu Edustaja:
Yksittdinen Rekisterdintinumero:

Suunniteltu Kayttotarkoitus:

Perus UDI-DI:

Yhdenmukaisuus; Arviointireitti:

Riskiluokitus:

T-solun valinta
TSK.910 ja TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Yhdistynyt kuningaskunta

GB-MF-000004429

Oxford Immunotec (Irlanti) Ltd
Yksikkdé 3D North Point House.
North Point Business Park,
New Mallow Road,

Cork

Republic of Ireland / Irlanti

IE-AR-000003507

T-solujen valintasarja on tarkoitettu
mononukleaaristen immuunisolujen
eristimiseen kokoveresta kayttamalla
positiivista valintaa magneettisen
helmipohjaisen solunerotusjarjestelman
avulla soluvélitteisissa
immuunimaarityksissa kaytettavaksi.

5051716 TSKDF

In vitro -diagnostiikkaan tarkoitettujen
ladkinnallisten laitteiden saantely,
2017/746

Liite IV

Luokka A

\

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S

TS-DC(EC)-UK-0002 Version 2

~ 08-Dec-2023

DOCUMENT CONTROL CENTRE

Page 15 of 46




Q00
3aa Oxford
elele

Oxford Immunotec Ltd vakuuttaa taten, ettd edelld mainittu laite on In vitro -
diagnostiikkaan tarkoitetun ldakinnallisen laitteen asetuksen (2017/746)
mukainen.

Tama vaatimustenmukaisuusvakuutus on annettu Oxford Immunotec Ltd:n
yksinomaisella vastuulla ja valmistajan puolesta allekirjoitettuna.

-
F

Allekirjoitus: N
Nimi: Chris Dark
Asema: Head of Regulatory Affairs
Paikka: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Yhdistynyt kuningaskunta
Paivdys: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
\'
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DECLARATION DE CONFORMITE CE

Nom Du Produit:
Code(S) Du Produit:

Fabricant:

Numéro D’enregistrement Unique Du
Fabricant:

Représentant Autorisé:

Numéro D’enregistrement Unique
Du Représentant Autorisé:

Emploi Prévu:

IUD-ID De Base:

Cheminement De L’évaluation De La
Conformité:

T-Cell Select
TSK.910 et TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Royaume-Uni

GB-MF-000004429

Oxford Immunotec (Irlande) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

République d’Irlande

IE-AR-000003507

Le kit T-Cell Select est congu pour
isolement des cellules mononucléées
du systéme immunitaire a partir de sang
total a 'aide d’une sélection positive par
un systéme de séparation cellulaire par
billes magnétiques et pour une utilisation
dans le cadre d’essais immunologiques a
meédiation cellulaire.

5051716 TSKDF

Réglement relatif aux dispositifs
médicaux de diagnostic in vitro,
2017/746
Annexe IV

\Y
TS-DC(EC)-UK-0002 Version 2
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Classifications Des Risques: Classe A

Oxford Immunotec Ltd déclare par les présentes que le dispositif indiqué ci-dessus
est conforme au réglement relatif aux dispositifs médicaux de diagnostic in vitro,
2017/746.

Cette déclaration de conformité est délivrée sous I'entiére responsabilité du
fabricant, Oxford Immunotec Ltd, et signée en son nom.

o~
/ -

Signature: (e
Nom: Chris Dark
Poste: Head of Regulatory Affairs
Lieu: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Royaume-Uni
Date: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
Vv
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EG-KONFORMITATSERKLARUNG

Produktbezeichnung:
Produktcode(s):

Hersteller:

Hersteller-Einzelanmeldung
Nummer:

Vertretungsberechtigter:

Vertretungsberechtigter
Einzelregistrierungshummer:

Einsatzzweck:

Basis-UDI-DI:

Konformitdtsbewertungsmethode:

Risikoeinstufung:

T-Cell Select
TSK.910 und TSK.960

Oxford Immunotec Lid.

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Vereinigtes Kénigreich

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd.
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republik Irland

IE-AR-000003507

Das T-Cell-Select-Kit dient zur Isolierung
mononukledrer Immunzellen aus Vollblut
mittels positiver Selektion Uber ein
magnetisches, Bead-basiertes
Zellseparationssystem, das far
zellstandige Immunoassays verwendet
wird.

5051716 TSKDF

Verordnung uber In-Vitro-Diagnostika,
2017/746

Anhang IV

Klasse A

V

[ EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd. erklart hiermit, dass das oben genannte Produkt die
Verordnung tber In-Vitro-Diagnostika 2017/746 erfiillt.

Diese Konformitatserklarung wird in alleiniger Verantwortung von Oxford
Immunotec Ltd. ausgestellt und im Namen des Herstellers unterzeichnet.

=

Unterschrift: é "
Name: Chris Dark
Position: Head of Regulatory Affairs
Ort: Oxford Immunotec Ltd.
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, 0X14 4SE
Vereinigtes Kénigreich
Datum: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/ILT/MT/PL/PT/RO/SK/SL/IES/S
\'

TS-DC(EC)-UK-0002 Version 2 08-Dec-2023
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AHAQZYH YYMMOPO®QZHZ EK

EtTwvugia rpoidvTog:
Kwdikdg(-0i) rpoidvTog:

KataokevaoThg:

Eviaiog apiBuég karaxwpiong
KATOOKEUAOTH:

EgouoiodoTnuévog avTimpOowTrog:

ESouoi1080TNHEVOG AVTITTPOCWITTOG:

Eviaiog apiBuég karaxwpiong:

MpoBAetrépevn xprion:

Baoiké UDI-DI:

Aiadikacia afloAéynong tng
OuUHpSPPWONG:

Tagivéunon Kivdivou:

T-Cell Select
TSK.910 ka1 TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Hvwpuévo BaoiAeio

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd.
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Kopk,

Anpokpartia TngG IpAavdiag

IE-AR-000003507

To kit T-Cell Select TrpoopileTal yia v
atroudévwon TWV povoTTupnvwy
QVOOOKUTTAPWY aTTO TO OAIKO diua, PE TN
xprion tng diadikaciag BeTIKAG €MAOYAG
HECW CUCTHHATOG dlaxwpICHoU
KUTTApWYV BACEl payvnTiKwyv o@aipidiwy,
yia XpAorn Ot KUTTAPONECOAQBOUNEVEG
avooodOKIPATIEG.

5051716 TSKDF
Kavoviopog 2017/746 yia 1a in vitro
O1aYVWOTIKA IATPOTEXVOAOYIKA TTPOIGVTa

Mapdptnua IV

Kartnyopia A

\'
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H Oxford Immunotec Ltd dnAwvel 6T n TTpoavaQEPBEIcA GUOKEUT) CUPHOPPUVETAI
pe Tov Kavoviop6 2017/746 yia ta in vitro diayvwaoTiKd 1aTPOTEXVOAOYIKA TTPoi6vVTA.

H mapouca dnAwon cuppdpewong exdidetal uTTd TNV aTTOKAEIOTIKY €uBUVN Tou
katackeuaoTr|, Tng Oxford Immunotec Ltd, kai utroypda@eTal £ ovopaTog autoU.

Y1roypaen: (&=
OVOMATETTWVUHO: Chris Dark
1516TnTa: Head of Regulatory Affairs
Témog: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Hvwpuévo BaagiAeio
Huepounvia: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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EK-MEGFELELOSEGI NYILATKOZAT

Terméknév:
Termékkéd(ok):

Gyarté:

Gyartoi Egyszeri Regisztracio
Szam:

Meghatalmazott Képviselé:

Meghatalmazott Képviseld
Egyedi Regisztraciés Szam:

Rendeltetési Cél:

Alap UDI-DI:

Megfelel6ség-Ertékelési Utvonal:

Kockazati Besorolas:

T-Cell Select
TSK.910 és TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Egyesilt Kiralysag

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Maliow Road,

Cork,

ir Kdztarsasag

IE-AR-000003507

A T-Cell Select készletet mononuklearis
immunsejtek  teljes vérb6l toérténd
izolalasara szanjak, pozitiv szelekciot
alkalmazva magnesgyobngy-alapu
sejtelvalasztd rendszeren keresztil, sejt-
medialt immunvizsgalatokhoz.

5051716 TSKDF

In vitro diagnosztikai orvostechnikai
eszk6zokrél szolo rendelet, 2017/746

V. melléklet

A osztaly

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Az Oxford Immunotec Ltd ezennel kijelenti, hogy a fent emlitett eszk6z megfelel a
2017/746 szamu in vitro diagnosztikai orvostechnikai eszkozokrél szo6l6
rendeletnek.

Ez a megfeleldségi nyilatkozat a gyart6, az Oxford Immunotec Ltd. kizarélagos
felelésségére keril kibocsatasra és a nevében keril aldirasra.

P

K

Alairas: Il
Név: Chris Dark
Pozicio: Head of Regulatory Affairs
Hely: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Egyesiilt Kiralysag
Datum: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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DICHIARAZIONE DI CONFORMITA CE

Denominazione Del Prodotto:
Codice/l Del Prodotto:

Fabbricante:

Numero Di Registrazione Unico
Del Produttore:

Rappresentante Autorizzato:

Codice Di Registrazione Unico
Del Rappresentante Autorizzato:

Uso Previsto:

UDI-DI Di Base:

Percorso Di Valutazione Della
Conformita:

Classificazione Del Rischio:

T-Cell Select
TSK.910 e TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Regno Unito

GB-MF-000004429

Oxford Immunotec (lreland) Ltd.
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Repubblica d'lIrlanda

IE-AR-000003507

I kit T-Cell Select ¢& destinato
all'isolamento di cellule immunitarie
mononucleate dal sangue intero,

mediante selezione positiva attraverso
un sistema di separazione cellulare
basato su biglie magnetiche, per 'uso in
test immunologici cellulo-mediati.

5051716 TSKDF

Regolamento sui dispositivi medico-
diagnostici in vitro, 2017/746

Allegati IV

Classe A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HUNT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd dichiara che il suddetto dispositivo & conforme al
regolamento sui dispositivi medico-diagnostici in vitro, 2017/746.

La presente dichiarazione di conformita & rilasciata sotto la responsabilita
esclusiva e firmata per conto del produttore, Oxford Immunotec Ltd.

Firma: e
Nome: Chris Dark
Ruolo: Head of Regulatory Affairs
Luogo: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Regno Unito
Data: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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EK ATBILSTIBAS DEKLARACIJA

Produkta Nosaukums:
Produkta Kods(-l):

Razotajs:

RazZotaja Vienotais Registracijas
Numurs:

Pilnvarotais Parstavis:

Pilnvarota Parstavja
Vienotais Registracijas Numurs:

Paredzétais Lietojums:

Pamata UDI-DI:

Atbilstibas Novértéjums Saskana Ar:

Riska Klasifikacija:

T-Cell Select
TSK.910 un TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Apvienota Karaliste

GB-MF-000004429

Oxford Immunotec (ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Trija

IE-AR-000003507

T-Cell Select komplekts ir paredzéts
mononukledro imdnsdnu izolé3anai no
pilnasinim péc pozitivas atlases principa,
izmantojot Sdnu atdaliSanas sistému,
kuras pamata ir magnétiskas lodites, un
izoleto  80nu  izmantoSanai  SUnu
mediétas imlinanalizés.

5051716 TSKDF

Regulu  2017/746 par in vitro
diagnostikas mediciniskam iericém.

IV PIELIKUMS

A klase

Vv
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Ar 8o Oxford Immunotec Ltd pazino, ka iepriek§ minéta ierice atbilst Regulai
2017/746 par in vitro diagnostikas mediciniskam iericém.

RaZotajs Oxford Immunotec Ltd ir uznémies pilnu atbildibu par 3o atbilstibas
deklaraciju un ir parakstijis to.

Paraksts: C“"'ﬂﬂ
Vards, Uzvards: Chris Dark
Amats: Head of Regulatory Affairs
Vieta: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Apvienota Karaliste
Datums: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HUNT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
\'
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EB ATITIKTIES DEKLARACIJA

Gaminio Pavadinimas:
Gaminio Kodas (-Ai):

Gamintojas:

Gamintojo Vienkartinés Registracijos
Numeris:

lgaliotasis Atstovas:

Jgaliotojo Atstovo
Vienkartinés Registracijos Numeris:

Numatytoji Paskirtis:

Bazinis UDI-DI:

Atitikties Vertinimo Buadas:

Rizikos Klasifikacija:

.1-Cell Select’
TSK.910 ir TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Jungtiné Karalysté

GB-MF-000004429

Oxford Immunotec (ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Airijos Respublika

IE-AR-000003507

,T-Cell Select" rinkinys yra skirtas
mononuklearinéms imuninéms lgsteléms
iS viso kraujo iSskirti, taikant teigiamg
atrankg per magnetiniais rutuliukais
pagrjstg Iasteliy atskyrimo sistema, kad
jas buty galima naudoti Igsteliniams
imuniniams tyrimams.

5051716 TSKDF

In vitro diagnostikos  medicinos
priemoniy reglamentas 2017/746

IV priedas

A klasé

EN/BG/HR/CS/DA/NL/ET/FI/FRIDE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S |
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,Oxford Immunotec Ltd" pareiskia, kad pirmiau minéta priemoné atitinka In vitro
diagnostikos medicinos priemoniy reglamentg 2017/746.

Uz Sig atitikties deklaracija atsako ir gamintojo vardu jg pasirado bendrove ,Oxford
Immunotec Ltd".

o~
o

Parasas: Et=
Vardas, Pavardé: Chris Dark
Pareigos: Head of Regulatory Affairs
Vieta: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Jungtine Karalysté
Data: 08Dec2023

V
TS-DC(EC)-UK-0002 Version 2 08-Dec-2023 | {
DOCUMENT CONTROL CENTRE Page 30 of 46

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LVILT/MT/PL/PT/RO/SK/SL/ES/S ‘




000
000
00O

Oxford
Immunotec

DIKJARAZZJONI TA’ KONFORMITA TAL-KE

Isem tal-Prodott:
Kodici(jiet) tal-Prodott:

Manifattur:

Registrazzjoni Unika tal-Manifattur
Numru:

Rapprezentant Awtorizzat:

Rapprezentant Awtorizzat
Numru ta’ Registrazzjoni Uniku:

Ghan Intenzjonat:

UDI-DI Baziku:

Rotta tal-Evalwazzjoni ta’ Konformita:

Klassifikazzjoni tar-Riskju:

T-Cell Select
TSK.910 u TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Ir-Renju Unit

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Repubblika tal-Irlanda

IE-AR-000003507

ll-kitt T-Cell Select huwa mahsub ghall-
izolament ta’ ¢elluli immuni mononukleari
mid-demm shih, bl-uzu ta’ ghazla
pozittiva permezz ta’ sistema ta’
separazzjoni tac-celluli bbazata fuq zibeg
manjeti¢i, ghall-uzu fassaggi immuni
medjati mic-celluli.

5051716 TSKDF

Regolament dwar Apparat Mediku
Dijanjostiku In Vitro, 2017/746

Anness |V

Klassi A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd b’'dan tiddikjara li l-apparat imsemmi hawn fuq huwa
konformi mar-Regolament dwar Apparat Mediku Dijanjostiku In Vitro, 2017/746.

Din id-dikjarazzjoni ta’ konformita tinhareg taht ir-responsabbilta unika ta’, u hi
ffirmata fisem il-manifattur, Oxford Immunotec Ltd.

Firma: (===

Isem: " Chris Dark
Pozizzjoni: Head of Regulatory Affairs
Post: Oxford Immunotec Ltd
143 Park Drive,
Milton Park
Abingdon, Oxfordshire, OX14 4SE
Ir-Renju Unit
Data: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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DEKLARACJA ZGODNOSCI WE

Nazwa Produktu: T-Cell Select
Kod(-Y) Produktu: TSK.910 i TSK.960
Producent: Oxford Immunotec Ltd.
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Wielka Brytania

Indywidualny Numer Rejestracyjny
Producenta Numer: GB-MF-000004429

Upowazniony Przedstawiciel: Oxford Immunotec (Ireland) Ltd.
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,
Cork,
Republika Irlandii

Upowazniony Przedstawiciel
Indywidualny Numer Rejestracyjny: |E-AR-000003507

Przeznaczenie: Zestaw T-Cell Select jest przeznaczony
do izolowania jednojgdrzastych komérek
odpornosciowych z krwi petnej, przy
zastosowaniu selekcji pozytywnej za
pomoca magnetycznego systemu
separacji komérek na bazie kulek
magnetycznych, do stosowania w
testach immunologicznych z udziatem
komérek.

Podstawowy UDI-DI: 5051716 TSKDF

Procedura Oceny Zgodnosci: Rozporzgdzenie w sprawie wyrobdéw
medycznych do diagnostyki in vitro,
2017/746
Zatgcznik IV

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Klasyfikacja Ryzyka: Klasa A

Oxford Immunotec Ltd niniejszym o$wiadcza, ze wyzej wymieniony wyréb jest
zgodny z Rozporzadzeniem w sprawie wyrobéw medycznych do diagnostyki in
vitro, 2017/746.

Niniejsza deklaracja zgodnosci zostata wydana na wytgczng odpowiedzialno$é
i podpisana w imieniu producenta, Oxford Immunotec Ltd.

—

Podpis: A=
Nazwa: Chris Dark
Stanowisko: Head of Regulatory Affairs
Miejscowos¢: Oxford Immunotec Ltd.
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Wielka Brytania
Data: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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DECLARACAO DE CONFORMIDADE CE

Nome do Produto:
Cdédigo(s) do Produto:

Fabricante:

Registo Unico do Fabricante
Numero:

Representante Autorizado:

Representante Autorizado:
NuUmero Unico De Registo:

Objetivo:

UDI-DI Basico:

Rota de Avaliagao da Conformidade:

Classificacao de Risco:

T-Cell Select
TSK.910 e TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Reino Unido

GB-MF-000004429.

Oxford Immunotec (Irlanda) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republica da Irlanda

IE-AR-000003507.

O kit T-Cell Select destina-se a utilizagao
no isolamento de células imunes
mononucleares do sangue total,
utilizando a sele¢ao positiva através de
um sistema de separacao celular
baseado em esferas magnéticas, para a
utiizaggo em  imunoensaios de
mediag¢ao celular.

5051716 TSKDF.
Regulamento de Dispositivos Meédicos
de Diagnéstico In Vitro, 2017/746

Anexo |V

Classe A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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A Oxford Immunotec Ltd declara que o dispositivo acima mencionado esta em
conformidade com o Regulamento de Dispositivos Médicos de Diagnéstico In
Vitro, 2017/746.

Esta declaragéo de conformidade é emitida sob a responsabilidade exclusiva, e
assinada em nome do fabricante, Oxford Immunotec Ltd.

L9

e

Assinatura: =
Nome: Chris Dark
Cargo: Head of Regulatory Affairs
Local: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Reino Unido
Data: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LVILT/MT/PL/PT/RO/SK/SL/ES/S
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DECLARATIE DE CONFORMITATE CE

Denumirea Produsului:
Cod (Coduri) De Produs(E):

Producator:

Numér Unic De inregistrare Al
Producatorului:

Reprezentant Autorizat:

Numér Unic De inregistrare
Al Reprezentantului Autorizat:

Destinatie De Utilizare:

UDI-DI De Baza:

Procedura De Evaluare A
Conformitatii:

Clasificarea Riscului:

Vv

T-Cell Select
TSK.910 si TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Regatul Unit

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republica Irlanda

IE-AR-000003507

Kitul T-Cell Select este destinat izolarii
celulelor imune mononucleare din
sangele integral, utilizadnd selectie
pozitiva prin intermediul unui sistem de
separare celulara pe baza de perle
magnetice, pentru utilizare in imunoteste
mediate celular.

5051716 TSKDF

Regulamentul 2017/746 privind
dispozitivele medicale pentru diagnostic
in vitro

Anexa |V

Clasa A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ESIS
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Oxford Immunotec Ltd declara prin prezenta ca dispozitivul mentionat mai sus este
in conformitate cu Regulamentul 2017/746 privind dispozitivele medicale pentru
diagnostic in vitro.

Prezenta declaratie de conformitate este emisa sub responsabilitatea exclusiva a
si este semnata in numele producatorului, Oxford Immunotec Ltd.

7 ol

Semnatura: -
Nume: Chris Dark
Functie: Head of Regulatory Affairs
Locul: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Regatul Unit
Data: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
Vv
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VYHLASENIE ES O SULADE

Nazov Produktu:
Koéd(Y) Produktu:

Vyrobca:

Jednotna Registracia Vyrobcu:
Cislo:

Autorizovany Zastupca:

Autorizovany Zastupca
Registraéné Cislo:

Urcéené Pouzitie:

Zakladny UDI-DI:

Postup Na Hodnotenie Suladu:

Rizikova Klasifikacia:

T-Cell Select
TSK.910 a TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Spojené kralovstvo

GB-MF-000004429

Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

irska republika

IE-AR-000003507

Suprava T-Cell Select je urena na
izolaciu mononuklearnych imunitnych
buniek z celej krvi pomocou pozitivheho
vyberu magnetickym systémom gulé¢ok
na triedenie buniek na pouzitie v
analyzach bunkovej imunity.

5051716 TSKDF

Nariadenie o lekarskych diagnostickych
pomdckach in vitro 2017/746

Priloha IV

Trieda A

Oxford Immunotec Ltd tymto prehlasuje, Ze horeuvedena pomdcka je v sulade
s nariadenim o lekarskych diagnostickych poméckach in vitro 2017/746.

\Y
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Toto prehlasenie o sulade je vydané na vyhradni zodpovednost vyrobcu, Oxford
Immunotec Ltd., a je podpisané v jeho mene.

Podpis: =
Meno: Chris Dark
Funkcia: Head of Regulatory Affairs
Miesto: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Spojené kralovstvo
Datum: 208Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/ILT/MT/PL/PT/RO/SK/SL/ES/S
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1IZJAVA ES O SKLADNOSTI

Ime lzdelka:
Kode lzdelkov:

Proizvajalec:

Enotna Registracija Proizvajalca
Stevilka:

Pooblaséeni Zastopnik:

Pooblasceni Zastopnik
Enotna Registrska Stevilka:

Predviden Namen:

Osnovni UDI-DI:

Postopek Ugotavljanja Skladnosti:

Klasifikacija Tveganja:

T-Cell Select
TSK.910 in TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Velika Britanija

GB-MF-000004429

Oxford Immunotec (Irska) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republika Irska

IE-AR-000003507

Komplet T-Cell Select je namenjen
izolaciji mononuklearnih imunskih celic iz
polne krvi z uporabo pozitivhe selekcije
prek sistema za lo€evanje celic ha osnovi
magnetnih kroglic, za uporabo v celi¢no
posredovanih imunskih testih.

5051716 TSKDF

Uredba o medicinskih pripomoékih za
diagnostiko in vitro, 2017/746

Priloga IV

Razred A

Oxford Immunotec Ltd izjavlja, da je zgoraj omenjeni pripomodek v skladu z
Uredbo o medicinskih pripomockih za diagnostiko in vitro, 2017/746.

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HUNT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S

\'
TS-DC(EC)-UK-0002 Version 2

DOCUMENT CONTROL CENTRE

08-Dec-2023
Page 41 of 46




000
3ec Oxford
OO0 Immunotec

Ta izjava o skladnosti je izdana pod izkljuéno odgovornostjo in podpisana v imenu
proizvajalca, Oxford Immunotec Ltd.

'/
Y

Podpis: e
Ime: Chris Dark
Polozaj: Head of Regulatory Affairs
Kraj: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Velika Britanija
Datum: 08Dec2023
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DECLARACION DE CONFORMIDAD DE EC

Nombre Del Producto:
Cédigo Del Producto:

Fabricante:

Numero De Registro Unico
De Fabricante:

Representante Autorizado:

Numero De Registro Unico Del
Representante Autorizado:

Finalidad Prevista:

UDI-DI Basico:

Ruta De Evaluacion De Conformidad:

Clasificacion De Riesgo:

T-Cell Select
TSK.910 y TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Reino Unido

GB-MF-000004429

Oxford Immunotec (Irlanda) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republica de Irlanda

IE-AR-000003507

El kit T-Cell Select esta destinado al
aislamiento de células inmunitarias
mononucleares de sangre completa
mediante seleccion positiva a través de
un sistema de separacion celular basado
en microesferas magnéticas, para el uso
en ensayos inmunologicos mediados por
células.

5051716 TSKDF
Reglamento de dispositivos médicos de
diagndstico in vitro, 2017/746

Anexo IV

Clase A

Vv
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Oxford Immunotec Ltd declara por la presente que el dispositivo mencionado
anteriormente cumple con el Reglamento de dispositivos médicos de diagnéstico
in vitro, 2017/746.

Esta declaracion de conformidad se emite bajo la exclusiva responsabilidad del
fabricante, Oxford Immunotec Ltd., y se firma en su nombre.

Firma: &

Nombre: Chris Dark
Puesto: Head of Regulatory Affairs
Lugar: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Reino Unido
Fecha: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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EC-FORSAKRAN OM OVERENSSTAMMELSE

Produktnamn:
Produktkod(er):

Tillverkare:

T-Cell Select
TSK.910 och TSK.960

Oxford Immunotec Ltd

143 Park Drive,

Miiton Park,

Abingdon, Oxfordshire, OX14 4SE
Storbritannien

Tillverkarens Enskilda Registrerings-

Nummer:

Auktoriserad Representant:

Auktoriserad Representant
Enskilt Registreringsnummer:

Avsedd anvandning:

Grundlaggande UDI-DI:

Forfarande F6r Bedémning Av
Overensstimmelse:

Riskklassificering:

GB-MF-000004429

Oxford Immunotec (ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Irland

IE-AR-000003507

Satsen T-Cell Select ar avsedd for att
isolering av mononukledra immunceller
fran helblod. Ett positivt urval gérs med
hjdlp av ett magnetiskt droppbaserat
cellseparationssystem som anvands i
cellmedierade immunanalyser.

5051716 TSKDF

Medicinteknisk produkt fér in vitro-
diagnostik, férordning 2017/746

Bilaga IV

Klass A
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Oxford Immunotec Ltd férsakrar harmed att ovanstaende medicintekniska produkt
Overensstammer med férordningen fér medicinteknisk produkt foér in vitro-
diagnostik, 2017/746.

Denna férsdkran om déverensstammelse utfardas pa tillverkarens eget ansvar och
undertecknas for tillverkarens rakning, Oxford Immunotec Ltd.

Underskrift: (==
Namn: Chris Dark
Befattning: Head of Regulatory Affairs
Plats: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Storbritannien
Datum: 08Dec2023
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