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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 Xtend
TTK.610 and TTK.650

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 Xtend reagent is intended for
use in the preparation of T cells purified
from whole blood. The reagent will
enable laboratories to isolate
lymphocytes from whole blood for up to
32 hours following venepuncture for
assay by a commercial ELISPOT
procedure.

5051716 TTKDJ

In Vitro Diagnostic Medical Device
Regulation, 2017/746

Annex IV

Class A

\'%
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Oxford Immunotec Ltd hereby declare that the above-mentioned device is in
conformity with the In Vitro Diagnostic Medical Device Regulation, 2017/746.

This declaration of conformity is issued under the sole responsibility of, and signed
on behalf of the manufacturer, Oxford Immunotec Ltd.

£

Signature: SF—

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/NT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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EO AEKNAPALIUA 3A CBOTBETCTBUE

Mme Ha npoaykTa:
Koa(oBe) Ha npoaykTa:

Mpoussoaguren:

EAQviHeH pernctpaumMoHeH HOMep Ha

npoussoguTens.

YnbnHOMOLEH NpeacTaBUTen:

EAnHeH perncrpaunoHeH HOMEep Ha

ynbJIHOMOLUEeHUA npeacraBuTen.

I'IpenHasﬂaquMe:

OcHoBeH UDI-DI koa:

MeTtopa 3a oLeHKa Ha
CbOTBEeTCTBUETO:

T-Cell Xtend
TTK.610 n TTK.650

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
ObennHEeHOTO KpancTeo

GB-MF-000004429

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

Cork,

Penybnuka NpnaHauna

IE-AR-000003507

PeaktusbsTt T-Cell Xtend e
npegHasHayeH 3a  ynotpeba npwm
nogroToBkaTa Ha T-KNeTKW, NPEYNCTEHM
OT usna kpbB. PeaktmebT pAasa
Bb3MOXHOCT Ha nabopatopuute Aga
n3onupat numMdounTn oT usana KpbB Ao
32 vaca cnepn BeHenyHKUMA 3a aHanus
ypes HanuyHata B TbproBckaTa mpexa
npoueaypa ELISPOT.

5051716 TTKDJ
PernameHT 3a mMeauUMHCKUTE uU3aenua

3a NHBUTPO AnarHocTuka, 2017/746
Mpunoxexne 1V

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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Knacudukaumsa Ha pucka: Knac A

Oxford Immunotec Lid peknapupa, 4e NOCOYEHOTO nNoO-rope usgenue e B
CboTBETCTBUE C PernameHta 3a MeAMUMHCKUTE u3Zenuss 3a WHBUTPO

anarHoctuka, 2017/746.

Hacrosawara geknapauus 3a CbOTBETCTBUE € M3fadeHa noj U3KniouuTenHara
OTrOBOPHOCT U noanucaHa ot nmeTo Ha npoussogurtens, Oxford Immunotec Ltd.

Nopgnuc: {{if"'”'ﬂ
Ume: Chris Dark
OnbXHOCT: Head of Regulatory Affairs
MsacTo: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Ob6eanHeHOoTOo KpancTeo
Hara: 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 IZJAVA O SUKLADNOSTI

Naziv Proizvoda:
Kod(Ovi) Proizvoda:

Proizvodac:

Jedinstvena Registracija Proizvodaca
Broj:

Ovlasteni Predstavnik:

Ovlasteni Predstavnik
Jedinstveni Registarski Broj:

Namjena:

Osnovni UDI-DI:

Postupak Ocjenjivanja Sukladnosti:

Klasifikacija Rizika:

T-Cell Xtend
TTK.610i TTK.650

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

Reagens T-Cell Xtend namijenjen je za
uporabu u pripremi T stanica pro€i§éenih
iz pune krvi. Reagens ¢e omoguciti
laboratorijima da izoliraju limfocite iz
pune krvi do 32 sata nakon punkcije vene

za analizu komercijalnim ELISPOT
postupkom.

5051716 TTKDJ

Uredba o in vitro dijagnostickim

medicinskim proizvodima, 2017/746
Prilog 1V

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 dijagnostickim medicinskim proizvodima, 2017/746.

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

(/'—
Potpis: (St —
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/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
\
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ES PROHLASENiI O SHODE

Nazev Produktu
Kod/Y Produktu:

Vyrobce:

Jedina Registrace Vyrobce
Cislo:

Zplnomocnény Zastupce:

Zplnomocnény Zastupce
Jediné Registracni Cislo:

Zamysleny Uéel:

Zakladni UDI-DI:

Postup Pro Posuzovani Shody:

Klasifikace Rizika:

T-Cell Xtend
TTK.610 a TTK.650

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

Reagencie T-Cell Xtend je uréena
k pouziti pfi pripravé  T-lymfocytl
purifikovanych z plné krve. Reagencie
umozni laboratofim izolovat lymfocyty
z plné krve az 32 hodin po odbéru krve
a provést test komerénim postupem
ELISPOT.

5051716 TTKDJ

Nafizeni oin vitro diagnostickych
zdravotnickych prostiedcich, 2017/746
Priloha IV

Tfida A

Vv
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Spole¢nost Oxford Immunotec Ltd timto prohlasuje, Ze vy$e zminé&ny prostiedek
je ve shodé s nafizenim o in vitro diagnostickych zdravotnickych prostiedcich,

2017/746.

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

Podpis:
Jméno:
Pozice:

Misto:

Datum:

C/- '. g

Chris Dark

Head of Regulatory Affairs

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Velka Britanie

08Dec2023

Vv
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EF-OVERENSSTEMMELSESERKLZARING

Produktnavn:
Produktkode(r):

Producent:

Producentens Enkelte Registrering
Nummer:

Autoriseret Reprasentant:

Autoriseret Reprasentant
Enkelt Registreringsnummer:

Tilsigtet formal:

Basis UDI-DI:

Vejen Til
Overensstemmelsesvurdering:

Risikoklassifikation:

T-Cell Xtend
TTK.610 og TTK.650

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 Xtend-reagenset er beregnet il
brug ved klarggring af oprensede T-celler
fra fuldblod. Reagenset gar laboratorier i
stand til at isolere lymfocytter fra fuldblod
i op til 32timer efter udtagning af
blodpreve til analyse med en
kommercielt  tilgeengelig  ELISPOT-
procedure.

5051716 TTKDJ

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

Bilag IV

Klasse A

\'
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Oxford Immunotec Ltd erkleerer herved, at den ovenfor naevnte enhed overholder
regulativet om medicinsk udstyr til in vitro-diagnostik 2017/746.

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

— \
Underskrift: (ﬂx—f =
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
Vv — |
TT-DC(EC)-UK-0002 Version 2 08-Dec-2023
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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 Xtend
TTK.610 en TTK.650

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

IE-AR-000003507

Het T-cell Xtend-reagens is bedoeld voor
gebruik bij de bereiding van T-cellen die
gezuiverd zijn uit volbloed. Het reagens
zal laboratoria in staat stellen om
lymfocyten uit volbloed te isoleren tot 32
uur na venapunctie voor analyse met
behulp van een commerciéle ELISPOT-
procedure.

5051716 TTKDJ

medische
in-vitrodiagnostiek,

Verordening  betreffende
hulpmiddelen voor
2017/746
Bijlage IV

Klasse A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HUNT/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: (=——
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/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
Vv
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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:

P&hi-UDI-DI:

Vastavuse Hindamise Tee:

Riski Klassifikatsioon:

T-Cell Xtend
TTK.610 ja TTK.650

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

Reagent T-Cell Xtend on ette nahtud
kasutamiseks tadisverest puhastatud T-
rakkude preparatsioonil. Reagent
vbimaldab laboritel isoleerida
[omfotsliidid taisverest kuni 32 tunni
jooksul parast veenipunktsiooni
kommertsliku ELISPOT-i protseduuri teel
analiilisimiseks.

5051716 TTKDJ
Maarus in vitro
diagnostikameditsiiniseadmete  kohta,

2017/746
IV lisa

Klass A

Vv
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TT-DC(EC)-UK-0002 Version 2
| DOCUMENT CONTROL CENTRE

08-Dec-2023

Page 13 of 46




000
OO0 Immunotec

Oxford Immunotec Ltd kinnitab kaesolevaga, et Ulalnimetatud seade on
vastavuses maarusega in vitro diagnostikameditsiinisesadmete kohta, 2017/746.

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

¥

Allkiri: (_,d,f,-f""ﬂ
Nimi: " Chris Dark
Ametikoht: Head of Regulatory Affairs
Koht: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

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

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

TT-DC(EC)-UK-0002 Version 2 08-Dec-2023
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EY:N VAATIMUSTENMUKAISUUSTODISTUS

Tuotteen Nimi:
Tuotekoodi(t):

Valmistaja:

Valmistajan Yksittdinen Rekisterdinti

Lukumaira:

Valtuutettu Edustaja:

Valtuutettu Edustaja:

Yksittdinen Rekisteréintinumero:

Suunniteltu Kayttoétarkoitus:

Perus UDI-DI:

Yhdenmukaisuus; Arviointireitti:

Riskiluokitus:

T-solu, Xtend
TTK.610 ja TTK.650

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Yhdistynyt kuningaskunta

GB-MF-000004429

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

Cork

Republic of Ireland / Irlanti

IE-AR-000003507

T-solun Xtend-reagenssi on tarkoitettu
kokoverestd puhdistettujen T-solujen
valmistukseen. Reagenssin  avulla
laboratoriot voivat eristda lymfosyytit
kokoverestd enintddn 32 tunnin ajan
laskimopunktion  jdlkeen  maaritysta
varten kaupallisella ELISPOT-
menettelylia.

5051716 TTKDJ

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/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Oxford Immunotec Ltd vakuuttaa taten, ettd edelld mainittu laite on In vitro -
diagnostiikkaan tarkoitetun ldakinnéllisen laitteen asetuksen (2017/746)
mukainen.

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

& _—

Allekirjoitus: A=
Nimi: Chris Dark
Asema: Head of Regulatory Affairs
Paikka: Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE

Y hdistynyt kuningaskunta
Paivays: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HUNT/LVILT/IMT/PL/PT/RO/SK/SL/ES/S
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DECLARATION DE CONFORMITE CE

Nom Du Produit: T-Cell Xtend
Code(S) Du Produit: TTK.610 et TTK.650
Fabricant: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Royaume-Uni

Numéro D’enregistrement Unique Du
Fabricant: GB-MF-000004429

Représentant Autorisé: Oxford Immunotec (Irlande) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,
Cork,
République d’Irlande

Numéro D’enregistrement Unique
Du Représentant Autorisé: IE-AR-000003507

Emploi Prévu: Le réactif T-Cell Xtend est destiné a étre
utilisé pour la  préparation de
lymphocytes ou cellules T purifiées a
partir du sang total. Grace a ce réactif,
les laboratoires pourront isoler les
lymphocytes du sang total jusqu'a
32 heures aprés la ponction veineuse
pour les analyser selon une procédure
ELISPOT commerciale.

IUD-ID De Base: 5051716 TTKDJ

Cheminement De L’évaluation De La

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

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

&
Signature: N —
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/NT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
\'

TT-DC(EC)-UK-0002 Version 2 08-Dec-2023
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EG-KONFORMITATSERKLARUNG

Produktbezeichnung:
Produktcode(s):

Hersteller:

Hersteller-Einzelanmeldung
Nummer:

Vertretungsberechtigter:

Vertretungsberechtigter
Einzelregistrierungsnummer:

Einsatzzweck:

Basis-UDI-DI:

Konformitidtsbewertungsmethode:

Risikoeinstufung:

T-Cell Xtend
TTK.610 und TTK.650

Oxford Immunotec Ltd.

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 Xtend-Reagenz wird bei der
Vorbereitung von aus Vollblut
extrahierten T-Zellen eingesetzt. Mittels
der Reagenz kénnen Labors bis zu 32
Stunden nach der Venenpunktion
Lymphozyten aus Vollblut isolieren, um
sie mit einem kommerziellen ELISPOT-
Test zu untersuchen.

5051716 TTKDJ

Verordnung Uber In-Vitro-Diagnostika,
2017/746

Anhang |V

Klasse 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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Oxford Immunotec Ltd. erklart hiermit, dass das oben genannte Produkt die
Verordnung uber In-Vitro-Diagnostika 2017/746 erfullt.

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

Unterschrift: C:,,_-—J
Name: Chris Dark
Position: Head of Regulatory Affairs
Ort: Oxford Immunotec Ltd.
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Vereinigtes Kdnigreich
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
\'

TT-DC(EC)-UK-0002 Version2 08-Dec-2023
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AHAQ2H 2YMMOPO®Q>HZ EK

ETTwvupia rpoidvTog:
Kwdiko6g(-oi) rpoidévToc:

KataokeuaoTig:

Eviaiog apiBu6¢ karaxwpiong
KATAOKEVAOTH:

ESouoiodotnuévog avrimpoowTrog:

ESouoiodotnpévog avtimmpoowTrog:

Eviaiog apiBuég kataxwpiong:

MpoBAetTépevn XpRON:

Baoiké UDI-DI:

Aladikaoia afloAéynong Tng
OUPHOPOWONG:

T-Cell Xtend
TTK.610 kau TTK.650

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Hvwpévo BaaoiAeio

GB-MF-000004429

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

Kopk,

Anuokparia Tng IpAavdiag

IE-AR-000003507

To avndpaotipio  T-Cell  Xtend
TTPOOpPICETAI YIO XPrON OTNV TTAPACKEUR
T KUTTApwV KeKaBapuévwy atrd oAk
aipa. To avmdpacTpio £MTPETTEI OTA
EpyaoTipla va ATTOMOVWVOUV
Ae@OKUTTapPA atmod 10 OAIKS aipa €wg Kal
32 wpeg META TN QAEPOTTAPAKEVTRON YIA
OVAAUCN ME TNV  EUTTOPIKA  TEXVIKN
ELISPOT.

5051716 TTKDJ
Kavoviopog 2017/746 yia ta in vitro

OIaYVWOTIKA IOTPOTEXVOAOYIKA TTPOIOVTA
Mapdptnua IV

\'

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

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

08-Dec-2023

DOCUMENT CONTROL CENTRE

Page 21 of 46




000)

3ea Oxford

S0OImmunotec

Tagivounon kivéivou: Karnyopia A

H Oxford Immunotec Ltd dnAwvel 611 n TpoavaPepBeica CUTKEUN) TUUHOPPWVETAI
pe Tov Kavoviou6 2017/746 yia Ta in vitro d1ayvwoTIKA IATPOTEXVOAOYIKA TTPOIOVTA.

H 1Tapouca dNAwon CUPPOPPWONG eKBIBETOI UTTO TNV ATTOKALIOTIKI £uBUVN TOU
kKataokeuaoTr, Tng Oxford Immunotec Ltd, kal utroypdagetan €€ ovopaTog autoU.

k_,

YTroypagh: (e
OvopaTETTWVUHO: Chris Dark
151670 Head of Regulatory Affairs
Toémog: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Hvwuévo BaaoiAeio
Huepopnvia: 08Dec2023

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
v o |
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EK-MEGFELELOSEGI NYILATKOZAT

Terméknév:
Termékkadd(ok):

Gyarto:

Gyartéi Egyszeri Regisztracio
Szam:

Meghatalmazott Képvisel6:

Meghatalmazott Képvisel6
Egyedi Regisztraciés Szam:

Rendeltetési Cél:

Alap UDI-DI:

Megfelel6ség-Ertékelési Utvonal:

Kockazati Besorolas:

T-Cell Xtend
TTK.610 és TTK.650

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 Mallow Road,

Cork,

fr Koztarsasag

IE-AR-000003507

A T-Cell Xtend reagenst teljes vérbdél
tisztitott T-sejtek elballitasara szanjak. A
reagens lehetévé teszi a laboratériumok

szamara limfocitak izolalasat teljes
vérbél a  vénapunkcidét  kdvetden
legfeljebb 32 oran keresztil
kereskedelmi ELISPOT  eljarassal

térténd vizsgalat céljabol.

5051716 TTKDJ

In vitro diagnosztikai orvostechnikai
eszkdzbkrdl szo6l6 rendelet, 2017/746

IV. melléklet

A osztaly

\Y
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Az Oxford Immunotec Ltd ezennel kijelenti, hogy a fent emlitett eszk6z megfelel a
2017/746 szamu in vitro diagnosztikai orvostechnikai eszk6zokrél szolé
rendeletnek.

Ez a megfeleléségi nyilatkozat a gyarto, az Oxford Immunotec Ltd. kizarélagos
felel6sségére keriil kibocsatasra és a nevében kertil alairasra.

Alairas: = —
Név: Chris Dark
Pozicié: Head of Regulatory Affairs
Hely: Oxford immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Egyesiult Kiralysag
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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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 Xtend
TTK.610 e TTK.650

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Regno Unito

GB-MF-000004429

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

Cork,

Repubblica d'Irlanda

IE-AR-000003507

Il reagente T-Cell Xtend e destinato
all'uso nella preparazione di linfociti T
purificati dal sangue intero. Il reagente
consentira ai laboratori di isolare i linfociti
dal sangue intero fino a 32 ore dopo la
venipuntura per il saggio mediante una
procedura ELISPOT commerciale.

5051716 TTKDJ

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

Allegati IV

Classe A

\"
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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: . i
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/HUNT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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EK ATBILSTIBAS DEKLARACIJA

Produkta Nosaukums:
Produkta Kods(-l):

Razotajs:

Razotaja Vienotais Registracijas
Numurs:

Pilnvarotais Parstavis:

Pilnvarota Parstavja
Vienotais Registracijas Numurs:

Paredzétais Lietojums:

Pamata UDI-DI:

Atbilstibas Novértéjums Saskana Ar:

Riska Klasifikacija:

T-Cell Xtend
TTK.610 un TTK.650

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 Xtend reagents ir paredzéts no
pilnasinim attiritu T SGnu sagatavos$anai.
Reagents lauj laboratoriski izolét
limfocttus no pilnasinim 32 stundu laika
péc venozo asinu savaksanas, lai veiktu
komerciala ELISPOT testa procediru.

5051716 TTKDJ

Regulu  2017/746 par in  vitro

diagnostikas mediciniskam iericém.
IV PIELIKUMS

A klase

Ar 30 Oxford Immunotec Ltd pazino, ka iepriek§ minéta ierice atbilst Regulai
2017/746 par in vitro diagnostikas mediciniskam iericém.

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

C

e

Paraksts: =
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/HU/IT/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:

|galiotasis Atstovas:

Jgaliotojo Atstovo
Vienkartinés Registracijos Numeris:

Numatytoji Paskirtis:

Bazinis UDI-DI:

Atitikties Vertinimo Biidas:

Rizikos Klasifikacija:

,T-Cell Xtend"
TTK.610 ir TTK.650

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Jungtiné Karalysté

GB-MF-000004429

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

Cork,

Airijos Respublika

IE-AR-000003507

,1-Cell Xtend“ reagentas yra skirtas i$
viso kraujo i8grynintoms T Iasteléems
paruosti. Reagentas leis laboratorijoms
atskirti limfocitus i$ viso kraujo pragéjus ne
daugiau kaip 32 valandoms po
venepunkcijos, kad baty galima atlikti
tyrimg naudojant komercine ELISPOT
procedura.

5051716 TTKDJ

In  vitro diagnostikos  medicinos
priemoniy reglamentas 2017/746

IV priedas

A klasé

\Y
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,Oxford Immunotec Ltd“ pareiskia, kad pirmiau minéta priemoné atitinka In vitro
diagnostikos medicinos priemoniy reglamentg 2017/746.

Uz 3ig atitikties deklaracijg atsako ir gamintojo vardu jg pasiraso bendrové ,Oxford
Immunotec Ltd“.

Parasas: &=
Vardas, Pavardé: Chris Dark
Pareigos: Head of Regulatory Affairs
Vieta: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Jungtiné Karalysteé
Data: 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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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: Regolament

Klassifikazzjoni tar-Riskju:

T-Cell Xtend
TTK.610 u TTK.650

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

Ir-reagent T-Cell Xtend huwa mahsub
ghall-uzu fil-preparazzjoni ta’ ¢celluli T
ippurifikati mid-demm shih. Ir-reagent se
jippermetti lill-laboratorji biex jizolaw il-
limfoc¢iti mid-demm shih sa 32 siegha
wara |-venepuncture ghall-assagg bi
procedura ELISPOT kummercjali.

5051716 TTKDJ
dwar Apparat Mediku
Dijanjostiku In Vitro, 2017/746
Anness IV
Klassi A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HUNT/LV/ILT/MT/PL/PT/RO/SK/SL/IES/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: (S
Isem: Chris Dark
Pozizzjoni: Head of Regulatory Affairs
Post: Oxford Immunotec Ltd
143 Park Drive,
Milton Park
Abingdon, Oxfordshire, OX14 4SE
[r-Renju 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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DEKLARACJA ZGODNOSCI WE

Nazwa Produktu: T-Cell Xtend
Kod(-Y) Produktu: TTK.610i TTK.650
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: Odczynnik T-Cell Xtend jest
przeznaczony do stosowania w
przygotowaniu limfocytow T
oczyszczonych z krwi petnej. Odczynnik
umozliwia laboratoriom izolacje
limfocytow z petnej krwi przez okres do
32 godzin po nakiluciu zyly w celu
oznaczenia ich za pomocg komercyjnej
procedury ELISPOT.

Podstawowy UDI-DI: 5051716 TTKDJ

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

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

Oxford Immunotec Ltd niniejszym os$wiadcza, ze wyzej wymieniony wyrdb 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: =
Nazwa: Chris Dark
Stanowisko: Head of Regulatory Affairs
Miejscowosé: 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: T-Cell Xtend
Cadigo(s) do Produto: TTK.610 e TTK.650

Fabricante: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Reino Unido

Registo Unico do Fabricante
NUmero: GB-MF-000004429.

Representante Autorizado: Oxford Immunotec (Irlanda) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,
Cork,
Republica da Irlanda

Representante Autorizado:
Numero Unico de Registo: IE-AR-000003507.

Objetivo: O reagente T-Cell Xfend destina-se a
utilizacdo na preparagdo de células T
purificadas a partir do sangue total. O
reagente permitira que os laboratérios
isolem os linfocitos do sangue total até
32 horas ap6s a pungdo venosa para
analise por um procedimento ELISPOT
comercial.

UDI-DI Basico: 5051716 TTKDJ.

Rota de Avaliagdao da Conformidade: Regulamento de Dispositivos Médicos
de Diagnéstico In Vitro, 2017/746
Anexo |V

Classificagao de Risco: Classe A

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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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.

Assinatura: (( o e
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/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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DECLARATIE DE CONFORMITATE CE

Denumirea Produsului: T-Cell Xtend
Cod (Coduri) De Produs(E): TTK.610 si TTK.650
Producator: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Regatul Unit
Numaér Unic De inregistrare Al
Producatorului: GB-MF-000004429
Reprezentant Autorizat: Oxford Immunotec (Ireland) Ltd

Unit 3d North Point House,
North Point Business Park,
New Mallow Road,

Cork,

Republica Irlanda

Numaér Unic De inregistrare
Al Reprezentantului Autorizat: IE-AR-000003507

Destinatie De Utilizare: Reactivul T-Cell Xtend este destinat
utilizarii la prepararea celulelor T
purificate din sange integral. Reactivul va
permite  laboratoarelor sa izoleze
limfocitele din sangele integral timp de
pana la 32 de ore in urma punctiei
venoase pentru  testare printr-o
procedura ELISPOT disponibild 1in

comert.

UDI-DI De Baza: 5051716 TTKDJ

Procedura De Evaluare A

Conformitatii: Regulamentul 2017/746 privind
dispozitivele medicale pentru diagnostic
in vitro
Anexa IV

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

TT-DC(EC)-UK-0002 Version 2 08-Dec-2023

DOCUMENT CONTROL CENTRE Page 37 of 46




000
e Oxford
OO0 Immunotec

Clasificarea Riscului: Clasa A

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.

.‘Z/'::’—
Semnitura: .
Nume: Chris Dark
Functie: Head of Regulatory Affairs
Locul: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, 0X14 4SE
Regatul Unit
Data: 08Dec2023

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

TT-DC(EC)-UK-0002 Version 2 08-Dec-2023
DOCUMENT CONTROL CENTRE Page 38 of 46




000
Seo Oxford
o000 Immunotec

VYHLASENIE ES O SULADE

Nazov Produktu:
Koéd(Y) Produktu:

Vyrobca:

Jednotna Registracia Vyrobcu:
Cislo:

Autorizovany Zastupca:

Autorizovany Zastupca
Registracné Cislo:

Urcéené Pouzitie:

Zakladny UDI-Di:

Postup Na Hodnotenie Suladu:

Rizikova Klasifikacia:

T-Cell Xtend
TTK.610 a TTK.650

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

Reagencia T-Cell Xtend je uréena na
pripravu T buniek purifikovanych z celej
krvi Reagencia umozni laboratériam
izolovat' lymfocyty v celej krvi az po dobu
32 hodin od odberu krvi zo Zily na
analyzu komercnym testom ELISPOT.

5051716 TTKDJ

Nariadenie o lekarskych diagnostickych
pomadckach in vitro 2017/746

Priloha IV

Trieda A

Oxford Immunotec Ltd tymto prehlasuje, Zze horeuvedena pomécka je v stlade s
nariadenim o lekarskych diagnostickych pomockach in vitro 2017/746.

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

Podpis:
Meno:
Funkcia:
Miesto:

Datum:

&)~

Chris Dark

Head of Regulatory Affairs

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Spojené kralovstvo

08Dec2023

V
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@

IZJAVA ES O SKLADNOSTI

Ime lzdelka:
Kode lzdelkov:

Proizvajalec:

Enotna Registracija Proizvajalca
Stevilka:

Pooblasceni Zastopnik:

Pooblasc¢eni Zastoppik
Enotna Registrska Stevilka:

Predviden Namen:

Osnovni UDI-DI:

Postopek Ugotavljanja Skladnosti:

Klasifikacija Tveganja:

T-Cell Xtend
TTK.610 in TTK.650

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

Reagent T-Cell Xtend je namenjen za
uporabo pri pripravi T celic, oCi§€enih iz
polne krvi. Reagent bo laboratorijem
omogodil izolacijo limfocitov iz polne krvi
do 32 ur po venepunkciji za test s
komercialnim postopkom ELISPOT.

5051716 TTKDJ

Uredba o medicinskih pripomoc&kih za
diagnostiko in vitro, 2017/746

Priloga IV

Razred A

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

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

Podpis: (=
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:

Nimero De Registro Unico
De Fabricante:

Representante Autorizado:

Numero De Registro Unico Del
Representante Autorizado:

Finalidad Prevista:

UDI-DI Basico:

Ruta De Evaluaciéon De Conformidad:

Clasificacién De Riesgo:

T-Cell Xtend
TTK.610y TTK.650

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 reactivo T-Cell Xtend esta disefiado
para emplearse en la preparacion de
células T purificadas a partir de sangre
completa. El reactivo permitird a los
laboratorios aislar linfocitos de sangre
completa hasta 32 horas después de la
venopuncion para su analisis mediante
un procedimiento ELISPOT comercial.

5051716 TTKDJ

Reglamento de dispositivos médicos de
diagnostico in vitro, 2017/746

Anexo IV

Clase A

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

Vv

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

DOCUMENT CONTROL CENTRE

08-Dec-2023
Page 43 of 46




000
Sec Oxford
OO0 Immunotec

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: (—‘ﬁ
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/T/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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EC-FORSAKRAN OM OVERENSSTAMMELSE

Produktnamn:
Produktkod(er):

Tillverkare:

Tillverkarens Enskilda Registrerings-
Nummer:

Auktoriserad Representant:

Auktoriserad Representant
Enskilt Registreringsnummer:

Avsedd Anvéandning:

Grundldggande UDI-DI:

Forfarande F6r Bed6mning Av
Overensstiammelse:

Riskklassificering:

T-Cell Xtend
TTK.610 och TTK.650

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Storbritannien

GB-MF-000004429

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

Cork,

Irland

IE-AR-000003507

Reagenset T-Cell Xtend ar avsett att
anvandas vid preparering av T-celler
renade fran helblod. Med hjalp av
reagenset kan laboratorier isolera
lymfocyter fran helblod upp till 32 timmar
efter venpunktion infér analys med
kommersiell ELISPOT.

5051716 TTKDJ

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

Bilaga IV

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 férsékrar harmed att ovanstaende medicintekniska produkt
Overensstammer med férordningen for medicinteknisk produkt f6ér in vitro-
diagnostik, 2017/746.

Denna férsdkran om dverensstammelse utfardas pa tiliverkarens eget ansvar och
undertecknas for tillverkarens rékning, 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

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