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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:

Leucosep Tubes
LTK.615

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

Leucosep tubes are intended for use in
the collection and separation of
peripheral blood mononuclear cells
(PBMCs) from whole blood. The tubes
facilitate the separation of PBMCs from
whole blood using a polysucrose-based
gradient separation solution, prior to the
use of these cells in ELISPOT assays.

5051716LTKCA

In Vitro Diagnostic Medical Device

Regulation, 2017/746
Annex IV

Class A

\Y
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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.
7=

Signature: L =

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

\"
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EO OEKNAPALIUA 3A CLOTBETCTBUE

Mme Ha npopykra: EnpyBeTkun Leucosep
Koa(oBe) Ha npogykrTa: LTK.615
MpousBogurten: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Ob6enunHeHOTO KpancTeo

EAvHeH peructpauMoHeH Homep Ha
npousBoauTens: GB-MF-000004429

YnbnHoMolleH npeactaBuTen: Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,
Cork,
Peny6nuka Upnangus

EAuHeH pernctpauMoHeH HoMep Ha

ynbrIHOMOLWEeHUst npeacTaBuTen: IE-AR-000003507

MNpenHa3HaveHue: EnpyBeTkute Leucosep ca
npegHasHayeHu 3a ynotpeba npu
cbbupaHe " oTaensHe Ha

MOHOHYKNeapHu KneTkn B nepudepHa
kppe (PBMC) oT usna  KpbB.
EnpyseTkuTe ynecHsaBaT OTACMNAHETO Ha
PBMC oT usna kpbB ¢ nomowTa Ha
rpagveHTeH pasTBOp 3a OTAENsHe Ha
f6asaTa Ha  nomucykposa  npeau
N3NON3BaHETO Ha Te3U KNEeTKWU B aHanuaun
ELISPOT.

OcHoBeH UDI-DI kop: 5051716LTKCA
MeTtopq 3a oueHKa Ha

CHOTBETCTBUETO: PernameHT 3a MeguuuHCKUTE un3genus
3a UHBUTPO aunarHocTuka, 2017/746

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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Mpunoxexue 1V
Knacudukauus Ha pucka: Knac A

Oxford Immunotec Ltd geknapupa, 4Ye nocoyeHoTo no-rope wusgenue e B
CbOTBETCTBME C PernameHta 3a MeAWUMHCKUTE M34eNUs 3a  MHBUTPO
anarHoctuka, 2017/746.

HacToswarta aeknapauns 3a cboTBeTCTBUME € M3nageHa MOA M3KMIOYMTENHaTa
OTrOBOPHOCT U noanucaHa oT UMeTo Ha npoussoauTens, Oxford Immunotec Ltd.

-

¥ =
MNoanuc: =
Ume: Chris Dark
OnbXxHocT: Head of Regulatory Affairs
Mscto: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
O6eanHeHOTO KpancTeo
Oara: 08Dec2023

’ EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/ILT/MT/PL/PT/RO/SK/SL/IES/S
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EC IZJAVA O SUKLADNOSTI

Naziv Proizvoda: Leucosep epruvete
Kod(Ovi) Proizvoda: LTK.615
Proizvodac: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Ujedinjeno Kraljevstvo

Jedinstvena Registracija Proizvodaca
Broj: GB-MF-000004429

Ovlasteni Predstavnik: Oxford Immunotec (Irska) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,
Cork,
Republika Irska

Ovlasteni Predstavnik
Jedinstveni Registarski Broj: IE-AR-000003507

Namjena: Leucosep epruvete namijenjene su za
prikupljanje i odvajanje mononuklearnih
stanica periferne krvi (PBMC) iz pune
krvi. Epruvete olakSavaju odvajanje
PBMC-a iz pune krvi pomocu otopine za
odvajanje gradijenta na bazi
polisaharoze, prije upotrebe tih stanica u
ELISPOT testovima.

Osnovni UDI-DI: 5051716LTKCA
Postupak Ocjenjivanja Sukladnosti: Uredba o in vitro dijagnostickim
medicinskim proizvodima, 2017/746

Prilog IV

Klasifikacija Rizika: Klasa 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 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 iskljuivom odgovornoséu i potpisana u ime
proizvodaca, Oxford Immunotec Ltd.

Potpis: (e
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

\Y
LT-DC(EC)-UK-0002 Version 2 08-Dec-2023
DOCUMENT CONTROL CENTRE Page 6 of 46

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




QOO Oxford
O@O
OO0 Immunotec

ES PROHLASENi O SHODE

Nazev Produktu
Koéd/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:

Zkumavky Leucosep
LTK.615

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

Zkumavky Leucosep jsou uréeny
k pouziti pfi odbéru a oddéleni
mononuklearnich bunék periferni krve
(PBMC) zplné krve. Zkumavky
usnadiuji oddéleni PBMC z pIné krve

pomoci roztoku pro gradientovou
separaci na bazi polysacharézy pred
pouzitim téchto  bunék v testech
ELISPOT.

5051716LTKCA

Nafizeni oin vitro diagnostickych

zdravotnickych prostfedcich, 2017/746
Pfiloha IV

Trida A

Vv
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Spolecnost Oxford Immunotec Ltd timto prohlasuje, Ze vy$e zminény prostfedek
je ve shodé s nafizenim o in vitro diagnostickych zdravotnickych prostredcich,
2017/746.

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

Podpis: e
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-OVERENSSTEMMELSESERKL/ERING

Produktnavn:
Produktkode(r):

Producent:

Producentens Enkelte Registrering
Nummer:

Autoriseret Reprasentant:

Autoriseret Reprasentant
Enkelt Registreringsnummer:

Tilsigtet Formal:

Basis UDI-DI:

Vejen Til
Overensstemmelsesvurdering:

Leucosep-ror
LTK.615

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Storbritannien

GB-MF-000004429

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

IE-AR-000003507

Leucosep-rarene er beregnet til bru:. ved
indsamling og separation af periiere
blodmononukleaere celler (PBMC'e:) fra
fuldblod. Rarene ggr det lettere at skille
PBMC'er fra fuldblod ved hjeelp zf en
polysukrosebaseret
gradientseparationsoplgsning, far :lisse
celler anvendes i ELISPOT-analyse:.

5051716LTKCA
Regulativ om medicinsk udstyr til it vitro-

diagnostik, 2017/746
Bilag IV

| EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LVILT/MT/PL/PT/RO/SK/SL/=S/S
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Risikoklassifikation: Klasse A

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

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

y P
Underskrift: =
Navn: Chris Dark
Eiilling: Head of Regulatory Affairs
Sted: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Storbritannien
Cato: 08Dec2023

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

Leucosep Tubes
LTK.615

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

Leucosep-buisjes zijn bedoeld voor
gebruik bij het verzamelen en scheiden
van perifere mononucleaire bloedcellen
(PBMC's) van volbloed. De buisjes
faciliteren de scheiding van PBMC's uit
volbloed met behulp van een op
polysucrose gebaseerde
gradiéntscheidingsoplossing,

voorafgaand aan het gebruik van deze
cellen in ELISPOT-analyses.

5051716LTKCA
Verordening  betreffende  medische

hulpmiddelen voor in-vitrodiagnostiek,
2017/746

\Y
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Bijlage IV

Risico-indeling: Klasse A

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

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/IT/LV/LT/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:

Ettenahtud Sihtotstarve:

P&hi-UDI-DI:

Vastavuse Hindamise Tee:

Leucosep Tubes
LTK.615

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Uhendkuningriik

GB-MF-000004429

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

Cork,

lirimaa Vabariik

|IE-AR-000003507

Katsutid Leucosep Tubes on ette nahtud
kasutamiseks perifeerse vere
mononukleaarsete rakkude (PBMC)
kogumiseks ja eraldamiseks taisverest.
Katsutid hdlbustavad PBMC rakkude
eraldamist taisverest, kasutades
polisahharoosi pOhist gradiendi
eralduslahust, enne nende rakkude
kasutamist ELISPOT-i anallilisides.

5051716LTKCA

Maarus in vitro
diagnostikameditsiiniseadmete  kohta,
2017/746

IV lisa

\%
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Riski Klassifikatsioon: Klass A

Oxford Immunotec Ltd kinnitab k3esolevaga, et (lalnimetatud seade on
vastavuses madarusega in vitro diagnostikameditsiiniseadmete kohta, 2017/746.

Kaesolev vastavusdeklaratsioon on vilja antud tootja Oxford Immunotec Ltd.
ainuvastutusel ja tema nimel allkirjastatud.

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

Abingdon, Oxfordshire, 0X14 4SE
Uhendkuningriik
Kuupdev: 08Dec2023

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

Tuotteen Nimi:
Tuotekoodi(t):

Valmistaja:

Valmistajan Yksittdinen Rekisterdinti

Lukumaara:

Valtuutettu Edustaja:

Valtuutettu Edustaja:
Yksittdinen Rekisterdintinumero:

Suunniteltu Kayttétarkoitus:

Perus UDI-DI:

Yhdenmukaisuus; Arviointireitti:

Riskiluokitus:

Leucosep-putket
LTK.615

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

Leucosep-putket on tarkoitettu
perifeerisen veren mononukleaarisolujen
(PBMC) keraamiseen ja erottamiseen
kokoveresta. Putket helpottavat PBMC:
iden erottamista kokoveresta
polysukroosipohjaisella gradienttien
erotusliuoksella ennen naiden solujen
kayttéa ELISPOT-maarityksissa.

5051716LTKCA

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

Liite IV

Luokka A

\Y
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Oxford Immunotec Ltd vakuuttaa titen, ettd edelld mainittu laite on In vitro -
diagnostiikkaan tarkoitetun la&kinnallisen laitteen asetuksen (2017/746)
mukainen.

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

{

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

Tubes Leucosep
LTK.615

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

Les tubes Leucosep sont destinés a étre
utilisés pour le préléevement et la
séparation des cellules mononucléées
du sang périphérique (PBMC) a partir de
sang total. Les tubes facilitent Ila
separation des PBMC du sang total a
'aide d’une solution de séparation en
gradient & base de polysucrose avant
Futilisation de ces cellules dans les tests
ELISPOT.

5051716LTKCA
Réglement relatif aux dispositifs
médicaux de diagnostic in vitro,

2017/746

vV
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Annexe IV
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 lentiére responsabilité du
fabricant, Oxford Immunotec Ltd, et signée en son nom.

//'”
Signature: —
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
Einzelregistrierungsnummer:

Einsatzzweck:

Basis-UDI-DI:

Konformitatsbewertungsmethode:

Leukosep-Réhrchen
LTK.615

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

Leukosep-Réhrchen  sind  fur die
Entnahme und Abscheidung von
peripheren mononukledren Blutzellen
(PBMC) aus Vollblut vorgesehen. Die
Réhrchen erleichtern die Abscheidung
von PBMC aus Vollblut mittels einer
Gradientenabscheidungslésung auf
Polysucrose-Basis, bevor diese Zellen in
ELISPOT-Tests verwendet werden.

5051716LTKCA
Verordnung Uber In-Vitro-Diagnostika,

2017/746
Anhang IV

\'
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Risikoeinstufung: Klasse A

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

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

—

Unterschrift: =
Name: Chris Dark
Position: Head of Regulatory Affairs
Ort: Oxford Immunotec Ltd.
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Vereinigtes Kénigreich
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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AHAQIH 2YMMOP®QIHE EK

ETTwvuyia TpoidvTog:
Kwdikég(-oi) rpoidvrog:

KoTaoKeuaoTAG:

Eviaiog ap1Buo6¢ kataxwpiong
KATAOKEUQOTH:

ESouciodoTnpévog avTimmpOowIToG:

ESouoiodoTtnuévog avTirpOowIToG:

Eviaiog apiBuég karaxwpiong:

MpoBAetrépevn xprion:

Baoiko UDI-DI:

Aradikaoia a§iloAdynong Tng
OUUHOPPWONG:

2wAnvdpia Leucosep
LTK.615

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Hvwpuévo 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

Ta ocwAnvdpia Leucosep Trpoopilovra
yia  xpAon otn  ouAhoyn kal  Tov
dIaXWPIOUO HOVOTTUPNVWY KUTTAPWYV TOU
TepipepikoU  aipatog (MKIA) amd 10
oMKO aipa. Ta cwAnvdpia dIEUKOAUVOUY
Tov diaxwpiopéd Twv MKIIA até 10 oAIKE
aiga  XpnoiHOTToIWVTAG  éva OIGAUMS
dlaxwplopol Babuidwong pe Bdon Tnv
moAugakxapdln, mpiv amd TN XPAOn
QUTWY TWV KUTTApWY 0Ot avaAloEi
ELISPOT.

5051716LTKCA

Kavoviouog 2017/746 yia ta in vitro
OIAYVWOTIKA 1aTPOTEXVOAOYIKA TTPOIOVTU

Vv
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Mapdptnua IV
Ta§ivounon kivdivou: Kartnyopia A

H Oxford Immunotec Ltd dnAwvel 6T N TPoavVaPEPBEICO CUGKEUR GUHHOPPUWVETAI
e Tov Kavoviop6 2017/746 yia ta in vitro S1ayvwoTIKG IaTpoTEXVOAOYIKA TTPOTOVTa.

H Tapouca dnAwon cupuép@waong ekdideTal UTTO TNV ATTOKAEIOTIKA EUBUVN TOU
katagkeuaaTy, Tng Oxford Immunotec Ltd, kai uTToypdgeTal €€ ovouaTog auTou.

I.\:_ - ——

S S S

Ytroypa®n: ————
OvopareTwvuyo: Chris Dark
1d16TnTO: Head of Regulatory Affairs
Toétrog: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Hvwpévo BaoiAelo
Hupepounvia: 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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EK-MEGFELELOSEGI NYILATKOZAT

Terméknév:
Termékkéd(ok):

Gyarté:

Gyartéi Egyszeri Regisztracio
Szam:

Meghatalmazott Képvisel6:

Meghatalmazott Képvisel6
Egyedi Regisztracios Szam:

Rendeltetési Cél:

Alap UDI-DI:

Megfelel6ség-Ertékelési Utvonal:

Kockazati Besorolas:

Leucosep csdvek
LTK.615

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Egyesult Kiralysag

GB-MF-000004429

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

Cork,

ir Koztarsasag

IE-AR-000003507

A Leucosep csdveket a periférias vér
mononuklearis sejtjeinek (PBMC) a teljes
vértdl valo elkllénitesére €s
0sszegyljtésére szanjak. A csOvek
megkdénnyitik a PBMC-k teljes vértdl valo
elvalasztasat poliszacharoz alapu
gradiens elvalasztboldat segitségével,
miel6tt ezek a sejtek felhasznalasra
kerulnek ELISPOT vizsgalatokban.

5051716LTKCA
In vitro diagnosztikai orvostechnikai
eszkdzokrdl sz6l6 rendelet, 2017/746

V. melléklet

A osztaly

\%
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Az Oxford Immunotec Ltd ezennel kijelenti, hogy a fent emlitett eszkéz megfelel a
2017/746 szamu( in vitro diagnosztikai orvostechnikai eszkézokrél szélo
rendeletnek.

Ez a megfelel6ségi nyilatkozat a gyartd, az Oxford Immunotec Ltd. kizarélagos
feleléssegére keril kibocsatasra és a nevében kerill alairasra.

Alairas: ——
Név: hris Dark
Pozicié: 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/HUNT/LV/LT/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:

Provette Leucosep
LTK.615

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'lIrlanda

|IE-AR-000003507

Le provette Leucosep sono destinate
all'uso nella raccolta e separazione di
cellule  mononucleate da sangue
periferico (PBMC, Peripheral Blood
Mononuclear Cell) dal sangue intero. Le
provette facilitano la separazione delle
PBMC dal sangue intero utilizzando una
soluzione di separazione a gradiente a
base di polisucrosi, prima dell'uso di
queste cellule in saggi ELISPOT.

5051716LTKCA

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

Allegati IV

\Y%
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Classificazione Del Rischio: Classe A

Oxford Immunotec Ltd dichiara che il suddetto dispositivo & conforme al
regolamento sui dispositivi medico-diagnostici in vitro, 2017/746.

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

e
¥

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/NT/LVILT/MT/PL/PT/RO/SK/SL/IES/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:

Leucosep stobrini
LTK.615

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

Leucosep stobrini ir paredzéti periféro
asinu  mononuklearo 3$inu (PBMC)
savaksanai un atdali$anai no pilnasinim.
Stobrini atvieglo PBMC atdaliS$anu no
pilnasinim,  izmantojot  polisaharozi
saturodu 8kidumu atdaliS8anai péc
gradienta principa, pirms $o $0nu
izmantoSanas ELISPOT testiem.

5051716LTKCA

Regulu  2017/746 par in  vitro
diagnostikas mediciniskam iericém.

IV PIELIKUMS

A klase

\Y
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Ar S0 Oxford Immunotec Ltd pazino, ka iepriek§ minéta ierice atbilst Regulai
2017/746 par in vitro diagnostikas medicTniskam iericém.

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

P

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/LV/LT/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:

lgaliotojo Atstovo

Vienkartinés Registracijos Numeris:

Numatytoji paskirtis:

Bazinis UDI-DI:

Atitikties Vertinimo Badas:

,Leucosep* meégintuvéliai
LTK.615

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

.Leucosep® mégintuvéliai yra skirti
periferinio kraujo mononuklearinéms
lasteléms (PBMC) surinkti ir atskirti i$
viso kraujo. Megintuvéliai palengvina
PBMC atskyrima i§ viso kraujo,
naudojant polisukrozeés pagrindu
pagaminta gradientinio atskyrimo tirpala,
prie§ naudojant Sias lasteles ELISPOT
tyrimams.

5051716LTKCA

In vitro diagnostikos medicinos
priemoniy reglamentas 2017/746
IV priedas

J' EN/BG/HR/CS/DA/NL/ET/FI/FR/IDE/EL/HU/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
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Rizikos Klasifikacija: A klasé

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

Uz Sig atitikties deklaracijg atsako ir gamintojo vardu jg pasiraso bendrove ,Oxford
Immunotec Ltd".

Parasas: —
Vardas, Pavarde: Chris Dark
Pareigos: Head of Regulatory Affairs
Vieta: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,
Abingdon, Oxfordshire, OX14 4SE
Jungtiné Karalysté
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
\Y
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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:

Leucosep Tubes
LTK.615

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

[l-Leucosep tubes huma mahsuba ghall-
uzu fil-gbir u s-separazzjoni tac-celluli
mononukleari tad-demm periferali
(PBMCs, peripheral blood mononuclear
cells) mid-demm shih. It-tubi jiffacilitaw
is-separazzjoni tal-PBMCs mid-demm
shih bl-uzu ta’ soluzzjoni ta’ separazzjoni
tal-gradjent ibbazata fuq il-polysucrose,
gabel l-uzu ta’ dawn ic¢-¢elluli fl-assaggi
ELISPOT.

5051716LTKCA

Regolament dwar Apparat Mediku
Dijanjostiku In Vitro, 2017/746

Anness IV

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/IPT/RO/SK/SL/ES/S
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Klassifikazzjoni tar-Riskju: Klassi A

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/HUNT/LVILT/MT/PL/PT/RO/SK/SL/ES/S
\Y
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DEKLARACJA ZGODNOSCI WE

Nazwa Produktu: Probéwki Leucosep
Kod(-Y) Produktu: LTK.615
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: |IE-AR-000003507

Przeznaczenie: Probowki leucosep sa przeznaczone do
pobierania i oddzielania komorek
jednojadrzastych krwi obwodowej
(PBMC) z krwi petnej. Probéwki utatwiaja
oddzielenie PBMC od krwi petnej przy
uzyciu  roztworu do  rozdzielania
gradientowego na bazie polisacharozy,
przed zastosowaniem tych komoérek do
oznaczania metoda ELISPOT.

Podstawowy UDI-DI: 5051716LTKCA

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

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

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

Niniejsza deklaracja zgodnosci zostata wydana na wylgczna odpowiedzialnosé
| podpisana w imieniu producenta, Oxford Immunotec Ltd.

=
£ /
{ i

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/IT/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
V
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DECLARACAO DE CONFORMIDADE CE

Nome do Produto:
Cédigo(s) do Produto:

Fabricante:

Registo Unico do Fabricante
Numero:

Representante Autorizado:

Representante Autorizado
Numero Unico De Registo:

Objetivo:

UDI-DI Basico:

Rota de Avaliagao da Conformidade:

Classificagao de Risco:

Tubos Leucosep
LTK.615

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

Os tubos Leucosep estao destinados a
utilizagédo na colheita e separacao de
células mononucleares do sangue
periférico (PBMCs) do sangue total. Os
tubos facilitam a separacado dos PBMCs
do sangue total ao utilizar uma solugéo
de separagdo em gradiente a base de
polissacarose, antes da utilizagéo
dessas células em analises ELISPOT.

5051716LTKCA

Regulamento de Dispositivos Médicos
de Diagnéstico In Vitro, 2017/746

Anexo IV

Classe A

\Y%
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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 declaragdo de conformidade é emitida sob a responsabilidade exclusiva, e
assinada em nome do fabricante, Oxford Immunotec Ltd.

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/HUNT/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:

Numar Unic De inregistrare Al
Producatorului:

Reprezentant Autorizat:

Numar Unic De inregistrare
Al Reprezentantului Autorizat:

Destinatie De Utilizare:

UDI-DI De Baza:

Procedura De Evaluare A
Conformitatii:

Eprubete Leucosep
LTK.615

Oxford Immunotec Ltd

143 Park Drive,

Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Regatul Unit

GB-MF-000004429

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

Cork,

Republica Irlanda

IE-AR-000003507

Eprubetele Leucosep sunt destinate
utilizarii la recoltarea si separarea din

sangele integral a celulelor
mononucleare din sangele periferic
(CMSP). Eprubetele faciliteaza

separarea CMSP din sangele integral
utilizand o solutie de separare cu
gradient pe baza de polizaharoza, inainte
de utilizarea acestor celule in testele
ELISPOT.

5051716LTKCA
Regulamentul 2017/746 privind

dispozitivele medicale pentru diagnostic
in vitro

\'
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Anexa IV
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.

—

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

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

Nazov Produktu: Skumavky Leucosep
Koéd(Y) Produktu: LTK.615
Vyrobca: Oxford Immunotec Ltd
143 Park Drive,
Milton Park,

Abingdon, Oxfordshire, OX14 4SE
Spojené kralovstvo

Jednotna Registracia Vyrobcu:
Cislo: GB-MF-000004429

Autorizovany Zastupca: Oxford Immunotec (Ireland) Ltd
Unit 3d North Point House,
North Point Business Park,
New Mallow Road,
Cork,
irska republika

Autorizovany Zastupca
Registraéné Cislo: IE-AR-000003507

Uréené Pouzitie: Skumavky Leucosep su uréené na zber
a separaciu mononuklearnych buniek v
periférnej krvi (PBMC) zcelej krvi.
Skumavky umozfuju separaciu PBMC
zcelej krvi pomocou separa¢ného
hustotného roztoku na baze
polysacharézy pred pouzitim tychto
buniek v analyze ELISPOT.

Zakladny UDI-DI: 5051716LTKCA

Postup Na Hodnotenie Suladu: Nariadenie o lekarskych diagnostickych
pomaédckach in vitro 2017/746
Priloha 1V

Rizikova Klasifikacia: Trieda A

EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/T/LV/LT/MT/PL/PT/RO/SK/SL/ES/S
v —
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Oxford Immunotec Ltd tymto prehlasuje, Ze horeuvedena pomdcka je v sulade
s nariadenim o lekarskych diagnostickych poméckach in vitro 2017/746.

Toto prehlasenie o stlade je vydané na vyhradn( zodpovednost vyrobcu, Oxford
Immunotec Ltd., a je podpisané v jeho mene.

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

Abingdon, Oxfordshire, OX14 4SE
Spojené kralovstvo
Datum: 08Dec2023
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1IZJAVA ES O SKLADNOSTI

Ime lzdelka:
Kode lzdelkov:

Proizvajalec:

Enotna Registracija Proizvajalca
Stevilka:

Pooblaséeni Zastopnik:

Pooblaséeni Zastopnik
Enotna Registrska Stevilka:

Predviden Namen:

Osnovni UDI-DI:

Postopek Ugotavljanja Skladnosti:

Klasifikacija Tveganja:

Epruvete Leucosep
LTK.615

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

Leucosep so namenjene
uporabi pri  zbiranju in lo€evanju
mononuklearnih  celic periferne krvi
(PBMC) od polne krvi. Epruvete olaj$ajo
lo¢evanje mononuklearnih celic periferne
krvi (PBMC) iz polne krvi z uporabo
gradientne lo¢evalne raztopine na osnovi
polisaharoze pred uporabo teh celic v
testih ELISPOT.

Epruvete

5051716LTKCA

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

Priloga IV

Razred A

Vv
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Oxford Immunotec Ltd izjavlja, da je zgoraj omenjeni pripomoéek v skladu z
Uredbo o medicinskih pripomo¢kih za diagnostiko in vitro, 2017/746.

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

i
Podpis: —
Ime: Chris Dark
Poloza;j: 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:

Tubos Leucosep
LTK.615

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

Los tubos Leucosep estan disefiados
para su uso en la recoleccion vy
separacion de células mononucleares de
sangre periférica (PBMC, por sus siglas
en inglés) de sangre completa. Los tubos
facilitan la separacion de las PBMC de la
sangre completa mediante una solucion
de separacién en gradiente basada en
polisacarosa, antes del uso de tales
celulas en los ensayos ELISPOT.

5051716LTKCA
Reglamento de dispositivos médicos de

diagndstico in vitro, 2017/746
Anexo IV
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Clasificacion De Riesgo: Clase A

Oxford Immunotec Ltd declara por la presente que el dispositivo mencionado
anteriormente cumple con el Reglamento de dispositivos médicos de diagndstico
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

J EN/BG/HR/CS/DA/NL/ET/FI/FR/DE/EL/HU/NT/LVILT/MT/PL/PT/RO/SK/SL/IES/S
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EC-FORSAKRAN OM OVERENSSTAMMELSE

Produktnamn:
Produktkod(er):

Tillverkare:

Tillverkarens enskilda registrerings-

nummer:

Auktoriserad Representant:

Auktoriserad Representant
Enskilt Registreringsnummer:

Avsedd Anvandning:

Grundlaggande UDI-DI:

Forfarande Fér Bedomning Av
Overensstimmelse:

Riskklassificering:

Leucosep-rér
LTK.615

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

Leucosep-rér ar avsedda att anvandas
vid insamling och separation av perifera
mononukledra celler (PBMC) fran
helblod. Réren underlattar separationen
av PBMC fran helblod med hjalp av en
polysackarosbaserad
gradientseparationslésning innan dessa
celler anvands i ELISPOT-analyser.

5051716LTKCA

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

Bilaga IV

Klass A

Vv
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Oxford Immunotec Ltd férsakrar hdrmed att ovanstaende medicintekniska produkt
overensstammer med férordningen fér medicinteknisk produkt for in vitro-
diagnostik, 2017/746.

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

Underskrift; (2=
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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