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CERERE DE PARTICIPARE

Catre IMSP Institutul Oncologic

Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul achizitiilor
publice si/sau Jurnalul Oficial al Uniunii Europene, nr. ocds-b3wdpl-MD-1710492324360 din
15/03/2024, privind aplicarea procedurii pentru atribuirea contractului privind Achizitionarea
Reagenti Genetica si Citometrie in Flux, noi Medist Grup SRL, am luat cunostintd de conditiile si
de cerintele expuse in documentatia de atribuire si exprimam prin prezenta interesul de a participa,
in calitate de ofertant/candidat, neavind obiectii la documentatia de atribuire.

Data completarii 01.04.2024

Digitally signed by Anghel Gabriela-Cristing Cu stima,
Date: 2024.04.01 14:22:22 EEST | .
Reason: MoldSign Signature Ofertant/candidat

Location: Moldova

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25
Oficiul 33, MD-2012 Chisindu, Rep. Moldova
Tel./Fax: +373 22 84 94 95

E-mail: office@medist.md

Web: www.medist.md

Gabriela-Cristina Anghel

IDNO: 1018600004516
TVA: 0508191

BC Victoriabank SA, Filiala nr. 26 Chisindu
IBAN (MDL):MD57V1022242600000269MDL
SWIFT: VICBMD2X469


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1710492324360

ORDI N DE PLATA NR. 128 Tip.doc. 1
DATA EM TERI | : 01 aprilie 2024

PLATI Tl : 3263- 87 LEI: Trei Mi Doua Sute Sasezeci si Tre:
i, 87

PLATI TOR (R) MEDI ST GRUP SRL CODUL | BAN: MD57VI 022242600000269MDL:
CODUL FI SCAL: 1018600004516

PRESTATORUL PLATI TOR
B.C VictoriaBank S. A s.26 Chisinau

BENEFI Cl AR (R) |.M S. P. | NSTI TUTUL ONCOLO CODUL | BAN: MD94M.000000002251702316:
GC CODUL FI SCAL: 1003600151023

PRESTATORUL BENEFI Cl AR
M CB

DESTI NATI A PLATII: Garantie in marine de 1 procent
laLP nr. 21186749 din 15.03.2024 : NORMAL/ URGENT: NO

CODUL TRANZACTI El : 001
DATA PRRMRI | :
DATA EXECUTARI | :

EM TENTULUI :
WVICTORIABANK» ]

SEVMNATURA PRESTATORULUI DIRECTIA OFERATILMI

MOTI VUL REFUZULUI Ll 01. APR. 2024
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DECLARATION OF CONFORMITY

Immunotech S.A.S., a Beckman Coulter Company, assure et déclare par la présente
que le(s) produit(s) listé(s) ci-dessous sont conformes aux exigences de la directive
européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Immunotech S.A.S., a Beckman Coulter Company, ensures and declares that the product(s) listed
bellow comply with the requirements of the European Union In Vitro Diagnostic Medical Device
Directive 98/79/CE.

Immunotech S.A.S., a Beckman Coulter Company, versichent und erklirt hiermit, dall die im
Folgenden aufgefihrten Produkte den Auflagen der 1VD-Richtlinie fir In-Vitro-Diagnostika der
Europidischen Union (98/79/EC) entsprechen.

Immunotech S.A.S., a Beckman Coulter Company, dichiara ed assicura che i prodotti qui elencati
sono conformi ai requisiti della direttiva comunitaria 98/79/CE relativa ai dispositivi medico-
diagnostici in vitro.

Immunotech S.A.S., a Beckman Coulter Company, asegura y declara que los productos listados a

continuacién cumplen con los requicitos establecidos en la directiva 98/79/CE de la Comunidad
Europea para dispositivos médicos de diagndstico in vitro.

Produit(s) / Product(s) / Produkt(e) / Prodotto(i) / Producto(s) :

10Test CD41-PE (A07781)

J
Franck Cheillan / Date : Q?c-L Lbhiy ¥tma Y
Director
Quality Assurance & Regulatory Affairs

Conformity Assessment Procedure

Annex IIT
Document Control
Issue Date : Dec. 05, 2003
(dec 13-05 rev 08)
IMMUNOTECH S.AS. Revision Lev: 02
130 Avenue de Lattre de Tassigny - BP177 Revision Date :  Feb. 22, 2005

13276 Marseille cedex 9, France File Name AQ07781 dec CE rev 02
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COULTER

DECLARATION OF CONFORMITY

Immunotech S.A.S., a Beckman Coulter Company, assure et déclare par la présente
que le(s) produit(s) listé(s) ci-dessous sont conformes aux exigences de la directive
européenne 98/79/CE relative aux dispositifs médicaux de diagnestic in vitro.

Immunotech S.A.S., a Beckman Coulter Company, ensures and declares that the product(s) listed
bellow comply with the requirements of the European Union In Vitro Diagnostic Medical Device
Directive 98/79/CE.

Immunotech S.A.S., a Beckman Coulter Company, versichent und erklirt hiermit, daBl die im
Folgenden aufgefithrten Produkte den Auflagen der IVD-Richtlinie fiir In-Vitro-Diagnostika der
Europédischen Union (98/79/EC) entsprechen.

Immunotech S.A.S., a Beckman Coulter Company, dichiara ed assicura che i prodotti qui elencati
sono conformi ai requisiti della direttiva comunitaria 98/79/CE relativa ai dispositivi medico-
diagnostici in vitro.

Immunotech S.A.S., a Beckman Coulter Company, asegura y declara que los productos listados a

continuacién cumplen con los requicitos establecidos en la directiva 98/79/CE de la Comunidad
Europea para dispositivos médicos de diagnéstico in vitro.

Produit(s) / Product(s) / Produkt(e) / Prodotto(i) / Producto(s) :

CD62P-FITC (A07790)

Franck Cheillan / ' Date : '))(LI 4‘1/‘ loo |

Director
Quality Assurance & Regulatory Affairs

&

Conformity Assessment Procedure

Annex III

Document Control

Issue Date : July 29, 2005
IMMUNOTECH S.A.S. Revision Lev: 01
130 Avenue de Lattre de Tassigny - BP177 Revision Date :  July 29, 2005

13276 Marseille cedex 9. France File Name A07790 dec CE rev 01
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DECLARATION OF CONFORMITY

Beckman Coulter Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro Diagnostic
Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
IsoFlow Sheath Fluid - PN 8546859 Beckman Coulter Ireland, Inc.
Lismeehan, O'Callaghan's Mills
Co. Clare Ireland

+(353) (0) 65 683 1100

Device Group:
W010308 AR SRN: AR-000000886

BUDI-DI:
150995901LSSHEATH9Z

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:

IsoFlow Sheath Fluid is a non-fluorescent, azide free balanced electrolyte |Conformity Assessment based on a Quality
solution for use on COULTER Flow Cytometers with light scatter and Management System and on Assessment of
fluorescent applications. The IsoFlow Sheath Fluid is manufactured for Technical Documentation (Article 48 in accordance

low particulate and fluorescence background to ensure superior signal to  |with Annex IX)
noise ratio measurements during the user defined (non-automated) analysis
process. This product is intended for Laboratory Professional use only.

Common Specification(s):
None

Signed for and on behalf of Beckman Coulter, Inc. the Legal Manufacturer. |Notified Body

N/A

Name: Sudharsan 2022-05-26
Sathyamurthy, Ph.D.

Title: Director, Quality and Regulatory Affairs, PRRC

Place of Issue: Beckman Coulter, Inc., Miami, FL. USA
Beckman Coulter, Inc. Document Control
250 S. Kraemer, Brea, CA 92821 USA Issue Date: 2022-04-07
+(1) 800-854-3633 Revision Level: 1.1
Manufacturer SRN: US-MF-000010288 Starting : May 26, 2022
IVDR Certificate Number: N/A DoC Filename: BRE-0094 DoC

Page 1 of 1
English
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BECKMAN
COULTER

DECLARATION OF CONFORMITY

Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.
Product(s): Authorized Representative (AR)

FlowClean Cleaning Agent - PN A64669 N/A
AQUIOS Cleaning Agent - PN B25698

Device Group:
W010308 AR SRN: N/A

BUDI-DI:
150995902FLOWCLEANNL

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:

PN B25698: AQUIOS Cleaning Agent is a cleaning agent for use on Conformity Assessment based on a Quality

the AQUIOS flow cytometer components that come in contact with blood Management System and on Assessment of
samples. It aids in the removal of protein buildup in the fluidics system and |Technical Documentation (Article 48 in accordance
flow cell of an automated AQUIOS flow Cytometer. This product is intended |with Annex IX)

for Laboratory Professional use only.

PN A64669: The device is a support reagent for cleaning Flow Cytometer
components that come in contact with blood samples. Aids in the removal of
protein buildup in the fluidics system and flow cell of a flow cytometer. The
reagent is automatically utilized by the flow cytometer when prompted by the
user. This product is intended for Laboratory Professional use only.

Common Specification(s):

None
Signed for and on behalf of Beckman Coulter Ireland, Inc. the Legal Notified Body
Manufacturer.
N/A
Name: Sudharsan 2022-05-18
Sathyamurthy, Ph.D.
Title: Director, Quality and Regulatory Affairs, PRRC

Place of Issue: Beckman Coulter, Inc., Miami, FL. USA

Page 1 of 2
English



Beckman Coulter Ireland, Inc.
Lismeehan, O’Callaghan’s Mills

Co. Clare Ireland
+(353) (0) 65 683 1100

Manufacturer SRN: IE-MF-000000887
IVDR Certificate Number: N/A

Document Control

Issue Date:
Revision Level:
Starting Lot :
DoC Filename:

2022-04-14
1.1

May 1, 2022
IRL-0078 DOC
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English — English

Declaration of Conformity

Immunotech SAS hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro

Diagnostic Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

EMDN Code: W010308
BUDI- DI: 150995903A07739RM
Risk Class: Class B, Rule 3 e), h) (Article 47 in accordance with Annex VIII)

Intended Purpose:

Intended use: The Anti-HLA-B27-FITC/Anti-HLA-B7-PE antibodies mix allows the qualitative
and non automated identification of cell populations expressing the HLA-B27 and/or HLA-B7
antigens present in human biological samples using flow cytometry (see section "Samples”
below).

This product is not intended to determinate HLA-B tissue group.

Intended user: This product is intended for laboratory professional use.

Clinical relevance; The Anti-HLA-B27-FITC is an Anti-HLA-B27 antibody used to identify and
characterize cells expressing the HLA-B27 antigen by flow cytometry. This product alone
cannot and is not intended to generate any diagnostic conclusion.

This product can be used to aid in diagnosis of patients with suspected autoimmune
disorders.

Sample: Venous blood (as described in IFU)

Common Specification(s)
None

Conformity Assessment Procedure

Conformity Assessment is based on a
Quality Management System and on
Assessment of Technical Documentation
(Article 48 in accordance with Annex IX)

Signed for and on behalf of Inmunotech SAS, the Legal Manufacturer

Legal fanufacturer BU RA delégate |
Name: Sophie ROQUES-VIOLIN
Title: PRRC: Person Responsible for Regulatory Compliance

Senior Manager Quality Assurance & Regulatory Affairs
Place of Issue: Marseille, France

Date -8 MOV, 202

Notified Body

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Netherlands

Phone: +31 (0)20 346 07 80

Email: info.nl@bsigroup.com

Notified Body number: 2797

Immunotech SAS

A Beckman Coulter Company

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
France

+(33)4 91172727

Manufacturer SRN: FR-MF-000011121
IVDR Certificate Number: IVDR-738451

Document Control

Issue Date: 03 Nov 2021
Revision Level: » | 1

Starting Lot: 200501

DoC Filename: AQ7739-TF-810

Page 2 of 34
Public
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Brazilian Portuguese — Portugués do Brasil

Declaracdo de conformidade

A Immunotech SAS garante e declara, pelo presente documento, que o(s) produto(s) listado(s) a seguir est4(50) em conformidade
com os requisitos do Regulamento 2017/746 relativo aos dispositivos médicos de diagndstico in vitro.

Esta Declaracio de conformidade na UE é publicada sob a responsabilidade exclusiva do fabricante.

Produto(s):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

Cédigo EMDN: W010308
BUDI-DI: 150995903A07739RM
Classe de risco: classe B, norma 3 e), h) (artigo 47, em conformidade com o Anexo VIII)

Finalidade prevista:

Uso previsto: a mistura de anticorpos Anti-HLA-B27-FITC/Anti-HLA-B7-PE permite a
identificacdo qualitativa e ndo automatizada das populagdes de células que expressam os
antigenos HLA-B27 e/ou HLA-B7 presentes em amostras biolégicas humanas utilizando a
citometria de fluxo (consulte a segdo “Amostras” a seguir).

Este produto ndo se destina a determinar o grupo tecidual de HLA-B.

Usuério previsto: este produto destina-se ao uso laboratorial profissional.

Relevancia clinica: o Anti-HLA-B27-FITC é um anticorpo Anti-HLA-B27 usado para identificar
e caracterizar, por citometria de fluxo, as células que expressam o antigeno HLA-B27. Este
produto por si s6 n@o pode e ndo se destina a originar qualquer conclusio diagnostica.

Este produto pode ser usado para auxiliar no diagnéstico de pacientes com suspeita de
doencas autoimunes.

Amostra: sangue venoso (conforme descrito nas Instrugdes de uso)

Especificagbes comuns
Nenhuma

Procedimento de avalia¢io de
conformidade

A avaliagéo de conformidade se baseia
em um Sistema de gerenciamento

da qualidade e na Avaliagio da
documentagéo técnica (artigo 48, em
conformidade com o Anexo IX)

Assinado por e em nome da Immunotech SAS, o fabricante legal

ou | 6 MARS 2023

Repfeserﬂanré/de Assunigs regulatérios da unldade de negéclos do fabricante legal
Nome: Sophie ROQUES-VIOLIN
Cargo: PRRC: pessoa responsével pela conformidade regulatéria
Gerente sénior de Garantia da qualidade e Assuntos regulatérios
Local de publicagdo: Marselha, Franga

Orgéo notificado

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paises Baixos
Telefone: +31 (0)20 346 07 80
E-mail: info.nl@bsigroup.com

Numero do 6rgéo notificado: 2797

Immunotech SAS

Uma empresa da Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9
Franga

+(33)4 9117 27 27

SRN do fabricante: FR-MF-000011121
Numero do certificado de IVDR: IVDR-738451

Controle de documentos

Data de 03 de novembro
publicagéo: de 2021

Nivel de reviséo: 1

Lote inicial: 200501

Nome do arquivo | A07739-TF-810
DoC:

Pagina 3 de 34
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Bulgarian — Bbnnrapcku

Heknapauusn 3a CbOTBETCTBUE

C Hactoawoto Immunotech SAS rapaHtupa v aeknapupa, Ye NpoayKTbLT(UTE), OnKcaH(ut) No-Aony, 0TroBapA(T) HA N3UCKBAHETO HA
Pernament (EC) 2017/746 3a MeaMUMHCKUTE U3AEeNUA 3a UH eumpo ANAarHOCTUKA.

Hacroswara fleknapauus sa cxotBeTcTBUe Ha EC ce uafjaBa eAnHCTBEHO Ha OTTOBOPHOCTTA HA NPON3BOAUTENS.

Npopyxr(u):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, pedy. Ne A07739

EMDN kog: W010308
BUDI-DI: 150995903A07739RM
Knac na pucka: Knac B, Mpasusno 3 a), 3) (UneH 47 B cbotBetcTaue ¢ Npunoxenue VIII)

NMpeaHaznaveHue:

MNpepsupeHa ynotpeba: Cmecta ot  Anti-HLA-B27-FITC/Anti-HLA-B7-PE  aHTuTena
NO3BONSIBA KAYECTBEHA M HEaBTOMATU3MPaHA WASHTU(MWKALMA C NOMOWTA HA noTouHa | [VPOUGAYPA 3a oueHka Ha
LUMTOMETPUA Ha KNeTbYHU nonynaumk, ekcnpecupaw HLA-B27 wunu HLA-B7 axTurenn, | CbOTBETCTBHETO
npucHLCTBaUK B YoBewkn SuonoruuHn npobu (Bikre pasaen Mpobu” no-aony).
To3aun NpoAyKT He e npeAHasHayeH 3a onpeaensHe Ha HLA-B TokaHHa rpyna. OueHKaTa Ha CLOTBETCTBUETO Ce

OCHOBaBa Ha CMCTeMa 3a ynpaenexue
Ha KauecTBOTO U Ha OLEHKa Ha
TexHuyeckaTa AoKymeHTaums (UneH 48
KnuHnuna snaummocT: Anti-HLA-B27-FITC e Anti-HLA-B27 aWtutAne, usnonasaHo 3a | B cboTeeTcTeme c MpunoxeHue 1X)
naeHTHUUMPaAHE M XapakTepusnpaHe ¢ MNOMOLWTa HA MOTOYHA LIMTOMETPUA Ha KNETKM,
ekcnpecupawm HLA-B27 aHtureH. Tosu nNpPoAYKT He MOXEe W He e npeAHa3sHa4eH
CaMOCTOATENHO A2 reHepupa KaKBOTO U Aa € ANArHOCTMYHO 3aKNIoYeHue.

To3n NpoAyKT MOXe ja cé MINOoN3Ba Kato MOMOLHO CPeACTBO NpU AMarHoCTuLMpaHe Ha
NauMeHTU CbC CYCNEKTHWN aBTOUMYHHW HAPYLLEHUS.

MpeasugeH norpeGuren: Tosu NPOAYKT e NpeaHa3HaueH 3a npodecuoHanHa nabopaTopHa
ynoTpe6a.

Mpo6Ga: BeHo3Ha KpbB (KaKTO € ONMCaHo B MHCTPYKLuMTE 3a yrioTpeba, IFU)

O6uu cneundukaummn

Hama
Moanucano 3a 1 o1 umeTo Ha Immunotech SAS — ocuumaneH nponssoguten Hotuduuupan opran

/7 BSI Group The Netherlands B.V.

W - Say Building, John M. Keynesplein 9,
<
[ L T 7 ‘ 1 6 ms 2023 1066 EP
- Aara Amsterdam, Huaepnasaua

n@@mhwo.nﬁaauu BERMNPOCH Ha GU3HEC 3BEHOTO Ha odULManHuA NporsBoAUTEN TenedoH: +31 (0)20 346 07 80
Ume: Sophie ROQUES-VIOLIN Wimenn: info.ni@bsigroup.com

Anbxnoct: PRRC: Jluue, oTroBopHO 3a perynatopHoTo CbOTBETCTBUE
Craplm MeHugXBp OcurypsiBaHe Ha Ka4eCcTBOTO U perynaTopHu gena
MscTo Ha uagaBane: Mapcunus, dpaHums

Homep Ha HoTUdbuLMpaH opran: 2797

KouTpon Ha pokymenra
Immunotech SAS Data Ha n3nasaHe: | 03 deBpyapw
Komnanus Beckman Coulter 2021
130 Avenue de Lattre de Tassigny HuEBO Ha 1 ’
B.P. 177 — 13276 Marseille, Cedex 9 .
Opanus npoeepka:
+(33)4 9117 27 27 Havanwa naprupa: | 200501
SRN Ha npouzeogutens: FR-MF-000011121 Ume Ha haitnawa | AQ07739-TF-810
Homep Ha ceptudpukar Ha IVDR: [VDR-738451 OexnapaumaTta 3a

CBhOTBETCTBHE:

Ctp. 40134
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Chinese Simplified — f&§j {45 3¢

HEEFEY

Immunotech SAS $lbE#: TR & & A HET R & ERER 2017/746.
UK S - O o e T B AR BT R A

P
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

EMDN £813: W010308
BUDI- DI: 150995903A07739RM
RE%%. S5 B, #iW3e) . h) (47 %. FEMEVID

HiRE 1.

FHIAE: XA Anti-HLA-B27-FITC/Anti-HLA-B7-PE i#kIE-& 0T 6 9T SN HT 3¢ Ak
YIREBHFLENZIE HLA-B27 FU/sk HLA-B7 HURRMMREHT EEfd aaiibd sl (21
TX “BEET E .

A7 I AEH T 45 HLA-B AR .

WHRF: FEROBERRAALRESWAR.

IEARE X : Anti-HLA-B27-FITC 2—F Anti-HLA-B27 $ifk, AT EidRNmMasrim 4 e MR
A HLA-B27 1RSI . Sl A kP AR BE R AR RSB S8, R shde L Fil A .
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Croatian — Hrvatski

Izjava o sukladnosti

Immunotech SAS ovime jaméi i izjavljuje da proizvodi navedeni u nastavku ispunjavaju zahtjev Uredbe o in vitro dijagnostickim

medicinskim proizvodima 2017/746.

Za izdavanje ove izjave EU-a o sukladnosti odgovoran je isklju&ivo proizvodag.

Proizvodi:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AQ7739

EMDN sifra: W010308
BUDI-DI: 150995903A07739RM
Klasa rizika: kiasa B, pravilo 3. togke (e) i (h) (€lanak 47. u skladu s prilogom VIII.)

Namjena:

Namjena: mje8avina antitijela Anti-HLA-B27-FITC/Anti-HLA-B7-PE omoguéuje kvalitativnu i
neautomatiziranu identifikaciju populacija stanica koje eksprimiraju antigene HLA-B27 ifili
HLA-B7 prisutne u ljudskim biolo3kim uzorcima s pomocu proto&ne citometrije (u nastavku
pogledajte odjeljak ,Uzorci”).

Ovaj proizvod nije namijenjen za odredivanje grupe tkiva HLA-B.

Ciljni korisnik: ovaj je proizvod namijenjen za profesionalno koriStenje u laboratoriju.

Klinitka relevantnost: Anti-HLA-B27-FITC antitijelo je za Anti-HLA-B27 namijenjeno za
identifikaciju | karakterizaciju stanica koje eksprimiraju antigen HLA-B27 protognom
citometrijom. Samo na temelju primjene ovog proizvoda ne mogu se donositi dijagnosticki
zakljucci niti je on za to namijenjen,

Ovaj se proizvod moZe koristiti kao pomo¢ u dijagnosticiranju bolesnika sa sumnjom na
autoimune poremecaje.

Uzorak: venska krv (kao $to je opisano u uputama za uporabu)

Zajednitke specifikacije
None (Nema)

Postupak ocjenjivanja sukladnosti

Ocjenjivanje sukladnosti temelji se na
Sustavu upravijanja kvalitetom i Ocjeni
tehnitke dokumentacije (Clanak 48. u
skladu s Prilogom IX.}

Potpisano za i u ime tvrtke Immunotech SAS, pravnog proizvodata

/géfé'? vewm | 6 MARS 2023

Baeg_aﬁegulatornih poslov(ﬁ’ poslovneffedinice pravnog proizvodaca
Ime: Sophie ROQUES-VIOLIN
Titula: PRRC: osoba odgovorna za uskladenost s propisima

Visi menadZer za osiguranje kvalitete i regulatorne poslove
Mjesto izdavanja: Marseille, Francuska

Prijavijeno tijelo

BS| Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nizozemska

Telefon: +31 (0)20 346 07 80
E-posta: info.nl@bsigroup.com

Broj prijavljenog tijela: 2797

Immunotech SAS

Tvrtka iz grupacije Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Francuska

+(33)4911727 27

Jedinstveni registracijski broj proizvodata: FR-MF-000011121
Broj certifikata IVDR: IVDR-738451

Kontrola dokumenata

Datum izdavanja: | 3. studenog 2021.
Razina revizije: 1

Pocetna serija: 200501

Naziv datoteke A07739-TF-810

DoC:

Stranica 7 od 34
Javno
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COULTER
Czech — Cestina

Prohlaseni o shodé

Spolecnost Immunotech SAS timto zaruéuje a prohlasuje, Ze nize uvedeny produkt (produkty} spliiuje poZadavky Nafizeni

2017/746 o diagnostickych zdravotnickych prostiedcich in vitro.
Toto Prohlaseni o shodé EU je vydano na vyhradni odpovédnost vyrobce.

Produkt(y):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

Kéd EMDN: W010308

BUDI-DI: 150995903A07739RM
Trida rizika: Trida B, pravidio 3 e}, h) (Elanek 47 v souladu s pfilohou VIIi)

Uréeny G&el:

Zamyslené pouZiti: Smés protilatek Anti-HLA-B27-FITC/Anti-HLA-B7-PE umozZiiuje kvalitativni
a neautomatizovanou identifikaci populaci buné&k exprimujicich antigeny HLA-B27 a/nebo
HLA-B7 pfitomné v lidskych biologickych vzorcich (viz €ast ,Vzorky* nize)} pomoci pritokové
cytometrie.

Tento produkt neni uréeny ke stanoveni tkafové skupiny HLA-B.

Cilovy uzivatel: Tento produkt je uréeny pro profesionalni laboratorni pouZiti.

Klinicky vyznam: Anti-HLA-B27-FITC je protilatka anti-HLA-B27 pouzivana k identifikaci
a charakterizaci bunék exprimujicich antigen HLA-B27 pomoci priitokové cytometrie. Produkt
sam o sob& nemlzZe a nema vytvaret Zadné diagnostické zavéry.

Tento produkt Ize pouZit jako pomiicku pii diagnostice pacientli s podezienim na autoimunitni
poruchy.

Vzarek: Zilni krev (dle popisu v navodu k pouziti)

Spoleéné specifikace
Zadné

Postup posuzovéani shody

Posouzeni shody je zalozené na
systému fizeni kvality a na posouzeni
technické dokumentace (¢lanek 48

v souladu s pFilchou IX)

Podepsano jménem a za spoleénast Immunotech SAS, oficialni vyrobce

=) 16 MARS 2023

Zéstupce’[ffo regulaéni zalézitosti provozni jednotky oficialniho vyrobce
Jméno: Sophie ROQUES-VIOLIN
Pracovni pozice: PRRC: Osoba odpovédna za shodu s pfedpisy

Senior manaZerka pro zajisténi kvality a regulaéni zaleZitosti
Misto vydéni: Marseille, Francie

Obeznameny orgéan

BSI1 Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nizozemsko

Tel.: +31 (0)20 346 07 80

Email: info.nl@bsigroup.com

Cislo oznameného subjektu: 2797

Immunotech SAS

Spoleénost Beckman Coulter

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Francie

+(33)4 9117 27 27

SRN vyrobce: FR-MF-000011121

Cislo certifikatu IVDR: IVDR-738451

Kontrola dokumentu

Datum vydani: 3. listopadu 2021
Urovei revize: 1

Potateéni SarZe: 200501

Nézev souboru A07739-TF-810
DoC:
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Danish — Dansk

Overensstemmelseserklzaring

Immunotech SAS forsikrer og erkizrer hermed, at nedenstdende produkt(er) er i overensstemmelse med kravene i forordning

2017/746 om medicinsk udstyr il in vitro-diagnostik.

Denne EU-kontraktdekiaration er udelukkende udstedt under leveranderens ansvar.

Produkt(er):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

EMDN-kode: W010308
BUDI-DI: 150995903A07739RM
Risikoklasse: Klasse B, regel 3 e), h) (artikel 47 | overensstemmelse med bilag VII)

Tilsigtet formal:

Tilsigtet anvendelse: Anti-HLA-B27-FITC/Anti-HLA-B7-PE-antistoffet muligger kvalitativ og
ikke-automatisk identifikation af cellepopulationer, der udtrykker tilstedevaerelsen af HLA-B27-
ogleller HLA-B7-antigener i humane biologiske praver ved hjaelp af flowcytometri (se afsnittet
"Prgver” nedenfor).

Detie produkt er ikke beregnet til bestemmelse af HLA-B-vaevsgruppen.

Tilsigtet bruger: Dette produkt er beregnet til professionel brug i laboratorier.

Klinisk relevans: Anti-HLA-B27-FITC er et Anti-HLA-B27-antistof, der anvendes til at
identificere og karakterisere celler, der udtrykker HLA-B27-antigenet, ved flowcytometri. Dette
produkt, anvendt alene, kan ikke og er ikke beregnet til at generere nogen diagnostisk
konklusion.

Dette produkt kan bruges til at bistd med diagnosticering af patienter ved formodning om
autoimmune sygdomme.

Prove: Vengst blod (som beskrevet i IFU)

Generel(le) specifikation{er)
Ingen

Procedure for
overensstemmelsesvurdering

Overensstemmelsesvurdering er baseret
pa et kvalitetsstyringssystem og pa
vurdering af den tekniske dokumentation
(artikel 48 i overensstemmelse med
bilag IX)

Underskrevet for og pa vegne af Immunotech SAS, den juridiske producent
7

7

y T 7

o’ p. - —

,Z O—F = .
¢ /w1 6 MARS 2023
BEnTunﬁEEé_broducents elegerede for forretningsenhedens lovmeessige anliggender
Navn: Sophie ROQUES-VIOLIN
Titel: PRRC: Person med ansvar for overholdelse af lovgivningen

Senior Manager for kvalitetssikring og lovgivningsmaessige anliggender

Udstedelsessted: Marseille, Frankrig

Bemyndiget organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holland

Telefon: +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Nummer pa det bemyndigede organ:
2797

Immunotech SAS

En Beckman Coulter-virksomhed

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9
Frankrig

+33)49117 27 27

Leveranderens SRN-nr.: FR-MF-000011121
IVDR-certificeringsnummer: IVDR-738451

Kontrol af dokument

Udstedelsesdato: | 3. november 2021
Revisionsniveau: | 1

Start-lot: 200501
DoC-filnavn: A07739-TF-810
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BECKMAN
COULTER
Dutch — Nederlands

Conformiteitsverklaring

Immunotech SAS verklaart hierbij dat de hieronder vermelde producten voldoen aan de vereisten van de Verordening 2017/746

betreffende medische hulpmiddelen voor in-vitro diagnostiek.

Deze EU-conformiteitsverklaring wordt afgegeven onder de volledige verantwoordelijkheid van de fabrikant.

Product(en):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A0O7739

EMDN-code: W010308
BUDI-DI: 150995903A07739RM
Risicoklasse: Klasse B, regel 3 e), h) (artikel 47 overeenkomstig Bijlage VIll)

Beoogd gebruik:

Beoogd gebruik: Met het Anti-HLA-B27-FITC/Anti-HLA-B7-PE-mengsel van antilichamen
kunnen celpopulaties die de HLA-B27- en/of HLA-B7-antigenen tot expressie brengen,
kwalitatief en niet-geautomatiseerd worden geidentificeerd in menselijke biologische monsters
met behulp van flowcytometrie (zie het gedeelte ‘Monsters’ hieronder).

Dit product is niet bedoeld om de HLA-B-weefselgroep vast te stellen.

Beoogde gebruiker: Dit product is bedoeld voor professioneel gebruik in het laboratorium.

Klinische relevantie: Anti-HLA-B27-FITC is een Anti-HLA-B27-antilichaam dat wordt gebruikt
om cellen die het HLA-B27-antigeen tot expressie brengen, te identificeren en te
karakteriseren met behulp van flowcytometrie. Dit product kan op zichzelf geen diagnostische
conclusie bieden en is daar ook niet voor bedoeld.

Dit product kan worden gebruikt om te helpen bij de diagnose van patiénten met
vermoedelijke auto-immuunziekten.

Monster: Veneus bloed (zoals beschreven in de gebruiksinstructies (IFU))

Algemene specificatie(s)
Geen

Conformiteitsheoordelingsprocedure

De conformiteitsbeoordeling is
gebaseerd op een kwaliteitszorgsysteem
en op de beoordeling van de technische
documentatie (artikel 48 in
overeenstemming met bijlage IX)

Ondertekend voor en namens Immunotech SAS, de wettelijke fabrikant

Datum MARS 2023

BURA afgetaardigde vaﬁ wettelijké fabrikant

Naam: Sophie ROQUES-VIOLIN

Titel: PRRC: Verantwoordelijke voor naleving van de regelgeving
Senior manager Kwaliteitsborging en regelgeving

Plaats van ultgifte: Marseille, Frankrijk

Aangemelde instantie

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nederland

Telefoon: +31 (0)20 346 07 80
E-mail: info.nl@bsigroup.com

Nummer aangemelde instantie: 2797

immunotech SAS

Een bedrijf van Beckman Coulter
130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Frankrijk

+(33)4 911727 27

Fabrikant SRN: FR-MF-000011121

IVDR-certificaathnummer: IVDR-738451

Documentcontrole

Uitgiftedatum: 3 Nov 2021
Versie: 1

Vanaf batch: 200501
Bestandsnaam A07739-TF-810
conformitelts-

verklaring:
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COULTER

Estonian — Eesti

Vastavusdeklaratsioon

Immunotech SAS tagab ja kinnitab, et toode/tooted, mis on allpool loetletud, vastab/vastavad in vitro diagnostikameditsiiniseadmete

méarusele 2017/746.

See ELi vastavusdeklaratsioon on vilja antud tootja ainuvastutusel.

Toode (tooted):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, viide A07739

EMDN-kood: W010308
BUDI-DI: 150995903A07739RM
Ohuklass: B, eeskiri 3 e), h) (artikkel 47 kooskélas lisaga Vill)

Sihtotstarve

Kasutusotstarve:  Anti-HLA-B27-FITC/Anti-HLA-B7-PE  anfikehade kogum  véimaldab
voolutsiitomeetriaga kvalitatiivselt ja mitteautomatiseeritult tuvastada rakupopulatsioone, mis
sUnteesivad inimese bioloogilistes proovides HLA-B27 jafvdi HLA-B7 antigeeni (vt allpool osa
.Proovid”).

See toode ei ole méeldud HLA-B koegrupi maéramiseks.

Sihtkasutaja: toode on ette nahtud kutseliseks laboratoorseks kasutamiseks.

Kliiniline tahtsus: Anti-HLA-B27-FITC on Anti-HLA-B27 antikeha, mida kasutatakse antigeeni
HLA-B27 siinteesivate rakkude voolutsiitomeetriaga tuvastamiseks ja kirjeldamiseks. See
toode Uksi ei saa olla ega ole méeldud iihegi diagnostilise otsuse tegemiseks.

Seda toodet saab kasutada autoimmuunhaiguse kahtlusega patsientide diagnoosimise
hélbustamiseks.

Proov: venoosne veri (nagu on kirjeldatud kasutusjuhendis)

Tavaline (tavalised) spetsifikatsioon(id)
Puuduvad

Vastavushindamine

Vastavushindamine p&hineb
kvaliteedijuhtimissiisteemil ja tehnilise
dokumentatsiooni hindamisel (artikkel 48
vastavalt [X lisale)

Allkirjastatud ettevotte Immunotech SAS, seadusliku tootja jaoks ja nimel

e
L ; \ Kuupiev 1 B MARS 2023
"| “Seadusliku tootja &riiiksuse regulatiivosakonna esindaja
Nimi: Sophie ROQUES-VIOLIN
Ametikoht: PRRC: eeskirjade taitmise eest vastutav isik
Kvaliteedi tagamise ja reguleerimise vanemjuht
Viljaandmise koht: Marseille, Prantsusmaa

Teavitatud asutus

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holland

Telefon: +31 (0) 20 346 07 80
E-post: info.ni@bsigroup.com

Teavitatud asutuse number: 2797

Immunotech SAS

Dokumendikontroll

Ettevote Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 — 13276 Marseille, Cedex 9

Prantsusmaa

+(33)4 9117 27 27

Tootja unikaalne registreerimisnumber: FR-MF-000011121

In vitro diagnostika mé#ruse sertifitseerimisnumber: IVDR-738451

Véljaandmise 3. november 2021
kuupdev:

Redaktsioon: 1

Algpartii: 200501
Dokumendi AQ07739-TF-810
failinimi:
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COULTER

Finnish — Suomi

Vaatimustenmukaisuusvakuutus

Immunotech SAS vakuuttaa ja ilmoittaa titen, ettd seuraavassa luetellut tuotteet tayttavét /n vitro -diagnostiikkaan tarkoitetuista

l4dkinnéllisista laitteista annetun direktiivin 2017/746 vaatimukset.

Tama EU-vaatimustenmukaisuusvakuutus on annettu ainoastaan valmistajan vastuulla.

Tuotel/tuotteet:
Anti-HLA-B27-FITC/Anti-HLLA-B7-PE, viite A07739

EMDN-koodi: W010308
BUDI- DI: 150995903A07739RM
Riskiluokitus: Luokka B, sddntd 3 e), h) (artikla 47 liitteen VIl mukaisesti)

Kayttétarkoitus:

Tarkoitettu kéyité: Anti-HLA-B27-FITC/Anti-HLA-B7-PE-vasta-aineseoksen avulla voidaan
vitaussytometriaa k&yttden tunnistaa kvalitatiivisesti ja ei-automatisoiduilla menetelmilla
solupopulaatioita, jotka ilmentavéat ihmisen biologisissa néytteissa esiintyvid HLA-B27- jaftai
HLA-B7-antigeenejé (katso kohta "Néytteet” jéljempéna).

Tata tuotetta ei ole tarkoitettu HLA-B-kudosryhmén madrittdmiseen.

Suunniteltu kayttdja: Tama tuote on tarkoitettu ammattimaiseen laboratoriokayttosn.

Kliininen merkitys: Anti-HLA-B27-FITC on anti-HLA-B27-vasta-aine, jota kéytetddn HLA-B27-
antigeenis ilmentévien solujen tunnistamiseen ja karakterisointiin virtaussytometrian avulla.
Diagnostisia johtop#atoksié ei voi eika pidd tehdé yksin tdmén tuotteen avulla.

Taman tuotteen avulla voidaan diagnosoida potilaita, joilla epdillddn olevan
autoimmuunisairauksia.

Nayte: laskimoveri (kdyttéohjeissa kuvatulla tavalla)

Yhteiset eritelmit
Ei ole

Vaatimustenmukaisuuden

arviointimenettely

Vaatimustenmukaisuuden arviointi
perustuu laadunhallintajirjestelm&an
ja teknisten asiakirjojen arviointiin
(artikla 48 liitteen IX mukaisesti)

Allekirjoittanut valmistajan eli Inmunotech SAS:n puolesta

16 MARS 2023

Paivimddrd

L‘c‘mﬁs’éﬁ‘vralmistajan séénte_(yasioista vastaavan liiketoimintayksikén edustaja

Nimi: Sophie ROQUES-VIOLIN

Titteli: PRRC: s&&nndsten noudattamisesta vastaava henkilé
Laadunvarmistuksesta ja sdédntelyasioista vastaava johtaja

Julkaisupaikka: Marseille, Ranska

limoitettu laitos

BSi Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,

1066 EP

Amsterdam, Alankomaat
Puhelin: +31 (0)20 346 07 80
Séahkoposti: info.nl@bsigroup.com

limoitetun laitoksen numero: 2797

Immunotech SAS

Beckman Coulter -yhtid

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Ranska

+(33)4 9117 27 27

Valmistajan sarjanro: FR-MF-000011121

IVDR:n mukaisen sertifikaatin nro: IVDR-738451

Asiakirjojen valvonta

Julkaisupdiva:

Version taso:
Ensimmiinen
era:
Vaatimusten-
mukaisuus-
vakuutuksen
tiedostonimi:

3. marraskuuta 2021
1
200501

AQ7739-TF-810
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COULTER

French — Francgais

Déclaration de conformité

Immunotech SAS assure et déclare par le présent document que le ou les produits listés ci-dessous sont conformes a 'exigence du

réglement 2017/746 sur les dispositifs médicaux de diagnostic in Vitro.

La présente déclaration de conformité de I'UE est délivrée sous la seule responsabilité du fabricant.

Produit(s) :
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ré&f. A07739

Code EMDN : W010308
BUDI-DI : 150995903A07739RM
Classe de risque : Classe B, régle 3 e), h) (article 47 conformément & I'annexe VIII)

Fonction prévue :

Ulilisation prévue: Les anticorps- Anti-HLA-B27-FITC/Anti-HLA-B7-PE  permettent
Pidentification qualitative non automatisée des populations cellulaires exprimant les antigénes
HLA-B27 et/ou HLA-B7 présents dans des échantillons biclogiques humains par cytométrie
en flux (voir la section « Echantillons » ci-dessous).

Ce produit n'est pas destiné a déterminer le groupe tissulaire HLA-B.

Utilisateur prévu : Ce produit est destiné 4 un usage en laboratoire professionnel.

Pertinence clinique : L'Anti-HLA-B27-FITC est un anticorps Anti-HLA-B27 utilisé pour identifier
et caractériser les cellules exprimant Fantigéne HLA-B27 par cytométrie en flux. Ce produit
seul ne peut pas et n'est pas destiné a tirer des conclusions diagnostiques.

Ce produit peut étre utilisé pour aider au diagnostic des patients atteints de troubles auto-
immuns présumés.

Echantillon : Sang veineux (comme décrit dans le mode d’emploi)

Spécification(s) commune(s)
Néant

Procédure d’évaluation de la
conformité

L'évaluation de la conformité repose sur
un systéme de gestion de la qualité et
sur Pévaluation de la documentation
technique (article 48, conformément a
I'annexe IX)

Signé pour et au nom d’'Immunotech SAS, le fabricant légal

A7 w16 MR 203

-F§bﬁeant1égaf délégué de I’Lyﬁté opéra{ionnelle des Affaires réglementaires

Nom : Sophie ROQUES-VIOLIN

Titre : CRRP : Personne responsable de la conformité réglementaire
Directeur de FAssurance Qualité et des Affaires Réglementaires

Lieu d’émisslon : Marseille, France

Organisme notiflé

Groupe BSI Pays-Bas B.V.

Batiment Say, John M. Keynesplein 9,
1066 EP

Amsterdam, Pays-Bas

Téléphone : +31 (0)20 346 07 80
Courriel : info.ni@bsigroup.com

Numéro de I'organisme nofifié : 2797

Immunotech SAS

Une entreprise de Beckman Coulter
130 avenue de Lattre de Tassigny
B.P. 177 — 13276 Marseille Cedex 9
France

(33) 4911727 27

Fabricant SRN : FR-MF-000011121

Numéro de certificat IVDR : IVDR-738451

Contrble des documents
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d’émission : 03 novembre 2021
Niveau de 1

révision :

Lot de départ : 200501
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fichier DoC :
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COULTER

German — Deutsch

Konformitatserklarung

Immunotech SAS versichert und erklért hiermit, dass das/die nachstehend aufgefithrte(n) Produkt(e) die Anforderungen der
Verordnung 2017/746 iber In-vitro-Diagnostika erflllt/erfillen.

Die Ausgabe dieser EU-Konformitétserkldrung liegt in der alleinigen Verantwortung des Herstellers.

Produkt(e):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, Ref. A07739

EMDN-Code: W010308
BUDI-Df: 150995903A07739RM
Risikoklasse: Klasse B, Regel 3 e), h) (Artikel 47 in Ubereinstimmung mit Anhang ViHl)

Vorgesehener Zweck:

Vorgesehene Verwendung: Die Anti-HLA-B27-FITC/Anti-HLA-B7-PE-Antikérpermischung
emmoglicht mithilfe der Durchflusszytometrie eine qualitative und nicht automatisierte
Identifikation von Zellpopulationen, die das HLA-B27- und/oder HLA-B7-Antigen exprimieren,
das in biologischen Proben menschlicher Herkunft vorhanden ist (siehe Abschnitt ,Proben* | Konformititsbewertungsverfahren
unten).

Dieses Produkt ist nicht zur Bestimmung der HLA-B-Gewebegruppe vorgesehen. Die Konformitatsbewertung basiert auf
Vorgesehener Benutzer: Dieses Produkt ist fiir den professionellen Gebrauch im Labor | €inem Qualititsmanagementsystem
vorgesehen. und auf der Bewertung technischer
Dokumente (Artikel 48 in

Klinische  Relevanz:  Anti-HLA-B27-FITC  ist ein  Anti-HLA-B27-Antikérper  zur | (Jpereinstimmung mit Anhang iX)
durchflusszytometrischen Identifikation und Charakterisierung von Zellen, die das HLA-B27-
Antigen exprimieren. Es ist weder méglich noch vorgesehen, alleine anhand dieses Produkts
zu einer diagnostischen Schlussfolgerung zu kommen.

Dieses Produkt kann als Hilfsmittel zur Diagnose von Patienten mit Verdacht auf
Autoimmunerkrankungen verwendet werden.

Probe: Vendses Blut (wie in der Gebrauchsanweisung beschrieben)

Glingige Spezifikation(en)

Keine
Unterzeichnet fur und im Namen von Immunotech SAS, dem rechtméRigen Hersteller Benachrichtigte Stelle
— 7 2 gSI (grolLép Niidirla&d?( B.V. i 9
f ™ ay Building, John M. Keynesplein 9,
C Ko / / - 16 MARS 2023 1086 EP ynese
S Datum Amsterdam, Niederlande
BG-'_B!J_fﬁIEEH_;‘F'érson far regl;fatorische Angelegenheiten des rechtmaBigen Herstellers Tel.: +31 (0)20 346 07 80
Name: Sophie ROQUES-VIOLIN E-Mail: info.nl@bsigroup.com
Position: PRRC: Fiir die Einhaltung von Gesetzen und Vorschriften verantwortliche Person
Senior Manager fir Qualitétssicherung und Produktzulassung Nummer der benannten Stelle: 2797
Ausstellungsort: Marseille, Frankreich
Immunotech SAS Dokumentenlenkung
Ein Beckman Coulter-Unternehmen Ausstellungs- 03. November 2021
130 Avenue de Lattre de Tassigny datum:
B.P. 177 — 13276 Marseille, Cedex 9 Revisionsstufe: | 1
Frankreich Start-Charge: 200501
+(33) 49117 27 27 DoC-Dateiname: | A07739-TF-810
SRN Hersteller: FR-MF-000011121
{VDR-Zertifikatsnummer: [VDR-738451
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Greek — EAAnvika

ARAwon cugpépewong

H Immunotech SAS Siao@aAiZer kan SnAdvel, BiG g TTapoUong, 6T Ta TROIGVTA TIOU TTUPATIBEVTAE TTAPAKATW CUHHOPEUIVOVTQI HE

Ti§ aTroTrioElg Tou Kavoviopou 2017/746 yia ta in vitro SIGYVWOTIKG 1GTPOTEXVOAGYIKG TIPOTGVTOL.
H mapovoa driAwen cuppépewang e EE exdideTal pe amokA€IOTIKY) EUBUVR TOU KATAOKEUATTH.

Mpolévra:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

Kwdik6¢ EMDN: W010308
BUDI-DI: 150995903A07739RM

Karnyopia kivSivou: Kamyopia B, Kavovag 3 €), {) (Appo 47, oUWV JE TO
Mapdaptua VIII)

MpoBAetrépevos okomsg:

MNMpoBAemépevn  xprion: To peiypa  avmowudtwy  Anti-HLA-B27-FITC/Anti-HLA-B7-PE
CMITPETTEl TRV TTOIOTIKI} KAl M QUTONATOTTOINMEV TAUTOTIONON TWV KUTTAPIKWV TIANOUORV
mou exppdlouv Ta aviiydéva HLA-B27 ri/kan HLA-B7, 1O OTTOIO airaviuwvTal o€ av@piymva
Brohoyika defypara, pe xprion KuTtapopetpiag poig (Beite TNV EVETNTA «Aiypara» TapaKaTw).
AuTé 1O TIpOi6V Bev TTpoopileral yia Tov kaBopioud ¢ oudadag IoTou HLA-B.

MpoBAetrouevog Xpfiomg: To Tapév Tpoibv mpoopiletal yia EmayyeAOTIKY €pyaoTNPIOKN
xpnon.

Khvikry onpacia: To Anti-HLA-B27-FITC eival éva avriowpa Anti-HLA-B27  Trou
XPNOIHOTIOIEITAI VIO TNV TOUTOTIOINGN KAl TOV XOPOKTNPIOUS KUTTAPWY TTou eKgpalouv To
avtiyévo HLA-B27 pe kuttapopetpia porig. Auté To Trpolbv amd povo tou Bev prmopei va
TIapayel OTTOIODATTOTE JIAYVWOTIKG CUPTIEPOTHA KOl GEV TIPOORITETAN VIO QUTHY T XprOT.
Auté 1O Trpoibv ITOpEi va Xpnoipoon6ei w¢ BorBnua otn Sidyvwon aoBeviov pe utToyia
SiaTapaywv Tou QVosoTIoINTIKOU CUCTH UaTog,

Agiypa: PAeBIKS aipa (61Twe TepIypdgeTal omig OBnyieg Xpriong)

Koivig mpodiaypagéc
Kayia

Awdikacia afioAéynong Tng
ouvppdpewong

H aioAdynon ¢ cupudppwong
Baaiferon o€ éva ouoTua Slakeipiong
TOI6TNTAC Kal 6TV agtoAdynon g
TEXVIKIG TekpNpiwong (ApBpo 48
GUpgwva pe 1o Mapdpmpa IX)

Ymoypdeetal €K pEpoug kai yia Aoyapiacpd e Immunotech SAS, Tou NOMILOU KATAOKEUAOTH

s 16 MaRS 2023

Huepopnvia

“NGjoe KGTAOKEVAOTAG,
Ovopa: Sophie ROQUES-VIOLIN
Tithog: PRRC: YmeuBuvo dropo PuBpioTIKG ouppéppwong
Avwtepn AleuBuivipia Alaopahiang MoidtnTag kol PuGMIoTIKLV YTToBéoswy
Tomrobecia £éxdoong: Macoalia, MaAAia

Koivotroinuévog opyaviopég

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, OAavSia

TnAépwvo: +31 (0)20 346 07 80
Email: info.nl@bsigroup.com

ApiBpog Kovotroinpévou opyaviguos:
2797

Immunotech SAS

Eraipeia Tng Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9
FaAAia

+(33)49117 27 27

SRN karaokevaoTij: FR-MF-000011121
Api6ué¢ moromromrikol IVDR: IVDR-738451

"EAgyxog eyyphpuwy

Huepounvia 03 NotguBpiou
EkBoong: 2021

Ewimedo 1
avadewpnong:

Naprida évaping: | 200501

Vvopa apyeiou A07739-TF-810
DoC:
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COULTER

Hungarian — Magyar

Megfeleléségi nyilatkozat

Az Immunotech SAS ezuton kijelenti és szavatolja, hogy az alabbiakban felsorolt termék(ek) megfelel(nek) a 2017/746-0s szamu,

in vitro diagnosztikai orvostechnikai eszkézokrél $z616 rendelet kévetelményeinek.
Ezt az EU-megfeleldségi nyilatkozatot a gyartd kizarélagos felelossége mellett adjak ki.

Termék(ek):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

EMDN-kéd: W010308
Alapvetd egyedi eszkdzazonosité (BUDI-DI): 150995903A07739RM

Kockdzati osztaly: B osztaly, 3. szabaly €), h) pont (47. cikk, a ViII. mellékletnek
megfelelden)

Rendeltetés:

Alkalmazasi terlilet: Az Anti-HLA-B27-FITC/Anti-HLA-B7-PE antitestkeverék lehetdvé teszi a
human bioldgiai mintdkban a HLA-B27 és/vagy HLA-B7 antigént expresszalé sejtpopulaciok
aramlasi citometriaval végzett kvalitativ és nem automatizalt azonositasat (lasd lentebb a
LMinta” cim{ részt).

Ez a termék nem alkalmas a HLA-B szévetcsoportok meghatarozasara.

Célfelhasznalé: Ez a termék laboratériumi szakemberek altali hasznalatra késziilt.

Klinikai jelentdség: Az Anti-HLA-B27-FITC a HLA-B27 antigént expresszalo sejtek aramlasi
citometriaval végzett azonositasara és jellemzésére szolgaldé anti-HLA-B27 antitest. Ez a
termék dnmagaban nem alkalmas bamilyen diagnosztikai kovetkeztetés levondasara, és nem
is erre a célra lett kialakitva.
Ez a terméket feltehetéen autoimmun rendellenességben szenvedd betegek diagnozisanak
tamogatasdara hasznalhato.

Minta: Vénas vér (a hasznélati utasitasban leirtaknak megfelel6en)

Egységes eldiras(ok)
Nincs

Megfeleldségértékelési eljaras

A megfeleloségértékelés a
minéségiranyitasi rendszeren, valamint
a miiszaki dokumentumok attekintésén
alapul (48. cikk, a IX. mellékletnek

megfelelden)

A nyilatkozatot az Immunotech SAS mint térvényes gyarté nevében és megbizasabdl alairta:

7

= '/d_7, _ Datum: —IE _NARS 2023

Tori@nyes gyams képviselje /gazdasagi egység, szabélyozasi iigyek

Név: Sophie ROQUES-VIOLIN

Beosztas: PRRC: a szabalyozasi megfeleloségért felelés személy
Szenior menedzser, mindségbiztositasi és szabalyozasi iigyek

A kiallitas helye: Marseille, Franciaorszag

Bejelentett szervezet

BS! Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,

1066 EP

Amsterdam, Hollandia
Telefon: +31 (0)20 346 07 80
E-mail: info.nl@bsigroup.com

Bejelentett szervezet szama: 2797

Immunotech SAS

A Beckman Coulter egyik vallalata

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Franciaorszag

+(33)4 9117 27 27

Gyarté egyedi regisztraciés szdma (SRN): FR-MF-000011121
IVDR-tanGsitvany szama: IVDR-738451

Dokumentumkezelés

Kiallitas datuma:
Atdolgozasi
szint:

Kezdd tételszam:
DoC fé]inév:

2021. november 3.
1

200501
A07739-TF-810

16. oldal (6sszesen: 34)




COULTER

Italian — Italiano

Dichiarazione di conformita

Con la presente, Immunotech SAS assicura e dichiara che i prodotti elencati di seguito sono conformi ai requisiti del

Regolamento 2017/746 relativo ai dispositivi medico-diagnostici in vitro.

La presente Dichiarazione di conformita UE viene rilasciata sotto Iesclusiva responsabilita del produttore.

Prodotti:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, rif. A07739

Codice EMDN: W010308
BUDI-DI: 150995903A07739RM
Classe di rischio: Classe B, Norma 3 e), h) {Articolo 47 conformemente all'Allegato VHI)

Scopo previsto:

Uso previsto: la miscela di anticorpi Anti-HLA-B27-FITC/Anti-HLA-B7-PE consente
Pidentificazione qualitativa e non automatizzata di popolazioni cellulari che esprimono gli
antigeni HLA-B27 efo HLA-B7 presenti in campioni biologici umani mediante citometria a
flusso (vedere la seguente sezione “Campione”).

Questo prodotto non & destinato a determinare il gruppo tissutale HLA-B.

Utente previsto: il prodotto é destinato all'utilizzo professionale in laboratorio.

Rilevanza clinica: 'Anti-HLA-B27-FITC & un anticorpo anti-HLA-B27 utilizzato per identificare
e caratterizzare le cellule che esprimono I'antigene HLA-B27 mediante citometria a flusso.
Questo prodotio da solo non pud e non intende generare alcuna conclusione diagnostica.
Questo prodotto pud essere usato come supporto nella diagnosi di pazienti con sospetti
disturbi autoimmuni.

Campione: sangue venoso (come descritto nelle istruzioni per {'uso)

Specifiche comuni
Nessuna

Procedura di valutazione della
conformita

La valutazione della conformita si basa
su un sistema di gestione della qualita e
sulla valutazione della documentazione
tecnica (Articolo 48 conformemente
all’Allegato 1X).

Firmato in nome e per conto di Immunotech SAS, il Produttore legale.

P 16
. ¥ - MARS 2023
Produttoa-legatedelegato B(U/éA [
Nome: Sophie ROQUES-VIOLIN
Titolo: PRRC (persona responsabile della conformita normativa)
Senior Manager Quality Assurance & Regulatory Affairs
Luogo di emissione: Marsiglia, Francia

Organismo notificato

BSI| Group The Netherlands B.V.
Say Building; John M. Keynesplein 9,
1066 EP

Amsterdam, Paesi Bassi

Tel.: +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Numero dell’'organismo notificato: 2797

Immunotech SAS

Una societd Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9
Francia

+(33)49117 27 27

SRN del produttore: FR-MF-000011121
Numero de! certificato IVDR: IVDR-738451

Controllo del documento

Data di 03 novembre 2021
emissione:

Livello di 1

revisione:

N. lotto iniziale: 200501

Nome file DoC: A07739-TF-810
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COULTER
Japanese — B A&#8

BWEESE

Immunotech SASIL. LA T ORGRA A7 WA EFEHEBHRI2017/746 DEFICHEA L TWA Z L

ZOEUBEAESIT. BEEZEOLOBELEIBVWTRITEATWET,

EIZCRIEL, EFELET,

B
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, &% SA07739

EMDN=— F: W010308

BUDI- DI: 150995903A07739RM

YRIZFR: 2 FAB, V—n3e) . hY (MIBEVINZREST-5547%)

EARA:

#EH BA9: = OAnti-HLA-B27-FITC/Anti-HLA-B7-PEH I v 7 Xz kv, 7a—H A4 h2A RV
—& Wiz, b MEWY L IAVICEET AHLAB27TR L UV E - IXHLA-B7THEZ R\ T 54
MEROERMA OB TCORENTRICR Y 4 LUTFO 370 OIEZER) |
ZOMBT, HA-BAZSFHOHEIZBITAEHZENE L TWHWERA,

WRERDBa—F— ZORRIT. REZSOEMERERAT I LEAHLELTVET,
FEFREYESE: Anti-HLA-B27-FITCH, HLA-B27THIE# AT 5MMiE%E, 7o —H% A bA MY —
TRER LU T 3 = DIZERT 3Ant-HLA-B27H1 6T, AREGE7ET Tk, 2L

DRFREHTIERTE, TLThE2ERLLELOTLHY £HA,
T/, HEREREREDNIBEODE LTI DIERTEET,

Yo7 iRk (FUICRERO LBY)

SEEAR
2L

HEEP TN

WAL, SETEIRT L LR
XEOFMCESTHET (HEBIX
ZHE o o 5E485R)

#EEEOBEREECH Himmunotech SASERAR L TELINTWET
N A o

- 7. aer_1 6 MARS 2023
BICEABERE LR ALy RN BEEEARE
£, 8ii: Sophie ROQUES-VIOLIN
M : PRRC: LR GIEFOWITE
SERIER L CRAIEEES L =T v RV —
RITRFT: <A EBA2, TR

FRAEHED

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

TURATVE b, FF ¥

5E - +31(0)20 346 07 80

BF A—N : info.ni@bsigroup.com

BRAENAREESZIEM: 2797

Beckman Coulterik =&t

130 avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille Cedex 9
TIUA

+(33)4 911727 27

BUEs3E SRN: FR-MF-000011121
IVDREEFAHE 5 IVDR-738451

Immunotech SAS

g 4ig

#17A: 2021411 H03H
WET VR 1

AF—buy b: 200501
XEDT 7 A N | AD7739-TF-810

~—3718/34
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Korean — &t=-0§
XM SEA]

K71 - gd Ml
Immunotech SASE Of2 L=l RIZ0| 412/ Bt O|2 77| 77 2017/7462] K7 AEHS T48e BNl MRl
2 EU R HEAMOS MY o= Hx Ao} Melstol W L)
HE:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, & = A07739
EMDN I E: W010308
BUDI- DI: 150995903A07739RM
$8 53:BS2, 74 3e), h) (B M VIO M2 47%)
Ag 25
2 Anti-HLA-B27-FITC/Anti-HLA-B7-PE &k EBEH2E2 A2 Al {NE 24 MqBloz
QIN R HHOIA HLA-B27 W/E L HLA-B7 S QS WHsH= MEZO| HHX S U H|AS
SRE FUY < ASUCHOL “ZA" 441 8) HEd ot An

O] HIE2 HLA-B ZE|T & £t 8L =2 ArgdiAE o gLCh

the A8 xE o] B2 H¥4d AEZIge2 Dote|glaL ot

HEd Bots BY el MxE Wl
A BIHE 7| R S CHEE Xof

2 48%X).
e ZHY: Anti-HLA-B27-FITCE HLA-B27 RS YHsle MES QAHIZ EMdoz e )
A5t £ 245t O A25EE Anti-HLA-B27 EA|QILCE 2 XS0 ALgsto] FcH
HdES UE s 8o, dig 82 AN E OF ELCt
O] AIZ2 A7tei e Egto| old sl gxlo| FHThe o3l Hx frio2 823 4 oL}
HH: HUEFU HA|)
ZE A
il
HE HEHH Q! Immunotech SASE CHAI5H0] MY Az g

. 16 MARS 2023
4 . L

ST At 3 92 s gzlel
0| &: Sophie ROQUES-VIOLIN
E9: PRRC: 7 = M AR}

EY LS L A8 25 MY Bl

HE WA O24R, Z2A

BS! Group The Netherlands B.V.

Say Building, John M.

1066 EP

SAHZE, YBHE

Keynesplein 9,

M3 S: +31 (0)20 346 07 80
o|H & info.nl@bsigroup.com

7|8 ¥ 2797

Immunotech SAS

Beckman Coulter Z| A}
130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
A

+(33)4 9117 27 27

=YX SRN: FR-MF-000011121

IVDR 215M ME: IVDR-738451

=M #a

wagel: 20214 118 3¢
M 5= 1

A s 200501

2 1}gl o|&: A07739-TF-810
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COULTER

Latvian — Latviski

Atbilstibas deklaracija

Immunotech SAS ar So nodro$ina un pazino, ka talak minétais izstradajums(-i) atbilst in vitro diagnostikas medicTnisko ierféu regulas

2017/746 prasibam.
Par &Ts ES atbilstibas deklaracijas izdoSanu ir atbildigs tikai un vienTgi raZotajs.

Izstradajums(-i):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, atsauce A07739

EMDN kods: W010308
BUDI- DI: 150995903A07739RM
Riska klase: B klase, 3.e, h noteikums (47. pants saskana ar VIl pielikumu)

Paredz&tais noldks:

Paredzétais lietojums: Anti-HLA-B27-FITC/Anti-HLA-B7-PE antivielu maisijums |auj kvalitativi
un neautomatizéti identifict $aGnu populacijas, kas izsaka HLA-B27 un/vai HLA-B7 antigénus
cilvéka biologiskaja parauga, izmantojot plismas citometriju (skatit sadalu ,Paraugi” talak).

$is produkts nav paredzéts HLA-B audu grupas noteik$anai.

Paredzétais lietotajs: Sis produkts ir paredzéts profesionalai lieto3anai laboratorija.

Kliniskais nozimigums: Anti-HLA-B27-FITC ir Anti-HLA-B27 antiviela, ko izmanto, lai
identificétu un raksturotu $linas, kas nosaka HLA-B27 antig&na klatbatni, izmantojot pliismas
citometriju. So produktu nevar izmantot vienu pa3u, un tas nav paredzéts diagnostisku
secindjumu izdarf$anai.

So produktu var izmantot, lai palidzé&tu diagnosticét pacientus ar aizdomam par autoiminiem
trauc&jumiem.

Paraugs: Venozas asinis (ka aprakstits IFU)

Kopé&]a specifikacija(-as)
Nav

Atbilstibas novértéSanas procedira

Atbilstibas novértésanas pamata ir
kvalitates vadibas sistéma un tehniskas
dokumentacijas novértéSana (48. pants
saskana ar IX pielikumu)

Parakstits Inmunotech SAS, juridiska raZotaja, varda un uzdevuma

,Qiéﬁ%z/ - oaums 1 6 MARS 2023

:lufidiskaTs/F;iotajs Komefialas struktirvienibas regulativo lietu delegats

Vards, uzvards: Sophie ROQUES-VIOLIN

Nosaukums: PRRC: Persona, kas atbildiga par normativo prasibu ievéro$anu
Vecakais kvalitates nodro$inadsanas un regulativo lietu vaditajs

Izdo%anas vieta: Marsela, Francija

Pazinota iestade

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdama, Niderlande

Talrunis: +31 (0)20 346 07 80
E-pasts: info.nl@bsigroup.com

Pievienots pazinotas struktiiras numurs:
2797

Immunotech SAS

Beckman Coulter uznémums

130 avenue de Lattre de Tassigny
B.P. 177 — 13276 Marsela, Cedex 9
Francija

+(33)4 91172727

Razotdja SRN: FR-MF-000011121
IVDR sertiflkdta numurs: IVDR-738451

Dokumentu kontrole

Izdosanas 2021. gada
datums: 3. novembris
Péarskates 1

limenis:

Sakuma partijas: | 200501

DoC faila A07739-TF-810
nosaukums:

20. lappuse no 34




\S7 BECKMAN
COULTER
Lithuanian — Lietuviy k.

Atitikties deklaracija

Immunotech SAS® uZtikrina ir pareiZkia, kad toliau nurodytas (-i) gaminys (-iai) atitinka Jn vitro diagnostikos medicinos priemoniy

reglamento 2017/746 reikalavimus.

Si ES atitikties deklaracija iSduota tik gamintojo atsakomybe.

Gaminys (-iaf):
~Anti-HLA-B27-FITC/Anti-HLA-B7-PE*, kat. Nr. A07739

EMDN kodas: W010308
BUDI- DI: 150995903A07739RM
Rizikos klasé: B klase, 3 e, h taisyklé (47 straipsnis pagal VIl prieda)

Numatytoji paskirtis

Paskirtis. Naudojant ,Anti-HLA-B27-FITC/Anti-HLA-B7-PE* antikiiny mi$inj, srauto citometrijos
bldu galima kokybiskai ir neautomatizuotai identifikuoti Iasteliy populiacijas, i¥reiskiangias
HLA-B27 ir (arba) HLA-B7 antigena, esantj Zmogaus biologiniuose meginiuose (3r. tolesnj
skyriy ,Meéginiai“).

Sis gaminys neskirtas HLA-B audiniy grupei nustatyti.

Numatytasis naudotojas. Sis gaminys skirtas naudoti specialistams laboratorijose.

Klinikiné svarba. ,Anti-HLA-B27-FITC* yra ,Anti-HLA-B27“ antikanas, naudojamas lgsteléms,
iSreiSkiancioms HLA-B27 antigena, srauto citometrijos bodu identifikuoti ir apibadinti,
Naudojant vien §j gaminj negalima padaryti jokios diagnostinés i$vados ir jis néra tam skirtas.
§j gaminj galima naudoti kaip pagalbine priemone nustatant diagnoze pacientams, kuriems
jtariami autoimuniniai sutrikimai.

Méginys: veninis kraujas (kaip aprasyta NI)

Bendroji (-osios) specifikacija (-os)
Néra

Atitikties vertinimo procediira

Afitikties vertinimas grindZiamas
kokybés valdymo sistema ir techninés
dokumentacijos vertinimu (48 straipsnis
pagal IX priedg)

Pasira8o teiséto gamintojo ,Immunotech SAS* vardu

Teiséto gamintojo versle/ padalinio' norminiy reikalavimy skyriaus atstovas
Vardas, pavardé: Sophie ROQUES-VIOLIN
Pareigos: AARA: asmuo, atsakingas uZ normine atitiktj

Kokybés uztikrinimo ir norminiy reikalavimy skyriaus vyresnioji vadove
13leidimo vieta: Marselis, Pranciizija

1 6 Mane 2073

Notifikuotoji jstaiga

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nyderlandai

Tel. +31 (0)20 346 07 80

El. pastas info.nl@bsigroup.com

Notifikuotosios jstaigos numeris: 2797

Immunotech SAS

,Beckman Coulter’ jmoné

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Prancizija

+(33)4 911727 27

Gamintojo SRN: FR-MF-000011121
IVDR sertifikato numeris: I[VDR-738451

Dokumenty kontrolé

I18leidimo data: 2021-11-03
PerZidiros lygis: 1

Pradiné partija: 200501

DoC failo A07739-TF-810
pavadinimas:
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Norwegian — Norsk

Samsvarserklaering

Immunotech SAS forsikrer at produkter angitt nedenfor samsvarer med kravene i forordning 2017/746 om in vitro-diagnostisk

medisinsk utstyr.

Denne EU-samsvarserklzeringen publiseres pa produsentens eget ansvar.

Produkt(er):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

EMDN-kode: W010308

BUDI- DI: 150995903A07739RM
Risikoklasse: Klasse B, regel 3 e), h) (artikkel 47 i samsvar med vedlegg VIII)

Tiltenkt formal:

Tiltenkt bruk: Blandingen av Anti-HLA-B27-FITC/Anti-HLA-B7-PE-antistoff muliggjer kvalitativ
og ikke-automatisert identifisering av cellepopulasjoner som uttrykker HLA-B27- og/eller HLA-
B7-antigen som finnes i humane biologiske praver, ved hjelp av flowcytometri (se avsnittet
«Prgver» nedenfor).

Dette produktet er ikke beregnet for & bestemme HLA-B-vevsgruppe.

Tiltenkt bruker: Dette produktet er beregnet for bruk pa profesjonelle laboratorier.

Klinisk relevans: Anti-HLA-B27-FITC er et anti-HLA-B27-antistoff som brukes til 4 identifisere
og karakterisere celler som uttrykker HLA-B27-antigenet, ved hjelp av flowcytometri. Dette
produktet alene kan ikke og er ikke ment & generere en diagnostisk konklusjon.

Dette produktet kan brukes som et hjelpemiddel i diagnostisering av pasienter som det
mistenkes har autoimmune sykdommer.

Prave: Vengst blod (som beskrevet i bruksanvisningen)

Vanlige spesifikasjoner
Ingen

Prosedyre for samsvarsvurdering

Samsvarsvurdering er basert pa et
kvalitetsstyringssystem og pa en
vurdering av teknisk dokumentasjon
(artikkel 48 i samsvar med tillegg 1X).

Signert for pa vegne av Immunotech SAS, juridisk produsent

AL L

£
Jaridisk predUsent, represenlant for juridisk avdeling
Navn: Sophie ROQUES-VIOLIN
Tittel: PRRC: Ansvarshavende for juridisk samsvar
Overordnet leder for kvalitetssikring og juridisk avdeling
Publiseringssted: Marseille, Frankrike

Teknisk kontrollorgan

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nederland

Telefon: +31 (0)20 346 07 80

E-post: info.nl@bsigroup.com

Nummer pa teknisk kontrollorgan: 2797

Immunotech SAS

Et Beckman Coulter-selskap

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Frankrike

+(33)4 9117 27 27

Produsent-SRN: FR-MF-000011121
IVDR-sertifikatnummer: IVDR-738451

Dokumentkontroll

Utstedelsesdato: | 3. nov 2021
Revisjonsniva: 1

Startiot: 200501
DoC-filnavn: A07739-TF-810
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Polish — Polski

Deklaracja zgodnosci

Firma Immunotech SAS niniejszym zapewnia i deklaruje, ze wymienione ponizej produkty spetniaja wymogi rozporzadzenia
2017/746 w sprawie wyrobéw medycznych do diagnostyki in vitro.

Niniejsza deklaracja zgodnosci UE zostata wydana na wylgczng odpowiedzialno$é producenta.

Produkt(y):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, nr ref. AO7739

Kod EMDN: W010308
Identyfikator BUDI-DI: 150995903A07739RM
Klasa ryzyka: Klasa B, reguta 3, lit. €), h) (art. 47, zgodnie z zalgcznikiem VIN)

Przewidziane zastosowanie:

Przeznaczenie: Mieszanina przeciwcial Anti-HLA-B27-FITC/Anti-HLA-B7-PE  umozliwia
jakosciows i niezautomatyzowang identyfikacje populacji komérek, ktére wykazuja ekspresje
antygenéw HLA-B27 i/lub HLA-B7 i sg obecne w ludzkich prébkach biologicznych, metoda
cytometrii przeplywowej (zobacz punkt ,Probki” ponizej). .
Produkt nie jest przeznaczony do oznaczania grupy tkanek HLA-B. Procedura oceny zgodnosci

Uzytkownik docelowy: Niniejszy produkt jest przeznaczony do profesjonalnego uzytku Ocena zgodno$ci opiera sie na systemie
laboratoryjnego. zarzadzania jakoscig oraz na ocenie

Znaczenie kliniczne: Anti-HLA-B27-FITC jest przeciwcialem przeciwko HLA-B27 stosowanym dokumentac;n tech.m.cznej (art. 48,
do identyfikowania i charakteryzowania kemérek wykazujacych ekspresje antygenu HLA-B27 | Z9odnie z zatacznikiem IX)

za pomoca cytometrii przeplywowej. Ten produkt nie moze samodzielnie generowaé
whnioskow diagnostycznych i nie jest przeznaczony do ich samodzielnego generowania.
Produkt moze byé wykorzystywany jako pomac w rozpoznawaniu pacjentéw z podejrzeniem
zaburzery autoimmunologicznych.

Prébka: Krew Zylna (jak opisano w IFU)

Wspélna specyfikacja
Brak

Podpisano w imieniu i na rzecz firmy Immunotech SAS bedacej legalnym producentem Jednostka notyfikowana
BSI Group The Netherlands B.V.

1— 6 MARS 2023 ?ggsB;gdiNQ, John M. Keynesplein 9,
Amsterdam, Holandia

~Pefnomocnik jednostki b&nesowej f:ls. Fejestracji Z ramienia legalnego producenta Tel.: +31 (0)20 346 07 80
Imig i nazwisko: Sophie ROQUES-VIOLIN E-mail: info.ni@bsigroup.com
Stanowisko: PRRC: osoba odpowiedzialna za zgodno$é z przepisami . ) .
Starszy dyrektor ds. zapewnienia jakosci i rejestracii Numer jednostki notyfikowanej: 2797

Miejsce wydania: Marsylia, Francja

| tech SAS Kontrola dokumentu
mmunotec i
Data wydania: 3LiIsS2021r.
Firma nalezgca do Beckman Coulter We r;'y &
N ja 1

130 Avenue de Lattre de Tassigny dokumentu:
Egﬁng\? - 13276 Marseille, Cedex 9 Nr partil 200501
+(33)49117 2727 poczatkowe;:
Numer SRN producenta: FR-MF-000011121 Nazwa pliku AD7739-TF-810
Numer certyfikatu IVDR: IVDR-738451 deklaracji

zgodnosci:

Strona 23z 34



& secoun

COULTER

Portuguese — Portugués

Declaracao de conformidade

A Immunotech SAS vem por este meio garantir e declarar que o(s) produto(s) listado(s) abaixo cumpre(m) os requisitos do

Regulamento 2017/746 relativo a Dispositivos médicos de diagnéstico in vifro.

A presente Declaragéio de conformidade da UE € emitida sob a exclusiva responsabilidade do fabricante.

Produto(s):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

Cédigo da Nomenclatura Europeia de Dispositivos Médicos (EMDN): W0310308
UDI-DI basico: 150995903A07739RM
Classe de risco: Classe B, norma 3 e), h) (artigo 47.° em conformidade com o anexo VIil)

Fim previsto:

Utilizagdo prevista: a mistura de anticorpos Anti-HLA-B27-FITC/Anti-HLA-B7-PE permite a
identificagho qualitativa e ndo automatizada de populagtes de células que expressam os
antigénios HLA-B27 efou HLA-B7 presentes em amostras biolégicas humanas utilizando
citometria de fluxo (consulte a secgdo «Amostras» abaixo).

Este produto nao se destina a determinar o grupo de tecidos de HLA-B.

Utilizador previsto: este produto destina-se a utilizagéo profissional em laboratério.

Relevdncia clinica: o Anti-HLA-B27-FITC é um anticorpo Anti-HLA-B27 utilizado para
identificar e caracterizar, por citometria de fluxo, as células que expressam o antigénio HLA-
B27. Este produto, por si s6, ndo pode e nédo se destina a gerar qualquer conclusdo de
diagndstico.

Este produto pode ser utilizado para auxiliar no diagnéstico de pacientes suspeitos de
padecerem de doengas autoimunes.

Amostra: sangue venoso (conforme descrito nas instru¢des de utilizagao)

Especifica¢do(des) comum(ns)
Nenhuma

Procedimento de avaliagdo de
conformidade

A Avaliagdo de conformidade é baseada
num Sistema de gestéo de qualidade e
na Avaliacdo de documentagéo técnica
(artigo 48.° em conformidade com o
anexo IX)

Assinado por e em nome da Immunotech SAS., o fabricante legal

fefn oua 16 MARS 2023

Defegade-de assuntos regugmentares da unidade de negdcios do fabricante legal
Nome: Sophie ROQUES-VIOLIN
Fungéo: PRRC: pessoa responsavel pela conformidade regulamentar

Diretora sénior de Garantia de qualidade e Assuntos regulamentares
Local de emissédo: Marsetha, Franga

Organismo neotificado

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paises Baixos
Telefone: +31 (0)20 346 07 80
E-mail: info.nl@bsigroup.com

Numero do organismo notificado: 2797

Immunotech SAS

Uma empresa da Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177-13276 Marseille, Cedex 9
Franca

+(33) 4911727 27

SRN do fabricante: FR-MF-000011121
Numero de certificado de IVDR: IVDR-738451

Controlo de documentos

Data de emissdo: | 03 nov 2021
Nivel de revisdo: 1

Lote inicial: 200501

Nome do ficheiro | A07739-TF-810
da Declaragdo de
conformidade
{DoC):
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Romanian — Romana

Declaratie de conformitate

Prin prezenta, Immunotech SAS asigura si declard ca produsul {produsele) indicat(e) mai jos este (sunt) in conformitate

cu cerinfa Regulamentului 2017/746 privind dispozitivele medicale pentru diagnostic in-vitro.
Aceasta declaratie de conformitate UE este emisa pe rispunderea exclusivi a producatorului.

Produsul (Produsele):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

Cod EMDN (Nomenclatorul european al dispozitivelor medicale): W010308

BUDI-DI (Identificarea unica de bazi a dispozitivulul ~ Identificarea dispozitivulul):
150985903A07732RM

Clasa de risc: Clasa B, Regula 3 ), h) (Articolul 47 in conformitate cu Anexa VIil)

Scopul prevazut:

Domeniul de utilizare: Amestecul de anticorpi Anti-HLA-B27-FITC/Anti-HLA-B7-PE permite
identificarea calitativi $i non-automaté a populatiilor celulare care exprima antigenii HLA-B27
si/sau HLA-B7 prezenli in probele biologice umane, utilizdnd citometrie in flux (consultafi
secfiunea ,Probe” de mai jos).

Acest produs nu este destinat determinarii grupului de tesut HLA-B.

Utilizatorul prevézut: Acest produs este destinat utilizérii profesionale n laborator.

Relevanta clinicd: Anti-HLA-B27-FITC este un anticorp anti-HLA-B27 folosit pentru
identificarea si caracterizarea celulelor care exprima antigenul HLA-B27, utilizdnd citometrie in
flux. Individual, acest produs nu poate genera concluzii cu rol de diagnostic si nu este
conceput Tn acest scop.
Acest produs poate fi utilizat pentru a ajuta la diagnosticarea pacientilor cu tulburiri
autoimune suspectate.

Proba: S&nge venos (conform descrierii din instructiunile de utilizare)

Specificatie (Specificatii) comuna (comune)
Nu exista

Procedura de evaluare a conformitatli

Evaluarea conformitétii se bazeaz3 pe
un sistem de gestionare a calitafii si pe
evaluarea documentatiei tehnice
(Articolul 48 in conformitate cu

Anexa IX)

Document semnat pentru compania Immunotech SAS, producitorul autorizat, si in numele
acesteia

//g,/,éc,;/// 16 MaRs 2023

Iﬁ@t responsabil de a/sp’ectele prvind reglementarile ale unitatii de afaceri a producatorului
autorizat
Nume: Sophie ROQUES-VIOLIN
Functie: PRRC: Persoana responsabild de conformitatea cu reglementérile
Manager principal responsabil de asigurarea calitafii si de aspectele privind
reglementarile
Locul emiterii: Marseille, Franta

Organism notificat

BS! Group The Netherlands B.V.
Say Building, John M. Keynesplein 9.
1066 EP

Amsterdam, Tarile de Jos

Telefon: +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Numdrul organismului notificat: 2797

Immunotech SAS

O companie Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Franta

+(33)4911727 27

Codul unic de inregistrare al producitorului: FR-MF-000011121
Numirul certificatului de conformitate cu Regulamentul privind
dispozitivele medicale pentru diagnostic in vitro: IVDR-738451

Control document

Data emiterii: 03 noiembrie 2021
Nivel de 1

revizuire:

Lot inifial: 200501
Denumirea AQ7739-TF-810
figierului DoC:

Pagina 25 din 34




& secoun

COULTER

Russian — Pycckun

Hdeknapauua cooTBeTCTBUA

HacTosiuyum Immunotech SAS rapaHTupyer 1 3asBnseT, YTO NepeyucneHHbIe HKe NPoAYKTL COOTBETCTBYIOT TpeGoBaHUsM

PernameHTa 0 MeguULMHCKUX YCTPOACTBaX ANS AUATHOCTUKM in vitro 2017/746.

Hacroawas Oexknapauua cootseTcTBUs EC BblAGETCA UCKNIOMUTENBHO MOA OTBETCTBEHHOCTL NPOU3BOAUTENSA.

Wsnenwue(-a):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ccbinounbiii Homep A07739

Kop EMDN: W010308
BUDI- DI: 150995903A07739RM
Knacc pucka: Knacc B, Mpaeuno 3 e), h) (Ctaten 47 B cooteeTcTBUM ¢ Tpunoxexnen VIIE)

NMpeaycmoTpeHHoe Ha3HaAYeHKHe:

MpeaycMoTpeHHoe npuMeHeHue: Cmech awtuten  Anti-HLA-B27-FITC/Anti-HLA-B7-PE
NO3BONSAET C WUCNONLIOBAHWMEM MPOTOMHON LMTOMETPUW BLINONMHUTL KaYecTBeHHoe U He
2BTOMaTU3UPOBAHHOE OnpegencHNe KIEeTOUHbIX MONYNAUMA, SKCMPECCUMPYIOWUX aHTUreHb!
HLA-B27 wunn HLA-B7, koTopbie npucyTtcTeyloT B Guonormyeckux npoBax venoseka (cm.
pasaen «Mpobbi» HKe).

[aHHbIi NPOAYKT He NpefHa3Ha4eH ANA onpeAeneHus TkaHesol rpynnsl HLA-B.

KoHeuHbli nonb3oeatens: OTOT NPOAYKT npejgHasHaveH AnA  npodeccuoHanbHoro
vcnonb30BaHuA B nabopartopun.

Knunuyeckoe aHaveHue: Anti-HLA-B27-FITC npeactaenseT coGoi aHtuteno k Anti-HLA-B27,
vcnonbayemMoe AN MAGHTUMUKALMM W ONpeAeneHus  XapakTepucTwk  KNeTok,
akcnpeccupyioumx aHtured HLA-B27, meTopom MpOTOMHOW LMTOMETPUW. DTOT MPOAYKT
OTAENbHO OT APYMMX WCCNEAOoBaHWiI HEe MOKET NPUBOAWUTL K NPUHATUIO Kakux-nubo
AWArHOCTUYECKMX PeleHIi U He NPeaHA3HaYeH AfA aTOro.

OTOT NPOAYKT MOXET WMCMONb3OBATLCA ANA AMArHOCTMKM MALUEHTOB C Mojo3peHueM Ha
ayTOMMMYyHHbIE 3a0onesanus.

Mpo6a: BeHo3Has kpoBb (kak onucaHo B IFU)

O6uwue cneuudukaumm
Her

MpoueAypa OLEHKM COOTBETCTBUA

OueHka COOTBETCTBUA OCHOBaHA Ha
Cucreme ynpasneHua Ka4ecTBoM

1 OLIEHKe TEXHUYECKOM AOKYMEeHTaLn
{CtaTtbs 48 B cooTBETCTBUM

¢ MpunoxeHuem IX)

Moanucaxo ot umenn Immunotech SAS, oduumuansHOro N3roToBUTENA

fara l 6 MARS 2023

aButert oTaena n HOpMaTM\BHO-I'IpaBOBbIM Bonpocam Gu3Hec-noapasaeneHus
ODULIMANBHOTO WIrOTOBUTENS
®amunun, uma: Sophie ROQUES-VIOLIN
AonxHocTb: PRRC: fiuuo, oTBETCTBEHHOE 3@ coBnioeHne HOpMaTUBHEIX TpeGoBanuii
CrapLumnit MeHegxep no ofecneyeHno Ka4ecTBa U HOPMATUBHO-NPABOBLIM
BONpOCaM
MecTo Bbigauu: Marseille, ®paHuus

YnonHOMOuEeHHLIH opraH

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, HuaepnaHg

Ten.: +31 (0)20 346 07 80
OneKTpoHHaA noYTa:
info.nl@bsigroup.com

Homep ynonHoMoueHHOro oprana: 2797

Immunotech SAS

Komnauus Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

GpaHumnA

+(33)49117 27 27

CepuitHbiit HOMep uarotoButens: FR-MF-000011121
Homep ceprucpukara IVDR: IVDR-738451

KoHTponb gokymeHTa

Hara Bbigaum: 03 HosGpA 2021 r.
Craryc 1

H3MEHeHHnA:

Havanbhas 200501

cepun:

Uma daiina A07739-TF-810
AOKYMEHTa:
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Serbian — Srpski

Deklaracija o usaglasenosti

Immunotech SAS ovim putem obezbeduje i izjavijuje da proizvod(i) navedeni u nastavku ispunjavaju uslove Uredbe 2017/746 o

medicinskim uredajima za In-Vitro dijagnostiku.

Ova EU Deklaracija o usaglaSenosti je izdata pod iskljugivom odgovomoséu proizvodaéa.

Proizvod(i):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AQ7739

EMDN kéd: W010308
BUDI- DI: 150995903A07739RM
Klasa rizika: Klasa B, pravilo 3, ), h) (€lan 47. u skladu sa aneksom V1)

Predvidena namena:

Namena: Kombinacija antitela Anti-HLA-B27-FITC/Anti-HLA-B7-PE omogucava kvalitativhu
i neautomatizovanu identifikaciju celijskih populacija koje eksprimiraju antigene HLA-B7 ifili
HLA-B7 prisutne u humanim bioloSkim uzorcima pomoéu proto&ne citometrije (pogledajte
odeljak ,Uzorci* u nastavku).

Ovaj proizvod nije namenjen za utvrdivanje grupe tkiva HLA-B.

Predvideni korisnik: Ovaj proizvod je namenjen za upotrebu od strane laboratorijskih
struénjaka.

Kiinicka relevantnost: Anti-HLA-B27-FITC je antitelo Anti-HLA-B27 koje se koristi za
identifikaciju i karakterizaciju ¢elja koje eksprimiraju HLA-B27 antigen pomoéu prototne
citometrije. Ovaj proizvod sam po sebi ne moZe da se koristi za donoSenje bilo kog
dijagnostitkog zakljucka niti je za to namenjen.

Ovaj proizvod moZe da se koristi kao pomo¢ u dijagnozi pacijenata sa suspektnim autoimunim
poremedajima.

Uzorak: Venska krv (kako je opisano u uputstvu za upotrebu (IFU))

Opéte specifikacije
Ne postoje

Postupak procene usaglasenosti

Procena usaglasenosti se zasniva na
sistemu upravijanja kvalitetom i na
proceni tehnicke dokumentacije (Elan 48.
u skladu sa aneksom IX)

Potpisano za i u ime legalnog proizvoda¢a Immunotech SAS
-

ST e 16 AR 2023

e poslovne jedinice zakonskog proizvodata
Ime: Sophie ROQUES-VIOLIN
Zvanje: PRRC: Osoba odgovoma za regulatornu usaglasenost

Visi menadzer za osiguranje kvaliteta i regulatorne poslove
Mesto izdavanja: Marseille, Francuska

NadleZni organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holandija

Telefon: +31 (0)20 346 07 80
E-adresa: info.nl@bsigroup.com

Broj nadleznog organa: 2797

Immunotech SAS

Kompanija Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Francuska

+{33)4 9117 27 27

Jedinstveni reglstarski broj proizvodata: FR-MF-000011121
Broj IVDR sertifikata: IVDR-738451

Upravljanje dokumentom/ kontrola
dokumenta

Datum 03. novembar
izdavanja: 2021.
Nivo revizije: 1

Potetna serija: 200501
Naziv datoteke: AD7739-TF-810
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COULTER

Slovak — Slovensky

Vyhlasenie o zhode

Spolognost Immunotech SAS tymto uistuje a vyhlasuje, Ze nizSie uvedené produkty splfiaju poZiadavky Nariadenia 2017/746

o diagnostickych zdravotnickych pomackach in vitro.

Toto vyhlasenie o zhode v EU sa vydava na vyhradnii zodpovednost vyrobeu.

Produkty:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. A07739

Kéd EMDN: W010308
Zakladny identifikator BUDI-DI: 150995903A07739RM
Trieda rizika: Trieda B, pravidio 3 €), h) (&lanok 47 v stilade s prilohou VIIi)

Uréeny téel:

Uréené pouZitie: Kombinacia protilatok Anti-HLA-B27-FITC/Anti-HLA-B7-PE  umoZiiuje
pomocou prietokovej cytometrie vykondvat kvalitativnu a neautomatizovant identifikaciu
populdcii buniek exprimujlicich antigény HLA-B27 afalebo HLA-B7 pritomnych v fudskych
biologickych vzorkéach (pozri ¢ast ,Vzorky* nizSie).

Tento produkt nie je uréeny na uréovanie skupiny tkaniv HLA-B.

Uréeny pouzivatel: Tento produkt je uréeny na profesionalne laboratéme pouzitie.

Klinicky vyznam: Anti-HLA-B27-FITC je protilatka proti HLA-B27 sliziaca na identifikaciu
a charakterizaciu buniek exprimujacich antigén HLA-B27 prietokovou cytometriou. Tento
produkt sdm osebe nemézZe a ani nema slaZit na vyvodzovanie akychkofvek diagnostickych
24verov.

Tento produkt mdZe sliZit ako pomdcka pri diagnostike pacientov s podozrenim na
autoimunitné ochorenia.

Vzorka: Venézna krv (ako opisuje Navod na pouzitie)

Spoloéné specifikacie
Ziadne

Postup posudzovania zhody

Posudzovanie zhody je zaloZzené na
systéme riadenia kvality a na
posudzovani technickej dokumentacie
(€lanok 48 v shlade s prilohou IX)

Podpisané za a v mene oficidineho vyrobcu Immunotech SAS

" oaum__1 6 Waps 2073

Delegat-BURA oficidlneho vyrdbeu
Meno: Sophie ROQUES-VIOLIN
Funkcia: PRRC: Osoba zodpovedna za dodrZiavanie predpisov

Ved(ci manaZér pre zaistenie kvality a regulaéné zaleZitosti
Miesto vydania: Marseille, Franctizsko

Notifikovany organ

BS! Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holandsko

Telefén: +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Cislo notifikovaného subjektu: 2797

immunotech SAS

Spolocnost skupiny Beckman Coulter
130 Avenue de Lattre de Tassigny
B.P. 177 — 13276 Marseille, Cedex 9
Franclizsko

+(33)49117 2727

Kéd SRN vyrobcu: FR-MF-000011121
Cislo certifikatu IVDR: [VDR-738451

Kontrola dokumentécie

Détum vydania: 3. november 2021
Uroveit revizie: 1

Pogiato&na 200501

$arZa:

Néazov stboru A07739-TF-810

s vyhlasenim

o zhode:
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COULTER

Slovenian — Slovenséina

Izjava o skladnosti

Druzba Immunotech SAS zagotavlja in izjavlja, da spodaj nasteti izdelki ustrezajo zahtevam Uredbe o medicinskih pripomockih za

diagnostiko in vitro 2017/746.

Za to izjavo EU o skladnosti je odgovoren izkljuéno proizvajalec.

Izdelki:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

Koda EMDN: W010308
BUDI-DI: 150995903A07739RM
Razred tveganja: Razred B, pravilo 3 e) h) (&len 47 v skladu s Prilogo Vill)

Predvidena uporaba:

Predvideni namen: Protitelo Anti-HLA-B27-FITC/Anti-HLA-B7-PE omogo&a kvalitativno in
neavtomatizirano identifikacijo celignih populacij, ki izraZajo antigen HLA-B27 infali HLA-B7,
prisoten v Eloveskih bioloskih vzorcih, z uporabo pretogne citometrije (glejte poglavje »Vzorci«
spodaj).

Ta izdelek ni namenjen dolo&anju skupine tkiv HLA-B.

Predvideni uporabnik: izdelek je namenjen profesionalni laboratorijski uporabi.

Klini€ni pomen: Anti-HLA-B27-FITC je protitelo proti antigenu Anti-HLA-B27, ki se uporablja za
identifikacijo in opredelitev celic, ki izraZajo antigen HLA-B27, s pretotno citometrijo. Ta
izdelek sam ne more ustvariti in ni namenjen za ustvarjanje kakrnih koli diagnosticnih
zakljuckov.

Ta izdelek se lahko uporablja za pomog pri diagnosticiranju bolnikov, pri katerih obstaja sum,
da imajo avtoimunske bolezni.

Vzorec: Venska kri (kot je opisano v navodilih za uporabnika)

Skupne specifikacije
Jih ni

Postopek ugotavljanja skladnosti

Ocenjevanje skladnosti temelji

na sistemu vodenja kakovosti in
ocenjevanju tehniéne dokumentacije
(Elen 48 v skladu s Prilogo IX)

Podpisane za in vimenu druzbe Immunotech SAS, zakonitega proizvajalca

/(j_/_éf///// 16 MARs 2023

:.Za'gtrnpﬁﬁrﬁfévnega proizvﬁjalca poslovne enote za regulativne zadeve
Ime: Sophie ROQUES-VIOLIN
Naziv: PRRC: Oseba, odgovorna za skladnost s predpisi
Visji vodja zagotavljanja kakovosti in regulativnih zadev
Kraj izdaje: Marseille, Francija

Priglaseni organ

BSt Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nizozemska

Telefon: +31 (0)20 346 07 80
E-naslov: info.nl@bsigroup.com

Stevilka prigladenega organa: 2797

Immunotech SAS

Del druzbe Beckman Coulter

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Francija

+(33)4 911727 27

Reg. &t. proizvajalca: FR-MF-000011121
Stevilka potrdila IVDR: IVDR-738451

Nadzor dokumentov

Datum izdaje: 3. november 2021
Raven revizije: 1

Zatetni lot: 200501

Ime datoteke AO07739-TF-810

DoC:
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COULTER

Spanish — Espaiiol

Declaracion de conformidad

Immunotech SAS garantiza y declara por la presente que elflos producto(s) enumerado(s) a continuacién cumple(n) con los

requisitos del Reglamento 2017/746 sobre productos sanitarios para diagnéstico in vitro.

Esta declaracion de conformidad de la UE se publica bajo la responsabilidad exclusiva del fabricante.

Producto(s):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

Cédigo EMDN: W010308
BUDI-DI: 150995903A07739RM
Clase de riesgo: Clase B, reglas 3e, 3h (articulo 47 de acuerdo con el anexo VIII)

Objetivo previsto:

Uso previsto: La mezcla de anticuerpos Anti-HLA-B27-FITC/Anti-HLA-B7-PE permite la
identificacion cualitativa y no automatizada de las poblaciones celulares que expresan los
antigenos HLA-B27 y/o HLA-B7 presentes en muestras biolégicas humanas mediante
citometria de flujo (consulte la seccién "Muestras" a confinuacién).

Este producto no esta destinado a determinar el grupo de tejidos HLA-B.

Usuario previsto: Este producto esta previsto para el uso profesional en laboratorio.

Relevancia clinica: Anti-HLA-B27-FITC es un anticuerpo Anti-HLA-B27 utilizado para
identificar y caracterizar las células que expresan el antigeno HLA-B27 mediante citometria
de flujo. Este producto por si solo no puede generar y no esta disefiado para generar una
conclusion diagnéstica.
Este producto se puede utilizar para ayudar en el diagnéstico de pacientes con sospechas de
trastornos autoinmunes.

Muestra: Sangre venosa (como se describe en las instrucciones de uso})

Especificacion(es) comin(es)
Ninguna

Procedimiento de evaluacién de la
conformidad

La evaluacion de la conformidad se
basa en un sistema de gestion de la
calidad y en la evaluacion de la
documentacion técnica (articulo 48 de
acuerdo con el anexo IX)

Firmado por y en nombre de Immunotech SAS, el fabricante legal

o Fecha 1 6 MARS 2823

Deéé-gedtrﬂ’e‘f—fgbricante legagf de asuntos reguladores de unidades comerciales
Nombre: Sophie ROQUES-VIOLIN
Titulo: PRRC: Persona responsable del cumplimiento de la normativa
Director superior de calidad y asuntos normativos
Lugar de la publicacién: Marsella, Francia

Organismo notificado

Grupo BSI Paises Bajos B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paises Bajos

Teléfono: +31 (0)20 346 07 80
Correo electrénico:
info.nl@bsigroup.com

NéGmero de organismo notificado: 2797

Immunotech SAS

Una compaiiia de Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseilie, Cedex 9

Francia

+(33)4 91172727

SRN del fabricante: FR-MF-000011121

Nimero de certificado del reglamento sobre los productos sanitarios para
diagnéstico /n vitro: IVDR-738451

Control de documentos

Fecha de 3 de noviembre de
publicacién: 2021

Nivel de revisién: | 1

N.° de lote inicial: | 200501

Nombre del A07739-TF-810
archivo DoC:
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COULTER

Swedish — Svenska

Forsiakran om overensstammelse

Immunotech SAS sakerstaller och forklarar hdrmed att den/de produkt(er) som anges nedan uppfyller kraven i forordning 2017/746

om medicintekniska produkter for in vitro-diagnostik.

Denna EU-forsakran om $verensstammelse utfirdas pa tiliverkarens eget ansvar.

Produkt(er):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

EMDN-kod: W010308
BUDI-DI: 150995903A07739RM
Riskklass: Klass B, regel 3 e), h) (artikel 47 i enlighet med bilaga VIIl)

Avsett andamil:

Avsedd anvéndning: Anti-HLA-B27-FITC/Anti-HLA-B7-PE-antikroppar méiliggér kvalitativ
och icke-automatiserad identifiering av cellpopulationer som utirycker HLA-B27- och/eller
HLA-B7-antigener som férekommer i humana biologiska prover med anvéndning av
fiddescytometri (se avsnittet "Prov” nedan).

Denna produkt &r inte avsedd for att bestdmma vévnadsgruppen HLA-B.

Avsedd anvéndare: Den hér produkten ar avsedd fér yrkesméssigt bruk vid laboratorier.

Klinisk relevans: Anti-HLA-B27-FITC &r en anti-HLA-B27-antikropp som anviénds for att
identifiera och egenskapsbestdmma celler som uttrycker HLA-B27-antigenen med hjlp av
flddescytometri. Enbart denna produkt kan inte och &r inte avsedd for att ta fram en
diagnostisk slutsats.

Denna produkt kan anvéndas f6r att underétta vid diagnostiseringen av patienter med
misstinkta autoimmuna stémingar.

Prov: Vendst blod (enligt beskrivningen i bruksanvisningen (IFU))

Allmin(na) specifikation(er)
Inga

Férfarande fér beddmning av

dverensstimmelse

Bed6mningen av 6verensstdmmelse
bygger pa ett kvalitetsledningssystem och
pa beddmning av teknisk dokumentation
(artikel 48 i enlighet med bilaga 1X)

Undertecknad f6r och pa uppdrag av fillverkaren Immunotech SAS, den juridiska tillverkaren

o 16 MARS 2023

Juddisk tillverkare, ombud \:?f Affirsenhet regulatoriska fragor (BU RA)
Namn: Sophie ROQUES-VIOLIN
Titel: PRRC: Person som ansvarar for regelefterlevnad
Enhetschef Kvalitetssékring och Regulatoriska fragor
Plats for utfdrdande: Marseille, Frankrike

Anmiit organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,

1066 EP

Amsterdam, Nederiénderna
Telefon: +31 (0)20 346 07 80
Email: info.ni@bsigroup.com

Nummer fér anmailt organ: 2797

Immunotech SAS

Ett Beckman Coulter foretag

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Frankrike

+(33)4 91172727

Tillverkare SRN: FR-MF-000011121
IVDR-certifikathummer: IVDR-738451

Dokumentkontroll

Utfirdandedatum: 03 november 2021
Revislionsniva: 1

Startparti nr: 200501
DoC-filnamn: A07739-TF-810
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eBECKMAN
COULTER
Turkish — Tiirk¢e

Uygunluk Beyani

Immunotech SAS bu belgeyle, asagida listelenen driinlerin, In Vitro Diyagnostik Medikal Cihaz Yénetmeligi 2017/746'daki gereklilie

uygun oldugunu temin ve beyan eder.

Bu AB Uygunluk Beyan! yalnizca reticinin sorumlulugunda verilmektedir.

Urtinler:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, ref. AO7739

EMDN Kodu: W010308
BUDI- DI: 150995903A07739RM
Risk Smifi: Sinif B, Kural 3 e), h) (Madde 47, Ek VIIl uyannca)

Kullamim Amacr:

Amaglanan kullanim: Anti-HLA-B27-FITC/Anti-HLA-B7-PE antikor karigimi, insan biyolojik
dmeklerinde mevcut olan HLA-B27 velveya HLA-B7 antijenini eksprese eden hiicre
popiilasyonlan igin akis sitometrisi kullanilarak otomatik olmayan ve Kalitatif tanimlama
yapilmasina olanak tanir (asagidaki “Omekler” bdlimine bakin).

Bu Griin HLA-B doku grubunu belifremeye yoénelik degildir.

Hedef kultanici: Bu iirlin, laboratuvar uzmanlarinin kullanimi igindir.

Kiinik anlamhlilk: Anti-HLA-B27-FITC, HLA-B27 antijenini eksprese eden hiicreleri akig
sitometrisiyle tamimlamada ve karakterize etmede kullanilan bir Anti-HLA-B27 antikorudur. Bu
oriin tek bagina, herhangi bir tam sonucu olugturamaz ve tant sonucu olusturmak dzere
tasarlanmamistir.

Bu iiriin, otoimmiin bozukluk siiphesi olan hastalarin teghisine yardimer olmak igin
kullanilabilir.

Omek: Vendz kan (IFU'da tanimlandigi gibi)

Ortak Spesifikasyonlar
Yok

Uygunluk Degerlendirme Prosediirli

Uygunluk Degerlendirmesi bir Kalite
Yénetimi Sistemini ve Teknik Belge
Degerlendirmesini temel alir (Ek IX

uyarinca Madde 48)

Yasal Uretici olan Immunotech SAS igin ve onun adina imzalanmigtir

rann | 6 MARS 2023

Yasal retici Ruhsatlandlg(a Is Birimi vekili
Ad: Sophie ROQUES-VICLIN
Unvani: PRRC: Yasal Uyumdan Sorumlu Kisi

Kidemli Yonetici, Kalite Glivence ve Ruhsatlandirma
Verilen Yer: Marsilya, Fransa

Onayh Kurulug

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Hollanda

Telefon: +31 (0)20 346 07 80
E-posta: info.nl@bsigroup.com

Onayh Kurulug numarasi: 2797

Immunotech SAS

Bir Beckman Coulter Sirketi

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseiile, Cedex 9
Fransa

+(33)49117 27 27

Oretici SRN: FR-MF-000011121

IVDR Sertifika Numarasi: IVDR-738451

Belge Kontrolil

Verilme Tarihi: 03 Kasim 2021
Revizyon Dilzeyi: | 1

Baslangi¢ Lotu: 200501

DoC Dosya adi: A07739-TF-810
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COULTER

Ukrainian — YkpaiHcbka

Heknapauis BignoBigHOCTI

Immunotech SAS uum rapaHTye Ta 3asense, Wo NpoAyKT(-1), NepeniueHi Hkuie, BiANOBIAAIOTH BUMOram Pernamenty 2017/746

OO MeANYHUX NPUCTPOTB ANS AiarHOCTUKW in vitro.

Lia Aeknapauis signosigHocTi BUMoram €C BUAAETLCA Nif, BUKTIOYHY BIANOBIAANbHICTL BUPOGHUKA.

Mpopykr(-u):
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, apT. A07739

Kom EMDN: W010308
BUDI- DI: 150995903A07739RM
Knac pusuky: Knac B, npasuno 3 e), h) (cTaTTs 47 srigHo 3 gogartkom VIII)

LiinboBe npu3HavYeHHA:

MpusHauenns: Awmurinag  Anti-HLA-B27-FITC/Anti-HLA-B7-PE  3afesneuylots sikicHy 7a
HeaBTOMaT30BaHy ineHTViKaLii0 nonynALf KNiTuH, WO ekcnpecyloTs aHTUredn HLA-B27
Ta/abo HLA-B7, npucymi B GionoriyHiux npoBax MioguHM, 3a AOMOMOTOI0 MPOTOMHOT
uuToMeTpii (anB. posain «MpoGu» Hkue).

Lle# npoaykT He npuaHaveHuii Ans BUSHAYEHHS TKaHUHHOT rpynn HLA-B.

LinoBuit kopuctysau: Lleit npoaykt npuaHaueHuii Ans NPoEciiiHOro BUKOPUCTAHHA
B nabopatopil.

Kniniyna sHaummicTb: Anti-HLA-B27-FITC — ue aHTuTino go HLA-B27, sike BUKOPUCTOBYETLCS
Ans ineHTMgikauil Ta xapakTepucTUkM KniTWH, WO eKcripecyloTe aHTureH HLA-B27, 3a
AOMOMOro NPOTOUHOT UMTOMETPIT. Liel npoaykT cam no coGi He MoXe reHepyBaTh ByAb-akuii
AiarHOCTUYHWIA BUCHOBOK i HE MPUaHaUeHWi ANA LLOTO.

Llei npogykt moxe GyTi BUKOPUCTaHMIA SIK AONOMINHUI 3aciG Npu MpPoBeAeHH! AiarHoCTUKM
B NavieHTiB 3 Nigo3poio Ha ayTOIMYHHI NOpPYLIEHHS.

Mpoba: BeHoaHa KpOB (AK ONMCAHO B IHCTPYKLT 3 BUKOPUCTaHHS)

3aranwHa(-i) cneuwndixauin(-in
Hemae

Mpouenypa nigrBepmKeHHA
Bignoeiauocri

MiaTeepakeHHs BignosiaHoCTi
BGasyeTbea Ha CucTeMi ynpasniHHA
AKICTIO Ta Ha OUiHLi TexHivHOT
AOKYMeHTaL|ii (CTaTTA 48 3rigHo

3 flopaTtkom IX)

MignucaHo Big, iMeHi Ta 3a aopyuenHsam Immunotech SAS, odilifiHoro BupoBHuka

16 Maps 2023
Hara

niﬁﬁoaainy i3 ?rynﬂropm‘x nuTaHb oiLiitHoro BUpoBHUKa

Mpiseuue Ta iM’a: Sophie ROQUES-VIOLIN

Mocapa: PRRC: Oco6a, signosigantHa 3a JOTPUMAHHSA HOPMATUBHNX BUMOT
Crapuumii MeHemxep i3 2abeaneyveHHs AKOCTI Ta PEryNATOPHUX NUTaHL

Micue Bupaui: Mapcenb, ®paHuin

HotudixoBanuis oprau

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Higepnanau

Homep tenecony: +31 (0)20 346 07 80
Aapeca enekTPoOHHOT NOWTH:
info.ni@bsigroup.com

[opaHo HoMep HoTUiKoBaKHOFO OpraHy:
2797

Immunotech SAS

Komnanis Beckman Coulter

130 avenue de Lattre de Tassigny

B.P. 177 — 13276 Marseille Cedex 9
®paHuis

+(33)49117 27 27

Cepiinnit Homep BupoGumka: FR-MF-000011121
Homep ceprudpikara IVDR: IVDR-738451

KouTpone goxymeHTiB

Hara eugaui: 3 nuctonana 2021 p.
Cratyc aminm: 1

Buxigua cepia: | 200501

Hasea caiiny A07739-TF-810
DoC:

CropiHka 33 3 34
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COULTER

Vietnamese — Tiéng Viét

Tuyén bo ve tinh tuan tha

Immunotech SAS bao dam va tuyén bé riing (cac) san pham dwoc ligt ké dwdi ddy tuan thi yéu chu vé Quy dinh d6i véi cac thiét bi

y té chan dodan In-Vitro s6 2017/746.

Viéc dwa ra tuyén bd vé tinh tuan thi ciia Lién minh Chau Au (EU) Ia trach nhiém clia riéng nha san xuét.

San pham:
Anti-HLA-B27-FITC/Anti-HLA-B7-PE, s tham chiéu A07739

Ma EMDN: W010308

BUD!- DI: 150995903A07739RM
Nhom nguy co: Nhém B, Quy tic 3 e), h) (Diéu 47 trong Phy lyc VIII)

Muc dich sir dung:

Muc dich st dung: Hn hop khang thé Anti-HLA-B27-FITC/Anti-HLA-B7-PE cho phép xac
dinh theo phwong thirc dinh tinh va khong ty dong céc quan thé té bao biéu hién khang
nguyén HLA-B27 va/hoidc HLA-B7 cé frong méu sinh hoc clia nguedi bing phuwong phap dém
té bao dong chay (xem muc "M&u" bén dudi).

San pham nay khong dung dé xac dinh nhém md HLA-B.

Péi twong str dung: San pham nay chi ding cho muc dich chuyén mén trong phdng xét
nghiém.

Tinh thich hop v 14m sang: Anti-HLA-B27-FITC Ia khang thé Anti-HLA-B27 ding dé xac dinh
va bidu thi déc diém chia nhirng té bao biéu hién khang nguyén HLA-B27 bang phwrong phap
dém t& bao dong chay. Chi rieng san phdm nay khong thé va khong nham tao ra bat ky két
luén chan doan nao.

San pham nay c6 thé dwgce ding dé hb trg' chdn doan bénh nhan nghi ngé bi réi loan ty mign
dich.

M&u: M4u tiv tinh mach (theo mé 1a trong IFU)

Thong sé co ban
Khong cé

Quy trinh danh gia tuan tha

Quy trinh danh gia tuén tha diwa trén Hé
théng quan Iy chét lwong va Panh gia tai
ligu ky thuat (Bigu 48 trong Phy luc 1X)

Ky va dai dién cho Immunotech SAS, Nha san xuat hgp phéap

,%»‘// of 7 16 MARS 2023
' A Ngdy
Pbai m’é’n'f:'l_crpﬁa/n Quan ly Tudn thd ciia'nha san xuét hgp phap
Tén: Sophie ROQUES-VIOL{N
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Declaration of Conformity

Immunotech SAS hereby ensures and declares that the
Diagnastic Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

product(s) listed below comply with the requirement of the In-Vitro

Product(s):
Anti-NG2-PE, ref. B92429

Device Group: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Risk Class: Class C, Rule 3 (Article 47 in accordance with Annex VIIN)

Intended Purpose:

Intended use: The Anti-NG2-PE antibody allows the qualitative and non automated
identification of cell populations expressing the NG2 antigen present in human biological
samples using flow cytometry (see section "Samples” below).

Intended user: This product is intended for laboratory professional use.

Clinical relevance: The Anti-NG2-PE is a Anti-NG2 antibody used to identify and characterize
cells expressing the NG2 antigen by flow cytometry. This product alone cannot and is not
intended to generate any diagnostic conclusion.

When used in combination with other markers, this product can be used in one or more of the
following functions:

*  Toaid in the differential diagnosis of hematologically abnormal patients suspected of
having hematopoietic neoplasm and to monitor patients with known hematopoietic
neoplasm.

To aid in the prognosis of patients having hematopoistic neoplasm.

Sample: Venous blood (as described in IFU)

Common Specification(s)
None

Conformity Assessment Procedure

Conformity Assessment is based on
a Quality Management System and on
Assessment of Technical Documentation
(Article 48 in accordance with Annex 1X
Chapters | and Ill)

~
A /( f
¥

Signed for and on bghalfaf fmiy

A4S, the Legal Manufacturer

—— Date ZL( Hgfo{«%%/

Title: Quality Assurance & Regulatory Affairs manager, PRRC deputy.
Place of Issue: Marseille, France

Notified Body

BS| Group The Netherlands B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Netherlands

Phone: +31 (0)20 346 07 80

Email: info.nl@bsigroup.com

Notified Body number: 2797

Immunotech SAS

Document Control

A Beckman Coulter Company

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
France

+(33)4 911727 27

Manufacturer SRN: FR-MF-000011121
IVDR Certificate Number: |IVDR-738451

Issue Date: 24 Mar 2022
Revision Level: 1
Starting Lot: 200501

DoC Filename: B92429-TF-810
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Brazilian Portuguese — Portugués do Brasil

Declaracdo de conformidade

A Immunotech SAS garante e declara, pelo presente documento, que o(s) produto(s) listado(s) a seguir estd(d0) em
conformidade com os requisitos do Regulamento 2017/746 relativo aos dispositivos médicos de diagndstico in vitro.

Esta Declaraggo de conformidade na UE € publicada sob a responsabilidade exclusiva do fabricante.

Produto(s):
Anti-NG2-PE, ref. B92429

Grupo de dispositivo: EMDN: w010308, IVP3006

BUDI-DI: 150995903892429TG
Classe de risco: classe C, norma 3 (artigo 47, em conformidade com o Anexo VIII)

Finalidade prevista:

Uso previsto: o anticorpo Anti-NG2-PE pemite a identificagdo qualitativa e ndo automatizada
das populagdes de células que expressam o antigeno NG2 presentes em amostras biologicas
humanas utilizando a citometria de fluxo (consulte a se¢do “Amostras” a seguir).

Usuédrio previsto: este produto destina-se ao uso laboratorial profissional.

Relevancia clinica: o Anti-NG2-PE € um anticorpo  Anti-NG2 usado para identificar
e caracterizar, por citometria de fluxo, as células que expressam o antigeno NG2. Este
produto por si s6 ndo pode e n&o se destina a originar qualquer conclus&o diagnéstica.
Quando usado em combinagio com outros marcadores, este produto pode ser usado com
uma ou mais das seguintes fungoes:

. Para auxiliar no diagndstico diferencial de pacientes com anormalidades
hematolégicas com suspeita de terem neoplasia hematopoiética e para monitorar
pacientes com neoplasia hematopoiética conhecida.

« Para auxiliar no progndstico de pacientes que possuem neoplasia hematopoiética.

Amostra: sangue venoso (conforme descrito nas Instrugdes de uso)

Especificagées comuns
Nenhuma

Procedimento de avaliagdo de
conformidade

A avaliagdo de conformidade se baseia
em um Sistema de gerenciamento da
qualidade e na Avaliagio da
documentagdo técnica (arigo 48, em
conformidade com o  anexao X,
capitulos 1 e 1Il)

mmunotech SAS, o fabricante legal

14 OCT. 2022

Assinado por

Data

Nome: Claudio Canino
Cargo: Gerente de Garantia de qualidade e Assuntos Regulatorios, representante da PRRC.
Local de publicagao: Marselha, Franca

Orgao notificado

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paises Baixos
Telefone: +31 (0)20 346 07 80
E-mail: info.nl@bsigroup.com

Namero do érgdo notificado: 2797

Immunotech SAS

Uma empresa da Beckman Coulter
130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Franga

+(33)491172727

SRN do fabricante: FR-MF-000011121

Numero do certificado de IVDR: IVDR-738451

Controle de documentos

Data de 24 de margo
publicagao: de 2022

Nivel de revisdo: | 1

Lote inicial: 200501

Nome do arquivo | B92429-TF-810
DoC:

Pagina 3 de 34




& secoun

COULTER
Bulgarian — Bwnrapcku

Ieknapauus 3a CbOTBeTCTBMe

C HacrosiwoTo Immunotech SAS rapaHTUpa 1 AeKnapupa, Ye NpoAyKTLT(UTE), ONMCaH(W) No-A0My, OTrOBapA(T) Ha
nauckeaHeTo Ha PernamenT (EC) 2017/746 3a MeMLIMHCKUTE U3AEeNus 3a uH €UMPO AUArHoCTUKa.,

Hacroswara Deknapaums 3a cwoTeeTcTEME Ha EC ce u3gaea €AWHCTEEHO HA OTTOBOPHOCTTA Ha NPOU3BOAUTENA.

NMpoaykr(u):
Anti-NG2-PE, pedh. Ne B92429

Fpyna Ha uagenuero: EMDN: W010308, IVP3006

BUDI-DI: 150995903892429TG
Knac Ha pucka: Knac C, Mpaswno 3 (UneH 47 B cboTBETCTAME C Mpunoxexue VIII)

MpegHa3HaueHue:

MpeasuneHa ynoTpe6a: Anti-NG2-PE @HTUTANOTO nosponsiea KayecTeeHa
¥ HeaBTOMATM3INPaHa WAEHTU(MKALMA C NOMOLYTA HA MOTOYHE LIMTOMETPUSI Ha KNETbYHW
nonynaumm, excnpecupaiyy NG2 aHTUreH, NpuUchCTRaLL B YOBELLKW GMONOrM4HM Npobu (BYDKTe
paagen ,[pobu“ no-gony).

lMpeasupen notpe6uten: Toau NpoaykT e NpejHasHaveH aa npodecvonanHa nabopatopHa
ynotpeba.

KnuHnyHa aHaummoct: Anti-NG2-PE e Anti-NG2 aHTWTANO, M3nonapaHo 3a naeHTMULMpaHe
W XxapaktepnaupaHe Ha kneTku, ekcnpecupawy NG2 aHTMreH, ¢ noMoOWTA Ha MOTOYHA
LMTOMETPHA. TO3MU NPOAYKT HE MOXe M He € NpeAHasHa4YeH CaMOCTOSTENHO Aa reHepvpa
KaKBOTO 1 Aa € UArHOCTUYHO 3aKIIYeHHe.
Korato ce uanonsea B kOMGMHALMA C ApYrM Mapkepy, TO3u NpoayKT MOXe fia ce Uarnonaea
B €4Ha UNK Noseye oT cregHUTe hyHKLMAK:

* Kato nOMOLIHO CPEACTBO NpY MOCTaBAHE HAa AUEPEHUMAnHa auarHosa Ha

XeMaTonormyHo  aGHOPMHM  MAUMEHTW, CYCMeKTHW 33  XeMaTOMOeTUYHO
HoBoOGpasyBaHue, W 3a NpOCNesBaHe Ha NALUMEHTU G M3BECTHO XEMATONOETUYHO
HoBOOGpasysaHue.

° Kato nomowHo CPEACTBO Mpn Cb3flaBaHe Ha nporHo3a 3a MNauueHTH
C XeMaTonoeTn4Ho HuBoofSpaayBaHMe.

Mpoba: BeHo3Ha KpbB (KaKTO € OnMCaHo B MHCTPYKLMUTE 33 ynotpe6a, IFU)

O6wm cneyuduKaLum
Hama (

Mpoueaypa 3a oueHka Ha
CbLOTBETCTBUETO

OueHkaTa Ha CbOTBETCTBMETO Ce
OCHOB@Ba Ha cuCTemMa 3a ynpaenexue
Ha KayecTBOTO M HA OLEHKA Ha
TexHu4eckata foKyMeHTauus (Yned 48
B cbotBeTcTBMe C [lpunoxeHue IX,
nasa | u lll)

ch SAS - ogvumaneH npoussoauTen

{ 4 0CT. 2022

MoanucaHo 3a/v ot uMe

7=

Ume: Maynuokénuuo

AntxHocT: MeHupxbp OcvrypsiBaHe Ha Ka4ECTBOTO 1 PeryNaTopHU BLIPOCH,
aamecTHuK PRRC.

MsicTo Ha usnaeaHe: Mapcunusi, dpaHums

Hara

Hotuduumpan opran

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Hupepnanaus
Tenedhon: +31 (0)20 346 07 80
Wmein: info.ni@bsigroup.com

Homep Ha HoTutMumMpaH opraH: 2797

Immunotech SAS

Komnanus Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 — 13276 Marseille, Cedex 9
dpaHyua

+(33)4 911727 27

SRN Ha npoussogutens: FR-MF-000011121
Homep Ha cepTuchukar Ha IVDR: IVDR-738451

Konrpon Ha fokymeHTa

Aara Ha nanaeaHe: | 24 Mapt 2022r.
HwnBo Ha npoBepka: | 1
HavanHa naprupa: | 200501

Wwme Ha daitna Ha B92429-TF-810
AeknapauusTa 3a

CbOTBETCTBME:

Ctp. 407 34
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FFetErs

Immunotech SAS $IEB: TR & AFRSIEST REEMER 2017/746.

SRR R A 7 B pl S TR B SR S TR AR

o
Anti-NG2-PE, ref. B92429

#£&4 EMDN: W010308, 1VP3006

BUDI- DI: 150995003B92428TG
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BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

T ZBTIRIRAE T

Big: +31 (0)20 346 07 80

B -FHlRf4: info.nl@bsigroup.com

INEHg S 2797

Immunotech SAS & B =t
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u 130 Avenue de Lattre de Tassigny BITHA: 1

B.P. 177 - 13276 Marseille, Cedex 9 FIEHEK S : 200501

#=H X ER: B92429-TF-810
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TEEH

Immunotech SAS RiLLIREE R : THIERMS A/ 2B B RS TR 2017/746 -
HER BT SR T R AR -

BER
Anti-NG2-PE » 23455 B02429

YSEEY - EMDN : W010308 - IVP3006
BUDI- DI: 150995903B92429TG
BURER : 4R C  HA1 3 (58 47 1% - FFAHEE VII)
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Izjava o sukladnosti

Immunotech SAS ovime jaméi i izjavljuje da proizvodi navedeni u nastavku ispunjavaju zahtjev Uredbe o in vitro dijagnostickim

medicinskim proizvodima 2017/746.
Za izdavanje ove izjave EU-a o sukladnosti odgovoran je isklju&ivo proizvodat.

Proizvodi:
Anti-NG2-PE, ref. B92429

Grupa uredaja: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Klasa rizika: klasa C, pravilo 3. (&lanak 47. u skladu s prilogom VIil.)

Namjena:

Namjena: antitijelo Anti-NG2-PE omoguéuje kvalitativnu i neautomatiziranu identifikaciju
populacija stanica koje eksprimiraju antigen NG2 prisutan u humanim biolo$kim uzorcima
pomotu protoéne citometrije (pogledajte odjeljak JUzorci® u nastavku).

Ciljni korisnik: ovaj je proizvod namijenjen za profesionalno koristenje u laboratoriju.

Klinitka relevantnost: Anti-NG2-PE antitjelo je za NG2 namijenjeno za identifikaciju
i karakterizaciju stanica koje eksprimiraju antigen NG2 proto&nom citometrijom. Samo na
temelju primjene ovog proizvoda ne mogu se donositi dijagnostiZki zakljucci niti je on za to
namijenjen.

Kada se koristi u kombinaciji s drugim markerima, ovaj se proizvod moZe koristiti u jednoj ili
vise sljedecih funkcija:

e kao pomot pri postavijanju diferencijaine dijagnoze u hematolo¥ki abnormalnih
pacijenata za koje se sumnja da imaju hematopoetsku neoplazmu te za pra¢enje
pacijenata s poznatom hematopoetskom neoplazmom

e  kao pomo¢ pri odredivanju prognoze za bolesnike s hematopoetskom neoplazmom

Uzorak: venska krv (kao &to je opisano u uputama za uporabu)

ZajednlEke specifikacije
None (Nema)

Postupak ocjenjivanja sukladnosti

Procjena sukladnosti temelji se na
sustavu upravljanja kvalitetom i ocjeni
tehnitke dokumentacije (Clanak 48.
u skladu s Prilogom IX., poglavljima
1LillL)

Potpisano za i ' : AS, pravnog proizvodaga

4 i OCT. 2022

Datum

Ime i prezime: Claudio Canino

Funkcija: rukovoditelj za osiguranje kvalitete i regulatorne poslove, zamjenik osobe zaduZene
za uskladenost s propisima

Mjesto izdavanja: Marseille, Francuska

Prijavijeno tijelo

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nizozemska

Telefon: +31 (0)20 346 07 80
E-poéta: info.nl@bsigroup.com

Broj prijavljenog tijela: 2797

Immunotech SAS

Tvrtka iz grupacije Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Francuska

+(33)4 91172727

Jedinstvenl reglstracijski bro] proizvodaga: FR-MF-000011121
Broj certifikata IVDR: IVDR-738451

Kontrola dokumenata

Datum izdavanja: | 24. oZujka 2022.
Razina revizije: 1

Potetna serija: 200501

Naziv datoteke B92429-TF-810
DoC:

Stranica 7 od 34
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Prohlaseni o shodé

Spole&nost Immunotech SAS timto zaruguje a prohlasuje, Ze niZe uvedeny produkt (produkty) splfiuje poZadavky Nafizenl

2017/746 o diagnostickych zdravotnickych prostfedcich in vitro.
Toto Prohladeni o shod& EU je vydéno na vyhradni odpovédnost vyrabce.

Produkt(y):
Anti-NG2-PE, ref. B92429

Skuplna prostiedku: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Trida rizlka: Tflda C, pravidlo 3 (&lanek 47 v souladu s piilohou VIII)

Uréeny ligel:

ZamyZlené pouZiti: Protilitka Anti-NG2-PE umoZiiuje kvalitativnl a neautomatizovanou
identifikaci populaci bunék exprimujicich antigen NG2 pritomny v lidskych biologickych
vzorcich (viz &4st .Vzorky* niZe) pomoci pritokové cytometrie.

Cllovy uZivatel: Tento produkt je uréeny pro profesionaln laboratorn! pouziti.

Klinicky vyznam: Anti-NG2-PE je protilatka anti-NG2 pouZivand k identifikaci a charakterizaci
bunék exprimujlcich antigen NG2 pomoci pritokové cytometrie. Produkt sam o sob& nemize
a nema vytvéfet Zadné diagnostické zavéry.
Pfi pouZiti v kombinaci s dalimi markery lze tento produkt pouZit kjedné nebo vice
z nasledujicich funkci:
e Jako pomicka pro diferencidini diagnostiku pacienti s hematologickymi
abnormalitami, u kterych je podezieni na hematopoetickou neoplazii,
a k monitorovéni pacientt se zndmou hematopoetickou neoplazii.
e Jako pomiicka pro stanoveni prognézy u pacienti s hematopoetickou neoplazii.

Vzorek: Zilni krev (dle popisu v navodu k pouziti)

Spoleéné specifikace
Zadné

.

Postup posuzovini shody

Posouzenl shody je =zaloZené na
systému fizenl kvality a na posouzeni
technické dokumentace (Elanek 48
v souladu s piflohou IX, kapitoly | a I11)

Podepsano jméf;mq za lis;laol ri&nost- Immunotech SAS, oficialni wrobce
/ Xy
() 2022
( (et ™~ ooum 1 1 OCT:

Jméno: Claudio Canino
Pracovni pozice: ManaZer pro zajiténi kvality a regulagni zaleZitost, zastupce PRRC
Misto vydani: Marseille, Francie

Obezn&meny organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nizozemsko

Tel.: +31 (0)20 346 07 80

Email: info.ni@bsigroup.com

Cislo ozndmeného subjektu: 2797

Immunotech SAS

Spolegnost Beckman Coulter

130 Avenue de Latire de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Francie

+(33)4 91172727

SRN vyrobce: FR-MF-000011121

Cislo certifikatu IVDR: [VDR-738451

Kontrola dokumentu

Datum vydani: 24. bi'ezna 2022
Uroveii revize: 1

Poéateéni S8arZe: | 200501

Nazev souboru B92429-TF-810
DoC:

Strana 8 z 34
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COULTER
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Overensstemmelseserklzering

Immunotech SAS forsikrer og erklzerer hermed, at nedenstdende produkt(er) er i overensstemmelse med kravene i forordning
2017/746 om medicinsk udstyr til in vitro-diagnostik.

Denne EU-kontraktdeklaration er udelukkende udstedt under leverandgrens ansvar.

Produkt(er):
Anti-NG2-PE, ref. B92429

Udstyrsgruppe: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Risikoklasse: Klasse C, regel 3 (artikel 47 i overensstemmelse med bilag Viil)

Tilsigtet formal:
Tilsigtet anvendelse: Anti-NG2-PE-antistoffet muligger kvalitativ og ikke-automatisk
identifikation af cellepopulationer, der udtrykker tilstedevaerelsen af NG2-antigenet i humane

biologiske prever ved anvendelse af flowcytometri (se afsnittet "Prgver” nedenfor). Procedure for

Tilsigtet bruger: Dette produkt er beregnet til professionel brug i laboratorier. overensstemmelsesvurdering

Klinisk relevans: Anti-NG2-PE er et Anti-NG2-antistof, der anvendes til at identificere og | Overensstemmelsesvurderingen er ba-
karakterisere celler, der udtrykker Anti-NG2-antigenet, ved flowcytometri. Dette produkt, | geret pa et kvalitetsstyringssystem og
anvendt alene, kan ikke og er ikke beregnet til at generere nogen diagnostisk konklusion. vurdering af teknisk dokumentation
Anvendt i kombination med andre markerer, kan dette produkt benyttes i en eller flere af N 9 i \
folgende funktioner: (artikel 48 i henhold til bilag IX, kapitler
« Til hizelp ved differentialdiagnosticering af heematologisk unormale patienter ved log Ill)
formodning om haematopoietisk neoplasme, samt til overvagning af patienter med
kendt haamatopoietisk neoplasme.
e Til hjelp i prognosen af patienter med hamatopoietisk neoplasme.

Prave: Venpst blod (som beskrevet i IFU)

Generel(le) specifikation(er)
Ingen

SAS, den juridiske producent Bemyndiget organ
BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,

Dato l "‘ UCT' 2022 }-\lr)r?:teErdPam, Holland

Underskrevet for o '

Navn: Claudio Canino Telefon: +31 (0)20 346 07 80
Titel: Chef for kvalitetssikring og lovgivningsmeessige anliggender, PRRC-fuldmaegtig. E-mail: info.nl@bsigroup.com

Udstedelsessted: Marseille, Frankrig N ) det b died
ummer pa det bemyndigede

organ: 2797
Immunotech SAS Kontrol af dokument
En Beckman Coulter-virksomhed Udstedelsesdato: | 24. marts 2022
130 Avenue de Lattre de Tassigny Revisionsniveau: | 1
B.P. 177 - 13276 Marseille, Cedex 9 Start-lot: 200501
Frankrig DoC-filnavn: B92429-TF-810
+(33)4 911727 27
Leverandsrens SRN-nr.; FR-MF-000011121
IVDR-certificeringsnummer: IVDR-738451
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COULTER
Dutch — Nederlands

Conformiteitsverklaring

Immunotech SAS verklaart hierbij dat de hieronder vermelde producten voldoen aan de vereisten van de Verordening

2017/746 betreffende medische hulpmiddelen voor in-vitro diagnostiek.

Deze EU-conformiteitsverklaring wordt afgegeven onder de volledige verantwoordelijkheid van de fabrikant.

Product(en):
Anti-NG2-PE, ref. B92429

Hulpmiddelengroep: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Risicoklasse: Klasse C, regel 3 (artikel 47 overeenkomstig Bijlage VIII)

Beoogd gebruik:

Beoogd gebruik: Met de Anti-NG2-PE-antilichamen kunnen celpopulaties die de NG2-
antigenen tot expressie brengen, kwalitatief en niet-geautomatiseerd worden geidentificeerd in
menselijke biologische monsters met behulp van flowcytometrie (zie het gedeelte ‘Monsters’
hieronder).

Beoogde gebruiker: Dit product is bedoeld voor professioneel gebruik in het laboratorium.

Klinische relevantie: Anti-NG2-PE is een Anti-NG2-antilichaam dat wordt gebruikt om cellen
die het NG2-antigeen tot expressie brengen, te identificeren en te karakteriseren met behulp
van flowcytometrie. Dit product kan op zichzelf geen diagnostische conclusie bieden en is daar
ook niet voor bedoeld.

Bij gebruik in combinatie met andere markers kan dit product worden gebruikt in een of meer
van de volgende functies:

e als hulpmiddel bij de differentiéle diagnose van hematologisch abnormale patiénten
bij wie een hematopoétisch neoplasma wordt vermoed en ter bewaking van
patiénten met een bekend hematopoétisch neoplasma;

e om te helpen bij de prognose van patiénten met hematopoétisch neoplasma.

Monster: Veneus bloed (zoals beschreven in de gebruiksinstructies (IFU))

Algemene specificatie(s)
Geen

Conformiteitsbeoordelingsprocedure

De conformiteitsbeoordeling is geba-
seerd op een kwaliteitszorgsysteem en
op de beoordeling van de techni-
sche documentatie (artikel 48 in
overeenstemming met bijlage IX
hoofdstuk I en II)

—

Ondertekend v Weq’name s ech SAS, de wettelijke fabrikant

y 4 OCT. 2022

Datum

Naam: Claudio Canino
Titel: Manager Kwaliteitsgarantie en regelgeving, plaatsvervangend PRRC.
Plaats van uitgifte: Marseille, Frankrijk

Aangemelde instantie

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nederland

Telefoon: +31 (0)20 346 07 80
E-mail: info.nI@bsigroup.com

Nummer aangemelde instantie: 2797

Immunotech SAS

Een bedrijf van Beckman Coulter
130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Frankrijk

+(33)4 91 17 27 27

Fabrikant SRN: FR-MF-000011121
IVDR-certificaathummer: |VDR-738451

Documentcontrole

Uitgiftedatum: 24 mrt 2022
Versie: 1

Vanaf batch: 200501
Bestandsnaam B92429-TF-810
conformiteits-

verklaring:
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COULTER
Estonian — eesti keel

Vastavusdeklaratsioon

Immunotech SAS tagab ja kinnitab, et toode/tooted, mis on allpool loetletud, vastab/vastavad in vitro

diagnostikameditsiiniseadmete maérusele 2017/746.

See ELi vastavusdeklaratsioon on vilja antud tootja ainuvastutusel.

Toode (tooted):
Anti-NG2-PE, viide B92429

Seadmeriihm: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Ohuklass: klass C, eeskiri 3 (artikkel 47 kooskdlas lisaga VIII)

Sihtotstarve

Kasutusotstarve: Anti-NG2-PE antikeha vdimaldab voolutsiitomeetriaga kvalitatiivselt ja
mitteautomatiseeritult tuvastada rakupopulatsioone, mis siinteesivad inimese bioloogilises
proovis NG2 antigeeni (vt allpool osa ,Proovid®).

Sihtkasutaja: toode on ette nihtud kutseliseks laboratoorseks kasutamiseks.

Kliinlline tihtsus: Anti-NG2-PE on Anti-NG2 antikeha, mida kasutatakse antigeeni NG2
siinteesivate rakkude voolutsiitomeetriaga tuvastamiseks ja kirjeldamiseks. See toode iksi ei
saa olla ega ole mdeldud iihegi diagnostilise otsuse tegemiseks.

Koos teiste markeritega kasutades saab seda toodet kasutada ihes voi mitmes jargmistest
funktsioonidest:

e lihtsustamaks diferentsiaaldiagnoosi panemist hematoloogiliste ebanormaalsustega
patsientidele, kellel kahtlustatakse vereloome neoplasmi esinemist, ja teadaoleva
vereloome neoplasmiga patsientide monitoorimiseks;

e vereloome neoplasmiga patsientide prognoosimise hdlbustamiseks.

Proov: venoosne veri (nagu on kirjeldatud kasutusjuhendis)

Tavaline (tavalised) spetsifikatsioon(id)
Puuduvad

Vastavushindamine

Kvaliteedijuhtimissiisteemil ja tehniliste
dokumentide hindamine pGhineb

vastavushindamisel

(artikkel 48

kooskélas lisaga IX, peattikid | ja 111

adusliku tootja jaoks ja nimel

1 4 OCT. 2022

Allkirjastatud ette

Kuupdev

Nimi: Claudio Canino
Ametikoht: Kvaliteedi tagamise ja regulatiivsete kiisimuste juht, PRRC asetéitja.
Viljaandmise koht: Marseille, Prantsusmaa

Teavitatud asutus

BSI Group The Netherlands B.V.

Say Building, John M.

1066 EP
Amsterdam, Holland

Keynesplein 9,

Telefon: +31 (0) 20 346 07 80
E-post: info.nI@bsigroup.com

Teavitatud asutuse number: 2797

Immunotech SAS

Ettevdte Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 — 13276 Marseille, Cedex 9

Prantsusmaa

+(33)4911727 27

Tootja unikaalne registreerimisnumber: FR-MF-000011121

In vitro diagnostika méiruse sertifitseerimisnumber: IVDR-738451

Dokumendikontroll

Viljaandmise
kuupidev:
Redaktsioon:
Algpartii:
Dokumendi
failinimi:

24. marts 2022

1
200501
B92429-TF-810
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COULTER
Finnish — Suomi

Vaatimustenmukaisuusvakuutus

Immunotech SAS vakuuttaa ja limolttaa titen, etts seuraavassa luetellut tuotteet tayttavat in vifro

I&8kinnallisist4 laitteista annetun direktiivin 2017/746 vaatimukset.

Téma EU-vaatimustenmukaisuusvakuutus on annettu ainoastaan valmistajan vastuulla.

-diagnostiikkaan tarkoitetuista

Tuoteltuotteet:
Anti-NG2-PE, viite B92429

Laiteryhma: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Riskiluokitus: Luokka C, sadntd 3 (artikla 47 liitteen VIII mukaisesti)

Kayttotarkoitus:

Tarkoitettu  kayttd: Anti-NG2-PE-vasta-aineen avulla voidaan virtaussytometriaa kayttden
tunnistaa kvalitatiivisesti ja ei-automatisoiduilla menetelmilla solupopulaatioita, jotka ilmentévit
ihmisen biologisissa néytteissa esiintyvaa NG2-antigeenia (katso kohta "Naytieet” jéliempéna).

Suunniteltu kdyttsja: Témé tuote on tarkoitettu ammattimaiseen laboratoriok&yttdon.

Kliininen merkitys: Anti-NG2-PE on Anti-NG2-vasta-aine, jota kaytetddn NG2-antigeenid
iimentévien solujen tunnistamiseen ja karakterisointiin virtaussytometrian avulla. Diagnostisia
johtopaatdksié ei voi eiké pidé tehdé yksin timan tuotteen avulla.

Kun tuotetta kaytetdén yhdessé muiden markkereiden kanssa, sitd voidaan kayttdd yhteen tai
useaan seuraavista toiminnoista:

e  Erotusdiagnostiikan apuna hematologisesti poikkeavilla potilailla, joilla epéilldsn
olevan hematopoieettisia kasvaimia, ja seurannan apuna potilailla, joilla tiedetd&n
olevan tillaisia kasvaimia.

e Apuna prognoosin laatimisessa potilaille, joilla on hematopoieettinen kasvain.

Néyte: laskimoveri (kayttéohjeissa kuvatulla tavalla)

Yhteiset eritelmiit
Ei ole

Vaatimustenmukaisuuden
arviointimenettely

Vaatimustenmukaisuuden arviointi pe-
rustuu  laadunhallintajérjestelmaén  ja
teknisten asiakirjojen arviointiin (artikla
48 liitteen IX lukujen | ja [ll mukaisesti)

Mt L gy Qo R

Nimi: Claudio Canino
Titteli: Laadunvarmistuksesta ja siantelyasioista vastaava johtaja, PRRC-varahenkild.
Julkaisupaikka: Marseille, Ranska

limoitettu laitos
BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,

1066 EP

Amsterdam, Alankomaat
Puhelin: +31 (0)20 346 07 80
Séhkoposti: info.nl@bsigroup.com

limoitetun laitoksen numero: 2797

Immunotech SAS
Beckman Coulter -yhtié
130 Avenue de Lattre de Tassigny

Asiakirjojen valvonta

Julkaisupdiva:
Version taso:

B.P. 177 - 13276 Marseille, Cedex 9 E%s:immﬁinen 200501

5(22)3 I2391 17 27 27 Vaatimusten- | B92429-TF-810
Valmistajan sarjanro: FR-MF-000011121 ":::(ﬁf::;n

IVDR:n mukaisen sertifikaatin nro: [VDR-738451 tiedostonimi:

24. maaliskuuta 2022
1
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COULTER
French — Francgais

Déclaration de conformité

Immunotech SAS assure et déclare par le présent document que le ou les produits listés ci-dessous sont conformes

a Pexigence du réglement 2017/746 sur les dispositifs médicaux de diagnostic /n vitro.

La présente déclaration de conformité de PUE est délivrée sous la seule responsabilité du fabricant.

Produit(s) :
Anti-NG2-PE, réf. B92429

Groupe de dispositifs : EMDN : W010308, IVP3006

BUDI-DI : 150995903B92429TG
Classe de risque : Classe C, régle 3 (article 47 conformément a l'annexe Viil)

Fonction prévue :

Utilisation prévue: L'anticorps Anti-NG2-PE permet [identification qualitative et non
automatisée des populations cellulaires exprimant lantigtne NG2 présent dans des
échantillons biologiques humains par cytométrie en flux (voir la section « Echantillons » ci-
dessous).

Utilisateur prévu : Ce produit est destiné & un usage en laboratoire professionnel.

Pertinence clinique : L'Anti-NG2-PE est un anticorps anti-NG2 utilisé pour identifier et
caractériser des cellules exprimant I'antigéne NG2 par cytométrie en flux. Ce produit seul ne
peut pas et n’est pas destiné a tirer des conclusions diagnostiques.

Lorsqu’il est utilisé conjointement avec d'autres marqueurs, ce produit peut &tre utilisé pour
I'une ou plusieurs des fonclions suivantes :

e Aider au diagnostic différentiel des patients présentant une hématologie anormale et
suspectés d'étre atteints d'un néoplasme hématopoiétique et surveiller les patients
alteints d’'un néoplasme hématopotétique connu.

. Aider au pronostic des patients atteints de néoplasme hématopoiétique.

Echantillon : Sang veineux (comme décrit dans le mode d'emploi)

Spécification(s) commune(s)
Néant

Procédure d’évaluation de la
conformité

L'évaluation de la conformité est basée
sur un systéme de gestion de la qualité
et sur 'évaluation de la documentation
technique (article 48 conformément
a I'annexe IX des chapitres | et |11)

Signé pour et au n ;n‘d'

{ 4 0CT. 2022

Date

Nom : Claudio Canino
Titre : Responsable de I'assurance de la qualité et des affaires réglementaires, adjoint PRRC.
Lieu d’émisslon : Marseille, France

Organisme notifié

Groupe BSI Pays-Bas B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Pays-Bas

Téléphone : +31 (0)20 346 07 80
Courriel : info.nl@bsigroup.com

Numéro de 'organisme notifié : 2797

Immunotech SAS

Une entreprise de Beckman Coulter
130 avenue de Lattre de Tassigny
B.P. 177 — 13276 Marseille Cedex 9
France

(33) 491172727

Fabricant SRN : FR-MF-000011121

Numeéro de certificat IVDR : IVDR-738451

Controle des documents

Date d’émission : | Le 24 mars 2022
Niveau de 1

révision :

Lot de départ : 200501

Nom de fichier B92429-TF-810
DoC :
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COULTER
German — Deutsch

Konformitatserklarung

Immunotech SAS versichert und erklart hiermit, dass das/die nachstehend aufgefiihrte(n) Produkt(e) die Anforderungen der

Verordnung 2017/746 iiber In-vitro-Diagnostika erfiillt/erfiillen.

Die Ausgabe dieser EU-Konformitétserkldrung liegt in der alleinigen Verantwortung des Herstellers.

Produkt(e):
Anti-NG2-PE, Ref. B92429

Gerétegruppe: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Risikoklasse: Klasse C, Regel 3 (Artikel 47 in Ubereinstimmung mit Anhang VIIl)

Vorgesehener Zweck:

Vorgesehene Verwendung: Der Anti-NG2-PE-Antikdrper  ermdglicht mithilfe  der
Durchflusszytometrie eine qualitaive und nicht automatisierte Identifikation  von
Zellpopulationen, die das NG2-Antigen exprimieren, das in biologischen Proben menschlicher
Herkunft vorhanden ist (siehe Abschnitt ,Proben” unten).

Vorgesehener Benutzer: Dieses Produkt ist fiir den professionellen Gebrauch im Labor
vorgesehen.

Klinische Relevanz: Anti-NG2-PE ist ein Anti-NG2-Antikémper zur durchflusszytometrischen
Identifikation und Charaklerisierung von Zellen, die das NG2-Antigen exprimieren. Es ist weder
moglich noch vorgesehen, alleine anhand dieses Produkts zu einer diagnostischen
Schlussfolgerung zu kommen.

Bei Verwendung in Verbindung mit anderen Markem kann dieses Produkt fiir einen oder
mehrere der folgenden Zwecke eingesetzt werden:

e Als Hilfsmittel zur Differenzialdiagnose von h&matologisch anormalen Patienten mit
Verdacht auf ein hamatopoetisches Neoplasma und zur Uberwachung von Patienten
mit bestatigtem hidmatopoetischen Neoplasma.

e  Als Hilfsmittel zur Prognose von Patienten mit h&matopoetischem Neoplasma.

Probe: Vendses Blut (wie in der Gebrauchsanweisung beschrieben)

Géngige Spezifikation(en)
Keine

/)

Konformitétsbewertungsverfahren

Konformitédtsbewertung  beruht  auf
einem Qualitidtsmanagementsystem und
auf der Bewertung der techni-
schen Dokumentation (Artikel 48 in
Ubereinstimmung ~ mit  Anhang IX,
Kapitel | und 111

'/im n von Immunotech SAS, dem rechtméRigen Hersteller

Unterzeichnet fiir und’ ar
f /)J A, 15 i
Datum_ill UCT. 2[.22

Name: Claudio Canino
Position: Leiter Qualitatssicherung und Zulassungen, PRRC-Stellvertreter.
Ausstellungsort: Marseille, Frankreich

Benachrichtigte Stelle

BSI Group Niederlande B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Niederlande

Tel.: #31 (0)20 346 07 80

E-Mail: info.nl@bsigroup.com

Nummer der benannten Stelle: 2797

Immunotech SAS

Ein Beckman Coulter-Unternehmen
130 Avenue de Lattre de Tassigny
B.P. 177 — 13276 Marseille, Cedex 9
Frankreich

+(33)4 91 1727 27

SRN Hersteller: FR-MF-000011121
IVDR-Zertifikatsnummer: IVDR-738451

Dokumentenlenkung

Ausstellungs- 24. Mérz 2022
datum:

Revisionsstufe: 1

Start-Charge: 200501
DoC-Dateiname: B92429-TF-810
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COULTER
Greek — EAAnvIKd

ARAwon cuppopPwaong

H Immunotech SAS diaoalllel kal SnAwVEI, Bia Tng TapoyoTg, 6T Ta TTPOidVTa Trou TrapaTiBevTal TapoKATwW gupPopPPWVOVTaI
| Ti§ amraiTiioelg Tou Kavoviapou 2017/746 yia 1a in vitro BlayVWOTIKG IXTPOTEXVOAOYIKG TpaiovTa.

H Trapodga driAwaon cUpPGpPwWang g EE exdideral pe ammokAeioniki eudivn Tou KQTAOKEUAOTH).

Mpoiévra:
Anti-NG2-PE, ref. B92429

OpGda guokeumv: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Karnyopia kivSivou: Karnyopla I', Kavévag 3 (ApBpo 47, cUuguva Jie 10 Napdptnpa VIlI)

MpoBAeTTOpEVOG TKOTTOG:

MpoBAemépevn  xpfion: To avriowua Anti-NG2-PE emmpémel TV TOIOTIK Kol N
auTopaToTroINpEV Tautotrolnon Twv KUTTapIKG@V TANBUOPWV Trou ekppddouv 10 avTyévo
NG2, To oToio amavidral ot avBpwymva BioAoyikd Seiypara, pe Xprion KuTTapopeTpiag pofig

(BelTe TV EVOTNTA «AelypaTa» TapaKaTw). Andikaofa afioAéyneng Tng

ouppéppwang
MpopAemopevog xpfioTng: To Tapov TPOiGY TTPOOPIETAl Yia ETTAYYEAPCTIKA EPYAOTNPIOK]
xerion. H afioAbynon ouppépewong Bacifero
Khviky onpaoia: To Anti-NG2-PE eival éva avriowpa Anti-NG2 mou Xpnoipotroeltal yia Tnv z;l bva uc;u::;wa Blaxeipiang ":Iémlzg
TauTOTIOINON Kal TOV XGPOKTNPIGHO KUTTGPWY TIOU EKQPAZouv 1O avriyovo NG2 pe Ynons m,‘ EXVIKIS
kuTTapapeTpla porg. AuTé TO TIpOiGY GG Pévo Tou BEV WTTOPEI VO TOPGYEI oTolodfymore | TEKHMPILONG (ApBpo 48 GUNPWVA HE TO
BlayvwaTiké cupTTEpacya Kal Sev TpoopiZeTal yia auTrv T XpAon. Napdpnpa IX KepdAaa | kat 1)
Orav XpnowioTolETal OE OUVBUGTUO HE GMoug BelkTeg, auTé TO TPOIGV HTropEi vd
xpnoiyotroinBel ae pla ) TEPICAOTEPES amo TIg oKOAOUBES AEITOUPYIiES:
¢ Q¢ Boriénua ot SlagopikA didyvwaon un QUOIOAOYIK(WV QILOTOAOYIKG GOBEVLV piE
utroyla cipoTroINTKiig VEOTTAQoiag Kai yia TNV TrapakoAoUBnon aoBeEv@Y PE YVWOTh
algoTroinTikry veorAaola.
. Qc BoriBnua otV TPOYVWaT) QaoBevibv s QIHOTTOINTIKY VEOTTAGOIA.

Aclypa: PAEBIKO aipia (6TTWG TEPIYPAPETAI OTI Oonyieg xpriong)

Koivég mpodiaypapEg
Kapla

Ymoypd@geral EK é? g Immunotech SAS, Tou N6pIpou kataokeuaoTy | Koivorrompévog opyaviopég

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,

1 4 0cT. 2022 | fossEP

Huepopnvia Amsterdam, OMavdia
Ovopa: Claudio Canino TnAtguvo: +31 (0)20 346 07 80
TitAog: AleuBuvirig Alagedhiorg Moi6Trrag kal PuBuioTIKGV YTTOBETEWY, Email: info.nl@bsigroup.com
avamAnpwrijs PRRC.
Torrolzaia éxdoang: MaoooAia, MaMia ApiBy6¢ Koivorroinpiévou
opyavigpou: 2797

Immunotech SAS ‘EAeyxo0g eyypapwv

Etaupeia Tng Beckman Coulter Huepopnvia 24 MapTiou 2022

130 Avenue de Lattre de Tassigny £kBoong:

B.P. 177 - 13276 Marseille, Cedex 9 Errfrebo 1

MaAAia avaBewpnong:

+(33)4 911727 27 Naprida évapgng: | 200501

SRN karaokevaori: FR-MF-000011121 ‘Ovopa apxeiou B92429-TF-810

Ap1Bp6g oToTroINTIKOU IVDR: IVDR-738451 DoC:
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BECKMAN
COULTER
Hungarian — Magyar

Megfelel6ségi nyilatkozat

Az Immunotech SAS eziiton kijelenti és szavatolja, hogy az alabbiakban felsorolt termék(ek) megfelel(nek) a 2017/746-0s

szamu, in vitro diagnosztikai orvostechnikai eszkoz6kr6l sz6l6 rendelet kbvetelményeinek.
Ezt az EU-megfelelSségi nyilatkozatot a gyarté kizérélagos felel6ssége mellett adjak ki.

Termék(ek):
Anti-NG2-PE, ref. B92429

Eszkdzcsoport: EMDN: W010308, IVP3006
Alapvet6 egyedi eszkdzazonosité (BUDI-DI): 150995903892429TG
Kockézati osztaly: C osztaly, 3. szabaly (47. cikk, a VIII. mellékletnek megfelel6en)

Rendeltetés:

Alkalmazasi teriilet: Az Anti-NG2-PE antitest lehet6vé teszi a humén biolégiai mintakban az
NG2 antigént expresszalé sejtpopuldci6k aramlasi citometridval végzett kvalitativ és nem
automatizalt azonositasat (I4sd lentebb a Minta” cimd részf).

Célfelhasznalo: Ez a termék laboratériumi szakemberek altali hasznalatra késziilt.

Klinikai jelentSség: Az Anti-NG2-PE az NG2 antigént expresszalé sejtek dramlasi citometridval
végzett azonositdsara és jellemzésére szolgalo Anti-NG2 antitest, Ez a termék 6nmagaban
nem alkalmas barmilyen diagnosztikai kvetkeztetés levonasara, és nem is ere a célra lett
kialakitva.

Més markerekkel egyiitt alkalmazva ez a termék az alabbiak kéziil egy vagy tébb célra
hasznalhato:

e azon rendellenes vérképl betegek differencidldiagnozisanak segitésére, akiknél
hematopoietikus neoplézia gyanithaté, valamint az ismerten hematopoietikus
neoplazmas betegek monitorozasara;

¢  ahematopoietikus neoplazmas betegek pragnozisa feldllitasanak segitésére;

Minta: Vénas vér (a hasznalali utasitasban lelrtaknak megfeleléen)

Egységes el6iras(ok)
Nincs

{

Megfeleloségértékelésl eljaras

A megfeleléségértékelés a mindség-
iranyitdsi  rendszeren, valamint a
milszaki dokumentacié &ttekintésén
alapul (48. cikk, a IX. melléklet ). és
IIl. fejezetének megfelelden)

7:h SAS mint tbrvényes gyartd nevében és megbizasabdl alairta:

; /
A nyilatkozato/‘anmurlf(t
ne A4\

‘IJ/ 2

( \W Dai!:um:__1_lI UCT. 2“22

Név: Claudio Canino
Beosztas: Minbségbiztositasi s szabalyozasi menedzser, PRRC keépviselb.
A kiallitas helye: Marseille, Franciaorszag

Bejelentett szervezet

BS| Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Hollandia

Telefon: +31 (0)20 346 07 80

E-mail: info.nI@bsigroup.com

Bejelentett szervezet szama: 2797

Immunotech SAS

A Beckman Coulter egyik véllalata

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Franciaorszag

+(33)4 91 1727 27
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BECKMAN
COULTER
Italian — Italiano

Dichiarazione di conformita

Con la presente, Immunotech SAS assicura e dichiara che i prodotti elencati di seguito sono conformi ai requisiti del

Regolamento 2017/746 relativo ai dispositivi medico-diagnostici in vitro.

La presente Dichiarazione di conformita UE viene rilasciata sotto I'esclusiva responsabilita del produttore.

Prodotti:
Anti-NG2-PE, rif. B92429

Gruppo di dispositivi: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Classe di rischio: Classe C, Norma 3 (Articolo 47 conformemente all’Allegato Vi)

Scopo previsto:

Uso previsto: lanlicorpo Anti-NG2-PE consente lidentificazione qualitativa e non
automatizzata di popolazioni cellulari che esprimono I'antigene NG2 presente in campioni
biologici umani mediante citometria a flusso (vedere la seguente sezione “Campione”).

Utente previsto: il prodotto & destinato all'utilizzo professionale in laboratorio.

Rilevanza clinica: Ant-NG2-PE & un anticorpo anti-NG2 utilizzato per identificare
e caratterizzare le cellule che esprimono l'antigene NG2 mediante citometria a flusso. Questo
prodotto da solo non pud e non intende generare alcuna conclusione diagnostica.
Se impiegato in combinazione con altri marcatori, questo prodotto pud essere utilizzato con
una o piu delle seguenti funzioni:
. come supporto nella diagnosi differenziale di pazienti con anomalie ematologiche
e sospetta neoplasia ematopoietica e nel monitoraggio di pazienti con neoplasia
ematopoietica nota;
e  come supporto nella prognosi di pazienti con neoplasia ematopoietica.

Campione: sangue venoso (come descritto nelle istruzioni per I'uso)

Specifiche comuni
Nessuna

[ 4

Procedura di valutazione della
conformita

La valutazione della conformita & basata
su un sistema di gestione della qualita e
sulla valutazione della documentazione
tecnica (articolo 48 in conformita
alrallegato 1X, capitoli | e 1ll)

Firmato in nome d pi;r ﬁoanch 'SAS, il Produttore legale.
f "

%\ Data 14 ocT. 022

Nome: Claudio Canino
Titolo: Quality Assurance & Regulatory Affairs Manager, PRRC Deputy.
Luogo di emissione: Marsiglia, Francia

Organismo notificato

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paesi Bassi

Tel.: +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Numero dell'organismo notificato: 2797

Immunotech SAS

Una societa Beckman Coulter

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Francia

+(33)4 91172727

SRN del produttore: FR-MF-000011121

Numero del certificato IVDR: IVDR-738451

Controllo del documento

Data di 24 marzo 2022
emissione:

Livello di 1

revisione:

N. lotto iniziale: 200501
Nome file DoC: B92429-TF-810
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Latvian — Latviski

Atbilstibas deklaracija

Immunotech SAS ar §o nodro3ina un pazino, ka talak minétais izstradajums(-
regulas 2017/746 prastbam.

Par &Ts ES atbilsfibas deklaracijas izdoZanu ir atbildTgs tikai un vienTgi raZotajs.

i) atbilst in vitro diagnostikas medicinisko ierféu

Izstradajums(-i):
Anti-NG2-PE, atsauce B92429

leridu grupa: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Riska klase: C klase, 3. noteikums (47. pants saskana ar VIl pielikumu)

Paredzé&tais noldks:

Paredzétais lietojums: Anlti-NG2-PE antiviela Jauj kvalitafivi un neautomatizéti identificet NG2
antigénu ekspres&jodas 30nu populacijas, kas atrodas cilveka biologiskajos paraugos,
izmantojot plismas citometriju (skatft sadalu ,Paraugi” talak).

Paredzétais lietotajs: Sis produkts ir paredzéts profesionalai lietosanai laboratorija.

Klniskais nozimigums: Anti-NG2-PE ir anti-NG2 antiviela, ko izmanto, lai identificdtu un
raksturotv mieloperoksidizes NG2 antigénu ekspresgjosas 30nas, izmantojot plismas
citometriju. So produktu nevar izmantot vienu padu, un tas nav paredz&ts diagnostisku
secinajumu izdari$anai.

Izmantojot kopa ar citiem markieriem, %o izstradajumu var lietot vienai vai vairakam talak
noradmajam funkcijam:

Lai palidz&tu veikt diferencialdiagnostiku pacientiem ar hematologiskam patologijam,
kuriem ir aizdomas par hematopoétisku neoplazmu, un lai kontrolgtu pacientus ar
zinamu hematopoétisku neoplazmu.

Lai palldz&tu veikt prognozes pacientiem ar hematopoétisku neoplazmu.

Paraugs: Venozas asinis (ka aprakstits IFU)

Kopé&ja specifikacija(-as)
Nav

~

Atbilstibas novérté$anas proceddra

Atbilstibas nov&rté3ana, pamatojoties uz
kvalitates  parvaldibas sistemu un
tehnisk@s dokumentécijas novari&sanu
(48. pants atbilstosi IX pielikuma | un
Il nodalai)

Parakstits Immunpréqh SAS,ju
lnise
/1 N\

Vards, uzvérds: Klaudio Kanino (Claudio Canino)

Amata nosaukums: Kvalitates nodroinasanas un normativo jautdjumu nodalas vaditajs,
PRRC vadTtaja vietnieks.

IzdoSanas vieta: Marsela, Francija

4 OCT, 2022

Datums

Pazinota lestade

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdama, Niderdande

Talrunis: +31 (0)20 346 07 80
E-pasts: info.ni@bsigroup.com

Pievienots pazinotas struktdras
numurs: 2797

Immunotech SAS

Dokumentu kontrole

Beckman Coulter uznémums

130 avenue de Lattre de Tassigny
B.P. 177 — 13276 Marsela, Cedex 9
Francija

+(33) 4 91 17 27 27

RaZoti)a SRN: FR-MF-000011121
IVDR sertifikita numurs: IVDR-738451

IzdoSanas 2022. gada
datums: 24. marts
Parskates 1

Mmenis:

Sakuma partljas: | 200501

DoC faila B92429-TF-810
nosaukums:
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Lithuanian — lietuviy k.

Atitikties deklaracija

Jmmunotech SAS* utikrina ir parei¥kia, kad toliau nurodytas (-) gaminys (-iai) atitinka in vitro diagnostikos medicinos

priemoniy reglamento 2017/746 reikalavimus.
Si ES atitikties deklaracija i5duota tik gamintojo atsakomybe.

Gaminys (-iai):
LAnti-NG2-PE*, kat. Nr. B92429

Prietaiso grupé: EMDN: W010308, IVP3006
BUDI- DI: 150995903B92429TG
Rizikos klasé: C klase, 3 taisykle (47 straipsnis pagal VIII prieda)

Numatytoji paskirtis
Paskirtis. Naudojant ,Anti-NG2-PE* antiking, srauto citometrijos badu galima kokybi3kai ir

neautomatizuotai identifikuoti lasteliy populiacijas, iSreiskiantias NG2 antigeng, esantj
#mogaus biologiniuose meginiuose (r. tolesnj skyriy ,Méginiai*).

Numatomas naudotojas. Sis gaminys skirtas naudoti specialistams laboratorijose.

Kiinikine svarba. ,Ant-NG2-PE* yra ,Anti-NG2° antikdnas, naudojamas Igstelems,

i&reiskiantioms NG2 antigena, srauto citometrijos badu identifikuoti ir apibadinti. Naudojant
vien §j gaminj negalima padaryti jokios diagnostinés isvados ir jis néra tam skirtas.

Kartu su kitais Zymenimis 3is gaminys gali bati naudojamas vienu ar keliais i$ toliau nurodyty
fiksly:

« hematologikai nenormaliy pacienty, kuriems jtariama kraujodaros sistemos
neoplazma, diferencinei diagnozei palengvinti ir pacientams, kuriems jau nustatyta
kraujodaros sistemos neoplazma, stebeti;

« padeti prognozuoti pacienty, kuriems nustatyta kraujodaros sistemos neoplazma,
bikle.

Meginys: veninis kraujas (kaip apraSyta NI)

Bendroji (-osios) specifikacija (-os)
Néra

e U )

Atitikties vertinimo procediira

Atitikties ~ vertinimas  yra  pagrjstas
kokybes valdymo sistema ir techniniy
dokumenty vertinimu (48 straipsnis
pagal IX priedo | ir Il skyrius)

Pasira3o teiséto 513 in ‘SAS" vardu

1 4 OCT. 2022

Data

Vardas, pavadé?'élaudio Canino

Pareigos: kokybes uztikrinimo ir norminiy reikalavimy skyriaus vadovas, uZ atitikj
reikalavimams atsakingo asmens (ARAA) pavaduotojas.

ISleidimo vieta: Marselis, PrancOzija

Notifikuoto)l |staiga

BS| Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nyderlandai

Tel. +31 (0)20 346 07 80

El. pastas info.nl@bsigroup.com

Notifikuotosios jstaigos numeris: 2797

Immunotech SAS

,Beckman Coulter” jmone

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Prancizija

+(33)4 911727 27

Gamintojo SRN: FR-MF-000011121
IVDR sertifikato numeris: |VDR-738451

Dokumenty kontrolé

ISleidimo data: | 2022 m. kovo 24 d.
Perziaros lygls: | 1

Pradiné partija: | 200501

DoC failo B92429-TF-810
pavadinimas:
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Samsvarserklzering

Immunotech SAS forsikrer at produkter angitt nedenfor samsvarer med kravene i forordning 2017/746 om in vitro-diagnostisk

medisinsk utstyr.

Denne EU-samsvarserklaaringen publiseres pa produsentens eget ansvar.

Produkt(er):
Anti-NG2-PE, ref. B92429

Enhetsgruppe: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Risikoklasse: Klasse C, regel 3 (artikkel 47 i samsvar med vedlegg VIIl)

Tiltenkt formal:

Tiltenkt bruk: Anti-NG2-PE-antistoffet muliggjer kvalitativ og ikke-automatisert identifisering av
cellepopulasjoner som uttrykker NG2-antigenet som finnes i humane biologiske praver, ved
hjelp av flowcytometri (se avsnittet «Pravers nedenfor).

Tiltenkt bruker: Dette produktet er beregnet for bruk pa profesjonelle laboratorier.

Klinisk relevans: Anti-NG2-PE er et ant-NG2-antistoff som brukes til & identifisere og
karakterisere celler som uttrykker NG2-antigenet, ved hjelp av flowcytometri. Dette produktet
alene kan ikke og er ikke ment a generere en diagnostisk konklusjon.

Nar dette produktet brukes i kombinasjon med andre markgrer, kan det brukes i én eller flere
av felgende funksjoner:

e Bistd ved differensialdiagnostisering av hematologisk unormale pasienter med
mistenkt hematopoietisk neoplasi og folge opp pasienter med kjent hematopoietisk
neoplasi.

«  Bista ved prognostisering av pasienter som har hematopoietisk neoplasi.

Prove: Vengst blod (som beskrevet i bruksanvisningen)

Vanlige spesifikasjoner
Ingen

Prosedyre for samsvarsvurdering

Samsvarsvurdering er basert pa et
kvalitetsstyringssystem og pa vurdering
av teknisk dokumentasjon (artikkel 48
i samsvar med vedlegg X, kapittel

1og Ill)

won. 4 <
Signert for pa vagne av Irq_ upo 2 fﬂs juridisk produsent
7;.‘“{] P ;'m 1 ll nET' 2022

L Dato
Navn: Claudio Canino
Tittel: Leder for kvalitetssikring og juridisk avdeling, PRRC-representant.
Publiseringssted: Marseille, Frankrike

Teknisk kontrollorgan

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nederland

Telefon: +31 (0)20 346 07 80

E-post: info.ni@bsigroup.com

Nummer pa teknisk kontrollorgan: 2797

Immunotech SAS

Et Beckman Coulter-selskap

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Frankrike

+(33)4 911727 27

Produsent-SRN: FR-MF-000011121
IVDR-sertifikatnummer: |VDR-738451

Dokumentkontroll

Utstedelsesdato: | 24. mars 2022
Revisjonsniva: 1

Startlot: 200501
DoC-filnavn: B92429-TF-810
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Polish — Polski

Deklaracja zgodnosci

Firma Immunotech SAS ninigjszym zapewnia i deklaruje, ze wymienione ponizej produkty spetniajag wymogi rozporzadzenia

2017/746 w sprawie wyrobéw medycznych do diagnostyki in vitro.

Niniejsza deklaracja zgodnosci UE zostata wydana na wylaczng odpowiedzialno$¢é producenta.

Produkt(y):
Anti-NG2-PE, nr ref. B92429

Grupa wyrobéw: EMDN: W010308, IVP3006

Identyfikator BUDI-DI: 150995903B892429TG
Klasa ryzyka: Klasa C, reguta 3 (art. 47, zgodnie z zalgcznikiem VIII)

Przewidziane zastosowanie:

Przeznaczenie: Przeciwcialo Anti-NG2-PE umozliwia jakosciowa i niezautomatyzowang
identyfikacje populacji komérek, ktére wykazujg ekspresie antygenu NG2 isg obecne
w ludzkich prébkach biologicznych, metodg cytometrii przeplywowej (zobacz punkt ,Probki”
ponizej).

Uzytkownik docelowy: Niniejszy produkt jest przeznaczony do profesjonalnego uzytku
laboratoryjnego.

Znaczenie kliniczne: Anti-NG2-PE jest przeciwcialem przeciwko NG2 stosowanym do
identyfikowania i charakteryzowania komodrek wykazujgcych ekspresje antygenu NG2 za
pomocag cytometrii przeptywowej. Ten produkt nie moze samodzielnie generowaé wnioskoéw
diagnostycznych i nie jest przeznaczony do ich samodzielnego generowania.

W potgczeniu  z innymi markerami produkt ten moze sluzy¢ do jednego lub kilku
z nastepujacych zastosowari:

e do wspomagania diagnostyki réznicowej pacjentéw z nieprawidtowym obrazem
hematologicznym i podejrzeniem nowotworu ukiadu krwiotwérczego oraz do
monitorowania pacjentéw ze stwierdzonym nowotworem uktadu krwiotwoérczego;

« jako pomoc w ustaleniu rokowania u pacjentow  z nowotworem  ukiadu
krwiotworczego.

Prébka: Krew zylna (jak opisano w [FU)

Wspélna specyfikacja

Brak /
. ( [ <

Procedura oceny zgodnosci

Ocena zgodnosci jest oparta na
systemie zarzadzania jako$cig i ocenie
dokumentacji technicznej (art. 48,
zgodnie z zalgcznikiem IX, rozdzialy
i

/ Immunotech SAS bedacej legalnym producentem

Data

Imig | nazwisko: Claudio Canino

Stanowisko: Menedzer ds. zapewnienia jakosci i rejestracii, zastgpca osoby odpowiedzialnej
za zgodno$é regulacyjng

Miejsce wydania: Marsylia, Francja

Jednostka notyfikowana

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holandia

Tel.; +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Numer jednostki notyfikowanej: 2797

Kontrola dokumentu

Immunotech SAS

Firma nalezaca do Beckman Coulter Data \_Nydania: 24 marca 2022 r.
130 Avenue de Lattre de Tassigny Wersja 1

B.P. 177 - 13276 Marseille, Cedex 9 dokumentu:

Francja Nr partii ) 200501

+(33)4 91 17 27 27 ﬂoczatk‘mel' B92429-TF-810
Numer SRN producenta: FR-MF-000011121 d::r;‘r‘a';.'i u .

Numer certyfikatu IVDR: IVDR-738451 Todn o;cl:
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Portuguese — Portugués

Declaragao de conformidade

A Immunotech SAS vem por este meio garantir e declarar que o(s) produto(s) listado(s) abaixo cumpre(m) os requisitos do

Regulamento 2017/746 relativo a Dispositivos médicos de diagndstico in vitro.

A presente Declaragio de conformidade da UE é emitida sob a exclusiva responsabilidade do fabricante.

Produto(s):
Anti-NG2-PE, ref. B92429

Grupo de dispositivo: Codigo da Nomenclatura Europeia de Dispositivos Médicos (EMDN):
W010308, IVP3006

UDI-DI basico: 150995903B92429TG
Classe de risco: Classe C, norma 3 (artigo 47.° em conformidade com o anexo Vil

Fim previsto:

Utilizagdo prevista: O anticorpo Anti-NG2-PE permite a identificagdo qualitativa e nido
automatizada de populages de células que expressam o antigénio NG2 presente em
amostras biolGgicas humanas, utilizando citometria de fluxo (consulte a secgdo «Amostras»
abaixo).

Utilizador previsto: este produto destina-se a utilizag3o profissional em laboratério.

Relevancia clinica: Anti-NG2-PE & um anticompo de Anti-NG2 utilizado para identificar
e caraclerizar, por citomefria de fluxo, as células que expressam o antigénio NG2. Este
produto, por si sd, ndo pode e ndo se destina a gerar qualquer conclusao de diagndstico.
Quando utilizado em combinagsio com outros marcadores, este produto pode ser utilizado
numa ou mais das seguintes fungdes:

e Para auxiliar no diagndstico diferencial de pacientes com anormalidades
hematologicas, suspeitos de padecerem de neoplasia hematopoiética, e para
monitorizar pacientes com neoplasia hematopoiética conhecida.

° Para auxiliar no prognéstico de pacientes que padecem de neoplasia
hematopoiética.

Amostra: sangue venoso (conforme descrito nas instrugdes de utilizagéo)

Especificagido(ées) comum(ns)
Nenhuma

Procedimento de avaliagdo de
conformidade

A avaliagdo de conformidade é baseada
num sistema de gestdo de qualidade
e na avaliagao de documentagdo técnica
(artigp 48.°, em conformidade com
o anexo IX, Capitulos I e Ii)

/
f' ,J 5
Assinado por 77 [ome day "'E?,t?ﬁLLSAS" o fabricante legal
()( ﬁ 022
Data 1 ll UCT' 2

Nome: Claudio-€anino

Funcéo: Gestor de garantia de qualidade e assuntos regulamentares, Pessoa responsavel
pela observancia da regulamentaggo.

Local de emissdo: Marselha, Franga

Organismo notificado

BS| Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paises Baixos
Telefone: +31 (0)20 346 07 80
E-mail: info.ni@bsigroup.com

Numero do organismo notificado: 2797

Immunotech SAS

Uma empresa da Beckman Coulter
130 Avenue de Lattre de Tassigny
B.P. 177-13276 Marseille, Cedex 9
Franga

+(33)4 91 172727

SRN do fabricante: FR-MF-000011121

Nimero de certificado de IVDR: [VDR-738451

Controlo de documentos

Data de 24 de margo
emissao: de 2022
Nivel de reviséo: 1

Lote inicial: 200501

Nome do ficheiro | B92429-TF-810
da Declaragao de
conformidade

(DoC):
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COULTER
Romanian — Romana

Declaratie de conformitate

Prin prezenta, Immunotech SAS asigura i declara c& produsul (produsele) indicat(e) mai jos este (sunt) in conformitate cu

cerinfa Regulamentului 2017/746 privind dispozitivele medicale pentru diagnostic in-vitro.

Aceasti declaratie de conformitate UE este emisa pe raspunderea exclusiva a producatorului.

Produsul (Produsele):
Anti-NG2-PE, ref. B92429

Grup de dispozitive: EMDN (Nomenclatorul european al dispozitivelor medicale): W010308,
IVP3006

BUDI-DI (Identificarea unicé de bazé a dispozitivului - Identificarea dispozitivului):
150995903B92429TG

Clasa de risc: Clasa C, Regula 3 (Articolul 47 in conformitate cu Anexa VIil)

Scopul prevazut:

Domeniul de utilizare: Anticorpul Anti-NG2-PEE permite identificarea calitativa $i non-automata
a populaiilor de celule care exprima antigenul NG2 prezent In probele biologice umane,
utilizand citometrie Tn fiux (consultafi seciiunea ,Probe” de mai jos).

Utilizatorul prevazut: Acest produs este destinat utiliz&rii profesionale Tn laborator.

Relevania clinics: Anti-NG2-PE este un anticorp anti-NG2 utilizat pentru identificarea $i
caracterizarea celulelor care exprima antigenul NG2, utilizand citometrie Tn flux. Individual,
acest produs nu poate genera concluzii cu rol de diagnostic si nu este conceput in acest scop.

Cand este utilizat in combinatie cu alfi markeri, acest produs poate fi utilizat cu una sau mai
multe dintre urméatoarele functii:

e  Pentru a ajuta la obtinerea unui diagnostic diferential Tn cazul pacienilor cu anomalii
hematologice suspectati de neoplasm hematopoietic i pentru a monitoriza pacientii
cu neoplasm hematopoietic diagnosticat.

e  Pentru a ajuta la prognosticul pacientilor cu neoplasm hematopoietic.

Proba: Sange venos (conform descrierii din instructiunile de utilizare)

Specificatle (Specificatll) comuna (comune)
Nu exista

]
/ 1

Procedura de evaluare a conformitatll

Evaluarea conformitdtii se bazeaza pe
un sistem de management al calitéii si
pe evaluarea documentafiei tehnice
(Articolul 48 in conformitate cu Anexa IX,
Capitolele I si llI)

Document semnat, pentru cgmpgnia immunotech SAS, productorul autorizat, siin
numele acesteia/ | /| A~

14 0OCT. 2022

Data

Nume: Claudio Canino

Functie: Manager principal responsabil de asigurarea calitétii §i de aspectele privind
reglementarile, delegat responsabil de conformitatea cu reglementarile.

Locul emiterii: Marseille, Franta

Organism notificat

BS| Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Tdrile de Jos

Telefon: +31 (0)20 346 07 80

E-mail: info.nl@bsigroup.com

Numarul organismului notificat: 2797

Immunotech SAS

O companie Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Franta

+(33)4 91172727

Codul unlc de inregistrare al producitorului: FR-MF-000011121
Numirul certificatului de conformitate cu Regulamentul privind

Control document

Data emiterii: 24 martie 2022
Nivel de revizuire: 1

Lot Inifial: 200501
Denumirea B92429-TF-810

figierului DoC:

dispozitivele medicale pentru diagnostic in vitro: IVDR-738451
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COULTER
Russian — Pycckui

Hexnapauus cooTBeTcTBUA

Hactoswym Immunotech SAS rapanTupyer u aasenser, 4To NEpeY1CNeHHbIe HKe NPOAYKTLI COOTRETCTRYIOT TpeBoraHusm

PernameHTa 0 MEAWLIMHCKMX YCTPOIiCTBAX ANA AMarHOCTUKM in vitro 2017/746.

Hacroswasn ,l]elcnapauuﬂ cooteetcTBuA EC BbigaeTes uckniouMTenbHo NoA OTBETCTBEHHOCTL NPOU3BOAUTENS.

Wanenwme(-1):
Anti-NG2-PE, ccuinoyHbiii Homep B92429

Fpynna uzpenuis: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Knacc pucka: Knacc C, Mpaeuno 3 (CTatbs 47 B COOTBETCTBUM C Mpunoxennem VIil)

MpeaycMmoTtpeHHoe HazHaYeHHe:
lMpeaycmotpeHHoe npumeHenve: Anti-NG2-PE noasonser ¢ MCronb3aoBaHNEM NPOTOYHOM
LMTOMETPHN BbINONHNTL KaYECTBEHHOE M HE aBTOMATU3UPOBaHHOE OMPEAENEHNE KIeTOYHLIX
nonynsiumia, skcnpeccupylowmx anmireH NG2, KOTOpIi NpPUCYTCTBYET B OMOnOrMyeckux
npoGax yenoeeka (cm. pasgen «Mpobbi» Hinke).

KoHeuHbld nonbaosatens: 3ToT NPOAYKT MpeAHasHayeH pAna  npodgieccuoHanbLHOro
WUCMNonNbLaoBaHuUA B naﬁopaTopvwl.

Knuhuueckoe 3Havenue: Anti-NG2-PE sBnsieTca aHTUTENnoM K NG2, ucnonbayembm gns
MAEHTU(UKALNKM 1 OMUCAHWUA KNETOK, 3KCpeccUpyIoLMX aHTured NG2, METOZI0M NPOTOYHON
LMTOMETPUN. 3TOT NPOAYKT OTAENLHO OT APYTMX MCCNEAOBaHWi He MOXET npuMeoanTL K
NPUHATUIO KAKVX-NMGO AUArHOCTUUECKUX PELUEHMIE 1 HE NPeAHA3HAYEH ANs 3TOTO.

lMpy wCrionb3oBaHMM B codeTaHuM c  ApyrMMM Mapkepamu 3TOT MNPOAYKT MOXET
MCNoNb30BaTLCS B CNEAYIOWMX LIENSIX.

e [Ans wvcnonbaoBaHns npu  AubtEpeHUManbHOM  AMATHOCTUKE nauveHToe ¢
OTKNOHEHNAMU TeMaTONOMMUYEeCKUX pe3ynbTaToB (MPU NOAO3PEHUM Ha Hamuuue
remonoaTuieckux HoBoOGpa30BaHMIl), a Takke ANA MOHUTOPUHFA MALMEHTOR ¢
M3BECTHLIM reMOomnoaTU4eckum HoBooBpa3oBaHMeM.

e [InA  cOAEACTBMA B  MpOrHO3WPOBAHMM MALMEHTOB €  reMONO3TUHECKUM
HOBOOGpa3oBaHKeM.

lMpoba: BeHosHas KpoBk (kak onucaHo B IFU)
OO0wme cneuuduxaLum

Het r
/

Mpouenypa oueHkn cooTBATCTEMSA

OueHka COOTBETCTBMA OCHOBAaHAa Ha
Cucteme ynpaerneHnss KauyectBoM W
OLEHKE TEXHWYECKOW [AOKyMEHTaLun
(Cramss 48 B cooTRETCTBMM ¢©
Mpunoxennem IX, rnassl | 1 111

PA§ othuLManbHOro M3roTOBUTENS

! {4 OCT. 2022

Hara

Moanucawo ot ume‘?n/mm notect
1ilf 1.5

®amunus, umsa: Claudio Canino

AomxHocTk: MeHeaxep o abecneyeHmio Ka4ecTsa n perynupoBaHuio, 3aMecTuTenb nuua,
OTEETCTBEHHOrO 33 COGMIOAEHUE HOPMATUBHBLIX TpeBoBaHMIA.

Mecro Bbinaqu: Marseille, dpanuys

YnonHoMoueHHbli opraH

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, HuaepnaHak!

Ten.: +31 (0)20 346 07 80
OneKTpoHHas noyTa:
info.nl@bsigroup.com

Homep ynonHomoueHHoro opraHa: 2797

Immunotech SAS

Komnanus Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

dpaHums

+(33)4 91172727

CepwmiiHbii HOMep u3rotoBuTens: FR-MF-000011121
Homep ceptucbukara IVDR: IVDR-738451

KoHTponks fokymenTa

[Aara Bbigaym: 24 mapta 2022 r,
Craryc 1

HM3MEHBHHA:

HavyanbHas 200501

cepus:

Wms daina B92429-TF-810
AOKyMeHTa:
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BECKMAN
COULTER
Serbian — srpski

Deklaracija o usaglasenosti

Immunotech SAS ovim putem obezbeduije i izjavijuje da proizvod(i) navedeni u nastavku ispunjavaju uslove Uredbe 2017/746

o medicinskim uredajima za In-Vitro dijagnostiku.
Ova EU Deklaracija o usagla3enosti je izdata pod iskljuivom odgovomoséu proizvodaca.

Proizvod(i):
Anti-NG2-PE, ref. B92429

Grupa uredaja: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Klasa rizika: Klasa C, pravilo 3 (&lan 47. u skladu sa aneksom VIII)

Predvidena namena:

Namena: Antitelo Anti-NG2-PE omeguéava kvalitativnu i neautomatizovanu identifikaciju
¢elijskih populacija koje eksprimiraju antigen NG2 prisutan u humanim biolo3kim uzorcima
pomoéu protoéne citometrije (pogledajte odeljak ,Uzorci* u nastavku).

Predvideni korisnik: Ovaj proizvod je namenjen za upotrebu od strane laboratorijskih
strunjaka.

Klinicka relevantnost: Anti-NG2-PE je antitelo Anti-NG2 koje se koristi za identifikaciju
i karakterizaciju éelija koje eksprimiraju antigen NG2 pomocu protogne citometrije. Ovaj
proizvod sam po sebi ne moZe da se koristi za donoenje bilo kog dijagnostitkog zakljucka niti
je za to namenjen.

Kada se koristi u kombinaciji sa drugim markerima, ovaj proizvod moze da se koristi kod jedne
ili viSe od sledeéih funkcija:

« Kao pomot u diferencijalnoj dijagnozi kod hematoloski abnormalnih pacijenata za
koje se sumnja da imaju hematopoetsku neoplazmu i za nadgledanje pacijenata sa
poznatom hematopoetskom neoplazmom.

« Kao pomo¢ u prognozi kod pacijenata koji imaju hematopoetsku neoplazmu.

Uzorak: Venska krv (kako je opisano u uputstvu za upotrebu (IFU))

Opste specifikaclje
Ne postoje

Postupak procene usaglaSenost|

Procena usaglasenosti se zasniva na
sistemu upravijanja kvalitetom ina
praceni tehnitke dokumentacije (&lan 48.
u skladu sa aneksom IX, poglavija I i [ll)

[l /1
Potpisano zaiu iTe-.le élnoWzvodaéngmunotech SAS

L
— g

i sewm 14 OCT. 2022

Ime: Claudio Canino

Zvanje: MenadzZer za osiguranje kvaliteta i regulatorne poslove, zamenik lica odgovomog za
usagla&enost sa propisima (PRRC).

Mesto izdavanja: Marseille, Francuska

Nadlezni organ

BSI| Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holandija

Telefon: +31 (0)20 346 07 80
E-adresa: info.nl@bsigroup.com

Broj nadleznog organa: 2797

Immunotech SAS

Kompanija Beckman Coulter

130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9

Francuska

+(33)4 911727 27

Jedinstvenl registarski bro] proizvodaéa: FR-MF-000011 121
Broj IVDR sertifikata: IVDR-738451

Upravljanje dokumentom/
kontrola dokumenta

Datum izdavanja: | 24.3.2022.
Nivo revizije: 1

Podetna serija: 200501

Naziv datoteke: B92429-TF-810
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COULTER
Slovak — Slovensky

Vyhlasenie o zhode

SpoloZnost Immunotech SAS tymto uistuje a vyhlasuje, Ze nizsie uvedené produkty splfiajti poZiadavky Nariadenia 2017/746

o diagnostickych zdravotnickych poméckach in vitro.
Toto vyhlasenie o zhode v EU sa vydava na vyhradni zodpovednost vyrobcu.

Produkty:
Anti-NG2-PE, ref. B92429

Skupina pomdcok: EMDN: W010308, IVP3006
Zakladny identifikator BUDI-DI: 150995903B92429TG
Trieda rizika: Trieda C, pravidlo 3 (&lanok 47 v stlade s prilohou VIil)

Uréeny téel:

Uréené pouzitie: Protilatka Anti-NG2-PE umozZiiuje pomocou prietokovej cytomelrie vykonavat
kvalitativnu a neautomatizovant identifikéciu populacii buniek exprimujicich antigén NG2
v fudskej biologickej vzorke (pozri &asf ,Vzorky* nizsie).

Uréeny pouZivatef: Tento produkt je uréeny na profesionéine laboratéme pouZitie.

Klinicky vyznam: Anti-NG2-PE je protilatka proti antiggnu NG2 sliZiaca na identifikaciu
a charakterizaciu buniek exprimujdcich antigén NG2 prietokovou cytometriou. Tento produkt
sam osebe nembZe a ani nemd sliZit na vyvodzovanie akychkofvek diagnostickych zaverov.
Pri pouZitl v kombinacii s inymi markermi moZno tento produkt pouZit na jeden alebo viacero
z tychto ucelov:
»  Ako pomdcka pri diferencidine] diagnostike hematologicky abnormalnych pacientov
s podozrenim na hematopoeticki neoplazmu a na monitorovanie pacientov so
znamou hematopoetickou neoplazmou.
e Ako pomécka pri progndze pacientov s hematopoetickou neoplazmou.

Vzorka: VVen6zna krv (ako opisuje N&vod na pouzitie)

Spoloéné Specifikacle
Ziadne

\

/]

Postup posudzovania zhody

Postdenie zhody je =zaloZené na
systéme riadenia kvality a na postdeni
technickej dokumentacie (Elanok 48
v sulade s kapitolami | a 1l prilohy IX)

Podpisané za

7v ;jfene fifidinebe vyrobcu Immunotech SAS

i Datum j !-[ UCT. 2“22
Meno: Claudio Canino

Funkcia: ManaZeér pre zaistenie kvality a regulaéné zaleZitosti, zastupca osoby zodpovednej
za dodrziavanie regulaénych poZiadaviek.
Miesto vydania: Marseille, Francizsko

Notifikovany organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Holandsko

Telefon: +31 (0)20 346 07 80

E-mail: info.ni@bsigroup.com

Cislo notifikovaného subjektu: 2797

Immunotech SAS

Spoloénost skupiny Beckman Coulter
130 Avenue de Lattre de Tassigny
B.P. 177 — 13276 Marseille, Cedex 9
Franctzsko

+(33)4 91 1727 27

Kéd SRN vyrobcu: FR-MF-000011121
Cislo certifikatu IVDR: IVDR-738451

Kontrola dokumentacie

Datum vydania: 24. marec 2022

Uroveii revizie: 1

Potlatoéna 200501

Saria:

Nazov siiboru B92429-TF-810
s vyhlasenim

o zhode:
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Slovenséina — Slovenscéina

Izjava o skladnosti

Drugba Immunotech SAS zagotavija in izjavlja, da spodaj na3teti izdelki ustrezajo zahtevam Uredbe o medicinskih pripomogkih
za diagnostiko in vitro 2017/746.

Za to izjavo EU o skladnosti je odgovoren izkljuéno proizvajalec.

lzdelki:

Anti-NG2-PE, ref. B92429

Skupina pripomoékov: EMDN: W010308, 1VP3006

BUDI-DI: 150995903892429TG

Razred tveganja: Razred C, pravilo 3 (€len 47 v skladu s Prilogo VIIl)

Predvidena uporaba:

Predvideni namen: Protitelo Anti-NG2-PE omogoZa kvalitativno in neavtomatizirano
identifikacijo celi&nih populacij, ki izraZajo antigen NG2, prisoten v ¢loveskem biolodkem
vzorcu, z uporabo pretogne citometrije (glejte poglavje »Vzorci« spodaj).

Predvideni uporabnik: lzdelek je namenjen profesionalni laboratorijski uporabi.

Klinizni pomen: Anti-NG2-PE je protitelo proti NG2, ki se uporablia za identifikacijo in
opredelitev celic, ki izraZajo antigen NG2, s pretocno citometrijo. Ta izdelek sam ne more
ustvariti in ni namenjen za ustvarjanje kakrsnih koli diagnostiénih zakljuckov.

Ce se izdelek uporablja v kombinaciji z drugimi oznacevalci, se lahko uporablja v eni ali vet
naslednjih funkcii:

Kot pripomogek pri diferencialnem diagnosticiranju hematolosko neobiéajnih
bolnikov, pri katerih obstaja sum, da imajo hematopoetsko neoplazmo, in za
spremljanje bolnikov z znano hematopoetsko neoplazmo.

Za pomoé pri prognozi bolnikov s hematopoetsko neoplazmo.

\Vzorec: Venska kri (kot je opisano v navodilih za uporabnika)

Skupne specifikacije

Jih ni

Postopek ugotavljanja skladnosti

Ugotavljanje skladnosti temelji na
sistemu za upravijanje kakovosti in
oceni tehniéne dokumentacije (Elen 48
v skladu s Prilogo IX v poglavjih I in 1IT)

Podpisano za i ) i

notech SAS, zakonitega proizvajalca

1 4 OCT. 2022

nu'd

4

Datum

Ime: Claudio Canino
Naziv: Direktor, zagotavljanje kakovosti in regulativne zadeve, namestnik PRRC.
Kraj izdaje: Marseille, Francija

Priglaseni organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nizozemska

Telefon: +31 (0)20 346 07 80
E-naslov: info.ni@bsigroup.com

Stevilka prigla§enega organa: 2797

Immunotech SAS

Del druzbe Beckman Coulter

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Francija

+(33)4 91172727

Reg. &t. proizvajalca: FR-MF-000011121
Stevilka potrdila IVDR: IVDR-738451

Nadzor dokumentov

Datum izdaje: 24. mar. 2022
Raven revizije: 1

Zacetni lot: 200501

Ime datoteke B92429-TF-810
DoC:
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COULTER
Spanish — Espaiiol

Declaracion de conformidad

Immunotech SAS garantiza y declara por la presente que el/los producta(s) enumerado(s) a continuacion cumple(n) con los

requisitos del Reglamento 2017/746 sabre productos sanitarios para diagnéstico in vitro.

Esta declaracion de conformidad de la UE se publica bajo la responsabilidad exclusiva del fabricante.

Producto(s):
Anti-NG2-PE, ref, B92429

Grupo de dispositivo: EMDN: W010308, IVP3006

BUDI-DI: 1560995903892429TG
Clase de riesgo: Clase C, regla 3 (articulo 47 de acuerdo con el anexo VI

Objetivo previsto:

Utilidad prevista: El anticuerpo Anti-NG2-PE permite la identificacion cualitativa y no
automatizada de poblaciones celulares que expresan el antigeno NG2 presente en muestras
bioldgicas humanas utilizando citometria de flujo (consulte la seccibn “Muestras”
a continuacion).

Usuario previsto: Este producto esta previsto para el uso profesional en laboratorio.

Relevancia clinica: Anti-NG2-PE es un anticuerpo anti-NG2 utilizado para identificar
y caracterizar células que expresan el antigeno NG2 mediante citometria de flujo. Este
producto por si solo no puede generar y no estd disefiado para generar una conclusién
diagndstica.

Cuando se combina con otros marcadores, este producto puede utilizarse en las siguientes
funciones:

e Para ayudar en el diagnostico diferencial de pacientes con anomalias hematoldgicas
en los que se sospecha la presencia de una neoplasia hematopoyética y para
realizar el seguimiento de pacientes con neoplasia hematopoyética conocida.

o  Para ayudar en el prondstico de pacientes con neoplasia hematopoyética.

Muestra: Sangre venosa (como se describe en las instrucciones de uso)

Especificacion(es) comtn(es)
Ninguna

dl i ,r..

Procedimiento de evaluacion de la
conformidad

La evaluacién de conformidad se basa
en un sistema de gestion de calidad y en
la evaluacién de la documentacién
técnica (Articulo 48, de conformidad con
los capitulos | y Il del anexo 1X)

Firmado por y en/nompré de J h SAS, el fabricante legal

Iy

{ & OCT. 2022

Fecha

Nombre: Claudio Canino
Cargo: Director de calidad y asuntos normativos, adjunto de PRRC.
Lugar de la publicacién: Marsella, Francia

Organismo notificado

Grupo BSI Paises Bajos B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Paises Bajos

Teléfono: +31 (0)20 346 07 80
Correo electronico:
info.nI@bsigroup.com

Numero de organismo notificado: 2797

Immunotech SAS

Una compaiiia de Beckman Coulter
130 Avenue de Lattre de Tassigny

B.P. 177 - 13276 Marseille, Cedex 9
Francia

+(33)4 911727 27

SRN del fabricante: FR-MF-000011121
Niimero de certificado IVDR: IVDR-738451

Control de documentos

Fecha de 24 de marzo
publicacion: de 2022

Nivel de revisién: | 1

N.° de lote inicial: | 200501
Nombre del B92429-TF-810
archivo DoC:
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COULTER
Swedish — Svenska

Forsikran om overensstammelse

Immunotech SAS sakerstiller och forklarar hdrmed att den/de produkt(er) som anges nedan uppfyller kraven i férordning

2017/746 om medicintekniska produkter for in vitro-diagnostik.

Denna EU-forsikran om éverensstimmelse utfardas pa tillverkarens eget ansvar.

Produkt(er):
Anti-NG2-PE, ref, B92429

Produktgrupp: EMDN: W010308, IVP3006

BUDI-DI: 150995903B92429TG
Riskklass: Klass C, regel 3 (artikel 47 i enlighet med bilaga VIII)

Avsett éindamal:

Avsedd anvandning: Anti-NG2-PE-antikroppen méjliggor kvalitativ och icke-automatiserad
identifiering av cellpopulationer som uttrycker NG2-antigenen som forekommer i humana
biologiska prover med flodescytometri (se avsnitiet "Prov” nedan).

Avsedd anvandare: Den hir produkten &r avsedd fér yrkesméssigt bruk vid laboratorier.

Klinisk relevans: Anti-NG2-PE &r en anti-NG2-antikropp som anvénds for att identifiera och
egenskapsbestdmma celler som uttrycker NG2-antigenen med hjélp av fiddescytometri. Enbart
denna produkt kan inte och &r inte avsedd for att ta fram en diagnostisk slutsats.

Vid anvandning i kombination med andra markorer kan denna produkt anvéndas i en eller flera
av de foljande funktionerna:

e  Som hjalp vid differentialanalys av hematologiskt onormala patienter som misstanks
ha hematopoetisk neoplasmi eller for &vervakning av patienter med kand
hematopoetisk neoplasmi.

o  Som hjalp vid prognostisering av patienter som har hematopoetisk neoplasmi.

Prov: Vendst blod (enligt beskrivningen i bruksanvisningen (IFU))

Allmin(na) specifikation(er)
Inga

Forfarande for bedéomning av
overensstimmelse

Bedomning av  Overensstimmelse
baseras pa ett kvalitetsledningssystem
och pa beddmning av teknisk
dokumentation (artikel 48 i enlighet med
bilaga IX, kapitel | och lI)

Undertecknad for \4 tillvgkaren Immunotech SAS, den juridiska tillverkaren

{ 4 0CT. 2022

Datum

Namn: Claudio Canino
Titel: Chef for kvalitetssikring och regulatoriska fragor, bitrddande PRRC-representant.
Plats for utfirdande: Marseille, Frankrike

Anmaélt organ

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Nederldnderna

Telefon: +31 (0)20 346 07 80

Email: info.nl@bsigroup.com

Nummer for anmélt organ: 2797

Frankrike

+(33)4911727 27

Tillverkare SRN: FR-MF-000011121
IVDR-certifikatnummer: IVDR-738451

Immunotech SAS Dokumentkontroll

Ett Beckman Coulter foretag Utiirdandedatum: | 24 mars 2022

130 Avenue de Lattre de Tassigny Revisionsniva: 1

B.P. 177 - 13276 Marseille, Cedex 2 Startparti nr: 200501
DoC-filnamn: B92429-TF-810
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COULTER
Turkish — Tiirkge

Uygunluk Beyani

Immunotech SAS bu belgeyle, asagida listelenen urtnlerin, In Vitro Diyagnostik Medikal Cihaz Yanetmeligi 2017/746°daki

gereklilie uygun oldugunu temin ve beyan eder.
Bu AB Uygunluk Beyani yalnizca dreticinin sorumlulugunda veriimektedir.

Uriinler:
Anti-NG2-PE, ref. B92429

Cihaz Grubu: EMDN: W010308, IVP3006
BUDI- DI: 150995903B92429TG
Risk Sinifi: Sinif C, Kural 3 (Madde 47, Ek VIIl uyarinca)

Kullanim Amaci:

Amaglanan kullanim: Anti-NG2-PE antikoru, insan biyolojik 6rneklerinde bulunan ve NG2
antijenini eksprese eden htcre populasyonlar igin akis sitometrisi kullanilarak otomatik
olmayan ve kalitatif tanimlama yapiimasina olanak tamir (asagidaki “Omekler” bslumine
bakin).

Hedef kullanici: Bu 0rGin, laboratuvar uzmanlarinin kullanimi icindir,

Klinik anlamlilik: Anti-NG2-PE, NG2 antijenini eksprese eden huicreleri akis sitometrisi ile
tanimlamak ve karakterize etmek igin kullanilan bir Anti-NG2 antikorudur. Bu 0rdn tek basina,
herhangi bir tani sonucu olusturamaz ve tani sonucu olusturmak tzere tasarlanmamustir.

Bu 0r0n, diger belirteglerle birlikte kullanildiginda asagidaki iglevierden biri veya daha fazlasi
icin kullanilabilir:

e Hematopoietik neoplazmi oldujundan stphelenilen, hematolojik olarak anormal
hastalarda ayirici taniya yardimci olmak ve bilinen hematopoietik neoplazmi olan
hastalan izlemek.

*  Hematopoietik neoplazmi olan hastalarin prognozuna yardimci olmak.

Omek: Venbz kan (IFU’da tamimlandigi gibi)

Ortak Spesifikasyonlar
Yok

Uygunluk Degeriendirme Prosediirii

Uygunluk Degerlendirmesi bir Kalite
Yonetim Sistemini ve Teknik Belge
Degerlendirmesini temel alir (Madde 48,
Ek IX Bélam | ve Il uyarinca)

Yasal Uretici olan JrTwﬁhoteWiﬁin ve onun adina imzalanmigtir
¢ g’ I {4 OCT. 2022

Tarih

Ad: Claudio Canino
Unvan: Kalite Glivence ve Ruhsatlandirma ybneticisi, PRRC yardimcisi.
Yayinlandii Yer: Marsilya, Fransa

Onayli Kurulug

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Hollanda

Telefon: +31 (0)20 346 07 80
E-posta: info.nl@bsigroup.com

Onayh Kurulus numarasi: 2797

Immunotech SAS

Bir Beckman Coulter Sirketi

130 Avenue de Lattre de Tassigny
B.P. 177 - 13276 Marseille, Cedex 9
Fransa

+(33) 4911727 27

Uretici SRN: FR-MF-000011121

IVDR Sertifika Numarasi: IVDR-738451

Belge Kontrolii

Verilme Tarihi: 24 Mart 2022
Revizyon Diizeyi: | 1

Baslangig Lotu: 200501

DoC Dosya adr: B92429-TF-810
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COULTER
Ukrainian — YkpailHCbka

[eknapalis BianoBiAHOCTI

Immunotech SAS LM rapaHTye Ta 3asBnSE, Lo NPOAYKT(-H), nepeniueHi Hvx4e, BiANOBIAaITL BMMOram FernamMenTy

2017/746 WOAD MEAVNYHUX NPUCTPOTB ANA AlaTHOCTVKM in vitro.

Lia fleknapauisi BianoBigHOCTI BUMOram €C BMAaETLCA Nif BUKMIOYHY BIANOBIAANBHICTb Bupo6HuKa.

Mpoaykr(-u):
Anti-NG2-PE, apT. B92429

Mpyna npuctpois: EMDN: W010308, 1VP3006

BUDI- DI: 150995903B92429TG
Knac pmauky: Knac C, npasuno 3 (cTatta 47 arigHo 3 aoaaTkom VIlI)

LiinboBe NPU3HaYeHHA:

MpuaHauenHs: AntuTino  Anti-NG2-PE aabeaneyye SKicHy Ta HeaBTOMAaTW3OBaHY
ineHTUcbikaLilo MOMYNAL|/A KNiTUH, LIO EKCNpecyloTb aHTUreH NG2, npucyTHiii y GionoriuHux
npo6ax NoANHYM, 32 4ONOMOrol0 NPOTO4HOY LTOMETPIT (aMB. po3ain «[pobun» Hx4e).

LlinboBwiA kopucTyBay: Lled npoaykT npuaHadYeHMin Ans npoceciiHoro  BUKOPUCTaHHA
B naGoparopil.

KniiuHa sHauMMicTs: AHTuTINO Anti-NG2-PE — Lie aHTuTino Ao NG2, sike BUKOPUCTOBYETLCA
Ana ineHmeikaull Ta xapakTepucTuKi KNiTWH, WO eKkcnpecyloTs aHtured NG2, 3a AOnOMOroio
npotouHol LwTomeTpil. Lleid npoaykr cam no cobl He Moxe reHepyBatM ByAb-skui
AjarHOCTUYHNIA BUCHOBOK | HE npvaHayeHuii ana Uboro.
Mg yac BUKOPUCTEHHA Pa3OM 3 iHLLMMKU MApKEpaMi Lel NPoAYKT MOoXHa BUKOPUCTOBYBaTN
B 0HOMy ab0 AEKINbKOX 3 HMKYEHABEABHNX 3aCTOCYBAHb:
e« @K ponombkHuiA 3acid nig 4ac NpOBEAEHHA andepeHuianbHol  AiaTHOCTVKN
B nmaujeHTiB 3 BigxwuneHHaMu B peaynbTaTax reMaTonoriYHuX [OCHiAXeHb i3
NiGOSPOKd Ha HAABHICTb [EMATOMOETUYHOrO HOBOYTBOPEHHS, @ TaKoK ans
MOHITOPMHIY NALieHTIB 3 BiJOMIM remaTonoeTU4HAM HOBOYTBOPEHHAM;
e  SK JONOMPKHWA 3aci y NporHo3ysaHHi nepeGiry 3axsopioBaHHA B naujeHtis
3 reMaTonoeTM4HUM HOBOYTEOPEHHAM.

Mpo6a: BeHO3Ha KPOB (AK ONUCAHO B IHCTPYKLT 3 BAKOPUCTAHHS)

3aranbHa(-i) cneuudlkauis(-i)
Hemae

Mpouenypa niarsepAXeHHA
planosigHocTi

MigTeepaxeHHs pianoeigHocTi  Gasye-
TheA Ha CucTteMi ynpaeniHHA SKiCTIO Ta
Ha OuiHUi TexHi4HoT AoKymeHTauil
(ctatta 48 aripHo 3 Poaginamu | i ]|
Dopatky 1X)

unotech SAS, odiuiiHoro BUpoGHUKa

14 0CT. 2022

MianvcaHo Bin imepiiTa-sa AopYY

Hara

Im'ss: Claudio Canino
Nocaga: MerHeaxep i3 3a6e3neqeHHs SAKOCTi i perynaTopHuX n1TaHs, 3acTynHuk PRRC.
Micue eugaul: Mapcenb, ®panuis

HotudpikoBaHuii opraH

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, HiaepnaHau

Homep Tenedony: +31 (0)20 346 07 80
Anpeca enexTpoHHOI nowm:
info.ni@bsigroup.com

JloaaHo HOMep HOTUC)iKOBAHOO
opraHy: 2797

Immunotech SAS

Komnawis Beckman Coulter

130 avenue de Lattre de Tassigny

B.P. 177 — 13276 Marseille Cedex 9
bpaHuifa

+(33)4 91172727

Cepiithuit Homep BupoBHuKa: FR-MF-000011121
Homep ceprudikara IVDR: IVDR-738451

KoHTpofib AOKYyMEHTIB

[ara Bugaui: 24 GepeaHs 2022 p.
Cratyc 3MiHK: 1

BuxigHa cepis: | 200501

Haspa daiiny B92429-TF-810
DoC:

CrtopiHka 33 3 34




COULTER )
Viethamese — Tiéng Viét

Tuyén bd vé tinh tuan tha

Immunotech SAS béo dam va tuyén b réing (cdc) sén phim durgc liet ké duwéi day tuan thi yéu cAu vé& Quy dinh déi véi cac

thiét bj y t& ch&n doan In-Vitro s6 2017/746.

Vigc dura ra tuyen bd v& tinh tuan thil cia Lién minh Chau Au (EU) I3 trach nhiém clia riéng nha sén xuét.

San pham:
Anti-NG2-PE, sé tham chiéu B92429

Nhom thiét bj: EMDN: W010308, IVP3006

BUDI- DI: 150995903B92429TG
Nhém nguy co: Nhém C, Quy téc 3.(Diku 47 trong Phuy lyc VIl

Muyc dich sir dung:

Muc dich sir dyng: Khang thé Anti-NG2-PE cho phép xéc dinh theo phwrong thirc dinh tinh va
khéng twr ddng céc quan thé t& bao bidu hién khang nguyén NG2 cé trong mau sinh hoc ciia
ngudi béng phrong phap dém t& bao dong chay (xem phin “MAu” ben durdi).

Béi trgng s dung: San phdm nay chi dung cho myc dich chuyén mén trong phéng
xét nghiém.

Tinh thich hop vé 1am sang: Anti-NG2-PE 13 khang thé Anti-NG2 dung d& x4c dinh va biéu thj
dac diém ca nhing té bao bidu hién khang nguyén NG2 bang phurong phap dém té bao dong
chay. Chl riéng san phdm nay khéng thé va khdng nhim tao ra bt ky két luan chan doan nao.
Khi két hep véi cdc chi ddu khac, co thé ding sén phdm nay trong mdt hodc nhidu chirc
nang sau:

HB trg chéin doén phan biét nhrng bénh nhan bj bit thirong vé huyét hoc nghi nger
mac ung thir mau va theo dbi nhrng bénh nhan da dwec xac dinh [a méc ung thwe
mau.

e HJ trg tién lgng bénh nhan ung thir méu.

M&u: Mau tir tinh mach (theo mé t4 trong IFU)

Théng s6 co ban
Khdng co

P n AN

Quy trinh danh gia tusn tha

Quy trinh danh gia tuan thi diea trén He
théng quan Iy chit lrgng va Danh gia tai
ligu k§ thuat (Didu 48 trong Phy Iyc IX
ctia Chrong | va IIl)

ﬂh‘é’_ s&n xuat hgp phap

-

Ky va dai dién cho If Tu

14 OCT. 2022

Ngay

Tén: Claudio Canino

Chirc danh: Quan ly Dam bao chét Irgng va Tuan thi quy dinh, Chuyén vién phy trach Tuan
this quy dijnh (PRRC).

Nol phat hanh: Marseille, Phap

Té chirc chirng nhan

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9,
1066 EP

Amsterdam, Netherlands

Sé dién thoai: +31 (0)20 346 07 80
Email: info.nl@bsigroup.com

M clia Td chirc chitng nhén: 2797

+(33)4 91 17 27 27
SRN cia nha san xuét: FR-MF-000011121

Mé chirng nhén IVDR: IVDR-738451

Immunotech SAS Quan ly tai ligu

Cong ty trec thudc Beckman Coulter Ngay phat hanh: | 24/03/2022
130 avenue de Lattre de Tassigny Mirc 5 stra @di: | 1

B.P. 177 - 13276 Marseille Cedex 9 L6 bét ddu: 200501

Phap Tén tép DoC: B92429-TF-810
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CE-IVD Single Color

(EN 8 Violet Laser (405 nm) BLue Laser (488 nm) Red Laser (640 nm)
o == 1>~ == Lo Lo Lo L e e

Description (lone Status PB FITC PE/RDI1 P(5.5 APC-A700 | APC-AT750
(Da BL6 (E - - - AOTIA2 - - - - - - -
3905 e - - AOTIA3 | AOTIAA | - | AOTIS - A21689 | B49210 - -
(0?2
SFCI3PL2HY VD & CE - - gggggﬁg ggggggg - - - - - -
(E B4 | - AOTIA6 | AOTIAT | AOTMA8 | AOTIM9 | BA9203 | T3T657 | IM2467 - | o680
03 UCHTI
S I N I I N N I L
1388.2 (i B49197 - | Aormso | o7l - A0TT52 - - IM2468 - | Aved2
m somon ™€ | 0| leewe|eewo| | | - | - | 0|
(G - - - - - - 737660 - -
Blla (: - - | A0s®32 | AOTI3 - | AOTIS4 | BA9IOT | A21G90 - - BY24T3
» SFCIAT6GI2 VD &CE - - 6603020 | - - - - - -
(07 8H8.1 (E - - AOTT55 - - IM3613 - B49183 - B36290
BO.I € B49182 - | homrs6 | AoTIST - | omss | - - IM2469 | BAII | %683
as sy ™€ | | lowa |eoe| 0 | 0 | | - | - |
(€ - - - - 737659 - - 37661 - -
(D10 ALBI (€ - - AOTIS9 | AOTIGO | - AOTT6I - BY6S0 | B92400 | BA92D
(Dl Bearl i B36296 | - M0530 - - - - - - - B36295
(oTlc BUIS (: - - - IMI760 - - - B6T63 - -
o SJID1 (G - - - | home2 | - - - - - -
Immul03.44 t: - - - - B36286 | AOTI63 | BA9I% - - -
RM052 € - - B36297 | AO7764 | BOZ31 | AOTIES - - IM2580 - B9
o 3 VD& CE - - 6523215]'(‘) 6603262 | - - - - - - -
IVD &CE - - | 6604114 | 6604500 | - - - - - -
" VD - - | 6602507 | 6603266 | - - - - - -
(05 80H5 i B49ZI8 - B36298 | - - BA9ZIT - - - -
(D16 368 i B36292 - BASZIS | AOTI66 | BA9216 | AOTI6T - - - - B49184
13119 (; BA9ZI3 - | AOTI68 | AOTI69 | AOTTI0 | AOTITI | BA9ZI | IM3628 | IM270 | BA9Z2 | A94661
(019 9B D& e ) | 6603012 | 6603024 | ) ) ) ) )

6603859 | 6603846
BIE9 (E B49208 - A0TTTZ | IMI451 B92433 | AOT773 - IM3629 | A21693 - B49209
6602381 | 6603446

(020 H299 VD & CE - | soonns | oo | - ; . ; ) } .
FMC7 i3 BO6T82 | - AOTI91 - - : ) ) ) ;

on SJ10IHT i - - - IMI835 - - - - BY6TT] | B36293

B 925 i - - IM0S29 | BA9OT | - - - - - ]

(7] ALB9 i3 - - - | o | - - ] - . ]

APC-A700 : APC-Alexa Fluor* 700 APC-A750 : APC-Alexa Fluor* 750 P!

: Pacific Blue * Kr0 : Krome Orange

CguL-,-ERL N Life Sciences



CE-IVD Single Color

(EN 8 Violet Laser (405 nm) BLue Laser (488 nm) Red Laser (640 nm)
o == 1>~ == Lo Lo Lo L e e

Description (lone Status PB FITC PE/RDI1 P(5.5 APC-A700 | APC-AT750
(D25 B1.49.9 (E - - - A07774 - IM2646 B92458 - - B92454 -
(D27 1A4(D27 (E - - - B96790 - - - B49205 - -
(D33 D3HL60.251 (E - - - A07T75 - IM2647 | B36289 | B92408 | IM24T1 -
(D34 581 (E - - IM1870 | AO7776 | B49202 | AO77171 - A21691 IM2472 | B92417 | B92463
(D36 FA6.152 (E - - B49201 - - - - - - - -

15198-4-3 (E B92396 - - A07779 - A07780 B49199 B49198 - - B49200
3 T16 (E - - A07778 - - - - - - -
(D41 P2 (E - - - A07781 - - - - - -
(D43 DFTI (E - - - - - - - - - - B49195
(D45 133 (E A74763 B36294 A07782 A07785 | AO7784 | A07785 A62835 IM3548 IM2473 A79390 A79392
(DASRA ALBTI (E - - A07786 - - - - - - -

ZHALDHITLDBY (E - - - - B49193 - - - - - B49194
(D45R0 UCHLI (E - - - AO7787 | B49192 - - - - -
(D55 JSTIKSC2.3 (E - - - B49190 - - - - - -
(D56 N901 (E - - - A07788 B49214 A07789 B49189 A21692 IM2474 B92446
(D57 NCI (E - - B49188 - - - - - - -
(D59 P282E (E - - B49187 - - - - - - -
(D61 SI (E - - IM1758 - - - - - - - -
(D62P (LB-Thromb/6 (E - - A07790 - - - - - - -
(D63 (LB-Grand/12 (E - - B92467 - - - - - - -
(D64 n (E - - B49185 - - B49186 - - - - B96769
(D65 88H7 (E - - B36299 - - - - - - -
(D69 TP1.55.3 (E - - - - - IM2656 - - - -
(N YDJ1.2.2 (E - - 1M0483 - - - - - - - -
(D7% HM47 (E - - - IM2221 - - - - B36287 - -
(D79b (B3-1 (E - - - IM1612 - - - - B96773 -
(D103 265 (E - - B49222 - - - - - - - -
(D105 TEA3/1711 (E - - - B92442 - - - - - -
on7 104D2D1 (E - - - IM2732 - IM2733 B96754 B49221 B36300 - B92450
27 R34.34 (E - - - B49220 - - - - - -
(D138 B-A38 (E - - - A54190 - A54191 | B96786 - B49219 -
(D200 0X-104 (E - - - - - - - B92472 - -
(D203c 97A6 (E - - - B92404 - - - - - -
(D235a T1E4B-7-6 (E - - B49206 | A07792 - - - - - -

APC-A700 : APC-Alexa Fluor* 700 APC-AT750 : APC-Alexa Fluor* 750 PB : Pacific Blue * Kr0 : Krome Orange

CguL-,-ERL N Life Sciences



CE-IVD Single Color

Emission Maximum

EEEAEECR CCTETIETY

Description

Clone

Status

4

PB

FITC

PE/RDI

BLue Laser (488 nm)

PG5

Red Laser (640 nm)

ANTIBODIES TO NON CD ANTIGENS

APC-A700 | APC-AT50

FMC7 FMC7 (E B96782 - A07791 - - - - - - - -
HLA-DR Immu-357 (E B36291 - B96758 | IMI639 | B92438 | AO07793 - B49180 - - -
K chain Polyclonal (E - - B49178 - - - - - - - -
A chain Polyclonal (E - - - B49174 - - - - - - -
Myeloperoxidase (LB-MPO-1 (E - - IM1874 B36288 - - - - - - -
NG2 A (E - - - B92429 - - - - - - -
TCRPAN /3 IP26A (E - - - B49177 - - - - - - -
TCRPANV/S IMMUS10 (E - - B49175 B49176 - IM2662 - - - - -
TdT HT1+HT4 + HT8 + HT9 | CE - - IM3524 - - - - - - - -
ISOTYPIC CONTROLS
679.IMc7 (E A74764 - A07795 | A07796 | AO77197 | AO7198 | A62833 | 731662 IM2475 A79391 A79393
lgG1 (Isotype) 6602928
218-2F5 IVD &CE - - 6603864 6602884 - - - - - - -
(E - - A12689 | A09142 - A09148 - - A12693 - -
lgG2a (Isotype) TTA-1F5
IVD &CE - - 6603855 | 6604119 - - - - - -
lgG2b (Isotype) MPC-1 VD &CE - - 6603853 - - - - - - - -
CE: In vitro diagnostic products compliant with EU directive 98/79/EC.
IVD: In Vitro Diagnostic products.
IVD & CE: In Vitro Diagnostic Products & CE-Marked Products.
CE-marked reagents are sold in European Union countries and in countries where they are compliant with local regulation (not in United States).
VD products are sold in countries where they comply with applicable regulation.
APC-A700 : APC-Alexa Fluor* 700 APC-A750 : APC-Alexa Fluor* 750 PB : Pacific Blue * Kr0 : Krome Orange
* Alexa Fluor and Pacific Blue are registered trademarks of Molecular Probes, Inc.
Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other countries. BECKMAN q q
COULTER  Life Sciences

FLOW-4017SB09.18

© 2018 Beckman Coulter, Inc.
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COULTER

DECLARATION OF CONFORMITY

Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.
Product(s): Authorized Representative (AR)

FlowClean Cleaning Agent - PN C48093 N/A
AQUIOS Cleaning Agent - PN C48097

Device Group:
W010308 AR SRN: N/A

BUDI-DI:
150995902FLOWCLEANNL

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
AQUIOS Cleaning Agent is a cleaning agent for use on the AQUIOS flow |Conformity Assessment based on a Quality
cytometer components that come in contact with blood samples. It aids Management System and on Assessment of

in the removal of protein buildup in the fluidics system and flow cell of an | Technical Documentation (Article 48 in accordance
automated AQUIOS flow Cytometer. This product is intended for Laboratory [with Annex IX)
Professional use only.

FlowClean Cleaning Agent is a support reagent for cleaning Flow Cytometer
components that come in contact with blood samples. Aids in the removal of
protein buildup in the fluidics system and flow cell of a flow cytometer. The
reagent is automatically utilized by the flow cytometer when prompted by the
user. This product is intended for Laboratory Professional use only.

Common Specification(s):

None
Signed for and on behalf of Beckman Coulter Ireland, Inc. the Legal Notified Body
Manufacturer.
N/A
Name: Sudharsan 2023-04-05
Sathyamurthy, Ph.D.
Title: Director, Quality and Regulatory Affairs, PRRC

Place of Issue: Beckman Coulter, Inc., Miami, FL. USA
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DECLARATION OF CONFORMITY

Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
Flow - Set Pro Fluorospheres - PN A63492 N/A

Device Group:
EMDN-W010308 AR SRN: N/A
IVP-3006

BUDI-DI:
150995902F CFLUROSPHRSAH

Risk Class:
Class C, Rule 3 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:

Flow-Set Pro Fluorospheres is a suspension of fluorospheres with uniform |Conformity Assessment based on a Quality

and stable size and fluorescence intensity. Light scatter and fluorescence |Management System and on Assessment of
intensity are semi-automatically detected and used as an aid in standardizing| Technical Documentation (Article 48 in accordance
forward scatter, side scatter, and fluorescence detectors Flow Cytometers. |with Annex IX)

This product is intended for Laboratory Professional use only.

Common Specification(s):

None
Signed for and on behalf of Beckman Coulter Ireland Inc. the Legal Notified Body
Manufacturer
BSI Group - The Netherlands B.V.
Name: Sudharsan 2022-11-16 Notified Body number: 2797
Sathyamurthy, Ph.D.
Title: Director, Quality and Regulatory Affairs, PRRC

Place of Issue: Beckman Coulter, Inc., Miami, FL USA
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Revision Level:
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DECLARATION OF CONFORMITY

Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
Flow-Check Pro Fluorospheres - PN A63493 N/A

Device Group:
W010308 AR SRN: N/A

BUDI-DI:
150995902ReagentRA

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
Flow-Check Pro Fluorospheres is a mixture of three different types of Conformity Assessment based on a Quality
fluorospheres, each with a uniform and stable size and fluorescence Management System and on Technical

intensity. The scatter and fluorescence is measured for daily verification of |Documentation in accordance with Annex Il and I,
the Flow Cytometer optical alignment and fluidics system. The uniformity of |and declaration of conformity in accordance with
these product parameters allows for semi-quantitative and semi-automated |Article 17 and Annex IV.

adjustment and/or verification of the alignment of the optical and fluidics
systems of flow cytometers. This product is intended for Laboratory
Professional use only.

Common Specification(s):

None
Signed for and on behalf of Beckman Coulter Ireland, Inc. the Legal Notified Body
Manufacturer.
N/A

Name: Sudharsan 2022-05-06

Sathyamurthy, Ph.D.
Title: Director, Quality and Regulatory Affairs, PRRC
Place of Issue: Beckman Coulter, Inc., Miami, FL USA Product Certificate Number: N/A
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Co. Clare Ireland
+(353) (0) 65 683 1100

Manufacturer SRN: IE-MF-000000887

Document Control
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Revision Level:
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