a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04T86
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

Digitally signed by Cea]
Date: 2024.09.06 11:40,
Reason: MoldSign Sign
Location: Moldova

MOLDOVA EUROPHA®Y

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0478620 52954 Aspartate Aminotransferase2 Self-declared
04T8630 52954 Aspartate Aminotransferase2 Self-declared
Authorlzed European % Not Applicable
.4 dress)
ation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
Longford, Ireland.
Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex II1 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

o .
Signature: j h\be/\,ib\w m 8(/\/ "~ Signature: % _h:"*:*———--
Full Name Siobhan Wright Full Name Th

omas Breslm

(printed): (printed):
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
i : D
Date of 13 -SEP- T Date of / 7* .S E / 203 /
Approval: Approval:
Date Issued: 12 -8eh- 1o Place Issued: Abbott Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, Ireland.
Effective Date: (2 —S&60- 1oLt




EU Declaration of Conformity

Basic UDI-DI: 038074ACT0483K5
Basic UDI-DI Name: Alkaline Phosphatase2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8320 Alkaline Phosphatase?2 52929 Wo01010105
04T8330 Alkaline Phosphatase2 52929 W01010105
Manufacturer | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Notified Body | TUV Stid Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 * 80339 Munich Germany

Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters [ and 111, No. V12 054869 0013

Conformity Assessment Procedure

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A®

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: _Siobhan Wright Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: ___A 560G Q‘/\ é‘ h— Signature: 3. Gc./é«f ({f
Date of Approval: __ (b - DEC - LOL Date of Approval: lb- DEC- 202/

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: ; , Place Issued:  Lisnamuck, Longford, Co. Longford,
lo -DEC - Lo Ireland
Effective (Date )
Supersedes: N/A or Lot Number): lb- 0EC - Lo
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3zos UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundlzggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPO®Q>HY EE Baowé UDI-DI Ovopacio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico

ET EL.i vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi

FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base

HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-MEGFELELOSEGINYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Z&kladny UDI-DI N&zov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundlaggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac cniopes pucka Karaso)xeH HoMep U KOJl Ha pazMepa Mme Ha nIpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové &islo a koncové dvojéisli uréujici Nézev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GrélRencode Produkt- und Handelsname

EL Katnyopio kivdvvov Kwdkog IMpoidvtog kot Kmdikdg Tvokevaoiog TIpoidv kou Epmopikny Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv

HU Kockéazati osztaly Listaszam és készletkiszerelés-kéd Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové &islo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN [powusBouTel (MMe 1 ajipec) EPH Ha npou3sBouTest
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev a adresa) Jediné registraéni Cislo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwog GMDN Kwdwoés EMDN Kartaokevaotg (Ovopa kot Atevbuven) SRN (Movadikog ApBpog Mntpdov)
(Ovoparoroyia (Ovopatoroyia Kotaokevootn
L0TPOTEYVOLOYIKDV L0TPOTEYVOLOYIKMDV
TPOIOVTIOV) TPOIOVTOV)
ES | Cédigo GMDN Caédigo EMDN Fabricante (nombre y direccidn) SRN (ndmero de registro tnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numeéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kéd EMDN-kdd Gyarté (név és cim) Gyarté egyedi regisztraciés szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobéw producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YmerHoMoIeH npeacTaButeln (MMe U EPH Ha ymbaHOMOLIEHHS TIPEACTaBUTEN ITpousBeneHo oT (MsCTO Ha
azpec) IIPOU3BOJICTBO) (UMeE M afIpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registraéni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nézev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovolodompévog Avimpdcmnog (Ovopa | SRN E&ovciodotnpévov Avimpocsmnov Kartaokevaletonr omd (Epyootéoio
kat Atevbovon) TOPAY®YNG)
(Ovopacio ko AtghBuvon)
ES Representante autorizado (nombre y SRN (nmero de registro Gnico) del Producido por (Lugar de fabricacién)
direccion) representante autorizado (Nombre y direccién)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi Gyart6 (gyartas helye)
regisztracids szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | RaZots (raZoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL | Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatéario (Nome e Morada) NUmero Unico de registo do mandatério Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zéstupca (nazov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG HoTudunupan oprat (uMe U UACHTHPUKATHOHEH IIpouenypa 3a orieHKa Ha CbOTBETCTBUETO
HOMep)

CS Oznameny subjekt (ndzev a identifika¢ni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (havn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitatshewertungsverfahren

EL Kowomompévog Opyaviopodg (Ovopa kot AptBpog Awdikacio a&lohdynong coppdpemong
TOVTOTOINGNG)

ES Organismo Notificado (nombre y nimero de Procedimiento de evaluacién de la conformidad
identificacién

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonosit6 szam) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertesanas procediira
numurs)

LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsméte for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Nimero de Procedimento de avaliagdo da conformidade
Identificacdo)

RO | Organism notificat (nume si numar de identificare) Procedura de evaluare a conformitétii

SK Notifikovany organ (N4zov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmélt organ (namn och identifikationsnummer) Forfarande for beddmning av dverensstdmmelse

TR Onaylanmis Kurulus (Isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

Quality Management System Annex IX Chapters | and 111,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrtema 3a ynpasieHue Ha kadecTBoto [Ipunoxenue IX, rnasu [ u 111,
BKJIFOUMTEIIHO OLIEHKA HA TEXHUYECKaTa JOKyMEHTalUs HA CbOTBETHUTE U3/IeIUs Bb3 OCHOBA Ha
MPECTABUTEIHU POOH

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a 11,
véetné posouzeni technické dokumentace dotéenych prostiedki na zakladé reprezentativnich vzorku

DA

Kvalitetsstyringssystem Bilag IX kapitel | og Ill,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af repraesentative praver

DE

Qualitdtsmanagementsystem Anhang I1X Kapitel | und 111,
einschlieRlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
repréasentativer Stichproben

EL

Toompa Awayeipiong [owmrag Hapdapmpa IX Kepdrota I ko 11,
oopmepAapBaveTal a&loAdyNnom Tov TEXVIKOD GaKEAOL Yo Tpoidvta mov eetdlovtar pe AT ovTITPOCOTEVTIKG
deiypato

ES

Sistema de Gestion de Calidad Anexo 1X, capitulos 1 'y IlI,
se incluye una evaluacion de la documentacién técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimisstisteem IX lisa | ja I11 peatikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pohjal

FR

Systeme de gestion de la qualité Annexe IX Chapitres | et 11,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja I. i Il1.,
ukljucujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és III. fejezet, ideértve az érintett eszkdzok miiszaki

Sistema di gestione della qualita Allegato 1X Capitoli I e 11,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sisteéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskas dokumentacijas novértéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo | ir 11l skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel | og I,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative praver

PL

System Zarzadzania Jako$cia Zatacznik IX, Rozdziaty I oraz Ill,
w tym ocena dokumentacji technicznej danych wyrobéw na podstawie reprezentatywnych prébek

PT

Sistema de gestédo da qualidade Anexo 1X Capitulos I e 111,
Incluindo uma avaliagéo da documentacéo técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly | a III, vratane posudenia technickej dokumentacie prislusnych
pomdcok na zéklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga I1X Kapitel | och 111,
Inklusive en bedémning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Boltim | ve 111
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprudukar Ne O6uw crnenmdukapu (OC) IIbJIHO HAMMEHOBAHHE
CS | Cislo certifikitu EU Spolec¢né specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstandiger Name
EL ApBudc motonomrtikod EE Kowéc mpodiaypagés (KIT) TIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Taisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS*) Puni naziv

HU EU-tanUsitvany szama Egységes elbirdasok Teljes név

IT N° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imig i nazwisko

PT Certificado UE N° Especificacdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spolo¢né Specifikacie Cely nazov

SV Nummer p& EU-intyg Gemensamma specifikationer Fullstédndigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTa Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pé vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia Yroypdoetat yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Valjaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alairé a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $§adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Déatum vydania

SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jlara Ha o100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaoen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU Hatalytalanitja a kdvetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeidia ParasSas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Déatum schvélenia

SV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha M3/IaBaHe B cuia o1/3a (ara miid HOMEp Ha MapTHa)

CS Misto vydani Uginné od (datum nebo &islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giltig ab (Datum oder Chargenbezeichnung)

EL Tomog €kdoong g 1oyb and (Huepounvia 1) ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadéas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data 0 numero di lotto)

LV IzdoS$anas vieta Speka no (datums vai partijas numurs)

LT I$davimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou ndmero de lote)

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost od (d4tum alebo &islo Sarze)

SV Plats for utfardande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, momynopmicanuTe, ¢ HACTOSIIOTO JeKIapupaMe, 4e TOPEeonrucaHoTo(UTe) MeAUINHCKO(1) H3aenue(s) 3a HHBUTPO AUArHOCTUKA OTTOBapsI(T) Ha
IPUIOKUMHTE pasnopentu Ha Permament (EC) 2017/746 na Eponeiickus mapiaameHT u Ha ChBeTa oT 5 anpun 2017 T. 0OTHOCHO MEIMIIMHCKHUTE U3JEIuUs 32
MHBHUTPO AMarHoctuka. Taszu nexnapaius e HanpaBeHa B cboTBeTcTBHE ¢ [Iprinoxenue IV Ha Pernamenta 3a IVD 1 3a HeliHOTO M3/jaBaHEe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIIAT.

CSs

My, niZe podepsani, timto prohlasujeme, ze diagnosticky(-€) zdravotnicky(-é) prostiedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedcich in vitro. Toto
prohlageni je v souladu s Ptilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 uber In-vitro-Diagnostika erfiillen. Diese
Erklarung erfolgt gem&R Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeic, ot vmoypaeovies, SNAdVOLE HE TO TapOV OTL TO TPOAVAPEPOUEVO. SIOYVAOGTIKA LOTPOTEYXVOLOYIKA TPOTOVTO GUULLOPPAVOVTOL LLE TLG IGYDOVOES SLUTAEELS
tov Kavoviopot (EE) 2017/746 tov Evponaikot KowoBoviiov kat tov ZupBoviiov tng 5" Anpidiov 2017 oyetikd, pe ta in vitro S1ayveotikd
tpoteyvoroykd tpoidvta. H dnAwon avt yiveton ovpewva pe to Hopdaptnpa 1V tov Kavoviopot 1VD kot exdideton pe amokAeiotiky vdovn tou
KOTOGKEVAOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnéstico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
maéruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt VD maaruse IV lisale
ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a 1I’Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnosti¢kim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod iskljuéivom odgovornoscéu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkdz(6k) megfelel(nek) az Eurépai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizarolagos feleldssége alapjan keriilt kiadésra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

M@s, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢és) atitinka 2017 m. balandZio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra iSduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfgrt ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklzeringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wyltaczng odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicoes aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declaracéo ¢é feita em conformidade com o anexo IV do Regulamento I1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, 7e diagnostickd(-€) zdravotnicka(-e) pomdcka(-y) uvedena(-€) vyssie je (st) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlasenie je v stlade
S Prilohou IV k Nariadeniu IVD a vyddva sa na vyhradni zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstdmmer med de tillampliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsékran gors i enlighet med bilaga IV till IVD-férordningen och utfardas under tillverkarens enskilda ansvar.

TR

Biz, agagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarm, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca yapilmistir
ve Ureticinin minhasir sorumlulugu altindadir.

End of form
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a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04784

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices

04T8420 52925 Alanine Aminotransferase2 Self-declared
04T8430 52925 Alanine Aminotransferase2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 11l of the IVD Directive and is issned under the sole

responsibility of the manufacturer.

Signature: /('\\%L\ﬁ l%\/g \d Signature:

Full Name . ) Full Name
(printed): ~ Siobhan Wright (printed):
Position: Director Quality Assurance/  Position:

Site Quality Head
Date of 1A - <SW - T Date of
Approval: Approval:
Date Issued: 13- JE&P - WL Place Issued:
Supersedes: Nt Applicable Effective Date:

< s

Tliomas Breslin
Manager Regulatory Affairs

| 7-Sgp-202]

Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

13 -Jer- Lotf




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-08P6001-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN ! i " ; ’

Size Code of Devices | Code | Names and Description of Devices Classification
]

08P6001 47868 | Alinity ¢ Multiconstituent Calibrator Kit Self-declared

Authorized European
Representative (name and address)

T
| N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

y D
(S

Signature: Signature:

Full Name: Claudia Becker Full Name:
Position: Director Quality Assurance Position:

Date of Approval: 02 Feb 2022 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Eftective (Date or
Lot Number):

Sufnidontin)

Tiffini Jenkins

Manager Regulatory Affairs

|-Feb-2022
o) Feb 222

65205 Wiesbaden, Germany
19-Aug-2019

c2 feh 2027




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04V62

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
04V6201 47868 Consolidated Chemistry Calibrator Self-declared
Authorized European N/A .
Representative (name and address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland
and

Randox Laboratories Ltd, 30 Randalstown Road, Antrim, Co. Antrim,

BT41 4FL, UK

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /@H/ﬁw ﬁ’)\gW Signature:

Full Name : s Full Name

(printed): Slablan Viight (printed):

Position: Director Quality Assurance/  Position:
Site Quality Head

Date of i4 - DEC- 1oL Date of

Approval: Approval:

Date Issued:

/S‘ﬂ/;ﬂ - 20 2/ Place Issued:

Supersedes:

21 October 2021

Effective (Date
or Lot
Number):

—
> —

Thomas Breslin

Manager Regulatory Affairs

I15-DEC-202)

Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

15 - péc -2021




] Abbott

Declaration of Conformity

Certificate Identification: DOC-09P1401. 09P1403-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN . ; . .
lassificat

Size Code of Devices | Code Names and Description of Devices Classification

09P1401 53356 Alinity ¢ Lipid Multiconstituent Calibrator Kit Self-declared

09P1403 53356 Alinity ¢ Lipid Multiconstituent Calibrator Kit Self-declared

Authorized European

Representative (name and address)
Storage site of technical : - : )
documentation (name and ad dress) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA

Harmonized Standards Listed in the Technical Documentation

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

-
Signature: [ e /ﬁf Signature: _ﬁ,{#iﬂj "iJ ”XUHU )

Full Name: Claudia Becker Full Name: Tiffini Jenki;ls

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: __ 00 De¢ 0.2 ] Date of Approval: 2|~ Dec-7 |
Date Issued: o 2 ‘D[ (4 ‘\9 0.2
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-201 8-

Lot 0 Dps 2001




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04T88

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

Representative (name and address)

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04T8820 53362 Cholesterol2 Self-declared
04T8830 53362 Cholesteroi2 Self-declared
Authorized European Not Applicable

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

.

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /K gb(/ﬁb ‘SWQP’V‘/

Signature: VI~
Full Name ; - Full Name : :
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/ ~ Position: DirectoF Rendiatory ANiales
Site Quality Head
Date of 8- Nov - W0 Date of 25 nou 2020
Approval: Approval:
Date Issued: 2% - NOv ~de Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: ay -AON - I




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04191

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0479120 53251 Creatinine2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro di

agnostic medical devices described above and bearing

the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European

Parliament and of the Council of 27 October 1998 on In Vitro Di

transposed into the laws of the member states.

agnostic Medical Devices as they are

This declaration is made in accordance with Annex I of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /( |6H/$-N ﬁ\/‘é\‘ L~ Signature: — ‘,;/

Full Name . . Full Name = ]

(printed): Siobhan Wright (printed): Thomas Breslin

Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head

Date of AN- O - LI

Approval:

Date Issued: '~ OCT - AR2LL

Date of 2/_0C7‘"202/

Approval:

Supersedes: Nt Applicable

Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

Effective Date: - 001 - dm 4




c

Abbott

Basic UM-D1:
Basic UD-DI Name:
Risk Class:

EU Declaration of Conformity
D38074DAT00021Q

Alinity c-series Detergent A

Class A

it I_\.umhcr Product and Trade Name GMDN Code EMDN Code
and Size Code
08PY6T0 Alinity c-series Detergent A 59058 W0201010185

Manufacturer
(Name and Address)

Abbott Laboratorics
1915 Hurd Drive
Irving. TX 75038 USA

Manufacturer SRN

US-ME-000017777

Authorized Representative
(Name and Address)

Abbott Gmbli
Max-Planck-Ring 2
65205 Wiesbaden, Genmany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)
{Name and Address)

Sckisui Diagnostics P.L.L Inc.
70 Watts Avenue
Charlottetown

Prince Ldward Island

C1E 289 Canada

Conformity Assessment Procedure

Annex H and 11

We. the undersigned, herehy declare that the in vitro diagnostic medical device(s) described above conform with the applicablc
provisions of the Regulation (1) 2017/746 of the European Parliament and of the Council of § April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 201176541 of the Luropean Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic cquipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Dircctive 95/16/EC as transposed into the Taws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.

Full Name:  Kevin Richardson

Iull Name:  Melissa Vaughan

Function:  Director, Instrument Quality

Signature:

Lk d

(g

Date of Approval: RO = Jebedy ~ A RS

Signed for, and on

hehalf ofr Trving, X 75038 USA

Abhott Laborathrics, 1915 Hurd Drive,

Function:

Signature:

Date of Approval:

Director, Regulatorv Aflairs

\4/\’ h’b/}’l \[(ALL Hr Ve,

Date Issued: 20 — Juzd - 202.3

Supersedes:  23-May-2022

Place Issued:
Fitective (Date
or Lot Numbery:

Irving, Texas

20-JulA-2023
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EN

EU Declaration of Conformity

Basic UDI-DI

Basic UDI-DI Name

BG EC JEKJIAPAIIUS 3A CLOTBETCTBUE bazos UDI-DI HanmeHosanue Ha 6a3zos UDI-DI

CS | EUPROHLASEN| O SHODE Zakladni UDI-D] Nazev zdkladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLAERING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQYHE EE Baoiké UDI-DI Ovopasia faoikot UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon PShi-UDI-DI PShi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Bisico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nizov zikladného UDI-DI

SV__| EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliiggande UDI-DI

TR AB Uygunluk Beyam Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Knac cnapen pucka Karanomen HOMep M KOA Ha pasmepa HMMe Ha MpoIyKTa M THPTrOBCKO HAHMEHOBAHHE

Cs Rizikova tida Katalogové &islo a koncové dvojcisti urtujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og storrelseskode Produkt- og varemazrkenavn

DE Risikoklasse Bestellnummer und Gréflencode Produkt- und Handelsname

EL Katyopia kivdvvov Kmdikog Tpoidvrog ko Kmdikig Tvokevaciug LIpoiov kan Epmopik Ovopaoiu

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zaticeni naziv

HU Kockazati osztily Listaszam ¢és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino € codice formato Prodotto ¢ nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé _Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Nuamero de lista e cddigo de apresentagfio Produto ¢ nome comercial

RO Clasa de risc Numiir de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové islo Nazov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Simifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Koa GMDN Kojg EMDN [Tpomn3BoauTen (MMe 1 ajipec) EPH Ha npouseoamrens

CS | Kéd GMDN Kad EMDN Vyrobce (nizev a adresa) Jediné registradni &islo vyrobee

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kwdikdc GMDN (Ovopatoroyie | Kadikog EMDN (Ovopatohoyio Kataokevaotig (Ovopa ko SRN (Movaducog Apidpuog Mntphov)

WTPOTEVOAIYIKHV TPOTOVTOV) WTPOTEYVOLOYIKGV TPOTOVTMV) Agubuvan) Katackevaoti)

ES | Cédigo GMDN Cédigo EMDN Fabricante (nombre y direccion) SRN (niimero de registro tnico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodat (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-kod Gyartd (név és cim) Gyart6 egyedi regisztracids szima
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) Razotdja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos pricmoniy | Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobow Medycznych producenta

PT Cadigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tinico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume §i adresa) SRN producitor

SK | Kdéd GMDN Kdod EMDN Vyrobea (Ndzov a adresa) Jeding registrainé &islo (SRN) vyrobeu

SV GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture) k|
(Name and Address)
BG YIrbTHOMOIIEH NPEACTABHTEN (MME U ajipec) EPH Ha yIbIHOMOIIEHHUS TIPS ACTABUTEN [TpouseeaeHo OT (MACTO HA MIPOM3BOACTBO) (MME U
ajpec)
Cs Zplnomocnény zastupce (nézev a adresa) Jediné registradni Sislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (ndzev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollméachtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovawodotnuévog Avtmpéownog (Ovopa kot SRN E&ovciodotnuévov Avriposmnon Koraokevaleror ano (Epyootasio nopuyaync)
Agvbvvon) (Ovopagoio ka Aisbivven)
ES Representante autorizado (nombre y direccion) SRN (nimero de registro unico) del representante Producido por (Lugar de fabricacién) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber | Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnije)
zastupnika (Naziv i adresa)
HU | Meghataimazott képviselé (név és cim) Meghatalmazott képvisel6 egyedi regisztracios Gyartd (gyartas helye)
szdima (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome ¢ indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs RaZots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Jgaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte represcntantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresi) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK Autorizovany zastupca (nazov a adresa) Jediné registraéné &islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zéstupcu (nazov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN'si Uretici ( Uretim Tesisi)

(Isim ve Adres)
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EN | Conformity Assessment Procedure Annex I and I Full Name

BG [Ipoueaypa 3a OLEHKA HA CHOTBETCTBUETO [punoskenne I u 111 [IpaH0 HAaHMEHOBAHWE
CS Postup posuzovani shody Priloha 11 a 111 Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag 11 og III Fulde navn

DE Konformitétsbewertungsverfahren Anhang Il und III Vollstindiger Name
EL Awdikaoio afoddynong coppdppwong Hopiaprnpe I o 111 [TAqpng ovouucio
ES Procedimiento de evaluacién de la conformidad Anexos 1l y HI Nombre complcto
ET Vastavushindamismenetlus 11 ja III lisa Tiisnimi

FR Procédure d’évaluation de la conformité Annexes Il et 111 Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. 1 111 Puni naziv

HU | Megfeleléségértékelési eljaras I} és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e I11 Nome completo

LV Atbilstibas novértédanas procediira 11 un I pielikums Pilns nosaukums

LT Atitikties vertinimo procediira 1Lir 111 priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegp 1 og 111 Fullt navn

PL Procedura oceny zgodno$ci Zalacznik 11 oraz 111 Imig i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo Il e 111 Nome completo

RO | Procedurs de evaluare a conformitatii Anexall 5i 111 B — Numele complet

SK Postup posudzovania zhody Priloha Il a il Cely nazov

SV Forfarande for bedomning av Gverensstimmelse Bilaga Il och III Fullstindigt namn
TR | Uygunluk Degerlendirme Prosediirii Ek Il ve 111 Adi Soyad:

EN Function Signed for, and on behalf of Date Issued

BG JIreKHOCT TMo/uKncano 3a ¥ OT KIMETO HA Jlara Ha winapane
Cs Funkce Podepsano za a jménem Datum vydini

DA Funktion Underskrevet for og pi vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia YToypaQeTul y1u Kot EK HEPOUS TOW TG Hpepopunvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztis Alaird a kovetkezd képviseletében és nevéhen Kiadis datuma

T Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $adas personas viirda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasira$oma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcija Podpisano w imieniu Data wydania

PT Funcio Assinado e em nome de Data de emisséio

RO Functia Semnat pentru i in numele Data eliberérii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa [oanue JlaTa Ha 0100penne
CS Nahrazuje Podpis Datum schvaleni

DA Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikabiotd Yroypupi Hpepopunvia ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupiicv
FR Annule et remplace Signature Date de [’autorisation
HR | Zamjenjuje Polpis Datum odobrenja

HU Hatalytalanitja a kovetkezé dokumentumot: Aljiras Jovahagyas ddtuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinsanas datums
LT Pakeig¢ia Paragas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semndaturi Data aprobirii

SK Nahradza Podpis Détum schvilenia
sV Ersatter Namnteckning Datum for godkinnande
TR Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsICcTO Ha W3aBaHe B cuna o1/3a_(s1aTa uau HoMep Ha napTiia)

CS | Misto vydani Ucinné od (datum nebo &islo 3arze)

DA Udstedelsessted Ikrafitredelse (dato eller lotnummer)

DE On Giiltig ab (Datum oder Chargenbezeichnung)

EL Tonog £xdoang e 1oyw and (Hpspopnvia 1] ap. wapriduc)

ES Expedida en Efectiva (fecha o ntimero de lote)

ET Viljaandmise koht Joustumine (kuupiiev v3i partiinumber)

FR Licu d’établissement Entrée en vigueur (date ou numéro de lot)

HR | Mijesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatélybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotio)

LV Izdo$anas vieta Speki no (datums vai partijas numurs)

LT I3davimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissio Efetividade ( Data ou niumero de lote)

RO Locul eliberirii Valabilitate (data sau numarul Iotului)

SK Miesto vydania Udinnost’ od (datum alebo &islo Sarze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiriirlik (Tarih veva Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex 1V of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynonincanute, ¢ HaCTOAIIOTO ACKNAPHPAME, Ue TOPEOMICAHOTO(MTE) MEIULIMHCKO(H) H3AENHe(S) 32 MHBUTPO AMATHOCTHKA OTroBap(T) Ha
npuioxUMUTe pasnopentu na Pernavent (EC) 2017/746 na EBponeiickus napiament n Ha Cheta oT 5 anpun 2017 r. OTHOCHO MEAMIMHCKUTE H3ENHS 32
MHBMTPO IMArHOCTHKA; OCBEH TOBA OTTOBapA(T) Ha NPUNIOKUMUTE pasniopeabn Ha Jupextusa 201 1/65/EC na Enponeiickus napiameHT 1 Ha ChBeTa oT 8 10HH
2011 r. OTHOCHO OrPaHMYCHHUETO HA YNIOTPEGATA Ha ONPE/IENEHH ONIACHH BELICCTBA B ENCKTPHYECKOTO H EMEKTPOHHOTO 0GOPY/IBAHE H HA [IPUIIOKUMHTE
pasnopenGu Ha Jinpextusa 2006/42/EO na Esponeiickus napnamedT 1 na ChBeTa ot 17 Mait 2006 r. 0THOCHO MAIUMHKUTE, U 34 U3MEHEHHE Ha Jlupextusa
95/16/EQ, kaKTo € TPAHCNIOHNPaHa B HALMOHATHOTO 3aKOHOATENCTRO HA JbPKABUTE WICHKH.

Tasu nexnapauus ce npasu B ChoTeeTCTBHE C [punoxenue IV va Pernamenta 3a 1VD, [Mpunoxenue VI na [upexusara 3a OrpaHH4aBaHe Ha ONACHUTE
seuiectea (ROHS) u [Npunoxenue 11 Ha JInpektisara 0THOCHO MAIIMITE M 338 HEHHOTO M3JaBAHE OTTOROPHOCT HOCH €AHHCTBEHO NPOH3ROANTE/AT.

CS

My, nize podepsani, timto prohlaSujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-6) vy3e je (jsou) ve shod& s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedeich in vitro: a 7e je (jsou)
dale ve shode s pfisluSnymi ustanovenimi smémice Evropského parlamentu a Rady 2011/65/1:U ze dne 8. Servna 2011 o omezeni pouZivani nékterych
nebezpecnych latek v elektrickych a elektronickych zatizenich a s pFislusnymi ustanovenimi smémice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kv&ina 2006 o strojnich zatizenich a 0 zmén& smémice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statil. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni [VD, Ptilohou VI smémice ROHS a Pfilohou Il smémice o strojnich zatizenich a je vydano na vyhradni odpovédnost vyrobee.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Rédets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Rédets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder galdende bestemmelser i Europa-Parlamentets og Rédets direktiv 2006/42/EF af 17. maj 2006 om maskiner og ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvat.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen und zusatzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Européischen Parlaments und des Rates vom 8. Juni 2011 zur Beschriinkung der Verwendung
bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgeriiten sowie der Richtlinie 2006/42/EG des Europiischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gemill Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklérung erfolgt gemif Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinic und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, o1 vmoypagovreg, SNAOVOVLE e 10 TAPOY OTL TA TPOAVAPEPOUEVE SIEYVOGTIK 1TPOTEXVOAOYIKE TPOIOVTX GV UHOPPOVOVTOL LE TIG 16YV0VeES BIUTIEEL
wov Kavoviepov (EE) 2017/746 tov Evpondikotd Kowopovhiov kon ov Zupfovdiov tng 5™ Anpthiov 2017 oxetikd pe to. in vitro SAYVOOTIKA 10TPOTEVOLOYIKE
TPOIGVTA Kt ERIGNG CUPHOPPOVOVTOL pIE TIG 1oYBOvaES Btatabets Thg Odmyiag 2011/65/EE tov Evpamoikod KowoPovkiov kat tov ZupPoviiov g 8™ lovviov
2011 oxeTKd pEe TOVG TEPIOPIGHOVG GTN XPHON CUYKEKPILEVAV ERIKIVEUVAV OVGIOV 6TOV NAEKTPIKG KoL NAEKTPOVIKG EEOMMOpO, KBS Kon HE TIG 16 VODCES
Satégeig g Odnyiag 2006/42/EK tov Evpoitaikon KowoBovkiov kot tov Zupfoviiov tng 17" Maiov 2006 OYETIKA pe TOV PNyovikd eEomhioud kou tnv
tporomotTikn Odnyia 95/16/EK onemg anth petagéphnke ot vopobesia twv kpatév pekiv. H Sfhwcn aut yiveto sdpeonva pe w0 [Mapdaptnpe IV tov
Kavoviepot IVD, 1o IMopdptnuae VI g Odnyiag ROHS ket o INopaptnpa I tng Odnyiag yio tov pnyavikd eEomhioud ka ekdideton HE amoKAEIGTIKY) VBV
TOV KATAOKEVUOTI,

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagndstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagndstico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electrénicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento 1VD, Anexo VI de la Directiva ROHS y Anexo 11 de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi Ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele siitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile voetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD midruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on viilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du § avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative 2 la limitation de Iutilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément A I’ Annexe IV du Réglement DIV, a I' Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe Il de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnosti¢kim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vije¢a od 8. lipnja 2011. o ogranitenju uporabe odredenih opasnih tvari u elekiriénoj i elektronitkoj opremi, te primjenjivim
odredbama Dircktive 2006/42/EZ Europskog parlamenta i Vijec¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretogeno u zakone
drzava Clanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VL. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod iskljutivom
odgovornodcu proizvodada

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszkozokrél szolo (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozo rendelkezéseit; tovabba az Eurdpai Parlament és a Tanécs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozéasarol sz616 2011/6S/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurépai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarél sz616 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagillamok jogrendjébe atitltetd rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
iranyelv VI. mellékletében €s a gépekrél sz616 iranyelv 11. mellékletében foglalt eldirisoknak, és a gyartd kizarolagos feleldssége alapjan kerult kiadasra.
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex 1V of the IVD Regulation, Annex VI of the ROHS Directive, and Annex IT of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; &(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, ¢ alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
¢ del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento 1VD, all'allegato VI della direttiva ROHS e all'allegato 11 della direttiva macchine ed &
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mes, apaksa parakstijusies, ar 3o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prastbam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantosanas ierobezo$anu elektriskas un elektroniskas
iekdrtas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par ma$inam, un ar kuru groza Direktivu 95/16/EK., ki td ieviesta
dalibvalstu tiestbu aktos.

ST deklaracija ir sagatavota saskand ar [VD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direkttvas par ma3inam Il pielikumu un par izdoanu atbild
vienigi razotajs.

LT

Mes, toliau pasiradiusieji (-iusiosios), pareidkiame, kad anks&iau minéta (-os) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandZio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birZelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroningje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél maginy, i dalies keitian&ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento [V priedu, ROHS direktyvos VI priedu ir Maginy direktyvos II priedu ir yra i§duodama tik gamintojo
atsakomybe. *

NO

Vi, undertegnede, erklarer herved at utstyret til in vitro-diagnostikk som er anfirt ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og rddsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg II i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spelnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwea 2011 r. w sprawie ograniczenia stosowania niektérych
niebezpiecznych substancji w sprzgcie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw czlonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zalgcznikiem 1V Rozporzadzenia IVDR, Zatacznikiem VI Dyrektywy ROHS oraz Zatacznikiem 11
Dyrektywy Maszynowej i wydana na wyliczng odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposigdes apliciveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro; e
adicionalmente, em conformidade com as disposig3es aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restrigio do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, € com as disposig¢des aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre méaquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragdo ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo 11 da Diretiva relativa as Magquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram c# dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; §i, in
plus, respectd dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European §i a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusi in legile statelor membre.

Prezenta declaraie este emisi in conformitate cu anexa IV la Regulamentul 1VD, anexa V1 la Directiva ROHS i anexa 1 1a Directiva utilajelor i este emisa sub
responsabilitatea exclusiva a producitorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-€) zdravotnicka(-e) pomdcka(-y) in vitro uvedena(-¢) vysSie je (si) v zhode s prislugnymi ustanoveniami
Nariadenia Eurépského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro; a Ze je (si) dalej v zhode

s prislu§nymi ustanoveniami Smernice Europského parlamentu a Rady 2011/65/EU z 8. jtina 2011 o obmedzeni pouzivania uritych nebezpeénych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a 0 zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov &lenskych §tatov. Toto vyhlasenie je v sulade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydava sa na vyhradni zodpovednost’ vyrobeu.

SV

Vi, undertecknade, forsikrar hiirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan Sverensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och ridets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
Overensstimmer med de tillimpliga bestimmelsema i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrinsning av anvandning av
vissa farliga &mnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och tadets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om andring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsikran gors i enlighet med bilaga IV till IVD-férordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utfirdas under
tillverkarens enskilda ansvar.

TR

Biz, agagida imzalari bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hitkiimlering uygun oldugunu ve aynca elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin simirlandiriimasina iligkin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayih Avrupa Parlamentosu Direktifinin ilgili hitkiimlerine, makinelere
iliskin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayih Avrupa Parlamentosu Direktifinin ilgili hikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
saytli ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek 1V, ROHS Dircktifi Ek VI ve Makineler Direktifi Ek IT uyarinca yapilmistir ve tireticinin minhasir sorumlulugu altinda
vaymlanmistir.
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO002FQ
Basic UDI-DI Name: Alinity c-series Detergent B
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code

08P9781 Alinity c-series Detergent B 59058 W0201010185

Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN | US-MF-000017777

Authorized Representative | Abbott GmbH

(Name and Address)

Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Sekisui Diagnostics P.E.I Inc.

{(Name and Address) | 70 Waits Avenue
Charlottetown
Prince Edward Island
CI1E 2B9 Canada
Conformity Assessment Procedure | Annex Il and III

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex IT

of the Machinery Directive and is issued under the sole responsibility of the manufacturer.

Tull Name: Thomas Creel
Sr. Director, Instrument and Automation
Function: Quatity

Signature: %ﬂ@ /:{ i{ !

Date of Approval: ﬂq 5- /7//’ ady “"}} 2

Signed for, andon  Abbott Labazditories, 1915 Hurd Drive,
behalf of: Irving, TX 75038

Full Name: Michele Smith-Waheed
Function: _Associate Director, Regulatory Affairs
Signature:

Date of Approval: L. = — MA /u - L2 D

Date Issued: c7,‘2 = ’Mé/ ’20079—-

Supersedes: N/A

Place Issued: Irving, Texas

Effective (Date
ot Lot Number):

L= - /Mﬁ/u/ " HRoRQ D



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQXHY EE Baowd UDI-DI Ovopooio Bacikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pohi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kuac ciopen pucka KaranosxeH HOMep 1 KOJ Ha pa3Mepa ViMe Ha POJIyKTa ¥ ThPTOBCKO HANMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kar Kmdikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv

HU Kockézati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista ¢ codigo de apresentagio Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKDV TPOIOVI®V) LOTPOTEYVOLOY KMV TPOIOVT®V) Aevfuvon) Kotaokevaot)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracios szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOILCHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovaiodotnpévog Avtirpdécmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.
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) Abbott

Declaration of Conformity

Certificate Identification: DOC-07P5520, 07P5530-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN - . : g
Size Code of Devices | Code Names and Description of Devices Classification
07P5520 53301 Alinity ¢ Glucose Reagent Kit Self-declared
07P5530 53301 Alinity ¢ Glucose Reagent Kit

Authorized European N/A

Representative (name and address)

Storage site of technical ; ] ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: / ; K(é[éf Signature: ,2(“[{2[ %{gzﬂgﬁ

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: ZZ 7‘,{,’ 2 ¢ ,Z/ Date of Approval: 1= J11]-2021

{ y
Date Issued: 22- 741/‘ % P
7

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Oct-2017
Effective (Date or g4 P
Lot Number); (_?z:" '/jdz/’ < b//?(,/'

&
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Abbott IVDD Declaration of Conformity Attribute Update Letter

Number: 1
List Number and Size Code Name and Descriptions of Devices GMDN Code
08pP4321 Alinity ¢ Hemoglobin Alc Reagent Kit 59090
Legal Manufacturer Abbott GmbH
(Name and Address) Max-Plank-Ring 2
65205 Wiesbaden, Germany
Authorized European N/A
Representative
(Name and Address)
Storage Site of Technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
Documentation
(Name and Address)

This letter must be used in conjunction with the Declaration of Conformity issued in accordance with In Vitro Diagnostic Directive

98/79/EC.
IVD Directive 98/79/EC DoC-08P4320, 08P4301, 08P4310-SD DLK TPM — Date of Approval 02-Feb-2022
Declaration of Conformity
Identification
Description of updated Create new size code for Alinity c Hemoglobin Alc Reagent Kit (LN 08P4321) for logistical

attributes from IVD Directive
98/79/EC Declaration of
Conformity

reasons to implement the REACH change to meet the requirements of the REACH Restriction

relating to Dimethylformamide (DMF).

This letter documents that the device listed above continues to comply with the In Vitro Diagnostic Directive 98/79/EC and meets the
applicable transitional provisions of Regulation (EU) 2022/112 of the European Parliament and the Council of 25 January 2022 and is
considered a non-significant change per MDCG 2022-6 (Guidance on significant changes regarding the transitional provision under

Article 110(3) of the IVDR).

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: _ Director Quality Assurance Function: Asgociate Director/Regulatory Affairs

Signature: _ C . /,&0 4 ,fl”uN

Date of

J1/

Signature: %142/1/@,

: ’ e —~ Date of / , i Do
Approval: f-’w\“) b [ Z@/ “9 0 C) 3 Approval: 2 6/ 9" / /Z/Z‘j

Date Issued:

Place Issued:

{
\

26770 2023

W elboclen

Effective (Date
or Lot Number):

<b 7@/ 202 3




) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P4320, 08P4301, 08P4310-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 635205 Wiesbaden, Germany

;‘::; zz?eb:;g::?ces g::EN Names and Description of Devices F Classification
EPABZO 59090 Alinity ¢ Hemoglobin A Ic Reagent Kit | Self-declared

08P4301 53315 Alinity ¢ Hemoglobin A lc Calibrators | Self-declared

08P4310 44435 Alinity ¢ Hemoglobin A lc Controls Sclf-declared

Authorized European

: N/A
Representative (name and address)

-

Storage site of technical ; ; ;
9 y T 2
foc entati ( e i addr: SS) Abbott Laboralones. 1921 Hurd Drive, lrvmg. €xas 75038, USA

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: C i 5{?" /C,,:\_- Signature: i Jg/lﬁ/' L?Ef( kg
Full Name: Claudia Becker Full Name: Tiffini JenI;ins
Position: Director Quality Assurance Position: Manager Regulatory AfTairs
Date of Approval: V2 ’7-:6;; 20—22 Date of Approval: [-fFeh-2022
Date Issued: 2 Feb 2222
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 12-Feb-2019

Effective (Date or

Lot Number): o FQ ‘:) LB 27
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0479820 Iron2 54758 W01010216
BEmuinetuxes Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address) g ’ ’ s =
Manufacturer SRN | IE-MF-000010070
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN | N/A

Produced by (Site of Manufacture)
(Name and Address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH, Certification Body,
RidlerstraBBe 65, 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters I and III,

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/Site Quality
Function: Head Function: Manager Regulatory Affairs
Signature: %’// bl Signature: & 2 M\-é/\.bﬁ W@
= ‘ PP
Date of Approval: 7 | ,’L/QL} (¢ 1 Date of Approval: <) \ QQ\/ 2023

Signed for, and on
behalf of:

Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland

Date Issued:

2 Mov 1023

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

2| Mov 2023
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JJEKJIAPALINA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue na 6a3o8 UDI-DI

CS | EUPROHLASEN] O SHODE Zakladni UDI-DI Nazev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLZERING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQEHY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Bésico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pohi-UDI-DI nimi

FR Déclaration de conformité UE TUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaring Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Basico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nézov zdkladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI fsmi

EN Risk Class List Number and Size Code Product and Trade Name

BG Knac criopen pucka Karanoxen HoMep H KOJ Ha pa3Mepa VmMe Ha IPOIYKTA U THPTOBCKO HANMEHOBAHHE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréfencode Produkt- und Handelsname

EL Katnyopia kwvdvvou Kodwog [Tpoiovrog kat Kwdikdg Xvokevaoiog IIpoidv kon Epmopikr) Ovopoocio

ES Clase de riesgo Numero de referencia y codigo de tamaiio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv

HU Kockézati osztaly Listaszam ¢és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izm&ra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e cddigo de apresentacido Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Kataldgové ¢islo Nazov produktu a obchodny nazov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Smnifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN IIpousBoauten (MMe u ajgpec) EPH na npousBoaunTens
CS | Kod GMDN Kod EMDN Vyrobcee (nazev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwkés GMDN Kodiwkés EMDN Kataokevaotig (Ovopa kot Atevbvven) SRN (Movadikog ApiBpds Mntpmov)
(Ovopatoroyio (Ovopatoroyia Kartaokevaom
L0TPOTEYVOLOYIKDV LITPOTEYVOLOYIKOV
TPOIOVI®V) TPOIOVIWV)
ES | Cédigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyarto (név és cim) Gyarto egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotdja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklattiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kod GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | VmbaHomouieH npeacTaButen (uMe u EPH Ha ynbJIHOMOILEHHS TIPEICTaBUTEN IIpousseneHo ot (MsACTO Ha
azpec) IIPOU3BOJICTBO) (M€ U ajpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repraesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovcrodotnpévog Avtimpocwnog (Ovopa | SRN EEovciodompévov AvVIimposdmov Kataokevaleton amd (Epyootdoio
kot AtehBvvon) TOPAYOYNG)
(Ovopacia kot Atevbvvon)
ES Representante autorizado (nombre y SRN (niimero de registro tnico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képvisel6 (név és cim) Meghatalmazott képviseld egyedi Gyarto (gyartas helye)
regisztracios szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas Razots (razoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT Mandatario (Nome ¢ Morada) Numero unico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresd)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zéstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(fsim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Horudwummpan opran (1Me u HaeHTHOHUKAMOHEH Iponenypa 3a OlleHKa HAa CHOTBETCTBHETO
HOMeEp)

CS Oznameny subjekt (ndzev a identifikaéni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren

EL Kowonompévog Opyavicopog (Ovopo kot Aptopog Awdikaocio a&loldynong cuppdpe®ong
TOVTOTOINGNG)

ES Organismo Notificado (nombre y nimero de Procedimiento de evaluacién de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifi¢ (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonositd szam) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas noverté$anas procediira
numurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmaéte for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Numero de Procedimento de avaliagdo da conformidade
Identificagdo)

RO Organism notificat (nume si numar de identificare) Proceduri de evaluare a conformitétii

SK Notifikovany organ (Ndzov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmilt organ (namn och identifikationsnummer) Forfarande for bedomning av §verensstimmelse

TR Onaylanmis Kurulus (isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediiril
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrema 3a ynpasienue Ha kauectBoto IIpunoskenue 1X, rnasu I u 111,
BKJIFOUMTEITHO OIIEHKA Ha TEXHUYECKaTa JOKYMEHTAIUA Ha ChOTBETHUTE M3/I€IUs Bb3 OCHOBA Ha
HpeICTABUTEIHN IPo6H

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a III,
véetné posouzeni technické dokumentace dotéenych prostiedkti na zakladé reprezentativnich vzorka

DA

Kvalitetsstyringssystem Bilag IX kapitel I og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af repraesentative prever

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und III,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprasentativer Stichproben

EL

Zoompa Aoyeiptong [Mowmrag Hoapapmpoe IX Kepdraro I o 111,
coumeptAapPavetat a&loldynen Tov TEXVIKOD AKEAOL Yo TPOidvTa Tov £EeTalovTal e BACT aVIITPOCMTEVTIKA
deiypata

ES

Sistema de Gestion de Calidad Anexo IX, capitulos I 'y III,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja III peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systéme de gestion de la qualité Annexe IX Chapitres I et 111,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i III.,
ukljucujudi ocjenjivanje tehni¢ke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszk6zok miiszaki
dokumentacidjanak reprezentativ mintak alapjan valé értékelését

IT

Sistema di gestione della qualita Allegato IX Capitoli I e III,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskds dokumentacijas novertéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo I ir III skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdziais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og III,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pad grunnlag av representative prover

PL

System Zarzadzania Jakoscia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e III,
Incluindo uma avaliagdo da documentagio técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane postdenia technickej dokumentacie prislusnych
pomdcok na zaklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedomning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Boliim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepruduxat Ne O6uw cnermdpukanun (OC) [TbIHO HAUMEHOBAHHE
CS Cislo certifikatu EU Spolecné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBuédg motonomtikod EE Kowég mpodurypagég (KIT) TIMipng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Téisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS®) Puni naziv

HU EU-tanusitvany szdma Egységes el6irdsok Teljes név

IT N del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especificagdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU ¢. Spolo¢né $pecifikacie Cely nazov

SV Nummer pé EU-intyg Gemensamma specifikationer Fullsténdigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JITBXKHOCT TloanucaHo 3a M OT KIMETO Ha JlaTa Ha M3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agurovpyia Ymoypdgetar yo Ko €K HEPOLG TOV/TNG Hpepounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcao Assinado ¢ em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa Tloanuc Jlata Ha ofj00peHue
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaon Huepopnvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkezé dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Alizstdj Paraksts ApstiprinaSanas datums
LT PakeiCia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagdo
RO | Inlocuitor Semnaturad Data aprobarii

SK Nahradza Podpis Détum schvalenia

SV Ersitter Namnteckning Datum for godkénnande
TR Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u31aBaHe B cuna o1/3a (aTa wim HOMep Ha MapTHa)

CS Misto vydéni Uginné od (datum nebo ¢&islo 3arze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong Xg 1oy and (Huepounvia i ap. moptidog)

ES Expedida en Efectiva (fecha o niimero de lote)

ET Viljaandmise koht Joustumine (kuupéev vdi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mijesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadés helye Hatalybalépés (datum vagy tételszam)

1T Luogo di rilascio Valido da (data o numero di lotto)

LV IzdoSanas vieta Spéka no (datums vai partijas numurs)

LT ISdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou niimero de lote)

RO Locul eliberdrii Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost’ od (datum alebo &islo Jarze)

SV Plats for utfardande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, fnonynoanucaHute, ¢ HACTOSILIOTO JEKIapUpaMe, Y€ ropeonucaHOTO(UTe) MEIUIIMHCKO(1) H3/iere(s) 38 HHBUTPO JUArHOCTHKA OTroBapsi(T) Ha
npunoxumute paznopenou Ha Pernament (EC) 2017/746 na Eponeiickus napiaameHt 1 Ha CbBeta oT 5 anpuit 2017 r. OTHOCHO MEANLIMHCKUTE U3ACIHA 33
WHBUTPO AMArHocTUKa. Ta3um nexinapanus e HampaBeHa B cboTBeTcTBHE C [Ipunoxenue IV Ha Permamenta 3a IVD u 3a HeliHOTO n31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shod¢ s piislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostredcich in vitro. Toto
prohléa$eni je v souladu s Pfilohou IV nafizeni IVD a je vydéano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gaeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklaering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erklérung erfolgt gemdfl Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdapovteg, SNA®VOLUE e TO TopOV OTL TA TPOOVAPEPOLEVD S1OYVOGTIKE L0TPOTEXVOLOYIKA TPOTOVTO GUULOPPAVOVTAL LE TIG LoYVOVGEG S1ATAEELS
tov Kavoviopov (EE) 2017/746 tov Evponoaikod KowoBoviiov kot tov Zupfoviiov g 5™ Anpiriov 2017 oyetikd e ta in vitro StoyveoTikd
tpoteyvoroykd Tpoidvta. H dMimon avth yivetar odppmva pe to Moapdpmpoe IV tov Kavoviepod IVD kot ekdideton pe amokAeiotikn evfovn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja nGukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt [IVD mééruse IV lisale
ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’ Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkz(6k) megfelel(nek) az Eurdpai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszk6zokrol szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizarolagos feleldssége alapjan keriilt kiadasra.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mes, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasira$iusieji (-iusiosios), pareiskiame, kad anks¢iau minéta (-os) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra iSduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfert ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym oswiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wytacznag odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declaracdo ¢ feita em conformidade com o anexo IV do Regulamento IVD e ¢ emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnostické(-é) zdravotnicka(-e) pomdcka(-y) uvedena(-€) vyssie je (si) v zhode s prislusnymi ustanoveniami
Nariadenia Europskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v sulade
s Prilohou IV k Nariadeniu IVD a vydéava sa na vyhradnti zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsékrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de tillimpliga
bestimmelserna i Europaparlamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-forordningen och utfardas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalan bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Y&netmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yo6netmeligi Ek IV uyarinca yapilmistir
ve iireticinin miinhasir sorumlulugu altindadir.
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a ABBOTT

Declaration of Conformitlyﬂ

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer's Address:

04T81

Abbott Ireland Diagnostics Division

[Lisnamuck, Longtord, Co. Longford, Ircland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0418120 53989 Total Protein2 Scif-declared
04T8130 53989 Total Protein2 Sclf-declared
Authorized Europecan Not Applicable

~ Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, I.isnamuck, I.ongford, Co.
Longtord, Ircland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex IIT of the IVD Directive and is issucd under the sole

responsibility of the manufacturer.

@)

__fér/wm CJ«A\&)@

Signature: Signature:
Full Name . . Full Name . .
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  Position: Direstor’Reiatony siffalics
Site Quality Head
Date of . 23-0OLT -Jo Date of ) ‘Z 2 ot 2020
Approval: Approval:
Datelssued: 22 - OCr -0 Place Issucd: Abbott Ircland Diagnostics Division,
Lisnamuck, l.ongford, Co. Longtord, Ireland.
Supersedes:  Not Applicable Etfective Date: 2-v0 - A




] Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-08P76, 01R60, 08P77, 08P78-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

;":; ﬁ::;bs;’s DZ:?C% gx?N Names and Description of Devices Classification
08P7640 59238 Alinity c-series ICT Reference Solution | Self-declared
01R6070 56676 Alinity c-series Acid Probe Wash Self-declared
08P7740 56676 Alinity c-series Acid Wash Self-declared
08P7840 58236 Alinity c-series Alkaline Wash Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I} of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: ( : K(’[/ﬁ d Signature: 9 Lias dontind

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 22 Dt’ { 2 0.2 / Date of Approval: 21-Dec-21
Date Issued: .22 Df( QJ—Q[
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 24-Aug-2018

Effective (Date or —
Lot Number): /2{,’ Df( a)l})’




E] ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04U06

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04U0620 53462 Triglyceride2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(name and address)

Longford, Ireland.

Abbott Treland Diagnostics Division, Lisnamuck, Longford, Co.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: A; ,u‘b v (A \ L. Signature:
Full Name . . ‘ Full Name
(printed): Siobban Wright (printed):
Position. Director Quality Assurance/ ~ Position:
Site Quality Head
Date of o U 1o L Date of
Approval: Approval:
Date Issued: A - Jun/- L Place Issued:

Supersedes: Nt Applicable

Effective Date:

Thomas Breslin

Manager Regulatory Affairs

26 -Towk =202

Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

2 —Joré - 202/




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04U09
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland,

List Numbers GMDN Caode

Names and Description of Devices Classification
and Size Code
of Devices
04U0920 53583 Uric Acid2 Self-declared
0410930 53583 Uric Acid2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Aphott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex IIl of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /6@3@@ LS\{(?I/\/ Signature: [é Vi év(,uf/’w«j

Full Name . . Full Name . .

(printed): Siobhan Wright (printed): Lorraine Whitney

Position: Director Quality Assurance/ ~ Position: Director Regalatory Affajrs
Site Quality Head

Date of L§- NOVAO Date of (¢ dov 2020

Approval: Approval:

Date Issued: 'f’ ANV =30

Place Issued: Abbott Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, ireland.
Effective Date: 1€ —NDOV -




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

For and on behalf of BSI: <:~==M \\-uxls\*\ékf

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2024-04-14
Latest Revision Date: 2024-03-26 Expiry Date: 2027-04-13
ohy Page: 1 of 2
et ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of in-
vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2024-03-26

The design, manufacture, supply, servicing and repair of in-
vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2024-04-14
Expiry Date: 2027-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.



Declaration of Conformity helena

Biosciences Europe

HL-7- 0512 DC DOI 2013/08 (4)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5556 Clauss Fibrinogen 50 55997
5556H Clauss Fibrinogen 50 55997

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 05 Aug 2013

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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