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By Royal Charter

Certificate of Registration

Digitally signed by Ceaicovschi Tudor
Date: 2025.09.11 17:32:57 EEST

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015 Location: Moldam ="

MOLDOVA EUROPEANA

This is to certify that: Abbott Laboratories
1915 Hurd Drive
Irving
Texas
75038
USA

Holds Certificate Number: FM 762425

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, development, manufacture, distribution and refurbishment of in vitro
diagnostic analyzers for immunoassay and clinical chemistry systems used in the
diagnosis, management, and detection of cancer, autoimmune status, cardiac
markers, pregnancy, endocrine disorders, and for therapeutic drug monitoring.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 2019-12-18 Effective Date: 2022-12-18
Latest Revision Date: 2022-12-16 Expiry Date: 2025-12-17
b Page: 1 of 1
A ..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, 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.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Abbott Laboratories
1915 Hurd Drive
Irving
Texas
75038
USA

Holds Certificate Number: MD 762422

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

Design, development, manufacture, distribution and refurbishment of in vitro diagnostic
analyzers for immunoassay and clinical chemistry systems used in the diagnosis, management,
and detection of cancer, autoimmune status, cardiac markers, pregnancy, endocrine disorders,
and for therapeutic drug monitoring.

For and on behalf of BSI: q‘n-c\*-&— \\&xxﬁs\*\ér

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2022-06-13 Effective Date: 2022-12-18
Latest Revision Date: 2022-12-12 Expiry Date: 2025-12-17
& Page: 1 of 1
e ..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, 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.
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

oy A8

By Royal Charter

This is to certify that: Abbott Laboratories
1915 Hurd Drive
Irving
Texas
75038
USA

Facility ID Number: F005921

Holds Certificate No: MDSAP 762409

The company listed on this certificate has been audited to and found to conform with ISO 13485:2016 including the
following country specific requirements:

Australia: Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) - Full
Quality Assurance Procedure

Brazil: RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC ANVISA n. 67/2009

Canada: Medical Devices Regulations - Part 1 - SOR 98/282

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68, PMD Act

USA: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts A to D

Please see scope page.

For and on behalf of BSI: QM \WAF

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2019-12-18  Effective Date: 2022-12-18 Expiry Date: 2025-12-17

Page: 1 of 2
MDSAP|
MEDICAL DEVICE SINGLE AUDIT PROGRAM . g™
BSI Group America Inc. is an MDSAP recognised auditing organization mak|ng exce”ence a hablt

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Certificate No: MDSAP 762409

Registered Scope:

Design, Development, Manufacture, Refurbishment, and Distribution of In Vitro Diagnostic Medical Devices
for Immunoassay and Clinical Chemistry Systems. Design and Manufacture of In Vitro Diagnostic Medical
Devices used in the Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac
Markers, Endocrine Disorders, and for Therapeutic Drug Monitoring.

Original Registration Date: 2019-12-18  Effective Date: 2022-12-18 Expiry Date: 2025-12-17

Page: 2 of 2

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO00ZFQ
Basic UDI-DI Name: Alinity ¢ Processing Module
Risk Class: Class A
List lqumber Product and Trade Name GMDN Code EMDN Code
and Size Code
03R67-01 Alinity ¢ Processing Module 56676 W0201010108
Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, Texas 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott, GmbH
(Name and Address) | Max-Planck-Ring 2

65205 Wiesbaden

Authorized Representative SRN

DE-AR-000009457

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

Canon Medical Systems Corporation
1385 Shimoishigami, Otawara-Shi

Tochigi 324-8550, Japan

Conformity Assessment Procedure | Annex II and II1

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

Kevin Richardson Amanda Peoples
Full Name: Full Name:
Director, Instrument Quality ch?atory Affairs Project Manager
Function: 7 - Function:
Signature: %a./ /@v Signature: \M
4 " .t

A
Date of Approval: é - ﬂ‘g —%2 < Date of Approval: / / - /Ax—or, / = Q-OQ £
f

Abbott Laboratories, 1915 Hurd Drive,
Signed for,and on Irving, TX 75038 USA

behalf of:

Irving, Texas

Date Issued: / / = ,A/O(‘; / - c9~6 a2t Place Issued:

12 September 2024 Effective (Date

Supersedes: or Lot Number):

/1~ April - 2028
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKAAPALHMA 3A CbOTBETCTBHE Bazoe UDI-DI Haumenoeanwne Ha fasoe UDI-DI

CS EU PROHLASENI O SHCDE Zakladni UDI-DI Nazev zdkladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLAERING Grundlzggende UDI-DI Grundlzggende UDI-DI-navn

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

EL AHAQEZH EYMMOPOQEHE EE Boaiké UDI-DI Ovopecia feouwon UDI-DI

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

ET ELIi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-D1 nimi

FR Déclaration de conformité UE 1UD-1D de base Nom IUD-1D de base

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

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

1T Dichiarazione di conformita UE UDI-DI di base Nome UDI-D1 di base

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

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

NO EU-samsvarserklzring Grunnleggende UDI-DI Grunnleggende UDI-Dl-navn

PL DEKLARACJIA ZGODNOSCI UE Kod Basic UDE-DI Nazwa kodu Basic UDI-DI

PT DECLARACAQ UE DE CONFORMIDADE UDI-DI bdsico Nome UDI-DI Basico

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

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Néazov zakladného UDI-D1

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn p4 grundldggande UDI-DI

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

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

BG | Knac cnopen pucka KartanoxeHn HoMep 1 KOJ Ha pasmepa VimMe Ha NpOAYKTA ¥ THPIOBCKO HAHMEHOBAHHE

CS | Rizikové tfida Katalogoveé tislo a koncové dvojdisli urdujici Nazev produktu a obchodni nazev
velikost soupravy

DA | Risikoklasse Bestillingsnumimner og sterrelseskode Produkt- og varemzrkenavn

DE | Risikoklasse Bestellnummer und Griiencode Produki- und Handelsname

EL Karnyopic kivdivou Kwdikoc INMpoidvioc ko Kmdikde Tvoksvasiog [1poidv kar Epropikiy Ovopacia

ES Clase de riesgo Numero de referencia y codigo de tamaiio Producto v inarca coinetcial

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 zadticeni naziv

HU Kockdzati 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 izm&ra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klas¢ Katalogo numeris ir dydio kodas Gaminio ir prekybinis pavadinimai

NO | Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produkiu i nazwa handlowa

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

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

SK | Rizikovd trieda Katalogové gislo Nizov produktu a obchodny nazov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Siifi Liste Numaras1 ve Boyut Kodu Urtin ve Ticari {smi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN

BG | Kon GMDN Kon EMDN MpowssoanTen (1Me ¥ aapec) EPH Ha npou3soanTens

CS | Kéd GMDN Kod EMDN Virobce {nazev a adresa) Jediné registraéni &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 | Kodikdég GMDN (Ovopatoroyie | Kodiwkég EMDN (Ovopatoioyia Kataokevaotic (Ovoua kot SRN (Movadikés ApBuse Mytphou)

10T POTEYVOROYLKOY TPOIOVIWY) IRTPOTEYVOAOYIKOV RPOIdVIWY) Aigibovan) Kotaokeuasti

ES | Codigo GMDN Codigo EMDN Fabricante (nombre y direccién} SRN (nimero 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 Proizvodat (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodala

HU | GMDN-kdd EMDN-kéd Gyértd (név és cim) Gyand egyedi regisziricids szama
(SRN)

T Codice GMDN Codice EMDN Fabbricante (nome e 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 priemoniy | Euwropos 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 nurner rejestracyjny
Wyrobow Medycznych producenta

PT | Cédigo GMDN Codigo EMDN Fabricante {Nome ¢ Morada) Numero unico de registo do fabricante

RO | Cod GMDN Cod EMDN Produciitor {(nume §i adresai} SRN producator

SK | Kéd GMDN Koéd EMDN Vyrobea (Nazov a adresa) Jediné registracné 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
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EN

Authorized Representative (Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)
BG | YnenHoMOWEH NpeacTaBHTEN (HME W anpec) EPH Ha ymBIHOMOIIEHHA NPEACTABHTEN MMpouzBeacHE OT (MACTO Ha NPOMIBOJCTBO) (HME H
anpec)
CS Zplnomocnény zéstupce (nazev a adresa) Jediné registratni &islo zplnomocnéného zéstupce Vyrobeno (misto vyroby) {nazev a adresa)
DA | Autoriseret reprzsentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
{Navn og adresse}
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | Efovsiodomuévos Avrimpdconog (Ovopa ko SRN Efovcwodotnuévou Aviinposinon Kotookeudleto and (Epyogtdoio mapaywyic)
Awvduven) (Ovopuoio kat Awibuvon)
ES Representante autorizado (nombre y direccion) SRN {mimero de registro unico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccién)
ET Volitatud esindaja {nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ia 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) ovladtenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazoit képviseld (név és cim) Meghatalmazott képvisels egyedi regisztracits Gyard (gyands helye)
szama (SRN) (név és cim}
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodoito da (sito di fabbricazione)
mandatario {nome e indirizzo)
LV | Pilnvarotais pirstavis (nosaukums un adrese) Pilnvarotd parstavja vienotais registricijas numurs RaZots (raZo%anas vieta)
{VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir adresas) [galiotojo 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 | Mandatirio (Nome e Morada) Numero Unico de registo do mandatério Produzido por{Local de fabrico)
(Nome ¢ Morada)
RO | Reprezentant autorizat (nume 5i adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume §i adress)
SK | Autorizovany zastupca (nézov a adresa) Jediné registra&né &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)
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EN Conformity Assessment Procedure Annex 1§ and II1 Full Name

BG [Tpoueaypa 3a OLEHKA HA CHOTBETCTBHETD Mpunoxenue 11 n 111 [TLAHO HAUMEHOBAHKE
CS Postup posuzovini shody Priloha I a 111 Cely nizev

DA | Overensstemmelsesvurderingsprocedure Bilag 1l og 111 Fulde navn

DE Konformitétsbewertungsverfahren Anhang Il und 11 Vollstindiger Name
EL | Awdikooio afoléynong ouppdpypoc [Mapdprnpa 11 e il [Tipng ovopasio
ES Procedimiento de evaluacion de la conformidad Anexos I y 11 Nombre completo
ET Vastavushindamismenetlus 1t ja [1I lisa Téisnimi

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

HR | Postupak ocjenjivanja sukladnosti Prilog i1. i I1I. Puni naziv

HU | Megfeleloségértékelési eljaras 11. és 111. melléklet Teljes név

m Procedura di valutazione della conformita Allegati 1l e IIT Nome completo

LV | Atbilstibas novErt&ianas procediira {1 un I1I pielikums Pilns nosaukums

LT | Atitikties vertinimo procediira 1L ir [1I priedai Vardas ir pavardé
NO | Framgangsmite for samsvarsvurdering Vedlegg Il og 111 Fullt navn

PL Procedura oceny zgodnosci Zatacznik 11 oraz Il1 Imig i nazwisko

PT Procedimento de avaliacio da conformidade Anexollelll Nome completo

RO | Procedurd de evaluare a conformitdiii Anexa il si lll Numele complet

SK Postup posudzovania zhody Priloha !l a 111 Cely ndzov

SV | Férfarande for beddmning av dverensstaimmelse Bilaga 11 och 1lI Fullstindigt namn
TR Uygunluk Degerlendirme Prosediiri Ek Il ve II1 Adi Soyadi

EN | Function Signed for, and on behalf of Date Issued

BG AntxHocT [TonnHCAHO 34 W OT HMETO Ha Jlata Ha HidaBaHe
Cs Funkce Podepsino za a jménem Datum vydéni

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE | Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Asgitovpyia Y roypageton Y10 Kt £k HEPOUS TOW TG Huepopnvia £xboog
ES Funcion Firmada por, y en nombre de Fecha

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

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

LY Amats Parakstits §adas personas virda Izdo3anas datumns
LT Pareigos Subjekto, kurio vardu pasiraioma, pavadinimas I3davimo data

NQO | Funksjon Signert for, og pd vegne av Ultstedelsesdato

PL Funkeja Podpisano w imieniu Data wydania

PT Fungdo Assinado e em nome de Data de emissio

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Diatum vydania

sV Funktion Undertecknat fér och pa 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 [Noanuc Jlata Ha onobpeHHe
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikatiotd Yroypagq Hyepopnvic éyxpiong
ES Sustituye Fitma Fecha de aprobacién
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de 'autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kdvetkezd dokumentumot: Aldiras Jévahagyds datuma
IT Sostituisce Firma Data di approvazione
LV Aizstdj Paraksts Apstiprina§anas datums
LT Pakeitia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO | Inlocuitor Semniiturd Data aprobirii

SK Nahradza Podpis Ditum schvilenia

SV | Ersétter Namnteckning Datum for godkénnande
TR | Yerini aldigs belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MecTo Ha M3naBaHe B cuna 01/3a {0aTa HAN HOMEP Ha NapTyaa)

CS Misto vydani Uginné od (datum nebo Zislo Sar¥e)

DA | Udstedelsessted lkrafttredelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Ténoe éxboone Y& 1570 ano (Huspopnvia 1 ap. napridec)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Viljaandmise koht Joustumine (kuupdev v5i 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 Hatdlybalépés (datum vagy tételszéim)

IT Lucgo di rilascio Valido da {data o numero di lotto)

LV IzdoSanas vieta Spéeka no (datums vai partijas numurs)

LT 13davimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gijelder fra {dato eller lotnummer)

PL Migjsce wydania Obowigzuje od (data lub numer partii)

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

RO | Locul eliberirii Valabilitate (data sau numarul lotului}

SK Miesto vydania Utinnost' od (datum alebo &islo SarZe)

SV Plats for utfirdande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Y iritrlaik {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 § April 2017 on In Vitro Diagnostic Medical Devices; and additionally conforms applicable
provisions of Directive 201 1/65/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 Parfiament and of the Council of 17 May 2006 on
machinery, and amending Directive 95/16/EC as transposed into the laws of the member siates.

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, ACNYNOATHCAHNTE, ¢ HACTOALIOTO ASKNAPHPAME, H€ FOPEOTIHCAHOTO(HTE) MEARUMHCKO(1) H3TenNe(R) 32 HHBHTPO IMATHOCTHKA OTTORAPA(T) Ha
NpHAOWHMHTE pasnopentiu Ha Pernament (EC) 2017/746 na Esponefickna napnament 1 Ha CuBeTa 0T 5 anpun 2017 r. 0THOCHO MEIMLIMHCKHTE H3IENHA 38
HHBHTPO AMArHOCTHKA, OCBEH TOBA OTTORAPA({T) HA NPUIOKMMHTE paznopeadn Ha dupektusa 201 1/65/EC na Esponefickna napaamenT ¥ 1a Cheeta ot 8 1onn
2011 r. OTHOCHO OTPAHMYEHHETO Ha YNIOTPeGaTa HA ONPEAENEHH ONACHH BELIECTRA B eNEKTPHYECKOTO H ENEKTPOHHOTE 060pYIBAHE 1 HA NPHIIOKHMHUTE
pasnopentu Ha Jlupextuea 2006/42/EQ Ha EpponelickHa napnaMent ¥ Ha CeeeTa 0T 17 Maii 2006 I'. OTHOCHC M3lIHHHUTE, H 32 H3MEHEHHE Ha JlupekTrBa
95/16/EQ, xaKkTo & TPaHCMOHHPAHA B HALMOHANTHOTO 3AKOHOAATENCTEO HA AbPHKABUTE YNICHKH.

Ta3u Aeknapauus ce NpasH B COTBETCTBHE ¢ [Ipunoxenne IV va Pernamenta 3a IVD, MNMpunoxenue VI va JiupextHpaTa 3a OrpaHHYaBaHE HA ONACHHTE
gewectsa (ROHS) u Tpunoxenne 11 Ha JIHDEKTHBATA OTHOCHO MAIMHHETE M 38 HEAHOTO H3NABAHE OTIOBOPHOCT HOCH EAWHCTBEHO NPOHIBOAHTENAT,

CS

My, niZe podepsani, timto prohladujeme, e diagnosticky(-é) zdravotnicky(-¢) prostfedek (prostiedky) in vitro uvedeny(-&) vy3e je (jsou} ve shodg s prisludnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitro; a Ze je (jsou)
déle ve shodé s pfisludnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. tervna 2011 o omezeni pouzivani nekterych
nebezpeénych litek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvEtna 2006 o strojnich zaFizenich a o zmen& sm&mice 95/16/ES, jak byla provedena ve vnitrostatnim pravu Elenskych stati. Toto prohléfeni je v souladu s
Piilohou IV natizent [VD, Pfilohou VI sm&mice ROHS a Ptilohou Il sm&mice o strojnich zafizenich a je vydano na vyhradni odpovédnest vyobcee.

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 Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
gzldende bestemmelser i Europa-Parlamentets og RAdets direktiv 201 1/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geldende bestemmelser | Europa-Parlamentets og Réidets direktiv 2006/42/EF af 17, maj 2006 om maskiner og zndring af
direktiv 95/16/EF, som det er transponeret i medlemsstatemes lovgivning,

Denne erklering afgives i overensstemmelse med [VD-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 Europaischen Parlaments und des Rates vom 5. April 2017 tiber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 201 1/65/EU des Europiischen Parlamenis und des Rates vom 8. Juni 2011 zur Beschrinkung der Verwendung
bestimmter gefahrlicher Stoffe in Elekiro- und Elektronikgeriiten sowie der Richtlinie 2006/42/EG des Européischen Parlaments und des Rates vom 17. Mai 2006
{iber Maschinen und zur Anderung der Richtlinie 95/16/EG gemaf Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklirung erfolgt gemafy Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang 1l der Maschinen-Richtlinie und wird unter
alleiniger Veraniwortung des Herstellers ausgestellt.

EL

Epeic, 01 vroyplupovies, SnphOvoups g 1o Topév 6T1 Ta TPORVAPEPOpEVE SITYVEOTIKG ICTPOTEXVOAOYIKE TPOTOVTO COPUOPPAVOVTOL KE TIg 1GbovoEs Surdle
1ov Kavovicuo (EE) 2017/746 tov Evpenaikod KeweBovriov kat tov Zuppovkiov tng 5™ Azxpriiov 2017 oxemkd pe 1ot in vitro SleyvacTik@ atpoteyvoloyikd
TPOtéVTY ke EMiGNg CupNOpEOVOVIAL PE TIC 1oYbovsEeg StatdEeig tng Odnyiag 2011/65/EE tov Evpmraixod Kowofovkiow ket tov ZupPovkiov tng 8™ lovviov
2011 OyETIRG PE TOUE MEPIOPISROVE GTN LPAGY CUYKEKPIUEVEV ETIKIVOUVOY OVCLOV GTOV AEKTPIKG Ko Rhektpoviké eSomMspd, kabhg kal e Tig ioybovseg
SuwerdEere g Obnylag 2006/42/EK tov Evpunaixot Kowvofoukiow ko tov Zupfoviiov g 1 7% Maiov 2006 oxemik@ pe Tov pnyovikd sorhopd kot my
tpononommikh Odnyie 95/16/EK dmwg auth peragépbnke ot vopobesia tov kpatév peidv. H Siwon avni yiveral stppova pe o Maphprapa IV tov

Kavovigpob [VD, o Mopaprpa VI g Odnyiag ROHS xat to Mapépmpa 11 tng Odnyiog yia tov pyaviké sbomhaopd ko exdidetan pe aroxhactikn evbivn
TOY KUTEOKEVOOTH.

ES

Nosotros, los abajo firmantes, por la presente declaramos que el{los) producto(s) sanitario(s) para diagnéstico in vitre 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; 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 utilizacién 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 V1de la Directiva ROHS y Anexo I1 de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

Meie, allakifjutanud, kinnitame, et eespool kitjeldatud /n vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
midruse (EL) 2017/746 (m vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja noukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elekiroonikaseadmetes) ja
Eurocpa 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 maaruse 1V lisale, ROHS direktiivi VI lisale ja masinadirektiivi [l 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 Réglement {UE) 2017/746 du Parlement evropéen 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 4 la limitation de 1'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 I’ Annexe IV du Réglement DIV, & I' Annexe V1 de la Directive ROHS ainsi qu’a 1’ Annexe 11 de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, ni¥e potpisani, ovim putem izjavljujemo da su gore navedeni in virro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeéa od 5. travnja 2017. o in vitro dijagnostitkim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeéa od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektricnoj i elektronitkoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjuju¢i Direktivu 95/16/EZ kako je pretoteno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV, Uredbe IVD, Prilogom V1. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod iskljugivomn
odgovomodcu proizvodada,

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(5k) megfelel(nek) az Eurdpai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokrd! 52616 (EU) 2017/746 (2017. 4prilis 5.) rendelete vonatkozé rendelkezéseit; tovabbd az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos és elektronikus berendezésekben vald atkalmazasanak korlatozasardl sz616 2011/65/EU (2011. jinius 8.) irdnyelve (RoHS irdnyelv)
vonatkozé rendelkezéseit; valamint az Eurdpai Parlament és a Tandcs a gépekrdl és a 95/16/EK irdnyelv modositasarsl sz6l6 2006/42/EK (2006. méjus 17.)
iranyelve vonatkozd rendelkezéseit a tagallamok jogrendjébe atiiltetd rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV, mellékletében, a RoHS
iranyelv V1. mellékletében és a gépekrdl sz616 iranyelv 11. mellékletében foglalt elirdsoknak, és a gydn6 kizdrolagos feleldssége alapjan keritt kiaddsra.
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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 [n 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 [V of the [VD Regulation, Annex V[ of the ROHS Directive, and Annex 11 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 vitre sopra descritto(i) é(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; é(sono)
inoltre conforme(i) alle disposizioni applicabiii 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
¢ del Consiglio del 17 maggio 2006 relativa alle macchine ¢ che modifica a direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione € redatta in conformita all'allegato 1V del regolamento 1VD, all'allegato V1 della direttiva ROHS e all'allegato 11 della direttiva macchine ed é
rilasciata sotto la responsabilitd esclusiva del fabbricante.

LV

M&s, apak3a parakstijusies, ar 3o pazinojam, ka iepriek$ aprakstita(-s) in vitro diagnostikas medictniska(-s) ierfce(-es) atbilst Eiropas Parlamenta un Padoimes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem€rojamajam prasibdm par in vitro diagnostikas mediciniskdim ieric€m un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. jlinijs) par dazu bistamu vielu izmanto$anas ierobezosanu elektriskis un elektroniskas
iekanas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par ma$inim, un ar kuru groza Direktivu 95/16/EK, ki 1a ieviesta
daltbvalstu tiestbu aktos.

&1 deklaracija ir sagatavota saskand ar 1VD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par ma3indm Il pielikumu un par izdofanu atbild
vienigi razotdjs.

LT

Mes, toliau pasiradiusieji (-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 vitre diagnostikes medicinos priemoniy taikytinas nuostatas, faip pat ji (jos) atitinka 2011 m,
birZelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagu naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél maginy, i§ dalies keigiangios Direktyvg 95/16/EB,
taikomas nuostatas, perkelias | valstybiy nariy teisés akius.

$i deklaracija yra parengta vadovaujantis IVD reglamento 1V priedn, ROHS ditektyvos VI priedu ir Maginy direktyvos 11 priedu ir yra i¥duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklarer herved at utstyret ul in vitro-diagnostikk som er anfart ovenfor, er 1 samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere ovetholder gjeldende bestemmelser i
Europaparlaments- og ridsdirektiv 2011/65/EU av 8. juni 201 | om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og ridsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklzringen er wtarbeidet i overensstemmelse med vedlegg [V i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym odwiadczamy, ze wymieniony(-¢) powyZzej wyrob(wyroby) medyczay(-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 wyrobdw medycznych do diagnostyki in vitro,
a ponadio wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
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 cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zalacznikiemn IV Rozporzadzenia IVDR, Zalgeznikiem VI Dyrektywy ROHS oraz Zatacznikiem 11
Dyrektywy Maszynowej i wydana na wylgczng odpowiedzialno$é producenta.

Nés, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico ir vitro descritos acima estdio em conformidade com as disposicdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos pam diagndstico in vitre; e
adicionalmente, em conformidade com as disposi¢es aplicaveis da Diretiva 201 1/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa d
restricio do uso de determinadas substincias perigosas em equipamentos elétricos e eletrbnicos, e com as disposicdes aplicdveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre indquinas e que allera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragdo ¢ feita de acordo com ¢ Anexe IV do Regulamento IVD, o Anexo V1 da Diretiva ROHS ¢ o Anexo II da Diretiva relativa &s Maquinas e € emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declarim c dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispoziiile aplicabile din
Regulamentul {UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in viteo, i, in
plus, respectd dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind resirictia utilizirii 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 medificarea Directivei 95/16/CE, transpusi in legile statelor membre.

Prezenta declaratie este emisdl in conformitate cu anexa 1V la Regulamentul IVD, anexa VI la Directiva ROHS si anexa Il la Directiva utilajelor 51 este emisa sub
responsabilitatea exclusiva a producitorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticki(-€) zdravotnicka(-¢) pomécka(-y) in vitro uvedena(-é) vy3iie je (si) v zhode s prisludnymi ustanoveniami
Nariadenia Eurépského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a ze je (su} dalej v zhode

s prisludnymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. juna 2011 o obinedzeni pouZivania uritych nebezpeénych latok

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

k Naradeniu IVD, Prilohou VI k Smemici ROHS a Prilohou IT k Smemici 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 dverensstimmer med de tillimpliga
bestimmelserna i Europapariamentets och ridets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
Hverensstammer med de tillimpliga bestimmelserna i Evropaparlamentets och ridets 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 bestimimelserna i Europaparlamentets och rddets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om éndring av direktiv 95/16/EG {omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsiikran gors i enlighet med bilaga IV till IVD-forordningen, bilaga V1 till ROHS-direktivet samt bilaga II till maskindirektivet och utfirdas under
tillverkarens enskilda ansvar.

TR

Biz, agagida imzalan bulunan, yukarida belirtifen in vitro diagnostik tibbi cihazlann, 2017/746 sayili Avrupa Parlamentosu (AB} Yonetmeligi ile 5 Nisan 2017
tarihli in Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hitkiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullamimimin simrlandinimasina iligkin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayih Avrupa Parlamentosu Direktifinin ilgili hitkiumlerine, makinelere
iligkin 17 Mayis 2006 tarihli Konseyin ve 2006/42/EC sayily Avrupa Parlamentosu Direktifinin ilgili hikimlerine ve ttye devlet yasalarina aktarilan 95/16/EC
sayili ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek 1V, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyannca yapilmigtir ve tireticinin miinhasir sorumlulugu altinda
yaymlanmigtic
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HARMONIZED SYSTEMS

CLINICAL CHEMISTRY,
IMMUNOASSAY AND INTEG RATED




INFORMATICS POINT OF CARE

Alinity PRO* i-STAT Alinity

Achieve measurably better healthcare performance with our personalized solutions consisting

of our resourceful advocates, harmonized systems and intelligent insights.

RESOURCEFUL ADVOCATES HARMONIZED SYSTEMS INTELLIGENT INSIGHTS

Expert teams take a holistic, A harmonized family of innovative A suite of professional
enterprise-level view to develop systems, assays, informatics and services, supported by informatics
personalized solutions for automation solutions streamlines enablers, unlocks intelligent

your lab. your lab operations. insights from your valuable data.

2 *Alinity PRO is available with the Alinity ci-series and Alinity s.




ALINITY.

YOUR TOTAL LABORATORY SOLUTION,

DESIGNED TO DELIVER:

Iy

UNIFORMITY

Standardize operations in your lab and across

your network through common intuitive

processes across systems.

- Intuitive, user-driven design simplifies touch
points and interactions.

- Easy-to-use graphic user interface with
common software and iconography provides a
consistent experience.

N

OPERATIONAL PRODUCTIVITY

Utilize your laboratory’s space to its fullest
potential with compact systems that
provide more tests per square meter.

- Increased sample and reagent load-up
capacity means more tests per square
meter for maximized throughput,

resulting in a compact footprint.***

- Continuous reagent access maintains
uptime without interruption to tests in
progress
for greater operational productivity.

**Alinity m track connectivity is not yet available.

***As compared to ARCHITECT 2000 and ARCHITECT ¢8000.

>3

FLEXIBILITY

Discover flexible solutions that help you adapt to
the day-to-day and long-term unpredictability
of changing lab volumes.

- Scalable design allows for module additions
and system reconfiguration as needs change
with growing testing volumes.

- Multiple track-connectivity options
provide open, customized automation for
third-party systems to connect multiple
departments across the lab and network.™

CONFIDENCE

Have confidence in the results you deliver to
physicians through proven technology and
assay design.

- Error-proof design and proven
technology provides accurate results
across platforms.

- Assay harmonization to Clinical and
Laboratory Standards Institute
guidelines ensures clear performance
parameter definitions.



CLINICAL CHEMISTRY, IMMUNOASSAY
AND INTEGRATED SYSTEMS TO
TRANSFORM YOUR LABORATORY

The Alinity ci-series consists of compact, scalable systems to maximize throughput and efficiency,

making today’s high-perferming laboratories run at their best, today and into the future.

Alinity c Alinity i

Clinical Chemistry Immunoassay

Alinity ci-series
Integrated Clinical Chemistry
and Immunoassay




IMPROVE OPERATIONS ACROSS PLATFORMS
WITH C

With an emphasis on user-driven design, the Alinity ci-series offers an intuitive and universal experience with other

Alinity systems, so your staff can easily transition from one system to the next.

USER-DRIVEN DESIGN

Loading samples, prioritizing STATS, replacing reagent cartridges and bulk solutions and utilizing the user interface

arejust a few of the critical interactions that are consistent across systems.
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THAT ADAPTS TO
CHANGING LABORATORY VOLUMES

Alinity

INTEGRATE UP TO FOUR
MODULES IN VARYING
| COMBINATIONS

o The flexible and scalable
Allinity ci-series offers
increased throughput and

. } capacity, allowing you to
easily add modules as your
volume grows, without
replacing your current

P
- + Integrate up to four

modules of multiple

clinical chemistry and
immunoassay systems, up

to 14 configurations, all
controlled by a single
system control module.
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/d \ OPERATIONAL PRODUCTIVITY

INNOVATIVE ENGINEERING FOR
MAXIMUM THROUGHPUT AND CAPACITY

In today’s uncertain environment, labs need to be able to quickly adapt to daily changes, as well as plan for the
long term to ensure consistent delivery of services.

PERFORM MORE TESTS
PER SQUARE METER** THoH Aoyl

Even when faced with limited

space and resources, Alinity
can more efficiently and

effectively process 5
Alinity ©

increased volumes in
a compact footprint.

i

Innovative engineering,
combined with the space-
saving design of the Alinity

ci-series, which stacks

reagent storage and sample

processing areas, increases

throughput without

compromising space.

***As compared to ARCHITECT 2000 and ARCHITECT ¢8000.
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ALINITY CI-SERIES

Simplify and streamline interactions with systems thoughtfu“y designed around the way you work.

The Allinity ci-series offers innovative user-driven design with powerful features that deliver uniformity,

flexibility, operational productivity and confidence.

SYSTEM SOFTWARE

PRIORITY SAMPLE DEDICATED PRETREATMENT PATH
PROCESSING

REAGENT AND
SAMPLE MANAGER
CONTINUOUS
ACCESSTO
REAGENTS

AND SUPPLIES

Alinity « Alinity |

ERROR-PROOF
REAGENT LOADING

WO
wlil

1

I

ONBOARD CALIBRATORS SYSTEM CONTROL INCREASED LOAD-UP
AND CONTROLS MODULE CAPACITY



BUILT ON
PROVEN TECHNOLOGY AND DESIGN

You face pressure every day to provide accurate and timely results. Our broad menu
of differentiated assays delivers consistent, commutable results across platforms.

THE VALUE OF PROVEN TECHNOLOGY

ICT Module

Asingle simple-to-install,
integrated chip generates Na+,
K+ and Cl- results with CVs of
1% or less. Each module delivers

60,000 determinations, and

maintenance is automated.

SmartWash Technology

SmartWash technology prevents
clinically significant sample-to-
sample carryover (< 0.1 ppm)
and eliminates the need for
additional consumables.

CHEMIFLEX

A refined chemiluminescence-
detection technology with flexible
assay protocols, combined with
optimized assay design, provides
enhanced assay performance.

No Biotin Interference

Assays designed without
streptavidin capture method.
Ensures accuracy of results and

timely analysis.

Clot and Bubble Detection

Sample pressure differential
technology can detect bubbles,
foam and clots to confirm sample

integrity and aspiration accuracy.

FlexRate

FlexRate extends the linear
ranges of enzyme assays for
better first-time results and
fewer repeats.

Sample Interference Indices

Measurement of hemolysis,
icterus and lipemia levels reduces
the risk of reporting incorrect
results due to interference.
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Alinity rro

INFORMATICS?

CENTRALIZED MANAGEMENT
ACROSS YOUR ALINITY SYSTEMS

Together with your Alinity systems, Alinity PRO is designed to fully maximize your systems’ potential.
Alinity PRO software works with Alinity systems to enhance operational productivity throughout

your network, allowing for easier and consolidated system monitoring anytime, anywhere.

Consolidated Real-time Dashboards

» Remote dashboard capabilities enable staff
to capitalize on system walkaway time via

immediate notifications.

“Plan My Day” Checklists
. Forward-looking “Plan My Day“ checklists

help minimize planned downtime.

Real-time Mobile Notifications’

- Management of alert preferences is simplified
through Dn/ogtoggle switches, allowing
customization of what information staff receives
to efficiently explore date and identify problems.

SHARE REAGENTS BETWEEN
SYSTEMS AND REDUCE WASTE

- Reduce waste and inventory
management by enabling staff
to seamlessly transfer inventory

between systems.

*Alinity PRQO is available with the Alinity-ci series and Alinity s.
TMobile notifications are currently supported for Android™ devices using the Chrome™ browser.




Alinity ci-series

YOUR PERSONALIZED SOLUTION — ALINITY

SIMPLIFYING DIAGNOSTICS AND
REDEFINING LABORATORY PERFORMANCE

Achieve measurably better healthcare performance with our personalized solutions, consisting of our
resourceful advocates, harmonized systems and intelligent insights.

to develop personalized




Alinity

ci-series

ALINITY | Clinical Chemistry | Immunoassay | Hematology | Transfusion | Molecular | Point of Care | Professional Services

HARMONIZED SYSTEMS

Clinical chemistry, immunoassay
and integrated systems to transform

your laboratory.

CHOOSE TRANSFORMATION

Achieve measurably better healthcare performance

ABBOTTDIAGNOSTICS.com/ALINITY




Your vision. Our innovation.
Designed for you, by you.’

Alinity is Abbott’s next generation of systems, across key laboratory disciplines, designed to simplify
diagnostics and help you deliver results that drive better patient outcomes. With Alinity, critical
interactions between individuals, systems and information are streamlined, enabling you to redefine

performance in your laboratory and your institution.

s

Clinical
Chemistry

Alinity ¢

$ ALY

-

Immunoassay

Informatics
Alinity PRO

Alinity i

i =
Hematology

Alinity hs
Alinity hq

Point of Care
i-STAT Alinity

.

Molecular
Alinity m

Transfusion
Alinity s

Alinity

Alignment | Innovation | Unity

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.

*Alinity hs and Alinity m are in development and not commercially available. For illustrative purposes only.



Alinity. Your total lab solution,
designed to deliver:’

L2 UNIFORMITY

Standardize operations across your

lab and network, and optimize your
limited resources.

® User-driven design
@ Intuitive user experience

® Easy-to-use graphic user interface

OPERATIONAL
ré\ PRODUCTIVITY

Address limited space and increasing demand
with increased throughput and capacity.

® Maximized throughput in a compact
footprint

@ Increased sample and reagent
load-up capacity

® Continuous reagent access

*Alinity hs and Alinity m are in development and not commercially available.

x: FLEXIBILITY

Adapt to day-to-day and long-term
unpredictability of changing lab volumes.

@® Scalable design

® Multiple track-connectivity options

Open informatics and automation

n] CONFIDENCE

Provide consistent high-quality service to

physicians, and reduce waste.

Error-proof design elements that
safeguard against erroneous results

High-quality assays with proven
technology and design
Assay harmonization to CLSI

guidelines, ensuring clear performance
parameter definitions

HARMONIZED SYSTEMS
ACROSS ALL KEY
LABORATORY DISCIPLINES

Alinit1__| ci-series
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ALINITY CI-SERIES

Introducing clinical chemistry, immunoassay and
integrated systems to transform your laboratory

The Alinity ci-series consists of compact, scalable systems to maximize throughput and efficiency,
making today’s high-performing laboratories run at their best, today and into the future.

Alinity ¢ Alinity i
Clinical Chemistry Immunoassay
Alinitt__l ci-series
Integrated Clinical Chemistry
and Immunoassay
KEY FEATURES

COMMON USER EXPERIENCE

‘% Standardize operations in your lab and across your network through
common intuitive processes across systems.
SCALABLE SYSTEMS

P Discover flexible solutions that help you adapt to the day-to-day

N and long-term unpredictability of changing lab volumes.
MAXIMUM THROUGHPUT IN A SMALLER FOOTPRINT

ﬂ\ OPERATIONAL Utilize your laboratory’s space to its fullest potential with compact

PRODUCTIVITY systems that provide more tests per square meter.
QUALITY ASSAY PERFORMANCE

Have confidence in the results you deliver with proven technology
‘t and assay design.

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.



& \ COMMON USER EXPERIENCE
Standardize operations across
your laboratory and network.”

With an emphasis on user-driven design, the Alinity ci-series offers an intuitive and universal
experience with other Alinity systems, so your staff can easily transition from one system to the next.

USER-DRIVEN DESIGN

® Loading samples and reagents, prioritizing
STATsS, replacing solutions, and utilizing the
user interface are just a few of the critical in-
teractions that are consistent across systems.

Alinity ci-series
Integrated Clinical Chemistry and Immunoassay

Alinity h-series Alinity s
Hematology Blood and Plasma
Screening

Alinitg ci-series

*Alinity hs and Alinity m are in development and not commercially available. For illustrative purposes only. 5



x’, (d\ SCALABILITY AND MAXIMIZED THROUGHPUT

Realize the full potential of your existing resources,
optimizing your performance, now and in the future.

In today’s uncertain environment, labs need to be able to quickly adapt to daily changes, as well as plan
for the long-term to ensure consistent delivery of services.

The flexible and scalable Alinity ci-series offers increased throughput and capacity, allowing you to
easily add modules as your volume grows, without replacing your current systems. Integrate up to
four” modules of multiple clinical chemistry and immunoassay combinations, all controlled by a single
system control module.

Alinity ci-series  INTEGRATE UP TO FOUR* MODULES IN VARYING COMBINATIONS.

PERFORM MORE TESTS PER SQUARE METER

Even when faced with limited space and resources,
Alinity can more efficiently and effectively process
increased volumes in a compact footprint.

Innovative engineering, combined with the
Alinity ci-series space-saving design, which stacks
reagent storage and sample processing areas,
increases throughput without compromising space.

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.

6 *In development and not commercially available. For illustrative purposes only.



Qf' | QUALITY ASSAY PERFORMANCE
Greater confidence for your lab operations

You face pressure every day to provide accurate and timely
results. Our broad menu of differentiated assays delivers
consistent, commutable results across platforms that may
improve clinical decision making and patient outcomes.

® Alinity ci-series assays are harmonized to Clinical
and Laboratory Standards Institute (CLSI) guidelines, ensu-
ring clear performance parameter definitions.

THE VALUE OF PROVEN TECHNOLOGY

ICT MODULE

A single simple-to-install, integrated
chip generates Na+, K+ and Cl- results
with CVs of 1% or less. Each module
delivers 60,000 determinations, and
maintenance is automated.

CLOT AND BUBBLE DETECTION

Sample pressure differential
technology can detect bubbles, foam,
and clots to confirm sample integrity
and aspiration accuracy.

SMARTWASH TECHNOLOGY

SmartWash technology prevents
clinically significant sample-to-
sample carryover (<0.1 ppm) and
eliminates the need for additional
consumables.

FLEXRATE

Extends the linear ranges of
enzyme assays for better first-time
results and fewer repeats.

CHEMIFLEX

A refined chemiluminescence-
detection technology with flexible
assay protocols, combined with
optimized assay design, provides
enhanced assay performance.

SAMPLE INTERFERENCE
INDICES

Measurement of hemolysis, icterus
and lipemia levels reduces the risk of
reporting incorrect results due

to interference.

Alinitg ci-series

7



ALINITY CI-SERIES
Faster. Simpler. Smarter.
Simplify and streamline interactions with systems thoughtfully designed around the way you work.

SYSTEM
SOFTWARE

PRIORITY SAMPLE

REAGENT AND PROCESSING DEDICATED
SAMPLE PRETREATMENT
MANAGER PATH

nlinifg o

ERROR-PROOF CONTINUOUS
REAGENT ACCESSTO
LOADING REAGENTS AND
SUPPLIES
ONBOARD SYSTEM INCREASED LOAD-UP
CALIBRATORS CONTROL CAPACITY
AND CONTROLS MODULE

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.



ALINITY CI-SERIES

Thoughtfully designed around
the way you work

SYSTEM
SOFTWARE

Seamlessly work across
systems with common,
intuitive, easy-to-use software.

DEDICATED
PRETREATMENT PATH

A dedicated pretreatment
path allows continuous
processing of routine and
STAT immunoassays without
compromise to turnaround
times.

CONTINUOUS

ACCESS TO REAGENTS

AND SUPPLIES

Continually load and unload
supplies, no need to stop or pause
the system. Load on the fly while
the system continues to run.

INCREASED

LOAD-UP CAPACITY

Load up to 150 samples and
up to 70 clinical chemistry
or 47 immunoassay reagents
per module.

The Alinity ci-series offers innovative user-driven design with powerful features that deliver
uniformity, flexibility, operational productivity and confidence.

PRIORITY SAMPLE
PROCESSING
Flexible options prioritize

the most critical samples
based on your workflow.

REAGENT AND

SAMPLE MANAGER

Deliver samples, reagents and
other solutions to any module
with a single random-access
robotic transport system
without compromising STATs

ERROR-PROOF
REAGENT LOADING
Prevent reagent mix-ups,
retesting and probe crashes
with built-in safeguards.

ONBOARD CALIBRATORS

AND CONTROLS

Load bar-coded calibrators and
controls at any time, store them
on the system, and automatically
run them at user-defined intervals.

SYSTEM CONTROL MODULE

Control all modules of an integrated
system from a single control unit

Alinitl__l ci-series
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INFORMATICS

Centralized management across your
Alinity systems

Together with your Alinity systems, Alinity PRO is designed to fully maximize your systems’ potential.
Alinity PRO software works with Alinity systems to enhance operational productivity throughout
your network, allowing for easier and consolidated system monitoring anytime, anywhere.

Designed with:

CONSOLIDATED REAL-TIME
DASHBOARDS
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® Remote dashboard capabilities

RS

enable staff to capitalize on system
“walkaway time” via immediate ' L T
notifications.

“PLAN MY DAY” - CHECKLISTS
® Torward-looking “Plan My Day”

checklists help minimize interruptions.

Alinity rro

DESIGNED TO SHARE REAGENTS BETWEEN SYSTEMS AND REDUCE WASTE.

® Reduce waste and inventory management by enabling staff to seamlessly transfer
inventory between systems.

10



ABBOTT DIAGNOSTICS

Achieve measurably better healthcare
performance with our personalized solutions.

We’ve reengineered our entire organization to support you and your changing needs,
helping you achieve measurably better healthcare performance with our personalized solutions:

RESOURCEFUL ADVOCATES HARMONIZED SYSTEMS W

Expert teams take a holistic, A harmonized family of A suite of professional

enterprise-level view innovative systems, assays, services, supported by

to develop personalized informatics and automation informatics enablers,

solutions for your lab. solutions streamlines your unlocks intelligent insights
lab operations. from your valuable data.

HARMONIZED SYSTEMS

A unified, holistic family of systems delivering
unprecedented integration”

Clinical
Chemistry
Alinity ¢

Immunoassay
Alinity |

Informatics
Alinity PRO

& UNIFORMITY across the laboratory

- FI.EX‘IBILIT-Yto adapttoa
wNap  changing environment

ﬂ\ OPERATIONAL PRODUCTIVITY

to improve performance and workflow

Hematology
Alinity hs
Alinity hq

Point of Care
I-STAT Alinity

Transfusion
Alinity s

Molecular
Alinity m

CONFIDENCE
41'

in systems and performance

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE. AI i n itg ci-series

*Alinity hs and Alinity m are in development and not commercially available. 11



YOUR PERSONALIZED SOLUTION

Choose tomorrow’s approach today.
Alinity ci-series adapts to your laboratory’s
needs, allowing you to achieve measurably
better healthcare performance.

Alinity

ci-series

O
MIX &%
Paper from mm:.‘
responsible sources

FSC

CHOOSE TRANSFORMATION

Achieve measurably better healthcare performance

ABBOTTDIAGNOSTICS.com/ALINITY

Alinity, Alinity ei-series, Alinity c, Alinity 1, Alinity h-series, Alinity hs, Alinity hq,
Alinity s, Alinity m, i-STAT Alinity, Alinity PRO, FlexRate, SmartWash, CHEMIFLEX
and Choose Transformation are trademarks of Abbott Laboratories in various jurisdictions.

@© 2017 Abbott Laboratories. ADD-00058926_EN Alinity ci-serie brochure Aug 2017
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