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Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

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:
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

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.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+762422&ReIssueDate=12%2f12%2f2022&Template=uk
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a 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

List Number 
and Size Code 

EU Declaration of Conformity 
038074DAL0002FQ 
Alinity c Processing Module 
Class A 

Product and Trade Name 

03R67-01 Alinity c Processing Module 

Manufacturer Abbott Laboratories 
(Name and Address) 1915 Hurd Drive 

Irviniz, 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) Canon Medical Systems Corporation 
(Name and Address) 1385 Shimoishigami, Otawara-Shi 

Tochigi324-8550,Jaoan 
Conformity Assessment Procedure Annex II and III 

GMDNCode EMDNCode 

56676 W0201010108 

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

Kevin Richardson 
Full Name: _______________ _ 

Director, Instrument Quality 
Function: 

Signature: :~:=:::·==/42====· ::L::-============ 
Date of Approval: //- ..4/'1!...1:z. -dt2,) ~ 

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

behalf of: 

Date Issued: // -1:i::/< 1 - c9-e ~ r 
f 2 Septemer 2024 

Supersedes: 
----------------

Amanda Peoples 
Full Name: 

Signature: ~t:;tt2µ--::~~£:::::_J.:::.-&.~rL.~~-

Date of Approval: // - Ape: / - t}--b Q, ~ 

Irving, Texas 
Place Issued: ----------------

Effective (Date J1 .,.... 
or Lot Number): / /- f-±/!r; f - {)-6 :;)._~ 
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name 

BG EC .[lEKJIAPAUHR 3A CbOTBETCTBHE DaJOB UDI-DI Ha11Me110Ba1111e 11a 6a30s UDI-DI 
cs EU PROHLA~ENI O SHODE Zakladni UDI-DI Nazev zakladniho UDI-DI 
DA EU-OVERENSSTEMMELSESERKUERING Grundlreooende UDI-DI Grundlre22ende UDI-D1-navn 
DE EU-KONFORMIT ATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name 
EL t.Hi\ill:H :EYMMOP<l>ill:H:E EE Baouc6 UDI-DI Ovouacria llaoucou UDI-DI 
ES DECLARACION UE DE CONFORMIDAD UDI-Dl Basico Nombre UDI-Dl Basico 
ET Eli vastavusdeklaratsioon Pohi-UDI-Dl Pohi-UDI-Dl nimi 
FR Declaration de confonnite UE IUD-ID de base Norn IUD-ID de base 
HR EU IZJA VA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovno11 UDI-Dl 
HU EU-MEGFELELOSEGI NYILATKOZAT Alanvet<i UDI-Dl Alanvet<i UDI-DI neve 
IT Dichiarazione di confonnita UE UDI-DI di base Nome UDI-DI di base 
LY ES atbilstibas deklaraciia Pamala UDI-DI Pamala UDI-DI nosaukums 
LT ES ATITIKTIES DEKLARACIJA Bazinis UDl-O1 Bazinio UDI-DI navadinimas 
NO EU-samsvarserklrering Grunnle1111ende UDI-DI Grunnle1111ende UDI-Dl-navn 
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-D1 
PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Basico 
RO Declaratia de Confonnitate UE UDI-O1 de bazA Nume UDI-Dl de baz! 
SK EU VYHLASENIE O ZHODE Zakladnv UDI-DI Nazov zakladneho UDI-DI 
SY EU-FORSAKRAN OM OVERENSSTAMMELSE Grundlaooande UDI-D1 Namn o:\ 1mmdlli21mnde UDI-DI 
TR AB Uve:unluk Bevani Temel UDI-DI Temel UDI-DI ismi 

EN rusk Class List Number and Size Code Product and Trade Name 
BG Knac cnopeJl p11cKa KaTan0lKCH H0MCD H K0,!l H8 D83MC08 HMe Ha nn0nvKta 11 TbDroBCK0 118HMCH0B3HIIC 
cs R izikova tfida Katalogove eislo a koncove dvojNsli ureujici Nazev produktu a obchodni nazev 

velikost souoravv 
DA Risikoklasse Bestillin2snummer 02 st0rrelseskode Produkt- 02 varemrerkenavn 
DE Risikoklasse Bestellnummer und GroBencode Produkt- und Handelsname 
EL KarnYooio. 1<:1vouvou Krooucoc ITooY6vtoc Kai Kroo11<:6c :EucrK£U«criru: IT001611 Kat Euxon11<:n Ovouo.oia 
ES Clase de riesgo Numero de referencia v c6di110 de tamaiio Producto v marca comercial 
ET Riskiklass Kataloo11inumber ia suurusekood Toote nimetus ia kaubanimi 
FR Classe de nS(lue Reference Norn de oroduit et de maroue 
HR Klasa rizika Katalo~ki broi i oznaka oakirania Naziv nroizvoda i za~ticeni naziv 
HU Kockazati osztalv Lislaszam es keszletkiszereles-k6d Tennek- es kereskedelmi nev 
IT Classe di rischio Numero di listino e codice fonnato Prodotto e nome commerciale 
LY Riska klase Kataloe:a numurs un izmera kods Produkta nosaukums un tirdzniecibas nosaukums 
LT Rizikos klase Katalo110 numeris ir dvd!io kodas Gaminio ir nrekvbinis navadinimai 
NO Risikoklasse Bestillin11snummer 011 st0rrelseskode Produkt-oe handelsnavn 
PL Klasa rvzvka Numer katalo11owv Nazwa oroduktu i nazwa handlowa 
PT Classe de risco Numero de lista e codie:o de aoresentacao Produto e nome comercial 
RO Clasll de rise Numllr de listii si cod dimensiune Denumirea nrodusului si denumirea comercialll 
SK Rizikova trieda Katal611011e ¢islo Nazov nroduktu a obchodnv nazov 
SY Riskklass Listnummeroch storlekskod Produkt och finnanamn 
TR Risk Sm1f1 Lisle Numaras1 ve Bovut Kodu Oron ve Ticari lsmi 
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EN GMDNCode EMDN Code Manufacturer (Name and Address) Manufacturer SRN 
BG KonGMDN KonEMDN noo113B0.IIHTC/l ( IIMC II aJIDCC l EPH Ha nno113so.1111Tem1 
cs K6dGMDN K6dEMDN Vvrobce (rulzev a adresa\ Jedine re<>istrai!ni i!islo vvrobce 
DA GMDN-kode EMDN-kode Fabrikant lnavn o<> adresse) Fabrikants SRN 
DE GMDN-Code EMDN-Code Hersteller /Name und Adresse\ Hersteller-SRN 
EL Kioo1K6~ GMDN (OvoµatOM>yio. K(J)6tK6~ EMDN (Ovoµarowyia Ko.mcrKwo.oTTI~ (Ovoµa Kat SRN (Mova61K6~ Ap18µ6~ M11rpooou) 

taTOOT&YVOM>YIKOlV 7tOOl6Vt(J)V) tatoon:vvo).oy1i..:6>v 1tool6Vt(J)V) A 1ti>8uvcrn \ Kamcri..:tuacrrri 
ES C6digoGMDN C6digo EMDN Fabricante (nombre y direcci6n) SRN (mimero de registro unico) del 

fabricante 
ET GMDN-kood EMDN-kood Tootia (nimi ia aadress\ Tootia unikaalne re2istreerimisnumber 
FR CodeGMDN CodeEMDN Fabricanl (nom et adresse) Numero d'enregistrement unique du 

fabricant 
HR GMDNkod EMDNkod Proizvodat (naziv i adresa) SRN (iedinstveni registracijski broj) 

nroizvodata 
HU GMDN-k6d EMDN-k6d Gyart6 (nev es cim) Gyart6 egyedi regisztraci6s szama 

(SRN\ 

IT CodiceGMDN CodiceEMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) 
de! fabbricante 

LV GMDN kods EMDNkods Rafotajs (nosaukums un adrese) Rafotaja vienotais registracijas numurs 
IYRN\ 

LT Visuotines medicinos priemoniq Europos medicinos priemonilj Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos 
nomenklatiiros kodas nomenklaturos kodas numeris 

NO GMDN-kode EMDN-kode Produsent (navn o<> adresse) Produsentens SRN 
PL KodGMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny 

Wvrob6w Medycznvch nroducenta 
PT C6digoGMDN C6di20 EMDN Fabricante (Nome e Morada\ Numero unico de ree:isto do fabricante 
RO CodGMDN Cod EMDN Produclttor I nume si ad res a\ SRN nroduca.tor 
SK K6dGMDN K6d EMDN Vvrobca /Nazov a adresa\ Jedine re2istratne tislo (SRN) vyrobcu 
SY GMDN-kod EMDN-kod Tillverkare (namn och adress\ Tillverkarens SRN 
TR GMDNKodu EMDNKodu Oretici (isim ve Adres\ Oretici SRN'si 
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EN Authorized Representative (Name and Address) Authorized Representative SRN Produced by (Site of Manufacture) 
lName and Address) 

BG Ym,JJHOMOIUCH npCJICTaBHTCJI (HMC H SllpeC) EPH 11a ym./lHOMOIUCHIIH npCJ1CT3BHTC/I npoHJBCJICHO OT (MRCTO 118 npOH3B0j\CTBO) (IIMC H 

aJ1nec) 
cs Zolnomocntnv zastuoce (nazev a adresa) Jedine reQ istratni tis lo znlnomocntneho zastunce Vvrobeno /misto vvrobv) /nazev a adresal 
DA Autoriseret repra::sentant (navn og adresse) Autoriseret repra::sentants SRN Produceret af (fabrikationssted) 

(Navn OQ adresse) 
DE Bevollmachtigter (Name und Adresse) SRN des Bevollmiichtigten Hergestellt von (Herstellungsstandon) 

(Name und Adresse) 
EL E!;ouotoOOTl]µtv~ Avmrp60(l)lt0~ (Ovoµo KCU SRN E!;ouo106oniµtvou Avrmpoocimou KciraoK&UU~ercu cin6 (Epyooraoto 1mpC1ywyiJ<;) 

ll.ttu0uvon) (Qvoucmio tcci1 ll.1£il0uvon) 
ES Representante autorizado (nombre y direcci6n) SRN (mimero de registro (mico) del representante Producido por (Lugar de fabricaci6n) (Nombre y 

autorizado direcci6n) 
ET Volitatud esindaia (nimi ia aadress) Volitatud esindaia unikaalne reoistreerimisnumber Tootnud /tootrniskoht) /nimi ia aadress) 
FR Manda ta ire ( nom et adresse) Numero d'enregistrement unique du mandataire Produit par (site de fabrication) 

loom et adresse) 
HR Ovla~teni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovla~tenog Proizvodi (Mjesto proizvodnje) 

zastuonika IN aziv i adresa) 
HU Meghatalmazott kepviselo (nev es cim) Meghatalmazott kepviselo egyedi regisztraci6s Gyan6 (gyanas helye) 

szama<SRN) (nev es cim\ 
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione) 

mandatario / nome e indirizzo) 
LV Pilnvarotais pffrstlivis (nosaukums un adrese) Pilnvaroti! piirstavja vienotais registracijas numurs Ratots (ratoSanas vieta) 

• (VRN) I nosaukums un adrese) 
LT tgaliotasis atstovas (pavadinimas ir adresas) Jgal iotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadini1nas ir 

adresas) 
NO Autorisen representant (navn og adresse) Den autoriserte representantens SRN Produsen av (produksjonssted) 

/navn oa adresse) 
PL Upowat.niony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji) 

uoowai.nionee.o orzedstawiciela /nazwa i adres) 
PT Mandatario (Nome e Morada) Numero unico de registo do mandatario Produzido por(Local de fabrico) 

/Nome e Morada\ 
RO Reorezentant autorizat Cnume si adresff) SRN reorezentant autorizat Produs de catre /locatie oroductie) (nume si adresa) 
SK Autorizovany zastupca (nazov a adresa) Jedine registratne eislo (SRN) autorizovaneho Vyrobene (miesto vyroby) 

zastuncu /nazov a adresa) 
SV Auktoriserad reoresentant ( namn och adress \ Auktoriserad reoresentants SRN Tillverkas av (tillverknine.son) (namn och adress) 
TR Yetkili Temsilci (lsim ve Adres) Yetkili Temsilci SRN'si Oretici (Oretim Tesisi) 

risim ve Ad res) 
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EN Conformitv Assessment Procedure Annex II and Ill Full Name 
BG OpoueJtYpa 38 OUCHk8 Ha Cl,OTBCTCTBHCTO 0PH/10lKCHHC II H III nl,/IHO H8HIIICH0B8Htte 
cs Postup oosuzovani shodv Pfiloha II a Ill Celv nazev 
DA Overensstemmelsesvurderin2sorocedure Bila2 II 02 Ill Fulde navn 
DE Konfonnitiitsbewertun2sverfahren Anhanl! II und III Vollstiindi2er Name 
EL .ti.ia6ucacricz at10Myncrnc crnuu6010won<: naoaornua II Kai Ill m.nonc ovouacria 
ES Procedimiento de evaluacion de la confonnidad Ane,ws II v 111 Nombre comnleto 
ET Vastavushindamismenetlus II ia III lisa Tiiisnimi 
FR Procedure d'evaluation de la confonnite Annei1es II et III Norn cornnlet 
HR Posruoak ocieniivania sukladnosti Prilo<> 11. i III. Puni naziv 
HU Meafele!Oseaertekelesi el ianls II. es III. melleklet Teliesnev 
IT Procedura di valutazione della confonnita A lle2ati II e Ill Nome comnleto 
LV Atbilstibas noverteSanas orocediira II un III oielikums Pilns nosaukums 
LT Atitikties vertinimo orocediira II ir III oriedai Vardas ir oavarde 
NO FramaanasmAte for samsvarsvurderin2 Vedleoo II 02 Ill Fullt navn 
PL Procedura oceny zgodnosci Zalacznik II oraz Ill Imie i nazwisko 
PT Procedimento de avaliacao da confonnidade Anexo II e Ill Nome comnleto 
RO Procedura de evaluare a conformiUUii Anexa II si Ill Numele comnlet 
SK PostuP nosudzovania zhodv Priloha II a Ill Celv nazov 
SV Forfarande for bedomnin2 av overensstiimmelse Bila2a II och Ill Fullstandi2t namn 
TR Uygunluk Dej!erlendirme ProsedOrU Ek II ve Ill Adi Sovad1 

EN Function Sil!ned for. and on behalf of Date Issued 
BG nnl,)!(HOCT no11nHC8HO 38 H OT HIIICTO H8 IlaTa H8 HJ/18B8He 
cs Funkce Podeosano za a imenem Datum vvdani 
DA Funktion Underskrevet for 02 nA ve2ne af Udstedelsesdato 
DE Funktion Unterzeichnet fiir und im Auftra2 von Datum 
EL AtltOUOYiCl Y 11ovoltt0ttat -via Kai tK utoouc tou/mc Hueoounvia tK6ocrnc 
ES Funcion Finnada oor v en nombre de Fecha 
ET Funktsioon Alla kiriutanud lkelle ooolt ia nimen Viiliaandmise kuuoaev 
FR Fonction Si1me oar et au nom de Date d'etablissement 
HR Funkciia Potoisano za i u ime Datum izdavania 
HU Beosztas Alair6 a kOvetkezO kenviseleteben es neveben Kiadas datuma 
IT Funzione Finnato a nome e ner conto di Data di rilascio 
LV Amats Parakstits Sadas oersonas vlirda IzdoSanas datums 
LT Parei20s Subiekto kurio vardu oasiraSoma, oavadinirnas I~davimo data 
NO Funksion Si2nert for, 02 oA ve2ne av Utstedelsesdato 
PL Funkcia Podnisano w imieniu Data wvdania 
PT Funciio Assinado e em nome de Data de emissao 
RO Functia Semnat oentru si in numele Data eliberarii 
SK Funkcia Podoisane za a v mene Datum vvdania 
sv Funktion Undertecknat for och oA un.vlra2 av Datum fcir utfardande 
TR Gorevi Namma ve temsilen imza Diizenlenme Tarihi 
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EN Supersedes Sis,nature Date of Annroval 
BG 3aMCCTBa no.zmttc Ilarn Ha o.no6neHHC 
cs Nahrazuie Podois Datum schvaleni 
DA Erstaner Underskrift Godkendelsesdato 
DE Ersetzt Unterschrift Datum der Genehmil!l.lnl! 
EL Avtum81crt« Yxovnmon Hui:oounvia tv1eo1onc 
ES Sustituye Finna Fecha de anrobaci6n 
ET Asendab Allkiri Heakskiitmise kuuniiev 
FR Annule et remolace Signature Date de l'autorisation 
HR Zamieniuie Potnis Datum odobrenia 
HU Hatalvtalanitia a kl\vetkez6 dokumentumot: Alair.is J6vahaizvas datuma 
IT Sostituisce Finna Data di annrovazione 
LV Aizstai Paraksts AnstinriniiSanas datums 
LT Pakei¢ia ParaSas Patvirtinimo data 
NO Erstaner Si2natur Godkiennin11sdato 
PL Zasteouje Podois Data zatwierdzenia 
PT Substitui Assinatura Data de anrovaciio 
RO Inlocuitor Semnllturli Data aorobllrii 
SK Nahradza Podois Datum schva!enia 
SV Ersiitter Namntecknin11 Datum for 11:odkiinnande 
TR Yerini a!d1!!1 bel2e imza Onav Tarihi 

EN Place Issued Effective <Date or Lot Number) 
BG MllCTO Ha H3.QaBaHe B cm1a 0T/3a <.11aTB mm H0Men Ha nann1J1.a) 
cs Misto vvdani U¢inne od (datum nebo ¢islo Sarfe) 
DA Udstedelsessted Ikrafttra:delse ( dato eller lotnummer) 
DE Ort Giiltie: ab (Datum oder Charaenbezeichnum!) 
EL T611:oc t1eooonc I:t 1rtYi1 <ut6 (Hutoounvia ii ao. 11aoti6nd 
ES Expedida en Efectiva lfecha o numero de lote) 
ET Viiliaandmise koht Joustumine <kuuoiiev voi nartiinumber) 
FR Lieu d'etablissement Entree en vi1!Ueur (date ou numero de lot) 
HR M iesto izdavania Stuoa na sna11:u (datum iii broi seriie\ 
HU Kiadas helve Hatalvbalenes ( datum vagy tetelszam) 
IT Luoe.o di rilascio Valido da < data o numero di !ono) 
LV lzdoSanas vieta Sneka no (datums vai oartiias numurs) 
LT ISdavimo vieta Jsiealioia (data arba oartiios numeris) 
NO Utstedelsessted Gielder fra ( dato ell er lotnummer) 
PL Mieisce wvdania Obowiazuie od (data lub numer nartii) 
PT Local de emissiio Efetividade (Data ou numero de lote) 
RO Locul eliberl!rii Valabilitate (data sau numarul lotului) 
SK Miesto vvdania Utinnost' od , datum alebo ¢is lo Sane\ 
SV Plats for utfardande Verkstallit>t I datum ell er lotnummer) 
TR DilzenlendiAi Yer YUrtlr!Uk <Tarih veva Lot Numaras1) 
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EN We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above confonn with the applicable provisions of the Regulation (EU) 
2017/746 of the European Parliament and of the Council of 5 April 20 I 7 on In Vitro Diagnostic Medical Devices; and additionally confonns applicable 
provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 20 I J 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/J 6/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 resoonsibilitv of the manufacturer. 

BG HHe, .nonynOJlTIHCBHIITe, C HaCTOllll.lOTO .IICKJ1ap11paMe, 'IC ropeon11caHOTO(HTe) Me.llHllHHCKO(II) H3JleJme(ll) 33 IIHBHlpO Jlll8THOCTIIKa OTrOBapll(T) Ha 
npHJJOlKHMHTe punopeJI611 Ha PernaMeHT (EC) 2017/746 H8 EsponeACKH.11 napnaMeHT II Ha C1,seT8 OT 5 anpHn 2017 r. OTHOCHO MCJIHI-IIIHCKIITC H3Jle/1Hll 38 
HHBHlpO JillarHOCTHKa; OCBCH TOBa OITOBapll(T) Ha npHIIOlKHMHTC pa3nOpeJ16H H8 }lHpeKTHBa 2011/65/EC Ha EsponellCKIIH napnaMeHT 11 Ha Cl,BCTa OT 8 IOHH 
2011 r. OTHOCHO orpaHH'lCHHCTO Ha ynorpe6aT3 H8 onpeJieneHH onaCHH BemecTBa B eneKTpll'leCKOTO II eneKlpOHHOTO o6opyneaHe II Ha npHnOlKHMHTC 
pa3nOpeJI6H Ha }lHpeKTIIB8 2006/42/EO Ha EepondiCKllll napnaMeHT 11 Ha C1,eeT8 OT 17 Mail 2006 r. OTHOCHO MaWIIHHTe, 11 38 H3MeHeHHe Ha }l11peKT11Ba 
95/16/EO, K8KTO e lpaHCnOHHpaHa B H8UHOH8RHOTO 38KOH0.118TencTBO Ha .111,plKaBHTC 'lRCHKH. 
T83H neKnapaUHll ce npaBH B CbOTBCTCTBHe C ITpllROlKCHHe IV Ha PernaMeHTa 38 IVD, ITp11ROlKeH11e VI Ha ,llHpeKTIIB8Ta 3a orpaH11'1aBaHe H8 onac1111re 
eemecrna (ROHS) 11 ITDII/IOlKeHHe II Ha LhmeKTIIBaTII OTHOCHO MaWHHIITC H 38 HeliHOTO H3naeaHe OITOBODHOCT HOCH enHHCTBeHO nnoH380.!IHTCJlRT. 

cs My, ni!e podepsanl, timto prohla~ujeme, !e diagnosticky(-e) zdravotnicky(-e) prostredek (prostfedky) in vitro uvedeny(-e) vy~ je (jsou) ve shod! s pi'islu~nymi 
ustanovenimi natizeni Evropskeho parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostredcich in vitro; a ie je (jsou) 
dale ve shodt s pfislu~nymi ustanovenimi smemice Evropskeho parlamentu a Rady 2011/65/EU ze dne 8. fervna 2011 o omezenl pou!ivani ntkterych 
nebezpei!nych latek v elektrickych a elektronickych zafizenich as ptislu~nymi ustanovenimi smemice Evropskeho parlamentu a Rady 2006/42/ES ze dne 17. 
kvetna 2006 o strojnich zal'izenich a o zmtnt smemice 95/16/ES, jak byla provedena ve vnitrostiltnim pravu tlenskych statil. Toto prohlakni je v souladu s 
Pfilohou IV nafizeni IVD, Ptilohou VI smemice ROHS a Pfilohou II smemice o stroinich zatizenich a ie vvdano na vvhradni odoovMnost vyrobce. 

DA Vi, undertegnede, erkla::rer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de ga::ldende 
bestemmelser i Europa-Parlamentets og RAdets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder 
ga::ldende bestemmelser i Europa-Parlamentets og RAdets direktiv 2011/65/EU af8.juni 2011 om begra:nsning afbrugen afvisse farlige Stoffer i elektrisk og 
elektronisk udstyr samt overholder ga::ldende bestemmelser i Europa-Parlamentets og Mdets direktiv 2006/42/EF af 17. maj 2006 om maskiner og a::ndring af 
direktiv 95/1 6/EF, som deter transponeret i medlemsstatemes lovgivning. 
Denne erkla::ring 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, erklaren hiennit, 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 iiber In-vitro-Diagnostika erfiillen und zusatzlich 
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europaischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung 
bestimmter gefahrlicher StofTe in Elektro- und Elektronikgeraten sowie der Richtlinie 2006/42/EG des Europaischen Parlaments und des Rates vom 17. Mai 2006 
iiber Maschinen und zur Anderung der Richtlinie 95/ I 6/EG gemiiB Umsetzung in den Gesetzen der M itgliedsstaaten. 
Diese Erklarung erfolgt gemiiB Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter 
alleinie:er Verantwortune: des Herstellers ause:estellt. 

EL Eµ&i<;, 01 uxoypaq,ovr&<;, 011)..wvouµ& µ& TO xap6v 6n T(l 1tpoavncpEp6µEva. lhayv(J)<JTIKU taTpOTEXVO)..oytKU 1tpo'i6vra auµµopq,6Jvovrm µ& Tl<; ICJXUOU<JEi; OICtTU~El<; 
rou Kovovu;µou (EE) 2017/746 rou Eup(J)1tet'iKou Ko1vol3ou>.iou Km Tou !:uµj3ou)..iou TT(<; 5~1 A11:p1>.tou 2017 axmKa µ&rain vitro 61ayv(J)anKa 1arpot£IV0)..oy1Ktt 
1tpo'i6vta KCtl imia11<; auµµopq,6JVOVTCll µ& TI<; ICJXUOU<Jt<; 15taTa/;El<; ti]<; Ol>'T)'iai; 2011/65/EE TOU Eup(J)ltCtlKOU Ko1voj3ou)..iou KCtl TOU Iuµj3ou?.iou TT(<; 8•• louviou 
2011 O)'.ETlKct µ& touc; !t&p1op1oµouc; <IT!] ;(pl]GIJ auyKEKplµ£V(J)V &mKiv6uvwv OU<Jl(OV crTOV lJUKtptK6 KCtl lJUKTpovtK6 ~O!tAl<Jµ6, Ka86Jc; Kat µ& tl<; ICJXUOU<JEc; 
61at~e11; TT(<; 06'T)'i<l<; 2006/42/EK TOI! EupwxatKOU Kowoj3ou).iou Kill TOU Iuµj3ou?.iou t11<; I TK Maiou 2006 oX&nKa µe rov µ11xavtK6 &~on)..10µ6 Kett TT(V 
rpo11:ono111nK1] Oo11yia 95/16/EK 61t(J)<; aur11 µsraq,tp01JK& crTT( voµoBecria rwv Kpar6Jv µe?.<il11. H 151]}..(J)<JIJ etuTT) yivet<lt auµ<p(J)va µ& to ITapaprqµa IV rou 
Kavov1oµou IVD, TO n<lpUptlJµa VI TT(<; 0o'T)'iac; ROHS KOi TO ITapapr11µa II TIJ<; Oo11yiac; yta tov µl]XOvtK6 &~011:).1crµ6 KCtl &Koi6trat µ& mtotltt<JTIICl] &U8tiVIJ 
TOU KOTO<JK&UCt<JTJ1. 

ES Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagn6stico in vitro descrito(s) anterionnente cumple(n) las 
disposiciones aplicables de! reglamento (U E) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagn6stico 
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 utilizaci6n de deterrninadas sustancias peligrosas en aparatos electricos y electr6nicos, 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 !eyes 
de los Estados Miembros. 
Esta declaraci6n se realiza en confonnidad con el Anexo IV de! Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es 
emitida bajo Ia exclusiva resoonsabilidad del fabricante. 

ET Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja noukogu 5. aprilli 2017. aasta 
maiiruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele siitetele ning lisaks vastab see kohaldatavatele satetele Euroopa 
Parlamendija noukogu 8.juuni 201 I. aasta direktiivis 2011/65/EL(teatavale ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes)ja 
Euroopa Parlamendija noukogu direktiivis 2006/42/EO, 17. mai 2006, mis kasitleb masinaidja millega muudetakse direktiivi 95/16/EU, nagu see on iile voetud 
liikmesriikide seadustesse. 
See deklaratsioon on koostatud vastavalt IVD maiiruse IV lisale, ROHS direktiivi VI lisale ia masinadirektiivi II lisale nin2 see on valia antud tootia vastutusel. 

FR Nous soussigne(e)s, declarons par la presente que le(s) dispositifls) medical(aux) de diagnostic in vitro indique(s) ci-dessus est/sont confonne(s) aux dispositions 
applicables du Reglement (UE) 2017/746 du Parlement europeen et du Conseil du 5 avril 2017 relatif aux dispositifs medicaux de diagnostic in vitro, aux 
dispositions applicables de la Directive 2011/65/UE du Parlement europeen et du Conseil du 8 juin 2011 relative a la limitation de l'utilisation de certaines 
substances dangereuses dans les equipements electriques et electroniques, aux dispositions applicables de la Directive 2006/42/CE ~u Parlement europeen et du 
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/ l 6/CE, telles que transposees dans le droit national des Etats membres. Cette 
declaration est etablie confonnementa ('Annexe IV du Reglement DIV, a ('Annexe VI de la Directive ROHS ainsi qu'a I' Annexe II de la Directive Machines 
sous la seule resoonsabilite du fabricant. 

HR Mi, nik 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 Vijeca od 5. travnja 2017. o in virro dijagnosti¢kim 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 elektroni¢koj opremi, te primjenjivim 
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijeca od 17. svibnja 2006. o strojevima umjenjujuci Direktivu 95/16/EZ kako je preto¢eno u zakone 
dmiva ¢lanica. 
Ovaje izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod iskljutivom 
ode.ovomo~cu oroizvoda¢a. 

HU Alulirottak ezennel kijelentjuk, hogy a fent leirt in vitro orvostechnikai eszkoz(ok) megfelel(nek) az Eur6pai Parlament es a Tanacs in vitro diagnosztikai 
orvostechnikai eszkozokrol sz616 (EU) 2017/746(2017. aprilis 5.) rendelete vonatkoz6 rendelkezeseit; tovabba az Europai Parlament es a Tanacs egyes veszelyes 
anyagok elektromos es elektronikus berendezesekben val6 alkalmazasanak korlatozasar61sz6162011/65/EU (201 I. junius 8.) iranyelve (Ro HS iranyelv) 
vonatkoz6 rendelkezeseit; valamint az Eur6pai Parlament es a Tamlcs a gepekrol es a 95/16/EK iranyelv m6dosftasar61sz6162006/42/EK (2006. majus 17.) 
iranyelve vonatkoz6 rendelkezeseit a tagallamok jogrendjebe at!llteto rendelkezeseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellekleteben, a Ro HS 
irllnvelv VI. mellekleteben es a e:eoekrol sz616 iranvelv II. mellekleteben foglalt elliinlsoknak es a 17Vart6 kizar6la"os felelosse~e alanian kerlllt kiadasra. 
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EN We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above confonn 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 confo1T11s 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 I 7 May 2006 on 
machineiy, and amending Directive 95/16/EC as transposed into the laws of the member states. 
This declaration is made in accordance with Annel\ IV of the !VD Regulation, Annel\ VI of the ROHS Directive, and Annel\ II of the Machineiy Directive and is 
issued under the sole resoonsibilitv of the manufacturer. 

IT Noi, i sottoscritti, con la presente dichiariamo che il(i} dispositivo(i) medico-diagnostico(i} in vitro sopra descritto(i} e(sono} confonne(i) alle disposizioni 
applicabili de! regolamento (UE} 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in 1•itro; e(sono) 
inoltre conforme(i) alle disposizioni applicabili della direniva 2011/65/UE del Parlamento europeo e del Consiglio dell'S 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 direniva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa 
dichiarazione e redatta in conformita all'allegato IV de! regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed e 
rilasciata sotto la resoonsabilita esclusiva del fabbricante. 

LV M~s, apakSa parakstijuSies, ar So pazil)ojam, ka iepriekS aprakstita(-s) in vitro diagnostikas mediciniska(-s} ierice(-es) atbilst Eiropas Parlamenta un Padomes 
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemerojamajilm prasiblim par in vitro diagnostikas mediciniskiim iericl!m un papildus prasibam, kas noteiktas 
Eiropas Parlamenta un Padomes DirektMi 2011 /65/ES (2011. gada 8. jiinijs) par da!u bistamu vielu izmantoSanas ierobezoSanu elektrisklis un elektroniskils 
iekartas un Eiropas Parlamenta un Padomes DirektMi 2006/42/EK (2006. gada 17. maijs) par maSiniim, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta 
dalibvalstu tiesibu aktos. 
~i deklaracija ir sagatavota saskaQii. ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maSiniim II pielikumu un par izdoSanu atbild 
vieniei razotllis. 

LT Mes, toliau pasiraSiusieji (-iusiosios}, pareiSkiame, kad ankS¢iau mineta (-os) in vitro diagnostikos medicinos priemone (-es) atitinka 2017 m. balandzio 5 d. 
Europos Parlamento ir Taiybos reglamento (ES) 2017/746 del in vitro diagnostikos medicinos priemoniq taikytinas nuostatas; taip patji Uos) atitinka 2011 m. 
birzelio 8 d. Europos Parlamento ir Taiybos direktyvos 2011/65/ES del tam tikl'l! pavojinglj med1iagq naudojimo elektros ir elektronineje jrangoje apribojimo 
taikomas nuostatas ir 2006 m. geguzes 17 d. Europos Parlamento ir Taiybos direktyvos 2006/42/EB del maSinq, iS dalies keiciancios Direktyv1195/16/EB, 
taikomas nuostatas, perkeltas j valstybiq narilJ teises aktus. 
~i deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir MaSinlj direktyvos II priedu ir yra iSduodama tik gamintojo 
atsakomvbe. 

NO Vi, undertegnede, erkla:rer herved at utstyret til in vitro-diagnostikk som er anf0rt ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments• og 
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr ti! in vitro-diagnostikk, og ytterligere ovemolder 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 tit 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 erkla:ringen 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 oswiadczamy, ze wymieniony(-e) powyzej wyr6b(wyroby) medyczny(-e) do diagnostyki in vitro spelnia(-j:i) odpowiednie 
wymagania Rozpot"Z4dzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietoia 2017 r. w sprawie wyrob6w medycznych do diagnostyki in vitro, 
a pooadto wymagania Dyrektywy 20 I I /65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych 
niebezpieczoych substancji w sprzc;cie elektrycznym i elektronicznym, Oyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w 
sprawie maszyn, zmieniajqcej Dyrektywi; 95/16/WE, w spos6b, w jaki zostaly one wdrozone do ustawodawstwa panstw czlonkowskich. 
Niniejsza deklaracja zostala sporz11dzona zgodnie z Zal11cznikiem IV Rozpomidzenia IVDR, Zal11cznikiem VI Dyrektywy ROHS oraz Zah1cznikiem II 
Dvrektvwv Maszvnowei i wvdana na wvlaczna odpowiedzialnosc producenta. 

PT Nos, abail\o assinados, declaramos que os dispositivos medicos para diagn6stico in l'ilro descritos acima estiio em conformidade com as disposi,;oes aplicaveis do 
Regulamento (UE) 2017/746 do Parlamento Europeu e do Cooselho, de 5 de abril de 2017, relativo aos dispositivos medicos para diagn6stico in vitro; e 
adicionalmente, em conformidade com as disposi,;oes aplicaveis da Diretiva 201 1/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a 
restri,;ao do uso de detenoinadas substancias perigosas em equipamentos eletricos e eletr6nicos, e com as disposi,;oes 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 declara9iio e feita de acordo com o Aneito IV do Regulamento IVD, o Anello VI da Diretiva ROHS e o Anello II da Diretiva relativa as Maquinas e e emitida 
sob a exclusiva resoonsabilidade do fabricante. 

RO Subsemnatii, declaram ca. dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sun! confonne cu dispoziliile aplicabile din 
Regulamentul (UE} 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, lo 
plus, respect!!. dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 20 I I privind restrictia utilizarii anumitor 
substante periculoase in echipamentele electrice ~i 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 confonnitate cu anexa IV la Regulamentul !VD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub 
responsabilitatea exclusiva a producatorului. 

SK My, dolupodpisani, tymto vyhlasujeme, ie dia~nosticka(-e} zdravotnicka(-e) pomocka(-y) in vitro uvedena(-e) vysSie je (su) v zhode s prisluSnymi ustanoveniami 
Nariadenia Eur6pskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagn_ostickych zdravotnickych pomockach in vitro; ate je (su) d'alej v zhode 
s prisluSnymi ustanoveniami Smemice Eur6pskeho parlamentu a Rady 2011/65/EU z 8.juna 2011 o obmedzeni pouiivania u~itych nebezpecnych latok 
v elektrickych a elektronickych zariadeniach as prislufaymi ustanoveniami Smemice Eur6pskeho parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych 
zariadeniach a o zmene a doplneni Smemice 95/16/ES tak, ako boli transponovane do zakonov ¢1enskych ~tatov. Toto vyhlasenieje v sulade s Prilohou IV 
k Nariadeniu IVD, Prilohou VI k Smemici ROHS a Prilohou II k Smemici o stroiovvch zariadeniach a vvdava sa na vvhradnu zodpovednost' vvrobcu. 

SY Vi, undertecknade, f6rsakrar harmed alt den eller de medicintekniska produkter for in 1•itro-diagnostik som beskrivs ovan overensstiimmer med de tilliimpliga 
bestiimmelsema i Europaparlamentets och radets fcirordniog (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter f6r in vitro-diagnostik samt liven 
overensstiimmer med de tilllimpliga bestlimmelsema i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begriinsning av anvlindning av 
vissa farliga limnen i elektrisk och elektronisk utrustning samt med de tilliimpliga bestlimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17 
maj 2006 om maskineroch om iindring av direktiv 95/16/EG (omarbetning) som infcirlivats i medlemsstatemas lagstiftning. 
Denna forslikran gors i eolighet med bilaga IV till IVD-f6rordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utfardas under 
tillverkarens enskilda ansvar. 

TR Biz, asag1da imzalan bulunan, yukanda belirtilen in vitro diagnostik tibbi cihazlarm, 2017/746 say1h Avrupa Parlamentosu (AB) Y0netmeligi ile 5 Nisan 2017 
tarihli In Vitro Diagnostik T1bbi Cihazlar Konseyinin ilgili hUkClmlerine uygun oldugunu ve aynca elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin 
kullammmm smirlandmlmasma iliskin 8 Haziran 201 I tarihli Konseyin ve 2011/65/EU say1h Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere 
iliskin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC say1h Avrupa Parlamentosu Direktifinin ilgili h0k0mlerine ve 0ye devlet yasalarma aktanlan 95/16/EC 
say1h ek Direktife uygun oldugunu beyan ederiz. 
Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyannca yap1lm1shr ve 0reticioin monhas1r sorumlulugu altmda 
vavmlanm1st1r 
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*Alinity PRO is available with the Alinity ci-series and Alinity s. 2

YOUR VISION. OUR INNOVATION. 
DESIGNED FOR YOU, BY YOU.
Alinity is Abbott’s next generation of systems that span key laboratory disciplines and are designed to simplify 
diagnostics and help you deliver results that drive better patient outcomes. 

With Alinity, critical interactions between individuals, systems and informatics are streamlined, enabling you to 
redefine performance in your laboratory and your institution.

RESOURCEFUL ADVOCATES
Expert teams take a holistic, 

enterprise-level view to develop 
personalized solutions for  

your lab.

INTELLIGENT INSIGHTS
A suite of professional  

services, supported by informatics 
enablers, unlocks intelligent 

insights from your valuable data.

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

HARMONIZED SYSTEMS
A harmonized family of innovative 
systems, assays, informatics and 
automation solutions streamlines 

your lab operations.

MOLECULAR

INFORMATICS POINT OF CARE

Alinity m

Alinity PRO* i/STAT Alinity

Alinity s
CORE LABORATORY TRANSFUSION

Alinity ci-series & Alinity h-series



3333

ALINITY.  
YOUR TOTAL LABORATORY SOLUTION, 
DESIGNED TO DELIVER:

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.

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.**

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.

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.

ALINITY.  
YOUR TOTAL LABORATORY SOLUTION, 
DESIGNED TO DELIVER:

**Alinity m track connectivity is not yet available.
***As compared to ARCHITECT i2000 and ARCHITECT c8000.







SEAMLESS SCALABILITY THAT ADAPTS TO 
CHANGING LABORATORY VOLUMES

FLEXIBILITY

6

Alinity ci-series

INTEGRATE UP TO FOUR 
MODULES IN VARYING 
COMBINATIONS

•  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 systems, up 
to 1  configurations, all 
controlled by a single
system control module.
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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.

INNOVATIVE ENGINEERING FOR  
MAXIMUM THROUGHPUT AND CAPACITY

OPERATIONAL PRODUCTIVITY

PERFORM MORE TESTS 
PER SQUARE METER***

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

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 i2000 and ARCHITECT c8000.
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QUALITY ASSAY PERFORMANCE BUILT ON 
PROVEN TECHNOLOGY AND DESIGN

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

THE VALUE OF PROVEN TECHNOLOGY

CONFIDENCE

CHEMIFLEX 

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

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 diNerential 
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

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

Ab
so

rb
an

ce

Photometric ReadsS R1 R2

FlexRate
Rea d Time

Main Read Time

For i llustration purposes. Not actual result data.

Sample Interference Indices

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

HEMOLYSIS

ICTERUS
NADH

LIPEMIA

1010

No Biotin Interference

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









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.

Clinical
Chemistry

Alinity c

Immunoassay
Alinity i

Point of Care
i-STAT Alinity

Transfusion
Alinity s

Hematology
Alinity hs
Alinity hq

Informatics
Alinity PRO

Molecular
Alinity m

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.

*Alinity hs and Alinity m are in development and not commercially available. For illustrative purposes only.2





Clinical Chemistry

Integrated Clinical Chemistry 
and Immunoassay

Immunoassay

Standardize operations in your lab and across your network through 
common intuitive processes across systems.

KEY FEATURES

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

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

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

COMMON USER EXPERIENCE

SCALABLE SYSTEMS

MAXIMUM THROUGHPUT IN A SMALLER FOOTPRINT

QUALITY ASSAY PERFORMANCE

UNIFORMITY

FLEXIBILITY

OPERATIONAL  
PRODUCTIVITY

CONFIDENCE

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.

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 e�ciency, 
making today’s high-performing laboratories run at their best, today and into the future.
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PERFORM MORE TESTS PER SQUARE METER
Even when faced with limited space and resources, 
Alinity can more eMciently and eNectively 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. 

INTEGRATE UP TO FOUR* MODULES IN VARYING COMBINATIONS.

*LIn development and not commercially available. For illustrative purposes only.

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 oNers 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.

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.
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PRIORITY SAMPLE 
PROCESSING DEDICATED 

PRETREATMENT  
PATH

ONBOARD  
CALIBRATORS  
AND CONTROLS

SYSTEM 
CONTROL 
MODULE

INCREASED LOAD-UP 
CAPACITY

REAGENT AND 
SAMPLE 
MANAGER

ERROR-PROOF  
REAGENT 
LOADING

SYSTEM  
SOFTWARE

CONTINUOUS 
ACCESS TO 
REAGENTS AND 
SUPPLIES

ALINITY CI-SERIES

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

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.
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DESIGNED TO SHARE REAGENTS BETWEEN SYSTEMS AND REDUCE WASTE. 

 ¥  Reduce waste and inventory management by enabling staN to seamlessly transfer  
inventory between systems. 

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

 ¥  Remote dashboard capabilities  
enable staN to capitalize on system  
“walkaway time” via immediate  
notifications.

“PLAN MY DAY” – CHECKLISTS

 ¥   Forward-looking “Plan My Day”  
checklists help minimize interruptions.
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