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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DAL0003ES
Basic UD1-DI Name: Alinity ci-series Sample Cups
Risk Class: Class A

List I?Iumber Product and Trade Name GMDN Code EMDN Code

and Size Code
01R3801 Alinity ci-series Sample Cups 56676 Ww0201020185

Manufacturer
(Name and Address)

Abbott L aboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

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

Nypro Chicago
955 Tri-State Parkway
Gurnee, IL 60031 USA

Conformity Assessment Procedure

Annex II and ITI

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 II of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.
Full Name: Thomas Creel Full Name:
Sr. Director, Instrument and Automation
Function: = ' - Function:
Signature: B Signature:
Date of Approval: / 4 /U Y4 90 AN Date of Approval:

Signed for, and on  Abbott Laboratories, 1915 Hurd Drive,

behalf of:

Irving, TX 75038 USA

Amanda Peoples

Projegt Manager, Regulatory Affairs

D srde Fr.onl

'/iL MNov 90'21

Date Issued

Supersedes: (] September 2022

Place Issued:
Effective (Date
or Lot Number):

Irving, Texas

14 fMlov 2272







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

BG | Kog GMDN Koxg EMDN [ponzpaguTen (HMe M ajpec) EPH Ha UpoHIgogHTIA

CS Kéd GMDN Ké6d EMDN Vyrobog (ndzev a adresa) Jediné repistraini &islo virobee

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrkanis 8RN

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

EL Kadwdg GMDN (Ovoparoloyic | Kawduwdg EMDN (Ovopatoroyio Kataokevaomis (Ovopa xau SRN (Movadwdg ApiBudc Mntphov)

1OTPOTEYVOAOYIKDV TLPOIdVTIOV) 10 TPOTEYVOAOYIKDY TPOWBVIOV) Argubovan) Kotaokeouot

ES Cédigo GMDN Codigo EMDN Fabricante (nombre y direccidn) SRN (numero de registro tnico) del
fabricante

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

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

HR | GMDN kod EMDN kod Proizvodag (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodada

HU | GMDN-kod EMDN-koéd Gyartd (név és cim) Gyart6 egyedi regisziricios szama
(SRN)

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

LV | GMDN kods EMDN kods Ra¥otajs (nosaukums un adrese) RaZotaja vienotais registracijas numurs
(VRN)

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

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent {navn g adresse) Produsentens 8RN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobow Medycznych producenta

PT Cédigo GMDN Cadigo ENMDN Fabricante {Nome e Morada) Niimero tnico de repisto do fabricante

RO | Cod GMDN Cod EMDN Producitor inume $i adresa) SRN producitor

SK K6d GMDN K6d EMDN Vyrobea (Ndsov a adresa) Jediné registracné &islo (SRN) vwwrobcu

SV | GMDN-kod EMDN-kod Tillverkare {namn och adress} Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (sim ve Adres) Uretici SR si



















End of form





