






















a ABBOrr 

Declaration of Conformity 

Certificate Identification: 04T81 
Legal Mnnufacturcr's Nnme: Abbott Ireland Diagnostics Division 
Legal Manufncturer's Address: Lismunuck, Longford, Co. Longford, Ircl,md. 

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

of Devices 

04T8120 53989 Tot.ul Pro\ein2 Self-declared 

04T8130 53989 Total Protein2 Self-declared 

Authorized European Not Applicable 
Representative (name and address) 
Storage of technical documentution Abbott Ireland Diagnostics Division, Lisnmnuck, Longford, Co. 
(name and address) Longford, Ireland. 
Harmonized Standards Listed in the Technical Documentation 

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing 
the CE marking, conform with the applicable provisions of the EC Directive 98n9/EC of the European 
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the laws of the member states. 

This decl11r11tion is made in accordance with Annex ill of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: 
Full Name 
(printed): 
Position: 

_g,� �8Lv-
Siobhan Wright

Director Quality Assurance/ 

Site Quality Heud 

Date of J.;). - O Cf -J-::> 

Approval: 

Date Issued: d-d · 0 V -cl.:)

Supersede.s: Not Applicable 

Signature: 
Full Name 
(printed): 
Position: 

�f"ra,;U!_ U;JNZ-:J
Lorraine Whitney 

Director Regulatory Affairs 

Date of 12 Ol.,.-r 20? 0 
Approval: 

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

"'I "l � 0 {'-<, - �� 
Effective Date: 0'4" v1 o<r' 







































































2J 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity ci-series Sample Cups 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

01R3801 Alinity ci-series Sample Cups 56676 

Manufacturer Abbott Laboratories 
(Name and Address) I 915 Hurd Drive 

Irving, TX 75038 USA 
Manufacturer SRN US-MF-000017777 

Authorized Representative AbbottGmbH 
(Name and Address) Max-Planck-Ring 2 

65205 Wiesbaden, Gennanv 
Authorized Representative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Nypro Chicago 
(Name and Address) 955 Tri-State Parkway 

Gurnee, IL 60031 USA 
Conformity Assessment Procedure Annex II and III 

EMDNCode 

W0201020 185 

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above confonn with the applicable 
provisions of the Regulation (EU) 201717 46 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 20 l l /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 
Sr. Director, Instrument and Automation 

Function: 

~ C(u} Signature: - U}?U, 

Date of Approval: L 1- Noll df);)..?-.. 
Signed for, and on Abbott Laboratories, 1915 Hurd Drive, 

behalf of: Irving, TX 75038 USA 

Date Issued: ?-- J./) - /11LV0>-, fX' (. - / 
Supersedes: 01 September 2022 

Full Name: Amanda Peoples 

Function: 

~~ Signature: 

Date of Approval: I 1- /1Joll .9o ?- <:l_. 

Place Issued: Irving, Texas 
Effective (Date 

or Lot Number): 



a 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity Reagent Replacement Caps 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

04R4701 Alinity Reagent Replacement Caps 56676 

Manufacturer Abbott Laboratories 
(Name and Address) 1915 Hurd Drive 

lrvin11.. TX 75038 USA 
Manufacturer SRN US-MF-0000177 77 

Authorized Representative AbbottGmbH 
(Name and Address) Max-Planck-Ring 2 

65205 Wiesbaden, Germany 
Authorized Reoresentative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Abbott Laboratories 
(Name and Address) Abbott Park, IL 60064 USA 

Conformitv Assessment Procedure Annex II and III 

EMDNCode 

W0201020185 

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 /7 46 of the European Parliament and of the Council of 5 Ap1il 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 
Sr. Director, Instrument and Automation 

:.::: ~ CrnJ 
Date of Approval: / 1 f\J {) II {)-c d' ?-
Signed for, and on Abbott Laboratories, 1915 Hurd Drive, 

behalf of: Irving, TX 7 5038 USA 

Date Issued: /5-- /1.,l ,- ,,. /4 .?-_ 

Supersedes: 02 September 2022 

Full Name: Amanda Peoples 

Date of Approval: _..,_/_1-_,____._N--=-i) .c...v_ ..... ~c::::::,.,'--2.IL_?..=----

Place Issued: Irving, Texas 
Effective (Date 

or Lot Number): J 1- /v d ti ~ ~ '-:1... 







2] 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity ci-series Calibrator/Control Replacement Caps 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

04R1001 Alinity ci-series Calibrator/Control Replacement Caps 56676 

Manufacturer Abbott Laboratories 
(Name and Address) 1915 Hurd Drive 

Irving, TX 7 5038 USA 
Manufacturer SRN US-MF -000017777 

Authorized Representative Abbott GmbH 
(Name and Address) Max-Planck-Ring 2 

65205 Wiesbaden, Germany 
Authorized Representative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Abbott Laboratories 
(Name and Address) Abbott Park, IL 60064 USA 

Conformitv Assessment Procedure Annex II and III 

EMDNCode 

W0201020185 

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 
Sr. Director, Instrument and Automation 

Function: 

Signature: 

Date of Approval: __ / _'+~~N~a~✓-~_O_':l_2. ___ _ 
Signed for, and on Abbott Laboratories, 1915 Hurd D1ive, 

behalf of: Irving, TX 75038 USA 

Date Issued: /5- /Vc;,11 - dQ')d, 

Supersedes: 02 September 2022 

Full Name: Amanda Peoples 

Place Issued: Irving, Texas 
Effective (Date .. \ 

or Lot Number): J 1- /U l) ,I - {)1) ':l A 
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