




































a 
Abbott 

81sle UDI-DI: 
Buie UDI-DI Name: 

RhkClu1: 

1..Jst N■mber 
aadSluCode 

04U0320 

04U0330 

Manufachlrcr 
(Name and Addrea) 
Manafacturer SRN 

Authorlud Representative 
(Name and Addrea) 

Autlaorlud Reoresentatlve SRN 
Prodllced by (Site of Maauf1cture) 

(Name and Addraa) 
Notified Body 

(Name aad ldentlfieation Number) 

Conformity Aneameat Proced■n 

Common Spedflcatlon1 (CS) 

EU Declaration of Conformity 
038074ACU0403JQ 
Pbosphorus2 
ClassB 

Prodac:t and Tndc Name 

Phosphorus2 

Phosphorus2 

GMDNCode EMDNCode 

59123 W01010307 

59123 W01010307 

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

IE-MF-000010070 
N/A 

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

TOv S!ld Product Service GrnbH Certification Body, 

RidlerstraBe 65 • 80339 Munich, Germany 

Notified Body Number 0123 
Quality Manageme■t System EU Certificate No. 

Annex IX Chapters I and m, No. V12 054869 0013 

Including an assessment of the technical 
documentation for devices concemod on the basis of 

reorescntative samples 
NIA 

We, the undersigned, hereby declare that the in vitro diagnostic medical dcvicc(s) described above conform with the applicable 

provisions of the Regulation (EU) 2017n46 of the European Parliament and of the Council of5 April 2017 on In Vitro Diagnostic 

Medical Devices. Thill declantio■ Is made In accordance with Annex IVoftbe IVD Regulation and l1 l11ued under the sole 

responslbWty of the manufacturer. 

Full Name: David Spellman 

Function: Director Quality Assurance/ Site Quality 

Head 

Signature:-----~~~-----

Date of Approval: ______ /......_.7_...._/1--e..__~~~~=-z...c......,<3~--

Signed for, and on 

Full Name: Sandra Gallagher 

Function: 
Manager Regulatory Affain 

Signature: - -=Sc.a... ..... Gr .... &-_ kr._...,__ _____ _ 
Q 

Date of Approval: _ ___.l'-7:'---_._df,a.i;)e,,::o......-U,cs,a' c.cit:o..::>........,.=------

behalf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland 

Datcwued: 

Supersedes: ....;;..;N;.;;./A"'------------

Place wued: Lisnamuck, Longford, Co. Longford, 

Ireland 
Effective (Date 

or Lot Number): __ /_? __ M_/f-__ ~_L_J __ _ 



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' 
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