a ABBOTT

Declaration of Conformity

Certificate Identification: 07K61
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification

and Size Code

of Devices

7TK61-25 60779 ARCHITECT B12 Reagent Kit Self-declared
7K61-35
7K61-01 41337 ARCHITECT B12 Calibrators Self-declared
7K61-10 41338 ARCHITECT B12 Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, 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 98/79/EC and transposed Irish
Regulation S.I. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the
member states.

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

Signature: j,dol’/\gcj\’/ ,‘ﬁv\ ((;’W Signature: /49,/;/&7,, @ L(//u,}wj

Full Name:  Sjobhan Wright all emic: Lorraine Whitney
. Director Quality Assurance/Site Position: Senior Manager Regulatory Affairs/
Position: g
Quality Head
Date of 4. B -9 Date of Approval: (2 Are_2019
Approval:
- nf’@ - C) Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
] Effective (Date or .y -
Supersedes: __ 120CT2018 Lot Number): 24- 8PK -9

Digitally signed by Ceaicovschi Tudor
Date: 2025.07.30 17:08:41 EEST
Reason: MoldSign Signature
Location: Moldova
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