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Site Director, Quality Assurance
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oflformity

Manufacturer's Name: Abbott Laboratories Di Division

Legal nufacturer's Address: Abbott

Classification

Self-declared

Self-declared
Self-Declared

Self-declared

Self-declared
Self-declared
Self-declared
Self-declared
Self-declared
Self-declared
Self-declared
Self-declared
Self-declared
Self-declared

S/e, the u , hereby declare that the in vitro diagnostic medical vlces described above and bearing the CE marking, conform

with the app icable provisions of the EC Directive 98l79lEC of the Parliaurent and of the Council of 27 October 1998 on In

Vitro Diagn ic Medical Devices as they are transposed into the laws the member states, and Directive 2011/65lEU the resfriction of

the use of in hazardous substances in electrical and electronic equ (ROHS).

This decl is made in accordance with Annex III of the IVD ve and is issued under the sole responsibility of the

rnanufactu

S

Full

Signature:

Full Name: Mark Littlefield

Position: Associate Directon, Regulatory,r\ffairs

t)ate of Ap

Date

Supe

List Num

ARCHITECT c8000

SAMPLE HANDLERARCHITECT c8000 ADD-ON02J47-4
ARCHITECT c8000 ADD-ON

RETEST SAMPLEARCHITECT c8000 STAN

ARCHITECT02147
CAGE AND CABLESARCHITECT c8000/c I 600002147-l

ARD CAGE AND CABLESARCHITECT c8000/c I 600002147-1
ICTMODULE

ARCHITECT
ANDARD KITARCHITECT c800007L18-1
ANDARD KIT07L18-1

UPGR.ADE KITARCHITECT c8000
ARCHITEC'T RSH

ARCHITECT RSH Extens

Abbott GmbH & Co KG

Max-Planck-Ring 2
Authorized Eunopean

Representative
(Name and Address

Abbott
1921 Hurd Drive
Irving, TX 7503E

Department - Regulatory

ptorage site of technical
documentation

(Name and Address)

Listed in the TechnicalHarmonized Standardt

Qf Approval:


