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Legal Manuf:

cturer’s Name:

cturer’s Address:

Declaration of Conformity

|
SC-08H59

Abboti Laboratories
Diagnostics Division

Abbott Park,} [L 600064 USA

List Numberys |
and Size Code GMDN Code Names and Description of Devices Classification
of Devices |
08H59-01 55866 QELL-DYN 26 Plus Control, Full Pack Self-declared
08HS9-02 55866 CELL-DYN 26 Plus Control, Half Pack Self-declared
| Authorized Efiropean ABBOTT
Representativie Miax-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott faboratories
documentafion 4551 Great Aimerica Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Liisted i the Technical Documentation
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Signature:

Barry Simpson

Full Name:

e in vitro diagnostie medical devices described above and bearing the
rovisions of the EC Directive 98/79/EC of the European Parliament and
tro Diagnosti¢ Medical Devices as they are transposed into the laws of

with Annex Hi of the IVD Directive and is issued under the sole

Site Quality Manager

al: 18 TS . AP

JUN 30 20

Position:
1 E Dateof Approval: o2
) Place 1ssued:

Abbott Santa Clara

IRIS V5

Eflective (Date or
Lot Number):

JUL 66 2015

CELL-DYN 26 Itlus Control
June 2015
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