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Declaration of Conformity

Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

Legal Manufacturer’s
Telephone & Fax:

Abbott Point of Care Inc.

100 and 200 Abbott Park Rd.

Abbott Park, IL 60064

United States of America

Tel: +1 609 454-9000
Fax: +1 609 419-9370

Catalogue Numbers (REF) Device Name Classification
of Devices
600-0000 VetScan i-STAT 1 Analyzer (Model No. 300A) Self-declared
600-0001 VetScan i-STAT 1 Downloader- Serial (Model No. DS-300A) | Self-declared
600-9000-25 VetScan i-STAT CG4+ Cartridge Self-declared
600-3001-25 VetScan i-STAT CG8+ Cartridge Self-declared
600-9002-25 VetScan i-STAT G Cartridge Self-declared
600-9003-25 VetScan i-STAT Crea Cartridge Self-declared
600-9004-25 VetScan i-STAT E3+ Cartridge Self-declared
600-9005-25 VetScan i-STAT 6+ Cartridge Self-declared
600-9006-25 VetScan i-STAT Celite ACT Cartridge Self-declared
600-9007-25 VetScan i-STAT EC8+ Cartridge Self-declared
600-9008-25 VetScan i-STAT CHEMB8+ Cartridge Self-declared
600-9009-25 VetScan i-STAT cTnl Cartridge Self-declared
600-9010-25 VetScan i-STAT BNP Cartridge Self-declared
600-9012-25 VetScan i-STAT EG7+ Cartridge Self-declared

Authorized European
Representative (name and address)

(Telephone)
(Fax)

Emergo Europe
Molenstraat 15

2513 BH The Hague
The Netherlands
+31 70 345 8570
+31 70 346-7299

Storage of technical
documentation (name and address)

Abbott Point of Care Inc., 400 College Road East

Princeton, NJ 08540, USA

Harmonized Standards

Listed in the Technical Documentation

DCO P09-250 / Effective Date:
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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 as they are transposed into the laws of the member states.

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

Signature: Date:
Full Name

(printed): Peter Scott

Position: Director, Regulatory Affairs

i-STAT is a registered trademark of Abbott group of companies in various jurisdictions.
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