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DECLARATION OF CONFORMITY

Manufacturer: Ortho-Clintcal Diagnostics, Ine.
100 Indigo Creek Drive
Rochester
New York 14626-5101
LISA

Authorized Representative: Ortho-Clinical Diagnostics
Mandeville House
62 The Broadway
Amersham
Buckinghamshire HP7 (0HI
United Kingdom

Ortho-Clinical Diagnostics is declaring that the in vitro diagnostic medical
device below comply with the provisions of Directive 98/7%EC on In Vitro
Diagnostic Medical Devices and the UK Medical Devices Regulations 2002.

Product Name: Vitros Chemistry Products Calibrator Kit 2
Product Code: 166 2659
Classification: Non-Annex 11
P TR ey ETR, 2C03-C/~ 10
Patricia O’ Brien (year/month/day)

Site Director, Rochester
Quality Regulatory Compliance



