S D@ CELL MARQUE

DECLARATION OF CONFORMITY

Manufacturer's Name: Cell Marque Corporation

Business Address: 6600 Sierra College Boulevard
Rocklin, CA 95677
United States of America

European -
Authorized Representative: EMERGO EUROPE
Address -
Authorized Representative: Molenstraat 15
2513 BH, The Hague
The Netherlands
Phone: +31.70.345.8570
Fax: +31.70.346.7299

Scope of Application: Cell Marque reagents and control slides used for performing
immunohistochemistry tests to evaluate human formalin fixed tissues.

See appendix list of products
Classification: Annex lll Self-Certified 1VD, not listed in Annex 1l list A or B.

Standards applied: _ ISO 13485:2003 CMDCAS

Full Quality Management System Certificate:
1SO 13485:2003 CMDCAS

Dekra Certificati

Certificate

Cell Marque Corporation declares that the
Directive 98/79/EC for In Vitro Diagnostic
nationai laws of the Member States.

ducts meet the provision of the Council
Directive 98/79/EC as transposed in the

Authorized Signatory:

/&kk@;@@d :é&‘()o{()/é

Date

09/12/2016 Rev 17.4

6600 Sierra College Boulevard, Rocklin, Californla 95677 + Telephone (916) 746-8900 « Fax (916) 746-8989 » www.cellmarque.com
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