Cepheid AB

LRQA Notified Body No 0088 /
ISO Certificate No. 4000228 / .
Z Cepheid.

Declaration of Conformity

Cepheid AB
Roéntgenvagen 5
SE-171 54 Solna, Sweden

declare under our sole responsibility that the product
Xpert® CT Assay

Ref. No: GXCT-CE-10

to which this declaration relates is developed and manufactured in conformity with the
requirements of Full Quality Assurance in the IVD Directive 98/79/EC Annex IV (LVFS
2001:7) and that the product is in conformity with the Essential Requirements of the
Directive 98/79/EC Annex | (LVFS 2001:7) and Annex Il LIST B for Chlamydia Testing.

In addition the above stated product have been developed and manufactured under a
Quality Management system in compliance with ISO 13485:2003.

SN

Anita Herrstrém Sjobetg S
Managing Director &

ROLP525

Date

Scope of the CE label:
Xpert® CT Assay performed in the GeneXpert system.
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This certificate has been issued in two originals. One for LRQA and one in the DHF.
Cepheid AB

Postal address: PO Box 1427, SE-171 27 Solna, Sweden

Visiting address: Rontgenvagen 2, Solna, Sweden

Manufacturing address: Rontgenvégen 5, SE-171 54 Solna, Sweden

Telephone: +46 (0)8 6843 7000 - Telefax: +46 (0)8 6843 7010



