
Cepheid AB
LRQA Notified Body No 0088
180  Certificate  No. 4000228 '17:cephei a.

Declaration  of Conformity
Cepheid AB

R6ntgenvMgen 5

SE -171 54 Solna,  Sweden

declare under our sole responsibility  that the product

Xpert'  HBV Vi ral Load

Ref.  No.  GXHBV - VL - CE - 10

to which this declaration  relates is developed and manufactured  in conformity  with the
requirements  of Full Quality  Assurance  m the Directive 98/79/EC Annex IV (LVFS 2001 :7)

and that  the product  is m conformity  with the Essential  Requirements  of the Directive
98/79/EC Annex  I (LVFS 2001:7) and Annex  11.

In addition  the above stated product  have
Quality Management  system m

been developed and manufactured  under a
compliance  to 180 13485:2016.

..x. (cL-,x!
Lena  Kirsel

Regulatory Affairs Manager

Date
A, I,,., =,,-s (20, -20 ( '6

Scope of the CE label:
Xperto HBV Viral Load performed in the GeneXperto' DX System or
GeneXperto' Infinity Systems

Cepheid  AB
Postal  address  PO Box 1427 SE - 171 27 Solna Sweden

Visitmg address Rontgenvagen 2, Solna Sweden
Nianufactunng address Rontgenvagen 5. SE- 171 54 Solna, Swmen
Teleplione +46 (0)8 6843 7000 - Telefax +46 (0)8 6843 70'l 0
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