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£ Notified Body No 1023
o INSTITUTE FOR TESTING AND CERTIFICATION, inc.
o4 Zhn, Czach Republic - Www fterhin oz

EC CERTIFICATE

No. 10 0799 QS/NB

fssuad in compliance with the Diractive S8IT/EC of the Europgan Parfiament and of the Councit of
27" October 1998 on in vitro diagnostic medical devicas 8% amended, which is implemented by the
Czach Government Qrder Mo, 453/2004 (Collection of Laws). This certifies that the products — in
vitro diagnastic medical devices according to Annex H, List A of the Directive 88TH/EC

HBsAg EIA Test Kit

HCV Anitibody EIA Test Kit

HIV 112/0 Antibody EIA Test Kit

“mendfactured by the cormpany

. ACON Laboratories, Inc.
' #10125 Mesa Rim Road, San Diego, CA 92121 USA

-1;3'"‘" are manufactured under conditions fulfilling the quality system requirements of Annex 1V, Section
7 %' 3.2 of the Diractive 98/79/EC.

The Notified Body No. 1023 has performied an audit of the above products guality systern, The
quality system has boen assessed, approved and is subject o continuous surveitane »aceording to
Annex 1V, .Section 5, of the Directive 98/T9/EC. The detailed description of the system parts,
requirermnents and measures applled by the manufacturer are presented in the Final Report No.
813600106/2010, which is enclossd to this certificate. :

This Certificata is Issued undor the faliowing canditions;

1. It appliss only to the quality system maintained in the manufacture of the above refersnced models of in
vitre diagnostic medical devices and It does not aubistitule the dastgn or {ype-examination procedures, if
retjuestad, .

2. The Cerlificate remaing valld unth the manufacturing conditions or the quality system are changed but
unltil the 22" September 2018 at the latesl.

3. The Cedifieats validity is conditioned by positive results of survelance audits,

4. After Wlfilling the relevant FU fogristation requimments, e manufacturer shall affix to each i vie
diugnostic medical device, of the above refarenced models, the CEmarking followed by\the number of
the Notified Body aocording lo this example, ’ i
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RNDr. Radomf(r Cevplik
Issued In Ziin, on 23" September 2010 . Repragsentative of the Notified Body Nao. 1023
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