Product Service

CERTIFICATE

-No. Q1N 09 10 51257 006

Holder of Certificate: Dr. Julio Moran Laboratorien
Lohwisstrasse 32
8123 Ebmatingen
SWITZERLAND

Facility(ies): Dr. Julio Moran Laboratorien
Lohwisstrasse 32, 8123 Ebmatingen, SWITZERLAND

Certification Mark:

ENISO 13485

Scope of Certificate: Design and Development, Production and
Distribution of ELISA Test kits for detection
of antibodies to infectious agents

Applied EN ISO 13485:2003 / AC:2007

Standard(s): Medical Devices - Quality Management Systems -
Requirements for regulatory purposes
Medizinprodukte - Qualitdtsmanagementsysteme -
Anforderungen fur regulatorische Zwecke
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i The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned

= above has established and is maintaining a quality system which meets the requirements of the

;;'; listed standard(s). See also notes overleaf.
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‘ Report No.: 71356298

b Valid until: 2012-12-31 \

= W

Q

i H-&

- 408944

oc

wl Date, 2010-01-01

w Hans-Heiner Junker
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; TUV SUD Product Service GmbH S Sab o Akkreditiert durch

- Zertifizierstelle ol T 8 “Hir GeaLhdnetisachits
. ; . === bei Arzneimitteln

L Ridlerstr. 65 - 80339 Miinchen " * e Medisinproduikien

N Germany Xk 4 %% ZLG-ZQ-999.98.12-46




