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RTIFIKAT ¢ CERTIFICATE &

Froduct Servios

EC-CERTIFICATE

Production Quality Assurance System
{Annex V of the Directive 93(42/EEC on Medical Devices)

No. G2 0512 55450 003

Manufacturer: Fedegari Autoklaven AG
Via Alla Garra, 11
6930 Bedano (TI)
SWITZERLAND

Facility(ies): Fedegari Autoklaven AG
Via Alla Gerra, 11, 6930 Bedana (T1), SWITZERLAND

Product Moist- heat sterilizers for
Category(ies): Medical devices

The Certification Bady of TUV Produc Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective products | product calegories according o Annex V', section 3 of the Directive
934 2EEC on Medical Devices. This gualily assurance system conforms Lo the provisions of
this Directive and is subject to periodical survelllance, For marketing of class b and 1| products
an additional Annax [l - cerificate is mandatory, See also notes overleal.

Report No.: TA14T0480

Walid wmtil: 2010-12-07

Date, 2005-12-20 '?? %"“-L’

Femer Kramme

TV Product Service GmbH is Motified Body according 1o Council Directive 93/42/EEC
concaming medical devices with identification ro, 0123
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IKAT « CERTIFICATE »

Prodsct Survce

CERTIFICATE

No. Q2N 05 12 55450 002

Holder of Certificate: Fedegari Autoklaven AG
Vla Alla Gerra, 11

8930 Bedano (TI)
SWITZERLAND

Facility(ies): Fedegarn Autoldaven AG
Via Alla Gerra, 11, 6930 Badano (T1), SWITZERLAND

Certification Mark:

Scope of Certificate: Production and servicing
of Moist-heat Sterilizers

Applied EMN IS0 13485 2000
Standard(s): Medical Devices-
Cruality Managemenl Syslems-
Reguirements fod reguinlony pinposes

The Certilication Body of TUV Produc Service Gmbl cenifies that the company maenlioned
above has eslablished and & mainisinng a quality System whith moots the reguinemonts of the
Esied siandard(s). Sco also nolos ovorieal,

Report No.: ITA147009

Valid until; 2008-11-30 f"’_‘#
WiE,"p

oo
Date, 2005-12-20 VZ %"‘—4’ e

Foeimer Knammes
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