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CERTIFICATE -%

No., Q1Z 05 08 239069 012 '.

Halder of Certificate: Helbio s.a
Via alla Rossa |
6862 Rancatg |
SWITZERLAND |

Facility(ies). Hetbio s.a
Via alla Rossa, 6862 Rancate, SWITZERLAND

Certification Mark:

Scope of Certificate: Development, production and distribution
of filters for hemnodialysis, blood lines for
hemodialysis, cellulose acetates and
polysulfone hollow fibers for HD ll

Applied EN ISO 134B5: 2000
Standard(s): Quality Systems - Medical Devices ~
Particular Requirements for the Application of

1S0 8001:19584

The Certificaton Body of TUV Produet Service GmbH eertifies thal the sompany mentioned
above has established and is raintaining a quallty systern which meets the requireaments of (he

liated standard(s), Sae alzo notes overleaf,
Report no,: ITA 126538/25

Valid until: 2006-03-31

VW Hee

Date, 2005-08-12
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CERTIFIKAT

¢. Q1Z 05 08 39069 012 Praduct Sarvice

Drzitel certifikatu:

Zavod(y):

Certifikaéni znaéka:

Rozsah certifikace:

Aplikované normy:

Helbio s.a

Via alla Rossa
6862 Rancate
SVYCARSKO

Helbio s.a
Via alla Rosa, 6862 Rancate, SVYCARSKO

Vyvoj, vyroba a distribuce filtri pro hemodialyzu, krevnich
linek pro hemodialyzu, acetatovych celul6z a
polysulfonovych dutych viaken pro HD

EN ISO 13485: 2000

Systemy kvality — Lékarské zafizeni —
Konkrétni pozadavky pro aplikaci

ISO 9001: 1994

Certifikacni organ TUV Product Service GmbH osvédCuje, Ze spolecnost uvedena vyse ma zfizen a
udrzuje systéem kvality, ktery vyhovuje uvedenym normam. Viz rovnés poznamky na druhé strané.

Zprava ¢.;

Platnost do:

Datum: 12.8.2005
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