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ZERTIFIKAT © CERTIFICATE ¢

Supplement to Quality System Certificate
Q4N 08 03 20640 009 Product Service

issued by TUV SUD PRODUCT SERVICE GMBH on 2008-05-01 to

BGS Beta-Gamma-Service GmbH & Co. KG
Fritz-Kotz-StraRe 16
51674 Wiehl, Germany

for the facilities:

- BGS Beta-Gamma-Service GmbH & Co. KG
51674 Wiehl, Germany

- BGS Beta-Gamma-Service GmbH Produktbestrahlung
76646 Bruchsal, Germany

- BGS Beta-Gamma-Service GmbH & Co. KG, Werk Saal
93342 Saal a. d. Donau, Germany

The quality system certified as stated above additionally fulfills the applicable
requirements of EN / ISO 11137:2006 - Sterilization of health care products -
Radiation - as documented in the audit report no. 71331305 dated 2008-02-25.

The assessment was performed by auditors authorized under TUV SUD Product
Service GmbH procedures. The audit team included an auditor authorized for
sterilization.

This supplement is valid only together with the certificate stated above.

TUV SUD PRODUCT SERVICE GMBH
Certification ittee for Medical Devices

PRODUCT SERVICE

TUV SUD Product Service GmbH is a Notified Body (identification number 0123)
according to Council Directive 93/42/ EEC concerning medical devices.

TUV SUD Product Service GmbH D o0 Akkreditiert durch
g k i Zentralstelle der Lander
Zertifizierstelle _: e "‘h_ fur Gesundheitsschutz
- - === bei Arzneimitteln
Ridlerstr. 65 - 80339 Miinchen L L und Men:'_lhzahigr*f_}lljdkter'u

Germany ok g% ZLG-ZQ-999.98.12-46



