CERTIFICATE

Enclosure of the EC Certificate

Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-102, Revision Number: 09

Concerned medical devices;

Product: Electrical and battery operated surgical motor system
Model Name: Praxis 3, BES Dermatome, Dermatome ST-5, Karinca 206, Karinca
208, Praxis 3B, Raptor SPS 4

Product: High speed surgical motor system
Model Name: HSM-2, HSM-2 Mini Bone

Product: Electrical and pneumatical surgical motor systems
Model Name: Electrical Control Unit (M6-034), Pneumatic Surgical Motor

Product: Surgical power system
Model Name: Scoren

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

MQ.QQ(L,

Muhtesemm Gokhan Yiicel
17 May 2021, Istanbul, Turkey Head of Notified Body

Digitally signed by Botnaru Andrei
Date: 2021.07.05 12:56:17 EEST
Reason: MoldSign Signature
Location: Moldova

Kiwa Belgelendirme Hizmetleri A.S.
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