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EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-11-102

We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the national
legislation to which the undersigned is subjected, transposing annex Il (with the
exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive.

Organization:

AYGUN CERRAHI ALETLER SANAYi VE TICARET ANONIM SiRKETi

Kerimbey OSB Mahallesi Yasardogu Cad. No:76/1 Tekkekdy, Samsun, Turkey

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

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.3608.10

Date of first issue: 05 July 2011

Date of last issue: 17 November 2020

Revision Number: 08

Expiry Date: 27 May 2024

Kiwa Belgelengirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC mfm—dﬂ\* g medical devices with identification number: 1984

MQJQW,)

Muhtesem Gokhan Yicel
17 November 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com
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