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ISO 13485:2016

With this certificate Kiwa confirms that the management system implemented by

ZESA TIBBi CIHAZLAR MEDIKAL KiMYA SAN.
VE TiC. LTD. STi.

meets the requirements of ISO 13485:2016 for the scope:

Design, production and sale of set container; production and sale of tube, cover, burnout cap,
abutment impression cap, impression post cap and hanger components used in dental implant
systems

"Following elements of the standart are excluded;
“7.5.3““7.5.4“ “7.5.5“ “7.5.9.2¢
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Muhtesem Gokhan Yucel
Kiwa Turkiye

Consult www.kiwa.com.tr in order to ensure that this certificate is still valid.
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Medical Devices
TS EN ISO 13485: 2016

YS-EABD-D873

Kiwa Belgelendirme Company details

Hizmetleri A.S. ZESA TIBBI CIHAZLAR MEDIKAL
ITOBS 9. Cadde No: 15 KIMYA SAN. VE TiC. LTD. STi.
Tepeodren ITOB OSB MAH. 10018 SK. NO:6
Tuzla/ istanbul MENDERES

Tel: +90 216 593 25 75 35477 iZMIR

Fax: +90 216 593 25 74 TURKEY

posta@kiwa.com COC MENDERESV.D.

www.kiwa.com
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Yerini Aldigi M 12470

ISO 13485:2016

Kiwa, bu sertifika ile

ZESA TIBBi CIHAZLAR MEDIKAL KiMYA SAN.
VE TiC. LTD. STi.

tarafindan olusturulmus olan yénetim sisteminin ISO 13485:2016 standardi gerekliliklerini
karsiladigini dogrulamaktadir. Kapsam:

Set konteyniri tasarimi, Uretimi ve satigl, dental implant sisteminde kullanilan tip, kapak,
burnout cap, abutment ol¢u kebi, 6lgu pargasi kebi, aski pargalarinin tretimi ve satisi

“Standardin asagida verilen madde(leri) hari¢ tutulmustur;
“7.5.3““7.5.4“ “7.56.6%“ “7.5.9.2¢
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Muhtesem Gokhan Yucel
Kiwa Turkiye

Bu sertifikanin gegerliligini www.kiwa.com.tr dan sorgulayabilirsiniz.
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Kiwa Belgelendirme Firma bilgileri

Hizmetleri A.S. ZESA TIBBi CIHAZLAR MEDIKAL
ITOBS 9. Cadde No: 15 KIMYA SAN. VE TiC. LTD. STi.
Tepeodren ITOB OSB MAH. 10018 SK. NO:6
Tuzla/ istanbul MENDERES

Tel: +90 216 593 25 75 35477 iZMIR

Fax: +90 216 593 25 74 TURKIYE

posta@kiwa.com MENDERES V.D.

www.kiwa.com
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