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CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex I

(Excluding Section 4)
Company Name + Norm Tibbi Urdnler fth. Ihr. San. ve Tic. Ltd, $t.
Company Address : Ivedik ©.5.B. 1448. Cad. No:1 93 Yenimahalle ANKARA / TURKEY

Related Directives and Annex - 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : - Sterile Kyphoplasty Kit (Balloon Catheter (10 mm,15 mm,20mm},
Balloon Expander, Bone Marrow Needle, Cannula, Cement Filler,
Guide Wire, Bone Drill) - Class lla
- Sterile Vertebraplasty Kit {Bone Marrow Needle, Cannula,
Cement Filler, Guide Wire, Bone Drill ) - Class lia

GMDN 147129

Certificate Number 1 M.2020.106.13734
Report Number :UD.1319.18

Initial Assessment Date 121.02.2020
Registration Date 1 13.07.2020
Revision Date /No o

Expiry Date : 27.05.2024
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in question, the mentionsd company should stop placing the product on the market, The validity of the
certificate can be checked through www.udem.com,ir.

Address: Mutlukent Mahallesi 2073 Sokak {Eski 93 Sokak} No:10 Cankaya - Ankara — TURKEY
Phane: +900312 443 03 90 Fax: +90 0312 443 0376

E-mall: iInfo@udemitd.com.ir www.udem.com.tr
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