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MEDIKAL TEKSTIL

BiOTEX MEDIKAL TEKSTIL ITHALAT iHRACAT
SANAYi VE TICARET ANONiIM SiRKETI

ISLAMPASA MAH. 2 NOLU SEHITLER CADDESi NO: 41/G MERKEZ — RiZE — TURKIYE

STERIL TEK KULLANIMLIK CERRAHiI ONLUK, ORTU VE SETLERi URETiMi VE DAGITIMI

kapsaminda

EN ISO 13485:2016

Uluslararasi Tibbi Cihazlar Kalite Yonetim Sistemi Standardina uygun bir yonetim
sistemi kurmustur.

“Standardin asadida verilen maddeleri hari¢ tutulmustur”
“7.3““7.5.3"“7.5.4" "7.5.9.2“

Sertifika No :M 10772

ilk Belgelendirme Tarihi : 23 Agustos 2017

Sertifika Tarihi : 26 Agustos 2020

Son Gegerlilik Tarihi ' : 25 Agustos 2023
Genel Midiir

TURKAK
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. Medikal Cihazier -
TS ENISO 13485: 2016 1 TURKAK BDS NO
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Sertifika Son Giincelleme Tarihi : 26 Agustos 2020 - R 02
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Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepedren Tuzla
Istanbul / Turkey

Tel: +902165932575
Faks: + 90 216 593 25 74

www.kiwa.com.tr

Certificate is valid till expiration date,
subject to successful completion of
periodical surveillance audits.

Please contact above numbers for
detailed information.

biotex

MEDIKAL TEKSTIL

BIOTEX MEDIKAL TEKSTIL iTHALAT iIHRACAT
SANAYi VE TICARET ANONiM SIRKETi

ISLAMPASA MAH. 2 NOLU SEHITLER CADDESI NO: 41/G MERKEZ — RIZE — TURKEY

PRODUCTION AND DISTRIBUTION OF STERILE DISPOSABLE SURGICAL
DRAPES, GOWNS AND SETS

1

with a scope of

EN ISO 13485:2016

Has established a management system in accordance
with international Medical Devices Quality Management System Standard

“Following elements of the standard are excluded”
“7.3""7.5.3"“7.5.4" “7.5.9.2"

Certificate No : M 10772

Initial Certification Date : 23 August 2017
Certification Date : 26 August 2020
Expiration Date ' : 25 August 2023
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