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Sertifikalar periyodik ara denetimlerin
basariliile tamamlanmasi kaydiyla
gecerlidir. Detayl bilgi igin yukaridaki
numaralara bagvurulabilir.

kiwa

= novotech

' advanced technology

NOVOTEK BIYOMEDIKAL
SANAYI TICARET ANONiM SIRKETi

TOSB OTOMOTIV (OSB) MAHALLESI 12. SK. NO: 6/3 CAYIROVA - KOCAELI - TURKIYE

PLASTIK ENJEKSIYON YONTEMI iLE TEK KULLANIMLIK MEDIKAL CiHAZ URETiMi;
KOAGULASYON KUVETLERi, KAN TORBASI KILIFI, KAN TORBASI TUTACAGI, MiKRO
KUVET, KAN GRUPLAMA KARTI GOVDE PLASTiGi, TENAKULUM, FORESTER PENSI,

iDRAR TORBASI

kapsaminda

EN ISO 13485:2016

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

“Standardin asagida verilen maddeleri harig tutulmustur”
“7.5.3""7.5.4"“7.5.9.2"

Sertifika No : M 11415

ilk Belgelendirme Tarihi : 25 Subat 2020
Sertifika Tarihi :31 Temmuz 2023
Son Gegerlilik Tarihi :30 Temmuz 2026
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NOVOTEK BiYOMEDIKAL
SANAYi TICARET ANONiIM SiRKETI

TOSB OTOMOTIV (OSB) MAHALLESI 12. SK. NO: 6/3 CAYIROVA - KOCAELI - TURKIYE

DISPOSABLE MEDICAL DEVICE PRODUCTION WITH PLASTIC INJECTION METHOD;
COAGULATION TEST TUBS, BLOOD BAG CASE, BLOOD BAG HANDLE, MICRO TUBS,
BLOOD GROUPING SYSTEMS CARD, TENACULUM- POZZI FORCEPS AND CHERON
FORCEPS, URINE BAG

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”
47.5.3477.5.47.5.9.2"

CERTIFICATE

Certificate No :M 11415

Initial Certification Date : 25 February 2020
Certification Date 131 July 2023
Expiration Date 130 July 2026

Tel: +90216 5932575
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Kiwa Belgelendirme Hizmetleri A.$.
ITOSB 9. Cadde No. 15 Tepedren Tuzla
Istanbul / Turkey uw/l

General Manager

Certificate is valid till expiration date,
subject to successful completion of

periodical surveillance audits.
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