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EU Quality Management System Certificate /f‘&

Medical Devices Regulation (EU) 2017/745 Annex IX

Chapter | and lll (Class llq, lib and Il Devices)

Certificate Number: M.2024.MDR.1059 UDEM

Manufacturer Name : Pilatus Swiss Dental Gmbh

Manvufacturer Address : Dorfchérn CH - 6243 Egolzwil / Switzerland

Single regisiration number-SRN : CH-MF-000025604

Authorised Representative Name : NTA implant Grup Sanayi Ticaret A.S.

(If applicable)

Avuthorised Representative Address  : Mehmetcik mah. 1241 sk. No: 4 Muratpasa, Antalya,
TOrkiye,

Product Scope : See the product list on the following page(s).

Based on the conformity assessment for the abovementioned manufacturer's quality
management system in accordance with (EU) 2017/745 Medical Devices Regulation Annex IX
Chapter | and Chapter lll, UDEM Adriafic d.o.o. hereby declares that the requirements of Annex IX
(Chapter | and Chapter lll) of the Regulation (EU) 2017/745 have been met for the listed products in this
certificate.

The manufacturer has established, documented and implemented a qudlity management system,
which is subject fo periodic surveillance assessments by UDEM Adriafic d.o.o. according fo Annex X
Chapter| Section 3 of the aforementioned Regulation.

The report referenced below summarizes the result of assessments/examinafions and includes reference
to relevant CS, harmonized standards and test reports.

For Class lll and Class llb implantable devices referred to in the second subparagraph of Arficle 52(4) of
Regulation (EU) 2017/745, covered by this cerlificate, an EU Technical Documentation Assessment
Cerfificate is required before placing them on the market.

Report Number : MDR.1235 UDEM Adriatic d.o.o.
Date of Issue : 18/12/2024 General Manager
Recertification Date -

Reissue Date/No T-

Date of Expiry :17/12/2028

If any, Previous Certificate(s) No: -

UDEM Adriatic d.o.o. is a Notified Body (identification no 2696) under (EU) 2017/745 Medical
Devices Regulation.

Address: Radnicka cesta 54/ R3 Zagreb- Croatia
E-Mail: info@udemadriatic.com Web: www.udemadriatic.com
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EU Technical Documentation Assessment /(b
Certificate (&
Medical Devices Regulation (EU) 2017/745 Annex IX Chapter I UDEM

Certificate Number: M.2024. MDR.1059-1

Manufacturer Name : Pilatus Swiss Dental Gmbh

Manufacturer Address : Dorfch@rn CH - 6243 Egolzwil / Switzerland

Single registration number-SRN : CH-MF-000025604

Authorised Representative Name : NTA implant Grup Sanayi Ticaret A.S.

(If applicable)

Authorised Representafive Address  : Mehmetcik mah. 1241 sk. No: 4 Muratpasa, Antalya,
TUrkiye,

Product Scope : See the product list on the following page(s).

Based on the assessment of technical documentation for the abovementioned manufacturer
in accordance with (EU) 2017/745 Medical Devices Regulation Annex IX Chapter Il, UDEM Adriatic
d.o.o. hereby declares that the technical documentation of the listed products in this cerfificate meets
the applicable requirements of the Regulation (EU) 2017/745.

The report referenced below summarizes the result of assessments/examinations and includes reference
torelevant CS, harmonized standards, and test reports.

For Class Il and Class lib implantable devices referred fo in the second subparagraph of Arficle 52(4) of
Regulation (EU) 2017/745, covered by this cerfificate, an EU Qudlity Management System Certificate in
accordance with (EU) 2017/745 Medical Devices Regulation Annex IX Chapter | and Chapter il is also
required before placing them on the market.

The vdiidity of this certificate is dependent on the validity of the accompanying EU Qudlity Management

System Certificate.

Report Number : MDR.1235

Date of Issue 1 18/12/2024 UDEM Adiriatic d.o.o.
Recertification Date s General Manager
Reissue Date/No :-

Date of Expiry 2 17/12/2028

If any, Previous Certificate(s) No: -

UDEM Adriatic d.o.o. is a Nofified Body (identification no 26%96) under (EU) 2017/745 Medical
Devices Regulation.

Address: Radnicka cesta 54/ R3 Zagreb- Croatia
E-Mail: info@udemadriatic.com Web: www.udemadriatic.com

Page1/5

UDFRM.83.M-2/04-02.11.2023/13.03.2019




 KIDSCERT

5 © O CertiFicATE © ©

/4 \

This certificate

PILATUS SWISS DENTAL GMBH

Of the Company
DORFCHARN 6243 EGOLZWIL SWITZERLAND

The facilities at the addresses have been audited by KIOSCERT and
Quality Management System

ISO 9001:2015

It has been observed that the conditions are applied within the following scope

Certification Scope

DESIGN, DEVELOPMENT, PRODUCTION, DISTRIBUTION AND SALE OF DENTAL IMPLANT SYSTEM (ENDOSSEOUS DENTAL IMPLANT,
ENDOSSEOUS DENTAL IMPLANT ABUTMENT, ENDOSSEOUS DENTAL IMPLANT ACCESSORIES, SURGICAL KIT, SURGICAL INSTRUMENT,
ENDOSSEOUS DENTAL IMPLANT LAB COMPONENTS), PRODUCTION, DISTRIBUTION AND SALE OF DIGITAL INTRA ORAL SCANNER SYSTEMS

Technical Area / EA Code: 19, 23

Certificate First Issue Date / 24.03.2021 Certificate Validity Date / 23.03.2026
Certificate Release Date / 19.03.2025 Certificate No / QMS-21-2403-PIL

Certificate Revision Number and Date / 00 / -- Certificate Period / 3 Years

“MANAGEMENT SYSTEM
1SO/IEC 17021-1:2015 !

k3 O i) 5 ’ " s \ * N
NAC-004-MS L N—
. NAC-0 f prroval

KIOSCERT CERTIFICATION SERVICES LIMITED
24 Brookdale London England N11 1BL

Phone : +44 077 486 18146
Web : www.kioscert.co.uk E mail : info@kioscert.co.uk | support@kioscert.co.uk

Certificate validity information www.kioscert.co.uk you can check at.
Company Registered in England and Wales with Company Number 14284313
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This certificate

PILATUS SWISS DENTAL GMBH

Of the Company
DORFCHARN 6243 EGOLZWIL SWITZERLAND

The facilities at the addresses have been audited by KIOSCERT and
Customer Satisfaction Management System

ISO 10002:2018

It has been observed that the conditions are applied with in the following scope

Certification Scope

DESIGN, DEVELOPMENT, PRODUCTION, DISTRIBUTION AND SALE OF DENTAL IMPLANT SYSTEM (ENDOSSEOUS DENTAL IMPLANT,
ENDOSSEOUS DENTAL IMPLANT ABUTMENT, ENDOSSEOUS DENTAL IMPLANT ACCESSORIES, SURGICAL KIT, SURGICAL INSTRUMENT,
ENDOSSEOUS DENTAL IMPLANT LAB COMPONENTS), PRODUCTION, DISTRIBUTION AND SALE OF DIGITAL INTRA ORAL SCANNER SYSTEMS

Technical Area / EA Code: 19, 23

Certificate First Issue Date / 21.03.2022 Certificate Validity Date / 20.03.2026

Certificate Release Date / 19.03.2025 Certificate No / CSMS-22-2103-PIL

Certificate Revision Number and Date / 00 / -- Certificate Period / 3 Years

KIOSCERT CERTIFICATION SERVICES LIMITED
24 Brookdale London England N11 1BL

Phone : +44 077 486 18146
Web : www.kioscert.co.uk E mail : info@kioscert.co.uk | support@kioscert.co.uk

Certificate validity information www.kioscert.co.uk you can check at.
Company Registered in England and Wales with Company Number 14284313
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This certificate

PILATUS SWISS DENTAL GMBH

Of the Company
DORFCHARN 6243 EGOLZWIL SWITZERLAND

The facilities at the addresses have been audited by KIOSCERT and
Medical Devices Management System

ISO 13485:2016

It has been observed that the conditions are applied with in the following scope

Certification Scope

DESIGN, DEVELOPMENT, PRODUCTION, DISTRIBUTION AND SALE OF DENTAL IMPLANT SYSTEM (ENDOSSEOUS DENTAL IMPLANT,
ENDOSSEQUS DENTAL IMPLANT ABUTMENT, ENDOSSEQUS DENTAL IMPLANT ACCESSORIES, SURGICAL KIT, SURGICAL INSTRUMENT,
ENDOSSEOUS DENTAL IMPLANT LAB COMPONENTS), PRODUCTION, DISTRIBUTION AND SALE OF DIGITAL INTRA ORAL SCANNER SYSTEMS

Certificate First Issue Date / 24.03.2021 Certificate Validity Date / 23.03.2026
Certificate Release Date / 19.03.2025 Certificate No / MDMS-21-2403-PIL

Certificate Revision Number and Date / 00 / -- Certificate Period / 3 Years

| ISO/IEC 17021-1:2015
NAC-004-MS

KIOSCERT CERTIFICATION SERVICES LIMITED
24 Brookdale London England N11 1BL

Phone : +44 077 486 18146
Web : www.kioscert.co.uk E mail : info@kioscert.co.uk | support@kioscert.co.uk

Certificate validity information www.kioscert.co.uk you can check at.
Company Registered in England and Wales with Company Number 14284313
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This certificate

PILATUS SWISS DENTAL GMBH

Of the Company
DORFCHARN 6243 EGOLZWIL SWITZERLAND

The facilities at the addresses have been audited by KIOSCERT and
Good Manufacturing Practices

GMP

It has been observed that the conditions are applied with in the following scope

Certification Scope

DESIGN, DEVELOPMENT, PRODUCTION, DISTRIBUTION AND SALE OF DENTAL IMPLANT SYSTEM (ENDOSSEOUS DENTAL IMPLANT,
ENDOSSEOUS DENTAL IMPLANT ABUTMENT, ENDOSSEOQUS DENTAL IMPLANT ACCESSORIES, SURGICAL KIT, SURGICAL INSTRUMENT,
ENDOSSEOUS DENTAL IMPLANT LAB COMPONENTS), PRODUCTION, DISTRIBUTION AND SALE OF DIGITAL INTRA ORAL SCANNER SYSTEMS

Certificate First Issue Date / 21.03.2022 Certificate Validity Date / 20.03.2026

Certificate Release Date / 19.03.2025 Certificate No / GMP-22-2103-PIL

Certificate Revision Number and Date / 00 / -- Certificate Period / 3 Years

Approval

KIOSCERT CERTIFICATION SERVICES LIMITED
24 Brookdale London England N11 1BL

Phone : +44 077 486 18146
Web : www.kioscert.co.uk E mail : info@kioscert.co.uk | support@kioscert.co.uk

Certificate validity information www.kioscert.co.uk you can check at.
Company Registered in England and Wales with Company Number 14284313




CERTIFICATE

AT Sertifikasi
Tam Kalite Giivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-1l B6liim 3
Sertifika Numarasi: 1984-MDD-20-638
Asagida bahsi gegen kurulusun tam kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yo6netmeligi Ek-1l (Bélim 4 muaf tutularak)

gereksinimlerine gore yapildigini beyan ederiz. Tam kalite giivence sisteminin
yukarida bahsi gegen yonetmeligin ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

NTA iMPLANT TiCARET VE SANAYi LIMIiTED SiRKETI

TAHILPAZARI MAH. ISMET PASA CAD. ZEYNEP ERTUGRUL APT. NO:43/3
MURATPASA / ANTALYA, TURKIYE

Uriin: Dental implant Sistemi

Uriinler, sertifikanin bir parcasi olan ekte tanimlanmig olup, ek bir (1) sayfadan
olusmaktadir. Sertifika son kullanma tarihine kadar gecerli olup periyodik gézetim
denetimlerinin bagsari ile tamamlanmasina tabidir. Detaylar icin lutfen Kiwa
Belgelendirme Hizmetleri’ne basvurunuz.

Rapor No: M.5850.01
ilk Yayim Tarihi: 07 Subat 2020
Son Yayim Tarihi: 24 Eylil 2020

Revizyon Numarasi: 01
Son Gegerlilik Tarihi: 27 Mayis 2024

MQMtL)

Muhtesem Gékhan Yiicel
24 Eyliil 2020, istanbul, Tiirkiye Onaylanmis Kurulus Baskani

Kiwa Belgelendirme Hizmetleri A.S.

iITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkiye
Tel.: +90 216 593 25 75 , Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com



TC.
SAGLIK BAKANLIGI
Tiirkiye Ilag ve Tibbi Cihaz Kurumu

TORKIYE CUMHURIYETT NN YOzONCd YiLi

“‘\\* * {J’":
Sayr  : E-61749811-511.99-1534575 11.07.2024
Konu : 2023/KK-1 Sayili Duyuru Basvurulari
Hk.

NTA IMPLANT TICARET VE SANAYI LTD. STI.
Tahilpazar Mah. Ismetpasa Cad. Zeynep Ertugrul Apt. No:43/3 MURATPASA ANTALYA

Mgi : 10.07.2024 tarihli, E-48535386-511.01.99-3274965 sayili, 6166562 islem takipli yaziniz

ligi yazida yer alan ve 1984-MDD-20-638 numarali EC sertifikanin belge gegerlilik siliresinin uzatilmasi
talebinizle ilgili olan bagvurunuz incelenmistir.

Avrupa Komisyonu’nun tibbi cihazlarin tedarik edilememe riskini azaltmak amaciyla “(4B) 2017/745
sayui ve (AB) 2017/746 sayili Tiiziikleri belirli nbbi cihazlarin ve in vitro tam amagh tibbi cihazlarin gegis
hiikiimlerini tadil eden (AB) 2023/607 Sayii Avrupa Parlamentosu ve Konsey Tiiziigii” 20 Mart 2023 tarihinden
itibaren yiirtirliige girecek sekilde 20 Mart 2023 tarihinde AB Resmi Gazetesinde yayimlanmistir.

AB’nin giincel tibbi cihaz mevzuatina uyum gahsmalari kapsaminda;(4B) 2023/607 Sayili Avrupa
Parlamentosu ve Konsey Tiiziigii'ne paralel olarak, “Tibbi Cihaz Yénetmeliginde Degisiklik Yapilmasina Dair
Yonetmelik” ve “In Vitro Tam Amagch Tibbi Cihaz Yéonetmeliginde Degisiklik Yapiumasina Dair Yonetmelik™ adli
Yonetmeliklerimiz 2/4/2023 tarihli Resmi Gazete *de yayimlanmus olup, 7ibbi Cihaz Yonetmeligi ve In Vitro Tani
Amaglh Tibbi Cihaz Yonetmeliginde s6z konusu degisikler yapilmstir.

Bu kapsamda, s6z konusu ge¢is hiikiimlerinin uygulanmasma yénelik basvurularin usul ve esaslarmin
agiklandigi “2023/KK-1 Sayili (AB) 2023/607 Sayili Tiiziik Hiikiimlerinin Uygulanmasina Dair Duyury” adh
Duyurumuz 3/4/2023 tarihinde Kurumumuz web sitesinde ve UTS Portal’da yayimlanarak yiiriirliige girmistir.

Bu minvalde ilgili bagvuru “2023/KK-1 Sayili (AB) 2023/607 Sayili Tiiziik Hiikiimlerinin Uygulanmasina
Dair Duyuru” kapsaminda degerlendirilmis olup, bagvurudaki 1984-MDD-20-638 numarali EC sertifikanin
gegerlilik siiresinin 31.12.2027 tarihine kadar uzatilmasi uygun goriilmiistir. Bu baglamda, “2023/KK-2 Sayil
(AB) 2023/607 Sayih Tiiziik Hiikiimlerinin Uygulanmasina Dair Duyuru” adli Duyurumuz kapsaminda UTS’de

belge kayit/glincelleme basvurusu yapilmasi ve ilgili bagvuruya bu cevabi yazimiz ve eklerinin de eklenmesi
hususunda;

Bilgilerinizi ve geregini rica ederim.

Dr. Mehmet Hakan FIRAT
Kurum Basgkan a.
Kurum Baskan Yardimeisi
Ek-1: Uretici Beyani
Ek-2: Teyit Mektubu

Bu belge, glivenli elektronik imza ile imzalanmustir.
Belge Dogrulama Kodu: ZW56aklUZleMOFyYnUyQ3NRZleZle Belge Takip Adresizhttps:/www turkiye.gov.tr/saglik-titck-cbys

S6giitdzii Mahallesi, 2176.Sokak No:5 06520 Cankaya/ANKARA

Telefon No: (0312) 218 30 00 Faks No: (0 312) 218 34 60

e-Posta: halkla.iliskilercotitck.gov.iv Internet Adresi: https:/Awww.titck.gov.tr
Kep Adresi: titck@hs01 kep.tr

Bu belge 5070 sayili Elektronik Imza Kanunu uyarinca elektronik olarak imzalanmistir.



CERTIFICATE

NTA IMPLANT GRUP SANAYI TiCARET
ANONIM SIRKETI

MEHMETCIK MAH. 1241 SOK. NO:4
MURATPASA / ANTALYA / TURKIYE

Has been assessed and found to comply with the requirements of-
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 9001:2015

The Quality Management System is applicable to:
Kalite Yonetim Sistemi:

DESING, DEVELOPMENT, PRODUCTION DISTRIBUTION AND SALES OF DENTAL
IMPLANT SYSTEM (ENDOSSEOUS DENTAL IMPLANT, ENDOSSEOUS DENTAL
IMPLANT ABUTMENT, ENDOSSEOUS DENTAL IMPLANT ACCESSORIES, SURGICAL
INSTRUMENTS, SURGICAL KITS, DIGITAL INTRAORAL SCANNER SYSTEM)

DENTAL IMPLANT SiISTEMININ (ENDOSSEOUS DENTAL iMPLANT, ENDOSSEOUS
DENTAL IMPLANT ABUTMENT, ENDOSSEOUS DENTAL IMPLANT AKSESUARLARI,
CERRAHI ALETLER, CERRAHI KiTLER, DiJITAL INTRAORAL AGIZ iCi TARAYICI

SISTEM) TASARIMI, GELiSTIiRILMESI, URETIMI, DAGITIMI VE SATISI

Certificate Number: QMS-006495

Initial Certification Date: 07.03.2025
Belge Numarasi: QMS-006495

ik Belgelendirme Tarihi: 07.03.2025

Certification Period: 3 Years

Certificate Validity Date: 06.03.2026
Belgelendirme Periyodu: 3 Yil

Belge Gegerlilik Tarihi: 06.03.2026

W

T — ACCREDITED
IQR Sertifikasyon Onay:

Management Systems
Certification Body

MSCB-135

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.STi.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Niltifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com




WORLD QUALITY REGISTRAR

SERTIFIKA

NTA implant Grup Sanayi Ticaret A.S.

Mehmetgik Mah. 1241 Sk. No: 4 Muratpasa Antalya Tiirkiye

Bu sertifika yukarida adi gegen firmaya, asadida belirtilen kapsamda WQR Belgelendirme
tarafindan verilmistir. ;

g ——

SO 10002:2018

Musteri Memnuniyeti Yonetim Sistemi

Belgelendirme Kapsami

Kemik Igl Dis Implantlarl ve Dayanaklarin Tasarimi, Gelistirilmesi, Uretimi ve Satisi. Maske ve
Tulum Uretimi ve Satig!.

Sertifika No : A-231031

Yayin Tarihi : 17.10.2023

Son Basim Tarihi : 16.10.2024
Gegerlilik Tarihi : 16.10.2025
Bitis Tarihi : 16.10.2026

Bu belgenin gegeriiligi www.wqrcert.com infemnet sitelerinden kontrol edilebilinir.




CERTIFICATE

NTA IMPLANT GRUP SANAYI TiCARET
ANONIM SIRKETI

MEHMETCIK MAH. 1241 SOK. NO:4
MURATPASA / ANTALYA / TURKIYE

Has been assessed and found to comply with the requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:
T1bbi Cihazlar Kalite Yonetim Sistemi

DESING, DEVELOPMENT, PRODUCTION DISTRIBUTION AND SALES OF DENTAL
IMPLANT SYSTEM (ENDOSSEOUS DENTAL IMPLANT, ENDOSSEOUS DENTAL
IMPLANT ABUTMENT, ENDOSSEOUS DENTAL IMPLANT ACCESSORIES, SURGICAL
INSTRUMENTS, SURGICAL KITS, DIGITAL INTRAORAL SCANNER SYSTEM)

DENTAL iIMPLANT SiSTEMININ (ENDOSSEOUS DENTAL iMPLANT, ENDOSSEOUS
DENTAL IMPLANT ABUTMENT, ENDOSSEOUS DENTAL iIMPLANT AKSESUARLARI,
CERRAHI ALETLER, CERRAHI KiTLER, DiJITAL INTRAORAL AGIZ iCi TARAYICI

SISTEM) TASARIMI, GELISTIRILMESI, URETIMI, DAGITIMI VE SATISI

Certificate Number: 2025/MDQMS/000886 Initial Certification Date: 07.03.2025
Belge Numarasi: 2025/MDQMS/000886 ilk Belgelendirme Tarihi: 07.03.2025

Certification Period: 3 Years Certificate Validity Date: 06.03.2026
Belgelendirme Periyodu: 3 Yil Belge Gecgerlilik Tarihi: 06.03.2026

w

- ACCREDITED
IQR Sertifikasyon Onayt

Management Systems
Certification Body

MSCB-135

IQR ULUSLARARASI BELGELENDIRME HiZMETLERi LTD.$Ti.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Nilifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com




