CERTIFICATE

kiwa

EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1984-MDD-19-608
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the national
legislation to which the undersigned is subjected, transposing annex Il (with the
exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive.

Organization:

DTi iIMPLANT SiSTEMLERi SANAYi TICARET ANONIM $iRKETI

Head Office: Merkez Mah. Cavusbasi Cad. Aytekin Sokak No:5 D: 1-2
Cekmekdy, istanbul, Turkey
Factory: Tiibitak Gebze Yerleskesi Teknoloji Serbest Bolgesi Yeni Teknoloji Binalan Eski
Yemekhane Binasi Gebze, Kocaeli, Turkey

Products: Dental Implant System and Dental Drill

The products defined at the enclosure which is the part of this certificate and contains
two (2) page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5555.02
Date of first issue: 11 July 2019
Date of last issue: 24 May 2021
Revision Number: 02

Expiry Date: 27 May 2024
Muhtesem Goékhan Yiicel
24 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

iTOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.; +90 216 593 25 75 , Fax: +90 216 593 25 74

Web: www_kiwa.com.tr , e-mail: posta@kiwa.com.tr
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Enclosure of the EC Certificate: Page 1/2
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-19-608, Revision Number: 02

Concerned medical devices;

Product

Types

Implant

DTI SLA Implant Ultra Mini, DTI SLA Implant Mini, DTI SLA Implant Standard,
DTIACT Implant Ultra Mini, DTIACT Implant Mini, DTIACT Implant Standard,
DTI AGGRESSIVE SLA Ultra Mini, DTI AGGRESSIVE SLA Mini, DTI AGGRESSIVE
SLA Short-Mini, DTI AGGRESSIVE ACT Ultra Mini, DTI AGGRESSIVE ACT Mini,
DTI AGGRESSIVE ACT Short-Mini, DTI SLA UNIFORM Implant Ultra Mini, DTI
SLA UNIFORM Implant Mini, DTI ACT UNIFORM Implant Ultra Mini, DTI ACT
UNIFORM Implant Mini, DTI MONO Implant, DTI MONO-BALL Implant, DTI
MONO-FLEX Implant

Abutment

Abutment Straight Ultra Mini, Abutment Straight Mini, Abutment Straight
Standard, Abutment Angled Ultra Mini, Abutment Angled Mini, Abutment
Angled Standard, Ball Attachment Ultra Mini, Ball Attachment Mini, Ball
Attachment Standard, Ball Attachment Cap Normal, Ball Attachment Cap
Hard, Locator Cap,Ucla Abutment Standard, Ucla Abutment Mini, Telescopic
Abutment Ultra Mini, Telescopic Abutment Mini, Telescopic Abutment
Standard, Multi Unit Abutment Mini Straight, Multi Unit Abutment Mini
Angled, Multi Unit Abutment Standard Straight, Multi Unit Abutment
Standard Angled, Multi Unit Titanium Abutment, Multi Unit Ti-Base, Locator
Abutment Ultra Mini, Locator Abutment Mini, Locator Abutment Standard,
Ti Base Castable Abutment Manual, Ti-Base Abutment Ultra Mini, Ti-Base
Abutment Mini, Ti-Base Abutment Standard, Ti-Base Angled Abutment Mini,
Ti-Base Angled Abutment Standard, Peek Abutment Ultra Mini, Peek
Abutment Mini, Peek Abutment Standard, Universal Abutment Ultra Mini,
Universal Abutment Mini, Universal Abutment Standard, Premill Abutment
Ultra Mini, Premill Abutment Mini, Premill Abutment Standard, Anatomical
Straight Abutment Ultra Mini, Anatomical Straight Abutment Mini,
Anatomical Straight Abutment Standard, Anatomical Angled Abutment Ultra
Mini, Anatomical Angled Abutment Mini, Anatomical Angled Abutment
Standard, Healing Abutment Ultra Mini, Healing Abutment Mini, Healing
Abutment Standard, Healing Abutment - Ultra Mini Sinus, Healing Abutment
- Mini Sinus, Healing Abutment - Standard Sinus, Multi Unit Healing

24 May 2021, Istanbul, Turkey

a@)@wj

Muhtesem Gokhan Yiicel
Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

iTOSB 9. Cad. No:15 Tepeotren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 2574
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr




kiwa
Enclosure of the EC Certificate: Page 2/2

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-19-608, Revision Number: 02

Concerned medical devices;

Product | Types

Dental Lance Drill, @2.3 — 7 Dental Drill, 2.3 — 8,5 Dental Drill, $2.3 — 10 Dental
Drill Drill, §2.3 — 11,5 Dental Drill, 2.3 — 13 Dental Drill, $2.3 — 15 Dental Drill,
@3.0 — 10 Dental Drill, 3.0 — 11,5 Dental Drill, 3.0 - 13 Dental Drill, #3.0 -
15 Dental Drill, @3.5 — 7 Dental Drill, #3.5 — 8,5 Dental Drill, 3.5 — 10 Dental
Drill, 3.5 — 11.5 Dental Drill, #3.5 — 13 Dental Drill, @3.5 — 15 Dental Drill,
@4 — 7 Dental Drill, @4 — 8,5 Dental Drill, @4 — 10 Dental Drill, @4 — 11,5
Dental Drill, @4 — 13 Dental Drill, @4 — 15 Dental Drill, #4,5 — 7 Dental Drill,
@4,5 — 8,5 Dental Drill, $4,5 — 10 Dental Drill, 34,5 - 11,5 Dental Drill, #4,5 -
13 Dental Drill, 4,5 — 15 Dental Drill, @5 — 7 Dental Drill, @5 — 8,5 Dental
Drill, @5 — 10 Dental Drill, @5 — 11,5 Dental Drill, @5 — 13 Dental Drill, @5 —15
Dental Drill, Hard-Taper Dental Drill Cortical @#3.5, Hard-Taper Dental Drill
Cortical @4.0, Hard-Taper Dental Drill Cortical #4.5, Hard-Taper Dental Drill
Cortical @5.0, @2,3 AG Dental Drill, 2,8 AG Dental Drill, @3,0 AG Dental
Drill, @3,5 AG Dental Drill, #4,0 AG Dental Drill, 34,5 AG Dental Drill, #5,0
AG Dental Drill, #5,5 AG Dental Drill, 6,0 AG Dental Drill, @3,0 AG Cortical
Dental Drill, 33,5 AG Cortical Dental Drill, 4,0 AG Cortical Dental Drill, 34,5
AG Cortical Dental Drill, @5,0 AG Cortical Dental Drill, 35,5 AG Cortical
Dental Drill, @6,0 AG Cortical Dental Drill, @3,0 AG Bone Expander Drill, @#3,5
AG Bone Expander Drill, $4,0 AG Bone Expander Drill, #4,5 AG Bone
Expander Drill, #5,0 AG Bone Expander Drill, @5,5 AG Bone Expander Drill,
@6,0 AG Bone Expander Drill

Kiwa Belgelendirme Hizmetleri A. S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984
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Muhtesem Gdékhan Yiicel
Head of Notified Body
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24 May 2021, Istanbul, Turkey
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