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EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici / Manufacturer
TEKKAN PLASTIK SANAYI VE TICARET ANONIM SIRKETI

Adres / Address
MAKINE IHTISAS OSB 3.CADDE NO:8 Dilovasi/Kocaeli
Telefon / Phone
+90 216 593 00 29
Web / E-mail
www.tekkan.com.tr / tekkan@tekkan.com.tr

- Uriin ismi / Product Name
MEDIKAL YUZ MASKESI / MEDICAL FACE MASK (DISPOSABLE)

- Uriin Tipi / Types of Product
_UC KATMANLI, BAGCIKLI / THREE-LAYER, WITH LACED
UC KATMANLI, LASTIKLI / THREE-LAYER, WITH EARLOOPS
Beyan/Statement N
Yukarida tanimlanan Uriinlerin (sinif |, steril oilmayan medikal yliz maskesi) ureticisi olarak, trunlerimizin kendi
sorumiulugumuz altinda 93/42/AT Tibbi Cihaz Yénetmeligi Ek-I Temel Gereklere uygun olarak tretildigini beyan
ederiz.

As a manufacturer of the products that are defined above,we declare that the products (class |, non-sterile face

masks) are manufactured under our own responsibility in accordance with the 93/42/EEC Medical Devices Directive —
Annex-1 Essential Requirements.

Uygunluk Degerlendirme / Conformity Assessment
93/42/AT Tibbi Cihaz Yoénetmeligi Ek-VII Uygunluk Beyani / 93/42/EEC Medical Devices Directive Annex-VII
Declaration of Conformity

Direktif ve Yonetmelikier / Directives and Regulations
93/42/AT Tibbi Cihaz Yénetmeligi / 93/42/EEC Medical Devices Directive

Harmonize Standartlar / Harmonized Standards
93/42/AT-Tibbi Cihaz Yénetmeligi - Sinif | (Steril Olmayan) / 93/42/EEC Medical Devices Directive — Class |
(Non-sterile)
TS EN 14683+AC Tibbi Yuiz Maskeleri — Gereklilikler ve Deney Yéntemleri / Medical Face Masks - Requirements and
Test Methods
ISO 9001:2015 Kalite Yonetim Sistemi / Quality Management System
ISO 13485:2016 Tibbi Cihazlar Igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices

Sertifika No/ Certificate No: 2020-13070
Sertifika Tarihi /Certificate Date: 28.05.2020
Sertifika Bitis Tarihi /Certificate Expiration Date: 28.05.2021

@ European l
Commission
IFC Global Certification Inspection & Training Services GmbH
Hohenzollernring 50 / 50672 Koln / Germany
info@ifcgl de

ACCREDITED

MSCB125

| of Régistration

This is to Certify that the
Medical Devices — Quality Management System
- Of - -
TEKKAN PLASTIK SANAYI VE TICARET

ANONIM SIRKETI
MAKINE IHTISAS 0SB 3. CADDE NO:8 DILOVASI
KOCAELI / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

(IAF)

e
&

PRODUCTION AND SALES OF MEDICAL FACE MASK AND SHIELD

MEDIKAL YUZ MASKESI VE SiPERLIK URETIMIi VE SATISI

:: Certificate No :: TR52515H
01 June 2020

01 June 2020

31 May 2021
Recertification Due / Certificate expiry 31 May 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Ll |

Director

STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.
Suite 48, 88-90 Hatton Garden, London, EC1N 8PN.

Phone : +44 345 680 0199

Date of initial registration
Date of this Certificate

Surveillance audit on or before

2
W
TON ARRANC

— SMS/F109A/17/REV02
Email : info@staunchlyservices.com Web : www.staunchlyservices.com

For precise and updated information concerning the present certificate mail to info@staunchlyservices.com
This Certificate is the property of Staunchly Management & System Servic: rivate Limited and shall be returned immediately when demanded
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