EC UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY

General In vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC
98/79/EC Direktifi uyarinca Genel In vitro Tibbi Tani Cihazlan

Dokiiman Numarasi / Document Number: DoC-EC/20-002

Uretici/ Manufacturer  : Chil Tibbi Mal. San. Tic. Ltd. Sti.

Adres/ Address : 10028 Sok. No:11 AOSB 35620 Cigli/izmir-Turkey

Uriin adi/ Product name : COVID-19 Antijen Hizli Test / COVID-19 Antigen Rapid Test
Marka/ Brand : CHIL®

Sinif/ Classification : Profesyonel kullanim 1VD/ Professional usage IVD
Rota/ Route : Ek HI/ Annex Il

We, here with declare that the above mentioned products meet the provisions of the council
directive 98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is

retained under the premises of the manufacturer.

Burada, yukarida belirtilen Grlnlerin vicut dist kullanilan (In-Vitro) Tibbi Tam Cihazlari icin
98/79/EC konsey direktifinin hitkiimlerini karsiladigini beyan ederiz. Tum destekleyici belgeler |

ureticinin binyesinde saklanir.

Uygulanan Standartlar ve Diizenlemeler /Applied Standards & Regulations : List is
available in QAS / Liste KGS’de mevcuttur.
Start of CE Marking Date / CE Baslangi¢ Tarihi : 09.10.2020
Revizyon Tarihi — No/ Revision Date — No: 09.10.2020-0
imza/Signature: isim/Name: Senay CiL '
Gorevi/Position : MANAGEMENT RESPONSIBLE/ YONETIM TEMSILCISI

CHIL TIBBI MAL. 8 v '
100285k

CHIL TIBBI MAL. SAN, TiC. LTD. §Ti.
10028 Sok. No:11 AOSB 35620 Cigli-lzmir/Turkey
Tel: +90 232 2901323 Fax: +30 232 2901688
o Digitallysighed’by Chirtoaca lurie
Date: 2021.10.12 08:50:12 EEST
Reason: MoldSign Signature o
Location: Moldova

Form Revizyon Tarihi/ Form Revision Date: 01.06.2020-1
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