AT UYGUNLUK BEYANI
EU DECLARATION OF CONFORMITY

Uretici / Manufacturer

Uriin / Product
Marka / Brand
Model

Sinifi / Class

Uygunluk Degerlendirme Prosediirii /
Conformity assesment procedure

Uygulanabilir Standartlar /
Applicable Standards
EN IS0 13485:2016

EN 1S0O 9001:2015

Unioninvest Ltd. Sti.
Skyport Residence, No: 1/64, Beylikduzu, Istanbul Turkey

Covid-19 Antigen Rapid Test Kit (Colloidal Gold)

Unibioscience

Cassette

Viicut Disinda Kullanilan Diger Tibbi Cihazlar / Other IVD Devices
Directive 98/79/EC Annex IlI

Medical devices - Quality management systems — Requirements
for regulatory purposes

Quality management Systems - Requirements

Yukarida agiklanan driinlerin 98/79 / EC direktifine uygun oldugunu tamamen kendi
sorumlulugumuzda beyan ederiz. Uriinler CE isaretlidir.

We declare under sole responsibility that the products described above as delivered complies
with directive 98/79/EC. The products are CE marked.

Istanbul, 24.08.2020

SHE UNIONINVEST

rhan Avur
General Manager

www.unibioscience.com * UNIB'OSC'ENCE



UKS INTERNATIONAL
* QUALITY SYSTEMS &
CERTIFICATION LTD.

This is to certify

Unioninvest Gida Turizm Sanayi Ve
Dis. Tic. Ltd. Sti.

Yakuplu Mh. Hurriyet Bulv. Skyport No:1
Ic Kapi No: 64 Beylikduzu / ISTANBUL

TURKEY

Has been assessed by UKS and found to be in compliance
with the following standard

ISO 9001:2015

The Medical Devices Management System is applicable to

Development, Production And Sales Of Medical Diagnostic Products Used Out
Of Body, Laboratory Material, Kit And Devices

Category / Sub Category : ---

Certificate No :MSQ-0213
Certificate First Issue Date:05" September 2020
Decision Date :05" September 2020
Certificate Issue Date :05" September 2020
Expiration Date :04" September 2021

This certificate s valid for 3 years after first certification or re-certification decision date, in case of,
firms to comply with UKS's Cedification Rules and be successful In the surveillance audit made at least once a year.
FR.73/lssue Date:01.05.2013/Rev. Date:14.03.2019/Rev. No:04

ACCREDITED
CAS-MS-0011

General Manager

\ . ‘\‘!.j‘;;ri & (\\k\
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UKS International Quality Systems & Certification Ltd.
: Atakent Mah, Dicle Cad, No:35 Umraniye / ISTANBUL / TURKEY
www.uksbelgelendirme.com.ir ] Phone: +90 216 33045 77 Pbx Faks: +90216 3306747
Please check the validity of the certificate from our web site info@uksbelgelendirme.comtr



UKS INTERNATIONAL
QUALITY SYSTEMS &
CERTIFICATION LTD.

This is to certify

Unioninvest Gida Turizm Sanayi Ve
Dis. Tic. Ltd. Sti.

Yakuplu Mh. Hurriyet Bulv. Skyport No:1
Ic Kapi No: 64 Beylikduzu / ISTANBUL
TURKEY

Has been assessed by UKS and found to be in compliance
with the following standard

ISO 13485:2016

The Medical Devices Management System is applicable to;

Development, Production And Sales Of Medical Diagnostic Products Used Qut
Of Body, Laboratory Material, Kit And Devices

Category / Sub Category ==

Certificate No :MDQ-0102
Certificate First Issue Date :05" September 2020
Decision Date :05" September 2020
Certificate Issue Date :05" September 2020
Expiration Date :04" September 2021

This cerificale s valid for 3 years after first certification or recedtification decision dale, In case of,
firms to comply with UKS's Rules and be inthe audit made at least once a year.
FR.73/55ue Dale:01.05.2013/Rev. Dale:14.03.2019/Rev. No:04

ACCREDITED

CAS-MS-0011

UKS International Quality Systems & Cerfification Ltd.
Atakent Mah. Dicle Cad. No:35 Umraniye / ISTANBUL / TURKEY

www.uksbelgelendirme.com.ir : Phone: -+90 216330 45 77 Ph Faks: +90 216 330 6747
Please check the validity of the cerificate from our web site info@uksbelgelendime.com.ir



UKS INTERNATIONAL
* QUALITY SYSTEMS &
CERTIFICATION LTD.

This is to certify

Unioninvest Gida Turizm Sanayi Ve
Dis. Tic. Ltd. Sti.

Yakuplu Mh. Hurriyet Bulv. Skyport No:1
Ic Kapi No: 64 Beylikduzu / ISTANBUL
TURKEY

Has been assessed by UKS and found to be in compliance
with the following standard

GMP
Good Manufacturing Practice

The Good Manufacturing Practice System is applicable to;

Development, Production And Sales Of Medical Diagnostic Products Used Out
Of Body, Laboratory Material, Kit And Devices

Category / Sub Category : -

Certificate No :MSU-0012
Certificate First Issue Date :05" September 2020
Decision Date :05" September 2020
Certificate Issue Date :05" September 2020
Expiration Date :04" September 2021

This certificate is valid for 3 years after first certification or re-certification decision date,
in case of, firms to comply with UKS's Certification Rules and be successful in the
surveillance audit made at least once a year.
FR.73/lssue Dato:01.05.2013/Rev. Date:14.03.2019/Rev. No:04
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Genel Mudur

UKS International Quality Systems & Certification Ltd.
. Atakent Mah, Dicle Cad, No:35 Umraniye/ISTANBUL / TURKEY
WWW-“kaelg‘?l?“d"“‘e-Ff’“‘"’ , Phane: +90 216 330 45 77 Phx Faks: +90 216 330 67 47
Please check the validity of the certificate from our web site info@ukshelgelendirme.com.fr





