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98/79/EC DIREKTIFi EK 3 UYARINCA;5/ 50vA FUROPEANA

MANUFACTURER/ URETICI:

Anatolia Tani ve Biyoteknoloji Uriinleri Ar-Ge San. ve Tic. A.S.

Hasanpasa Mah. Beydagi Sk. No: 1-9 H, 34920 Sultanbeyli, Istanbul TURKEY

PRODUCT DESIGNATION/URUNLERIN TANIMI:
Bosphore Chikungunya Virus Detection Kit v1
Bosphore CCHFV Quantification Kit v1
Bosphore West Nile Virus Quantification Kit v2
Bosphore Zika Virus Detection Kit v1

PRODUCT CLASS/URUN SINIFI:

IVD Other (Not Included in Annex Il List)/ IVD Diger (Ek Il Liste Disi)

We herewith declare that the above-mentioned product meets the provisions of the
directive 98/79/ECforin vitro diagnostic medical devices. All supporting documentation is
retained under the premises of the manufacturer./ Yukarida belirtilen triinlerin 98/79/EC
Viicut Disinda Kullanilan Tibbi Tani Cihazlari Direktifi’nin sartlarina uygun oldugunu beyan

ederiz. ilgili tim dokiimantasyon Uretici tarafindan saklanmaktadir.

LOCATION-DATE/YER-TARIH: ISTANBUL, 21 JAN 2022/ 21.01.2022

LEGALLY BINDING SIGNATURE/YETKILI IMZA:
ARATOLIA TANI VE BIYOTEKNOLOJ DRUNLER]

AR-GE SAMAY] VE TICARET ANONIM SIRRET]
Hasanpeasa Mah. Bnda? Sokak Mg:1-94
34920 Sultanbeyli/IST. Tic.Sic,Nd-738589
 Mersis Mo 0068 07925630 -~
Ted: 0216 330 04 55 Fata011 —
SULTAMNSEYLI :
e

Dr. Elif Akyiiz, R&D Director/Ar-Ge Direktorii

Anatolia Tani A.S.; considers the following regulations and standards: / asagidaki mevzuat ve

standartlari uygulamaktadir:

¢ Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on In Vitro
Diagnostic Medical Devices/ Avrupa Parlamentosu ve 27 Ekim 1998 tarihli konseyi’'nin 98/79/EC
Viicut Disinda Kullanilan Tibbi Tani Cihazlari Direktifi

0 The Harmonized Standard “EN ISO 13485:2016 Medical Devices—Quality Management Systems—
Requirements For Regulatory Purposes”/ “EN 1SO 13485:2016 Tibbi Cihazlar-Kalite ydnetim
sistemleri-Mevzuat Amaclari Bakimindan Sartlar” uyumlastirilmis standardi

0 The Harmonized Standard “EN ISO 14971:2020 - Application of the Risk Management to Medical
Devices”/ “EN I1SO 14971:2020 Risk Yonetiminin Tibbi Cihazlara Uygulanmasi” uyumlastiriimis
standardi
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