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EC DECLARATION OF CONFORMITY
AB UYGUNLUK BEYANI

Manufacturer//malatgr: PROSES TICARET IMALAT MUHENDISLIK ENDUSTRIYEL MADDE VE
MALZEME IMALATI INSAAT VE SAN. LTD. STi. .
Adress/Adres: Merkez Mah. Musa Giindiiz Cad. No:14 Taskoprii-Ciftlikkéy/YALOVA, TURKIYE

Product Scope / Uriin Kapsami: Medical liquid and gas filters / Medikal sivi ve gaz filtreleri

Product definition/ Uriin tanimi: Medical liquid and gas filters made of different materials, in various
sizes and types with different micronic filtration features. / Farkli malzemelerden imal edilmis, ¢esitli
oleti ve tiplerde farkli mikron siizme ozellikli medikal sivi ve gaz filtreleri

Place and purpose of use/Kullanim yeri ve amacr: It is used for liquid and gas filtration in
hemodialysis water treatment systems, for liquid and gas filtration needs in hospitals and other fields
in heatlh sector and in other processes. | Hemodiyaliz su aritma sistemlerinde, hastane ve diger
saghk sektoriindeki sivi ve gaz filtrasyonu ihtiyaglarinda ve diger proseslerde sivi ve gaz
filtrasyonu amaci ile kullanilir.

Products/Uriinler: ]
Products/Uriinler Modell-Type/Model-Tip Basic/Temel/ UDI Gmdn
Cartridge filters / Kartus Filtreler Cartridge filter 869921119cartridgeL W
Micro filters | Mikro Filtreler Micro filter 869921119microFW 35433
Bag filters / Torba Filtreler Bag filter 869921119bag2J

Trademark/ Marka: PROSES-T.I.M.®

This declaration of conformity is issued under the sole responsibility of Manufacturer. We hereby
declare that the medical device(s) specified above meet the provisions of the Regulation (EU) MDR
2017/745 for medical devices. This declaration is supported by the Quality System approval 1SO
13485:2016. All supporting documentation is retained at the premises of the manufacturer. /

Bu uygunluk beyani, tamamen Ureticinin sorumlulugunda yayinlanmistir. Yukarida belirtilen
tibbi cihaz(larhin tibbi cihazlara iliskin (AB) MDR 2017/745 tiiziigiiniin hiikiimlerini
karsiladigini beyan ederiz. Bu beyan, Kalite Sistem onayr ISO 13485:2016 tarafindan

desteklenmektedir. Tlim destekleyici belgeler, tireticinin tesislerinde muhataza edilmektedir.

Conformity assessment route/

Uygunluk degerlendirme rotast Classification/Siniflandirma:

Annex IV (Annex Il & Il) / Ek IV (Ek IT & | Class | product according to Rule 1 of Annex VIII /
I Ek VIII Kural 1'e gore Sinif [ tiriin

Standarts/Standartlar: EN ISO 14971, EN ISO 15223-1

ON BEHALF OF MANUFACTURER / URETICI ADINA
Name/Ad:: Dogan GURBUZ (imza yetkisi- authorized signatory)
Date-Place/Tarih-Yer - 01.01.2022 / Yalova

Sighatu relImza’




