<LOGO OF THE EPUBLIC OF TURKIYE
MINISTRY> . MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

Number :E-61749811-511.99-1482902
Subject : About the Announcement Number 2023/KK-1

UZUMCU TIBBI CIHAZ VE MEDIKAL GAZ SISTEMLERI SAN. VE TICARET ANONIM SIRKETT
(UZUMCU MEDICAL DEVICE AND MEDICAL GAS SYSTEMS INDUSTRY AND TRADE JOINT
STOCK COMPANY)

Ogulbey Mh. 3058. Cd. No:2/. GolbasiyANKARA

Reference : Your Letter Dated 18.04.2024, Number E-48535386-511.01.99-3093405 and Tracking Number
6012783

Your referenced application regarding the extension of the document validity period of the EC certificate
number M.2019.106.12408 has been reviewed.

In order to reduce the risk of non-procurement of medical devices, the "Regulation (EU) 2023/607 of the
European Parliament and of the Council amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards
the transitional provisions for specific medical devices and in vitro diagnostic medical devices" was published in
the Official Journal of the European Union on March 20, 2023, and will enter into force and be effective as of
March 20, 2023.

As part of the efforts for compliance with the current medical device legislation of the EU and in parallel
with the Regulation (EU) 2023/607 of the European Parliament and of the Council, our Regulations titled
"Regulation Amending the Medical Device Regulation" and "Regulation Amending the In Vitro Diagnostic
Medical Device Regulation” were published in the Official Gazette dated 2/4/2023 and such amendments have
been applied in the Medical Device Regulation and the In Vitro Diagnostic Medical Device Regulation.

In this context, our Announcement titled "Announcement No.2023/KK-1 on the Implementation of the
Provisions of the Regulation (EU) 2023/607" which describes the procedures and principles for the
implementation of the aforementioned transitional provisions, was published on 3/4/2023 on our Agency’s
website and the Product Tracking System (UTS) Portal, and has entered into force.

On the basis of the foregoing, the corresponding application has been evaluated within the framework of
the "Announcement No.2023/KK-1 on the Implementation of the Regulation (EU) 2023/607" and it has been
deemed appropriate to extend the validity period of the EC Certificate number M.2019.106.12408 until
31.12.2028. In this regard, I kindly request your attention and necessary action in applying for
registering/updating document in the UTS system and also in attaching this response letter and its annexes to the
application, within the scope of our Announcement titled "Announcement No.2023/KK-2 on the Implementation
of the Regulation (EU) 2023/607".

Best Regards.

Dr. Mehmet Hakan FIRAT
Vice President of the Agency
Acting on behalf of the President

Attachment-1: Manufacturer’s Declaration (3 Pages)
Attachment-2: Letter of Confirmation and its Turkish Translation (8 Pages)
Attachment-3: Extension Approval Letter (1 Page)
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SAGLIK BAKANLIGI
Tiirkiye Ilag ve Tibbi Cihaz Kurumu

Sayi : E-61749811-511.99-1482902 21.05.2024
Konu : 2023/KK-1 Sayili Duyuru Hk.

UzOMCU TIBBI CIHAZ VE MEDIKAL GAZ SISTEMLERI SAN. VE TICARET ANONIM SIRKET]
Ogulbey Mh. 3058. Cd. No:2/. G5lbagi/ANKARA

Ilgi :18.04.2024 tarihli, E-48535386-511.01.99-3093405 sayili, 6012783 islem takipli yaziniz

llgi yazida yer alan ve M.2019.106.12408 numarali EC sertifikanin belge gecerlilik siiresinin uzatilmas:
talebinizle ilgili olan bagvurunuz incelenmistir.

Avrupa Komisyonu’nun tibbi cihazlarn tedarik edilememe riskini azaltmak amaciyla “(4B) 2017/745
sayur ve (AB) 2017/746 sayili Tiiziikleri belirli nbbi cihazlarin ve in vitro tam amagh nbbi cihazlarin gecis
hiikiimlerini tadil eden (AB) 2023/607 Sayili Avrupa Parlamentosu ve Konsey Tiiziigi” 20 Mart 2023 tarihinden
itibaren ytiriirliige girecek sekilde 20 Mart 2023 tarihinde AB Resmi Gazetesinde yayimlanmustir.

AB’nin giincel tibbi cihaz mevzuatina uyum caligmalari kapsamunda;(4B) 2023/607 Sayili Avrupa
Parlamentosu ve Konsey Tiiziigii'ne paralel olarak, “Tibbi Cihaz Yénetmeliginde Degisiklik Yapilmasina Dair
Yénetmelik” ve “In Vitro Tam Amach Tibbi Cihaz Yénetmeliginde Degisiklik Yapilmasina Dair Yénetmelik” adl
Yonetmeliklerimiz 2/4/2023 tarihli Resmi Gazete *de yayimlanmis olup, Tibbi Cihaz Yonetmeligi ve In Vitro Tam
Amacli Tibbi Cihaz Yonetmeliginde soz konusu degisikler yapilmugtir.

Bu kapsamda, s6z konusu gegis hilkiimlerinin uygulanmasina ydnelik basvurularin usul ve esaslarinm
agiklandigr “2023/KK-1 Sayih (AB) 2023/607 Sayi: Tiiziik Hiikiimlerinin Uygulanmasina Dair Duyury” adli
Duyurumuz 3/4/2023 tarihinde Kurumumuz web sitesinde ve UTS Portal’da yayimlanarak yiiriirliige girmistir.

Bu minvalde ilgili bagvurular “2023/KK-1 Sayili (AB) 2023/607 Sayili Tiizitk Hiikiimlerinin
Uygulanmasina Dair Duyury” kapsaminda degerlendirilmis olup, bagvurudaki M.2019.106.12408 numarali EC
sertifikanin gegerlilik siiresinin 31.12.2028 tarihine kadar uzatilmas: uygun goriilmiistiir. Bu baglamda, “2023/KK-
2 Sayii (AB) 2023/607 Sayih Tiiziik Hiikiimlerinin Uygulanmasina Dair Duyuru” adli Duyurumuz kapsaminda
UTS’de belge kayit/giincelleme bagvurusu yapilmasi ve ilgili bagvuruya bu cevabi yazimiz ve eklerinin de
eklenmesi hususunda;

Bilgilerinizi ve geregini rica ederim.

Dr. Mehmet Hakan FIRAT
Kurum Bagkani a.
Kurum Baskan Yardimcist
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