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Subject : Your letter dated 22.05.2023 and numbered E-48535386-511.01.99-2379338

Your request in the letter of interest for the extension of the validity of the EC certificates with the
numbers 1783-MDD-079, 1783-MDD-080, 1783-MDD-081 and 1783-MDD-082 has been examined.
Regulation (EU) No 2023/607 of the European Parliament and of the Council amending Regulations (EU) 2017/745
and (EU) 2017/746 as regards transitional provisions for certain medical devices and in vitro diagnostic medical
devices in order to reduce the risk of non-delivery of medical devices' was published in the Official Journal of the
EU on 20 March 2023 and applies from 20 March 2023.
In the framework of the alignment with the applicable EU medical device legislation; In parallel to Regulation (EU)
No. 2023/607 of the European Parliament and of the Council, our Regulations entitled "Regulation amending the
Medical Devices Regulation" and "Regulation amending the Regulation on Medical Devices for In Vitro Diagnostic
Purposes" were published in the Official Journal of 2.4.2023 and the aforementioned amendments were made to
the Medical Devices Regulation and the Regulation on Medical Devices for In Vitro Diagnostic Purposes.
In this regard, our notice entitled "Notice on the implementation of the provisions of Regulation (EU) No. 2023/607
(EU) No. 2023/KK-1" explaining the procedures and principles of the applications for the implementation of the
said transitional provisions was published on the website of our institution and on the UTS portal on 3.4.2023 and
came into effect.
In this context, the relevant application has been assessed under the "Notice on the implementation of the
provisions of Regulation (EU) No 2023/607 No 2023/KK-1" and it has been considered appropriate to extend the
validity period of the EC certificates with numbers 1783-MDD-079, 1783-MDD-080 until 31.12.2027 and the validity
period of the EC certificates with numbers 1783-MDD-081, 1783-MDD-082 until 31.12.2028. In this regard, |
request you to submit an application for registration/update of a document in UTS under our notice entitled
"Notice on the implementation of the provisions of Regulation (EU) No 2023/607 No 2023/KK-2" and attach this
response letter and its annexes to the relevant application;
| ask for your information and Support.

Dr. Mehmet Hakan FIRAT
Head of the Institution
Vice President of the Institution

ANNEX:
1-EK-1 (2 pages)
2-EK-2 (4 pages)
3-TSE Declaration (53 pages)
4-MDD Product List (87 pages)
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flgi  :22.05.2023 tarihli, E-48535386-511.01.99-2379338 sayil yazinz.

llgi yazida yer alan ve 1783-MDD-079. 1783-MDD-080, 1783-MDD-081 ve 1783-MDD-082
numarali EC sertifikalarmin belge gegerlilik siiresinin uzatlmasi talebinizle ilgili olan basvurunuz
incelenmistir.

Avrupa Komisyonu'nun tibbi cihazlarm tedarik edilememe riskini azaltmak amactyla “(4B)
2017745 sayili ve (4B) 2017746 sayir Tiiziikleri belirli ubbi cihazlarn ve in vitro tan amagl tibbi
cihazlarin gecis hitkiimlerini tadil eden (AB) 2023607 Savili Avrupa Parlamentosu ve Konsey Tuiziigi
20 Mart 2023 tarihinden itibaren yiiriirliige girecek sekilde 20 Mart 2023 tarihinde AB Resmi
Gazetesinde yayimlanmistir.

AB’nin giincel tibbi cihaz mevzuatina uyum ¢alismalar kapsaminda;(.1B) 2023 607 Sayilt Avrupa
Parlamentosu ve Konsey Tiizigi'ne paralel olarak, “7Tibbi Cihaz Yonetmeliginde Degisiklik Yapilmasina
Dair Yonetmelik™ ve “In Vitro Tam Amacli Tibbi Cihaz Yonetmeliginde Degisiklik Yapilmasma Dair
Yanetmelik” adli Yonetmeliklerimiz 2/4/2023 tarihli Resmi Gazete "de yvayimlanmis olup. Tibbi Cihaz
Yonetmeligi ve In Vitro Tant Amagl Tibbi Cihaz Yanetmeliginde soz konusu degisikler yaptlmistir,

Bu kapsamda, s6z konusu gegis hiikiimlerinin uygulanmasina yinelik basvurularin usul ve
esaslannin agiklandign <2023’ KK-1 Savili (AB) 2023607 Sayih Tiziik Hiikimlerinin Uvgulanmasina
Dair Duwyuru”™ adli Duyurumuz 3/4/2023 tarihinde Kurumumuz web sitesinde ve UTS Portal’da
vayimlanarak yiiriirliige girmistir.

Bu minvalde ilgili bagvuru “2023'KK-1 Savili (AB) 2023607 Savili Tiiziik - Hiikiimlerinin
Uygulanmasina Dair Duyury”™ kapsammda degerlendirilmis olup, bagvurudaki /783-MDD-079, [783-
MDD-080, numaralr EC Sertifikalarimn gegerlilik siiresinin 31/12/2027 tarihine kadar, /783-MDD-081,
1783-MDD-082 numaral EC Sertifikalaruun gegerlilik siiresinin 31/12/2028 tarihine kadar uzatilmast
uygun goriilmiigtiic. Bu baglamda. “2023/KK-2 Savili (AB) 2023/607 Sayili Tizik Hiikiimlerinin
Uygulanmasina Dair Duyuru™ adli Duyurumuz kapsaminda UTS de belge kayit/giincelleme basvurusu
yapilmasi ve ilgili basvuruya bu cevabi vazumiz ve eklerinin de eklenmesi hususunda;

Bilgilerinizi ve geregini rica ederim.

Dr. Mehmet Hakan FIRAT
Kurum Bagkan a.
Kurum Bagkan Yardimcisi
EK:
1-EK-1 (2 sayfa)
2-EK-2 (4 sayfa)
3-TSE Beyan (53 sayfa)
4-MDD Uriin Listesi (87 sayfa)
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