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Healthcare / Saglik Hukuku

COVID-19 Measures: Import of Medical Test Kits Now Subject to Approval

Recent Development

The Communiqué on the Import of Medical Diagnostic Kits ("Communiqué") was published in the Official
Gazette No. 31087 on April 2, 2020. According to the Communiqué, the import of reagents, standard
(reference) substances and certain immunity products (collectively, "medical test kits"), which may also
be used for COVID-19 tests, are now subject to the Turkish Pharmaceuticals and Medical Devices
Authority's ("TITCK") approval. The TITCK announced the procedures for import approval applications in
the scope of the Communiqué.

What's New?

The TITCK will issue approval letters for products placed on the market in the scope of the Regulation on
In-Vitro Diagnostic Medical Devices ("Regulation”). Products to be imported further to the TITCK's
approval must be registered with the Product Tracking System (tr. UTS).

With respect to products registered as "COVID-19 test kits" in the UTS, the General Directorate of Public
Health must initially give its positive opinion that the products meet the conditions under the Regulation. As
for the COVID-19 kits that are not registered with the UTS, the General Directorate of Public will issue a
conformity letter for the completion of the UTS registration and import approval application. Detailed
information on the import approval applications and UTS registrations of COVID-19 medical diagnostic kits
is available online here (in Turkish)

Import approval applications will be made through the Electronic Application System (tr. EBS) under the
Medical Diagnostic Kit Import Application section. Applicants must add the relevant product to the system
by entering the product number and indicate the country of import. As customs declarations are issued
separately for each country, import approval applications should also be made separately for each country.
Applicants must then fill out and e-sign the application petition on the TITCK's website and upload the
petition to the system.

If the application is approved by the TITCK, the system will automatically assign a Single Window System
(tr. TPS) number and the number will be sent to the applicant's email address registered in the system. The
TPS number will be valid for six months. Detailed information on import approval application through the
EBS is available online here (in Turkish).


https://www.titck.gov.tr/duyuru/2020-kk-6-sayili-covid-19-tibbi-tani-kitlerinin-uts-ye-kaydi-ve-ithalat-izinlerine-iliskin-duyuru-07042020132617
https://www.titck.gov.tr/duyuru/tibbi-tani-kitlerinin-ithalat-basvurularina-iliskin-duyuru-03042020001128

Conclusion

The TITCK continues to take active steps to protect the public against the COVID-19 pandemic in Turkey.
Any real or legal persons wishing to import COVID-19 test kits must apply to the TITCK for import approval.
Accordingly, all relevant persons and companies must comply with the TITCK's instructions for import
approval applications and follow the TITCK's announcements in this regard.

Please refer to https://www.esin.av.tr/coronavirus-desk/ for our client alerts regarding the legal
consequences of COVID-19 on other areas.

COVID-19 Tedbirleri: Tibbi Tani Kitlerinin ithalati izne Tabi Olacak

Yeni Geligsmeler

Tibbi Tani Kitlerinin ithaline iligkin Teblig ("Teblig") 2 Nisan 2020 tarihli 31087 sayili Resmi Gazete'de
yayimlandi. Tebli§g uyarinca COVID-19 teshislerinde kullanilabilen reaktifler, standart (referans maddeleri)
ve belirli bagisiklik Griinlerinin (birlikte "tibbi tani kitleri") ithalati i¢in Tirkiye ilag ve Tibbi Cihaz Kurumu'nun
("Kurum") uygunluk yazisi aranacak. Kurum, gectigimiz gunlerde yaptigi duyurularda Teblig'e istinaden
yapilacak ithalat izni bagvuru usullne iligskin agiklamalarda bulundu.

Ne Degisecek?

On izin belgeleri Viicut Disinda Kullanilan (In-vitro) Tibbi Tani Cihazlari Yonetmeligi ("Yonetmelik")
kapsaminda piyasaya arz edilen urunler igin dizenlenecek. Ithalat on izin bagvurusu verilecek dranlerin
Urln Takip Sistemi'ne (UTS) kayitli olmasi gerekecek.

Yoénetmelik kapsaminda olan ve COVID-19 tani kiti olarak UTS'de kayith olan Griinler igin bu Griinlerin
Ydénetmelik'te dngdrilen sartlari sagladigina ydnelik Halk Sagligi Genel MUdurlGgi'nin gérisi alinacak.
UTS kaydi tamamlanmamig COVID-19 tani kitlerinin UTS kaydi igin ise dncelikle Halk Saghigi Genel
MUdirlGgi'nin uygunluk yazisi aranacak. COVID-19 tibbi tani kitlerinin UTS kaydi ve ithalat izinlerine
iliskin detayl bilgiye buradan ulasabilirsiniz.

Bagvurular Elektronik Bagvuru Sistemindeki (EBS) Tibbi Tani Kiti ithalat Bagvurusu sekmesinden
yapilacak. ithalati yapilacak Griine ait tirin numarasi girilerek ilgili tiriin sisteme eklenecek ve uriinin
ithalatinin yapilacagi ulke bilgisi girilecek. Gumrik beyannameleri her Ulke igin ayri olugturuldugundan
bagvurular da her Ulke icin ayri ayri yapiimahdir. Devaminda, Kurum'un sitesinde belirtilen bagvuru
dilekgesinin doldurulup elektronik imza ile imzalanarak sisteme eklenmesi gerekiyor.

Basvurunun onaylanmasi durumunda Ticaret Bakanhgdi'ndan Tek Pencere Sistemi (TPS) numarasi
alinarak basvuruyu yapan firma kaydi sirasinda belirttigi kayith elektronik posta adresine génderilecek.
TPS numarasi yalnizca 6 ay gegerli olacak. EBS Uzerinden yapilan ithalat izin bagvurularina iliskin detayl
bilgiye buradan ulasabilirsiniz.

Sonug¢

Kurum, COVID-19 salgininin dnlenmesine iliskin ¢calismalarini sardiriyor. COVID-19 tani kiti ithal etmek
isteyen tibbi cihaz sirketlerinin ve kuruluglarin, Kurum'a basvuruda bulunmasi ve ithalat 6n izni almasi
gerekecek. Bu kapsamda tim ilgililer, Kurum'un 6n izin bagvuru sureglerine iligkin yonlendirmelerine uygun
hareket etmeli, Kurum'un bu konudaki duyuru ve agiklamalarini takip etmelidir.

COVID-19’un hukuki etkilerine yonelik mevzuat bultenlerimiz ve diger
bultenlerimize https://www.esin.av.tr/tr/coronavirus-desk/ adresinden ulasabilirsiniz.


https://urldefense.com/v3/__https:/esinxchange.com/collect/click.aspx?u=K1d0Sk81VjhQU3g3R1dPRXlGTDJxOU5WREY2MEo4Tzl0M3F6T3NEQUFFdHVFYWJLUjlHZk0vOFhBcmk0WGtaNVlZanQ2WDUyZWFrZWpVVi9iOHlpMFgxRzZSQlBrQTRr&rh=ff005d3612b7cb104102d66711459731454aadcb__;!!Hj9Y_P0nvg!DrGnikyNw68s3tVd_hiPqfDZsBFFY_g_yCv7YqWDJY1kyEL1BloeEKhTul1k2zbCE2Fsog$
https://www.titck.gov.tr/duyuru/2020-kk-6-sayili-covid-19-tibbi-tani-kitlerinin-uts-ye-kaydi-ve-ithalat-izinlerine-iliskin-duyuru-07042020132617
https://www.titck.gov.tr/duyuru/tibbi-tani-kitlerinin-ithalat-basvurularina-iliskin-duyuru-03042020001128
https://urldefense.com/v3/__https:/esinxchange.com/collect/click.aspx?u=K1d0Sk81VjhQU3g3R1dPRXlGTDJxOU5WREY2MEo4Tzl0M3F6T3NEQUFFdHVFYWJLUjlHZk0vOFhBcmk0WGtaNSt3a0NFKzV1MDY1SWk4dkdCejl6OXpXUkxyVjgwaHJV&rh=ff005d3612b7cb104102d66711459731454aadcb__;!!Hj9Y_P0nvg!DrGnikyNw68s3tVd_hiPqfDZsBFFY_g_yCv7YqWDJY1kyEL1BloeEKhTul1k2zYNa4_ZeA$

