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Healthcare / Saglik Hukuku

COVID-19 Measures: TITCK Publishes Application Guidelines for Import and Export
Approvals

Recent Development

On April 14, 2020, the Turkish Pharmaceuticals and Medical Devices Authority ("TITCK") published the
Approval Application Guidelines for the Import and Export of Certain Medical Devices Due to the COVID-19
Outbreak. The TITCK prepared the guidelines by gathering all of its announcements issued during the
COVID-19 outbreak in relation to approval procedures. The Guidelines are available online here (in
Turkish).

What's New?

As part of the measures to fight COVID-19, the import and export of certain products are subject to the
TITCK's approval to ensure the accessibility to safe products; the procurement management of critical
products necessary for COVID-19 treatments; the smooth functioning of health services; and the protection
of public health.

In this regard, companies must obtain the TITCK's approval for the export of personal protection equipment
such as protective masks; liquid-proof aprons and goggles; and products placed on the market pursuant to
the Regulation on Medical Devices such as medical and surgical masks, sterile medical gloves, intubation
tubes and intensive care monitors; and the import of certain medical diagnosis kits.

Approval applications will be made through the Electronic Application System (tr. EBS). Products that fall
under the medical devices regulations must be registered with the Product Tracking System (tr. UTS) for
approvals.

As customs declarations are issued separately for each country, 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 TITCK approves the application, 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 for import approvals will be valid for six months, whereas the TPS number for export
approvals will be valid for 15 days.


https://titck.gov.tr/storage/Archive/2020/announcement/nzinKlavuz_ff96ed9c-f8e1-44cd-9f69-5798d8f3b101.docx

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 or export the relevant personal protection equipment and
medical materials must apply to the TITCK for import/export 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 The Esin Attorney Partnership Coronavirus Helpdesk for our client alerts regarding
the legal consequences of COVID-19 on other areas.

COVID-19 Tedbirleri: TITCK, On Izne Tabi Tibbi Cihazlar icin Basvuru Kilavuzu'nu
Yayimladi

Yeni Geligsmeler

Turkiye ilag ve Tibbi Cihaz Kurumu, ("Kurum") 14 Nisan 2020 tarihli duyurusunda COVID-19 Salgini
Sebebiyle ihracatinda ve ithalatinda On izne Baglanan Tibbi Cihazlar i¢in On izin Bagvuru Kilavuzu'nu
yayimladi. Kurum, 6n izin surecine dair yayimladidi tim duyurulari guincelleyerek tek bir kilavuzda
birlestirdi. Kilavuz'a buradan ulasabilirsiniz

Ne Degisecek?

Bilindigi Uzere COVID-19 ile mucadele surecinde guvenli Grtn erigilebilirliginin temin edilmesi, tedavide
kullanilan kritik Grtnlerin stok ve tedarik yonetiminin etkin sekilde yapilmasi, saglik hizmeti sunumunun
aksamamasi ve kamu sagliginin korunmasi amagclariyla belirli GrGnlerin ihracati ve ithalati Kurum'un 6n
iznine baglandi.

Bu kapsamda koruyucu maske, sizi gegirmez onluk ve gozlik gibi kisisel koruyucu donanim drunleri ile
tibbi ve cerrahi maskeler, tibbi steril eldivenler, entibasyon tupl ve yogun bakim monitéra gibi Tibbi Cihaz
Yoénetmeligi uyarinca piyasaya arz edilen Grlnlerin ihracati; tibbi tani kitlerinin ise ithalati icin Kurum'dan 6n
izin alinmasi gerekecek.

ilgili Griinlerin ithalati ve ihracati igin én izin bagvurulari Kurum'un Elektronik Bilgi Sistemi (EBS) lizerinden
yapilacak. Tibbi cihaz yonetmelikleri kapsaminda piyasaya arz edilen Grtnlerin ithalati igin 6n izin
bagvurusu verilecek Urtinlerin Uriin Takip Sistemi'ne (UTS) kayitli olmasi gerekecek. Gimriik
beyannameleri her Ulke igin ayri olusturuldugundan bagvurular da her ulke igin ayri ayri yapilacak.
Devaminda, Kurum'un sitesinde belirtilen basvuru dilekgesinin doldurulup elektronik imza ile imzalanarak
sisteme eklenmesi gerekiyor.

Basvurunun onaylanmasi durumunda Ticaret Bakanhgdi'ndan Tek Pencere Sistemi (TPS) numarasi
alinarak basvuruyu yapan firmanin kayit sirasinda belirttigi kayitli elektronik posta adresine gonderilecek.
ithalat bagvurulari igin génderilen TPS numarasi 6 ay, ihracat bagvurulari igin génderilen TPS numarasi ise
15 gln sure ile gegerli olacak.

Sonug¢

Kurum, COVID-19 salgininin dnlenmesine iliskin galismalarini stirdiriiyor. On izne tabi tutulan kigisel
koruyucu donanim urunleri ve tibbi malzemeleri ithal ve ihrag¢ etmek isteyen sirketlerin ve kuruluglarin,
Kurum'a bagvuruda bulunmasi ve ihracat/ithalat 6n izni almasi gerekecek. Bu kapsamda tum ilgililer,
Kurum'un 6n izin basvuru stireglerine iliskin ydénlendirmelerine uygun hareket etmeli, Kurum'un bu konudaki
duyuru ve agiklamalarini takip etmelidir.


https://www.esin.av.tr/coronavirus-desk/
https://titck.gov.tr/storage/Archive/2020/announcement/nzinKlavuz_ff96ed9c-f8e1-44cd-9f69-5798d8f3b101.docx

COVID-19’un hukuki etkilerine yonelik mevzuat biiltenlerimiz ve diger biiltenlerimize Esin Avukatlik
Ortakligi Koronaviriis Masasi adresinden ulasabilirsiniz.
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