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The Turkish Pharmaceuticals and Medical Devices
Authority (“TITCK") recently published an
announcement regarding European Union (EU)
Regulation No. 2017/745, Regulation on Marketing
Authorization of Foods for Special Medical Purposes
and Regulation on Marketing Authorization of
Traditional Herbal Medicinal Products. Moreover,
the TITCK has amended the Guideline on Early
Access Programs for Pharmaceuticals, the Guideline
on Marketing Authorization Renewal for Medicinal
Products for Human Use and announced the Fourth
Quarter Results on Market Surveillance and Inspection
of Cosmetics and Biocidal Products.

EU Regulation No. 2017/745

On 16 January 2023, the TITCK published an
announcement on the proposed regulation amending
the transitional clause of EU Regulation 2017/745
("Regulation’) for reducing the risk of nonavailability
of medical devices.

Article 120 of the Regulation, which regulates the
transitional period, needs to be extended for various
reasons, such as the fact that small and medium-sized
enterprises are not sufficiently prepared to meet the
new requirements, the high risk that many devices
will not be certified before the end of the transitional
period, and problems in the supply of medical devices
within the EU.

In this regard, on 6 January 2023, the European
Commission submitted and opened for public
consultation a Proposal for a Regulation amending the
relevant Article 120. Accordingly, for medical devices
covered by a certificate issued by a notified body
pursuant to Directive 90/385/EEC and Directive 93/42/
EEC as of 25 May 2017 and valid as of 26 May 2021,
and for devices covered by a declaration of conformity
issued under Directive 93/42/EEC before 26 May 2021
and for which the conformity assessment procedure
under the Regulation requires the involvement of

a notified body, 26 May 2024 is the latest date for
placing on the market. This will be extended until the
following dates for each category:

= 26 May 2026 for Class lll custom-made
implantable devices,

= 31 December 2027 for high-risk (Class Ill) devices,
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= 31 December 2028 for low- and medium-risk devices
(other Class llb devices, Class lla devices and Class |
devices placed on the market in sterile condition or
with a measuring function)

The Announcement is available here (in Turkish).

Guideline on Early Access Programs for
Pharmaceuticals

On 19 January 2023, the TITCK updated the Guideline

on Early Access Programs for Pharmaceuticals. The
Guideline sets out the principles and procedures for the
procurement of medicinal products that do not have a
marketing authorization in Turkiye, but that have (or do
not have) a marketing authorization in other countries,
for patients who have been unsuccessful with standard
treatment methods and medicinal products that have
marketing authorization in Turkiye, or patients who are
no longer able to receive such treatments. In this regard,
the Guideline includes various regulations such as the
patients to be included in the program, the execution of
the program, application stages, documents required for
application, adverse event notification and termination
of the program.

The Guideline is available here (in Turkish).



https://www.titck.gov.tr/duyuru/n-a-16012023195320
https://www.titck.gov.tr/duyuru/insani-amacli-ilaca-erken-erisim-programi-kilavuzu-19012023153211

Fourth Quarter Results on Market
Surveillance and Inspection of Cosmetics
and Biocidal Products

On 23 January 2023, the TITCK announced the results
of its cosmetics sector market surveillance and
inspection conducted in October, November and
December 2022.

Of the 203 cosmetic products inspected by the
TITCK's Cosmetics Supervision Department, 162 were
noncompliant and 16 were unsafe.

The responsible companies were subject to an overall
administrative fine of TRY 545,340 (approximately
USD 28,910).

Of the 10 type 1 and type 19 biocidal products
inspected by the TITCK's Cosmetics Supervision
Department, 5 were unlicensed and 1 was unsafe.
The responsible companies were subject to an overall
administrative fine of TRY 241,720 (approximately
USD 12,814).

The 2022 fourth quarter results for cosmetic products
are available here (in Turkish).

The type 1and type 19 biocidal products’ third
quarter results of 2022 are available here (in Turkish).
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https://www.titck.gov.tr/duyuru/kozmetik-urunlere-iliskin-2022-yili-dorduncu-3-aylik-denetim-verileri-23012023114436
https://www.titck.gov.tr/duyuru/tip-1-ve-tip-19-biyosidal-urunlere-iliskin-2022-yili-dorduncu-3-aylik-denetim-verileri-23012023113316

What Do the Results Say?

The cosmetic products' safety results reveal that
there has been a decrease in the number of inspected
products and noncompliant products. In this regard,
the total amount of administrative fines has decreased
compared to the results for the third quarter of 2022.

The type 1 and type 19 biocidal products’ safety
results reveal that there has been a decrease in the
number of inspected, unlicensed and unsafe products.
Accordingly, there is also a significant decrease in the
total amount of administrative fines.

Regulation on Marketing Authorization of
Foods for Special Medical Purposes

On 28 January 2023, the TITCK published the

Regulation on Marketing Authorization of Foods

for Special Medical Purposes, effective as of 1July

2023. The Regulation sets out various issues such as

classification, marketing authorization and packaging

of foods for special medical purposes. The main
dments introduced by the Regulation are

= For foods for special medicinal purposes to be

placed on the market, the TITCK must issue a
marketing authorization. In addition, a sales
authorization is also required for foods for special
medicinal purposes to be placed on the market for
the first time.

- Foods for special medical purposes are classified

into three groups: i) containing standard nutrients;
ii) containing nutrients developed specifically for

a disease or health problem, which may constitute
the sole source of nutrition for the user when used
in accordance with the manufacturer’s instructions;
and iii) nutritionally incomplete products that are
not suitable for use as a sole source of nutrition,
either standard formulated products or products
whose nutrient content is tailored to a disease or
health problem.

« Only vitamins, minerals, amino acids, other

nitrogen containing compounds and other
nutrients can be used to meet the nutrient
requirements in the production of food for special
medical purposes.

= Foods for special medical purposes developed to

meet the nutritional requirements of infants and
young children must not contain pesticide residues
exceeding 0.01 mg/kg per active ingredient.

= Foods for special medical purposes must be

packaged and the phrase “Food for Special Medical
Purposes” (tr."Ozel Tibbi Amach Gida”) must be

added to the packaging. In addition, the information
specified in the Regulation must be included on

the packaging. Besides, the packaging of foods

for special medical purposes developed to meet

the nutritional needs of infants must not contain

any elements, including pictures of babies, any
photographs, figures and pictures that encourage the
use of the product.

= For products that are within the scope of the

relevant regulation but have been approved by the
TITCK before the publication of the regulation and
for which import or manufacturing permits have
been issued and placed on the market in this way,
marketing authorization must be applied for from
the TITCK by 31 December 2025 at the latest. Until
then, products can be placed on the market based
on existing authorizations. However, if a marketing
authorization is not issued within 1 year from the
date of application, the existing authorizations will
be deemed invalid.

The Regulation is available here (in Turkish).
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https://www.resmigazete.gov.tr/eskiler/2023/01/20230128-7.htm

Regulation on Marketing Authorization of
Traditional Herbal Medicinal Products

On 3 February 2023, the Regulation on Marketing
Authorization of Traditional Herbal Medicinal Products
entered into force through its publication. It regulates
various issues such as the marketing authorization of
traditional herbal medicinal products and obtaining a
sales permit. The main amendments introduced by the
Regulation are as follows:

= Natural or legal persons residing in Turkiye must apply
to the TITCK for a marketing authorization to place a
traditional herbal medicinal product on the market. In
addition, a sales authorization must be obtained for the
traditional herbal medicinal product to be put on the
market for the first time.

« Traditional herbal medicinal products for which a
marketing authorization application will be made
must: i) be designed for use without a prescription for
diagnosis or treatment without medical supervision
of a doctor and have appropriate indications specific
to traditional herbal medicinal products in terms of
composition and intended use; ii) be prepared only for
specific uses in accordance with a specific efficacy and
posology; iii) be a medicinal product for human use
for oral, externally imposed or inhaled use; and iv) the
traditional use must be proven by bibliographic data.
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= Natural persons wishing to obtain a marketing
authorization must have graduated from a higher
education institution in pharmacy, medicine or
chemistry and be authorized to practice their
profession in Turkiye; legal entities must employ a
person with these qualifications as an "authorized
person”.

- In issuing a marketing authorization, the TITCK
considers that quality is demonstrated by appropriate
technological and pharmaceutical qualities and that
efficacy and safety under conventional conditions of
use have been proven.

= The marketing authorizations issued for traditional
herbal medicinal products by the TITCK will continue
to be valid provided that the holder fulfills its
responsibilities under the Regulation.

The Regulation is available here (in Turkish).


https://www.resmigazete.gov.tr/eskiler/2023/02/20230203-5.htm
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Guideline on Marketing Authorization Renewal for Medicinal
Products for Human Use

On 7 February 2023, the TITCK updated the Guideline on Marketing Authorization
Renewal for Medicinal Products for Human Use. In this regard, amendments

have been introduced for products that have an annotation stating that the
validity of the marketing authorization has been “extended for 5 years". The main
amendments introduced by the Guideline are as follows:

=« For products with an annotation on the marketing authorization stating that
the validity of the marketing authorization has been "extended for 5 years", i)
a letter of approval regarding the currency of the short product information/
instructions for use, ii) a letter of approval regarding the comprehensive
quality summary issued by the Technological Evaluation Unit for Marketing
Authorized Products or the Biological and Biotechnological Products Unit, and
iii) a letter of approval for the periodic benefit risk assessment report issued by
the Pharmacovigilance Risk Management Unit of the TITCK are not required for
marketing authorization renewal applications to be submitted for the revision
of “scientific review results have been found appropriate and the marketing
authorization remains valid".

The Guideline is available here (in Turkish).

Conclusion

The TITCK continues to provide guidance for companies working in the healthcare
industry. Companies should carefully review the TITCK's announcements and take
/A\ necessary actions to ensure compliance.
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https://www.titck.gov.tr/duyuru/ilac-firmalarinin-dikkatine-07022023123514
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Tirkiye ilac ve Tibbi Cihaz Kurumu (“Kurum”)
gectigimiz haftalarda, (AB) 2017/745 sayili Tuzuk
hakkinda duyuru, Ozel Tibbi Amacl Gidalar
Ruhsatlandirma Yonetmeligi ve Geleneksel Bitkisel
Tibbi Urtinler Ruhsatlandirma Yonetmeligi'ni yayimladi.
Kurum ayrica insani Amacli ilaca Erken Erisim Programi
Kilavuzu ve Beseri Tibbi Uriinlere Dair Ruhsat Yenileme
Kilavuzu'nda degisiklik yapti ve Kozmetik ve Biyosidal
Urtinlerin Piyasa Gozetimi ve Denetimi ile ilgili
Dordinct Ceyrek Sonuclart agikladr.

(AB) 2017/745 sayil Tiiziik

Kurum, 16 Ocak 2023 tarihinde tibbi cihazlarin tedarik
edilememe riskini azaltmaya yonelik (AB) 2017/745
Sayili Tazak'dn ("Taziik") gecis strecini dizenleyen
maddesinin tadil edilmesini iceren tuzik onerisi
hakkinda duyuru yayimlamistir.

Tazuk'Gn gecis sUrecini dizenleyen 120. maddesinin
ozellikle kicuk ve orta olcekli isletmelerin yeni
gereklilikleri karsilamaya yeterince hazir olmadig,
bircok cihazin gecis donemi sona ermeden
sertifikalandirilamamasi riskinin yiksek olmasi ve
Avrupa Birligi icerisinde tibbi cihaz tedariginde sorunlar
yasanabilmesi gibi cesitli sebeplerden gecis sirelerinin
uzatilmasi ihtiyaci dogmustur.

Bu kapsamda Avrupa Komisyonu tarafindan 6 Ocak
2023 tarihinde ilgili 120. maddenin tadilini amaglayan
Tizik Onerisi sunulmus ve kamoyu gorisine acilmistir.
Buna gore, 25 Mayis 2017 tarihinden itibaren 90/385/
AET ve 93/42/AET sayili Direktifler uyarinca bir
onaylanmis kurulus tarafindan dizenlenen ve 26 Mayis
2021 tarihinde gecerli olan bir sertifika kapsamindaki
tibbi cihazlar ile 26 Mayis 2021 tarihinden 6nce
93/42/AET sayil Direktif kapsaminda dizenlenen bir
uygunluk beyani kapsaminda olup Tuzuik uyarinca
uygunluk degerlendirme prosedurd bir onaylanmis
kurulusun dahiliyetinin gerektigi cihazlar icin en son
piyasaya arz etme olan 26 Mayis 2024 tarihinin;

= Sinif Il ismarlama imal edilen implante edilebilir
cihazlar icin 26 Mayis 2026 tarihine,

= Yuksek riskli (sinif lll) cihazlar icin 31 Aralik
2027 tarihine
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= DUslk ve orta riskli cihazlar icin (diger sinif Ilb
cihazlar, sinif lla cihazlar ve steril durumda veya
olcim islevine sahip olarak piyasaya arz edilen sinif
| cihazlar) ise 31 Aralik 2028 tarihine kadar uzatilmasi
ongorulmektedir.

Duyuruya buradan ulasabilirsiniz.

Insani Amacli Ilaca Erken Erisim
Programi Kilavuzu

Kurum, 19 Ocak 2023 tarihinde insani Amacli ilaca Erken
Erisim Programi Kilavuzu'nu giincellemistir. Kilavuz,
Tarkiye'de ruhsatlandirilmis tibbi Grinler ve standart
tedavi yontemleri ile basarisiz olmus veya bu tedavileri
uygulama imkani kalmamis hastalar icin Turkiye'de
ruhsatli olmayip diger Glkelerde ruhsatli olan veya
olmayan ilaclarin temin edilmesine iliskin usul ve esaslari
belirlemektedir. Bu kapsamda Kilavuz'da programa
dahil edilecek hastalar, programin yiritilme sekli,
basvuru asamalari, basvuru icin gereken belgeler, advers
olay bildirimi, programin sonlandirilmasi gibi cesitli
dizenlemeler bulunmaktadir.

Kilavuz'a buradan ulasabilirsiniz.


https://www.titck.gov.tr/duyuru/n-a-16012023195320
https://www.titck.gov.tr/duyuru/insani-amacli-ilaca-erken-erisim-programi-kilavuzu-19012023153211

Kozmetik ve Biyosidal Ur@inlerin Piyasa
Gozetimi ve Denetimi ile llgili Dordiincii
Ceyrek Sonuclari

Kurum, 23 Ocak 2023 tarihinde 2022 yilinin Ekim-
Kasim-Aralik aylarini kapsayan donemde kozmetik
ve biyosidal Grinlerin piyasa gozetimi ve denetimi ile
ilgili dordinci ¢eyrek sonuclarini aciklamistir,

Kurum'un Kozmetik Denetim Dairesi tarafindan
denetlenen 203 kozmetik Urlinden 162 tanesinin teknik
dizenlemeye aykiri, 16 tanesinin ise glivensiz oldugu
tespit edilmistir. Sorumlu sirketlere toplam 545.340
TLlik ceza kesilmistir.

Kurum'un Kozmetik Denetim Dairesi tarafindan
denetlenen 10 adet tip-1 ve tip-19 biyosidal Grinden
5 tanesinin ruhsatsiz ve 1 tanesinin gtvensiz oldugu
tespit edilmistir. Sorumlu sirketlere toplam 241720 TL
tutarinda ceza kesilmistir.

Kozmetik driinlerin 2022 yili dérdinci ceyrek denetim
verilerine buradan, tip-1 ve tip-19 biyosidal Grinlerin
2022 yili Gglncl ceyrek denetim verilerine buradan
ulasabilirsiniz.
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https://www.titck.gov.tr/duyuru/kozmetik-urunlere-iliskin-2022-yili-dorduncu-3-aylik-denetim-verileri-23012023114436
https://www.titck.gov.tr/duyuru/tip-1-ve-tip-19-biyosidal-urunlere-iliskin-2022-yili-dorduncu-3-aylik-denetim-verileri-23012023113316
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Dérdiincii Ceyrek Sonuclari Ne Anlama
Geliyor?

2022 yilinin Gglncd ceyrek sonuclari ile kiyaslandiginda,
hem denetlenen kozmetik Uriin hem de teknik
dizenlemeye aykiri Grdn sayisinda disls dikkat
cekmektedir. Bu dogrultuda uygulanan toplam ceza
tutarlarinin da azaldigi dikkat cekmektedir.

Ote yandan tip-1 ve tip-19 biyosidal Griinlerin

denetim verileri 2022 yili Gglncl ceyrek sonuglari ile
kiyaslandiginda, denetlenen riin sayisi ve ruhsatsiz ve
glvensiz Grln sayisinda bir disls gorilmektedir. Bu
kapsamda uygulanan para cezalarinda ise 6nemli bir
disus dikkat cekmektedir.

Ozel Tibbi Amach Gidalar Ruhsatlandirma
Yonetmeligi

Kurum 28 Ocak 2023 tarihinde Ozel Tibbi Amacli
Gidalar Ruhsatlandirma Yonetmeligi'ni 1 Temmuz
2023 tarihinden itibaren gecerli olmak tzere

mlamistir. Yonetmelik'le 6zel tibbi amach gidalarin
siniflandiriimasi, ruhsatlandiriimasi, ambalajlanmasi gibi
cesitli konular dizenlenmistir. Bu kapsamda getirilen
baslica dizenlemeler asagidaki gibidir:

—
—

- Ozel tibbi amacl gidalarin piyasaya sunulabilmesi

icin Kurum tarafindan ruhsat dizenlenmesi
gerekmektedir. Ek olarak ilk kez piyasaya sunulacak
0zel tibbi amacl gidalar icin satis izni alinmasi da
gerekmektedir.

- Ozel tibbi amacli gidalar, treticinin bildirdigi

talimatlara uygun olarak kullanildiginda,

kullanan kisilerin beslenme kaynagini tek basina
olusturabilen, i) standart besin 6gelerini iceren

ya da ii) hastalik ya da saglik sorununa 6zel
gelistirilmis dgeleri iceren ve iii) tek basina
beslenme kaynagi olarak kullanimi uygun olmayan,
standart formulll veya bir hastalik ya da saglik
sorunu icin besin ogeleri icerigi 6zel uyarlanmis,
beslenme yoninden tam olmayan Urdnler olmak
Uzere U¢ grupta siniflandiriimistir.

- Ozel tibbi amacli gidalarin dretiminde besin

dgelerine ihtiyaci karsilamak amaciyla yalnizca
vitaminler, mineral maddeler, amino asitler ve
diger azot iceren bilesikler ve diger besin dgeleri
kullanilabilir.

= Bebeklerin ve kliclk cocuklarin beslenme

gereksinimlerini karsilamak icin gelistirilmis 6zel
tibbi amacli gidalar, aktif madde basina 0,01 mg/
kg'yi asan miktarda pestisit kalintisi icermemelidir.

- Ozel tibbi amacli gidalarin ambalajinin bulunmasi

zorunlu olup ambalaja "Ozel Tibbi Amach Gida" ifadesi
eklenmelidir. Buna ek olarak, Yonetmelik'te belirlenen
bilgilere ambalajda yer verilmesi gerekmektedir.

Ek olarak bebeklerin beslenme gereksinimlerini
karsilamak icin gelistirilmis 6zel tibbi amagl gidalarin
ambalajlarinda Urindn kullanimini 6zendiren 6zellikle
bebek resimleri, her turltu fotograf, sekil ve resim dahil
hicbir unsur bulunmamalidir.

- ilgili ydnetmelik kapsaminda olmakla birlikte

yonetmeligin yayimlanmasindan énce Kurum
tarafindan onaylanarak ithal veya imal izni
dizenlenmis ve bu sekilde piyasaya arz edilmis
drtnler icin en geg 31 Aralik 2025 tarihine kadar
Kurum'a ruhsat basvurusunda bulunmakla
yUkumlidur. Bu streye kadar drinler mevcut
izinlere dayanarak piyasaya arz edilebilir. Ancak
ruhsat basvuru tarihinden itibaren 1 yil icinde ruhsat
dizenlenmedigi takdirde mevcut izinler gegersiz
saylhr.

Yonetmelik'e buradan ulasabilirsiniz.
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https://www.resmigazete.gov.tr/eskiler/2023/01/20230128-7.htm
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Geleneksel Bitkisel Tibbi Uriinler - Ruhsat almak isteyen gergek kisilerin eczacilik, tip veya

Ruhsatland Yonetmelidi kimya bilim dallarinda egitim veren yutksekogretim
uhsatiandirma Yonetmeiigi kurumlarindan birisinden mezun olmalari ve Turkiye'de

o o o meslegini icra etme yetkisine sahip olmalari; tizel

3 Subat 2023 tarihinde Geleneksel Bitkisel Tibbi Urlnler kisilerin ise bu vasiflari tasiyan birini “yetkili kisi"

R.uhslatlland'llrma Yonetmellgl yaylmla.na.rak yurgr'liuge . sifatiyla istihdam etmesi gerekmektedir.

girmistir. Yonetmelik'le geleneksel bitkisel tibbi Grlnlerin

ruhsatlandiriimasi ve satis izni alinmasi gibi cesitli konular - Kurum ruhsat verirken kalitenin, uygun teknolojik

diizenlenmistir. Bu kapsamda getirilen baslica yenilikler ve farmasotik ozellikler ile gosterilmis olmasini

asagidaki gibidir: ve geleneksel kullanim sartlarindaki etkililigin ve

guvenliligin kanitlanmis olmasini dikkate almaktadir.

= Turkiye'de yerlesik bulunan gercek ya da tuzel kisiler,
bir geleneksel bitkisel tibbi Grinl piyasaya sunmak
amaciyla ruhsat alabilmek icin Kurum’a ruhsat
basvurusu yapmalidir. Ayrica ilk kez piyasaya sunulacak
geleneksel bitkisel tibbi Grin icin satis izni alinmasi
gerekmektedir.

« Kurum'ca ruhsatlandirilan geleneksel bitkisel tibbi
Urtnler icin dizenlenen ruhsatlar, ruhsat sahibi
tarafindan Yonetmelik'teki sorumluluklarin yerine
getirilmesi kosuluyla gecerli olmaya devam edecektir.

. , Yonetmelik'e buradan ulasabilirsiniz.
« Ruhsat basvurusu yapilacak geleneksel bitkisel tibbi A

urtnlerin, i) terkip ve kullanim amaclari itibariyla, teshis
veya tedavi icin hekimin tibbi gézetimi olmaksizin
recetesiz kullanilmak Uzere tasarlanmis ve geleneksel
bitkisel tibbi tGrlnlere 6zel uygun endikasyonlarinin
olmasi, ii) sadece spesifik olarak belirlenmis yitilik

ve pozolojiye uygun olarak 6zel uygulamalar icin
hazirlanmis olmasi, iii) oral, haricen uygulanan veya
inhalasyon yoluyla kullanilan beseri tibbi Griin olmasi
ve iv) geleneksel kullanimin bibliyografik veriler ile
kanitlanmis olmasi gerekmektedir.



https://www.resmigazete.gov.tr/eskiler/2023/02/20230203-5.htm
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Beseri Tibbi Uriinlere Dair Ruhsat Yenileme Kilavuzu

Kurum 7 Subat 2023 tarihinde Beseri Tibbi Uriinlere Dair Ruhsat Yenileme
Kilavuzu'nu gincellemistir. Bu kapsamda ruhsatinda gecerliligin “5 yil streyle
uzatildigma" dair serh bulunan trtnlere iliskin degisiklikler getirilmistir. Buna goére
getirilen baslica dizenlemeler asagidaki gibidir:

= Ruhsatinda gecerliligin “5 yil sireyle uzatildigina” dair serh bulunan trinlere
"bilimsel inceleme sonuclari uygun bulunmus olup ruhsatname gecerliligini
korumaktadir” revizyonunun verilebilmesi icin yapilacak ruhsat yenileme
basvurularindan i) kisa Grtn bilgileri/kullanma talimati gtincelligine dair onay
yazisl, ii) Ruhsatl Uriinler Teknolojik Degerlendirme Birimi veya Biyolojik ve
Biyoteknolojik Uriinler Birimi tarafindan diizenlenmis kapsamli kalite 6zeti
ile ilgili onay yazisi ve iii) Kurum'un Farmakovijilans Risk Yonetim Birimi
tarafindan dizenlenen periyodik yarar risk degerlendirme raporu onay yazisi
aranmamaktadir.

Kilavuz'a buradan ulasabilirsiniz.

Sonug

Kurum saglik sektoriinde faaliyet gosteren sirketlere rehberlik etmeye devam
etmektedir. Saglik sektoriinde faaliyet gosteren tim ilgili sirketler, Kurum'un
duyurularini yakindan takip etmeli ve mevzuatta yer alan yukdmluliklerini
Kurum'un yonlendirmeleri dogrultusunda yerine getirmelidir.



https://www.titck.gov.tr/duyuru/ilac-firmalarinin-dikkatine-07022023123514
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