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The Turkish Pharmaceuticals and Medical Devices
Authority (“TITCK") recently published the Guideline on
Cosmetic Product Information File, Responsible
Technical Personnel, Product Safety Assessors and
Training, and the Guideline on Conditions for Exports
Except to Pharmacies. The TITCK also amended: (i) the
Decree on the Pricing of Pharmaceuticals; (ii) the
Regulation on Quality Conformity and Quality Control
Tests of Diagnostic Radiology, Nuclear Medicine and
Radiotherapy Group Medical Devices; (iii) the Regulation
on Variations in Pharmaceuticals with Marketing
Authorization; (iv) the Regulation on the Marketing
Authorization of Pharmaceuticals; and (v) the
Regulation on Clinical Trials of Pharmaceuticals.

Guideline on the Cosmetic Product Information File,
Responsible Technical Personnel, Product Safety
Assessors and Training

On 12 December 2023, The TITCK published the Guideline on the Cosmetic
Product Information File, Responsible Technical Personnel, Product Safety
Assessors and Training. The Guideline has been prepared to instruct the
responsible person, responsible technical personnel and safety assessors
about providing information on the requirements to be included in the
cosmetic product information file and the training programs to be organized
for the responsible persons who will carry out safety assessments. The main
amendments introduced by the Guideline are as follows:

A cosmetic product on the market shall be considered safe for human
health when used under normal or reasonably foreseeable conditions
of use, taking into account the presentation, labeling, instructions and
disposal of the product in accordance with consumer legislation and
any other data or information provided by the responsible person.

Cosmetic products can only be placed on the market if a natural or
legal person resident in Tirkiye is appointed as the responsible person.

The responsible person is the manufacturer for products
manufactured in Tlrkiye and the importer for imported cosmetic
products. The distributor is considered to be the responsible person

if it places a product on the market under its own brand or makes a
meaningful change (excluding translation) to a product already placed
on the market.

The manufacturer and importer can appoint another natural or legal
person as the responsible person with a written agreement. In this
case, this person shall be criminally liable and the information of this
person shall be included in the company title and address that must
be indicated on the packaging.

Responsible persons must take all necessary measures to ensure

that the cosmetic product to be placed on the market is safe. In this
regard, in case of a product assessment that does not comply with
the legislation, they must immediately take the necessary corrective
measures to bring the product into compliance, withdraw it from the
market or recall it, and in cases where the cosmetic product poses a
risk to human health, they must immediately notify the TITCK about
any action they have taken.

The responsible person must employ and register a responsible
technical person ("“RTP") with the appropriate level of professional
competence and the necessary experience in the product tracking
system. The company must continue to employ an RTP throughout
the duration of its cosmetic product activities.

Chemists, biochemists, chemical engineers, biomedical engineers,
biologists, microbiologists and pharmacists can be designated as STEs.
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e A Product Information File ("PIF") must be kept at an address in
Turkiye specified on the label of the cosmetic product. The PIF must
contain information on the cosmetic product, its characteristics, and
the Product Safety Assessment Report.

o (Cosmetic product safety assessment should be carried out by a
person who has a diploma or other official proof of competence
showing that they have completed a theoretical and practical
university education in pharmacy, toxicology, medicine or a similar
discipline or another education program whose equivalence is
accepted by the TITCK. Persons with diplomas in pharmacy, toxicology
and medicine must attach their diploma samples; other professional
groups must attach documents proving that they are competent to
prepare a product safety assessment report to the end of this report.

The Guideline is available here (in Turkish).

Decree on the Pricing of Pharmaceuticals

The TITCK published the Decree Amending the Decree on the Pricing of
Pharmaceuticals. The main amendments introduced by the Decree are as
follows:

« The following warehouse profit rates will apply when determining the
retail prices of products other than pharmaceuticals:

- 8% for amounts up to TRY 100 (including TRY 100),
- 6% for amounts between TRY 100-200 (including TRY 200)
- 3% for amounts above TRY 200

e The value of EUR 1in TRY to be used in the pricing of pharmaceuticals
was increased by 25% to TRY 17.5483.

» The thresholds have been set at TRY 60.51 for the price-protected
products and TRY 31.62 for other products in proportion to the change
in the value of EUR.

* When applying the increase, except for non-refundable products, the
remaining increases of up to TRY 4 for products in the Detailed Drug
Price List with a Sale Price to Warehouse above TRY 55.90 (including
TRY 55.90) will be exempt from offsetting during the EUR value
update. A periodic EUR value update will be made excluding the
remaining increases. In this context, the selling prices of the products
to the warehouse will be added to the selling prices of the products
without any change in the TRY value.

» To ensure sustainable health service delivery, the Price Valuation
Commission will be able to take ex officio decisions upon the
invitation of the TITCK in case of supply problems that affect or are
foreseen to affect the normal life activities of the whole or certain
segments of society.

The Decree is available here (in Turkish), and our legal alert on the pricing
of pharmaceuticals is available here for details.

Regulation on the Quality Conformity and Quality
Control Tests of Diagnostic Radiology, Nuclear
Medicine and Radiotherapy Group Medical Devices

On 20 December 2023, the TITCK published the Regulation Amending
the Regulation on Quality Conformity and Quality Control Tests of
Diagnostic Radiology, Nuclear Medicine and Radiotherapy Group
Medical Devices. The main amendments introduced by the Regulation
are as follows:

» The obligation of health service providers to have the quality
control tests of devices performed by medical physicists and quality
conformity tests performed by quality conformity organizations may
be temporarily suspended by the TITCK as needed, and the devices for
which the obligation is suspended will be announced by the TITCK.

Healthcare & Life Sciences Newsletter 5

* In case the obligation is temporary suspended, the quality control and
quality conformity procedures for these devices will be carried out in
accordance with national and international protocols, guidelines and
standards, and manufacturer criteria.

e Quality conformity bodies shall not provide services to those who
are not included in the authorization certificate of devices that are
obliged to have quality conformity tests performed by the quality
conformity body.

» The authorization certificate of the quality conformity body, which is
found to have performed quality conformity tests on the devices that
are obliged to have quality conformity tests performed by the quality
conformity body, outside the scope of the authorization certificate
or while the authorization certificate is suspended, and the work
certificates of the persons working within its body, will be canceled.

e Medical physicists shall not provide services for devices that are not
included in the work certificate of devices that are obliged to have
quality conformity and quality control tests performed by a medical
physicist.

¢ The working certificate of the medical physicist who is found to
have performed quality control tests on devices that are obliged
to have quality control tests performed by a medical physicist, and
quality conformity tests on devices that are obliged to have quality
conformity tests performed by a quality conformity body, while
outside the scope of the working certificate or while the working
certificate is suspended, will be canceled.

The Regulation is available here (in Turkish).


https://titck.gov.tr/storage/Archive/2023/contentFile/KOZMET%C4%B0K%20%C3%9CR%C3%9CN%20B%C4%B0LG%C4%B0%20DOSYASINA%20SORUMLU%20TEKN%C4%B0K%20ELEMANA%20%C3%9CR%C3%9CN%20G%C3%9CVENL%C4%B0L%C4%B0K%20DE%C4%9EERLEND%C4%B0R%C4%B0C%C4%B0S%C4%B0NE%20VE%20E%C4%9E%C4%B0T%C4%B0M%C4%B0NE%20%C4%B0L%C4%B0%C5%9EK%C4%B0N%20KILAVUZ%20(1)_b63d4f76-63f8-4408-a97f-6d1fc863b047.pdf
https://www.resmigazete.gov.tr/eskiler/2023/12/20231216-2.pdf
https://www.esin.av.tr/2024/01/03/amendments-on-decree-on-the-pricing-of-pharmaceuticals/
https://www.resmigazete.gov.tr/eskiler/2023/12/20231220-1.htm
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Regulation on Variations in Pharmaceuticals with
Marketing Authorization

On 26 December 2023, the TITCK published the Regulation Amending
the Regulation on Variations in Pharmaceuticals with Marketing
Authorization. The main amendments introduced by the Regulation are
as follows:

+ If the variations submitted to the TITCK with a request to change the

place of pharmaceutical production from Tirkiye to abroad (or vice

versa) are approved, a new marketing authorization shall be issued for

the pharmaceutical in question.

* In cases where it is requested to cancel the existing marketing
authorization for the pharmaceutical for which a diversification

application is submitted, the marketing authorization process must be

initiated upon formal notification to the applicant of the acceptance
of the preliminary evaluation of the marketing authorization
application.

* In cases where the existing marketing authorization for the
pharmaceutical for which a diversification application is made is
canceled and a new authorization is issued, products with barcodes
belonging to the old marketing authorization will be allowed to
be produced and placed on the market with the same barcode for
a period of 6 months from the date of issuance of the marketing
authorization. The control procedures regarding the production
notifications of the products in this situation shall be carried out

through the Pharmaceutical Tracking System, and these products can

be placed on the market until their expiry date.

The Regulation is available here (in Turkish).

Regulation on the Marketing Authorization of
Pharmaceuticals

On 26 December 2023, the TITCK published the Regulation Amending the
Regulation on the Marketing Authorization of Pharmaceuticals. The main
amendments introduced by the Regulation are as follows:

+ Real persons or legal entities must also submit to the TITCK a joint
marketing agreement containing the written consent of real persons
or legal entities for joint marketing and the trade registry certificate
of the parties in the marketing authorization application, if the
pharmaceutical manufactured or to be manufactured in Tirkiye is
subject to joint marketing.

« If the information and documents requested by the TITCK other than
the preliminary evaluation process or the information and documents
requested by the TITCK or the date of submission and the necessary
explanation for the failure to submit such information and documents
are not submitted to the TITCK within 30 days at the latest, the
marketing authorization application shall be rejected on the merits.

o |If itis detected that the specified fees and charges related to a
pharmaceutical with marketing authorization are not paid, the
marketing authorization of the pharmaceutical shall be suspended by
the TITCK according to the result of the evaluation made by the TITCK
regarding the relevant noncompliance.

e The marketing authorization suspension period for products
suspended for the following reasons can be extended for up to 30
months if deemed appropriate by the TITCK:

- Provided that it is approved by the TITCK, at least one commercial
series of a pharmaceutical has not been placed on the market
within the first 30 months from the date of granting marketing
authorization, except in cases where it is not produced for a single
country market or cannot be placed on the Turkish market due to
the size of the commercial series,
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- Determination that at least one commercial series of a
pharmaceutical with marketing authorization manufactured in
Tlrkiye and previously placed on the market within the scope
of the QR code application is not available in the domestic or
foreign markets for at least 30 months without interruption; or for
products imported to Turkiye, it is not available in the domestic
market; or for pharmaceuticals outside the scope of QR code
application, official documents showing that they have been
placed on the market are not submitted to the TITCK,

- Failure by the marketing authorization holder to place the
pharmaceutical, which is important for public health and the
sustainability of access to medicines, on the market within 6
months from the date of the request, despite being requested by
the TITCK,

- Failure by the marketing authorization holder to submit the
document showing that the production site(s) based on the
marketing authorization is/are in compliance with the Good
Manufacturing Practice Guidelines and the Production Site
Authorization Certificate for the active substance production
site(s) operating in Tlrkiye in the marketing authorization transfer
applications.

For radionuclide generators, kits, radionuclide precursor
radiopharmaceuticals and industrially prepared radiopharmaceuticals
placed on the market with a registration certificate and for which

a registration application has been made, the registration process
must be completed by 31 December 2025. Registration certificates for
products that fail to obtain marketing authorization within this period
will be invalid.

The file of the pharmaceutical for which a marketing authorization is
applied should not include domestic and foreign production facilities
at the same time as the place of production.

The Regulation is available here (in Turkish).


https://www.resmigazete.gov.tr/eskiler/2023/12/20231226-8.htm
https://www.resmigazete.gov.tr/eskiler/2023/12/20231226-7.htm
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Regulation on Clinical Trials of Pharmaceuticals

On 29 December 2023, the TITCK published the Regulation Amending the
Regulation on Clinical Trials of Pharmaceuticals. The main amendments
introduced by the Regulation are as follows:

e C(Clinical trial applicants must keep the original copies of all documents
submitted to the TITCK and submit them to the TITCK upon request.

» Phase 1 centers and bioavailability and bioequivalence centers for
which a certificate of conformity was issued before 27 May 2023
must apply to the TITCK to bring their authorization documents into
compliance with the Regulation as of 1 January 2024.

The Regulation is available here (in Turkish).

Guideline on Conditions for Exports Except to Pharmacies

On 29 December 2023, the TITCK published the Guideline on Conditions
for Exports Except to Pharmacies. The main amendments introduced by
the Guideline are as follows:

* Products shall not be exported outside the country without a valid
export permit issued by the TITCK.

» It is essential to supply all products to be exported from the
manufacturer.

» Domestic manufacturers or companies that have pharmaceuticals
with marketing authorization in their own name in Turkiye and/or
abroad must export their own products through their own companies
or companies authorized by them. Companies that are domestic
manufacturers or companies authorized by companies that have
pharmaceuticals with marketing authorization in Turkiye and/or
abroad on their behalf must apply for an export permit only for the
authorized products.

» Companies wishing to export products under their own trademarks
that they do not have an authorization for but have manufactured
domestically must apply for an export permit.

e Companies that will apply for an export permit must have a company
registration in the Electronic Application System of the TITCK. After
the company registration, the applicant must apply for the export

permit by selecting the application document type "Export Permit for
Authorized Company” with a cover letter. As a result of the evaluation
made by the TITCK, "Export Permit for Authorized Company” shall be
issued for the approved applications.

e If the company or the responsible manager changes or the responsible
manager resigns, the export permit shall be suspended at the end of
the specified period.

* Records of all kinds of transactions related to the shipment carried
out in companies must be kept in the company in original written
or electronic media as a way to ensure traceability. The records and
backed up data must be kept for at least 5 years and all documents
should be easily accessible in case of need.

« Companies authorized to export must operate under the responsibility
of a responsible manager who shall be in charge of the procurement,
sale, distribution and export of products, excluding the sale to
final consumers, in accordance with the relevant legislation and the
principles of good distribution practices.

* In case the position of responsible manager becomes vacant, the
authorized company to export must notify the TITCK within 5
business days at the latest. To appoint a new responsible manager, an
application must be made to the TITCK with the necessary documents
within 15 business days at the latest as of the vacancy of this duty.
Otherwise, the authorized company’s permit shall be suspended until
the new responsible manager is appointed.

» Marketing authorization holder companies and exporting companies
shall be jointly and severally responsible for the works and
transactions carried out.

* In case of any problem with the products exported by the companies,
the health authority of the country of export and the TITCK must be
informed by the authorized company to export.

The Guideline is available here (in Turkish).

Conclusion

The TITCK continues to provide guidance for companies working in
the healthcare industry. Companies must carefully review the TITCK's
announcements and take necessary actions to ensure compliance.


https://www.resmigazete.gov.tr/eskiler/2023/12/20231229-4.htm
https://titck.gov.tr/storage/Archive/2024/announcement/EczaTicarethanesiHaricindeYaplacakhracatKoullarnalikinKlavuz1_513fe8da-5fa3-49b0-96de-9208986b6470.pdf
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A icindekilere Dén

Tirkiye Ila¢ ve Tibbi Cihaz Kurumu (“"Kurum") gectigimiz
haftalarda Kozmetik Uriin Bilgi Dosyasina, Sorumlu
Teknik Elemana, Urtin Giivenlik Degerlendiricisine ve
Egitimine Iliskin Kilavuz ve Ecza Ticarethanesi Haricinde
Yapilacak Ihracat Kosullarina lliskin Kilavuz'u yayimlad.
Kurum, ayrica (i) Beseri Tibbi Uriinlerin Fiyatlandirimasina
Dair Karar, (ii) Diagnostik Radyoloji, Nikleer Tip ve
Radyoterapi Grubu Tibbi Cihazlarin Kalite Uygunluk ve
Kalite Kontrol Testleri Hakkinda Yonetmelik, (iii) Ruhsatli
Beseri Tibbi Urtinlerdeki Varyasyonlara Dair Yonetmelik,
(iv) Beseri Tibbi Uriinleri Ruhsatlandirma Yonetmeligi ve
(v) Beseri Tibbi Urtinlerin Klinik Arastirmalari Hakkinda
Yonetmelik'te degisiklik yapti.

Kozmetik Uriin Bilgi Dosyasina, Sorumlu Teknik
Elemana, Uriin Giivenlik Degerlendiricisine ve
Egitimine lliskin Kilavuz

Kurum, 12 Aralik 2023 tarihinde Kozmetik Uriin Bilgi Dosyasina, Sorumlu

Teknik Elemana, Uriin Giivenlik Degerlendiricisine ve Egitimine iliskin
Kilavuz'u yayimlamistir. Kilavuz, sorumlu kisi, sorumlu teknik eleman ve

glvenlilik degerlendiricilerine yol gostermek, kozmetik Grinlerin Grin
bilgi dosyasinda bulunmasi gerekenler ve givenlilik dederlendirmesi
yapacak sorumlularin yetistirilmesi amaciyla dizenlenecek egitim
programlari hakkinda bilgi vermek amaciyla hazirlanmistir. Bu kapsamda
getirilen baslica dizenlemeler asagidaki gibidir:

» Piyasada bulunan bir kozmetik Grin; tiketici mevzuati uyarinca
Urintn sunumu, etiketleme, kullanim ve imha talimatlari ve sorumlu
kisi tarafindan saglanan diger her tirlG veri veya bilgi dikkate
alinarak, normal veya makul éngoérulebilir kullanim kosullarr altinda
kullanildiginda insan saghgi icin glvenli kabul edilecektir.

» Kozmetik Grinler yalnizca, yurt icinde yerlesik bir gercek veya
thzel kisinin sorumlu kisi olarak atanmasi sartiyla piyasaya arz
edilebilecektir.

» Turkiye'de imal edilen driinler bakimindan sorumlu kisi imalatgi olup,
ithal edilen kozmetik Urtnler bakimindan ise ithalatcidir. Dagitici, kendi
markasi ile Grln piyasaya arz ediyor veya piyasaya daha dnce arz
edilmis bir Grinde anlamli bir degisiklik (ceviri haric) yapiyorsa sorumlu
kisi kabul edilir.

« Imalatci ve ithalatci yazil bir mutabakat ile baska bir gercek veya
tlzel kisiyi sorumlu kisi olarak belirleyebilecektir. Bu durumda cezai
sorumluluk bu kiside olacak ve ambalajda belirtilmesi zorunlu firma
unvan ve adresinde bu kisinin bilgileri yer alacaktir,

e Sorumlu kisiler, piyasaya arz edilecek kozmetik Griintn gtvenli
olmasini saglamak icin her tirlt énlemi almalidir. Bu kapsamda,
mevzuata uygun olmayan bir Griin degerlendirmesi yapilmasi halinde
Urinl uygun hale getirmek, piyasadan ¢cekmek veya geri ¢cagirmak
icin gerekli dlzeltici 6nlemleri derhal almali ve kozmetik Grdnin
insan saghqgi icin bir risk teskil ettigi durumlarda ise yaptigi her tirli
faaliyetle ilgili olarak Kurum'u derhal bilgilendirmelidir.
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e Sorumlu kisi, uygun seviyede profesyonel yeterlilige ve gerekli
tecribeye sahip bir sorumlu teknik eleman (STE) bulundurmali ve
Urin takip sistemine kaydetmelidir. Firma, kozmetik Griin faaliyetlerini
srdirdgu stre boyunca STE istihdamina devam etmelidir.

* Kimyager, biyokimyager, kimya mihendisi, biyomedikal mihendisi,
biyolog, mikrobiyolog ve eczaci meslek gruplarina mensup kisiler STE
olarak belirlenebilecektir.

» Kozmetik Uriintn etiketinde belirtilen Tirkiye'de yerlesik bir adreste
Uriin Bilgi Dosyast (UBD) bulundurulmalidir. UBD, kozmetik triine
iliskin bilgiler, Griintin 6zellikleri ve Uriin Glvenlik Degerlendirme
Raporu’nu icermelidir.

» Kozmetik triin givenlilik dederlendirmesi; eczacilik, toksikoloji, tip veya
benzer bir disiplinde teorik ve pratik olarak verilmis Universite egitimini
veya bunlara denkligi Kurum tarafindan kabul edilen baska bir egitim
programini tamamladigini gosterir bir diploma veya diger resmi yeterlilik
kaniti olan bir kisi tarafindan yapilmalidir. Eczacilik, toksikoloji ve tip
diplomasina sahip kisiler diploma érneklerini; bunlarin disinda diger
meslek gruplari ise Grn guvenlilik degerlendirme raporu hazirlamaya
yetkin oldugunu kanitlayan belgeleri bu raporun sonuna eklemelidir.

Kilavuz'a buradan ulasabilirsiniz.

Beseri Tibbi Uriinlerin Fiyatlandiriimasina Dair
Kararda Degisiklik Yapilmasi Hakkinda Karar

Cumhurbaskanhdi, 16 Aralik 2023 tarihinde Beseri Tibbi Uriinlerin
Fiyatlandinilmasina Dair Kararda Degisiklik Yapilmasi Hakkinda Karar'i

yayimlamistir. Bu kapsamda getirilen baslica dizenlemeler asagidaki gibidir:

« laclar haricindeki drinlerin perakende satis fiyati belirlenirken
uygulanacak depocu kar oranlari asagidaki sekilde dedistirilmistir;

- 100 TL'ye kadar olan kisim icin (100 TL dahil) %8,

- 100-200 TL arasinda kalan kisim icin (200 TL dahil) %6,
- 200 TL tsttnde kalan kisim icin %3

» Beseri tibbi drinlerin fiyatlandiriimasinda kullanilacak Turk Lirasi cinsinden

1 (bir) Avro degeri %25 artirilarak 17,5483 TL olarak degistirilmistir.

e Barem degerleri, Avro dederinde yapilan degisiklik oraninda
glncellenerek fiyat korumali Griinlerde 60,51 TL ve diger Grlnlerde
31,62 TL olarak degistirilmistir.

* Artis uygulanirken, geri 6demesiz trtinler hari¢c olmak kaydiyla, Detayli

llac Fiyat Listesinde yer alan ve Depocuya Satis Fiyati (DSP) 55,90 TL
(55,90 TL dahil) Gstlinde olan Grdnler icin 4 TL'ye kadar verilmis olan
artislardan halihazirda kalanlar, Avro degeri giincellemesi sirasinda
mahsuplasmadan muaf tutulacaktir. Kalan artislar haric olmak tzere
donemsel Avro degeri giincellemesi yapilacaktir. Bu kapsamda,
glincelleme sonrasinda TL degerinde degisiklik yapilmadan drinlerin
depocuya satis fiyatlari Gzerine eklenecektir.

« Fiyat Degerlendirme Komisyonu, strdirilebilir saglik hizmet

sunumunu saglamak tzere toplumun tamaminin veya belli kesimlerinin

normal hayat faaliyetlerini etkileyen veya etkileyecegi 6ngorilen
tedarik problemlerinde, Kurum'un daveti (zerine toplanarak resen
karar alabilecektir.

Karar'a buradan, konuya iliskin hazirladigimiz hukuk biltenimize ise
buradan ulasabilirsiniz.

Diagnostik Radyoloji, Niikleer Tip ve Radyoterapi
Grubu Tibbi Cihazlarin Kalite Uygunluk ve Kalite
Kontrol Testleri Hakkinda Yonetmelik

Kurum, 20 Aralik 2023 tarihinde Diagnostik Radyoloji, Nikleer Tip ve
Radyoterapi Grubu Tibbi Cihazlarin Kalite Uygunluk ve Kalite Kontrol
Testleri Hakkinda Yonetmelikte Degisiklik Yapiimasina Dair Yonetmelik'i
yayimlamistir. Bu kapsamda getirilen baslica yenilikler asagidaki gibidir:
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¢ Saghk hizmet sunucularinin, cihazlarin kalite kontrol testlerini medikal
fizikcilere, kalite uygunluk testlerini kalite uygunluk kuruluslarina
yaptirma zorunlulugu, ihtiyaca binaen Kurum tarafindan gecici olarak
kaldirilabilecek olup, zorunlulugu kaldirilan cihazlar Kurum tarafindan
ilan edilecektir.

e Zorunlulugun kaldirilmasi durumunda, bu cihazlarin kalite kontrol
ve kalite uygunluk islemleri ulusal ve uluslararasi protokol,
kilavuz ve standartlar ile Gretici kriterlerinin 6ngérdigu sekilde
gerceklestirilecektir.

« Kalite uygunluk kuruluslari, kalite uygunluk testlerini kalite uygunluk
kurulusuna yaptirma zorunlulugu bulunan cihazlardan yetki belgesinde
yazili olmayanlara hizmet vermeyecektir.

¢ Kalite uygunluk testlerini kalite uygunluk kurulusuna yaptirma
zorunlulugu bulunan cihazlara, yetki belgesi kapsami disinda veya
yetki belgesi askida iken, kalite uygunluk testi gerceklestirdigi tespit
edilen kalite uygunluk kurulusunun yetki belgesi ve biinyesinde calisan
kisilere ait calisma belgeleri iptal edilecektir.

* Medikal fizikgiler, kalite uygunluk ve kalite kontrol testlerini medikal
fizikciye yaptirma zorunlulugu bulunan cihazlardan calisma belgesinde
yazili olmayanlara hizmet vermeyecektir.

* Calisma belgesi kapsami disinda veya calisma belgesi askida iken kalite
kontrol testlerini medikal fizikciye yaptirma zorunlulugu bulunan
cihazlara kalite kontrol testi; kalite uygunluk testlerini kalite uygunluk
kurulusuna yaptirma zorunlulugu bulunan cihazlara da kalite uygunluk
testi gerceklestirdigi tespit edilen medikal fizikginin calisma belgesi
iptal edilecektir.

Yonetmelik'e buradan ulasabilirsiniz.


https://titck.gov.tr/storage/Archive/2023/contentFile/KOZMET%C4%B0K%20%C3%9CR%C3%9CN%20B%C4%B0LG%C4%B0%20DOSYASINA%20SORUMLU%20TEKN%C4%B0K%20ELEMANA%20%C3%9CR%C3%9CN%20G%C3%9CVENL%C4%B0L%C4%B0K%20DE%C4%9EERLEND%C4%B0R%C4%B0C%C4%B0S%C4%B0NE%20VE%20E%C4%9E%C4%B0T%C4%B0M%C4%B0NE%20%C4%B0L%C4%B0%C5%9EK%C4%B0N%20KILAVUZ%20(1)_b63d4f76-63f8-4408-a97f-6d1fc863b047.pdf
https://www.resmigazete.gov.tr/eskiler/2023/12/20231216-2.pdf
https://www.esin.av.tr/tr/2024/01/03/beseri-tibbi-urunlerin-fiyatlandirilmasina-dair-kararda-degisiklik-2/
https://www.resmigazete.gov.tr/eskiler/2023/12/20231220-1.htm

A icindekilere Dén

Ruhsatli Beseri Tibbi Uriinlerdeki Varyasyonlara
Dair Yonetmelik

Kurum, 26 Aralik 2023 tarihinde Ruhsatl Beseri Tibbi Uriinlerdeki
Varyasyonlara Dair Yonetmelikte Degisiklik Yapilmasi Hakkinda
Yonetmelik'i yayimlamistir. Bu kapsamda getirilen baslica yenilikler
asagidaki gibidir:

* Bir beseri tibbi Grin icin Uretim yerinin yurt disindan yurt icine veya
yurt icinden yurt disina degistirilmesi talebi ile Kurum'a sunulan
varyasyonlarin uygun bulunmasi halinde séz konusu beseri tibbi Grin
icin yeni ruhsat duzenlenecektir.

* (Cesitleme basvurusunda bulunulan beseri tibbi Grtn igin cesitleme
basvurusu ile ilgili mevcut ruhsatin iptal edilmesinin talep edildigi
durumlarda, ruhsatlandirma sireci, ruhsat basvurusunun 6n
degerlendirmesinin kabuliinin basvuru sahibine resmi olarak
bildirilmesi ile birlikte baslatilacaktir.

» (esitleme basvurusunda bulunulan beseri tibbi Grin icin cesitlemesi
yapllan mevcut ruhsatin iptal edilerek yeni ruhsatin dizenlendigi
durumlarda ruhsatin dizenlendigi tarihten itibaren 6 ay sure ile
eski ruhsata ait barkodlu drtnlerin ayni barkod ile Gretilmesine ve
piyasaya sunulmasina izin verilecektir. Bu durumdaki drinlerin Gretim
bildirimlerine iliskin kontrol islemleri ilag Takip Sistemi lizerinden
gerceklestirilecek olup, bu Grinler, miatlari doluncaya kadar piyasada
bulunabilecektir.

Yonetmelik'e buradan ulasabilirsiniz.

Beseri Tibbi Uriinler Ruhsatlandirma Yénetmeligi

Kurum, 26 Aralik 2023 tarihinde Beseri Tibbi Uriinler Ruhsatlandirma
Yonetmeliginde Degisiklik Yapilmasina Dair Yonetmelik'i yayimladi. Bu
kapsamda getirilen baslica yenilikler asagidaki gibidir:

Bir beseri tibbi Grdn icin ruhsat almak isteyen gercek ya da tizel
kisiler, TUrkiye'de imal edilen veya edilecek beseri tibbi Urinin ortak
pazarlamaya konu edilmesi halinde, ortak pazarlama yapacak gergek
ya da tlzel kisilerin ortak pazarlama konusundaki yazili onaylarini
iceren ortak pazarlama sozlesmesi ve taraflara ait ticaret sicil
tasdiknamesini de Kurum'a basvuru sirasinda sunmalidir.

On degerlendirme siireci haricinde Kurum tarafindan talep edilen
bilgi ve belgelerin veya sunulacagi tarih bilgisiyle birlikte, bu bilgi ve
belgelerin sunulamadigina iliskin gerekli agiklamanin en ge¢ 30 gin
icinde Kurum'a sunulmamasi durumunda ruhsat basvurusu esastan
reddedilecektir.

Ruhsatli bir beseri tibbi Grunlerle ilgili belirlenmis harglarin ve Gcretlerin
ddenmediginin tespit edilmesi halinde ilgili uygunsuzluga iliskin Kurum
tarafindan yapilan degerlendirme neticesine gore beseri tibbi Grine ait
ruhsat Kurum tarafindan askiya alinacaktir.

Asagidaki sebeplerle askiya alinan drinlerin ruhsat aski stresi Kurum
tarafindan uygun bulunmasi halinde 30 aya kadar uzatilabilecektir:

- Kurum tarafindan uygun bulunmasi sartiyla, ticari serinin buyuklugu
nedeniyle tek bir Glke piyasasl icin Uretilmedigi veya Turkiye
piyasasina sunulamadigi durumlar hari¢ olmak Uzere; bir beseri tibbi
Urdndn ruhsatlandinldigr tarihten itibaren ilk 30 ay icinde en az bir
ticari serisinin piyasaya sunulmamis olmasi,

- Turkiye'de imal edilen ve daha dnce piyasaya sunulmus olan,
karekod uygulamasi kapsamindaki ruhsath bir beseri tibbi Grintn
kesintisiz 30 ay boyunca en az bir ticari serisinin yurt ici veya yurt
disi piyasalarda; Turkiye'ye ithal edilen Grlnler icin ise yurt ici
piyasada olmadiginin belirlenmesi veya karekod uygulamasinin
kapsami disindaki beseri tibbi Urlnler icin piyasaya sunuldugunu
gOsteren resmi belgelerin Kurum'a sunulmamasi,

- Halk saghgi ve ilaca erisimin strddrulebilirligi acisindan énem
arz eden begseri tibbi Grinin, Kurum tarafindan talep edilmesine
ragmen, talep tarihinden itibaren 6 ay icinde ruhsat sahibi
tarafindan piyasaya arz edilmemesi,
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- Ruhsat devri basvurularinda ruhsata esas Uretim yeri/yerlerinin iyi
imalat uygulamalari kilavuzlarina uygun dretim yapildigini gosteren
belgenin ve Tirkiye'de faaliyet gdsteren etkin madde Gretim yeri/
yerleri icin Uretim Yeri izin Belgesi'nin ruhsat sahibi tarafindan
sunulmamasi.

« Tescil belgesi ile piyasaya arz edilen ve ruhsat basvurusunda
bulunulan radyoniklid jeneratorler, kitler, radyoniklid
prekursor radyofarmasoétikler ve endustriyel olarak hazirlanmis
radyofarmasdtikler icin 31 Aralik 2025 tarihine kadar ruhsatlandirma
streci tamamlanmalidir. Bu sire zarfinda ruhsat alamayan Urinlerin
tescil belgeleri gecersiz olacaktir.

¢ Ruhsat basvurusunda bulunulan beseri tibbi Grinin dosyasinda
Uretim yeri olarak ayni anda yurt ici ve yurt disi Gretim tesislerine yer
verilmemelidir.

Yonetmelik'e buradan ulasabilirsiniz.

Beseri Tibbi Uriinlerin Klinik Arastirmalari Hakkinda
Yonetmelik

Kurum, 29 Aralik 2023 tarihinde Beseri Tibbi Uriinlerin Klinik Arastirmalari
Hakkinda Yonetmelikte Degisiklik Yapilmasina Dair Yonetmelik'i
yayimladi. Bu kapsamda getirilen baslica yenilikler asagidaki gibidir:

« Klinik arastirma basvuru sahipleri, Kurum'a sundugu tim belgelerin
asillarini saklamali ve talep edildiginde Kurum'a sunmalidir.

e 27 Mayis 2023 tarihinden ¢nce adina uygunluk belgesi dizenlenmis
olan Faz 1 merkezleri ile biyoyararlanim ve biyoesdegerlik merkezleri,
1 Ocak 2024 tarihi itibari ile izin belgelerini Yonetmelik'e uygun hale
getirmek icin Kuruma basvuru yapmalidir.

Yonetmelik'e buradan ulasabilirsiniz.


https://www.resmigazete.gov.tr/eskiler/2023/12/20231226-8.htm
https://www.resmigazete.gov.tr/eskiler/2023/12/20231226-7.htm
https://www.resmigazete.gov.tr/eskiler/2023/12/20231229-4.htm

A icindekilere Dén

Ecza Ticarethanesi Haricinde Yapilacak ihracat
Kosullarina lliskin Kilavuz

Kurum, 29 Aralik 2023 tarihinde Ecza Ticarethanesi Haricinde Yapilacak
Ihracat Kosullarina iliskin Kilavuz'u yayimlamistir. Bu kapsamda getirilen
baslica yenilikler asagidaki gibidir:

e Kurum tarafindan verilmis gecerli bir ihracat izni olmaksizin Grinler
tlke disina ihrac edilemeyecektir.

Ihrac edilecek tiim Grinlerin dreticiden alinmasi esastir.

* Yurticinde Uretici olan firmalar ya da yurt icinde ve/veya yurt
disinda kendi adina ruhsatli beseri tibbi Grind bulunan firmalar; kendi
Urtnlerinin ihracatini, kendi firmalari ya da yetki verdikleri firmalar
aracilig ile yapacaktir. Yurt icinde dretici olan firmalar ya da yurt
icinde ve/veya yurt disinda kendi adina ruhsatli beseri tibbi Grind
bulunan firmalarin yetki verdikleri firmalar ise, sadece yetki verilen
Urdnler kapsaminda ihracat izni belgesi diizenlenmesi icin basvuru
yapmahdir.

» Ruhsatina sahip olmadiklari ancak yurt iginde Grettirdikleri Grinleri
kendi ticari markalari ile ihrac etmek isteyen firmalar, ihracat izni
belgesi dizenlenmesi igin basvuru yapmaldir.

« lhracat icin izin belgesi basvurusu yapacak firmalarin Kurum'un
Elektronik Basvuru Sistemi'nde firma kayitlari bulunmahdir. Firma
kaydi sonrasinda ihracata yetki belgesi icin basvuru sahibi tarafindan
Ust yazi ile "ihracata Yetkili Firma izin Belgesi” basvuru dokiman
tipi secilerek basvuru yapilmahdir. Kurum tarafindan yapilan
degerlendirme sonucunda uygun bulunan basvurular icin “ihracata
Yetkili Firma izin Belgesi” diizenlenecektir.

e Firmanin veya mesul mudurin degismesi veya mesul midurin
gorevden ayrilmasi durumunda ihracata yetkili firma belgesi belirtilen
stre sonunda askiya alinacaktir.

Firmalarda yurUtllen sevkiyatla ilgili her tirll isleme dair kayitlar
izlenebilirligi saglayacak sekilde firmada orijinal haliyle yazili veya
elektronik ortamda tutulmalidir. Tutulan kayitlar ve yedeklenen
veriler en az 5 yil stire ile saklanmali ve ihtiyac duyulmasi halinde tim
dokimanlara kolaylikla erisilebilmelidir.

« lhracata yetkili firmalar bir mesul midur sorumlulugunda faaliyet
gostermelidir. Mesul mudur, ilgili mevzuat ve iyi dagrtim uygulamalari
prensiplerine uygun olarak Grinlerin nihai tiketiciye satisi haric olmak
Uzere tedarik edilmesi, satiimasi, dagitimi ve ihracati faaliyetlerinden
sorumlu olacaktir.

e Mesul mudirlik gérevinin herhangi bir sekilde bosalmasi halinde,
ihracata yetkili firma en gec 5 is glind icerisinde durumu Kurum'a
bildirmelidir. Yeni mesul midur tayin edilmesi icin, gerekli belgeler ile
birlikte bu gérevin bosalmasindan itibaren en gec 15 is glnu icerisinde
Kurum'a basvurulmahdir. Aksi takdirde mesul midir tayinine kadar
ihracata yetkili firmanin izin belgesi askiya alinmak suretiyle faaliyeti
durdurulacaktir.

« Ruhsat sahibi firmalar ile ihracati yapan firmalar yapilan is ve
islemlerden muiteselsilen sorumlu olacaktir.

e Firmalarnn ihrag ettigi Grdnler ile ilgili herhangi bir sorun ¢ikmasi
halinde; ihracata yetkili firma tarafindan ihracatin yapildigi dlkenin
saglik otoritesine ve Kurum'a bilgi verilmelidir.

Kilavuz'a buradan ulasabilirsiniz.

Sonu¢

Kurum saglk sektdriinde faaliyet gdsteren sirketlere rehberlik etmeye
devam etmektedir. Saglik sektorinde faaliyet gdsteren tim ilgili sirketler,
Kurum'un duyurularini yakindan takip etmeli ve mevzuatta yer alan
yUkumlultklerini Kurum'un yonlendirmeleri dogrultusunda yerine getirmelidir.


https://titck.gov.tr/storage/Archive/2024/announcement/EczaTicarethanesiHaricindeYaplacakhracatKoullarnalikinKlavuz1_513fe8da-5fa3-49b0-96de-9208986b6470.pdf

Our Team/Ekibimiz

Can Sozer

Partner

+90 530 555 3963
can.sozer@esin.av.tr

Yigit Acar
Associate

+90 549 825 77 69
yigit.acar@esin.av.tr

Ayca Dogu Oztiirk
Associate

+90 549 842 78 22
ayca.dogu@esin.avitr

Gizem Nur Giacomini
Associate

+90 549 439 02 06
gizem.giacomini@esin.av.tr

Berk Furkan Derici
Associate

+90 549 133 63 68
furkan.derici@esin.av.tr

13



icindekilere Dén Return to Contents

Esin
Avukathk
Ortakliq..


http://www.esin.av.tv

	Guideline on the Cosmetic Product Information File, Responsible Technical Personnel, Product Safety Assessors and Training
	Decree on the Pricing of Pharmaceuticals
	Regulation on the Quality Conformity and Quality Control Tests of Diagnostic Radiology, Nuclear Medicine and Radiotherapy Group Medical Devices
	Regulation on Variations in Pharmaceuticals with Marketing Authorization
	Regulation on the Marketing Authorization of Pharmaceuticals
	Regulation on Clinical Trials of Pharmaceuticals
	Guideline on Conditions for Exports Except to Pharmacies
	Conclusion
	Our Team/Ekibimiz

