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The Turkish Pharmaceuticals and Medical Devices
Authority (“TITCK") recently published the Regulation
on the Duties, Authorities and Responsibilities of

the National Control Laboratory of the Turkish
Pharmaceuticals and Medical Devices Authority,
Guideline on the Pharmacovigilance System, an
announcement regarding European Union (EU)
Implementing Regulations No. 2022/2346 and No.
2022/2347 and an announcement on Medical Device
Clinical Trials. Moreover, the TITCK has amended (i) the
Decree on the Pricing of Medicinal Products for Human
Use (ii) Regulation on the Marketing Authorization of
Medicinal Products for Human Use; (iii) Regulation on
Private Health Institutions for Outpatient Diagnosis
and Treatment; (iv) Regulation on Private Hospitals;
(v) Guideline on the Implementation of the Regulation
on Quality Conformity and Quality Control Tests

of Diagnostic Radiology, Nuclear Medicine and
Radiotherapy Group Medical Devices; (vi) Guideline

on Applications for Good Manufacturing Practices
(GMP) Inspection of Overseas Production Facilities; and
(vii) Communiqué on Pricing of Medicinal Products

for Human Use. Lastly, the TITCK announced the
annulment of the Decision on the Extension of the
Approval Periods for the Use of Off-Indication/
International Medicinal Products.

Regulation on the Duties, Authorities and
Responsibilities of the National Control
Laboratory of the Turkish Pharmaceuticals
and Medical Devices Authority

The Regulation on the Duties, Authorities and
Responsibilities of the National Control Laboratory
of the Turkish Pharmaceuticals and Medical Devices
Authority was published by the TITCK on 30
November 2022 and entered into force through

its publication. In this regard, the Requlation sets
out the duties, authorities and responsibilities and
working procedures and principles of the National
Control Laboratory, where the analysis activities of
the substances and products falling under the duties
and responsibilities of the TITCK and the serial release
activities regarding the vaccines and immune serums
filled and/or produced in Turkiye are carried out.

According to the said Regulation, it should be ensured
that the laboratories have appropriate equipment
related to the relevant fields of activity, necessary
measures should be taken to ensure that the
equipment used and the results of the analysis are
not affected by environmental conditions. In addition,
the environment should be protected from adverse
conditions such as dust, humidity, steam, vibration,
electromagnetic factors and harmful creatures. In
addition, appropriate measures such as an emergency
body and eye shower should be taken in easily
accessible suitable places to be used in case of danger
in the laboratory.

The Regulation is available here (in Turkish).
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Guideline on the Pharmacovigilance System

The TITCK published the Guideline on Pharmacovigilance
System on 30 November 2022. The Guideline is prepared
to explain the structure of the pharmacovigilance
system established within the TITCK. In this regard, the
Guideline provides guidance on many issues such as

the pharmacovigilance system of the TITCK, data and
records management, the duties of the TITCK related

to pharmacovigilance and the distribution of duties by
units, and the duties of the Turkish Pharmacovigilance
Center (TUFAM).

The Guideline provides information on the mission and
organizational structure of the TITCK and discusses

in detail the core values and functioning of the
pharmacovigilance system.

The pharmacovigilance-related duties of the TITCK are
carried out by the Department of Pharmacovigilance
and Controlled Substances in line with the Regulation
on the Safety of Pharmaceuticals and the current
Circular on Unintended Effects After Vaccination (ASIE)
of the General Directorate of Public Health and Circular
No. 2022/2 dated 28 September 2022. The relevant
Department consists of two sub-departments, namely
the TUFAM, where pharmacovigilance activities are
carried out, and Pharmacovigilance Risk Management
Unit. While the TUFAM carries out studies on adverse
events, the Pharmacovigilance Risk Management

Unit is more focused on the drug safety of foreign
pharmaceutical authorities. According to the Guideline,
the duties and responsibilities of both departments are
set out in detail.

The Guideline is available here (in Turkish).


https://www.resmigazete.gov.tr/eskiler/2022/11/20221130-3.htm
https://www.titck.gov.tr/duyuru/titck-farmakovijilans-sistemi-kilavuzu-05122022140707

Decree on the Pricing of Medicinal
Products for Human Use

On 14 December 2022, the Presidency published
the Decree Amending the Decree on the Pricing
of Medicinal Products for Human Use. The main
amendments introduced by the Decree are as
follows:

= The effective date of the actual source price or
sales price changes made in accordance with
the Communiqué on the Pricing of Medicinal
Products for Human Use was set as the
publication date of the Decree for 2022, i.e. 14
December 2022.

= The value of one Euro in TRY to be used in the
pricing of medicinal products for human use was
increased by 36.77%, effective from 15 December
2022. The calculated increase will continue to be
applied for the next year and a new Euro value
will not be announced during 2023.

« The thresholds in the Decree have been updated
in line with the change in the value of the
Euro. They have been increased to TRY 37.10
for price-protected products and TRY 19.39 for
other products. This update is effective as of 15
December 2022.

I 1 The Decree is available here (in Turkish).
o
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https://www.resmigazete.gov.tr/eskiler/2022/12/20221214-13.pdf

Regulation on the Marketing
Authorization of Medicinal Products
for Human Use

On 14 December 2022, the TITCK published the
Regulation Amending the Regulation on the
Marketing Authorization of Medicinal Products
for Human Use, which became effective
retrospectively, as of 11 December 2022. The main
amendments introduced by the Regulation are as
follows:

= If any of the nonconformities listed in the
Regulation occur, the TITCK should make
an assessment including the safety of the
nonconformity before suspending the
marketing authorization. The marketing
authorization may be suspended according to
the results of this assessment.

= The deadline for the completion of the
marketing authorization process for (i)
radionuclide generators, kits, radionuclide
precursor radiopharmaceuticals, industrially
prepared radiopharmaceuticals placed on
the market with a registration certificate
and for which a marketing authorization
application has been submitted; and for (ii)
blood products and immunological medicinal
products for human use placed on the
market with an import permit and for which
a marketing authorization application has
been submitted, has been postponed to 31
Detember 2023.

The Regulation is available here (in Turkish).

Annulment of the Decision on the
Extension of the Approval Periods
for the Use of Off-Indication/
International Medicinal Products

The TITCK previously extended the expiry

date of all off-label drug use approvals granted
by the TITCK for pharmaceuticals holding
marketing authorization and pharmaceuticals
without marketing authorization imported
from abroad by specifying the relevant active
substance on a patient basis, or approvals

for the use of pharmaceuticals abroad, which
expired as of 1January 2020. On 15 December
2022, the TITCK announced that it had annulled
this decision, effective as of 31 December 2022.
In this regard, it is necessary to apply to the
TITCK to continue using the pharmaceuticals
after 31 December 2022.

The Announcement is available here (in Turkish).

Implementing Regulations (EU) No.
2022/2346 and (EU) No. 2022/2347

On 16 December 2022, the TITCK published an
announcement regarding the EU Commission’s
Implementing Regulations (EU) No. 2022/2346
and (EU) No. 2022/2347 on product groups

listed in Annex XVI of the EU Medical Device
Reqgulation (e.g. contact lenses, equipment
intended for use to reduce adipose tissue such as
liposuction, etc.).

Implementing Regulation No. 2022/2346 sets
out common specifications addressing the
implementation of risk management as set
out in the general safety and performance
requirements for non-medical product groups
listed in Annex XVI of the (EU) Medical Device
Regulation. The Implementing Regulation
entered into force on 22 December 2022 and
will be applicable in all EU Member States and
Turkiye as of the effective date of Article 2/3
and the remaining provisions as of 23 June
2023.

In addition, Implementing Regulation No.
2022/2347 reclassifies certain product groups
listed in Annex XVI of the (EU) Medical

Device Regulation to ensure a conformity
assessment consistent with their inherent

risks prior to placing on the market of certain
groups of active non-medical products. This
Implementing Regulation entered into force on
22 December 2022.

In this regard, manufacturers wishing to

place products listed in Annex XVI of the (EU)
Medical Device Regulation on the market are
required to fulfill the requirements of the
Commission’s Implementing Regulations No.
2022/2347 and No. 2022/2346, complete the
conformity assessment process, which involves
a notified body that is competent in the
relevant field, and obtain a CE certificate for
their products.

The Announcement is available here
(in Turkish).
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https://www.resmigazete.gov.tr/eskiler/2022/12/20221214-4.htm
https://www.titck.gov.tr/duyuru/endikasyon-disi-yurt-disi-ilac-kullanimina-iliskin-onay-surelerinin-uzatilmasi-kararinin-iptali-15122022125138
https://www.titck.gov.tr/duyuru/tibbi-cihaz-yonetmeliginin-ek-xvi-da-listelenen-urun-gruplarina-yonelik-komisyon-tarafindan-ab-2022-2346-sayili-ve-ab-2022-2347-sayili-uygulama-tuzukleri-16122022155212

Regulation on Private Health
Institutions for Outpatient Diagnosis
and Treatment

On 17 December 2022 and 7 January 2023, the
Ministry of Health published the Regulations
Amending the Regulation on Private Health
Institutions for Outpatient Diagnosis and
Treatment. The main amendments introduced by
the Regulation are as follows:

« If it is determined that a violation of patient
rights has been committed, the activities
of the relevant unit will be temporarily
suspended by the Governorship upon the
decision of the Ministry of Health until
appropriate conditions are provided, without
disrupting the diagnosis and treatment
process of patients outside the unit in
question. Administrative and legal action
will be taken against the related persons in
accordance with the legislation. However, if
the unit in question is of vital importance
in patient diagnosis and treatment, such as

emergency, medical laboratory and imaging, it
will be ensured that the unit operates under the
supervision of a commission to be determined by
the Provincial or District Health Directorate.

- If a deficiency is detected in any unit or part
of the health institution that will adversely
affect the treatment of patients, the activities
of the relevant unit will be suspended by the
Governorship upon the decision of the Ministry
of Health until the deficiency is eliminated, and if
there are situations that are deemed to adversely
affect the health of society or the health service
recipients, the activities of the relevant unit will
be suspended by the Governorship until this
situation is eliminated.

« Doctors who have a clinic may perform the
treatment of patients who apply to their clinic
in licensed health institutions by making an
annual contract. Health institutions may enter
into contracts with these doctors, provided that
the number of the contracted doctors does not
exceed onethird of the total number of staff in
the relevant specialty.

« Doctors who have a clinic prior to 7 January
2023 will be exempt from the abovementioned
limitations concerning the staff number in the
health institutions with which they will enter
into a contract.

The Regulation dated 17 December 2022 is
available here (in Turkish);

the Regulation dated 7 January 2023 is
available here (in Turkish).
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https://www.resmigazete.gov.tr/eskiler/2022/12/20221217-11.htm
https://www.resmigazete.gov.tr/eskiler/2023/01/20230107-1.htm

Regulation on Private Hospitals

On 17 December 2022 and 7 January 2023, the Ministry
of Health published the Regulation Amending the
Regulation on Private Hospitals. In this regard, a
number of amendments were made in line with the
amendments introduced by the Regulation on Private
Health Institutions for Outpatient Diagnosis and
Treatment. The main amendments introduced by the
Regulation are as follows:

« If a deficiency is detected in any unit or part of the
hospital that will adversely affect the treatment
of patients, the activities of the relevant unit or
the entire private hospital will be suspended by
the Governorship until the deficiency is eliminated,
and if situations that are deemed to adversely
affect the health of society or the health service
recipients arise, the activities of the relevant unit or
the entire private hospital will be suspended by the
Governorship until this situation is resolved.

« If it is determined that a violation of patient
rights has been committed, the activities of the
relevant unit will be temporarily suspended by the
Governorship upon the decision of the Ministry of
Health until appropriate conditions are provided,
without disrupting the diagnosis and treatment
process of patients outside the unit in question.
Administrative and legal action will be taken
against the related persons in accordance with the
legislation. However, if the unit in question is of
vital importance in patient diagnosis and treatment,
such as emergency, medical laboratory and imaging,
it will be ensured that the unit operates under the
supervision of a commission to be determined by
the Provincial or District Health Directorate.
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= Doctors who have a clinic may perform the
treatment of patients who apply to their clinic in
licensed private hospitals by making an annual
contract. Private hospitals may enter into contracts
with these doctors, provided that the number
of the contracted doctors does not exceed one
third of the total number of staff in the relevant
specialty.

« Doctors who have a clinic prior to 7 January
2023 will be exempt from the abovementioned
limitations concerning the staff number in the
hospitals with which they will enter into a contract.

The Regulation dated 17 December 2022 is
available here (in Turkish);

the Regulation dated 7 January 2023 is
available here (in Turkish).



https://www.resmigazete.gov.tr/eskiler/2022/12/20221217-11.htm
https://www.resmigazete.gov.tr/eskiler/2023/01/20230107-2.htm

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

On 22 December 2022, the TITCK updated the
Guideline on the Implementation of the Regulation

on Quality Conformity and Quality Control Tests

of Diagnostic Radiology, Nuclear Medicine and
Radiotherapy Group Medical Devices. In this regard,
amendments have been introduced to allow
applications to the TITCK to be made electronically.
The main amendments introduced by the Guideline are
as follows:

- The following works and procedures are described:
(i) medical physicist quality control work certificate
and medical physicist quality conformity letter
applications to be made electronically via
e-Government Gateway, (ii) quality control
and quality conformity tests to be performed
on diagnostic radiology, nuclear medicine and
radiotherapy group medical devices, and (iii) quality
conformity body applications to be submitted
electronically to the TITCK.

- The content of the report to be issued after quality
control and quality conformity tests has been
added.

The Guideline is available here (in Turkish).

Guideline on Applications for GMP
Inspection of Overseas Manufacturing
Facilities

On 27 December 2022, the TITCK updated the
Guideline on Applications for GMP Inspections of
Overseas Production Facilities as part of its efforts to
become one of the regulatory authorities listed by the
World Health Organization. The main amendments
introduced by the Guideline are as follows:

= As the impact of the pandemic decreases, the
TITCK will plan on-site GMP inspections at
overseas production facilities based on risk-based
assessments.

= Within the framework of the provisions of the
Guideline, the validity periods of GMP certificates
for (i) products for which a risk-based inspection
(renewal) application has been made before the
expiry of the GMP certificate validity period and
an on-site inspection decision has been made as a
result of the evaluation, and (ii) products that do
not have the right to apply for renewal for the third
time in accordance with the Guideline and products
for which GMP certificates were previously
issued by the TITCK through an inspection on file
(exemption) application made with reference to
these products have been extended until 1 June
2024.

- If there is a change in the scope of the GMP

certificate of the products whose certificate periods

have been extended, the importer companies must
apply in accordance with the Guideline.

Healthcare & Life Sciences Newsletter

= Existing GMP certificates that have not been

evaluated by the TITCK and for which there is no
on-site inspection decision have not been extended.
In this regard, for products with GMP certificates,
except for products whose validity period has not
been extended by the TITCK and products for which
GMP certificates have been issued in accordance with
the announcement titled "Additional Measures to be
Implemented During the Pandemic Process Regarding
GMP Inspections and Certification Processes
Overseas’, risk-based and file-based inspection
applications should be made in accordance with the
Guideline before the expiration of the certificate
validity period.

= The existing GMP certificate validity periods of the

products produced in the facilities where on-site
inspections will be carried out will be evaluated
according to the results of the inspection.

The Guideline is available here (in Turkish) and the
Announcement is available here (in Turkish).
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https://www.titck.gov.tr/duyuru/23-12-2022-tibbi-cihaz-sektorel-hizmetler-daire-baskanligi-diagnostik-radyoloji-nukleer-tip-ve-radyoterapi-grubu-tibbi-cihazlarin-kalite-uygunluk-ve-kalite-kontrol-testleri-hakkinda-yonetmelik-hukumlerinin-uygulanmasina-iliskin-kilavuz-23122022153038
https://www.titck.gov.tr/duyuru/yurt-disi-uretim-tesislerinin-gmp-denetimleri-ve-sertifikasyon-surecleri-30122022151718
https://www.titck.gov.tr/duyuru/yurt-disi-uretim-tesisleri-yerinde-gmp-denetimleri-hakkinda-duyuru-06012023140838

Communiqué on Pricing of Medicinal
Products for Human Use

On 31 December 2022, the TITCK published the
Communiqué Amending the Communiqué on
the Pricing of Medicinal Products for Human
Use. The main amendments introduced by the
Communiqué are as follows:

= For products that are priced according to the
cost card, the price up to 15% more than the
sum of the costs specified on the card will be

determined as the sale price to the warehouse.

- For imported allergy products for which the
actual source price cannot be determined, a
price can be given through a document issued
and approved by the applicant and a certified
public accountant, valid for one year, in
which the costs are presented in Turkish Lira.
Concerning allergy products manufactured
in Turkiye for which the actual source price
cannot be determined, a price can be given
according to the cost card.

= For traditional herbal medicinal products,
medicinal teas, homeopathic medicinal
products and medicinal products used in
aromatherapy, prices can be given according
to the declaration of the applicants.

=« In terms of increases calculated with the cost
card, no increase can be made more than 50%
of the current sales price to the warehouse

= Concerning imported non-refundable
products, an application for price change can
be made by submitting their own real source
prices during the real source price change
period. If imported generic non-refundable
products do not have their own price, the real
source price of the non-refundable reference
product will be determined as the real source
price.

The Communiqué is available here (in Turkish).

Announcement on the Medical Device
Clinical Trials

On 11 January 2023, the TITCK announced that
it has updated the medical device clinical trial

application forms. In this regard, the new form
must be used for first applications to be made
as of 1January 2023.

The Announcement 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 necessary actions to
ensure compliance.
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https://www.resmigazete.gov.tr/eskiler/2022/12/20221231-7.htm
https://www.titck.gov.tr/duyuru/tibbi-cihaz-klinik-arastirma-taraflarinin-dikkatine-11012023155717
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Turkiye ilac ve Tibbi Cihaz Kurumu (“Kurum”)
gectigimiz haftalarda, Tirkiye ila¢ ve Tibbi Cihaz
Kurumu Ulusal Kontrol Laboratuvarinin Gorev, YetKki

ve Sorumluluklarrile Calisma Usul ve Esaslari Hakkinda
Yonetmelik, Farmakovijilans Sistemi Kilavuzu, (AB)
2022/2346 Sayih ve (AB) 2022/2347 Sayili Uygulama
Tuzlkleri hakkinda duyuru ve Tibbi Cihaz Klinik
Arastirmalari Hakkinda duyuru yayimladi. Kurum

ayrica (i) Beseri Tibbi Urinlerin Fiyatlandiriimasina

Dair Karar, (ii) Beseri Tibbi Uriinler Ruhsatlandirma
Yonetmeligi, (iii) Ayakta Teshis ve Tedavi Yapilan

Ozel Saglik Kuruluslari Hakkinda Yonetmelik, (iv) Ozel
Hastaneler Yonetmeligi, (v) Diagnostik Radyoloji,
Nukleer Tip ve Radyoterapi Grubu Tibbi Cihazlarin
Kalite Uygunluk ve Kalite Kontrol Testleri Hakkinda
Yonetmelik Hitkiimlerinin Uygulanmasina iliskin Kilavuz,
(vi) Yurt Disi Uretim Tesislerinin GMP Denetimleri icin
Yapilacak Miracaatlara Dair Kilavuz ve (vii) Beseri Tibbi
Urlinlerin Fiyatlandirimasi Hakkinda Teblig'de degisiklik
yapti. Son olarak Kurum Endikasyon Disi/Yurt Disi lag
Kullanimina iliskin Onay Surelerinin Uzatiimasi Hakkinda
Kararmin iptaline karar verdi.

Tiirkiye ila¢ ve Tibbi Cihaz Kurumu Ulusal
Kontrol Laboratuvarinin Gorev, Yetki ve
Sorumluluklari ile Calisma Usul ve Esaslari
Hakkinda Yonetmelik

30 Kasim 2022 tarihinde Tirkiye ilac ve Tibbi Cihaz
Kurumu Ulusal Kontrol Laboratuvarinin Gorevy,

Yetki ve Sorumluluklari ile Calisma Usul ve Esaslari
Hakkinda Yonetmelik Kurum tarafindan yayimlanarak
ylrurlige girmistir. Bu kapsamda TITCK'nin gorev ve
sorumluluk alanina giren madde ve Urlnlerin analiz
faaliyetleri ile Glkemizde dolumu ve/veya Uretimi
yapilan asilar ve immun serumlara iliskin seri serbest
birakma faaliyetlerinin yritildigu Ulusal Kontrol
Laboratuvarinin gorev, yetki ve sorumluluklari ile
calisma usul ve esaslarini dizenlenmektedir.

Yonetmelik kapsaminda Laboratuvarlarin uygun
faaliyet alanlari ile ilgili uygun donanima sahip

olmasi, kullanilan gereclerin ve analiz sonuclarinin
cevre sartlarindan etkilenmemesi icin gerekli

tedbirler alinmali, ortamin toz, nem, buhar, titresim,
elektromanyetik etkenler ve zararl canlilar gibi
olumsuz sartlardan korunmasi saglanmalidir. Ayrica
laboratuvarda tehlike aninda kullaniimak Gzere kolayca
ulasilabilir uygun yerlerde acil boy ve gbz dusu gibi
uygun tedbirler alinmalidir.

Yonetmelik'e buradan ulasabilirsiniz.
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Farmakovijilans Sistemi Kilavuzu

Kurum, 30 Kasim 2022 tarihinde Farmakovijilans Sistemi
Kilavuzu'nu yayimlamistir. Kilavuz, Kurum binyesinde
kurulmus olan farmakovijilans sisteminin yapisini
aclklamak tzere hazirlanmistir. Bu dogrultuda Kilavuz
Kurum'un farmakovijilans sistemi, veri ve kayit yonetimi,
Kurum'un farmakovijilans ile ilgili gorevleri ve gorevlerin
birimlere gore dagihmi, Turkiye Farmakovijilans
Merkezi'nin (TUFAM) gérevleri gibi pek cok konuda yol
gostermektedir.

Kilavuz kapsaminda Kurum'un misyonu ve
organizasyonel yapisina iliskin bilgi verilmekte,
farmakovijilans sisteminin temel degerleri ve isleyis
sistemi detaylica ele alinmaktadir.

Kurum'un farmakovijilans ile ilgili gorevleri
Farmakovijilans ve Kontrole Tabi Maddeler Dairesi
tarafindan “illaclarin Givenliligi Hakkinda Yonetmelik” ve
Halk Sagligi Genel Midurligi'nin gincel "Asi Sonrasi
Istenmeyen Etkiler (ASIE) Genelgesi” ve 28.09.2022 tarih
ve 2022/2 sayili genelge dogrultusunda yurutulmektedir.
llgili Daire'nin biinyesinde farmakovijilans faaliyetlerinin
ylrutuldugiu TUFAM ve Farmakovijilans Risk Yonetimi
Birimi olmak tizere iki bolim bulunmaktadir. TUFAM
advers olaylara yonelik calismalar yuruturken,
Farmakovijilans Risk Yonetimi Birimi daha ziyade Yurt
disindaki ilag otoritelerinin ilag gtvenligine yonelik
faaliyet gostermektedir. Kilavuz uyarinca her iki birimin
gorev tanimlari detaylica ele ahinmistir.

Kilavuz'a buradan ulasabilirsiniz.


https://www.resmigazete.gov.tr/eskiler/2022/11/20221130-3.htm
https://www.titck.gov.tr/duyuru/titck-farmakovijilans-sistemi-kilavuzu-05122022140707

Beseri Tibbi Uriinlerin Fiyatlandirimasina
Dair Karar

Cumhurbaskanhgr 14 Aralik 2022 tarihinde Beseri
Tibbi Urtinlerin Fiyatlandiriimasina Dair Kararda
Degisiklik Yapiimasi Hakkinda Karar'i yayimlamistir.
Bu kapsamda getirilen baslica diizenlemeler
asagidaki gibidir:

- Beseri Tibbi Uriinlerin Fiyatlandiriimasi Hakkinda
Teblig kapsaminda yapilan gercek kaynak fiyat
veya depocuya satis fiyati degisikliklerinin
gecerlilik tarihi 2022 yili icin Karar'in yayim tarihi,
yani 14 Aralik 2022 olarak belirlenmistir.

« Beseri tibbi drtnlerin fiyatlandirilmasinda
kullanilacak bir Avronun TL cinsinden degeri 15
Aralik 2022 tarihinden itibaren gecerli olmak Uzere
%36,77 artirnlmistir. Hesaplanan artis gelecek yil
icin de uygulanmaya devam edecek olup 2023 yili
icin yeni bir Avro degeri ilan edilmeyecektir.

= Karar'da yer alan barem degerleri Avro degerinde
yapilan degisiklik oraninda glncellenmistir. Fiyat
korumali Grtnlerde 37,10 TL ve diger Grinlerde
19,39 Tl'ye cikariimistir. Bu giincelleme 15 Aralik
2022 tarihinden itibaren gecerlidir.

I 1 Karar'a buradan ulasabilirsiniz.
o
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Beseri Tibbi Uriinler Ruhsatlandirma
Yénetmeligi

Kurum, 14 Aralik 2022 tarihinde Beseri Tibbi
Uriinler Ruhsatlandirma Yénetmeliginde
Degisiklik Yapilmasina Dair Yonetmelik'i 11 Aralik
2022 tarihinden itibaren gecerli olmak tzere
yayimlamistir. Bu kapsamda getirilen baslica
dizenlemeler asagidaki gibidir:

= Yonetmelik'te sayilmis olan uygunsuzluk
hallerinden birinin gerceklesmesi halinde
ruhsatin askiya alinmasindan énce Kurum
tarafindan uygunsuzluga iliskin givenliligi
de iceren bir degerlendirme yapiimalidir. Bu
degerlendirme neticesine gore ruhsat askiya
alinabilir.

= Tescil belgesi ile piyasaya arz edilen ve
ruhsat basvurusunda bulunulan radyonuklid
jeneratorler, kitler, radyonuklid prekdrsor
radyofarmasotikler, endustriyel olarak
hazirlanmis radyofarmasotikler ve ithalat izni
ile piyasaya arz edilen ve ruhsat basvurusunda
bulunulan kan Urind ve immunolojik beseri
tibbi Grldnlerin ruhsatlandirma strecinin
tamamlanmasi icin getirilen son tarih 31 Aralik
2023 tarihine ertelenmistir.

Yonetmelik'e buradan ulasabilirsiniz.

Endikasyon Digi/Yurt Disi llac
Kullanimina lligkin Onay Srelerinin
Uzatilmasi Hakkinda Kararinin Iptali

Kurum tarafindan ruhsatli mastahzarlar ile yurt
disindan ithal edilen ruhsatsiz mustahzarlar
icin hasta bazinda ilgili etkin madde belirtilerek
verilen endikasyon disi ilag kullanim onaylari
veya yurt disiilag kullanim onaylarindan 1
Ocak 2020 tarihinden itibaren suresi biten tim
onaylarin bitis tarihi uzatilmisti. 15 Aralik 2022
tarihinde Kurum, 31 Aralik 2022 tarihinden
itibaren gecerli olmak Gzere bu kararini iptal
ettigini duyurmustur. Bu kapsamda 31 Aralik
2022 tarihinden sonraki ilag kullanimlarina devam
edilebilmesi icin Kurum'a basvuru yapilmasi
gerekmektedir.

Duyuruya buradan ulasabilirsiniz.

(AB) 2022/2346 Sayili ve (AB) 2022/2347
Sayilh Uygulama Tiiziikleri

Kurum, 16 Aralik 2022 tarihinde AB Komisyonu
Tarafindan AB Tibbi Cihaz Yonetmeliginin EK
XVI'sinda listelenen Urin gruplarina (6rnegin
kontak lensler, liposaksin gibi yag dokusunu
azaltmak icin kullanilmasi amaclanan ekipman,
vb.) yonelik (AB) 2022/2346 Sayili ve (AB)
2022/2347 Sayili Uygulama Tazikleri hakkinda
duyuru yayimlamistir.

2022/2346 Sayih Uygulama Tuzigu ile (AB)
Tibbi Cihaz Yonetmeliginin Ek XVI'sinda
listelenen tibbi amach olmayan Urin
gruplariicin genel givenlik ve performans
gerekliliklerinde belirtilen risk yonetiminin
uygulanmasini ele alan ortak spesifikasyonlar
dizenlenmistir. llgili Ttzik, 22 Aralik 2022
tarihinde yururlige girmis olup tim AB Uyesi
ulkeler ve Turkiye'de, 2/3 maddesi yururlik
tarihi itibariyle, diger hikimler ise 23 Haziran
2023 tarihi itibariyle uygulanacaktir.

Ote yandan, 2022/2347 Sayili Uygulama
TuzUgu tibbi amacli olmayan belirli aktif

Urtn gruplarinin piyasaya arz edilmesinden
once yapisal riskleriyle tutarli bir uygunluk
degerlendirmesini temin etmek amaciyla,

(AB) Tibbi Cihaz Yonetmeligi'nin Ek XVI'sinda
listelenen bazi trdn gruplary, ilgili Yonetmelik
uyarinca yeniden siniflandiriimistir. S6z konusu
Uygulama Tuzugu 22 Aralik 2022 tarihinde
yururlige girmistir.

Bu kapsamda, (AB) Tibbi Cihaz Yonetmeligi'nin
EK XVI'sinda yer alan Urilnleri piyasaya

arz etmek isteyen imalatcilarin 2022/2347

ve 2022/2346 sayil Komisyon Uygulama
Tuzuklerinin gerekliliklerini yerine getirmesi,
bu kapsamda ilgili alanda yetkin bir
onaylanmis kurulusun dahil oldugu uygunluk
degerlendirme slrecini tamamlamasi

ve Urlnleri icin bir CE sertifikasi almasi
gerekmektedir.

Duyuru'ya buradan ulasabilirsiniz.
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https://www.resmigazete.gov.tr/eskiler/2022/12/20221214-4.htm
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Ayakta Teghis ve Tedavi Yapilan
Ozel Saghk Kuruluslari Hakkinda
Yonetmelik

Saglk Bakanhgi 17 Aralik 2022 ve 7 Ocak 2023
tarihlerinde Ayakta Teshis ve Tedavi Yapilan
Ozel Saglik Kuruluslari Hakkinda Yénetmelikte
Degisiklik Yapilmasina Dair Yonetmelik'leri
yayimlamistir. Bu kapsamda getirilen baslica
dizenlemeler asagidaki gibidir:

= Hasta haklari ihlali yapildiginin tespit edilmesi
halinde ilgili birimin faaliyeti uygun sartlar
saglanana kadar Saglik Bakanhgi'nin karari
tzerine Valilikge s6z konusu birim disindaki
hastalarin tani ve tedavi slrecini aksatmayacak
sekilde gecici olarak durdurulacaktir. ilgililer
hakkinda mevzuat uyarinca idari ve adli
islem yapilacaktir. Ancak s6z konusu birimin;
acil, tibbi laboratuvar ve gorintileme gibi
hasta teshis ve tedavisinde hayati 6nemi
haiz birim olmasi halinde birimin, il veya

lice Saghk Mudurligi'nce belirlenecek bir
komisyonun gozetimi altinda faaliyet gostermesi
saglanacaktir.

= Saglik kurulusunun herhangi bir biriminde

veya kisminda hastalarin tedavisini olumsuz
etkileyecek bir eksikligin tespiti halinde eksiklik
giderilinceye kadar, toplumun veya saglik hizmeti
alanlarin sagligmi olumsuz etkileyecegi distnulen
durumlarin ortaya ¢itkmasi halinde bu durum
ortadan kaldirilana kadar ilgili birimin faaliyeti
Saglik Bakanligi'nin karari tGzerine Valilikce
durdurulacaktir.

- Muayenehanesi bulunan hekimler,

muayenehanesine miracaat eden hastalarin
tedavisini yillk s6zlesme yapmak suretiyle ruhsati
bulunan tip merkezlerinde gerceklestirebilir. Tip
merkezleri tarafindan ilgili branstaki toplam
kadro sayisinin tcte birini asmayacak sekilde
muayenehane hekimleri ile s6zlesme yapilabilir.

« 7 Ocak 2023 tarihinden 6nce muayenehanesi

bulunan hekimler, s6zlesme yapacaklari tip
merkezlerindeki kadro sinirlamasindan muaf
tutulacaktir.

17 Aralik 2022 tarihli Yonetmelik'e buradan; 7 Ocak
2023 tarihli Yonetmelik'e buradan ulasabilirsiniz.
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62@' Hastaneler Yﬁnetme"gi = Muayenehanesi bulunan hekimler, muayenehanesine
muracaat eden hastalarin tedavisini yillik s6zlesme
Saglik Bakanhigi 17 Aralik 2022 ve 7 Ocak 2023 yapmak suretiyle ruhsati bulunan 6zel hastanelerde

gerceklestirebilir. Ozel hastaneler tarafindan
ilgili branstaki toplam kadro sayisinin tGgcte birini
asmayacak sekilde muayenehane hekimleri ile
sOzlesme yapilabilir.

tarihlerinde Ozel Hastaneler Yonetmeliginde Degisiklik
Yapilmasina Dair Yonetmelik'i yayimlamistir. Bu
kapsamda Ayakta Teshis ve Tedavi Yapilan Ozel Saglik
Kuruluslar Hakkinda Yonetmelik ile getirilen yeniliklere
paralel dogrultuda bir takim degisiklikler yapilmistir.

Buna gore getirilen baslica dizenlemeler asagidaki - 7 Ocak 2023 tarihinden Once muayenehanesi

bulunan hekimler, s6zlesme yapacaklari ozel

gibidir. hastanenin kadro sinirlamasindan muaf tutulacaktir.
= Hastanenin herhangi bir biriminde veya kisminda o .
eksikligin tespiti halinde eksiklik giderilinceye kadar, 2023 tarihli Yonetmelik'e buradan ulasabilirsiniz.

toplumun veya saglik hizmeti alanlarin saghgini
olumsuz etkileyecedi distntlen durumlarin ortaya
¢tkmasi halinde bu durum ortadan kaldirilana
kadar eksiklik tespit edilen ilgili birimin faaliyeti
veya Ozel hastanenin tamaminda faaliyeti Valilikce
durdurulacaktir.

= Hasta haklari ihlali yapildiginin tespit edilmesi
halinde ilgili birimin faaliyeti uygun sartlar saglanana
kadar Saghk Bakanhgi'nin karari Gzerine Valilikge
s6z konusu birim disindaki hastalarin tani ve
tedavi surecini aksatmayacak sekilde gecici olarak
durdurulacaktir ve ilgililer hakkinda ilgili mevzuati
uyarinca idari ve adli islem yapilacaktir. ilgili birimin;
acil, tibbi laboratuvar ve gorintileme gibi hasta
teshis ve tedavisinde hayati 6nemi haiz birim olmasi
halinde birimin, Il veya llce Saghk Midirligi'nce
belirlenecek bir komisyonun gozetimi altinda faaliyet
gostermesi saglanacaktir.



https://www.resmigazete.gov.tr/eskiler/2022/12/20221217-11.htm
https://www.resmigazete.gov.tr/eskiler/2023/01/20230107-2.htm

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

Kurum 22 Aralik 2022 tarihinde Diagnostik Radyoloji,
Nukleer Tip ve Radyoterapi Grubu Tibbi Cihazlarin
Kalite Uygunluk ve Kalite Kontrol Testleri Hakkinda
Yonetmelik Hikiimlerinin Uygulanmasina iliskin
Kilavuz'unu gincellemistir. Bu kapsamda Kurum'a
yapilacak basvurularin elektronik ortamda yapilmasina
olanak saglayacak degisiklikler getirilmistir. Bu
dogrultuda getirilen baslica dizenlemeler asagidaki
gibidir:

= (i) Medikal fizikci kalite kontrol calisma belgesi ve
medikal fizik¢i kalite uygunluk yazisi basvurularinin
e-Devlet Kapisi Uzerinden elektronik ortamda
yapiimasi, (ii) diagnostik radyoloji, nikleer tip ve
radyoterapi grubu tibbi cihazlara gerceklestirilecek
kalite kontrol ve kalite uygunluk testleri ve (iii)
kalite uygunluk kurulusu basvurularinin elektronik
ortamda Kuruma iletilmesine iliskin is ve islemler
tarif edilmistir.

- Kalite kontrol ve kalite uygunluk testleri sonrasi
dizenlenecek rapor icerigi eklenmistir.

Kilavuz'a buradan ulasabilirsiniz.

Yurt Disi Urejcim Tesislerinin GMP
Denetimleri Icin Yapilacak Miiracaatlara
Dair Kilavuz

Kurum 27 Aralik 2022 tarihinde Yurt Disi Uretim
Tesislerinin GMP Denetimleri icin Yapilacak
Miracaatlara Dair Kilavuz'u Diinya Saglik Orgiti
tarafindan listelenen dizenleyici otoriteler arasinda
yer alma calismalari kapsaminda glncellemistir. Bu
kapsamda getirilen baslica dizenlemeler asagidaki
gibidir:

= Pandeminin etkisinin azalmasiyla birlikte Kurum risk
esasina dayali olarak yapilacak degerlendirmelere
gore yurt disi Uretim tesislerinde yerinde GMP
denetimleri planlayacaktir.

= Kilavuz hikimleri cercevesinde (i) GMP sertifika
gecerlilik stresi hentiz dolmadan risk bazli denetim
(yenileme) basvurusu yapilan ve degerlendirme
sonucu yerinde denetim karari verilen Urlnler
ve (ii) Kilavuz uyarinca 3. kez yenileme basvuru
hakkl bulunmayan drdnler ile bu Grlnler referans
gosterilerek yapilmis dosya Uzerinden denetim
(muafiyet) basvurusu yoluyla daha dncesinden
Kurum'ca GMP sertifikasi dizenlenmis Grinler icin

GMP sertifikalarinin gecerlilik streleri 1 Haziran 2024

tarihine kadar uzatimistir.

= Sertifika streleri uzatilan Urinlerin GMP sertifikas
kapsaminda degisiklik olmasi durumunda ithalatc
firmalar tarafindan Kilavuz'a uygun olarak basvuru
yapiimasi gerekmektedir.
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= Kurum tarafindan hicbir degerlendirme yapiimamis

olan ve yerinde denetim karari bulunmayan mevcut
GMP sertifikalarin streleri uzatilmamistir. Bu
kapsamda gecerlilik stresi Kurum'ca uzatilmayan
drdnler ve "Yurt Dist GMP Denetimleri ve
Sertifikasyon Sirecleri Hakkinda Pandemi Siirecinde
Uygulanacak Ek Tedbirler” isimli duyuru uyarinca
GMP sertifikasi dizenlenen drinler haricinde GMP
sertifikasi bulunan drdnler icin sertifika gecerlilik
streleri dolmadan Kilavuz'a uygun olarak risk bazli
ve dosya Uzerinden denetim basvurularinin yapilmasi
gerekmektedir.

- Yerinde denetim gerceklestirilecek tesislerde Uretilen
drtnlerin mevcut GMP sertifika gecerlilik streleri
denetim sonucuna gore degerlendirilecektir.

Kilavuz'a buradan; Duyuruya ise buradan ulasabilirsiniz.



https://www.titck.gov.tr/duyuru/23-12-2022-tibbi-cihaz-sektorel-hizmetler-daire-baskanligi-diagnostik-radyoloji-nukleer-tip-ve-radyoterapi-grubu-tibbi-cihazlarin-kalite-uygunluk-ve-kalite-kontrol-testleri-hakkinda-yonetmelik-hukumlerinin-uygulanmasina-iliskin-kilavuz-23122022153038
https://www.titck.gov.tr/duyuru/yurt-disi-uretim-tesislerinin-gmp-denetimleri-ve-sertifikasyon-surecleri-30122022151718
https://www.titck.gov.tr/duyuru/yurt-disi-uretim-tesisleri-yerinde-gmp-denetimleri-hakkinda-duyuru-06012023140838

Beseri Tibbi Uriinlerin Fiyatlandinimasi
Hakkinda Teblig

Kurum, 31 Aralik 2022 tarihinde Beseri Tibbi
Urdnlerin Fiyatlandirimasi Hakkinda Tebligde
Degisiklik Yapiimasina Dair Teblig'i yayimlamistir.
Bu kapsamda getirilen baslica diizenlemeler
asagidaki gibidir:

= Maliyet kartina gore fiyat alan trtnlerde
kartta belirtilen maliyetlerin toplaminin %15
fazlasina kadarki fiyat depocuya satis fiyati
olarak belirlenecektir.

- Gergek kaynak fiyati tespit edilemeyen ithal
alerji Urdnlerine, maliyetlerinin Turk Lirasi
olarak sunuldugu, gecerlilik stresi 1 yil olan,
basvuru sahibi ve yeminli mali misavir
tarafindan hazirlanarak onaylanan belge ile
fiyat verilebilecektir. Tlrkiye'de Uretilen aler;ji
Urtnlerinden gercek kaynak fiyati tespit
edilemeyenler icin maliyet kartina gore fiyat
verilebilecektir.

- Geleneksel bitkisel tibbi Grdnler, tibbi caylar,
homeopatik tibbi tGrtnler, aromaterapide
kullanilan tibbi Grlnler icin basvuru sahiplerinin
beyanina gore fiyat verilebilecektir.

= Maliyet karti ile hesaplanan artislar
bakimindan mevcut depocuya satis fiyatinin
%50'sinden fazla artis yapilamayacaktir.

- Ithal geri ddemesiz trinler icin gercek kaynak
fiyat degisiklik doneminde kendi gercek
kaynak fiyatlari sunularak fiyat degisikligi
icin basvuru yapilabilir. ithal esdeger geri
ddemesiz drinlerin kendi fiyati bulunmamasi
halinde geri 6demesiz referans trindn gercek
kaynak fiyati, gercek kaynak fiyat olarak
belirlenecektir.

Teblig'e buradan ulasabilirsiniz.

Tibbi Cihaz Klinik Arastirmalari
Hakkinda Duyuru

Kurum, 11 Ocak 2023 tarihinde tibbi cihaz klinik
arastirma basvuru formlarini gincelledigini
duyurmustur. Bu kapsamda 1 Ocak 2023
tarihinden itibaren yapilacak ilk basvurularda
yeni formun kullaniimasi gerekmektedir.

Duyuru'ya buradan ulasabilirsiniz.

Sonug

Kurum saglik sektdrinde faaliyet gosteren
sirketlere rehberlik etmeye devam etmektedir.
Saglk sektortnde faaliyet gosteren tum ilgili
sirketler, Kurum'un duyurularini yakindan takip
etmeli ve mevzuatta yer alan yuktumldliklerini
Kurum'un yonlendirmeleri dogrultusunda yerine
getirmelidir.
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