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The Turkish Pharmaceuticals and Medical Devices
Authority (“TITCK") recently published (i) the
Regulation on Technical Services for Medical
Devices Used in the Scope of Health Service
Provision, (ii) the Regulation on Clinical Trials

of Pharmaceuticals, (iii) the Regulation on the
Marketing Authorization of Advanced Therapy
Medicinal Products, (iv) the Regulation on Market
Inspection of Pharmaceuticals, (v) the Regulation
on the National Serial Release, (vi) the Regulation
on Health Care Service Provision at Home,

(vii) the Guideline on Consultation Procedures
Specified in the Medical Device Regulation and
(viii) the Regulation on Health Claim Inspection.

The TITCK also amended (i) the Regulation

on Improvement and Evaluation of Quality

in Health; (i) the Requlation on Sale,
Advertising and Promotion of Medical Devices;
(iii) the Regulation on Marketing Authorization
of Pharmaceuticals; (iv) the Regulation on
Pharmacists and Pharmacies; (v) the Regulation
on Pharmacies and Products Available in
Pharmacies; and (vi) the Regulation on
Procurement of Pharmaceuticals from Abroad,
and announced the First Quarter Results

on Market Surveillance and Inspection

of Cosmetics and Biocidal Products.

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

On 10 May 2023, the TITCK announced the results of
its cosmetics sector market surveillance and inspection
conducted in January, February and March 2023.

Of the 115 cosmetic products inspected by the TITCK's
Cosmetics Supervision Department, 96 were noncompliant
and 4 were unsafe. The responsible companies were
subject to an overall administrative fine of TRY 414,050
(approximately USD 17,576).

Of the 8 type 1and type 19 biocidal products inspected
by the TITCK's Cosmetics Supervision Department, 3 were
unlicensed and 4 were unsafe. The responsible companies
were subject to an overall administrative fine of TRY
739,640 (approximately USD 31,397).

The 2023 first quarter results for cosmetic products are
available here (in Turkish).

The type 1and type 19 biocidal products’ first quarter
results for 2023 are available here (in Turkish).
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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 fourth quarter of 2022.

The type 1and type 19 biocidal products’ safety results reveal
that the number of inspected and unlicensed products

has decreased, while the number of unsafe products has
increased. Accordingly, there is also a significant increase

in the total amount of administrative fines.


https://www.titck.gov.tr/duyuru/kozmetik-urunlere-iliskin-2023-yili-birinci-ceyrek-denetim-verileri-10052023123928
https://www.titck.gov.tr/duyuru/tip-1-ve-tip-19-biyosidal-urunlere-iliskin-2023-yili-birinci-3-aylik-denetim-verileri-09052023163800
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Regulation on Improvement and
Evaluation of Quality in Health

On 26 May 2023, the Ministry of Health published the
Regulation Amending the Regulation on the Improvement
and Evaluation of Quality in Health. The main amendments
introduced by the Regulation are as follows:

= Health institutions and organizations must conduct
self-assessments within the scope of the Turkish Health
Quality System. In addition, health institutions and
organizations must submit self-assessment results
and data on health quality indicators in their area of
responsibility to the electronic system created by the
Ministry of Health according to the announced schedule.

= Health institutions and organizations must establish a
quality management unit that meets the requirements
specified in the regulation in order to monitor, evaluate
and coordinate quality activities carried out within
the scope of quality standards in health. A full-time
employee, preferably a manager, must be appointed
as a quality management officer in the health
institution and organization.

= The Ministry of Health shall carry out assessment
and evaluation activities in health institutions and
organizations in line with the quality standards in health.
The Ministry of Health shall manage the assessment
and evaluation process through the electronic system.

= Quality assessments shall be carried out in accordance with
the Health Quality Standards Assessment, Evaluation and
Rating system published by the General Directorate of
Health Services.

= The Ministry of Health shall notify the results of the
assessment and evaluation to the health institutions and
organizations via the electronic system within 10 days
at the latest following the completion of the activity.
Health institutions and organizations can file an objection
to the evaluation result within 3 working days at the
latest from the notification of the evaluation result.

= Health institutions and organizations that obtain
accreditation certificates within the framework of
internationally accredited standards prepared by the
Ministry of Health or its related/affiliated organizations
are exempted from health quality assessments during
the validity period of the certificate.

The Regulation is available here (in Turkish).
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Regulation on Technical Services for
Medical Devices Used in the Scope
of Health Service Provision

On 26 May 2023, the TITCK published the Regulation on
Technical Services for Medical Devices Used in the Scope
of Health Service Provision. The regulation sets out the
procedures and principles regarding the technical service
activities to be carried out in order to eliminate the risks
carried by medical devices and ensure their appropriate
and safe use. The main developments introduced by the
Regulation are as follows:

= Real and legal persons willing to perform technical service
activities for medical devices must apply to the Authority
and obtain a technical service activity certificate, a technical
manager work certificate and a technical staff work certificate
for the employees who will work within the company.

= The technical service activity certificate and technical
staff work certificate must clearly state in which device
groups and for which devices in these device groups
technical service activities can be performed.

= The technical manager must be a full-time employee
of the technical service tasked with fulfilling
the responsibilities related to its services. The
technical manager shall not work for more than
one technical service.
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= Technical staff is obliged to perform technical service
activities in line with the scope of the work certificate
and to issue a technical service report regarding these
operations. In addition, the technical staff must carry the
identity card with a photo issued by the technical service
in their name, visible during their work at the health
service provider. This identity card must include at least
the name of the technical service, the name and surname
of the technical staff, and the work certificate number.

= The technical service has the following authorizations:

— To provide basic technical training to the health service
provider regarding the device within the scope of its
authorization;

— To decide whether this process affects the safety and
working performance of the device after the operation
of the device in accordance with the manufacturer’s
instructions and procedures;

— To contact and inform the health service provider
about the maintenance and repair processes of the
devices; and

— To give an opinion on the deactivation of devices
if requested by the health service provider.

= Modification, update and upgrade activities on the
software and hardware of the devices and technical
service activities within the scope of the warranty
certificate must only be performed by the authorized
technical service of the device. If the manufacturer
or importer of the device deems it appropriate,
modification, update and upgrade activities on the
software and hardware of the device can also be
performed by the private technical service.

The Regulation is available here (in Turkish).

Regulation on Sale, Advertising
and Promotion of Medical Devices

On 26 May 2023, the TITCK published the Regulation
Amending the Regulation on Sale, Advertising and
Promotion of Medical Devices. The main amendments
introduced by the Regulation are as follows:

= For sales center authorization applications to be made
after 1January 2027, applicants manufacturing medical
devices domestically must also submit a document
showing that they have established and implemented
a quality management system within the scope of
the "EN ISO 13485 Quality Management System for
Medical Devices" standard issued by a conformity
assessment body accredited by an accreditation body
authorized under Regulation (EC) No 765/2008 of the
European Parliament and of the Council setting out the
requirements for accreditation and market surveillance
for the marketing of products.

= As of 1January 2025, sales centers must provide or
ensure the provision of basic technical training prior to
the first use of the devices they manufacture or import,
upon the written request of the relevant healthcare
service provider, free of charge and for one time only.

= Sales centers can provide technical service training
for the devices they manufacture or import in return
for a fee for the lifetime of the device. In addition,
sales centers must meet the written requests of the
relevant health service provider for basic technical
training within 3 months regarding the devices they
manufacture or import.
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= As of 1January 2025, except for devices that do not
require technical service, sales centers are required to
issue a clear, simple and readable warranty certificate
in an understandable language for the devices they
manufacture or import. The duration of the warranty
certificate must be at least 2 years or the value
determined by the unit of measurement stipulated
by the manufacturer of the device.

= In the implementation of administrative penalty
decisions taken by the TITCK under the Regulation or
Law No. 7223, all sales centers that supply the product
subject to the penalty to the market and keep it on
the market are jointly and severally liable.

» Manufacturers or importers registered in the TITCK's
registration and information management system
without a sales center authorization certificate must
obtain the authorization certificate by 26 May 2024.

The Regulation is available here (in Turkish).

Regulation on Clinical Trials
of Pharmaceuticals

On 27 May 2023, the TITCK published the Regulation

on Clinical Trials of Pharmaceuticals. In this regard, the
Regulation sets out the procedures and principles regarding
the conduct of clinical trials of pharmaceuticals and the
protection of the rights of volunteers, as well as the
establishment, duties, working procedures and principles
of the Clinical Trials Advisory Board and ethics committees.

The Regulation is available here (in Turkish).

You can also click here to read our legal alert for
further details.
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Regulation on the Marketing
Authorization of Advanced Therapy
Medicinal Products

On 27 May 2023, the TITCK published the Regulation

on the Marketing Authorization of Advanced Therapy
Medicinal Products. In this regard, the Regulation sets out
the procedures and principles regarding the marketing
authorization and pharmacovigilance of advanced therapy
medicinal products as well as practices regarding advanced
therapy medicinal products that have a marketing
authorization.

The Regulation is available here (in Turkish).

You can also click here to read our legal alert for
further details.

Regulation on Marketing Authorization
of Pharmaceuticals
On 27 May 2023, the TITCK published the Regulation

Amending the Regulation on Marketing Authorization
of Pharmaceuticals.

The Regulation is available here (in Turkish).

You can also click here to read our legal alert for
further details.

Regulation on Pharmacists and Pharmacies

On 27 May 2023, the TITCK published the Regulation
Amending the Regulation on Pharmacists and Pharmacies.
In this regard, newly opened and transferred independent
pharmacies must fulfill the obligation to hang the
signboard standardized by the Turkish Pharmacists
Association as of 27 May 2023.

The Regulation is available here (in Turkish).
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Regulation on Market Inspection
of Pharmaceuticals

On 1June 2023, the TITCK published the Regulation
on Market Inspection of Pharmaceuticals. The main
developments introduced by the Regulation are as follows:

The TITCK shall determine the products and active
substances to be included in the market inspection
program in line with the determined risk parameters.

Sampling locations shall be determined from different
points in the legal distribution chain of the product using
data from the Pharmaceutical Tracking System.

The marketing authorization holder is responsible for
submitting to the National Control Laboratory complete
product specifications, analysis methods, method
validations and, if necessary, information on storage and
transport conditions together with the relevant reference
standard substances.

After the samples delivered to the TITCK are checked, they
must be delivered to the National Control Laboratory for
the necessary examinations and analyses. The National
Control Laboratory is responsible for examining product
samples and preparing analysis reports.

Based on the evaluation of the analysis results carried
out in the National Control Laboratories, the Authority
can decide to recall the product in accordance with the
Recall Regulation in cases where the products and active
substances are found to be noncompliant.

The Regulation is available here (in Turkish).

7


https://www.resmigazete.gov.tr/eskiler/2023/05/20230527-7.htm
https://www.esin.av.tr/2023/06/22/recent-developments-in-the-healthcare-sector-8/
https://www.resmigazete.gov.tr/eskiler/2023/06/20230601-5.htm
https://www.resmigazete.gov.tr/eskiler/2023/05/20230527-12.htm
https://www.esin.av.tr/2023/06/22/recent-developments-in-the-healthcare-sector-8/
https://www.resmigazete.gov.tr/eskiler/2023/05/20230527-6.htm

A Return to Contents

Regulation on Pharmacies and Products
Available in Pharmacies

On 1June 2023, the TITCK published the Regulation
Amending the Regulation on Pharmacies and Products
Available in Pharmacies. The main amendments introduced
by the Regulation are as follows:

= Pharmacies cannot employ as a responsible manager for
one calendar year a person whose responsible manager
certificate has been revoked due to their absence from
work during the inspections.

= Domestic manufacturers or companies that have
pharmaceuticals with marketing authorization in
Tlrkiye and/or abroad can export their products only
within the scope of authorized products through their
own companies or authorized companies. Marketing
authorization holder companies and exporting companies
are jointly and severally liable. In addition, companies
can export products for which they do not hold a
marketing authorization but which are manufactured
domestically under their own trademarks. Companies
that will engage in export activities must apply to the
Provincial and District Health Directorate until 1 January
2024. Other companies that are already authorized to
export pharmaceuticals, provided that they employ a
pharmacist as a responsible manager, can apply for a
pharmacy permit until 1 January 2024. Companies that
have not applied by the specified date or that fail to
obtain a Pharmacy Permit by 1 June 2024 shall have their
licenses revoked and their activities terminated.

The Regulation is available here (in Turkish).

Regulation on the National Serial Release

On 1June 2023, the TITCK published the Regulation on

the National Serial Release. The Regulation repealed

the Regulation on Serial Release of Vaccines and

Immune Serums published in the Official Gazette dated

30 September 2022 and numbered 31969. The main
developments introduced by the Regulation are as follows:

= The producer or the natural or legal person authorized
on behalf of the producer is responsible for submitting
a serial release application for each serial bulk, final
bulk or finished product (final lot). A national batch
release application must be submitted for each batch
of products to be authorized for placing on the market
at national level.

= The National Control Laboratory must issue a plasma
pool approval certificate for plasma pools used at the
national level in the production of blood products by
conducting the necessary examinations and inspections.

= The serial release certificate under the TITCK letterhead
must include the nominal dose information in the
package for blood products.

= Regulations on domestically produced and/or filled blood

products and plasma pools will not be effective until
1January 2025.

The Regulation is available here (in Turkish).
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Regulation on Health Care Service
Provision at Home

On 2 June 2023, Ministry of Health published the Regulation
on Health Care Service Provision at Home. The main
developments introduced by the Regulation are as follows:

= Home health care service refers to medical services that
can be provided to individuals who are bed, device or
home-dependent due to diagnosed diseases in the place
where they live.

= In order to provide home health care services, a
home health care unit that has obtained an opening
permit from the Provincial Directorate of Health must
be established. Subsequently, units that meet the
minimum standards for vehicles, medical devices and
pharmaceuticals must apply to the Provincial Directorate
of Health. The Provincial Directorate of Health must
register the unit that it deems appropriate as a result of
the on-site inspection and register it in the Home Health
Management System.

= Patients and their relatives can apply for home health care
services by calling the home health call center and/or
through information tools determined by the Ministry of
Health. In addition, doctors, family doctors, and those in
charge of care and social support services can also create
home health requests through software integrated with
the Home Health Management System software.

= For procedures requiring a report, home health care
services can be provided to patients by visiting the
patient on-site and/or through distance health service.


https://www.resmigazete.gov.tr/eskiler/2023/06/20230601-6.htm
https://www.resmigazete.gov.tr/eskiler/2023/06/20230601-7.htm
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= |f deemed appropriate by the doctor and/or requested
by the patient, home health care services can be
provided remotely in accordance with the provisions
of the relevant legislation.

= Staff working in the home health service unit must wear
the appropriate standard clothing specific to the service
and profession as determined by the Ministry of Health
and wear the identification badge indicating their name,
surname, title and profession during their duty.

The Regulation is available here (in Turkish).

Guideline on Consultation Procedures
Specified in the Medical Device Regulation

On 2 June 2023, the TITCK published the Guideline on
Consultation Procedures Specified in the Medical Device
Regulation. As it is known, the Medical Device Regulation sets
out consultation requirements in addition to the conformity
assessment procedures involving the notified body. In
addition, device parts in pharmaceuticals containing medical
device parts evaluated under the Regulation on the
Marketing Authorization of Pharmaceuticals must comply
with general safety and performance requirements. In this
regard, the Guideline has been prepared in order to provide
information to manufacturers and notified bodies on the
different combinations of pharmaceuticals and medical
devices, the classification of these product groups, and which
regulations they are subject to, to provide guidance on

the general principles regarding the relevant consultation
procedures and to determine the procedures and principles
regarding the request for scientific opinion.

The Guideline is available here (in Turkish).

Regulation on Procurement of
Pharmaceuticals from Abroad

On 3 June 2023, the TITCK published the Regulation Amending
the Regulation on Procurement of Pharmaceuticals from
Abroad. The amendments are effective as of 3 May 2023. The

main amendments introduced by the Regulation are as follows:

= Foreign pharmaceutical suppliers are required to submit to
the TITCK a contract signed with a secondary packaging
facility authorized by the TITCK under the Regulation
on Manufactories for Pharmaceuticals by 31 July 2023.

= Foreign pharmaceutical suppliers must meet their
traceability and record-keeping obligations for
pharmaceuticals in their stocks by 31 August 2023.

The Regulation is available here (in Turkish).

Regulation on Health Claim Inspection

On 13 June 2023, the TITCK published the Regulation on
Health Claim Inspection. The Regulation repealed the
Regulation on Health Declarations of Products Offered

for Sale with Health Declarations published in the Official
Gazette dated 7 June 2013 and numbered 28670. The main
developments introduced by the Regulation are as follows:

= Without prejudice to the provisions of special legislation
on products, health claims cannot be used in products
other than food and food supplements. In promoting
products, it must not be stated, asserted or implied that
the components of a product are directly or indirectly
beneficial to human health, are effective against diseases
or their symptoms, or protect or treat them.
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= In cases where the product is promoted electronically,
the name, title and contact information of the product
owner must be included on the website where the
promotion is made.

= The product owner and the promoter are jointly responsible
for the health claims made about the products.

= In cases where the product is promoted electronically,
intermediary service providers are obliged to correct,
remove or block access to the content of product
promotion and/or sales made using health claims
contrary to the relevant legislation upon request
by the TITCK.

The Regulation 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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Tirkiye Ila¢ ve Tibbi Cihaz Kurumu (“Kurum”)
gectigimiz haftalarda (i) Saglik Hizmet Sunumu
Kapsaminda Kullanilan Tibbi Cihazlarin Teknik
Servis Hizmetlerine Dair Yonetmelik, (ii) Beseri
Tibbi Urtinlerin Klinik Arastirmalari Hakkinda
Yonetmelik, (iii) lleri Tedavi Tibbi Urtinler
Ruhsatlandirma Yonetmeligi, (iv) Beseri Tibbi
Urdinlerin Piyasa Kontrolii Yonetmeligi, (v) Ulusal
Seri Serbest Birakma Yonetmeligi, (vi) Evde Saglik
Hizmeti Sunumu Hakkinda Yonetmelik, (vii) Tibbi
Cihaz Yonetmeliginde Belirtilen Konsiiltasyon
Prosediirlerine Iliskin Kilavuz ve (viii) Saglik
Beyani Denetimi Hakkinda Yonetmelik'i
yayimladi.

Kurum ayrica (i) Saglikta Kalitenin Gelistirilmesi
ve Degerlendirilmesine Dair Yonetmelik,

(ii) Tibbi Cihaz Satis, Reklam ve Tanitim
Yonetmeligi, (iii) Beseri Tibbi Uriinler
Ruhsatlandirma Yonetmeligi, (iv) Eczacilar ve
Eczaneler Hakkinda Yonetmelik, (v) Ecza
Ticarethaneleri ve Ecza Ticarethanelerinde
Bulundurulan Urtinler Hakkinda Yonetmelik

ve (vi) Yurt Disindan ilac Temini Yonetmeligi'nde
degisiklik yapti ve Kozmetik ve Biyosidal
Uriinlerin Piyasa Gozetimi ve Denetimi ile ilgili
Birinci Ceyrek Sonuclari’'ni agikladi.

Kozmetik ve Biyosidal Ur@inlerin Piyasa
Go6zetimi ve Denetimi ile llgili Birinci
Ceyrek Sonuclan

Kurum, 10 Mayis 2023 tarihinde 2023 yilinin Ocak-Subat-
Mart aylarini kapsayan dénemde kozmetik ve biyosidal
drlnlerin piyasa gozetimi ve denetimi ile ilgili birinci ceyrek
sonuclarini aciklamistir.

Kurum'un Kozmetik Denetim Dairesi tarafindan denetlenen
115 kozmetik Griinden 96 tanesinin teknik dlizenlemeye
aykiri, 4 tanesinin ise giivensiz oldugu tespit edilmistir.
Sorumlu sirketlere toplam 414.050 TL'lik ceza kesilmistir.

Kurum'un Kozmetik Denetim Dairesi tarafindan denetlenen
8 adet tip-1 ve tip-19 biyosidal Grinden 3 tanesinin ruhsatsiz
ve 4 tanesinin glvensiz oldugu tespit edilmistir. Sorumlu
sirketlere toplam 739.640 TL tutarinda ceza kesilmistir.

Kozmetik Urlnlerin 2023 yil birinci ceyrek denetim verilerine
buradan, tip-1 ve tip-19 biyosidal Grinlerin 2023 yili birinci
ceyrek denetim verilerine buradan ulasabilirsiniz.
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Birinci Ceyrek Sonuclari Ne Anlama Geliyor?

2022 yilinin dérdincl ceyrek sonugclari ile kiyaslandiginda,
hem denetlenen kozmetik Griin hem de teknik dizenlemeye
aykiri Grn sayisinda disUs dikkat cekmektedir. Bu
dogrultuda uygulanan toplam ceza tutarlarinin da azaldigi
dikkat cekmektedir.

Ote yandan tip-1 ve tip-19 biyosidal iriinlerin denetim
verileri 2022 yili doérdincl ceyrek sonuclari ile
kiyaslandiginda, denetlenen Urlin sayisi ve ruhsatsiz Grin
sayisinda bir disis gorilmektedir. Glvensiz Urlin sayisinda
ise bir artis gorilmektedir. Bu kapsamda uygulanan para
cezalarinda ise dnemli bir artis dikkat cekmektedir.

Ll


https://www.titck.gov.tr/duyuru/kozmetik-urunlere-iliskin-2023-yili-birinci-ceyrek-denetim-verileri-10052023123928
https://www.titck.gov.tr/duyuru/tip-1-ve-tip-19-biyosidal-urunlere-iliskin-2023-yili-birinci-3-aylik-denetim-verileri-09052023163800

A Icindekilere Don

Saghkta Kalitenin Gelistirilmesi ve
Degerlendirilmesine Dair Yonetmelik

Saglik Bakanligi, 26 Mayis 2023 tarihinde Saglkta Kalitenin
Gelistirilmesi ve Degerlendirilmesine Dair Yonetmelikte
Dedgisiklik Yapiimasina Dair Yonetmelik'i yayimlamistir. Bu
kapsamda getirilen baslica degisiklikler asagidaki gibidir:

= Saghk kurum ve kuruluslari Turkiye Saglikta Kalite Sistemi
kapsaminda 6z degerlendirmeler yapmalidir. Ayrica
saghk kurum ve kuruluslari, 6z degerlendirme sonuglari
ve sorumluluk alanindaki saghkta kalite gdstergelerine
yonelik verileri, ilan edilen takvime gore Saglik Bakanhgi
tarafindan olusturulan elektronik sisteme kaydetmelidir.

= Saghk kurum ve kuruluslarinda, saghkta kalite standartlari
kapsaminda gerceklestirilen kalite calismalarini izlemek,
degerlendirmek ve koordine etmek lzere yonetmelikte
belirtilen sartlari saglayan kalite yonetim birimi
kurulmahdir. Saglik kurum ve kurulusunda tam zamanli
olarak goérev yapan ve tercihen yonetici olan bir personel,
kalite yonetim sorumlusu olarak gérevlendiriimelidir.

= Saghk Bakanhgi, saglkta kalite standartlari dogrultusunda
saglik kurum ve kuruluslarinda 6lcme ve degerlendirme

faaliyetini gerceklestirecektir. Olcme ve degerlendirme
streci Saglik Bakanhgr tarafindan olusturulan elektronik
sistem araciligi ile yonetilecektir.

= Kalite degerlendirmeleri, Saglk Hizmetleri Genel
MUdarlaga tarafindan yayimlanan Saglikta Kalite
Standartlari Olcme, Degerlendirme ve Puanlandirma
sistematigine uygun olarak gerceklestirilecektir.

= Olcme ve degerlendirme sonuclari, faaliyetin
tamamlanmasini takiben en ge¢ 10 gin icinde Saglik
Bakanhgi tarafindan olusturulan elektronik sistem
Gzerinden saglik kurum ve kuruluslarina iletilecektir.
Saghk kurum ve kuruluslari degerlendirme sonucunun
tebliginden itibaren en geg 3 is glnil icinde
degerlendirme sonucu hakkinda itiraz basvurusunda
bulunabilecektir.

= Saghk Bakanhgr veya ilgili/bagh kuruluslarinca
hazirlanarak uluslararasi akreditasyonu gerceklestirilen
standartlar cercevesinde akreditasyon belgesi alan
saghk kurum ve kuruluslari belgenin gecerli oldugu sire
boyunca, saglkta kalite degerlendirmelerinden muaf
tutulacaktir.

Yonetmelik'e buradan ulasabilirsiniz.
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Saglik Hizmet Sunumu Kapsaminda
Kullanilan Tibbi Cihazlarin Teknik Servis
Hizmetlerine Dair Yonetmelik

Kurum 26 Mayis 2023 tarihinde Saglhk Hizmet Sunumu
Kapsaminda Kullanilan Tibbi Cihazlarin Teknik Servis
Hizmetlerine Dair Yonetmelik'i yayimlamistir. Bu kapsamda
tibbi cihazlarin tasidigi risklerin ortadan kaldirilmasi, uygun
ve gUvenli kullanimlarinin saglanmasi icin yirutilecek teknik
servis faaliyetleri ile ilgili usul ve esaslar belirlenmistir. Bu
kapsamda getirilen baslica dizenlemeler asagidaki gibidir:

= Tibbi cihazlara iliskin teknik servis faaliyeti gostermek
isteyen gercek ve tizel kisiler, Kurum'a basvurarak teknik
servis faaliyet belgesi, biinyesinde gorev alacak personel
icin teknik mudur calisma belgesi ve teknik personel
calisma belgesini almalidir.

= Teknik servis faaliyet belgesinde ve teknik personel
calisma belgesinde, hangi cihaz gruplarinda ve bu cihaz
gruplarindaki hangi cihazlara teknik servis faaliyeti
gerceklestirilebilecedi acikca belirtilmelidir.

= Teknik muddr, teknik servisin hizmetlerine iliskin
sorumluluklarini yerine getirmekle yukimli tam zamanli
calisani olmalidir. Teknik mudir birden fazla teknik
serviste gorev yapamayacaktir.
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= Teknik personel, calisma belgesi kapsami dogrultusunda
teknik servis faaliyetlerini gerceklestirmek ve bu
islemlerle ilgili teknik servis raporu dizenlemekle
yukamluduar. Ayrica, teknik personel, teknik servis
tarafindan kendi adina diizenlenen fotografl kimlik
kartini, saglik hizmet sunucusunda bulundugu calisma
stresince gorilebilecek sekilde tzerinde tasimalidir. Bu
kimlikte asgari olarak calistigi teknik servisin adi, teknik
personelin adi, soyadi ve calisma belgesi numarasi
bulunmahdir.

= Teknik servis asagidaki yetkilere sahiptir:

— Saghk hizmet sunucusuna, yetkisi kapsaminda yer alan
cihaza iliskin temel teknik egitim vermek;

— Cihaza yapacadi islem sonrasi, bu islemin cihazin
givenliligini ve calisma performansini etkileyip
etkilemedigine imalatginin talimat ve proseddrleri
dogrultusunda karar vermek;

— Cihazlarin bakim-onarim sirecleri konusunda saglik
hizmet sunucusu ile gorismek ve bilgi vermek;

— Saghk hizmet sunucusunca talep edilmesi halinde
cihazlarin kullanim disi birakilmasi konusunda goris
vermek.

= Cihazlarin yazilim ve donanimlari (izerinde modifikasyon,
glncelleme ve yikseltme faaliyetleri ile garanti belgesi
kapsamindaki teknik servis faaliyetleri yalnizca cihazin
yetkili teknik servisi tarafindan yapilmahdir. Cihazin
imalatgisi veya ithalatgisinin uygun bulmasi halinde
cihazin yazihm ve donanimlari Gzerinde modifikasyon,
glncelleme ve ylkseltme faaliyetleri 6zel teknik servis
tarafindan da yapilabilecektir.

Yonetmelik'e buradan ulasabilirsiniz.

Tibbi Cihaz Satis, Reklam ve Tanitim
Yonetmeligi

Kurum 26 Mayis 2023 tarihinde Tibbi Cihaz Satis, Reklam
ve Tanitim Yonetmeliginde Dedisiklik Yapilmasina Dair
Yonetmelik'i yayimlamistir. Bu kapsamda getirilen baslica
yenilikler asagidaki gibidir:

= 1 0cak 2027 tarihinden sonra yapilacak satis merkezi
yetkilendirme basvurularinda yurt iginde tibbi
cihaz imalati yapan basvuru sahipleri icin, Urlnlerin
pazarlanmasiyla ilgili akreditasyon ve piyasa gozetimi
icin gereklilikleri belirleyen 765/2008/AT sayili Avrupa
Parlamentosu ve Konsey TuzUgu kapsaminda
yetkilendirilmis bir akreditasyon kurulusu tarafindan
akredite edilmis bir uygunluk degerlendirme kurulusunca
dizenlenmis "EN ISO 13485 Tibbi Cihazlarda Kalite
Yonetim Sistemi” standardi kapsaminda kalite yonetim
sistemini kurdugunu ve uyguladigini gosterir belge de
sunulmalidir.

= 1 0Ocak 2025 tarihinden itibaren satis merkezleri, imalatgisi
veya ithalatcisi olduklari cihazlarin ilk kullanim 6ncesinde
temel teknik egitimini, ilgili saghk hizmet sunucusunun
yazili talebi olmasi halinde, saglik hizmet sunucusuna
bedelsiz olarak ve bir defaya mahsus olmak (zere vermeli
veya verilmesini saglamalhdir.

= Satis merkezleri, imalatcisi veya ithalatgisi olduklari
cihazlara iliskin olarak kullanim ¢mri boyunca bedeli
karsilidi bu cihazin teknik servis egitimini verebilecektir.
Ayrica satis merkezleri, imalatcisi veya ithalatcisi olduklar
cihazlara iliskin olarak ilgili saglik hizmet sunucusunun
temel teknik egitime iliskin yazili taleplerini 3 ay icinde
karsilamaldir.
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= 10cak 2025 tarihinden itibaren teknik servis faaliyeti
gerektirmeyen cihazlar hari¢ olmak Uzere satis
merkezlerinin, imalatcisi veya ithalatcisi olduklari cihazlar
icin anlasilabilir bir dilde, acik, sade ve okunabilir bir
sekilde garanti belgesi diizenlemesi gerekmektedir.
Garanti belgesi siresi, asgari 2 yil veya cihazin
imalatcisinin 6ngordigu o6lcl birimi ile tespit edilen deger
kadar olmalidir.

= Kurum tarafindan Yonetmelik veya 7223 sayili
Kanun kapsaminda alinan idari yaptirim kararlarinin
uygulanmasinda, yaptirima konu Grini piyasaya arz eden
ve piyasada bulunduran tiim satis merkezleri miteselsilen
sorumludur.

= Kurum'un kayit ve bilgi yonetim sisteminde satis merkezi
yetki belgesi olmaksizin kayitl olan imalatci veya
ithalatcilar yetki belgesini 26 Mayis 2024 tarihine kadar
almalidir.

Yonetmelik'e buradan ulasabilirsiniz.

Beseri Tibbi Uriinlerin Klinik Arastirmalan
Hakkinda Yonetmelik

Kurum 27 Mayis 2023 tarihinde Beseri Tibbi Uriinlerin
Klinik Arastirmalari Hakkinda Yonetmelik'i yayimlamistir.
Bu kapsamda beseri tibbi Grlnler ile yapilan klinik
arastirmalarin yurattlmesi ve gondllilerin haklarinin
korunmasina dair usul ve esaslar ile Klinik Arastirmalar
Danisma Kurulu ve etik kurullarin teskili, gérevleri, calisma
usul ve esaslarini diizenlenmistir.

Yonetmelik'e buradan; gelismeleri detaylica ele aldigimiz
biltenimize buradan ulasabilirsiniz.
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lleri Tedavi Tibbi Uriinler Ruhsatlandirma
Yoénetmeligi

Kurum 27 Mayis 2023 tarihinde ileri Tedavi Tibbi Uriinler
Ruhsatlandirma Yonetmeligi'ni yayimlamistir. Bu
kapsamda ileri tedavi tibbi Grlnlerin ruhsatlandirma ve
farmakovijilansina iliskin is ve islemlerde uygulanacak usul
ve esaslar ile ruhsatlandiriimis ileri tedavi tibbi Grinlere
iliskin uygulamalar belirlenmistir.

Yonetmelik'e buradan; gelismeleri detaylica ele aldigimiz
biltenimize buradan ulasabilirsiniz.

Beseri Tibbi Uriinler Ruhsatlandirma
Yénetmeligi

Kurum 27 Mayis 2023 tarihinde Beseri Tibbi Uriinler
Ruhsatlandirma Yonetmeliginde Degisiklik Yapilmasina Dair
Yonetmelik'i yayimlamistir.

Yonetmelik'e buradan; gelismeleri detaylica ele aldigimiz
biltenimize buradan ulasabilirsiniz.

Eczacilar ve Eczaneler Hakkinda
Yonetmelik

Kurum 27 Mayis 2023 tarihinde Eczacilar ve Eczaneler
Hakkinda Yonetmelikte Degisiklik Yapilmasina Dair
Yonetmelik'i yayimlamistir. Buna gore, yeni agilan, devir ve
nakil olan serbest eczaneler Tirk Eczacilar Birligi tarafindan
standardize edilen levha asma yUkidmliligund 27 Mayis
2023 tarihinden itibaren yerine getirmelidir.

Yonetmelik'e buradan ulasabilirsiniz.
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Beseri Tibbi Uriinlerin Piyasa Kontrolii
Yénetmeligi

Kurum 1 Haziran 2023 tarihinde Beseri Tibbi Uriinlerin
Piyasa Kontroli Yonetmeligi'ni yayimlamistir. Bu kapsamda
getirilen bashca yenilikler asagidaki gibidir:

Piyasa kontrol programina alinacak drtnler ve etkin
maddeler Kurum tarafindan belirlenen risk parametreleri
dogrultusunda belirlenecektir.

Numunelerin alinacagi yerler, Grinin yasal dagitim
zincirinin farkli noktalarindan olacak sekilde ilac Takip
Sistemi verileri kullanilarak belirlenecektir.

Ruhsat sahibi, Urlne ait spesifikasyonlarin, analiz
metodlarinin, metod validasyonlarinin, gerekmesi halinde
ilgili referans standart maddeleri ile birlikte saklama ve
tasima kosullarina iliskin bilgilerin eksiksiz olarak Ulusal
Kontrol Laboratuvarina iletilmesinden sorumludur.

Kuruma gonderilen numuneler kontrol edildikten sonra
gerekli inceleme ve analizlerin gerceklestirilmesi amaciyla
Ulusal Kontrol Laboratuvarina iletilmelidir. Ulusal Kontrol
Laboratuvari Grin numunelerini inceleme ve analiz
raporlarini hazirlamaktan sorumludur.

Kurum, Ulusal Kontrol Laboratuvarlarinda gergeklestirilen
analiz sonuglarinin degerlendirilmesi neticesinde Grnlerin
ve etkin maddelerin uygun bulunmadigi durumlarda Geri
Cekme Yonetmeligi dogrultusunda Urin hakkinda geri
cekme karari alabilecektir.

Yonetmelik'e buradan ulasabilirsiniz.
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Ecza Ticarethaneleri ve Ecza
Ticarethanelerinde Bulundurulan
Uriinler Hakkinda Yonetmelik

Kurum 1 Haziran 2023 tarihinde Ecza Ticarethaneleri ve
Ecza Ticarethanelerinde Bulundurulan Uriinler Hakkinda
Yonetmelikte Degisiklik Yapilmasina Dair Yonetmelik'i
yayimlamistir. Bu kapsamda getirilen baslica yenilikler
asagidaki gibidir:

= Ecza ticarethaneleri, yapilan denetimlerde isinin basinda
bulunmamasi sebebiyle mesul mudurlik belgesi iptal
edilen kisiyi bir takvim yili boyunca mesul midur olarak
istihdam edemeyecektir.

= Yurt icinde Uretici olan firmalar ya da yurt icinde ve/
veya yurt disinda kendi adina ruhsatli beseri tibbi Grin
bulunan firmalar; kendi Grlnlerinin ihracatini, kendi
firmalari ya da yetki verdikleri firmalar aracihdi ile sadece
yetki verilen Urinler kapsaminda yapabilecektir. Ruhsat
sahibi firmalar ile ihracati yapan firmalar miteselsilen
sorumlu olacaktir. Ayrica, firmalar ruhsatina sahip
olmadiklari ancak yurt icinde Urettirdikleri Grinleri kendi
ticari markalar ile ihrac edebilecektir. ihracat faaliyetinde
bulunacak s6z konusu firmalar 1 Ocak 2024 tarihine
kadar Il ve ilce Saghk Mudirliigi'ne basvurmalidir. Bu
firmalar haricinde olan ve hali hazirda eczaci bir mesul
muadir istihdam etmek sartiyla ilag ihrag etme yetkisine
sahip olan firmalarin 1 Ocak 2024 tarihine kadar ecza
ticarethanesi izin belgesi almak icin basvuru yapmasi
gerekmektedir. Belirtilen tarihe kadar basvuruda
bulunmamis veya 1 Haziran 2024 tarihine kadar ecza
ticarethanesi izin belgesi alamayan firmalarin izin
belgeleri iptal edilerek faaliyetlerine son verilecektir.

Yonetmelik'e buradan ulasabilirsiniz.

Ulusal Seri Serbest Birakma Yonetmeligi

Kurum 1 Haziran 2023 tarihinde Ulusal Seri Serbest Birakma

Yonetmeligi'ni yayimlamistir. Yonetmelik ile 30 Eyldl 2022
tarihli ve 31969 sayill Resmi Gazete'de yayimlanan Asi ve

Immun Serumlar Hakkinda Seri Serbest Birakma Yonetmeligi

yurdrlukten kaldinlmistir. Bu kapsamda getirilen baslica
yenilikler asagidaki gibidir:

= Her seri bulk, final bulk veya bitmis Grin (final lot)
icin seri serbest birakma basvurusu yapiimasindan
Uretici veya Uretici adina yetkili gercek veya tizel kisi
sorumludur. Her seri trtne ulusal diizeyde piyasaya
sunum izni verilebilmesi icin ulusal seri serbest birakma
basvurusu yapiimasi gerekmektedir.

= Ulusal Kontrol Laboratuvari, gerekli inceleme ve tetkikler

gerceklestirerek kan Urdnd tretiminde ulusal dizeyde
kullanilan plazma havuzlari plazma havuzu onay
sertifikasi dizenlemelidir.

= Kurum antetli seri serbest birakma sertifikasi kan Grunleri

icin ambalajdaki nominal doz bilgisini de icermelidir.

= Yerli Uretim ve/veya dolumu yapilan kan Urinleri ve
plazma havuzlarina iliskin dizenlemeler 1 Ocak 2025
tarihine kadar uygulanmayacaktir.

Yonetmelik'e buradan ulasabilirsiniz.
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Evde Saghk Hizmeti Sunumu Hakkinda
Yonetmelik

Saglik Bakanligi 2 Haziran 2023 tarihinde Evde Saglk
Hizmeti Sunumu Hakkinda Yonetmelik'i yayimlamistir. Bu
kapsamda getirilen baslica yenilikler asagidaki gibidir:

= Evde saglik hizmeti, tanisi konulmus hastaliklar sebebiyle
yataga, cihaza veya eve bagimli bireylere yasamini
slrdirdtigl mekanda yapiimasi mimkin olan tibbi
hizmeti ifade etmektedir.

« Evde saglik hizmeti sunulabilmesi icin il Saglhk
Madarlaga'nden agihis izni almis bir evde saglik hizmeti
birimi kurulmasi gerekmektedir. Akabinde gerekli arag,
tibbi cihaz ve ila¢ asgari standartlarini saglayan birimler |l
Saglhk Mudirligi'ne basvurmalidir. il Saghk Madarliga,
yerinde inceleme neticesinde uygun buldugu birimi tescil
ederek Evde Saglk Yonetim Sistemi'ne kaydedecektir.

= Hasta ve hasta yakinlari, evde saglik hizmeti igin
evde saglik iletisim merkezini arayarak ve/veya Saglik
Bakanligi'nin belirledigi bilisim araglari vasitasiyla basvuru
yapabilecektir. Ayrica hekim, aile hekimi, bakim ve sosyal
destek hizmetlerinde gorevli olanlar da Evde Saghk
Yonetim Sistemi yazilimi ile entegre yazilimlar vasitasiyla
evde saglik talepleri olusturabileceklerdir.

= Evde saglik hizmeti sunulan kisilere rapor gerektiren
islemlerde hasta yerinde ziyaret edilerek ve/veya uzaktan
saglik hizmet sunumu vasitasiyla hizmet sunulabilir.

= Hekimin uygun gdrmesi ve/veya hastanin talep etmesi
halinde evde saglk hizmeti ilgili mevzuati hikimlerine
uygun olarak uzaktan saghk hizmeti sunulabilecektir.
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= Evde saglik hizmet biriminde calisan personelin, gorevli
oldugu siire boyunca Saglik Bakanligi tarafindan
belirlenen hizmete ve meslede 6zgl uygun standart
kiyafeti giymesi ve adini, soyadini, unvanini ve meslegini
belirten tanitici yaka kartini takmasi gerekmektedir.

Yonetmelik'e buradan ulasabilirsiniz.

Tibbi Cihaz Yonetmeliginde Bglirtilen
Konsiiltasyon Prosediirlerine lliskin
Kilavuz

Kurum 2 Haziran 2023 tarihinde Tibbi Cihaz Yonetmeliginde
Belirtilen Konsiiltasyon Prosediirlerine iliskin Kilavuz'u
yayimlamistir. Bilindigi Uzere Tibbi Cihaz Yonetmeligi ile
onaylanmis kurulusun dahil oldugu uygunluk degerlendirme
prosedurlerine ilave olarak konsiltasyon gereklilikleri
belirlenmistir. Ayrica Beseri Tibbi Uriinler Ruhsatlandirma
Yonetmeligi kapsaminda degerlendirilen tibbi cihaz parcasi
iceren ilaclarda yer alan cihaz parcalari icin genel givenlilik
ve performans gerekliliklerine uyulmasi gerekmektedir. Bu
kapsamda, Kilavuz beseri tibbi Urinler ile tibbi cihazlarin
farkh kombinasyonlari, bu Grtn gruplarin siniflandiriimasi
ve hangi dizenlemelere tabi oldugu konusunda imalatcilara
ve onaylanmis kuruluslara bilgi verilmesi, ilgili kons(ltasyon
prosedurlerine iliskin genel ilkelere rehberlik sunmak ve
bilimsel gorls istenmesine iliskin usul ve esaslari belirlemek
amaciyla hazirlanmistir.

Kilavuz'a buradan ulasabilirsiniz.

Yurt Disindan ila¢ Temini Yonetmeligi

Kurum 3 Haziran 2023 tarihinde Yurt Disindan ila¢ Temini
Yonetmeliginde Degisiklik Yapilmasina Dair Yonetmelik'i
yayimlamistir. Yapilan degisiklikler 3 Mayis 2023 tarihinden
itibaren gecerli olacaktir. Bu kapsamda getirilen baslica
yenilikler asagidaki gibidir:

= Yurt disi ilac tedarikcilerinin, Beseri Tibbi Urinler
imalathaneleri Yonetmeligi kapsaminda Kurum tarafindan
izin belgesi verilmis bir sekonder ambalajlama tesisi ile
imzalanmis s6zlesmeyi 31 Temmuz 2023 tarihine kadar
Kurum'a sunmasi gerekmektedir.

= Yurt distilag tedarikgileri, stoklarindaki beseri tibbi
Grtnler icin izlenebilirlige ve kayit tutulmasina yonelik
yukumlaliklerini 31 Agustos 2023 tarihine kadar saglamalidir.

Yonetmelik'e buradan ulasabilirsiniz.

Saglhik Beyani Denetimi Hakkinda
Yonetmelik

Kurum 13 Haziran 2023 tarihinde Saglik Beyani Denetimi
Hakkinda Yonetmelik'i yayimlamistir. Yonetmelik ile

7 Haziran 2073 tarihli ve 28670 sayill Resmi Gazete'de
yayimlanan Saglik Beyani ile Satisa Sunulan Uriinlerin Saglik
Beyanlari Hakkinda Yonetmelik yurirlikten kaldiriimistir.
Bu kapsamda getirilen baslica yenilikler asagidaki gibidir:

« Urinlere iliskin 6zel mevzuat hikimleri sakli kalmak kaydiyla
gida ve takviye edici gida disindaki Uriinlerde saglik beyani
kullanilamayacaktir. Urtinlerin tanitimlarinda, Griin bilesiminde
bulunan 6gelerin Grind ¢agristiracak sekilde insan saghgina
dogrudan veya dolayli olarak faydali oldugu, hastaliklara
veya belirtilerine karsi etkili oldugu, korudugu, tedavi ettigi
belirtilmemeli, ileri sirilmemeli veya ima edilmemelidir.
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« Urin tanitiminin elektronik ortamda yapildigi durumlarda,
tanitimin yapildigi internet sitesinde Griin sahibinin adi,
unvani ve iletisim bilgilerinin yer almasi gerekmektedir.

« Uriin sahibi ve tanitima, drinlerle ilgili yapilan saghk
beyanindan mistereken sorumludur.

« Urln tanitiminin elektronik ortamda yapildigi durumlarda
araci hizmet saglayicilar, Kurum tarafindan talep edilmesi
halinde ilgili mevzuata aykir saglk beyani kullanilarak
yapilan Urin tanitim ve/veya satis icerigini dizeltmek,
kaldirmak veya icerige erisimi engellemekle yikimliddr.

Yonetmelik'e buradan ulasabilirsiniz.

Sonug

Kurum saglik sektériinde faaliyet gosteren sirketlere rehberlik
etmeye devam etmektedir. Saglik sektoériinde faaliyet gosteren
tim ilgili sirketler, Kurum'un duyurularini yakindan takip
etmeli ve mevzuatta yer alan yukidmluliklerini Kurum'un
yonlendirmeleri dogrultusunda yerine getirmelidir.
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https://www.resmigazete.gov.tr/eskiler/2023/06/20230603-1.htm
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