MEDICRIME Sézlesmesi'nin Uygulanmasina iliskin Sualname

GONDERILEN SORULAR GONDERILEN SORULAR CEVAP/YORUM MEDICRIME SOZLESMESINI
INGILIZCE TURKGE (TITCK) KARSILAYAN MEVZUAT
(SAGLIK BAKANLIGI-TIiTCK)
Soru 1: Tanimlar
a. Does the understanding of a. i¢ hukukunuza gére No Implementing Regulation on

“medical product” under your
internal law correspond to that set
out in Article 4, letter (a), i.e.
“medicinal products and medical
devices”?

“medical Griin” kavrami 4. Madde,
(a) fikrasinda belirtilenlere tekabdl
ediyor mu, yani “Tibbi Griin ve tibbi
cihazlara”?

yarinca elek
imza-aslii

tronik olarak imzalanm
e avnidir. Dokl

“Medical product” in the
convention covers medicinal
products for human use, medicinal
products for veterinary use,
investigational medicinal products
and medical devices. In our
domestic law, there is no expression
such as “medical product” that
covers all these with a single
definition.

Regulations for medicinal products
for human use and medical devices
have been made by the Ministry of
Health / Turkish Medicines and
Medical Devices Agency with
separate laws and implementing
regulations.

"Medicinal product for human use"
has been most recently defined in
the Implementing Regulation on
Labeling, Package Leaflet and
Tracing of Medicinal Products for

;tmagged in the

Medical Devices published in the
Official Gazette dated 07.06.2001
and no. 27957

Definitions

Article 4 - (1) In this implementing
regulation;

o) Medical device means any
instrument, apparatus, appliance,
software, material or other article,
whether used alone or in
combination, including the software
intended by its manufacturer to be
used specifically for diagnostic
and/or therapeutic purposes and
necessary for its proper application,
intended by the manufacturer to be
used for human beings for the
purpose of

1) diagnosis, prevention,
monitoring, treatment or alleviation
of disease or

2) diagnosis, monitoring, treatment,
alleviation of or compensation for
an injury or handicap or




Official Gazette No. 30048 dated
April 25, 2017.

In Implementing Regulation Medical
Devices, in Implementing
Regulation on In Vitro Medical
Diagnostic Devices and in
Implementing Regulation on Active
Implantable Medical Devices,
“Medical Devices” within the scope
of these regulations are defined
separately.

Investigational medicinal product
has been defined in Implementing
Regulation on

Manufacturing Plants of Medicinal
Products for Human Use published
in the Official Gazette dated
21.10.2017 and no. 30217.

**Veteriner tibbi Urinlere yonelik
diizenlemeler Tarim ve Orman

Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisii ahnmalidir.
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3) investigation, replacement or
modification of the anatomy or of a
physiological process or

4) Control of conception and which
does not achieve its principal
intended action in or on the human
body by pharmacological,
immunological or metabolic means,
but which may be assisted in its
function by such means.

Implementing Regulation on In
Vitro Medical Diagnostic Devices
published in the Official Gazette
dated 09.01.2007 and no. 26398
Definitions

Article 4 - (1) In this implementing
regulation;

d) for the purpose of providing
information:

1) concerning a physiological
or pathological state, or

2) concerning a congenital
abnormality, or

3) to determine the safety
and compatibility with potential
recipients, or

4) to monitor therapeutic
measures,

'in vitro diagnostic medical
device’ means any medical device
which is a reagent, reagent product,
calibrator, control material, kit,

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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instrument, apparatus, equipment,
or system, whether used alone or in
combination, intended by the
manufacturer to be used in vitro for
the examination of specimens,
including blood and tissue
donations and specimen
receptacles whether vacuum-type
or not, specifically intended by their
manufacturers for the primary
containment and preservation of
specimens derived from the human
body for the purpose of in vitro
diagnostic examination.

Implementing Regulation on Active
Implantable Medical Devices
published in the Official Gazette
dated 07.06.2011 and no. 27957
Definitions

Article 3 - (1) in this regulation;

a) 'Active medical device'
means any medical device
relying for its functioning on
a source of electrical energy
or any source of power
other than that directly
generated by the human
body or gravity.

Implementing Regulation on
Labeling, Package Leaflet and
Tracing of Medicinal Products for

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83




Human Use, published in the
Official Gazette No. 30048 dated
April 25, 2017.

Definitions

Article 4 - (1) In this implementing
regulation;

b) Medicinal product for human use
means;

1) Any substance or combination of
substances presented as having
properties for treating or
preventing disease in humans;

2) Any substance or combination of
substances which may be used in or
administered to human beings or
animals either with a view to
restoring, correcting or modifying
physiological functions by exerting a
pharmacological, immunological or
metabolic action, or to making a
medical diagnosis.

Manufacturing Plants of Medicinal
Products for Human Use

published in the Official Gazette
dated 21.10.2017 and no. 30217
Definitions

Article 4 - (1) In this implementing
regulation;

k) Investigational medicinal product
means pharmaceutical form of the
active substance or the placebo

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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tested in clinical trial or used as
reference.

b. Does the understanding of
“medicinal product” under your
internal law correspond to that set
out in Article 4, letter (b), i.e.
“medicines for human and
veterinary use which may be:

i any substance or
combination of substances
presented as having properties for
treating or preventing disease in
humans or animals;

ii. any substance or
combination of substances which
may be used in or administered to
human beings or animals either
with a view to restoring, correcting
or modifying physiological functions
by exerting a pharmacological,
immunological or metabolic action,
or to making a medical diagnosis;
iii. an investigational medicinal
product”?

Bu bejlge 5070 say!li Elektronik imza Kanunu uyarinca elek]

b. i¢ hukukunuza gére "tibbi
arin" kavrami, 4. Madde, (b)
fikrasinda belirtilenlere tekabil
ediyor mu, yani "insan ve
veterinerlik kullanimi igin ilaglara ki
bunlar sunlar olabilir:

i. insan veya hayvanlarda
hastaligi tedavi etmek veya 6nlemek
icin 6zelliklere sahip olarak sunulan
herhangi bir madde veya madde
kombinasyonu;

ii. farmakolojik, immiinolojik
veya metabolik bir etki uygulayarak
fizyolojik fonksiyonlari dlizeltmek,
iyilestirmek veya degistirmek veya
tibbi tani koymak amaciyla
insanlarda veya hayvanlarda
kullanilabilecek veya
uygulanabilecek herhangi bir madde
veya madde kombinasyonu;

iii. arastirma amaclh tibbi
arind”?

Yes for medicinal products for
human use and investigational
medicinal products.

**Veteriner tibbi Grinler

kapsamindakiler i¢in sorumlu
Bakanlik olan Tarim ve Orman
Bakanligina sorulmasi gerekir.

tronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys

Implementing Regulation on
Labeling, Package Leaflet and
Tracing of Medicinal Products for
Human Use, published in the
Official Gazette No. 30048 dated
April 25, 2017.

Definitions

Article 4 - (1) In this implementing
regulation;

b) Medicinal product for human use
means;

1) Any substance or combination of
substances presented as having
properties for treating or
preventing disease in humans;

2) Any substance or combination of
substances which may be used in or
administered to human beings or
animals either with a view to
restoring, correcting or modifying
physiological functions by exerting a
pharmacological, immunological or
metabolic action, or to making a
medical diagnosis.

Manufacturing Plants of Medicinal
Products for Human Use
published in the Official Gazette
dated 21.10.2017 and no. 30217
Definitions

adresinden kontrol edilebilir. GUvenli elekironik imza asli ile aynidir. Dokiimanin dogrulama Kodu : IZIAXZmxXYnUySHY3akIUZIAXRG83




Bu b

Article 4 - (1) In this implementing
regulation;

k) Investigational medicinal product
means pharmaceutical form of the
active substance or the placebo
tested in clinical trial or used as
reference.

C. Does the understanding of
“active substance” under your
internal law correspond to that set
out in Article 4, letter (c), i.e. “any
substance or mixture of substances
that is designated to be used in the
manufacture of a medicinal
product, and that, when used in the
production of a medicinal product,
becomes an active ingredient of the
medicinal product”?

c. i¢ hukukunuza gére "etkin
madde" kavrami 4. Madde, (c)
fikrasinda belirtilenlere tekabdl
ediyor mu, yani "tibbi Griiniin
imalatinda kullanilmak Gzere
tasarlanmis olan ve tibbi trinin
Uretiminde kullanildiginda, tibbi
GrGnan aktif bir bileseni haline
gelen herhangi bir madde veya
madde karisimina”?

For medicinal products for human
use, yes.

**Veteriner tibbi Griinler

kapsamindakiler igin sorumlu
Bakanlik olan Tarim ve Orman
Bakanligina sorulmasi gerekir.

Implementing Regulation on
Labeling, Package Leaflet and
Tracing of Medicinal Products for
Human Use, published in the
Official Gazette No. 30048 dated
April 25,2017

Definitions

Article 4 - (1) In this implementing
regulation;

f) Active substance means any
substance or mixture of substances
that is designated to be used in the
manufacture of a medicinal
product, and that, when used in the
production of a medicinal product,
becomes an active ingredient of the
medicinal product to restore,
correct or modify physiological
functions by exerting a
pharmacological, immunological or
metabolic action, or to making a
medical diagnosis.

d. Does the understanding of
“excipient” under your internal law
correspond to that set out in Article

104 5020 bay i dt) ekitenikd myad<Hosiia meeairtdaatek|

clod;

d. i¢ hukukunuza gére
"yardimci madde" kavrami 4.
Madde, (d) fikrasinda belirtilenlere

Yes for medicinal products for
human use.

rdik alaiak ekiglamnmmstu, Haktima kttfs://www.tu

rkiye.gov.tr/saglik-titck-ebys

Implementing Regulation on
Labeling, Package Leaflet and
Tracing of Medicinal Products for
Human Use, published in the

adresinden kontrol edilebilir. Guvenli elektronik imza asl il
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is not an active substance or a
finished medicinal product, but is
part of the composition of a
medicinal product for human or
veterinary use and essential for the
integrity of the finished product”?

madde veya bitmis bir tibbi Giriin
olmayan, ancak insan veya
veterinerlik kullanimi i¢in bir tibbi
GrGnan bilesiminin bir parcasi olan
ve bitmis Grindn butlnlGgu icin
gerekli olan herhangi bir maddeye”?

**Veteriner tibbi Grinler

kapsamindakiler icin sorumlu
Bakanlik olan Tarim ve Orman
Bakanligina sorulmasi gerekir.

Official Gazette No. 30048 dated
April 25, 2017

Definitions

Article 4 - (1) In this implementing
regulation;

dd) Excipient means any substance
that is not an active substancei but
is part of the composition of a
medicinal product for human use.

e. Does the understanding of
“medical devices” under your
internal law correspond to that set
out in Article 4, letter (e), i.e. “any
instrument, apparatus, appliance,
software, material or other article,
whether used alone or in
combination, including the
software, designated by its
manufacturer to be used specifically
for diagnostic and/or therapeutic
purposes and necessary for its
proper application, designated by
the manufacturer to be used for
human beings for the purpose of:
i. diagnosis, prevention,
monitoring, treatment or alleviation
of disease;

ii. diagnosis, monitoring,
treatment, alleviation of or
compensation for an injury or
handicap;

e. i¢ hukukunuza gére "tibbi
cihaz" kavrami 4. Madde, (e)
fikrasinda belirtilenlere tekabdl
ediyor mu, yani “ 6zel olarak teshis
ve/veya terapotik amaclarla
kullanilmak Gizere belirlenmis ve
dogru uygulanmasi icin gerekli olan,
tek basina veya birlikte kullanilan
yazilim dahil olmak (zere,
farmakolojik, immiinolojik veya
metabolik yollarla insan viicudunda
veya Uzerinde temel amaglanan
etkisini elde etmeyen, ancak bu tir
yollarla islevine yardimci olabilecek
ve Uretici tarafindan insanlar igin
asagida belirtilen amacla
kullanilmasi i¢in dizayn edilmis
herhangi bir alet, cihaz, cihaz,
yazilim, malzeme veya baska bir
esya:

i hastaligin teshisi,
onlenmesi, izlenmesi, tedavisi veya
hafifletilmesi;

Yes

Implementing Regulation on
Medical Devices published in the
Official Gazette dated 07.06.2001
and no. 27957

Definitions

Article 4 - (1) In this implementing
regulation;

o) Medical device means any
instrument, apparatus, appliance,
software, material or other article,
whether used alone or in
combination, including the software
intended by its manufacturer to be
used specifically for diagnostic
and/or therapeutic purposes and
necessary for its proper application,
intended by the manufacturer to be
used for human beings for the
purpose of

1) diagnosis, prevention,
monitoring, treatment or alleviation
of disease or

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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iii. investigation, replacement
or modification of the anatomy or
of a physiological process;

iv. control of conception;

and which does not achieve its
principal intended action in or on

ii. yaralanma veya handikapin
teshisi, izlenmesi, tedavisi,
hafifletilmesi veya kompensasyonu;
iii. anatominin veya fizyolojik
bir stirecin arastiriimasi,
degistirilmesi veya modifikasyonu;

2) diagnosis, monitoring, treatment,
alleviation of or compensation for
an injury or handicap or

3) investigation, replacement or
modification of the anatomy or of a
physiological process or

the human body by iv. gebelik kontrolt". 4) Control of conception

pharmacological, immunological or

metabolic means, but which may be and which does not achieve its

assisted in its function by such principal intended action in or on

means”? the human body by
pharmacological, immunological or
metabolic means, but which may be
assisted in its function by such
means.

f. Does the understanding of | f. i¢ hukukunuza gére Yes Implementing Regulation on

“accessory” under your internal law | "aksesuar" kavrami 4. Madde, (f) Medical Devices published in the

correspond to that set out in Article | fikrasinda belirtilenlere tekabiil Official Gazette dated 07.06.2001

4, letter (f), i.e. “an article which ediyor mu, yani “tibbi bir cihaz and no. 27957

whilst not being a medical device is | olmamakla birlikte, 6zellikle tibbi Definitions

designated specifically by its cihaz Uireticisi tarafindan tasarlanan Article 4 - (1) In this implementing

manufacturer to be used together tibbi cihazin kullanimina uygun regulation;

with a medical device to enable it to | olarak kullanilmasini saglamak icin a) accessory means article or

be used in accordance with the use | bir tibbi cihazla birlikte kullanilmak articles which whilst not being a

of the medical device intended by Uzere imalatgisi tarafindan dizayn medical device, is manufactured to

the manufacturer of the medical edilmis Grline”? be used together with a medical

device”? device to enable the medical device
to be used in accordance with its
intended purpose.

g. Do the understanding of g. i¢ hukukunuza gére Yes Implementing Regulation on

“parts” and “materials” under your
internal law correspond to that set

"parcalar" ve "malzemeler" kavrami
4. Madde, (g) fikrasinda

rdmild ioteriabritentarielsad Dbldidiyrattpsiiyvww. tu

Although the current implementing

Ikpegulatbagiilatzckdings not include a

Medical Devices published in the
Official Gazette dated 07.06.2001
and no. 27957

ellgdeimnrsasmﬂﬁh&tﬁbnlbﬁtea kghuiweuydafica elek|
nael

n Kontrol edilebilir. Guvenli elektronik imza asIt il
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parts and materials constructed and
designated to be used for medical
devices and that are essential for
the integrity thereof”?

yani “tibbi cihazlar icin kullaniimak
Uzere tasarlanmis ve Uretilmis ve
bunlarin biitlinlGgl icin gerekli olan
tim parga ve malzemelere”?

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elek

specific definition for these two
concepts;

the concept of "parts" takes place
within the definition of” accessories
" contained in the Definitions
section of Implementing Regulation
on Medical Devices,

The concept of ” materials” is again
included in the definition of
”"Medical Device " in the Definitions
part of the Implementing
Regulation on Medical Devices.

Therefore, the concepts of
“material” and “part” for medical
devices correspond to those
specified in paragraph (g) of Article
4,

tronik olarak imzalanmstir. Dokiiman https://www.tukiye.gov.tr/saglik-titck-ebys

Definitions

Article 4 - (1) In this implementing
regulation;

a) Accessory means article or
articles which whilst not being a
medical device, is manufactured to
be used together with a medical
device to enable the medical device
to be used in accordance with its
intended purpose.

o) Medical device means any
instrument, apparatus, appliance,
software, material or other article,
whether used alone or in
combination, including the software
intended by its manufacturer to be
used specifically for diagnostic
and/or therapeutic purposes and
necessary for its proper application,
intended by the manufacturer to be
used for human beings for the
purpose of

1) diagnosis, prevention,
monitoring, treatment or alleviation
of disease or

2) diagnosis, monitoring, treatment,
alleviation of or compensation for
an injury or handicap or

3) investigation, replacement or
modification of the anatomy or of a
physiological process or

4) Control of conception and which
does not achieve its principal

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83




intended action in or on the human
body by pharmacological,
immunological or metabolic means,
but which may be assisted in its
function by such means.

h. Does the understanding of
“document” under your internal law
correspond to that set out in Article
4, letter (h), i.e. “any document
related to a medical product, an
active substance, an excipient, a
part, a material or an accessory,
including the packaging, labeling,
instructions for use, certificate of
origin or any other certificate
accompanying it, or otherwise
directly associated with the
manufacturing and/or distribution
thereof”?

h. i¢ hukukunuza gére "belge"
kavrami 4. Madde, (h) fikrasinda
belirtilenlere tekabil ediyor mu,
yani “bir medikal Grin, bir etkin
madde, bir eksipiyan, bir parca, bir
malzeme veya aksesuar ile ilgili,
ambalaj, etiketleme, kullanim
talimatlari, mense belgesi veya
beraberindeki herhangi bir sertifika
da dahil olmak lzere veya lretimi
ve/veya dagitimi ile dogrudan iliskili
herhangi bir belgeye”?

There are application dossier
requirements for medicinal
products for human use. These are
referred to as the information and
documents required in the
application.

For medical devices; although there
is no direct definition of
“document” in paragraph (h) of the
article 4, it takes place as
information/documents on
packaging, labeling and instructions
for use under the heading “Annex-1
Essential Requirements” of the
Implementing Regulation on
Medical Device and which
requirements it should have is
defined in detail.

The processes related to the
certification, production and
distribution of medical devices, the
information / documents that the
medical device should have in this
context are generally defined under
the title of "Annex-1 Essential

IMPLEMENTING REGULATION ON
THE MARKETING AUTHORIZATION
OF MEDICINAL PRODUCT FOR
HUMAN USE published in the
Official Gazette dated 19.01.2005
no. 25705

Annex: 1: PARTICULARS AND
DOCUMENTS TO BE SUBMITTED AT
THE MARKETING AUTHORIZATION
APPLICATION FOR MEDICINAL
PRODUCTS

Implementing Regulation on
Medical Devices published in the
Official Gazette dated 07.06.2001
and no. 27957

ANNEX-I Essential Requirements,
Conformity assessment procedures

Article-11 (1) In conformity
assessment procedures the issues
specified in this article shall be
taken into consideration.

(2) In the case of devices falling

Bu belge 5070 sayil Elektronik imza Kanunu uyarinca elekjronik olarak imzalanmistir. Dokiiman https:/www.turkijegpvirsaiaiek-efyshe Implementing | within Class |, other than devices
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Regulation, however, in the annexes
of the relevant Implementing
Regulation referred to under the
"Conformity Assessment
Procedures" article of the
Implementing Regulation it is
defined in detail.

**Veteriner tibbi Griinler

kapsamindakiler i¢in sorumlu
Bakanlik olan Tarim ve Orman
Bakanligina sorulmasi gerekir.

Bu bege 5070 sayili Elektronik imza Kanunu uyarinca elekfronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys

which are custom-made or
intended for clinical investigations,
the manufacturer shall, in order to
affix the CE marking,

follow the procedure set out in
Annex VIl and draw up the
statement set out in

in this Annex.

(3) In the case of devices falling
within Class lla, other than devices
which are custom-made or
intended for clinical investigations,
the manufacturer shall, in order to
affix the CE marking,

a) follow the procedure relating to
the declaration of conformity set
out in Annex Il (full quality
assurance) [except Part(4)]; or

b) follow the declaration of
conformity procedure set out in
Annex VII, coupled with

1) the procedure relating to
verification set out in Annex IV; or
2) the procedure relating to the
declaration of conformity set out in
Annex V (production quality
assurance); or

3) the procedure relating to the
declaration of conformity set out in
Annex VI (product quality
assurance).

(4) In the case of devices falling
within Class Ilb, other than devices

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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which are custom-made or
intended for clinical investigations,
the manufacturer shall, in order to
affix the CE marking, either:

a) follow the procedure relating to
the declaration of conformity set
out in Annex Il (full quality
assurance) [except Part(4)]; or

or

b) follow the procedure relating to
the type-examination set out in
Annex lll, coupled with:

1) the procedure relating to
verification set out in Annex IV; or
2) the procedure relating to the
declaration of conformity set out in
Annex V (production quality
assurance); or

3) the procedure relating to the
declaration of conformity set out in
Annex VI (product quality
assurance)

(5) In the case of devices falling
within Class Ill, other than devices
which are custom-made or
intended for clinical investigations,
the manufacturer shall, in order to
affix the CE marking,

a) follow the procedure relating to
the declaration of conformity set
out in Annex Il or

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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b) follow the procedure relating to
the type-examination set out in
Annex lll, coupled with:

1) the procedure relating to
verification set out in Annex IV; or
2) the procedure relating to the
declaration of conformity set out in
Annex V (production quality
assurance).

(6) In the case of custom-made
devices, the manufacturer shall
follow the procedure referred to in
Annex VIII

and draw up the statement set out
in that Annex. The manufacturer
shall submit to the Ministry
authority a list of custom-made
devices which have been put into
service.

(7) During the conformity
assessment procedure for a device,
the manufacturer and/or the
notified body shall take account of
the results of any assessment and
verification operations which,
where appropriate, have been
carried out in accordance with this
Implementing Regulation at an
intermediate stage of manufacture.
(8) The manufacturer may instruct
his authorized representative to
initiate the procedures provided for
in Annexes lll, IV, VII and VIII.

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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ANNEX Il EC Declaration of
Conformity (Full Quality Assurance
System),

ANNEX Il EC Type-Examination,
ANNEX IV EC Verification

ANNEX V EC Declaration of
Conformity (Production Quality
Assurance)

ANNEX VI EC Declaration of
Conformity (Product Quality
Assurance)

ANNEX VII EC Declaration of
Conformity

ANNEX VIl Statement Concerning
Devices For Special Purposes

i Does the understanding of
“manufacturing” under your
internal law correspond to that set
out in Article 4, letter (i), i.e.

i “as regards a medicinal
product, any part of the process of
producing the medicinal product, or
an active substance or an excipient
of such a product, or of bringing the
medicinal product, active substance

i. i¢ hukukunuza gére "imalat"
kavrami 4. Madde, (i) fikrasinda
belirtilenlere tekabil ediyor mu,
yani

i “tibbi Grin ile ilgili olarak,
tibbi Grlintin Uretilmesi isleminin
herhangi bir kismi veya bir aktif
madde veya boéyle bir Griniin bir
eksipiyani veya tibbi Grind, aktif
maddeyi veya eksipiyani nihai

Yes for medicinal products for
human use and investigational
medicinal products.

No for medical devices and
accessories.

Implementing Regulation on
Manufacturing Plants of Medicinal
Products for Human Use
Definitions

Article 4 - (1) In this implementing
regulation;

e) Manufacture means weighing,
dividing, processing, primary
packaging, secondary packaging,
turning starting materials into

Bu belgo 5078 chpile Blekitoilk ifiaakahategyarinca elekjrahik olarak iazgertinsne pokiman https://www.turkiye.gov.tr/saglik-titck-ebys finished products, related controls
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ii. as regards a medical device,
any part of the process of producing
the medical device, as well as parts
or materials of such a device,
including designing the device, the
parts or materials, or of bringing the
medical device, the parts or
materials to their final state;

iii. as regards an accessory, any
part of the process of producing the
accessory, including designing the
accessory, or of bringing the
accessory to its final state”?

ii. bir tibbi cihaz ile ilgili olarak,
tibbi cihazin Gretilmesi isleminin
herhangi bir kismi ve ayrica cihazin,
parcalarin veya malzemelerin
tasarlanmasi veya tibbi cihazin,
parcalarin veya malzemelerin nihai
durumlarina getirilmesi dahil boyle
bir cihazin parcalari veya
malzemelerine;

iii. aksesuara iliskin olarak,
aksesuari tasarlama veya aksesuari
son durumuna getirme de dahil
olmak Uizere aksesuari Gretme
slrecinin herhangi bir kismina”?

**Veteriner tibbi Grinler

kapsamindakiler icin sorumlu
Bakanlik olan Tarim ve Orman
Bakanligina sorulmasi gerekir.

and batch release activities of
starting materials used in the
manufacture of medicinal products
for human use and / or active
substances, including
investigational products,

j. Does the understanding of
“counterfeit” under your internal
law correspond to that set out in
Article 4, letter (j), i.e. “a false
representation as regards identity
and/or source”?

j. i¢ hukukunuza gére
"sahtecilik" kavrami 4. Madde, (j)
fikrasinda belirtilenlere tekabdl
ediyor mu, yani "kimlik ve/veya
kaynak bakimindan yanhs temsile”?

Yes for medicinal products for
human use and investigational
medicinal products.

The legislation applied for the
medical device does not include the
concept of “counterfeit”.

When a counterfeit related to
medical devices is detected, a
criminal complaint is filed with the
relevant authorities in order to take
action in accordance with the
Turkish Criminal Code.

In addition, the Law no 4703

Implementing Regulation on
Manufacturing Plants of Medicinal
Products for Human Use published
in the Official Gazette dated 21
October 2017 No. 30217

Responsibilities of Manufacturing
Site Authorization Holder

“Article 8 - (3) If manufacturing
authorization holder obtains
information that medicinal products
which come under the scope of his
manufacturing authorisation are, or
are suspected of being, falsified
irrespective of whether those
medicinal products were distributed
within the legal supply chain or by
illegal means, including illegal sale

Bu belge 5070 sayil Elektronik imza Kanunu uyarinca elekfronik olarak imzalanmistir. Dokiiman https://www.turkiskipaataglikhiadkidvgsfalsification or by means of information society
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imitation of the documents and
their illegal use are prohibited.

For medical devices, there is no
definition of counterfeit in the
current implementing regulation on
medical devices, but this definition
is contained in the draft
Implementing regulation on medical
devices and the draft Implementing
regulation on In Vitro Diagnostic
Medical Devices, drawn up parallel
with the MDR (EU) 2017/745 and
IVDR (EU) 2017/746.

**Veteriner tibbi Grinler

kapsamindakiler i¢in sorumlu
Bakanlik olan Tarim ve Orman
Bakanligina sorulmasi gerekir.

Bu bege 5070 sayili Elektronik imza Kanunu uyarinca elekfronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys

services, manufacturing
authorization holder shall inform
the competent authority and the
marketing authorisation holder
immediately. The products which
are subject to falsification in terms
of its identity, origin or distribution
history shall be called the falsified
products. Therefore, if there are
falsifications on;

a) its identity, including its
packaging and labelling, its name or
its composition as regards any of
the ingredients including excipients
and the strength of those
ingredients;

b) its source, including its
manufacturer, its country of
manufacturing, its country of origin
or its marketing authorisation
holder; or

c) its history, including the records
and documents relating to the
distribution channels used

, then such product shall be
deemed to be falsified. This
definition does not include
unintentional quality defects and is
without prejudice to infringements
of intellectual property rights."
These statements and the following
articles in Implementing Regulation
on the Labeling, Package Leaflet
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and Tracing of Human Medicinal
Products published in the Official
Gazette dated April 25, 2017 and
no. 30048 defines "counterfeit".
Definitions

Article 4 - (1) In this implementing
regulation;

z) Falsified human medicinal
product means with the exception
of unintentional quality defects and
without prejudice to infringements
of intellectual property rights, any
medicinal product with a false
representation of:

1) its identity, including its
packaging and labelling, its name or
its composition as regards any of
the ingredients including excipients
and the strength of those
ingredients; or

2) its source, including its
manufacturer, its country of
manufacturing, its country of origin
or its marketing authorization
holder; or

3) its history, including the records
and documents relating to the
distribution channels used,

Law No. 4703 on Preparation and
Implementation of Technical
Legislation On Products published
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in the Official Gazette dated
11.07.2001 No. 24459

Obligations of the producers and
distributors relating to the placing
the products on the market

Article 5 - (10) Distortion or
imitation and misusing of the
conformity certificate and/or mark
are prohibited.

Law No 7223 which will enter into
force on March 12, 2021 and
published in the Official Gazette
dated March 12, 2020 No. 31066
LAW ON PRODUCT SAFETY AND
TECHNICAL REGULATIONS

(Law No. 7223, Date of Ratification:
5/3/2020)

Conformity marks and documents,
conformity assessment procedures
Article 13 - (1) In order for the
product to be placed on the market,
available on the market or put into
service, the mandatory conformity
assessment procedures stipulated
in the technical regulation for this
product should be completed and
resulted as positive.

(2) It shall be forbidden to unfairly
edit, use, falsify or imitate all kinds
of conformity marks and

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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certificates, test reports and other
documents regarding products
required by a technical regulation.

Draft Implementing Regulation on
Medical Devices

Definitions

Article 3 - (1) In this implementing
regulation;

aaa) ‘falsified device’ means any
device with a false presentation of
its identity and/or of its source
and/or its CE marking certificates or
documents relating to CE marking
procedures except for
infringements of intellectual
property rights;

Draft Implementing Regulation On
In Vitro Diagnostic Medical Devices
Definitions

Article 3 - (1) In this implementing
regulation;

ddd) ‘falsified device’ means any
device with a false presentation of
its identity and/or of its source
and/or its CE marking certificates or
documents relating to CE marking
procedures except for infringements
of intellectual property rights;

k. Does the understanding of
“victim” under your internal law

k. i¢ hukukunuza gére
"magdur" kavrami 4. Madde, (k)

Bu belge 60Te sqydrilekootiiaize Kanuhdmyartitaleek|

trénktc alaraicienelinhienbekentakabiilwww.tu

There is no definition of “victim” in
the laws/implementing regulations

ikigagavedigiiatiticesct for human use

10.06.2020 Resmi Gazete Sayisl:
31151 Tarihli Resmi Gazetede
Yayimlanan Sug¢ Magdurlarinin
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4, letter (k), i.e. “any natural person
suffering adverse physical or
psychological effects as a result of
having used a counterfeit medical
product or a medical product
manufactured, supplied or placed
on the market without
authorisation or without being in
compliance with the conformity
requirements as described in Article
8”?

ediyor mu, yani “sahte bir medical
Urln veya izinsiz olarak veya Madde
8'de aciklanan uygunluk
gerekliliklerine uymadan uretilen,
tedarik edilen veya piyasaya sirilen
bir medical Grln kullanmanin bir
sonucu olarak olumsuz fiziksel veya
psikolojik etkileri olan herhangi bir
gercek kisiye”?

and medical devices. A more
general arrangement regarding the
victim has been made in our
domestic law and it is thought to be
essentially covered.

Desteklenmesine Dair
Cumhurbagskanligi Kararnamesi
Amag Ve Kapsam

Madde 1- (1) Bu Cumhurbaskanhgi
Kararnamesinin Amaci; Sug
Magdurlarina Saglanan Hizmet Ve
Yardimlara iliskin Esaslari Ve Bu
Hizmetlerin Yerine Getirilmesine
Dair Gorev, Yetki Ve
Sorumluluklari

Dizenlemektir.

(2) Bu Cumhurbaskanligi
Kararnamesi, Sorusturmasi Ve
Kovusturmasi Tirkiye’de Yirutilen
Suclar Nedeniyle Ortaya Cikan
Magduriyetler Hakkinda Uygulanir.
Tanimlar

Madde 2- (1) Bu
Cumbhurbaskanligi

Kararnamesinin Uygulanmasinda;

D) Magdur: Su¢ Nedeniyle
Fiziksel,

Ruhsal Veya Ekonomik Olarak
Dogrudan Zarar Goren Gergek Kisiyi,

Soru 2: Ayrimcilik yapmama

Is discrimination, on grounds such
as the ones mentioned in the
indicative list in Article 2, prohibited
in the implementation of the
Convention, in particular in the

S6zlesme'nin uygulanmasinda,
ozellikle de garanti edilen haklarin
kullanilmasinda, 2. maddede yer
alan listesinde belirtilenler gibi
gerekgelerle ayrimcilik yasaklanmis

The prohibition of discrimination is
protected by the Constitution and
the Turkish Penal Code, and the
provision is met.

fronik olarak imzalanmigtir. Dokiiman https://www:.turkiye.gov.tr/saglik-titck-ebys

Tiirkiye Cumhuriyeti Anayasasi
Madde 10 — Herkes, dil, irk,
renk,

cinsiyet, siyasi dislince, felsefi
inang, din, mezhep ve benzeri

ellgdgﬁqwmldérbhik inghtsigua ppavtea elek
ndel

n Kontrol edilebilir. Guvenli elektronik imza asIt il
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by it? If so, please specify. If not,
please justify.

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elek

midir? Eger 6yleyse, detaylandirin.
Degilse, gerekgelendirin.

It is stipulated in the legislation that
market surveillance and inspection
activities performed for medical
devices are carried out impartially
and independently.

tronik olarak imzalanmstir. Dokiiman https://www.tukiye.gov.tr/saglik-titck-ebys

sebeplerle ayirim gozetilmeksizin
kanun 6niinde esittir.

Hicbir kisiye, aileye, zimreye veya
sinifa imtiyaz taninamaz.

Devlet organlari ve idare makamlari
batin islemlerinde (...) (1) kanun
onlinde esitlik ilkesine uygun olarak
hareket etmek zorundadirlar.

Turkish Penal Code No. 5237
Adalet ve kanun oniinde esitlik
ilkesi

MADDE 3- (1) Sug isleyen kisi
hakkinda islenen fiilin agirhgiyla
orantili ceza ve givenlik tedbirine
hikmolunur.

(2) Ceza Kanununun uygulamasinda
kisiler arasinda irk, dil, din, mezhep,
milliyet, renk, cinsiyet, siyasal
veya diger fikir yahut dusinceleri,
felsefi inang, milli veya sosyal
koken, dogum, ekonomik ve diger
toplumsal konumlari yéninden
ayrim yapilamaz ve hicbir kimseye
ayricalik taninamaz.

Implementing Regulation on
Market Surveillance and Inspection
of Products published in the
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Official Gazette dated 17.01.2002
and no. 24643

The tasks and the obligations of
the Public Authorities

Article 9- For effective and fast
functioning of market surveillance
and supervision the Public
Authorities shall

(h) performs its activities
independently and impartially,

Implementing Regulation on the
Procedures and Principles of
Market Surveillance and
Supervision to be Performed by the
Ministry of Health and published in
the Official Gazette dated
25.06.2007 No. 26563

Duties, powers and responsibilities
of supervisory personnel

Article 12 - (1) the duties, powers
and responsibilities of the
supervisory personnel in
accordance with paragraph (c) of
the third paragraph of Article 6 are
stated below.

B) responsibilities of the supervisory
personnel are as follows:

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83

22



3) conducting market surveillance
and supervision independently and
impartially in accordance with the
legislation,

Implementing Regulation on
Product Inspection of Turkish
Medicines and Medical Devices
Agency published in the Official
Gazette dated 30.04.2013 No.
28633

Responsibilities of inspectors
Article 7 - (3) Inspectors shall carry
out the inspection task
independently and impartially in
accordance with the legislation.

Soru 3: Uygulamaya genel bakig

n Kontrol edilebilir. Guvenli elektronik imza asI il

Please indicate (without entering
into details):

a. the main legislative or other

measures to combat counterfeiting
of medical products and similar
crimes involving threats to public
health in accordance with the
Convention;

5070 sayil Elektronik imza Kanunu uyarinca elek]

Asagidaki hususlari (ayrintilara
girmeden) belirtin:

a. medical Urlnlerin sahteciligi
ve S6zlesme uyarinca halk saghgina
yonelik tehditleri iceren benzer
suclar ile miicadele icin temel yasal
veya diger onlemler;

tronik olarak imzalanmistir. Dokiiman https://www.tu

For medicinal products for human
use:

Activities such as manufacturing,
distribution, purchase and sale are
regulated under the Law no 1262 on
Pharmaceutical and Medical
Preparation and Law no 6197 on
Pharmacies and Pharmacists.

As Turkish Medicines and Medical
Devices Agency, Product Tracking
System (UTS) has been developed
and product-based tracking of

tkiyegydvaeiiag i itesehyom the

Law no 1262 on Pharmaceutical
and Medical Preparation and Law
no 6197 on Pharmacies and
Pharmacists published in the
Official Gazette dated May 26,
1928 No. 898, Appended Article 4;
Those who counterfeit the
preparations and produce samein a
manner as to reduce or lose their
therapeutic properties and/or those
who, although know they are so
produced, sell, market or make sell
such preparations, shall be
punished according to the

e aynidir. Dokumanin dogrulama Kodu : IZIAXZmMxXYnUYySHY 3akIUZIAXRGS83




production line/customs to the end
user can be performed. The
registration of the devices to be
placed on the market and the
operators placing these devices on
the market on the UTS system is
obligatory. With this system, it is
aimed to prevent the supply of
counterfeit devices to the market.

In terms of medical devices, when
this part is evaluated according to
subparagraph (ii) of paragraph (a) of
Article 8 and paragraph (b) of the
same article; for medical devices
that are in violation of the technical
regulations stipulated by the
Implementing Regulation on
Medical Device and/or are found to
be unsafe pursuant to Law No.
4703, according to the case of
violation of Article 5 of Law no.
4703, the administrative sanctions
specified in Article 11 of the same
law and fines specified in Article 12
of the same law are are applied.

In addition, if the detected non-
compliance requires a heavier fine
than the fine specified in Article 12
of the Law no 4703, this non-

Bu bege 5070 sayil Elektronik imza Kanunu uyarinca elektronik olarak imzalanmigtir. Dokiiman https://www.tuqk@@.mmlmmm—iﬁm@b@ﬁEd to the

provisions of the Turkish Penal Code
or other relevant law.”

Law No. 4703 on Preparation and
Implementation of Technical
Legislation on Products published
in the Official Gazette dated
11.07.2001 No. 24459

Uriinlerin piyasaya arzinda
iireticilerin ve dagiticilarin
yiikiimliiliikleri

Madde 5 -—Piyasaya arz
edilecek yeni Grlnlerin ilgili teknik
diizenlemeye uygun olmasi
zorunludur. Bu hikim, kullanilimis
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relevant authorities by not applying
a fine within the scope of Law No.
4703.

Bu bege 5070 sayil Elektronik imza Kanunu uyarinca elektronik olarak imzalanmigtir. Dokiiman https://www.tutkiye.gov.tr/saglik-titck-ebys

olmakla birlikte degisiklik yapilarak
piyasaya tekrar arz edilmesi
hedeflenen Grinler ile Avrupa Birligi
Uyesi Ulkeler disindaki Ulkelerden
ithal edilen eski ve kullaniimis
Urlnlere de uygulanir.

Birinci  fikrada  belirtilen
hususlarda diizenlemeler yapmaya,
sinirlamalar getirmeye ve istisnalar

tanimaya Cumbhurbaskani
yetkilidir.®!

Uretici, piyasaya sadece
glvenli GrGnleri  arz  etmek

zorundadir. Teknik diizenlemelere
uygun UrUnlerin glvenli oldugu
kabul edilir. Teknik diizenlemenin
bulunmadigi hallerde,  Grinin
givenli olup olmadigi; ulusal veya
uluslararasi standartlara; bunlarin
olmamasi halinde ise s6z konusu
sektordeki iyi uygulama kodu veya
bilim ve teknoloji dizeyi veya
tuketicinin glvenlige iliskin makul
beklentisi dikkate alinarak
degerlendirilir.

Uretici, givenli olmadig tespit
edilen Urintn kendisi tarafindan
piyasaya arz edilmedigini veya
Urlntn glvenli olmamasi halinin
ilgili teknik dizenlemeye
uygunluktan kaynaklandigini
ispatladigl takdirde sorumluluktan
kurtulur.
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Bir GrGnin givenli kabul
edilmesi icin; Grinlin bilesimi,
ambalajlanmasi, montaj ve bakimina
iliskin talimatlar da dahil olmak
Uzere Ozellikleri; baska Urunlerle
birlikte kullanilmasi 6ngoriliyorsa
bu Urlnlere vyapacag etkiler;
piyasaya arzi, etiketlenmesi,
kullanimi ve bertaraf edilmesi ile
ilgili talimatlar ve Uretici tarafindan
saglanacak diger bilgiler ve urini
kullanabilecek risk altindaki tiiketici
gruplari acisindan
degerlendirildiginde, temel gerekler
bakimindan azami olglide koruma
saglamasi gerekir.

Daha glvenli bir Urinin
Uretilmesinin mimkin olmasi veya
piyasada daha az risk taslyan
Urlnlerin mevcut olmasi, ilgili teknik
dizenlemede aksi belirtilmedikge,
bir  Urinlin  glvenli  olmadig
anlamina gelmez.

Uretici, Griiniin  &ngoriilen
kullanim slresi icinde, yeterli uyari
olmaksizin fark edilemeyecek
nitelikteki riskleri hakkinda
tuketicilere gerekli bilgiyi saglamak,
ozelliklerini belirtecek sekilde trini
isaretlemek; gerektiginde piyasaya
arz edilmis dUrinlerden numuneler
alarak test etmek, sikayetleri
sorusturmak ve vyapilan denetim
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sonuglarindan dagiticilari haberdar
etmek, riskleri 6nlemek amaci ile
Urlnlerin toplatilmasi ve bertarafi da
dahil olmak Uzere gerekli dnlemleri
almakla yukumltdur.

Uretici, ilgili teknik
diizenlemede belirtilen tim
belgeleri; bu belgeler kapsamindaki
son Urlinln yurt icinde Uretiliyor ise
Uretildigi, ithal ise ithal edildigi
tarihnten  itibaren ilgili  teknik
dizenlemede belirtilen sire, bu
sirenin  belirtilmemesi  halinde
yetkili kurulusca belirlenecek siire
boyunca muhafaza etmek ve

istenilmesi halinde yetkili
kuruluslara ibraz etmekle
yukumladdr.

Dagitici, sahip oldugu bilgiler
cercevesinde, glvenli olmadigini
bildigi Grlnleri piyasaya arz edemez.
Dagitici, faaliyetleri cercevesinde,
Urlnlerin  tasidigl riskler ve bu
risklerden korunmak igin alinmasi
gereken dnlemler hakkinda ilgililere
bilgi  verir. Ureticinin  tespit
edilemedigi  durumlarda, yetkili
kurulusca belirlenecek sire icinde
Ureticinin veya mali tedarik ettigi
kisinin kimligini bildirmeyen dagitici,
Uretici olarak kabul edilir. (Ek cimle:
18/6/2017-7033/66 md.) Dagiticilar,
teknik dizenlemelerle kendilerine
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getirilen  yukdmlalikleri  yerine
getirmek zorundadir.

Uygunluk isaretinin  veya
uygunluk degerlendirme islemleri
sonucunda verilen belgelerin tahrif
veya taklit edilmesi, usulline uygun
olmadan kullanilmasi yasaktir.

Uriiniin  piyasaya arzinin
yasaklanmasi, toplatilmasi  ve
bertarafi

Madde 11 —ilgili teknik
dizenlemeye uygunlugu
belgelenmis olsa dahi, bir Grinin
givenli olmadigina dair kesin
belirtilerin bulunmasi halinde, bu
Grinlin piyasaya arzi, kontrol
yapilincaya kadar vyetkili kurulusca
gecici olarak durdurulur.

Kontrol sonucunda Grlnin
glvenli olmadiginin tespit edilmesi
halinde, masraflari Gretici tarafindan
karsilanmak Uzere, yetkili kurulus;

a) Urlinin piyasaya arzinin
yasaklanmasini,

b) Piyasaya arz edilmis olan
Urlinlerin piyasadan toplanmasini,

c) Urinlerin, giivenli hale
getirilmesinin ~ imkansiz  oldugu
durumlarda, tasidiklari risklere gore
kismen ya da tamamen bertaraf
edilmesini,

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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d) (Degisik: 18/6/2017-
7033/69 md.)(a), (b) ve (c)
bentlerinde belirtilen 6nlemler ve
Granan icerdigi riskler hakkindaki
bilgilerin, Uretici tarafindan etkili
olacak sekilde duyurulmasini, Uretici
tarafindan yapilan duyuru veya
duyuru sekli uygun bulunmaz veya
yetersiz gorilirse, Ullke genelinde
dagitimi yapilan iki gazete ile tlke
genelinde yayin yapan iki televizyon
kanalinda ilani suretiyle risk altindaki
kisilere duyurulmasini,

Saglar.

Risk altindaki kisilerin yerel
yayin yapan gazete ve televizyon
kanallari vasitasiyla
bilgilendirilmesinin miimkin oldugu
durumlarda, bu duyuru yerel basin
ve vyayin organlari yoluyla, risk
altindaki kisilerin tespit edilebildigi
durumlarda ise bu kisilerin dogrudan
bilgilendirilmesi yoluyla yapilir.

(Ek fikra: 18/6/2017-7033/69
md.) ikinci  fikrada yer alan
hiakimler, yetkili kurulus tarafindan
4 {inci maddenin ikinci fikrasinda
belirtildigi  sekilde  hazirlanarak
yurirlige konulan teknik
dizenlemede vyer alan diger
onlemlerin alinmasini engellemez.

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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Bu madde kapsaminda
alinacak  onlemler, gerektiginde
Komisyona iletilir.

Ceza hukumleri

Madde 12 - (Degisik:
23/1/2008-5728/495 md.)

(Degisik birinci fikra:
18/6/2017-7033/70 md.) Bu
Kanunun;

a) 5 inci maddesinin birinci
fikrasina  aykirt  hareket eden
Ureticiler hakkinda dort bin Tirk
lirasindan elli bin Turk lirasina kadar,

b) 5 inci maddesinin Gglinci
fikrasina  aykiri  hareket eden
Ureticiler hakkinda on dokuz bin Tirk
lirasindan iki yiiz elli bin Tiirk lirasina
kadar,

c) 5 inci maddesinin yedinci
fikrasina aykiri  hareket eden
ureticiler hakkinda doért bin Tirk
lirasindan yetmis bes bin Turk
lirasina kadar,

d) 5 inci maddesinin sekizinci
fikrasina  aykiri  hareket eden
Ureticiler hakkinda dort bin Tirk
lirasindan yirmi bes bin Tirk lirasina
kadar,

e) 5 inci maddesinin
dokuzuncu fikrasina aykiri hareket
eden dagiticilar hakkinda iki bin Ttrk

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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lirasindan kirk bin Tirk lirasina
kadar,

f) 5 inci maddesinin onuncu
fikrasina aykiri  hareket edenler
hakkinda on bin Tirk lirasindan
yetmis bes bin Turk lirasina kadar,

g) 9 uncu maddesinin birinci
fikrasina  aykiri  hareket eden
uygunluk degerlendirme kuruluslari
ile onaylanmis kuruluslar hakkinda
kirk alti bin Tirk lirasindan yiiz on
bes bin Turk lirasina kadar,

h) 9 uncu maddesinin besinci
fikrasina  aykirt  hareket eden
uygunluk degerlendirme kuruluslari
ile onaylanmis kuruluslar hakkinda
on bin Tark lirasindan yirmi bes bin
Tirk lirasina kadar,

idari para cezasi uygulanir.

Bu Kanundaki idari para
cezalari, ayni fiilin bir su¢ veya daha
agir idari  para cezasi ile
cezalandirilmayi gerektiren kabahat
olusturmamasi halinde uygulanir.

**12 Mart 2020 tarihli ve 31066
sayili Resmi Gazete’de yayimlanan
ve 12 Mart 2021

tarihinde yiiriirliige girecek olan
Uriin Giivenligi Ve Teknik
Diizenlemeler Kanunu’nun degisik
maddelerinde yer almigtir
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(Kanun No. 7223,

Kabul Tarihi: 5/3/2020) (Sorumlu
Bakanlik Giimriik ve Ticaret
Bakanhg)

b. whether your country has
adopted a national strategy and/or
Action Plan to combat
counterfeiting of medical products
and similar crimes involving threats
to public health. If so, please specify
the main fields of action and the
body/bodies responsible for
its/their implementation;

b. Ulkenizin medical trlinlerin
sahteciligi ve halk sagligina tehdit
iceren benzer suglarla micadele
etmek igin ulusal bir strateji ve/veya
Eylem Plani kabul edip etmedigi.
Eger Oyleyse, ana eylem alanlarini
ve bunlarin uygulanmasindan
sorumlu kurum/kuruluslari belirtin;

Bu bejlge 5070 say!li Elektronik imza Kanunu uyarinca elek]

tronik olarak imzalanmistir. Dokiiman https://www.tu

In terms of medical devices, when
this part is evaluated according to
subparagraph (ii) of paragraph (a) of
Article 8 and paragraph (b) of the
same article; national
strategy/action plans on required
issues under market surveillance
and inspection are determined and
recommendations are made by The
Market Surveillance and Inspection
Coordination Board (PGDKK), which
is chaired by the Director General of
Product Safety and Inspection of
the Ministry of Trade or the Deputy
Director General to be appointed by
the Director General, and includes
one permanent representative from
each public authority that carries
out market surveillance and
inspection activities.

In addition, in the " Turkish
Medicines and Medical Devices
Agency 2019-2023 Strategic Plan"
published by the Agency Presidency
there are aims and goals specific to
medical devices which will cover

ikiyeajpiarsagpleditiedhn subsection (ii)

Implementing Regulation on
Market Surveillance and Inspection
of Products published in the
Official Gazette dated 17.01.2002
and no. 24643

Piyasa GOzetimi ve Denetimi
Koordinasyon Kurulu

Kurulun Tegkili

Madde 12- Kurul, Ekonomi Bakanlig
Uriin Guvenligi ve Denetimi Genel
Midiri veya gorevlendirecegi
Genel Midir Yardimcisinin
baskanlginda, yetkili kuruluslarin
birer daimi temsilcisinden tesekkl
eder.

Kurul baskani, konunun niteligine
gore danisma mahiyetinde uygunluk
degerlendirme kuruluslari ile
onaylanmis kuruluslarin
temsilcilerini, 6zel sektor
temsilcilerini ve ilgili diger uzmanlari
Kurul toplantilarina ¢agirabilir.

Kurulun sekreterya hizmetleri Genel
Maddrlik tarafindan yaratalar.

adresinden kontrol edilebilir. GUvenli elekironik imza asli ile aynidir. Dokiimanin dogrulama Kodu : IZIAXZmxXYnUySHY3akIUZIAXRG83
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of paragraph (a) of Article 8 and
paragraph (b) of the same article
The Turkish Medicines and Medical
Devices Agency is directly
responsible for the implementation
of this plan.

**Veteriner tibbi Urlnlere yonelik
diizenlemeler Tarim ve Orman

Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisti ahnmalidir.

Bu bege 5070 sayili Elektronik imza Kanunu uyarinca elekfronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys

Kurulun Gorevleri
Madde 13- Kurulun gorevleri:

a) Piyasa gozetimi ve denetiminin
etkin isleyisini saglayabilmek igin,
piyasa gozetimi ve denetimi
konusunda yetkili kuruluslar
arasinda isbirliginin saglanmasina
katkida bulunmak,

b) Piyasa gozetimi ve denetimi
sirasinda yetkili kuruluglarin
karsilastiklari sorunlarin giderilmesi
amaciyla ¢6ziim onerileri Gretmek,

c)Uriinlere iliskin teknik mevzuatin
yetkili kuruluslarca hazirlanmasini
ve uygulanmasini izlemek,

d) Gerektiginde, teknik mevzuat
uyumu ile piyasa gozetimi ve
denetimi konularinda tavsiye
niteliginde kararlar almaktir.

Kurulun ¢alisma usul ve esaslari

Madde 14- Kurul 4 ayda bir toplanir.
Kurul baskani gerekli hallerde
Kurulu olaganisti toplantiya
cagirabilir.

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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Kurul Gyeleri Kurul toplantilarinda
goristlmesini talep ettikleri
konulari, bu konularla ilgili 6zet
bilgilerle birlikte glindeme dabhil
edilmesi ve diger Kurul Gyelerinin
bilgilendirilmesine imkan taniyacak
sekilde, her toplantidan en az yirmi
gln 6nce Genel Mudurlige bildirir.

Genel Mudurluk, Kurul
toplantisindan dnce glindemde
gorusllecek maddeler ile bunlara
iliskin 6zet bilgileri hazirlayarak her
toplantidan en az bes giin 6nce
Kurul Gyelerine bildirir.

Kurul baskaninin uygun gordiga
glindem disi konular da Kurul
toplantilarinda gorusdlebilir.

Kurul’un bu Yonetmeligin 13 Gncl
maddesinin (d) bendinde belirtilen
tavsiye kararlarini almasi s6z konusu
oldugunda, toplantida salt cogunluk
aranir. Toplantida salt cogunlugun
bulunmamasi halinde kararin
alinmasi bir sonraki toplantiya
ertelenir ve Uyelere bilgi verilir. Bu
toplantida salt cogunluk aranmaz.
Kurul kararlari, toplantiya
katilanlarin oy coklugu ile alinir.
Oylarda esitlik olmasi halinde, Kurul
Bagkaninin vermis oldugu oy, karari

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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belirler. Kurul Gyeleri disinda
toplantiya katilanlarin oy hakki
yoktur.

Turkish Medicines and Medical
Devices Agency 2019-2023
Strategic Plan

Objective - 1 to provide access to
quality, effective and safe products

Goals

H1.1 Effective risk-based
inspections will be carried out in
order to ensure the safety and
quality of the products.

Performance Indicators

1.1.3 Total number of medical
devices inspected

Key Performance Indicators

PG 1.1.3. Total number of medical
devices inspected: 1542 (initial
value for the Plan period)-2.043
(target value for the end of the Plan
period)

C. If there has not been any
adoption of a national strategy

C. Medical Urlnlerin sahteciligi
ve halk sagligina yonelik tehdit

Bu belga batfaayAcEiekrdhi inta Kenmbayarinca elek

It is described in Article (b) above.

rogikretanak enaensuygrabkimarcetgeavww. tutkiye.gov.tr/saglik-titck-ebys
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counterfeiting of medical products
and similar crimes involving threats
to public health, whether there is a
strategy and /or Action Plan by a
particular Ministry or State Agency
that leads on this nationally.

etmek igin ulusal bir strateji ve/veya
Eylem Plani kabul edilmemisse,
belirli bir Bakanlik veya Devlet
Kurumu tarafindan ulusal diizeyde
ylurutilen strateji ve/veya Eylem
Plani olup olmadigi.

Soru 4: Ulusal isbirligi ve bilgi alisverisi

a. Please describe how co-
operation and exchange of
information is ensured between
representatives of health
authorities, law-enforcement (e.g.
police and customs authorities) and
other competent authorities in
order to prevent and combat
effectively the counterfeiting of
medical products and similar crimes
involving threats to public health
(Article 17, para. 1);

a. Medical Grinlerin
sahteciligini ve halk saglhgina yonelik
tehdit iceren benzer suglari
onlemek ve bunlarla etkili bir
sekilde micadele etmek icin saglk
yetkilileri, kolluk kuvvetleri (6rnegin
polis ve glimrik yetkilileri) ve diger
yetkili makamlar arasinda nasil
ishirligi ve bilgi aligverisinin
saglandigini agiklayiniz. (Madde 17,
paragraf 1);

The Turkish Medicines and Medical
Devices Agency provides contact
with all relevant institutions and
organizations with official letter and
via corporate email address for the
exchange of information.

In terms of medical device;

As part of market surveillance and
inspection activities, inspections are
carried out together with law
enforcement agencies when
necessary, also information is
requested from the relevant
authorities or is shared when
necessary.

Within the scope of medical device
market surveillance and inspection
activities, notification is made to the
Ministry Trade. It is processed in
databases by the relevant ministry
and reported to the European

Official correspondence is made in
accordance with the

Implementing Regulation on
Procedures and Principles to be
Applied in Official Correspondence
published in the Official Gazette
dated 10.06.2020 and no 31151.

Official Gazette Date: 25.06.2007
No: 26563

Implementing Regulation on the
Procedures and Principles of
Market Surveillance and Inspection
to be Performed by the Ministry of
Health

Duties, powers and responsibilities
of supervisory personnel

Article 12 -

6) In case the producer or
distributor prevents the market
surveillance and inspection
activities, to ask for assistance from

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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adresinden kontrol edilebilir. G

Union. Therefore, the opinion of the
relevant ministry should be taken.

**Veteriner tibbi Urlnlere yonelik
dizenlemeler Tarim ve Orman

Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisii ahnmalidir.

the security forces and conduct
inspections under their supervision,

Implementing Regulation on
Product Inspection of Turkish
Medicines and Medical Devices
Agency published in the Official
Gazette dated 30.04.2013 No.
28633

Duties and powers of inspectors

Article 6 - (1) inspectors perform
the following tasks in accordance
with the relevant legislation:

d) In case the producer or
distributor prevents the market
surveillance and inspection
activities, to ask for assistance from
the security forces and conduct
inspections under their supervision,

Implementing Regulation on
Market Surveillance and Inspection
of Products published in the Official
Gazette dated 17.01.2002 and no.
24643

Yetkili kuruluslarin yetki ve
sorumluluklar
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Madde-9 (11) Kamu kuruluslarinin
baska amaclarla yaptiklari
denetimler sonucunda ortaya ¢ikan
Urlne iliskin mevzuata
uygunsuzluklar; bir kazanin
nedenleri arastirilirken ortaya gikan
bilgiler; tliketici, kullanici, rakip
Ureticiler, dagiticilar, uygunluk
degerlendirme kuruluslari ve
onaylanmis kuruluslar, diger kamu
kuruluslari ve sivil toplum 6rgutleri
tarafindan Urinin teknik
dizenlemeye uygunsuzlugu ve
glvensizligi konusunda yapilan
ihbarlar, sikayetler ve bu cercevede
elde edilen bilgiler de yetkili kurulus
tarafindan piyasa gozetimi ve
denetimi amaciyla kullanilabilir.

Denetim kayitlarinin tutulmasi ve
denetim raporlarinin hazirlanmasi

Madde 15- (2) Piyasa gbzetimi ve
denetiminde temin edilen bilgilerin
Bakanlikca (Ticaret Bakanligi)
raporlama ihtiyaglari dogrultusunda
talep edilen kismi yetkili
kuruluslarca, Bakanlik (Ticaret
Bakanligi) tarafindan belirlenen
sekilde ve Uger aylik donemler
halinde en ge¢ takip eden ayin
sonuna kadar Bakanliga (Ticaret
Bakanhgi) iletilir.
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Implementing Regulation on the
Procedures and Principles of
Market Surveillance and
Supervision to be Performed by the
Ministry of Health and published in
the Official Gazette dated
25.06.2007 No. 26563

Duties, powers and responsibilities
of supervisory personnel

Article-12 (a) the duties and powers
of the inspection personnel are as
follows;

6) In case the producer or
distributor prevents the market
surveillance and inspection
activities, to ask for assistance from
the security forces and conduct
inspections under their supervision

(7) During market surveillance and
inspection, if deemed necessary, to
invite expert persons suitable for
the nature of the work to
accompany with the approval of the
Ministry where the Ministry have
delegated authority, with approval
of relevant Governorship and, to
benefit from their opinions and
suggestions and to request a report.

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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Cooperation and coordination with
other institutions

Article 29 - Market surveillance and
inspection shall be carried out in
cooperation with the relevant
institutions and organizations when
necessary.

b. Is any form of cooperation
between the competent authorities
and the commercial and industrial
sectors promoted as regards risk
management of counterfeit medical
products and similar crimes
involving threats to public health?
(Article 17, para. 2)

b. Yetkili makamlar ile ticari ve
endustriyel sektorler arasinda sahte
medical Grlinler ve kamu sagligina
yonelik tehditleri iceren benzer
suglarin risk yonetimi konusunda
herhangi bir isbirligi bigimi var mi?
(Madde 17, paragraf 2)

It is included in legislation for
medicinal products for human use.

There is no direct provision in the
medical device legislation regarding
counterfeiting for medical devices.
However, in the legislation there is
a provision to cooperate with
relevant stakeholders to manage
the risks presented by the product
regarding issues defined in this
convention as similar crimes
involving threats to public health.

**Konunun ilgili tim Bakanliklarca
ortak degerlendirilmesinde yarar
gorilmektedir.

**Veteriner tibbi Urinlere yonelik
diizenlemeler Tarim ve Orman

Bakanligi tarafindan yapiimaktadir.
ilgili Bakanhgin gériisti ahnmalidir.

Official Gazette Date: 21.10.2017
Official Gazette No: 30217
Implementing Regulation on
Manufacturing Plants of Medicinal
Products For Human Use
Responsibilities of Manufacturing
Site Authorization Holder

Article 8 -

(3) If manufacturing authorization
holder obtains information that
medicinal products which come
under the scope of his
manufacturing authorisation are, or
are suspected of being, falsified
irrespective of whether those
medicinal products were distributed
within the legal supply chain or by
illegal means, including illegal sale
by means of information society
services, manufacturing
authorization holder shall inform
the competent authority and the
marketing authorisation holder

Bu belge 5070 sayil Elektronik imza Kanunu uyarinca elek}ronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys immediately. The products which
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are subject to falsification in terms
of its identity, origin or distribution
history shall be called the falsified
products. Therefore, if there are
falsifications on;

a) its identity, including its
packaging and labelling, its name or
its composition as regards any of
the ingredients including excipients
and the strength of those
ingredients;

b) its source, including its
manufacturer, its country of
manufacturing, its country of origin
or its marketing authorisation
holder; or

c) its history, including the records
and documents relating to the
distribution channels used

, then such product shall be
deemed to be falsified. This
definition does not include
unintentional quality defects and is
without prejudice to infringements
of intellectual property rights.

Implementing Regulation on
Market Surveillance and Inspection
of Products published in the
Official Gazette dated 17.01.2002
and no. 24643
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Yetkili kuruluslarin yetki ve
sorumluluklar

Madde 9- Yetkili kuruluslar piyasa
gbzetimi ve denetiminin etkin ve
hizli islemesi icin;

(e) Uretici ve/veya dagiticinin bu
Yonetmelikte belirtilen
yukimlultklerini yerine getirmesini
saglar; Grlinlin arz ettigi risklerin
azaltilmasi veya 6nlenmesine
yonelik 6nlemlerle ilgili olarak
UrlinU piyasaya arz eden Uretici ve
dagiticilarla isbirligi yapar.

C. Which legislative or other
structured measures have been
taken to set up or strengthen
mechanisms for:

- receiving and collecting
information and data, including
through contact points, at national
or local levels and in collaboration
with private sector and civil society,
for the purpose of preventing and
combating the counterfeiting of
medical products and similar crimes
involving threats to public health?
(Article 17, para. 3, letter (a));

- making available the
information and data obtained by

C. Asagidaki konular icin
mekanizma olusturmak veya
glclendirmek icin hangi yasal veya
diger yapisal dnlemler alinmistir:

- medical Uriin sahteciligini ve
kamu saghgina yonelik tehditleri
iceren benzer suglari 6nlemek ve
bunlarla miicadele etmek amaciyla
ulusal veya yerel diizeyde ve 0Ozel
sektor ve sivil toplumla isbirligi
icinde temas noktalari dahil olmak
Uzere bilgi ve veri alma ve toplama?
(Madde 17, paragraf 3,(a));

- saglik yetkilileri, glimruk,
polis ve diger yetkili makamlar
tarafindan elde edilen bilgi ve

For medical devices, the
mechanisms to be created for the
issues specified in this article are
defined in the legislation. In this
context, notifications from the
sector, users, patients, etc. reaching
the Agency through Ministry of
Health Communication Center
(SABIM), Presidency's
Communication Center (CIMER),
Product Tracking System (UTS)
other channels are collected and
recorded.

In addition, Product Tracking
System (UTS), which contains
information and data on medical

Implementing Regulation on
Market Surveillance and Inspection
of Products published in the
Official Gazette dated 17.01.2002
and no. 24643

The tasks and the obligations of
the Public Authorities

Article 9- For effective and fast
functioning of market surveillance
and supervision the Public
Authorities shall

(d) Bu Yonetmelik kapsamina giren
konularda bilgi verebilecek veya
ilgililerin sikayetlerini

Bu belglsa7h eibiERKetbrax ihies Kansiauyasinca eleklrard diarilainatdmmdaik Dighimkig hips/www.turkigeyieassatie-tlolebjmspections, is ulastirabilecekleri yardim masalari
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police and other competent
authorities for the co-operation
between them? (Article 17, para. 3,
letter (b));

erisilebilir kilma? (Madde 17,
paragraf 3, (b));

accessible to the relevant public
authorities.

But there is no separate information
or direct sharing platform for the
counterfeit referred to in Article
17.3.

For medicinal products for human
use:

- Complaints reported to the
Agency; written applications reach
us through Presidency's
Communication Center (CIMER),
Ministry of Health Communication
Center (SABIM) and Agency's Public
Relations Unit.

- Exchange of information with all
authorities is provided by official
letters. Notifications within the
scope of the quick notification
system are also shared with
contacts via the e-mail address of
the Agency.

**Madde 17, paragraf 3, (b) icin
Konunun ilgili tiim Bakanliklarca
ortak degerlendirilmesinde yarar
gorilmektedir.

**Veteriner tibbi Urinlere yonelik

veya benzeri mekanizmalari kurar
ve bunlarin gorev alanlari ile irtibat
bilgilerini kamuoyuna duyurur.

Official correspondence is made in
accordance with the

Implementing Regulation on
Procedures and Principles to be
Applied in Official Correspondence
published in the Official Gazette
dated 10.06.2020 and no 31151.
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Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisti ahnmalidir.

d. Please indicate the persons,
units or services in charge of this co-
operation and information
exchange in the field of the
MEDICRIME Convention. Please
indicate how they are trained for
this purpose and how resources are
secured for it/them (Article 17,
para. 4);

d. MEDICRIME Sézlesmesi
alaninda bu isbirligi ve bilgi
ahsverisinden sorumlu kisileri,
birimleri veya hizmetleri belirtin. Bu
amag icin nasil egitim aldiklarini ve
kaynaklarin nasil glivence altina
alindigini belirtin. (Madde 17, para.
4);

**Sozlesme konusunun farkli
Bakanliklarin yetkisinde oldugu
gorilmektedir. Bu nedenle
belirtildigi tizere ilgili tim
Bakanliklarca ortak
degerlendirilecek bir mekanizma
kurulmasinda yarar gorilmektedir.

Soru 5: Uluslararasi isbirligi

Ige

a. Please indicate the national
contact point responsible for
transmitting and receiving requests
for information and/or co-operation
in connection with the fight against
counterfeiting of medical products
and similar crimes involving threats
to public health (Article 22, para. 2).

5070 sayil Elektronik imza Kanunu uyarinca elek]
n Kontroteditebitir Guvenltielektronik imza a

1S

tronik olarak imzalan
AT T DOKUTTTATIT

a. Medical Urinlerin sahteciligi
ve halk saghgina yonelik tehditleri
iceren benzer suglarla miicadele ile
ilgili olarak bilgi ve/veya isbirligi
taleplerinin iletilmesinden ve
alinmasindan sorumlu ulusal irtibat
noktasini belirtin (Madde 22,
paragraf 2).

mistir. Dok

man https://www.tu

For medical devices; according to
the legislation, the national point of
contact is the Ministry of Trade.
Data on market surveillance and
inspection activities carried out by
our Agency in the field of medical
devices is transmitted to the
Ministry of Trade through the
PGDBIS (National Market
Surveillance and Inspection
Information System) System. The
ministry transmits relevant
information to the European
Commission, European Union
Member States and other European
Union Organizations.

The national contact point for

medicinal products for human use is

Technical Regulations Regime
Decision published in the Official
Gazette dated 22.02.2013 and no
28567

Authority
Madde-4 (1) Bu Karar ¢ergevesinde;

f) ithalat ve ihracat denetimleri ile
piyasa gozetimi ve denetimi
arasinda uyum, isbirligi ve bilgi
akisini saglamaya, buna iliskin
enformasyon altyapisini
olusturmaya, denetimlerle ilgili
ulusal ve uluslararasi bildirim
sistemlerini kurmaya ve bildirimleri
yapmaya, bu faaliyetler hakkinda
kamuoyunu bilgilendirmek amaciyla
gerekli calismalari yapmaya ve

kisle@otuvbaglik-hifekelinines and Medical
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Devices Agency. Also there is a unit
within the Agency under the the
Vice Presidency of Inspectorate that
deals with counterfeit and illegal
issues of medicinal products for
human use and is a member of the
World Health Organization
substandard / spurious / falsely-
labelled / falsified / counterfeit
(SSFFC) mechanism.

raporlar hazirlamaya Ticaret
Bakanligi yetkilidir.

27.07.2013 tarihli ve 28720 sayili
Resmi Gazetede yayimlanan Piyasa
Gozetimi Ve Denetimi Sonug Ve
Onlemlerinin Kaydi Ve Bildirimi
Yonetmeligi

Ulusal Piyasa Gozetimi ve Denetimi
Bilgi Sistemi

Madde 5- (1) Bu Yonetmelik
kapsaminda yetkili kuruluslar
tarafindan Bakanliga iletilecek
bilgilerle ilgili islemler Bakanhk
tarafindan kurulan ve isletilen
Ulusal Piyasa Gozetimi ve Denetimi
Bilgi Sistemi izerinden
gerceklestirilir.

Alinan 6nlemlerin bildirimi

Madde 7- (2) Glvensizligi tespit
edilen Urunlere iliskin bilgiler
gerektiginde Genel Mudurlik
tarafindan Avrupa Komisyonuna
bildirilir.

b. Has your country integrated
prevention and the fight against
counterfeiting of medical products
and similar crimes involving threats

b. Ulkeniz, tiglincii devletlerin
yararina saglanan kalkinma yardim
programlarinda medical trlnlerin

sahteciligi ve halk sagligina yonelik

**Kalkinma yardim programlarini
yoneten ilgili Kurumlara danisiimasi
gerektigi degerlendirilmektedir.
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programmes for development
provided for the benefit of third
states (Article 22, para. 3)? Please
give examples.

onleme ve bunlarla micadeleyi
entegre etti mi (Madde 22, paragraf
3)? Orneklendirin.

Soru 6: Ceza Hukuku suglan

a. Please indicate whether the
intentional conducts in the box
below are considered criminal
offences in internal law.

a. Asagidaki kutudaki kasitli
davranislarin i¢ hukukta cezai suglar
olarak kabul edilip edilmedigini
belirtin.

Ige

b. Do the offences in your
internal laws require intentional
conduct? If no, please provide
information.

5070 sayil
et/

Elektronik imza Kanunu uyarinc
ebitir. Gliventietektronik imza

a elek]
as

tronik olarak imzalan
AT T DOKUTTTATIT

b. i¢ yasalarinizdaki suglar
kasith davranis gerektiriyor mu?
Gerektirmiyorsa, bilgi verin.

mistir. Dok
gogrulama

man https://www.tu

In Turkish penal law, the
occurrence of a crime depends on
the existence of the intent, and if it
is clearly stipulated in the law, a
crime is committed only by
negligence.

**Adalet Bakanligina danisiimasinin
uygun oldugu duslinilmektedir.

kiye.gov.tr/saglik-titck-ebys

Turkish Penal Code No. 5237

Kast

Madde 21-

(1) Sucun olusmasi kastin
varligina

baghdir. Kast, sucun kanuni
tanimindaki unsurlarin bilerek ve
istenerek gerceklestirilmesidir.

(2) Kisinin, sugun kanuni
tanimindaki unsurlarin
gerceklesebilecegini

ongdrmesine ragmen, fiili islemesi
halinde olasi kast vardir. Bu
halde, agirlastiriimis miebbet
hapis

cezasini gerektiren suclarda
muiebbet hapis cezasina, muebbet
hapis cezasini gerektiren suclarda
yirmi yildan yirmibes yila kadar
hapis cezasina hiikmolunur; diger
suclardaise temel ceza Ucte
birden yarisina kadar indirilir.
Taksir

Madde 22-
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(1) Taksirle islenen fiiller,
kanunun

acitkca belirttigi hallerde
cezalandirilir.

(2) Taksir, dikkat ve 6zen
yukamlalugiane aykirilik dolayisiyla,
bir davranisin sucun kanuni
taniminda belirtilen neticesi
ongorialmeyerek
gerceklestirilmesidir.

(3) Kisinin 6ngordigl neticeyi
istememesine karsin, neticenin
meydana gelmesi halinde bilingli
taksir vardir; bu halde taksirli
suca iliskin ceza Ucte birden yarisina
kadar artirilir.

(4) Taksirle islenen sucgtan dolayi
verilecek olan ceza failin kusuruna
gore belirlenir.

(5) Birden fazla kisinin taksirle
isledigi suclarda, herkes kendi
kusurundan dolayi sorumlu olur.
Her

failin cezasi kusuruna gore ayri
ayri belirlenir.

(6) Taksirli hareket sonucu neden
olunan netice, minhasiran failin
kisisel ve ailevi durumu bakimindan,
artik bir cezanin hikmedilmesini
gereksiz kilacak derecede magdur
olmasina yol agmissa ceza verilmez;

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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bilingli taksir halinde verilecek
ceza yaridan altida bire kadar
indirilebilir.

C. Please highlight whether
there are any other offences not
included in the box below that
involves counterfeit of medical
products and similar crimes
involving threats to public health in
your country? Please provide their
definitions and specify in which act
these are included;

Article 5 — Manufacturing of
counterfeits

1 Each Party shall take
the necessary legislative and other
measures to establish as offences
under its domestic law, the
intentional manufacturing of
counterfeit medical products, active
substances, excipients, parts,
materials and accessories.

2 As regards
medicinal products and, as
appropriate, medical devices, active
substances and excipients,
paragraph 1 shall also apply to any
adulteration thereof.

c. Ulkenizde asagida yer
almayan, medical riinlerin
sahteciligi ve halk sagligina yonelik
tehditleri iceren benzer suglari
iceren baska suclar olup olmadigini
belirtin. Tanimlarini ve bunlarin
hangi eylemde yer aldigini belirtin;

Madde 5 - Sahte Urlnlerin Gretimi

1 Her bir Taraf, kendi
ic yasalarina gore, sahte medical
Urlinlerin, aktif maddelerin,
yardimci maddelerin, parcalarin,
malzemelerin ve aksesuarlarin
kasitli olarak uretilmesinin sug
olmasini saglamak igin gerekli yasal
ve diger 6nlemleri alacaktir.

2 Tibbi Grlnler ve uygun
oldugu takdirde tibbi cihazlar, aktif
maddeler ve yardimci maddeler ile
ilgili olarak, 1. paragraf bunlarin
herhangi bir tahrifati icin de
gecerlidir.

In our country, crimes involving
medical product counterfeiting and
threats to public health are included
in the 5237 Turkish Penal Code and
the Pharmaceutical and Medical
Preparations Law No. 1262 .

The issue of counterfeiting in the
document is also considered as a
crime in Article 204 of the Turkish
Penal Code and its continuation.

Matters related to aiding and
abetting and attempt are regulated
in articles 35 and 39 of the Turkish
Penal Code.

**Veteriner tibbi Urilinlere yonelik
diizenlemeler Tarim ve Orman

Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisii ahnmalidir.

Law no 1262 on Pharmaceutical
and Medical Preparation;

Article 18- (Amendment : 2/1/2014
—6514/31 art.) If, as a result of the
analysis set in Art. 10, it is
established that the substance
entering into the composition of the
preparation, are impure, or do not
conform to the formula for which
permit is granted, or the
preparation is processed as to
decrease or lose its therapeutic
quality, if the act does not
constitute a crime, the license
holder, and the party, who although
aware of its being so processed,
sells it, who markets it or make it
sold, shall be given administrative
penalty from ten thousand Turkish
Lira up to five hundred thousand
Turkish Liras.

Those who make promotion and
sales of preparations as contrary to
this Law and who sale off the
certified-label these preparations
and who encourage writing
prescription in this manner shall be
given an administrative penalty up
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3 Each State or the
European Union may, at the time of
signature or when depositing its
instrument of ratification,
acceptance or approval, by a
declaration addressed to the
Secretary General of the Council of
Europe, declare that it reserves the
right not to apply, or to apply only
in specific cases or conditions,
paragraph 1, as regards excipients,
parts and materials, and paragraph
2, as regards excipients.

Article 6 — Supplying, offering to
supply, and trafficking in
counterfeits

1 Each Party shall take
the necessary legislative and other
measures to establish as offences
under its domestic law, when
committed intentionally, the
supplying or the offering to supply,
including brokering, the trafficking,
including keeping in stock,
importing and exporting of
counterfeit medical products, active
substances, excipients, parts,
materials and accessories.

2 Each State or the

3 Her devlet veya
Avrupa Birligi, imza sirasinda veya
onay, kabul veya onay belgesini
tevdi ederken, Avrupa Konseyi
Genel Sekreteri'ne hitaben bir
beyanla, yardimci maddeler,
parcalar ve malzemeler ile ilgili
1.paragrafi ve yardimci maddeler ile
ilgili 2. paragrafi, uygulamama veya
yalnizca belirli durumlarda
uygulama hakkini sakli tuttugunu
beyan edebilir.

Madde 6 - Sahte Uriin tedariki,
tedarik teklifi ve ticareti

1 Taraflardan her biri, kasitl
olarak gergeklestirildiginde, sahte
medical Grin, aktif madde, yardimci
madde, par¢a, malzeme ve
aksesuarlarin aracilig, ticareti,
stokta tutulmasi, ithalati ve ihracati
dahil olmak Gzere tedarik veya
tedarik teklifini kendi i¢c hukukuna
gore suc olarak tesis etmek icin
gerekli yasal ve diger dnlemleri
alacaktir.

amount of annual sales. However,
such penalty shall not be under one
hundred thousand Turkish Liras

In case of promotion or sales are
made over the internet, it shall be
immediately dedicated to block
access by the Ministry and this
decision shall be notified for
implementation to Information and
Communications Authority.Without
the permission of the competent
authority or contrary to given
permission , from twenty thousand
Turkish Lira up to three hundrend
thousand Turkish Lira
administrative penalty shall be
given those who make promotion of
product and sales with health
claims.

In case of repetition the
adminisrative penalty shall be apply
as double the amount of previously
applied.

Article 19- (Amendment:
01/23/2008-5728/43 art.) Those
who make preparations without
permission, or those who knowingly
sell preparations so made, who
market them or have them sold,
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signature or when depositing its
instrument of ratification,
acceptance or approval, by a
declaration addressed to the
Secretary General of the Council of
Europe, declare that it reserves the
right not to apply, or to apply only
in specific cases or conditions,
paragraph 1, as regards excipients,
parts and materials.

Article 7 — Falsification of
documents

1 Each Party shall take
the necessary legislative and other
measures to establish as offences
under its domestic law the making
of false documents or the act of
tampering with documents, when
committed intentionally.

2 Each State or the
European Union may, at the time of
signature or when depositing its
instrument of ratification,
acceptance or approval, by a
declaration addressed to the
Secretary General of the Council of
Europe, declare that it reserves the
right not to apply, or to apply only
in specific cases or conditions,

2 Her devlet veya Avrupa
Birligi, imza sirasinda veya onay,
kabul veya onay belgesini tevdi
ederken, Avrupa Konseyi Genel
Sekreteri'ne hitaben bir beyanla,
yardimci maddeler, pargalar ve
malzemeler ile ilgili 1.paragrafi,
uygulamama veya yalnizca belirli
durumlarda uygulama hakkini sakh
tuttugunu beyan edebilir.

Madde 7 - Belgelerin tahrif edilmesi

1 Taraflardan her biri, kasitli
olarak gerceklestirildiginde, kendi i¢
hukukunda sahte belge yapma veya
belgelere miidahale etmeyi sug
olarak tesis etmek i¢in gerekli yasal
ve diger 6nlemleri alir.

2 Her devlet veya
Avrupa Birligi, imza sirasinda veya
onay, kabul veya onay belgesini
tevdi ederken, Avrupa Konseyi
Genel Sekreteri'ne hitaben bir
beyanla, yardimci maddeler,
parcalar ve malzemeler ile ilgili
dokimanlara iliskin 1.paragrafi,
uygulamama veya yalnizca belirli

sentence amounting to 1 year up to
5 years. If it is established that such
preparations do not possess the
properties attributed there to or
that they are made in a manner as
to reduce or lose such properties or
are made of impure substances the
penalty shall be applicable
increasing by one third which
specified in the present paragraph
Although any productis not a
preparation, who sell them, who
market them or who advertise them
with declaring that product
diagnose and treat any disease,
shall be liable to heavy prison
sentence amounting to 1 year up to
5 years.

Furthermore in case of this kind of
products are sold and advertised on
the internet or other electronic
media, the penalty set in paragraph
3 of Art. 18 shall be applicable.

(2)To import, without permission
and for trade purpose, preparations
made abroad or knowingly to sell or
market same for purpose of sale or
to make them sold, shall be an act
of smuggling. The provisions of Law
on the Prevention and Prosecution
of Smuggling shall be applicable to
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related to excipients, parts and
materials

Article 8 — Similar crimes involving
threats to public health

Each Party shall take the necessary
legislative and other measures to
establish as offences under its
domestic law, when committed
intentionally, in so far as such an
activity is not covered by Articles 5,
6and7:

a the manufacturing,
the keeping in stock for supply,
importing, exporting, supplying,
offering to supply or placing on the
market of:

i medicinal products
without authorisation where such
authorisation is required under the
domestic law of the Party; or

i medical devices
without being in compliance with
the conformity requirements,
where such conformity is required
under the domestic law of the
Party;

durumlarda uygulama hakkini sakh
tuttugunu beyan edebilir.

Madde 8 - Halk sagligina tehdit
iceren benzer suglar

Taraflardan her biri, kasitli olarak
gerceklestirildiginde, 5, 6 ve 7'nci
Maddelerin kapsamina girmedigi
slirece, kendi i¢ hukukunda
asagidaki hususlarin sug teskil
edilmesi icin gerekli yasal ve diger
tedbirleri alir:

a Uretim, tedarik icin stokta
tutmak, ithal etmek, ihrag etmek,
tedarik etmek, tedarik etmek veya
piyasaya slirmek:

i ilgili tarafin i¢
hukukuna gore izin gerekli oldugu
hallerde izinsiz olan tibbi trinler;
veya

ii ilgili tarafin i¢
hukukuna gore gerekli olan
uygunluk gerekliliklerine uygun
olmayan tibbi cihazlar;

the committing the offence
specified in the present paragraph.

Manufacturing Plants of Medicinal
Products for Human Use published
in the Official Gazette dated
21.10.2017 and no. 30217

Turkish Penal Code No. 5237
Bozulmus veya degistirilmis gida
veya ilaglarin ticareti

Madde 186- (1) Kisilerin hayatini ve
saghgini tehlikeye sokacak bicimde
bozulmus, degistirilmis her tir
yenilecek veya icilecek seyleri
veya ilaglari satan, tedarik eden,
bulunduran kimseye bir yildan
bes

yila kadar hapis ve binbesyiz
gline kadar adli para cezasi verilir.
(2) Bu sugun, resmi izne dayali
olarak yiratilen bir meslek ve
sanatin icrasi kapsaminda islenmesi
halinde, verilecek ceza lgcte bir
oraninda artirilir Kisilerin hayatini
ve sagligini tehlikeye sokacak
bigcimde ilag yapma veya satma
Madde 187- (1) Kisilerin hayatini ve
sagligini tehlikeye sokacak bigcimde
ilag Ureten veya satan kimseye
bir
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b the commercial use
of original documents outside their
intended use within the legal
medical product supply chain, as
specified by the domestic law of the
Party.

Article 9 — Aiding or abetting and
attempt

1 Each Party shall take
the necessary legislative and other
measures to establish as offences
when committed intentionally,
aiding or abetting the commission
of any of the offences established in
accordance with this Convention.

2 Each Party shall take
the necessary legislative and other
measures to establish as an offence
the intentional attempt to commit
any of the offences established in
accordance with this Convention.

3 Each State or the
European Union may, at the time of
signature or when depositing its
instrument of ratification,
acceptance or approval, by a
declaration addressed to the
Secretary General of the Council of

b orijinal belgelerin,
ilgili tarafin i¢c hukukunda belirtildigi
gibi, yasal tibbi trtin tedarik
zincirinde amaclanan kullanimlari
disinda ticari kullanimu.

Madde 9 - Yardimci olma, tesvik ve
tesebbiis

1 Taraflardan her biri, kasitli
olarak gercgeklestirildiginde, isbu
Sozlesmeye gore belirlenen
suglardan herhangi birine yardimda
bulunulmasi veya tesvik edilmesinin
sug teskil etmek igin gerekli yasal ve
diger tedbirleri alir.

2 Taraflardan her biri, isbu
Sozlesme uyarinca belirlenen
suclardan herhangi birini kasitl
olarak isleme girisimini sug olarak
belirlemek icin gerekli yasal ve diger
onlemleri alacaktir.

3 Her Devlet veya
Avrupa Birligi, imza sirasinda veya
onay, kabul veya onay belgesini
tevdi ederken, Avrupa Konseyi
Genel Sekreteri'ne hitaben bir

yildan bes yila kadar hapis ve
adli

para cezasi verilir.

(2) Bu sugun tabip veya eczacl
tarafindan ya da resmi izne dayall
olarak yiritilen bir meslek ve
sanatin icrasi kapsaminda
islenmesi halinde, verilecek ceza
Ugte bir oraninda artirilir.

Zehirli madde imal ve ticareti
Madde 193- (1) iceriginde zehir
bulunan ve uretilmesi,
bulundurulmasi veya satilmasi
izne

baglh olan maddeyi izinsiz olarak
Ureten, bulunduran, satan veya
nakleden kisi, iki aydan bir yila
kadar

hapis cezasi ile cezalandirihr.

Resmi belgede sahtecilik

Madde 204-

(1) Bir resmi belgeyi sahte olarak
dizenleyen, gercek bir resmi
belgeyi

baskalarini aldatacak sekilde
degistiren veya sahte resmi
belgeyi kullanan kisi, iki yildan bes
yila kadar hapis cezasl ile
cezalandirilir.

(2) Gorevi geregi diizenlemeye
yetkili oldugu resmi bir belgeyi
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right not to apply, or to apply only
in specific cases or conditions,
paragraph 2 to offences established
in accordance with Articles 7 and 8.

olusturulan suclara yalnizca belirli
hallerde veya kosullarda, paragraf
2'yi uygulama veya uygulamama
hakkini sakli tutacagini beyan
edebilir.

bir belgeyi baskalarini aldatacak
sekilde degistiren, gercege aykiri
olarak belge diizenleyen veya
sahte resmi belgeyi kullanan kamu
gorevlisi Uc yildan sekiz yila kadar
hapis cezasi ile cezalandirilir.

(3) Resmi belgenin, kanun hikmi
geregi sahteligi sabit oluncaya kadar
gecerli olan belge niteliginde olmasi
halinde, verilecek ceza yarisi
oraninda artirilir.

Resmi belgeyi bozmak, yok
etmek veya gizlemek

Madde 205- (1) Gergek bir resmi
belgeyi bozan, yok eden veya
gizleyen kisi, iki yildan bes yila kadar
hapis cezasi ile cezalandirilir.
Sucun kamu gorevlisi tarafindan
islenmesi halinde, verilecek ceza
yari oraninda artirilir.

Resmi belgenin diizenlenmesinde
yalan beyan

Madde 206- (1) Bir resmi belgeyi
dizenlemek yetkisine sahip olan
kamu gorevlisine yalan beyanda
bulunan kisi, Gi¢ aydan iki yila kadar
hapis veya adli para cezasi ile
cezalandirilir.

Ozel belgede sahtecilik

Madde 207- (1) Bir 6zel belgeyi
sahte olarak dizenleyen veya
gercek
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bir 6zel belgeyi baskalarini
aldatacak sekilde degistiren ve
kullanan kisi, bir yildan Gg yila
kadar hapis cezasi ile
cezalandirilir.

(2) Bir sahte 6zel belgeyi bu
ozelligini bilerek kullanan kisi de
yukaridaki fikra hikmine goére
cezalandirilir.

Ozel belgeyi bozmak, yok etmek
veya gizlemek

Madde 208 - (1) Gergek bir 6zel
belgeyi bozan, yok eden veya
gizleyen kisi, bir yildan Gg yila kadar
hapis cezasi ile cezalandirihr.

Agiga imzanin kotiiye
kullanilmasi

Madde 209- (1) Belirli bir tarzda
doldurulup kullaniimak {izere
kendisine teslim olunan imzal ve
kismen veya tamamen bos bir
kagidi, verilme nedeninden farkli bir
sekilde dolduran kisi, sikayet
Uzerine, Ug aydan bir yila kadar
hapis cezasl ile

cezalandirilir.

(2) imzah ve kismen veya tamamen
bos bir kagidi hukuka aykiri olarak
ele gecirip veya elde bulundurup
da hukuki sonu¢ doguracak sekilde
dolduran kisi, belgede sahtecilik
hiikiimlerine gore cezalandirilir.
Resmi belge hiikmiinde belgeler
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Madde 210- (1) Ozel belgede
sahtecilik sugunun konusunun,
emre

veya hamile yazili kambiyo
senedi,

emtiayl temsil eden belge, hisse
senedi, tahvil veya vasiyetname
olmasi halinde, resmi belgede
sahtecilik sucuna iliskin hiukimler
uygulanir. (2) Gergege aykiri belge
dizenleyen tabip, dis tabibi,
eczacl, ebe, hemsire veya diger
saglik meslegi mensubu, ¢ aydan
bir yila kadar hapis cezasi ile
cezalandirilir.

Dizenlenen belgenin kisiye haksiz
bir menfaat saglamasi ya da
kamunun veya kisilerin zararina
bir sonuc dogurucu nitelik
tasimasi halinde, resmi belgede
sahtecilik

hiikiimlerine gobre cezaya
hikmolunur.

Law No. 4703 on
Preparation and Implementation of
Technical Legislation On Product

Madde 5-
Uygunluk isaretinin veya uygunluk

degerlendirme islemleri
sonucunda
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For medical devices; sanctions are
imposed in case of acting contrary
Bu belge 5070 sayil Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.tutkib@.gharpagnksinrenis Article 5 of the

verilen belgelerin tahrif veya
taklit

edilmesi, usuliine uygun olmadan
kullanilmasi yasaktir.

Madde 12- Bu Kanunun;

f) 5 inci maddesinin onuncu
fikrasina

aykiri hareket edenler hakkinda
on bin Tirk lirasindan yetmis bes
bin Turk lirasina kadar,

Turkish Penal Code No. 5237

Suca tesebbiis

Madde 35- (1) Kisi, islemeyi
kastettigi bir sugu elverisli
hareketlerle dogrudan dogruya
icraya baslayip da elinde olmayan
nedenlerle tamamlayamaz ise
tesebbisten dolayi sorumlu tutulur.
Yardim etme

Madde 39- (1) Sucun islenmesine
yardim eden kisiye, islenen sugun
agirlastiriimis muiebbet hapis
cezasini gerektirmesi halinde, onbes
yildan yirmi yila; miebbet hapis
cezasini gerektirmesi halinde, on
yildan onbes yila kadar hapis cezasi
verilir. Diger hallerde cezanin
yarist indirilir. Ancak, bu durumda
verilecek ceza sekiz yil gecemez.
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Law No. 4703. In this context, it has
been evaluated that the matters in
the seventh and eighth paragraphs
of Article 5 of the mentioned law
are different from the crimes
included in the articles of the
convention, which require
sanctions.

There is no direct provision
regarding the production of
counterfeit products for medical
devices. Legal action can be taken
against these products as they do
not meet the relevant technical
legislation and their documents are
counterfeit.
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(2) Asagidaki hallerde kisi islenen
suctan dolayi yardim eden sifatiyla
sorumlu olur:

a) Suc islemeye tesvik etmek veya
suc isleme kararini
kuvvetlendirmek veya fiilin
islenmesinden sonra yardimda
bulunacagini vaat etmek.

b) Sucun nasil islenecegi
hususunda yol gostermek veya
fiilin islenmesinde

kullanilan araglari saglamak.

c) Sucun islenmesinden Once veya
islenmesi sirasinda yardimda
bulunarak icrasini kolaylastirmak.

Law No. 4703 on Preparation and
Implementation of Technical
Legislation On Products published
in the Official Gazette dated
11.07.2001 No. 24459

Uriinlerin piyasaya arzinda
tireticilerin ve dagiticilarin
yikiimliiltikleri

Madde 5-

(7) Uretici, Griiniin 6ngoriilen
kullanim siresi icinde, yeterli uyari
olmaksizin fark edilemeyecek
nitelikteki riskleri hakkinda

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1ZZ1AXZmxXYnUySHY3ak1UZ1AxRG83
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tiketicilere gerekli bilgiyi saglamak,
ozelliklerini belirtecek sekilde Grind
isaretlemek; gerektiginde piyasaya
arz edilmis drinlerden numuneler
alarak test etmek, sikayetleri
sorusturmak ve yapilan denetim
sonuglarindan dagiticilari haberdar
etmek, riskleri 6nlemek amaci ile
Grlnlerin toplatilmasi ve bertarafi
da dahil olmak Gzere gerekli
onlemleri almakla ytukimladdr.

(8) Uretici, ilgili teknik diizenlemede
belirtilen tim belgeleri; bu belgeler
kapsamindaki son triiniin yurt
icinde Uretiliyor ise Uretildigi, ithal
ise ithal edildigi tarihten itibaren
ilgili teknik diizenlemede belirtilen
siire, bu siirenin belirtiimemesi
halinde yetkili kurulusca
belirlenecek siire boyunca
muhafaza etmek ve istenilmesi
halinde yetkili kuruluslara ibraz
etmekle yikumltdar.

Article 7-for medical devices :
Law No. 4703 on Preparation and
Implementation of Technical
Legislation On Products dated
29/06/2001
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Uriinlerin piyasaya arzinda
iireticilerin ve dagiticilarin
yiikiimliiliikleri

Madde 5 —.....Uygunluk isaretinin
veya uygunluk degerlendirme
islemleri sonucunda verilen
belgelerin tahrif veya taklit edilmesi,
usuliine uygun olmadan kullanilimasi
yasaktir.

Madde 12 —f) 5 inci maddesinin
onuncu fikrasina aykiri hareket
edenler hakkinda 17,361 Tirk
Lirasindan 130.209 Tirk Lirasina
kadar,

Law on Product Safety and
Technical Regulations dated
05/03/2020 and no 7223 which will
be implemented as of March 12,
2021
MADDE 13- (2) Bir teknik
dizenlemenin gerektirdigi triinlere
iliskin her tirli uygunluk isareti ve
belgesinin, test raporlarinin ve diger
belgelerin gercege aykiri sekilde
dizenlenmesi, kullaniimasi, tahrif
veya taklit edilmesi yasaktir.
MADDE 20-(1) c) 7 nci maddesinin
birinci fikrasinin (b) bendi, 9 uncu
maddesinin birinci fikrasinin (b)
bendiile 13 Gincli maddesinin ikinci
fikrasina aykiri hareket edenlere
20.000 Turk lirasindan 200.000 Tirk
lirasina kadar,
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MADDE 8- (a) ii Tibbi Cihazlara
Yonelik olarak;

Law No. 4703 on Preparation and
Implementation of Technical
Legislation On Products dated
29/06/2001

MADDE 5- Birinci fikra; Piyasaya arz
edilecek yeni trinlerin ilgili teknik
diizenlemeye uygun olmasi
zorunludur......

Uctincii fikra; Uretici, piyasaya
sadece glvenli Grlinleri arz etmek
zorundadir. Teknik diizenlemelere
uygun Urlinlerin glivenli oldugu
kabul edilir.....

Yedinci fikra : Uretici, Griiniin
ongorilen kullanim siresi icinde,
yeterli uyari olmaksizin fark
edilemeyecek nitelikteki riskleri
hakkinda tiiketicilere gerekli bilgiyi
saglamak, ozelliklerini belirtecek
sekilde Grlini isaretlemek;
gerektiginde piyasaya arz edilmis
Urlinlerden numuneler alarak test
etmek, sikayetleri sorusturmak ve
yapilan denetim sonuglarindan
dagiticilari haberdar etmek, riskleri
onlemek amaci ile Grlinlerin
toplatilmasi ve bertarafi da dahil
olmak lzere gerekli 6nlemleri
almakla yukumltdur.

Dokuzuncu fikra: Dagitic, sahip
oldugu bilgiler cercevesinde, giivenli
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olmadigini bildigi Grlnleri piyasaya
arz edemez. Dagitici, faaliyetleri
cercevesinde, Urinlerin tasidig
riskler ve bu risklerden korunmak
icin alinmasi gereken dnlemler
hakkinda ilgililere bilgi verir.
Ureticinin tespit edilemedigi
durumlarda, yetkili kurulusca
belirlenecek siire icinde Ureticinin
veya mali tedarik ettigi kisinin
kimligini bildirmeyen dagitici, Uretici
olarak kabul edilir. (Ek climle:
18/6/2017-7033/66 md.) Dagiticilar,
teknik diizenlemelerle kendilerine
getirilen yakimlaltkleri yerine
getirmek zorundadir.

Madde 12 — a) 5 inci maddesinin
birinci fikrasina aykiri hareket eden
Ureticiler hakkinda 6.943 Tirk
lirasindan 86.806 Tirk lirasina
kadar,

b) 5 inci maddesinin Gglnci
fikrasina aykiri hareket eden
Ureticiler hakkinda 32.986 Tirk
lirasindan 434.036 Tirk lirasina
kadar,

¢) 5 inci maddesinin yedinci
fikrasina aykiri hareket eden
Ureticiler hakkinda 6.943Turk
lirasindan 130.209 Tirk lirasina
kadar,

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
adresinden kontrol edilebilir. Glvenli elektronik imza asli ile aynidir. Dokiimanin dogrulama kodu : 1Z1AxZmxXYnUySHY3ak1UZ1AxRG83

61



Bu b

adre

e) 5 inci maddesinin dokuzuncu
fikrasina aykiri hareket eden
dagiticilar hakkinda 3.471 Turk
lirasindan 69.445 Tirk lirasina
kadar,

Soru 7: Yarg) Yetkisi

si

With regard to the offences
referred to in question 6, please
indicate which jurisdiction rules
apply. Please specify under which
conditions, if required (Article 10,
Explanatory Report, paras. 69-78).

ellge 5070 sayil Elektronik imza Kanunu uyarinca elek]
nde

Soru 6'da belirtilen suglarla ilgili
olarak, hangi yargi kurallarinin
gecerli oldugunu belirtin. Gerekirse
hangi kosullar altinda oldugunu
belirtiniz (Madde 10, Agiklayici
Rapor, paragraf 69-78).

Issues related to jurisdiction are
regulated in detail in the Turkish
Penal Code and Criminal Procedure
Code.

fronik olarak imzalanmigtir. Dokiiman https://www:.turkiye.gov.tr/saglik-titck-ebys

Turkish Penal Code No. 5237

Yer bakimindan uygulama

MADDE 8- (1) Turkiye'de islenen
suclar hakkinda Tiark kanunlari
uygulanir. Fiilin kismen veya
tamamen Tirkiye'de islenmesi
veya neticenin Tirkiye'de
gerceklesmesi halinde suc,
Tirkiye'de islenmis sayilr.

(2) Sug;

a) Turk kara ve hava sahalari ile Tiirk
karasularinda,

b) Acik denizde ve bunun Gzerindeki
hava sahasinda, Turk deniz ve
hava araclarinda veya bu araclarla,
c) Turk deniz ve hava savas
araclarinda veya bu araclarla,

d) Tarkiye'nin kit'a sahanliginda
veya

munhasir ekonomik bolgesinde tesis
edilmis sabit platformlarda veya
bunlara kars, islendiginde
Turkiye'de islenmis sayilir.

Yabanci iilkede hiikiim verilmesi
MADDE 9- (1) Turkiye'de isledigi
suctan dolayl yabanci Ulkede

n Kontrol edilebilir. Guvenli elektronik imza asI il
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hakkinda hikim verilmis olan
kimse, Turkiye'de yeniden
yargilanir.

Gorev suglari

MADDE 10- (1) Yabanci Ulkede
Tirkiye namina memuriyet veya
gorev Ustlenmis olup da bundan
dolay! bir suc isleyen kimse, bu fiile
iliskin olarak yabanci tlkede
hakkinda mahkOmiyet hikmi
verilmis bulunsa bile, Tirkiye'de
yeniden yargilanir.

Vatandas tarafindan islenen sug
MADDE 11- (1) Bir Tiirk vatandasi,
13 Uinci maddede yazili suglar
disinda, Turk kanunlarina gore asagi
sinirt bir yildan az olmayan hapis
cezasini gerektiren bir sucu
yabanci Ulkede isledigi ve kendisi
Turkiye'de bulundugu takdirde, bu
suctan dolayi yabanci Ulkede
hikim verilmemis olmasi ve
Turkiye'de kovusturulabilirligin
bulunmasi kosulu ile Tirk
kanunlarina gore cezalandirilr.

(2) Sug, asagi siniri bir yildan az
hapis cezasini gerektirdiginde
yargilama yapilmasi zarar gorenin
veya yabanci hilkiimetin sikayetine
baghdir. Budurumda sikayet,
vatandasin Tirkiye'ye girdigi
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tarihten itibaren alti ay icinde
yapilmalidir.

Yabanci tarafindan islenen sug
MADDE 12- (1) Bir yabanci, 13 tncl
maddede yazili suglar disinda,
Tirk kanunlarina gore asagi siniri en
az bir yil hapis cezasini gerektiren
bir sucu yabanci Glkede Tirkiye'nin
zararina isledigi ve kendisi
Turkiye'de bulundugu takdirde,
Turk kanunlarina gore
cezalandirilir.

Yargilama yapilmasi Adalet
Bakaninin istemine baghdir.

(2) Yukandaki fikrada belirtilen
sugun bir Tirk vatandasinin veya
Tirk kanunlarina gore kurulmus
Ozel

hukuk tizel kisisinin zararina
islenmesi ve failin Turkiye'de
bulunmasi halinde, bu suctan dolayi
yabanci Ulkede hikim verilmemis
olmasi kosulu ile suctan zarar
gorenin sikayeti Gzerine fail, Turk
kanunlarina gore cezalandirilir.

(3) Magdur yabanci ise, asagidaki
kosullarin varhgi halinde fail, Adalet
Bakaninin istemi ile yargilanir:

a) Sugun, Tirk kanunlarina gore
asagisiniri Ug yildan az olmayan
hapis cezasini gerektirmesi.

b) Suglularin geri verilmesi
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anlagsmasinin bulunmamasi veya
geri

verilme isteminin sucun islendigi
Ulkenin veya failin uyrugunda
bulundugu devletin hikimeti
tarafindan kabul edilmemis olmasi.
(4) Birinci fikra kapsamina giren
suctan dolayl yabanci mahkemece
mahkam edilen veya herhangi bir
nedenle davasi veya cezasl disen
veya beraat eden yahut sucu
kovusturulabilir olmaktan g¢ikan
yabanci hakkinda Adalet Bakaninin
istemi Uzerine Turkiye'de yeniden
yargilama yapllir.

(5) (Ek: 18/6/2014-6545/56 md.)
Birinci fikra kapsamina giren
hallerde risvet ve niifuz ticareti
suclarindan dolayr yargilama
yapiimasi Adalet Bakaninin
istemine bagli degildir.

Diger suglar

MADDE 13- (1) Asagidaki suglarin,
vatandas veya yabanci tarafindan,
yabanci Ulkede islenmesi halinde,
Turk kanunlari uygulanir:

a) ikinci Kitap, Birinci Kisim
altinda yer alan suglar.

b) ikinci Kitap, Dordiinci Kisim
altindaki Ugiincii, Dérdiinci,
Besinci,

Altinci, Yedinci ve Sekizinci
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Bolimlerde yer alan suglar.

c) iskence (madde 94, 95).

d) Cevrenin kasten kirletilmesi
(madde 181).

e) Uyusturucu veya uyarici madde
imal ve ticareti (madde 188),
uyusturucu veya uyarici madde
kullanilmasini kolaylastirma
(madde 190).

f) Parada sahtecilik (madde 197),
para ve kiymetli damgalari imale
yarayan araclarin lretimi ve ticareti
(madde 200), mihirde sahtecilik
(madde 202).

g) Fuhus (madde 227).

h) (Mlga : 26/6/2009 — 5918/1
md.)

i) Deniz, demiryolu veya havayolu
ulasim araglarinin kagirilmasi veya
alikonulmasi (madde 223, fikra 2, 3)
ya da bu araclara karsi islenen zarar
verme (madde 152) suclari.

(2) (Ek ikinci fikra: 29/6/2005 —
5377/3 md.) ikinci Kitap,
Dordiinci Kisim altindaki Ugiincd,
Dordincd, Besinci, Altinci ve Yedinci
Bollimlerde yer alanlar harig;
birinci fikra kapsamina giren
suclardan dolayi Turkiye'de
yargilama yapilmasi,

Adalet Bakaninin talebine baglidir.
(3) Birinci fikranin (a) ve (b)
bentlerinde yazili suglar dolayisiyla
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yabanci bir Gilkede mahklmiyet
veya

beraat karari verilmis olsa bile,
Adalet Bakaninin talebi Uzerine
Turkiye'de yargilama yapilir .(1)

5271 sayili Ceza Muhakemesi
Kanunu

Yetkili mahkeme

MADDE 12 - (1) Davaya bakmak
yetkisi, sucun islendigi yer
mahkemesine aittir.

(2) Tesebbiste son icra
hareketinin yapildigi, kesintisiz
suglarda kesintinin gergeklestigi ve
zincirleme suclarda son sucun
islendigi yer mahkemesi yetkilidir.
(3) Sug, Ulkede yayimlanan bir basih
eserle islenmisse yetki, eserin yayim
merkezi olan yer mahkemesine
aittir.

Ancak, ayni eserin birden ¢ok yerde
basilmasi durumunda sug, eserin
yayim merkezi disindaki
baskisinda

meydana gelmisse, bu sug i¢in
eserin basildigl yer mahkemesi de
yetkilidir.

(4) Sorusturulmasi ve
kovusturulmasi sikdyete bagl olan
hakaret sugunda eser, magdurun
yerlesim yerinde veya oturdugu
yerde dagitilmissa, o
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yer mahkemesi de yetkilidir.
Magdur, sucun islendigi yer
disinda tutuklu veya hikimli
bulunuyorsa, o yer

mahkemesi de yetkilidir.

(5) Gorsel veya isitsel yayinlarda da
bu maddenin Uglincl fikrasi
hikmu uygulanir. Gorsel ve isitsel
yayin, magdurun yerlesim yerinde
ve oturdugu yerde isitilmis veya
gorilmuisse o yer mahkemesi de
yetkilidir.

Ozel yetki

MADDE 13 — (1) Sugun islendigi yer
belli degilse, stpheli veya sanigin
yakalandig yer, yakalanmamissa
yerlesim yeri mahkemesi yetkilidir.
(2) Supheli veya sanigin
Turkiye'de

yerlesim yeri yoksa Tiirkiye'de en
son adresinin bulundugu yer
mahkemesi yetkilidir.

(3) Mahkemenin bu suretle de
belirlenmesi olanagi yoksa, ilk
usul

isleminin yapildigi yer mahkemesi
yetkilidir.

Yabanci lilkede islenen suglarda
yetki
MADDE 14 - (1) Yabanci llkede
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islenen ve kanun hikimleri
uyarinca

Tirkiye'de sorusturulmasi ve
kovusturulmasi gereken suglarda
yetki, 13 Uncl maddenin birinci
ve ikinci fikralarina gére belirlenir.
(2) Bununla birlikte Cumhuriyet
savcisinin, sliphelinin veya sanigin
istemi Uzerine Yargitay, sugun
islendigi yere daha yakin olan yer
mahkemesine yetki verebilir.

(3) Bu gibi suclarda supheli veya
sanik Turkiye'de yakalanmamis,
yerlesmemis veya adresi yoksa;
yetkili mahkeme, Adalet Bakaninin
istemi ve Yargitay Cumhuriyet
Bassavcisinin basvurusu Uzerine
Yargitay tarafindan belirlenir.

(4) Yabanci Ulkelerde bulunup da
diplomatik bagisikliktan yararlanan
Turk kamu gorevlilerinin isledikleri
suglardan dolayi yetkili mahkeme
Ankara mahkemesidir.

Adalet Bakanliginca
degerlendirilmelidir.

Soru 8: Kurum

sal sorumluluk

Does your system provide that a
legal person may be held liable for
an offence established in
accordance with Article 11? Please
specify under which conditions.

Sisteminiz, bir tlizel kisinin Madde
11 uyarinca teskil edilen bir suctan
sorumlu tutulmasini saghyor mu?
Hangi kosullar altinda oldugunu
belirtin.

Pursuant to the principle of the
personality of criminal liability, no
penal sanctions can be imposed on
legal entities according to Turkish
laws, but sanctions in the nature of

Turkish Penal Code No. 5237
Ceza sorumlulugunun sahsiligi
Madde 20- (1) Ceza sorumlulugu
sahsidir. Kimse baskasinin fiilinden
dolayi sorumlu tutulamaz.
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(2) Tazel kisiler hakkinda ceza
yaptirimi uygulanamaz. Ancak, sug
dolayisiyla kanunda 6ngériilen
givenlik tedbiri niteligindeki
yaptirimlar sakhdir.

Tiizel kisiler hakkinda giivenlik
tedbirleri

MADDE 60- (1) Bir kamu
kurumunun verdigi izne dayal
olarak faaliyette bulunan ozel
hukuk tizel kisisinin

organ veya temisilcilerinin istirakiyle
ve bu iznin verdigi yetkinin
kotlye kullanilmasi suretiyle tlzel
kisi yararina islenen kasitli
suclardan mahkimiyet halinde,
iznin iptaline karar verilir.

(2) Misadere hikimleri, yararina
islenen suglarda 6zel hukuk tuzel
kisileri hakkinda da uygulanir.

(3) Yukaridaki fikralar hiikimlerinin
uygulanmasinin islenen fiile nazaran
daha agir sonuglar ortaya
cikarabilecegi durumlarda, hakim bu
tedbirlere hilkmetmeyebilir.

(4) Bu madde hukimleri kanunun
ayrica belirttigi hallerde uygulanir.

Tuzel kisiler hakkinda giivenlik
tedbiri uygulanmasi

MADDE 169- (1) Hirsizhk, gtveni
kotlye kullanma ve dolandiricilik
suglarinin islenmesi suretiyle
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Bu bel

yararina haksiz menfaat saglanan
tuzel kisiler hakkinda bunlara
ozgl

givenlik tedbirlerine hiikmolunur.

Soru 9: Yaptirimlar ve 6nlemler

a. Please indicate which
sanctions internal law provides for
the criminal offences established in
accordance with the Convention
with regard to both natural and
legal persons. Please specify
whether the sanctions are criminal,
civil and/or administrative sanctions
(Article 12, Explanatory Report,
paras. 84-91);

a. Hem gercek hem de tiizel
kisiler icin s6zlesmeye uygun olarak
teskil edilen cezai suglar icin i¢
hukuk tarafindan hangi yaptirimlar
saglandigini belirtin. Yaptirimlarin
cezai, hukuki ve/veya idari
yaptirimlar olup olmadigini belirtiniz
(Madde 12, Aciklayici Rapor,
paragraf. 84-91);

The penal provisions in the Turkish
Penal Code and the Law on
Pharmaceutical and Medical
Preparations have also been given
above, and the Law on
Pharmaceutical and Medical
Preparations N0.1262, the Law on
the Preparation and
Implementation of Technical
Legislation on Products No. 4703

Administrative Fines determined in
Article 12 of the Law on Preparation
and Implementation of Technical
Legislation on Products dated
29/06/2001 and No. 4703.

For medical devices; Sanctions are
imposed in case of acting contrary
to the provisions in Article 5 of the
Law No. 4703.

The device is rejected from the UTS
system and its circulation in the
market is prevented.
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Law on Pharmaceutical and
Medical Preparations No. 1262
Article 18- (Amendment: 2/1/2014
—6514/31 art.) If, as a result of the
analysis set in Art. 10, it is
established that the substance
entering into the composition of the
preparation, are impure, or do not
conform to the formula for which
permit is granted, or the
preparation is processed as to
decrease or lose its therapeutic
quality, if the act does not
constitute a crime, the license
holder, and the party, who although
aware of its being so processed,
sells it, who markets it or make it
sold, shall be given administrative
penalty from ten thousand Turkish
Lira up to five hundred thousand
Turkish Lira . Those who make
promotion and sales of
preparations as contrary to this Law
and who sale off the certified-label
these preparations and who
encourage writing prescription in
this manner shall be given an
administrative penalty up to five
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times of the last total amount of
annual sales. However, such penalty
shall not be under one hundred
thousand Turkish Lira. In case of
promotion or sales are made over
the internet, it shall be immediately
dedicated to block access by the
Ministry and this decision shall be
notified for implementation to
Information and Communications
Authority.Without the permission
of the competent authority or
contrary to given permission, from
twenty thousand Turkish Lira up to
three hundrend thousand Turkish
Lira administrative penalty shall be
given those who make promotion of
product and sales with health
declaration. In case of repetition
the adminisrative penalty shall be
apply as double the amount of
previously applied.

Article 19- (Amendment:
01/23/2008-5728/43 art.) Those
who make preparations without
permission, or those who knowingly
sell preparations so made, who
market them or have them sold,
shall be liable to heavy prison
sentence amounting to 1 year up to
5 years. If it is established that such
preparations do not possess the
properties attributed there to or
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that they are made in a manner as
to reduce or lose such properties or
are made of impure substances the
penalty shall be applicable
increasing by a third which specified
in the present paragraph. Although
any product is not a preparation,
who sell them, who market them or
who advertise them with declaring
that product diagnose and treat any
disease, shall be liable to heavy
prison sentence amounting to 1
year up to 5 years. Furthermore, in
case of this kind of products are
sold and advertised on the internet
or other electronic media, the
penalty set in paragraph 3 of Art. 18
shall be applicable. To import,
without permission and for trade
purpose, preparations made abroad
or knowingly to sell or market same
for purpose of sale or to make them
sold, shall be an act of smuggling.
The provisions of Law No. 1918 shall
be applicable to the committing the
offence specified in the present
paragraph.

Turkish Penal Code No. 5237

Belli haklari kullanmaktan yoksun
birakilma

MADDE 53- (1) Kisi, kasten
islemis oldugu sugtan dolayi hapis
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cezasina mahkUmiyetin kanuni
sonucu olarak;

a) Surekli, streli veya gecici bir
kamu

gorevinin Ustlenilmesinden; bu
kapsamda, Tiarkiye Blylik Millet
Meclisi Uyeliginden veya Devlet,
il,

belediye, kdy veya bunlarin denetim
ve gozetimi altinda bulunan
kurum ve kuruluslarca verilen,
atamaya veya secime tabi butin
memuriyet ve hizmetlerde istihdam
edilmekten,

b) Secme ve secilme ehliyetinden
c) Velayet hakkindan; vesayet
veya kayyimhga ait bir hizmette
bulunmaktan,

d) Vakif, dernek, sendika, sirket,
kooperatif ve siyasi parti tizel
kisiliklerinin yoneticisi veya
denetgisi

olmaktan,

e) Bir kamu kurumunun veya
kamu kurumu niteligindeki meslek
kurulusunun iznine tabi bir
meslek

veya sanati, kendi sorumlulugu
altinda serbest meslek erbabi
veya tacir olarak icra etmekten,
Yoksun birakilir.

(2) Kisi, islemis bulundugu sug
dolayisiyla mahkim oldugu hapis
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cezasinin infazi tamamlanincaya
kadar bu haklari kullanamaz.

(3) Mahkim oldugu hapis cezasl
ertelenen veya denetimli
serbestlik tedbiri uygulanarak
cezas! infaz edilen ya da kosullu
saliverilen hakimlinin kendi
altsoyu lzerindeki velayet, vesayet
ve kayyimlik yetkileri agisindan
yukaridaki fikralar hikimleri
uygulanmaz. Mahkim oldugu
hapis cezasi ertelenen veya
denetimli serbestlik tedbiri
uygulanarak cezasi

infaz edilen ya da kosullu saliverilen
hikimlaG hakkinda birinci fikranin
(e)

bendinde s6z konusu edilen hak
yoksunlugunun uygulanmamasina
karar verilebilir.

(4) Kisa siireli hapis cezasi
ertelenmis veya fiili isledigi sirada
onsekiz yasini doldurmamis olan
kisiler hakkinda birinci fikra hilkm{i
uygulanmaz.

(5) Birinci fikrada sayilan hak ve
yetkilerden birinin kotliye
kullanilmasi suretiyle islenen
suglar dolayisiyla hapis cezasina
mahkamiyet halinde, ayrica, cezanin
infazindan sonra islemek Uzere,
hikmolunan cezanin yarisindan
bir

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokimanin dogrulama kodu : 1Z1AXZmxXYnUySHY3ak1UZ1AxRG83

75



Bu belge 5070 sayil Elektronik imza Kanunu uyarinca elektrpnik olarak imzalanmigtir. Dokiiman https://www.turk|

ye.gov.tr/saglik-titck-ebys

katina kadar bu hak ve yetkinin
kullanilmasinin yasaklanmasina
karar verilir. Bu hak ve
yetkilerden birinin kotlye
kullanilmasi suretiyle

islenen suclar dolayisiyla sadece adli
para cezasina mahk{miyet
halinde, hikiimde belirtilen giin
sayisinin yarisindan bir katina kadar
bu hak ve yetkinin kullanilmasinin
yasaklanmasina karar verilir.
Hikmiin kesinlesmesiyle icraya
konan yasaklama ile ilgili sire,
adli para cezasinin tamamen
infazindan itibaren islemeye baslar.
(6) Belli bir meslek veya sanatin ya
da trafik dlizeninin gerektirdigi
dikkat ve 6zen yikimlaligline
aykirihk dolayisiyla islenen taksirli
suctan mahkGmiyet halinde, Ug¢
aydan az ve Ug¢ yildan fazla
olmamak lzere, bu meslek veya
sanatin icrasinin yasaklanmasina
ya da surici belgesinin geri
alinmasina karar verilebilir.
Yasaklama ve geri alma

hikmin kesinlesmesiyle yurirlige
girer ve slre, cezanin timiuyle
infazindan itibaren islemeye baslar.
Esya miisaderesi

MADDE 54- (1) lyiniyetli Gclinci
kisilere ait olmamak kosuluyla,
kasitli bir sugun islenmesinde

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokimanin dogrulama kodu : 1Z1AXZmxXYnUySHY3ak1UZ1AxRG83

76




kullanilan veya sugun islenmesine
tahsis edilen ya da suctan meydana
gelen esyanin misaderesine
hikmolunur. Sucun

islenmesinde kullaniimak Gzere
hazirlanan esya, kamu givenligi,
kamu sagligi veya genel ahlak
acisindan tehlikeli olmasi
durumunda misadere edilir. (Ek
climle: 24/11/2016-6763/11 md.)
Esyanin Uzerinde iyiniyetli UGglincl
kisiler lehine tesis edilmis sinirli ayni
hakkin bulunmasi halinde musadere
karari, bu hak sakli kalmak
sartiyla verilir.

(2) Birinci fikra kapsamina giren
esyanin, ortadan kaldiriimasi,
elden c¢ikarilmasi, tlketilmesi veya
musaderesinin baska bir surette
imkansiz kilinmasi halinde; bu
esyanin degeri kadar para
tutarinin misaderesine karar verilir.
(3) Sucta kullanilan esyanin
musadere edilmesinin islenen
suca

nazaran daha agir sonuglar
doguracagl ve bu nedenle
hakkaniyete aykiri olacagi
anlasildiginda, misaderesine
hikmedilmeyebilir.

(4) Uretimi, bulundurulmasi,
kullanilmasi, tasinmasi, alim ve
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edilir.

(5) Bir seyin sadece bazi kisimlarinin
misaderesi gerektiginde, timiine
zarar verilmeksizin bu kismi ayirmak
olanakli ise, sadece bu kismin
misaderesine karar verilir.

(6) Birden fazla kisinin paydas
oldugu esya ile ilgili olarak,
sadece

sucga istirak eden kisinin payinin
misaderesine hikmolunur.

Kazang¢ miisaderesi

MADDE 55- (1) Sugun islenmesi
ile elde edilen veya sucun
konusunu olusturan ya da sugun
islenmesi icin saglanan maddi
menfaatler ile bunlarin
degerlendirilmesi veya
dondstiridlmesi sonucu ortaya cikan
ekonomik kazanclarin misaderesine
karar verilir. Bu fikra hiikmiine gore
musadere karari verilebilmesi igin
maddi menfaatin sucun
magduruna iade edilememesi
gerekir.

(2) Musadere konusu esya veya
maddi menfaatlere elkonulamadigi
veya bunlarin merciine teslim
edilmedigi hallerde,

bunlarin karsiligini olusturan
degerlerin misaderesine
hakmedilir.
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(3) (Ek: 26/6/2009 —5918/2 md.) Bu
madde kapsamina giren esyanin
misadere edilebilmesi icin, esyayi
sonradan iktisap eden kisinin
22/11/2001 tarihli ve 4721 sayih
Tirk Medeni Kanununun iyiniyetin
korunmasina iliskin hiikiimlerinden
yararlanamiyor olmasi gerekir.

Bozulmus veya degistirilmis gida
veya ilaglarin ticareti

MADDE 186- (1) Kisilerin hayatini ve
saghgini tehlikeye sokacak bigimde
bozulmus, degistirilmis her tir
yenilecek veya icilecek seyleri
veya ilaclari satan, tedarik eden,
bulunduran kimseye bir yildan
bes

yila kadar hapis ve binbesyiz
gine kadar adli para cezasi verilir.
(2) Bu sugun, resmi izne dayali
olarak yuritilen bir meslek ve
sanatin icrasi kapsaminda islenmesi
halinde, verilecek ceza Ugte bir
oraninda artirihr.

Kisilerin hayatini ve saghgini
tehlikeye sokacak bicimde ilag
yapma veya satma

Madde 187- (1) Kisilerin hayatini ve
sagligini tehlikeye sokacak bigimde
ilag Ureten veya satan kimseye
bir
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yildan bes yila kadar hapis ve
adli

para cezasi verilir.

(2) Bu sucgun tabip veya eczaci
tarafindan ya da resmi izne dayali
olarak ylratalen bir meslek ve
sanatin icrasi kapsaminda islenmesi
halinde, verilecek ceza lgte bir
oraninda artirilir.

Law on Preparation and
Implementation of Technical
Legislation on Products No. 4703,
published in the Official Gazette
dated 11.07.2001 and numbered
24459

Uriinlerin piyasaya arzinda
iireticilerin ve dagiticilarin
yiikiimliliikleri

Madde 5 - Piyasaya arz edilecek
yeni Urtnlerin ilgili teknik
diizenlemeye uygun olmasi
zorunludur. Bu hikim, kullaniimis
olmakla birlikte degisiklik yapilarak
piyasaya tekrar arz edilmesi
hedeflenen urlinler ile Avrupa Birligi
Uyesi Ulkeler disindaki tGlkelerden
ithal edilen eski ve kullaniimis
Urtnlere de uygulanir.

Birinci fikrada belirtilen hususlarda
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getirmeye ve istisnalar tanimaya
Cumhurbaskani yetkilidir.(1)
Uretici, piyasaya sadece giivenli
drdnleri arz etmek zorundadir.
Teknik diizenlemelere uygun
dranlerin glvenli oldugu kabul
edilir. Teknik diizenlemenin
bulunmadigi hallerde, {riiniin
givenli olup olmadig; ulusal veya
uluslararasi standartlara; bunlarin
olmamasi halinde ise s6z konusu
sektordeki iyi uygulama kodu veya
bilim ve teknoloji diizeyi veya
tiketicinin glvenlige iliskin makul
beklentisi dikkate alinarak
degerlendirilir.

Uretici, giivenli olmadigi tespit
edilen driinin kendisi tarafindan
piyasaya arz edilmedigini veya
Urlintin giivenli olmamasi halinin
ilgili teknik diizenlemeye
uygunluktan kaynaklandigini
ispatladigi takdirde sorumluluktan
kurtulur.

Bir Grlnln glvenli kabul edilmesi
icin; Grdndn bilesimi,
ambalajlanmasi, montaj ve
bakimina iliskin talimatlar da dahil
olmak Uizere 6zellikleri; baska
drlnlerle birlikte kullaniimasi
Ongoriliyorsa bu Urlinlere yapacagi
etkiler; piyasaya arzi, etiketlenmesi,
kullanimi ve bertaraf edilmesi ile
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ilgili talimatlar ve Uretici tarafindan
saglanacak diger bilgiler ve Grini
kullanabilecek risk altindaki tiiketici
gruplari agisindan
degerlendirildiginde, temel gerekler
bakimindan azami 6lglide koruma
saglamasi gerekir.

Daha glvenli bir Griinln
Uretilmesinin miimkin olmasi veya
piyasada daha az risk taslyan
drdnlerin mevcut olmasi, ilgili teknik
dizenlemede aksi belirtilmedikce,
bir Grinln glivenli olmadig
anlamina gelmez.

Uretici, Griiniin éngorilen kullanim
slresi icinde, yeterli uyari
olmaksizin fark edilemeyecek
nitelikteki riskleri hakkinda
tuketicilere gerekli bilgiyi saglamak,
ozelliklerini belirtecek sekilde Grind
isaretlemek; gerektiginde piyasaya
arz edilmis Grlinlerden numuneler
alarak test etmek, sikayetleri
sorusturmak ve yapilan denetim
sonuglarindan dagiticilari haberdar
etmek, riskleri dnlemek amaci ile
dranlerin toplatiimasi ve bertarafi
da dahil olmak tzere gerekli
onlemleri almakla yukimliddr.
Uretici, ilgili teknik diizenlemede
belirtilen tiim belgeleri; bu belgeler
kapsamindaki son triniin yurt
icinde Uretiliyor ise Uretildigi, ithal
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ise ithal edildigi tarihten itibaren
ilgili teknik diizenlemede belirtilen
slire, bu slirenin belirtiimemesi
halinde yetkili kurulusca
belirlenecek sire boyunca
muhafaza etmek ve istenilmesi
halinde yetkili kuruluslara ibraz
etmekle yikumlidur.

Dagitici, sahip oldugu bilgiler
cercevesinde, glivenli olmadigini
bildigi Grlinleri piyasaya arz edemez.
Dagitici, faaliyetleri cercevesinde,
drdnlerin tasidigi riskler ve bu
risklerden korunmak igin alinmasi
gereken onlemler hakkinda ilgililere
bilgi verir. Ureticinin tespit
edilemedigi durumlarda, yetkili
kurulusca belirlenecek siire icinde
Ureticinin veya mali tedarik ettigi
kisinin kimligini bildirmeyen dagitici,
Uretici olarak kabul edilir. (Ek ciimle:
18/6/2017-7033/66 md.) Dagiticilar,
teknik diizenlemelerle kendilerine
getirilen yukimlulikleri yerine
getirmek zorundadir.

Uygunluk isaretinin veya uygunluk
degerlendirme islemleri sonucunda
verilen belgelerin tahrif veya taklit
edilmesi, usulline uygun olmadan
kullanilmasi yasaktir.
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Uriiniin piyasaya arzinin
yasaklanmasi, toplatilmasi ve
bertarafi

Madde 11 — ilgili teknik
diizenlemeye uygunlugu
belgelenmis olsa dahi, bir Grinin
givenli olmadigina dair kesin
belirtilerin bulunmasi halinde, bu
arandn piyasaya arzi, kontrol
yapilincaya kadar yetkili kurulusga
gecici olarak durdurulur.

Kontrol sonucunda Uriinin givenli
olmadiginin tespit edilmesi halinde,
masraflari Uretici tarafindan
karsilanmak Uzere, yetkili kurulus;
a) Uriiniin piyasaya arzinin
yasaklanmasini,

b) Piyasaya arz edilmis olan
Urlinlerin piyasadan toplanmasini,
c) Uriinlerin, giivenli hale
getirilmesinin imkansiz oldugu
durumlarda, tasidiklari risklere gore
kismen ya da tamamen bertaraf
edilmesini,

d) (Degisik: 18/6/2017-7033/69
md.) (a), (b) ve (c) bentlerinde
belirtilen dnlemler ve Urlinin
icerdigi riskler hakkindaki bilgilerin,
Uretici tarafindan etkili olacak
sekilde duyurulmasini, retici
tarafindan yapilan duyuru veya
duyuru sekli uygun bulunmaz veya
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yetersiz gorilurse, llke genelinde
dagitimi yapilan iki gazete ile tlke
genelinde yayin yapan iki televizyon
kanalinda ilani suretiyle risk
altindaki kisilere duyurulmasini,
Saglar.

Risk altindaki kisilerin yerel yayin
yapan gazete ve televizyon kanallari
vasitaslyla bilgilendirilmesinin
mimkin oldugu durumlarda, bu
duyuru yerel basin ve yayin
organlari yoluyla, risk altindaki
kisilerin tespit edilebildigi
durumlarda ise bu kisilerin
dogrudan bilgilendirilmesi yoluyla
yapilir.

(Ek fikra: 18/6/2017-7033/69 md.)
ikinci fikrada yer alan hikimler,
yetkili kurulus tarafindan 4 nci
maddenin ikinci fikrasinda
belirtildigi sekilde hazirlanarak
yurirlige konulan teknik
dizenlemede yer alan diger
onlemlerin alinmasini engellemez.
Bu madde kapsaminda alinacak
onlemler, gerektiginde Komisyona
iletilir.

Ceza hiikiimleri
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Madde 12 - (Degisik: 23/1/2008-
5728/495 md.)

(Degisik birinci fikra: 18/6/2017-
7033/70 md.) Bu Kanunun;

a) 5 inci maddesinin birinci fikrasina
aykiri hareket eden Ureticiler
hakkinda dort bin Tirk lirasindan
elli bin Turk lirasina kadar,

b) 5 inci maddesinin Gglnci
fikrasina aykiri hareket eden
ureticiler hakkinda on dokuz bin
Tirk lirasindan iki yiz elli bin Tirk
lirasina kadar,

¢) 5 inci maddesinin yedinci
fikrasina aykiri hareket eden
ureticiler hakkinda dort bin Tirk
lirasindan yetmis bes bin Tlrk
lirasina kadar,

d) 5 inci maddesinin sekizinci
fikrasina aykiri hareket eden
Ureticiler hakkinda dort bin Tiirk
lirasindan yirmi bes bin Tirk lirasina
kadar,

e) 5 inci maddesinin dokuzuncu
fikrasina aykiri hareket eden
dagiticilar hakkinda iki bin Tark
lirasindan kirk bin Tirk lirasina
kadar,

f) 5 inci maddesinin onuncu
fikrasina aykiri hareket edenler
hakkinda on bin Tirk lirasindan
yetmis bes bin Tirk lirasina kadar,
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g) 9 uncu maddesinin birinci
fikrasina aykiri hareket eden

uygunluk degerlendirme kuruluslari

ile onaylanmis kuruluslar hakkinda
kirk alti bin Turk lirasindan yiiz on
bes bin Turk lirasina kadar,

h) 9 uncu maddesinin besinci
fikrasina aykiri hareket eden

uygunluk degerlendirme kuruluslari

ile onaylanmis kuruluslar hakkinda
on bin Tark lirasindan yirmi bes bin
Turk lirasina kadar,

idari para cezasi uygulanir.

Bu Kanundaki idari para cezalari,

ayni fiilin bir sug veya daha agir idari

para cezasl ile cezalandiriimayi
gerektiren kabahat olusturmamasi
halinde uygulanir.

b. Which legislative or other
measures have been taken to
provide for the possibility of taking
into account final sentences passed
by another Party in relation to the
offences established in accordance
with the Convention? Please
provide details and describe any
good practice resulting from the
taking of these measures (Article
14, Explanatory Report, paras. 100-
105).

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektr

b. S6zlesme uyarinca
belirlenen suglarla ilgili olarak baska
bir Taraf¢a belirlenen nihai cezalari
dikkate alma imkanini saglamak icin
hangi yasal veya diger 6nlemler
alinmistir? Bu onlemlerin
alinmasindan kaynaklanan herhangi
bir iyi uygulamayi ayrintili olarak
aciklayin (Madde 14, Aciklayicl
Rapor, paragraf 100-105).

Issues regarding repetition are
regulated in Article 58 of the
Turkish Penal Code.

**Ancak sOzlesmeye taraf bir Glke
tarafindan verilen ceza

akabinde Ulkemizde yargilanarak
ceza almasinda tekerrir
hikimlerinin nasil uygulandig
hususunun Adalet Bakanlginca
degerlendirilmesi gerekmektedir.
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Turkish Penal Code No. 5237
Sugta tekerriir ve ozel tehlikeli
suglular

Madde 58- (1) Onceden islenen
suctan dolayi verilen hikim
kesinlestikten sonra yeni bir
sugun

islenmesi halinde, tekerrur
hiktmleri uygulanir. Bunun icin
cezanin infaz edilmis olmasi
gerekmeaz.

(2) Tekerrtr hikimleri, 6nceden
islenen suctan dolayi;

a) Bes yildan fazla sireyle hapis
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cezasina mahkldmiyet halinde, bu
cezanin infaz edildigi tarihten
itibaren bes yil,

b) Bes yil veya daha az sireli hapis
ya

da adli para cezasina mahk{miyet
halinde, bu cezanin infaz edildigi
tarihten itibaren g yil,

Gectikten sonra islenen suclar
dolayisiyla uygulanmaz.

(3) Tekerriir halinde, sonraki suca
iliskin kanun maddesinde segimlik
olarak hapis cezasi ile adli para
cezasl

Ongorilmuisse, hapis cezasina
hikmolunur.

(4) Kasith suglarla taksirli suglar
ve

sirf askeri suclarla diger suclar
arasinda tekerrir hikimleri
uygulanmaz. Kasten éldiirme,
kasten

yaralama, yagma, dolandiricilik,
uyusturucu veya uyaricl madde imal
ve ticareti ile parada veya
kiymetli

damgada sahtecilik suclari harig
olmak Uzere; yabanci Ulke
mahkemelerinden verilen
hiakimler

tekerriire esas olmaz.

(5) Fiili isledigi sirada onsekiz
yasini
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doldurmamis olan kisilerin isledigi
suglar dolayisiyla tekerrir
hiakimleri

uygulanmaz.

(6) Tekerrtr halinde hikmolunan
ceza, mikerrirlere 6zgi infaz
rejimine gore cektirilir. Ayrica,
mikerrir hakkinda cezanin
infazindan sonra denetimli
serbestlik

tedbiri uygulanir.

(7) MahkGmiyet kararinda, hikimli
hakkinda mikerrirlere 6zgl infaz
rejiminin ve cezanin infazindan
sonra

denetimli serbestlik tedbirinin
uygulanacagi belirtilir.

(8) Mikerrirlerin mahk(im oldugu
cezanin infazi ile denetimli
serbestlik

tedbirinin uygulanmasi, kanunda
gosterilen sekilde yapilir.

(9) Miikerrirlere 6zgl infaz rejiminin
ve cezanin infazindan sonra
denetimli serbestlik tedbirinin,
itiyadi suclu, sucu meslek edinen
kisi

veya Orglit mensubu suclu hakkinda
da uygulanmasina hikmedilir.

Soru 10: Agirlagtiricl Kosullar

Please indicate which of the Madde 13'te atifta bulunulan Aggravating elements of acts Pharmaceutical and Medical

circumstances referred to in Article | durumlardan hangisinin, sugun specified in both Pharmaceutical Preparations Law
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form part of the constituent
elements of the offence, may, in
conformity with the relevant
provisions of internal law, be taken
into consideration in your legal
system as aggravating
circumstances in the determination
of the sanctions in relation to the
offences established in accordance
with this Convention (Explanatory
Report, paras. 92-99).

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektr

olusturmadiklari siirece, bu
Sézlesme uyarinca, i¢ hukukun ilgili
hikiimlerine uygun olarak,
olusturulan suglara iliskin
yaptirimlarin belirlenmesinde
agirlastirici kosullar olarak yasal
sisteminizde dikkate alinabilecegini
belirtin (Agiklayici Rapor, para. 92-
99).

pnik olarak imzalanmistir. Dokiiman https://www.turk|
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Article 18- (Amendment : 2/1/2014
—6514/31 art.) If, as a result of the
analysis set in Art. 10, it is
established that the substance
entering into the composition of the
preparation, are impure, or do not
conform to the formula for which
permit is granted, or the
preparation is processed as to
decrease or lose its therapeutic
quality, if the act does not
constitute a crime, the license
holder, and the party, who although
aware of its being so processed,
sells it, who markets it or make it
sold , shall be given administrative
penalty from ten thousand Turkish
Lira up to five hundred thousand
Turkish Lira.

In case of repetition the
adminisrative penalty shall be apply
as double the amount of previously
applied.

Article 19- (Amendment:
01/23/2008-5728/43 art.) Those
who make preparations without
permission, or those who knowingly
sell preparations so made, who
market them or have them sold,
shall be liable to heavy prison
sentence amounting to 1 year up to
5 years. If it is established that such
preparations do not possess the
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properties attributed there to or
that they are made in a manner as
to reduce or lose such properties or
are made of impure substances the
penalty shall be applicable
increasing by a third which specified
in the present paragraph.

To import, without permission and
for trade purpose, preparations
made abroad or knowingly to sell or
market same for purpose of sale or
to make them sold, shall be an act
of smuggling. The provisions of Law
No. 1918 shall be applicable to the
committing the offence specified in
the present paragraph.

Turkish Penal Code No. 5237

Trade in spoiled or altered food or
medicines

ARTICLE 186- (1)... ..

(2) The punishment to be imposed
is increased by one third if this
offense is committed within the
scope of the performance of a
profession based on official
permission.

Making or selling medicines in a
way that endangers the life and
health of people
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ARTICLE 187- (1)

(2) The punishment to be imposed
is increased by one third if this
offense is committed by a physician
or pharmacist or within the scope of
the practice of a profession based
on official permission.

Establishing an organization to
commit a crime

ARTICLE 220- (1) Those who
establish or lead an organization to
commit acts deemed as crimes by
the law are punished with
imprisonment from two years to six
years, if the structure of the
organization, the number of
members, and the means and
equipment are suitable for
committing the purpose crimes.
However, the number of members
must be at least three for the
existence of the organization.

(2) Those who become members of
an organization established to
commit a crime are punished with
imprisonment from one year to
three years.

(3) If the organization is armed, the
punishment to be imposed
according to the above paragraphs
is increased from one fourth to half.
(4) If a crime is committed within
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the framework of the activities of
the organization, a penalty is also
imposed for these crimes.

(5) Organization directors are also
punished as perpetrators for all
crimes committed within the
framework of the activities of the
organization.

(6) (Amended: 2/7/2012 - Article
6352/85) A person who commits a
crime on behalf of the organization,
although not a member of the
organization, is also punished for
being a member of the
organization. The penalty to be
given for the crime of being a
member of the organization can be
reduced up to half. (Additional
sentence: 11/4 / 2013-6459 / 11
art.) The provision of this paragraph
is only applied to armed
organizations.

(7) (Amendment: 2/7/2012 -
6352/85 art.) A person who
knowingly and willingly helps the
organization, although not included
in the hierarchical structure within
the organization, is punished as a
member of the organization. The
penalty to be imposed for
membership of the organization can
be reduced by up to one third,
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depending on the nature of the
assistance.

(8) Any person who makes
propaganda in a way to legitimize
or praise or encourage the use of
methods involving force, violence or
threats of the organization is
punished with imprisonment from
one year to three years. The
punishment to be imposed is
increased by half in case of
commission of this crime through
the media and press.

IMPLEMENTING REGULATION ON
THE PROCEDURES AND PRINCIPLES
OF MARKET SURVEILLANCE AND
INSPECTION TO BE PERFORMED BY
THE MINISTRY OF HEALTH

Official Gazette Number: 26563
Measures to be taken and
sanctions to be applied as a result
of unreliability

ARTICLE 9 - (5) Pursuant to the
second paragraph of Article 12 of
the Law, the administrative fines
specified in this article are applied
twice for each repetition if the act is
repeated within one year.

Soru 11: Sorusturmalar ve cezai 6nlemler

a. Which legislative or other a. S6zlesme uyarinca In Turkish Law, crimes subject to **Adalet Bakanhgi tarafindan
measures have been taken to olusturulan suglarin sorusturulmasi | complaint are limited and no degerlendirilmelidir.
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prosecutions of offences
established in accordance with the
Convention shall not be subordinate
to a complaint and that the
proceedings may continue even if
the victim has withdrawn his or her
statement? (Article 15, Explanatory
Report, para. 106).

tabi olmamasini ve magdurun
ifadesini geri cekmis olsa bile
islemlerin devam edebilmesini
saglamak icin hangi yasal veya diger
onlem bulunmaktadir? (Madde 15,
Aciklayici Rapor, paragraf 106).

terms of the mentioned crimes, and
an investigation is carried out even
if the complaint is withdrawn.

b. Please indicate the persons,
units or services or other formalised
or agreed arrangements in charge
of criminal investigations in the field
of MEDICRIME Convention. Please
indicate how specialisation in this
field is achieved and how resources
are secured for it/them (Article 16,
para. 1, Explanatory Report, paras.
107-110).

b. MEDICRIME S6zlesmesi
alanindaki cezai sorusturmalardan
sorumlu kisileri, birimleri veya
hizmetleri veya diger resmi veya
mutabik kalinan diizenlemeleri
belirtin. Bu alanda uzmanligin nasil
saglandigini ve kaynaklarin nasil
glvence altina alindigini belirtin
(Madde 16, paragraf 1, Aciklayici
Rapor, paragraf 107-110).

**Adalet Bakanhgi tarafindan
degerlendirilmelidir.

Please describe under which
circumstances carrying out financial
investigations, the use of covert
operations, of controlled delivery
and of other special investigative
techniques by authorities is allowed
in relation to the investigation of
the offences established in
accordance with the Convention
(Article 16, para. 2).

S6zlesme uyarinca teskil edilen
suglarin sorusturulmasiyla ilgili
olarak, mali sorusturmalarin hangi
kosullar altinda yiritilmesine, gizli
operasyonlarin, kontrolll teslimatin
ve diger 6zel sorusturma
tekniklerinin yetkili makamlar
tarafindan kullanilmasina izin
verildigini agiklayiniz (Madde 16,
paragraf 2).

**Adalet Bakanhgi tarafindan
degerlendirilmelidir.

Soru 12: Magdur igi

n koruma onlemleri

a. Please describe the
measures taken to (Article 19):
- ensure that victims have

a. Asagida belirtilen amaclar
icin alinan 6nlemleri acgiklayin
(Madde 19):

B(;J bqlae 5@teay ticE lekfonik rore i anshaniyarinta elektr
adresin .
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their case and which is necessary
for the protection of their health;
- assist victims in their
physical, psychological and social
recovery;

- provide for the right of
victims to compensation from the
perpetrators.

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektr

- magdurlarin davalariyla ilgili
ve sagliklarinin korunmasi igin
gerekli olan bilgilere erisebilmelerini
saglamak;

- magdurlara fiziksel,
psikolojik ve sosyal iyilesmelerinde
yardimci olmak;

- magdurlarin faillerden
tazminat alma hakkini saglamak.

pnik olarak imzalanmistir. Dokiiman https://www.turk|

dated 10.06.2020 and No. 31151
has been issued, and regulations
have been made in the Criminal
Procedure Law and the Code of Civil
Procedure.

ye.gov.tr/saglik-titck-ebys

31151 contains regulations for the
support of victims.

Criminal Procedure Law

Magdur ile sikayetginin haklar
Madde 234 — (1) Magdur ile
sikayetcinin haklari sunlardir:

a) Sorusturma evresinde;

1. Delillerin toplanmasini isteme,

2. Sorusturmanin gizlilik ve
amacini

bozmamak kosuluyla Cumhuriyet
savcisindan belge drnegi isteme,

3. (Degisik: 24/7/2008-5793/40
md.)

Vekili bulunmamasi halinde, cinsel
saldiri sucu ile alt sinir bes
yildan

fazla hapis cezasini gerektiren
suglarda, baro tarafindan
kendisine

avukat gorevlendirilmesini isteme,
4. 153 Uincl maddeye uygun olmak
kosuluyla vekili aracihg ile
sorusturma belgelerini ve elkonulan
ve muhafazaya alinan esyayi
inceletme,

5. Cumhuriyet savcisinin,
kovusturmaya yer olmadigl
yonindeki kararina kanunda yazili
usule gore itiraz hakkini kullanma.
b) Kovusturma evresinde; 1.
Durusmadan haberdar edilme,

2. Kamu davasina katilma,

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokimanin dogrulama kodu : 1Z1AXZmxXYnUySHY3ak1UZ1AxRG83
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3. Tutanak ve belgelerden 6rnek
isteme,

4. Taniklarin davetini isteme,

5. (Degisik: 24/7/2008-5793/40
md.)

Vekili bulunmamasi halinde, cinsel
saldiri sucu ile alt siniri bes
yildan

fazla hapis cezasini gerektiren
suglarda, baro tarafindan
kendisine

avukat gorevlendirilmesini isteme,
6.

Davaya katilmis olma kosuluyla
davayi sonuclandiran kararlara karsi
kanun yollarina bagvurma

(2) Magdur, onsekiz yasini
doldurmamis, sagir veya dilsiz ya da
meramini ifade edemeyecek
derecede maldl olur ve bir vekili de
bulunmazsa, istemi aranmaksizin bir
vekil gérevlendirilir.

(3) Bu haklar, sugun magdurlari
ile

sikayetciye anlatilip aciklanir ve
bu

husus tutanaga yazilir.

(4) (Ek:17/10/2019-7188/21 md.)
Sorusturma veya kovusturma
evresinde, dava nakli veya adli tip
islemleri nedeniyle yerlesim yeri

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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disinda bir yere gitme
zorunlulugu

dogmasi halinde magdurun
yapmis

oldugu konaklama, iase ve ulasim
giderleri, 10/2/1954 tarihli ve
6245 sayilh Harcirah Kanunu
hiklimlerine gore Adalet Bakanlig
bltcesinden karsilanir.

Civil Procedure Law No. 6100

Adli yardimdan yararlanacak kisiler
MADDE 334- (1) Kendisi ve ailesinin
gecimini 6nemli 6lglide zor
duruma

disirmeksizin, gereken yargilama
veya takip giderlerini kismen veya
tamamen 6deme gliclinden
yoksun

olan kimseler, iddia ve
savunmalarinda, gecici hukuki
korunma taleplerinde ve icra
takibinde, taleplerinin acik¢a
dayanaktan yoksun olmamasi
kaydiyla adli yardimdan
yararlanabilirler.

(2) Kamuya yararh dernek ve
vakiflar, iddia ve savunmalarinda
hakli gériindiikleri ve mali agidan
zor

duruma diismeden gerekli
giderleri

kismen veya tamamen

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokimanin dogrulama kodu : 1Z1AXZmxXYnUySHY3ak1UZ1AxRG83
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odeyemeyecek durumda olduklari
takdirde adli yardimdan
yararlanabilirler.

(3) Yabancilarin adli yardimdan
yararlanabilmeleri ayrica
karsihklihk

sartina baghdir.

Adli yardimin kapsami

Madde 335- (1) Adli yardim
karari,

ilgiliye, asagidaki hususlari saglar: a)
Yapilacak tim yargilama ve takip
giderlerinden gecici olarak
muafiyet. b) Yargilama ve takip
giderleri igin

teminat gostermekten muafiyet.

c) Dava ve icra takibi sirasinda
yapilmasi gereken tiim giderlerin
Devlet tarafindan avans olarak
o6denmesi.

¢) Davanin avukat ile takibi
gerekiyorsa, Ucreti sonradan
odenmek Uzere bir avukat temini.
(2) Mahkeme, talepte bulunanin,
yukaridaki bentlerde diizenlenen
hususlardan bir kismindan
yararlanmasina da karar verebilir.
(3) Adli yardim, hikmin
kesinlesmesine kadar devam eder.

b. Please describe the b. Magdurlari; haklari, Decisions made as a result of the Code of Criminal Procedure No.

measures taken to inform victims of | ellerinde bulunan hizmetler, trial are notified to those 5271

their rights, the services at their sikayetlerine verilen takip, concerned. Kararlarin agiklanmasi ve tebligi
Bu belge 603payal Ftékerdiokl Dvza Wangiveyahoca elektronskigiiaak adlasosts hukiaar eys://www.turkjye.gov.tr/saglik-titck-ebys Madde 35 — (1) ilgili tarafin yiiziine

adresinden kontrol edilebilir. GUvenli elekironik imza asli ile aynidir. Dokiimanin dogrulama Kodu : IZIAXZmxXYnUySHY3akIUZIAXRG83
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their complaint, the charges, the
general progress of the
investigation or proceedings, and
their role as well as the outcome of
their cases (Article 20, para. 1, letter
(a) and para. 2).

islemlerin genel ilerlemesi ve
rollerinin yani sira davalarinin
sonuglari hakkinda bilgilendirmek
icin alinan 6nlemleri aciklayin
(Madde 20, paragraf 1(a) ve 2).

karsi verilen karar kendisine
aciklanir ve isterse kararin bir 6rnegi
de verilir.

(2) Koruma tedbirlerine iliskin
olanlar harig, aleyhine kanun
yoluna basvurulabilecek hakim
veya mahkeme kararlari, hazir
bulunamayan ilgilisine teblig olunur.
(3) ilgili taraf serbest olmayan bir
kisi veya tutuklu ise teblig edilen
karar, kendisine okunup anlatilir.

C. Please also indicate which
measures have been taken to
enable the victim to be heard, to
supply evidence and to choose the
means of having his/her views,
needs and concerns presented,
directly or through an intermediary,
and considered (Article 20, para. 1,
letter (b));

C. Ayrica, magdurun
dinlenmesini, kanit sunmasini ve
goruslerini, ihtiyaclarini ve
endiselerini dogrudan veya bir araci
aractligiyla sunmasini ve
degerlendirilmesini saglamak igin
hangi 6nlemlerin alindigini da
belirtin (Madde 20, paragrasf 1(b));

As stated above, the hearing,
summoning and rights of the victim
are regulated in the Code of
Criminal Procedure.

Code of Criminal Procedure No.
5271

Sucun magduru ile sikayetginin
¢aginlmasi

Madde 233 - (1) Magdur ile
sikayetci, Cumhuriyet savcisi veya
mahkeme baskani veya hakim
tarafindan ¢agr kagidi ile ¢agirihp
dinlenir.

(2) Bu hususta yapilacak cagri
bakimindan taniklara iliskin
hiktmler uygulanir.

Magdur ile sikayetginin haklari
Madde 234 — (1) Magdur ile
sikayetcinin haklari sunlardir:

a) Sorusturma evresinde;

1. Delillerin toplanmasini isteme,
2. Sorusturmanin gizlilik ve
amacini

bozmamak kosuluyla Cumhuriyet

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmigtir, Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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3. (Degisik: 24/7/2008-5793/40
md.)

Vekili bulunmamasi halinde, cinsel
saldiri sucu ile alt siniri bes
yildan

fazla hapis cezasini gerektiren
suglarda, baro tarafindan
kendisine

avukat gorevlendirilmesini isteme,
4. 153 (ncl maddeye uygun
olmak

kosuluyla vekili aracihg ile
sorusturma belgelerini ve elkonulan
ve muhafazaya alinan egyayi
inceletme,

5. Cumhuriyet savcisinin,
kovusturmaya yer olmadigi
yonlndeki kararina kanunda yazih
usule gore itiraz hakkini kullanma.

b) Kovusturma evresinde;

1. Durusmadan haberdar edilme,

2. Kamu davasina katilma,

3. Tutanak ve belgelerden (...) (1)
ornek isteme, (1)

4. Taniklarin davetini isteme,

5. (Degisik: 24/7/2008-5793/40
md.)

Vekili bulunmamasi halinde, cinsel
saldiri sucu ile alt sinirt bes
yildan

fazla hapis cezasini gerektiren

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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suglarda, baro tarafindan
kendisine

avukat gorevlendirilmesini isteme,
6. Davaya katilmis olma kosuluyla
davayi sonuglandiran kararlara karsi
kanun yollarina basvurma.

(2) Magdur, onsekiz yasini
doldurmamis, sagir veya dilsiz ya da
meramini ifade edemeyecek
derecede maldl olur ve bir vekili de
bulunmazsa, istemi aranmaksizin bir
vekil gorevlendirilir.

(3) Bu haklar, sucun magdurlari
ile

sikayetciye anlatilip aciklanir ve
bu

husus tutanaga yazilr.

(4) (Ek:17/10/2019-7188/21 md.)
Sorusturma veya kovusturma
evresinde, dava nakli veya adli tip
islemleri nedeniyle yerlesim yeri
disinda bir yere gitme
zorunlulugu

dogmasi halinde magdurun
yapmis oldugu konaklama, iase ve
ulasim

giderleri, 10/2/1954 tarihli ve
6245

saylh Harcirah Kanunu
hiklmlerine

gore Adalet Bakanhg biitgesinden
karsilanir

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokimanin dogrulama kodu : 1Z1AXZmxXYnUySHY3ak1UZ1AxRG83
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Magdur ile sikayetginin davete
uymamalari

Madde 235 — (1) Magdur,
sikayetci

veya vekilinin, dilekcelerinde veya
tutanaga gecirilmis olan
beyanlarinda belirttikleri adresleri
tebligata esas alinir.

(2) Bu adrese cikartilan cagriya
ragmen gelmeyen kimseye
yeniden

tebligatta bulunulmaz.

(3) Belirtilen adresin yanlishgi,
eksikligi veya adres degisikliginin
bildirilmemesi nedeniyle tebligat
yapilamamasi hallerinde adresin
arastirilmasi gerekmez.

(4) Bu kimselerin beyaninin alinmasi
zorunlu goruldiugi hallerde
ugtincu

fikra uygulanmaz.

Magdur ile sikayetcinin dinlenmesi
Madde 236 — (1) Magdurun tanik
olarak dinlenmesi halinde, yemin
harig, tanikliga iliskin hikimler
uygulanir.

(2) islenen sugun etkisiyle psikolojisi
bozulmus cocuk veya magdur, bu
suca iliskin sorusturma veya
kovusturmada tanik olarak bir
defa

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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dinlenebilir. Maddi gercegin
ortaya

cikarilmasi agisindan zorunluluk
arz

eden haller saklidir.

(3) Magdur cocuklarin veya islenen
sugun etkisiyle psikolojisi bozulmus
olan diger magdurun tanik olarak
dinlenmesi sirasinda psikoloji,
psikiyatri, tip veya egitim alaninda
uzman bir kisi bulundurulur.

d. What kind of support
services are provided to victims so
that their rights and interests are
duly presented and taken into
account? (Article 20, para. 1, letter

(c)

d. Magdurlara hak ve
menfaatlerinin usuliine uygun
olarak sunulmasi ve dikkate alinmasi
icin ne tlr destek hizmetleri
verilmektedir? (Madde 20, paragraf

1(c))

In the Presidential Decree on the
Support of Victims of Crime
published in the Official Gazette
dated 10.06.2020 and No. 31151,
support issues to be made
regarding the victim are regulated.

The Presidential Decree on the
Support of Crime Victims published
in the Official Gazette dated
10.06.2020 and numbered 31151

e. Please describe the
measures taken to provide the
safety of the victims, their families
and witnesses from intimidation
and retaliation (Article 20, para. 1,
letter (d));

e. Magdurlarin, ailelerinin ve
taniklarinin yildirma ve
misillemeden korunmalarini
saglamak icin alinan 6nlemleri
aciklayin (Madde 20, paragraf 1(d));

f. Please specify under which
conditions victims of the offences
established according to the
Convention have access to legal aid
provided free of charge (Article 20,
para. 3).

ae 5070 sayil Elektronik imza Kanunu uyarinca elektr

f. S6zlesme uyarinca
belirlenen suglarin magdurlarinin
hangi kosullarda Ucretsiz saglanan
adli yardima erisebilecegini belirtin
(Madde 20, paragraf 3).

pnik olarak imzalanmistir. Dokiiman https://www.turk|
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The procedures and principles
regarding legal aid are regulated in
the Civil Procedure Law.

ye.gov.tr/saglik-titck-ebys

Civil Procedure Law No. 6100

Adli yardimdan yararlanacak kisiler
MADDE 334- (1) Kendisi ve ailesinin
gecimini 6nemli 6lclide zor
duruma

disltrmeksizin, gereken yargilama
veya takip giderlerini kismen veya
tamamen 6deme glclinden
yoksun

olan kimseler, iddia ve
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savunmalarinda, gecici hukuki
korunma taleplerinde ve icra
takibinde, taleplerinin acikca
dayanaktan yoksun olmamasi
kaydiyla adli yardimdan
yararlanabilirler.

(2) Kamuya yararh dernek ve
vakiflar, iddia ve savunmalarinda
hakh gorindukleri ve mali agidan
zor

duruma dismeden gerekli
giderleri

kismen veya tamamen
odeyemeyecek durumda olduklari
takdirde adli yardimdan
yararlanabilirler.

(3) Yabancilarin adli yardimdan
yararlanabilmeleri ayrica
karsihklihk

sartina baghdir.

Adli yardimin kapsami

Madde 335- (1) Adli yardim
karari,

ilgiliye, asagidaki hususlari saglar: a)
Yapilacak tim yargilama ve takip
giderlerinden gegici olarak
muafiyet.

b) Yargilama ve takip giderleri
icin

teminat gostermekten muafiyet.
c) Dava ve icra takibi sirasinda
yapilmasi gereken tiim giderlerin
Devlet tarafindan avans olarak

adresinden kontrol edilebilir. Gvenli elektronik imza asli ile aynidir. Dokimanin dogrulama kodu : 1Z1AXZmxXYnUySHY3ak1UZ1AxRG83
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odenmesi.

¢) Davanin avukat ile takibi
gerekiyorsa, Ucreti sonradan
o0denmek Uzere bir avukat temini.
(2) Mahkeme, talepte bulunanin,
yukaridaki bentlerde diizenlenen
hususlardan bir kismindan
yararlanmasina da karar verebilir.
(3) Adli yardim, hikmin
kesinlesmesine kadar devam eder.

g. Which legislative or other
measures have been taken to
ensure that victims of an offence
established in accordance with the
Convention in the territory of a
Party other than the one where
they reside may make a complaint
before the competent authorities of
their state of residence? (Article 20,
para. 4, Explanatory Report, para.
128).

g. ikamet ettikleri tilkeden
baska bir Tarafin tGlkesinde
S6zlesme uyarinca olusturulan bir
sucun magdurunun, ikamet ettikleri
devletin yetkili makamlarina
sikayette bulunmalarini saglamak
icin hangi yasal veya diger dnlemler
alinmistir? (Madde 20, paragraf 4,
Aciklayici Rapor, paragraf 128).

There is no obstacle for the victim
of crime to file a complaint in our
country.

**Adalet Bakanhgi tarafindan
degerlendirilmelidir.

Please describe how your internal
law allows for groups, foundations,
associations or governmental or
non-governmental organisations
assisting and/or supporting victims
to participate in legal proceedings
(for example, as third parties)
(Article 20, para. 5). Please specify
under which conditions, if so
required;

ic hukukunuzun gruplara, vakiflara,
derneklere veya magdurlara yasal
islemlerde yardimci olan ve/veya
onlari destekleyen hiikiimet veya
sivil toplum kuruluslarina nasil izin
verdigini aciklayin (6rnegin, Gglnci
sahislar olarak) (Madde 20, paragraf
5). Gerekirse hangi kosullar altinda
oldugunu belirtin;

**Adalet Bakanhgi tarafindan
degerlendirilmelidir.

Soru 13: Medical Urlinlerin kalite ve glivenlik gereksinimlerinin saglanmasi, bilinglendirme ve egitim

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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a. Which legislative or other
measures have been taken to
establish the quality, efficacy and
safety requirements of medical
products? (Article 18 para. 1,
Explanatory Report, para. 113)

gie 5070 sayil Elektronik imza Kanunu uyarinca elektr

onik olarak im

a. Medical trinlerin kalite,
etkinlik ve gtivenlik gereksinimlerini
belirlemek icin hangi yasal veya
diger 6nlemler alinmistir? (Madde
18 paragraf 1, Aciklayici Rapor,
paragraf 113)

zalanmistir. Dokiiman https://www.turk
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**Veteriner tibbi Grinlere yonelik
dizenlemeler Tarim ve Orman
Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisii alinmalidir.

Medicinal products for human use
cannot be placed on the market
unless the quality, efficacy and
safety are proven and granted
marketing authorization.

For medicinal products for human
use, it is inspected by the TiTCK of
Ministry of Health with routine
market control activities to ensure
that they are in the market in a way
that they meet the quality, efficacy
and safety requirements.

For Medical Devices; Quality,
effectiveness and safety
requirements are defined in detail
in Annex-1 Basic Requirements of
the relevant legislation and in the
related regulation annexes, which
yineludedheirketgsred method in the

nUySHY3ak1UZ1AxRG83

Official Gazette Date: 19.01.2005
Official Gazette Number: 25705
Implementing Regulation on the
Marketing Authorization of Medicinal
Products for Human Use

SECTION ONE

Objective, Scope, Legal

Basis and Definitions

Objective Article 1- The objective of
this Implementing Regulation is to
set forth the norms and principles
and the implementations pertaining
to authorized medicinal products for
human use, for the purpose of
achieving the desired efficiency and
reliability as well as the required
quality in medicinal products for

human use.

Marketing authorization criteria
Article 16- Criteria to be taken into
account by the Ministry while
granting marketing authorization
for medicinal product for human
use are as follows:

a) Have proven efficiency in the
envisaged conditions of use,

b) Have proven reliability,

c) (Repealed:0G-22/4/2009-27208)
d) Have the adequate technical and
pharmaceutical properties.
(Appended second paragraph: OG-
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conformity assessment process of
the product.

However, legal measures and penal
sanctions are regulated by the
framework law No. 4703..

The basic requirements of medical
devices have been determined with
Medical Device Regulation dated
07.06.2011 and numbered 27957
Implantable Active Medical Devices
Regulation dated 07.06.2011 and
numbered 27957

And the Regulation on In Vitro
Medical Diagnostic Devices dated
09.01.2007 and numbered 26398,.

22/4/2009-27208) Where public
health warrants it, the Ministry
may, taking into consideration
pharmacoeconomic data, waive
some of the above criteria.

Pharmaceutical and Medical
Preparations Law No. 1262;
Article 10- For the purity of local
product for which a permit has
been granted and which is
marketed, and for its having been
processed in conformity to its
formula or not, the maker shall be
responsible. As to these imported
from foreign countries, the agency
who submitted application of
importation shall be responsible
and the Ministry of Health and
Public Welfare shall execute
continuous controls by analyzing
samples to be taken randomly
whenever necessary and for
leveling the value of such samples.

Law on Preparation and
Implementation of Technical
Legislation on Products No. 4703,
published in the Official Gazette
dated 11.07.2001 and numbered
24459

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektronik olarak imzalanmistir. Dokiiman https://www.turkiye.gov.tr/saglik-titck-ebys
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Medical Device Regulation
published in the Official Gazette
dated 07.06.2001 and numbered
27957,

Regulation on In Vitro Medical
Diagnostic Devices published in the
Official Gazette dated 09.01.2007
and numbered 26398

The Regulation on Active
Implantable Medical Devices,
published in the Official Gazette
dated 07.06.2011 and numbered
27957

Tibbi Cihaz Dairesi:

Presidential Decree No. 4 dated
15/07/2018 on the Organization of
Affiliated, Related and Related
Institutions and Organizations and
Other Institutions and
Organizations'

Article 508 - (1) The duties,
authority and responsibilities of the
Agency are as follows:

a) licensing, production,
storage, sale, import, export, market
supply, distribution, service,
withdrawal of products within its
scope of responsibilities and
regulating standards and rules about
the use of these, permitting public
and private law legal entities and
real persons to carry out these
activities, licensing, controlling and,
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making and getting laboratory
analysis.

b) to permit the health
statements of the products to be
sold with health statements by
examining these statements, to
audit the sales made with the health
declaration without permission or
with misstatements, to make and
get the operations of stopping,
collecting, recalling and destroying,
to audit all kinds of advertising and
promotion of these in terms of
permission and health statements
and to stop the misstated ones, to
regulate principles and procedures
of advertising and promotion of
medicines, medical devices and
products in the market and to audit
the application of these.

g) to conduct market surveillance
and control of medicines, medical
devices and products within its
responsibilities, when necessary, to
recall, to destroy or get destroyed,
to determine security notification
methods for the products in the
market, to make the necessary
notifications, to make or get

laboratory analyses.

b. Which legislative or other b. Medical Urinlerin givenli **Veteriner tibbi Uriinlere yonelik In accordance with Article 17
measures have been taken to bir sekilde dagitilmasini saglamak diizenlemeler Tarim ve Orman “Records showing the purchase,
ensure the safe distribution of icin hangi yasal veya diger 6nlemler | Bakanligl tarafindan yapilmaktadir. | sale and stocks of products in the
medical products? (Article 18 para. | alinmistir? (Madde 18 paragraf 2) ilgili Bakanhgin gorisi alinmahdir. pharmaceutical warehouse shall
2) have the date of manufacture, the
. _ _ ) o name of the product, the amount
aB(;jr g.;lngie 5070 sayil I_EIeI(_tr_onlk"Imzq Kanunu uyarinca ele!(tr bnik olarak |r.r.12alanm|§t'|r. Dokiiman r?ttps:llwww.turk ye.gov.tr/sag1lll;t:tzli-;lggsq purchased or distributed, the
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names and addresses of the
persons or organizations to whom
the purchase or distribution is
made, and information that will
ensure its traceability in terms of
recalls.” of the Implementing
Regulation on Pharmaceutical
Wholesalers and Products
Preserved in Pharmaceutical
Warehouses pursuant to the Law
No. 984 on "Pharmaceutical
Merchandising, and the Law on
Stores Where Toxic and Harmful
Chemicals Used in Art and
Agricultural Works are Sold"
published in the Official Gazette
dated 12.03.1927 and numbered
574,

- Good Distribution and Storage
Practices Guide for Medicines and
Products in Pharmaceutical
Warehouse is as follows;

37- Records; It is kept so that all
activities and events can be
monitored during each transaction.
Records; It must be legible, clear
and easily accessible when
necessary. Records must be kept for
at least (5) years.

38- Records; each purchase and
sale, date, product name,
pharmaceutical form, quantity,
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Records kept for transactions
between the manufacturer and the
pharmaceutical wholesaler,
pharmaceutical wholesalers and
other pharmaceutical wholesalers,
and the pharmaceutical wholesalers
and other purchasers, and the
traceability of the addresses (such
as using serial numbers) should be
ensured.

39- The records made with the
computer should be secured with
the backup system.

40- Necessary measures should be
taken in order to follow up at every
stage of the distribution and the
records should be in accordance
with the "emergency situation plan"
and "withdrawal" procedures
mentioned above.

Medical Device Regulation
published in the Official Gazette
dated 07.06.2001 and No. 27957,

Registry system

ARTICLE 14 - (1) The Ministry keeps
records of the medical devices
placed on the market according to
the principles specified in this
article and the persons responsible
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for placing these devices on the
market.

(2) The manufacturer who puts the
medical device on the market under
its own name in accordance with
the procedures specified in the
second, third, fourth, fifth and sixth
paragraphs of Article 11, and the
real or legal person engaged in the
activities specified in Article 12, the
necessary information and
documents regarding the enterprise
and the medical device. notifies.

(3) When Class lla, lIb and Il
medical devices are placed on the
market, the Ministry requests
information about the device along
with the label and user manual of
the medical devices.

(4) If the manufacturer placing the
medical device on the market under
its own name is outside the borders
of the country, its authorized
representative is notified to the
Ministry. The authorized
representative notifies the Ministry
of the company addresses
registered within the borders of the
country and the said information
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regarding the medical devices
specified in the second paragraph.

(5) The Ministry shall notify the
information submitted by the
manufacturer or the authorized
representative regarding the
medical devices in the third
paragraph to the Commission, if
requested, through the
Undersecretariat of Foreign Trade
or electronically and request
information from the Commission
when necessary.

(6) The regulatory data related to
this Implementing Regulation are
stored in the medical device
database in order to ensure that the
authorized institutions fulfill their
duties within the framework of this
Implementing Regulation. The
database consists of the following
elements:

(a) Data on the records of
manufacturers, authorized
representatives and medical devices
specified in the third paragraph of
this article,

(b) Data regarding documents
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supplemented, suspended,
withdrawn or rejected in
accordance with the method
prescribed in Annex 11, lll, IV, V, VI
and VII,

(c) Data obtained through the
warning system regulated in Article
10,

(d) Data pertaining to clinical trials
regulated in Article 15.

(7) The Ministry takes all necessary
measures when it is necessary to
prohibit, restrict or subject a certain
medical device or group of medical
devices to withdraw from the
market or to put them into service,
in order to protect health and
safety and / or observe public
health requirements. In this case, it
notifies the Commission of its
justified decision through the
Undersecretariat of Foreign Trade
or electronically.

Circular No. 2018/3 of the TITCK on
Registration of Medical Devices and
Cosmetic Products in the Product
Tracking System
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The Implementing Regulation on
Medical Device Sales, Advertising
and Promotion published in the
Official Gazette dated 15.05.2014
and No. 29001

Working Principles of Sales Centers
General provisions

ARTICLE 8 - (1) Devices are stored
under the conditions set by the
manufacturer and stipulated by
international standards.

(2) The sales center cannot direct
users to any health institution,
institution or physician.

(3) The sales center cannot direct
users to their workplace from any
healthcare provider or physician, or
mediate users.

(4) The devices sold must be
registered in the registration and
information management system
established by the Authority.

(5) It keeps records of the
infrastructure, personnel and
devices related to the sales center
activities and complies with the
registration and information
management system of the
Authority.
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(6) The sales center keeps the
documents related to the activities
it has carried out within the scope
of this Implementing Regulation for
five years and submits it upon the
request of the Agency or the
directorate.

(7) The sales center notifies the
directorate of personnel changes
with a working certificate within
five business days.

(8) The sales center must also
comply with the provisions of other
relevant legislation, including issues
regarding the sale of devices.

Working principles of the
sales center

ARTICLE 9 - (1) Sales centers
perform the sales of the devices in
accordance with the relevant
legislation.

(2) Sales centers ensure that
their personnel, whose employment
certificate will be issued, receive
training in accordance with Article
35.

(3) Sales centers carry out the
promotion and advertising activities
of the devices in accordance with
this Implementing Regulation.

(4) Sales centers create the
necessary infrastructure and carry
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out their activities for the
manufacturers of the devices and
their storage under international
standards.

(5) If the sales centers are a
center that sells devices for
individual use and directly to
individual users, it keeps at least one
personnel certified by the
directorate with a  working
certificate in the center during
working hours.

Official Gazette Date: 25.06.2007
Official Gazette Number: 26563
Implementing Regulation on the
Procedures and Principles of Market
Surveillance and Inspection to be
Made by the Ministry of Health

Obligations of the Manufacturer or
Distributor

ARTICLE 13 - (1) Producers and
distributors shall be responsible of
the following:

a) In addition to the obligations
specified in Article 5 of the Law and
Articles 6 and 7 of the Framework
Implementing Regulation, to
provide a suitable working place for
the personnel in charge of the audit
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To deliver all files and documents
belonging to the product to the
personnel in charge of the
inspection, upon the request of the
inspection personnel, when a
suitable place cannot be found or
the conditions suitable for
inspection are not established,

b) To keep all documents specified
in the relevant technical regulation
for the period specified in the
relevant technical regulation from
the date of manufacture or import
of the product, or for ten years if
this period is not specified, and
submit it to the personnel in charge
of inspection, if requested,

c¢) To present all the information
and documents requested by the
inspection personnel regarding
market surveillance and inspection
to the personnel in charge of
inspection, even if they are
confidential.

Authority to ban placing on the
market

ARTICLE 23 - (1) The Ministry takes
the necessary measures to suspend
or ban the placing of the product on
the market temporarily, to recall
the products placed on the market,
and to destroy the product partially
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framework of its authorization from
the Law.

Administrative fines and other
criminal sanctions

ARTICLE 24 - (1) Administrative
fines stipulated by the law are
applied by the Ministry, taking into
account the recommendations of
the staff in charge of inspection and
the relevant directorate.

(2) Although not within the scope of
the Law, if the products that are
inspected and inspected within the
framework of this Implementing
Regulation are contrary to the
relevant legislation, according to
the nature of the action, the
provisions of the special legislation
to which each product is subject,
and the Turkish Penal Code No.5237
of 26/9/2004 and 30 Relevant
provisions of the Misdemeanor Law
No. 5326 dated / 3/2005 are

Report, para. 114):
- training of healthcare
professionals, providers, law-

customs authorities), as well as

Bu belge 5070 say!li Elektronik imza Kanunu uyarinca elektr

enforcement (including police and

ve (c), Aciklayici Rapor, paragraf
114):

- saglik calisanlarinin, hizmet
saglayicilarin, kolluk kuvvetlerinin
(polis ve glimriilk makamlari dahil)

pnik olarak imzalanmistir. Dokiiman https://www.turk|

applied.
C. Which measures have been | c. Asagidaki hususlari Within the scope of the TITCK Implementing Regulation on the
taken to provide for (Article 18 saglamak icin hangi 6nlemler Medical Device Warning system, Labeling, Package Leaflet and
para. 3 letters a and c, Explanatory | alinmistir (Madde 18 paragraf 3(a) healthcare professionals are Tracing of Human Medicinal

informed and it is ensured that
every hospital including private /
public has a material vigilance
manager.

Trainings on other issues are carried

yagdyin'sshidichickrelys inter-ministerial

Products, published in the Official
Gazette dated April 25, 2017 and
numbered 30048

Definitions
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other relevant authorities and civil
society?

- the prevention of illegal
supplying of counterfeit medical
products, active substances,
excipients, parts, materials and
accessories?

Bu belge 5070 sayili Elektronik imza Kanunu uyarinca elektr

yani sira diger ilgili makamlarin ve
sivil toplumun egitimi;

- sahte medical Uriin, etkin
madde, yardimci maddeler,
parcalar, malzemeler ve
aksesuarlari yasadisi temin
onlenmesi;

pnik olarak imzalanmistir. Dokiiman https://www.turk|

information meetings according to
NGO requests and field of duty.

Product Tracking System (UTS) has
been established. UTS is an
integrated system with customs and
reimbursement. Thus, after the
customs controls of the devices
imported to our country, the device
can be followed up to the end user.
Products that are not registered in
the UTS system cannot be placed on
the market.

In addition, products that are
detected to be fake are withdrawn
and notified to the public.

For Medicinal Products for Human
Use: The Pharmaceutical Track and
Trace System has been
implemented since 2010.

The Pharmaceutical Track and Trace
System monitors in real time all
movements or cancellations in the
supply chain such as production,
import, export, purchase, sale,
transfer, consumption, loss,
reimbursement, and the
notifications made from the points
where each unit passes, and the
singularization of medicinal
yogoctueisikaichungan use, It is a

ARTICLE 4- (1) For the purposes of
this Implementing Regulation, the
following definitions shall apply:

i) Pharmaceutical Track and Trace
System: Central register and
tracking system which enables the
individualization of human
medicinal products by data matrix,
to track all processes such as
production, importation,
exportation, purchasing, sale,
transfer, consumption, loss and
reimbursement of each human
medicinal product in the supply
chain and also recalling and
blocking transactions can be made
through this system.
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central recording and tracking
system that performs the work and
transactions that need to be done
on these products, such as
withdrawal and blocking.

All stakeholders which keep and
handle medicines are tracked by
means of Pharmaceutical Track &
Trace System. Pharmaceutical Track
& Trace System allows correct (safe)
product movements and prevents
falsified and counterfeit products
from reaching the patient. Provides
end-to-end protection throughout
the entire supply chain. Through
Pharmaceutical Track & Trace
System products that are expired or
have recall decision are prevented
from reaching the patient.
With ITS Mobile Application which
can be downloaded free of charge,
information on medicines such as
name, expiry date, retail sale price
and whether the medicine is
registered on the system is
provided. Medicine which is not
registered on the system can be
reported by citizens through the
application. In addition, citizens can
also report adverse reactions of
medicines through the application.
ye.gov.tr/saglik-titck-ebys
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**Veteriner tibbi Grinlere yonelik
dizenlemeler Tarim ve Orman

Bakanligi tarafindan yapilmaktadir.
ilgili Bakanhgin gériisii alinmalidir.

d. Which policies or strategies
have been implemented to
promote or conduct awareness-
raising campaigns targeted at the
general public where the focus is
directed especially towards the risks
and realities of the counterfeiting of
medical products and similar crimes
involving threats to public health?
Please describe the material used
for the campaign/programme and
its dissemination. If possible, please
provide an assessment of the
impact of the
campaign/programme. If there are
currently plans for launching a
(new) campaign or programme,
please provide details (Article 18,
para. 3 letter b);

d. Ozellikle medical Griinlerin
sahteciliginin ve halk sagligina
yonelik tehditlerle ilgili benzer
suglarin risklerine ve gerceklerine
odaklanan genel halki hedef alan
bilinglendirme kampanyalarini
tesvik etmek veya yiritmek igin
hangi politikalar veya stratejiler
uygulanmistir? Kampanya/program
icin kullanilan materyali ve
dagitimini agiklayin. Mimbkinse,
kampanyanin/programin etkisinin
bir degerlendirmesini saglayin. Su
anda (yeni) bir kampanya veya
program baslatma plani varsa,
ayrintil bilgi verin (Madde 18,
paragraf 3(b));

For Medical Devices:

The Product Tracking System (UTS)
was developed, and a citizen portal
was opened within UTS. In this way,
citizens can query whether the
products are registered on UTS with
the barcode of the products they
buy, and can report suspicious
situations / complaints about the
products through this system. UTS
has been promoted in many media
(media, meetings etc.) to inform the
public.

We participate in Product Safety
awareness weeks for medical
devices under the coordination of
the Ministry of Customs and Trade,
and distribute stands and hand
brochures.

For Medicinal Products for Human
Use: Necessary information is
exchanged on the subject of
"counterfeit medicine" through
meetings held with all stakeholders
and other public institutions.
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In addition, Turkey Pharmaceuticals
and Medical Devices Agency by the
official website and official social
media accounts over the necessary
information to the public and
awareness-raising activities are
carried out.

**\eteriner tibbi Grinlere yonelik
diizenlemeler Tarim ve Orman

Bakanhgi tarafindan yapilmaktadir.
llgili Bakanhgin gorisi alinmahdir.
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