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(Not: Uzeri cizili kisimlar, yeni kanun
taslaginda yer almamasi  ongoriilen
kisimlardir.)

(Not: Kalin karakterlerle yazih kisimlar, 4703 sayih
Kanun’dan farkh olmasi 6ngoriilen kisimlardir.)

Yeni diizenlemelerin gerekgeleri ile yararlamilan
veya esas alinan ilgili AB mevzuati ve uluslararasi
anlasma hiikiimleri

» AB’de akreditasyon ve piyasa gozetimi ve
denetiminin kurallarin1 diizenleyen 765/2008/EC
sayil1 AB Tiizigd,

Uriinlerin pazarlanmasina iliskin genel cerceveyi
belirleyen 768/2008/EC say1l1 AB Karari,

Genel iiriin gilivenligine iliskin 2001/95//EC sayili
AB Direktifi,

Karsihikli  tanima ilkesinin
764/2008/EC sayil1 AB Tiiziigii
Kusurlu Uriin Sorumluluguna iligskin 85/374/EEC
sayili AB Direktifi

Piyasa gozetimi ve denetimine Iliskin 2013/0048
sayil1 AB Tiiziik Taslag:

Tiiketici tirlinlerinin gilivenligine iligkin 2013/0049
sayil1 AB Tiiziik Taslagi,

1/95, 2/97 ve 1/2006 sayili Tiirkiye-AB Ortaklik
Konseyi Kararlari,

DTO-Ticarette Teknik Engeller (TTE) Anlasmasi

isletilmesine  dair
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BIRINCI BOLUM
Amag, Kapsam ve Tanimlar

BIRINCI BOLUM
Amag, Kapsam ve Tanimlar

Amag

Madde 1- (1) Bu Kanunun amaci; iiriinlerin
) , y : 1

pryasaya —aizt; ig! i g] larla ileil]

Iagal lacak_bildirimlere_iliski |

Amag

MADDE 1 — (1) Bu Kanunun amaci, iiriinlerin giivenli
ve ilgili teknik diizenlemelere uygun olmasini
saglamaktir.

768/2008/EC sayili AB Kararinin 1(1) sayili maddesine
uyum amactyla ve AB’nin 2013/0048 sayili Tiiziik
Taslaginin 1’inci maddesi ornek  alinarak
diizenlenmistir.

Karar 768/2008: Products placed on the Community
market shall comply with all applicable legislation.
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Taslak 2013/0048: This Regulation lays down a
framework for verifying that products meet
requirements which safeguard, at a high level, the
health and safety of persons in general, health and
safety in the workplace, consumer protection, the
environment, public security and other public interests.

Kapsam
Madde 2- (1) Bu Kanun; triinlerinpiyasaya
Kosull iiretied IaSttes]

Kapsam

MADDE 2 - (1) Bu Kanun;

a) Gidalar, yem, canh bitki ve hayvanlar, genetigi
degistirilmis organizmalar, bitkilerin tiiretilmesinde
kullanilan bitkisel iiriinler, hayvansal yan iiriinler ve
bunlarin tiirev iiriinleri, bitki koruma iiriinleri ile
antika niteligindeki iiriinler hari¢, imalat¢cinin kendi
kullanim icin imal veya monte edilen iiriinler dahil
olmak iizere bir imalat siireci sonucunda yurt icinde
iiretilerek veya ithal edilerek piyasada bulundurulan
veya piyasaya arz edilmesi hedeflenen her tiirlii
urinii,

b) Tiirkiye’de imal edilerek veya serbest dolasima
sokularak Avrupa Birligi iiyesi iilkelere ihrag
edilmesi hedeflenen (a) bendi kapsamu iiriinleri,

¢) Siparis iizerine iiretilerek montaji, kurulumu veya
hizmete sokulmasiyla tamamlanan iiriinleri

¢) Piyasada veya kullammmda bulunan bir iiriinii
teknik  diizenlemesine veya genel giivenlik
gereklerine uygunlugunu etkileyecek sekilde bir
isleme tabi tutarak yeniden piyasaya arz eden veya
hizmete sokan isyerlerini kapsar.

765/2008/EC sayili AB Tiziiglinin 15(4) sayili
maddesine uyum amaciyla diizenlenmistir.

Tiiziik 765/2008: For the purposes of Articles 16 to 26,
a ‘product’ shall mean a substance, preparation or
good produced through a manufacturing process other
than food, feed, living plants and animals, products of
human origin and products of plants and animals
relating directly to their future reproduction.
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(2) Bir iriiniin piyasaya arz veya piyasada

bulundurulmas1  kosullarnm  diizenleyen  o0zel
kanunlarin oldugu durumlarda bu Kanunun
hiikiimleri, o6zel kanunda hiikiim bulunmayan

hallerde uygulanir.

(3) Tiirkiye’de imal edilerek Avrupa Birligi iiyesi
iilkeler disindaki iilkelere ihrac¢ edilmesi hedeflenen
iiriinler kapsam disindadir. Ancak bu hiikiim, sektor
ayrimm yapilmaksizin ihra¢ edilen herhangi bir
iiriinde insan saghg1 ve giivenligi, hayvan veya bitki
saghg ile cevrenin korunmasi gereklerine aykirihk
veya aliciyr yaniltacak sekilde isaretleme, etiketleme
veya tagsis yapudigina dair giiclii emarelerin
bulunmasi halinde yetkili kuruluslarin gerekli
denetimleri yapmasmna ve onlemleri almasma engel
olmaz.

Tanimlar

Madde 3- (1) Bu Kanunda-geg¢en;

Tanimlar
MADDE 3 — (1) Bu Kanunun uygulanmasindaj;

765/2008/EC sayili AB Tiiziigii, 768/2008/EC sayili
AB Karari, 2001/95/EC sayili AB Direktifi ve
DTO/Ticarette Teknik Engeller (TTE) Anlasmasina
uyum amaciyla hazirlanmistir. Ayrica 2013/0048 ile
2013/0049 sayili AB Tiiziik taslaklarinin tanimlari
ornek alinmastir.

Tiirkiye’de teknik diizenlemeler, {irlin giivenligi,
uygunluk  degerlendirme,  standardizasyon  ve
akreditasyon alaninda AB sistemi uygulandigi i¢in
tanimlar, ozelikle ilgili Avrupa Birligi
mevzuatindakiler esas veya ornek alinarak yapilmistir.
Ayni tanimlarin kullanilmasi Tiirkiye ile AB arasinda
mallarin  serbest dolagimi bakimindan Onemli ve
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gereklidir.

2) M e Drs Tioarot M .y
By L cvon: e : |

e) Giivenli irin: Kullanim siirest—icinde;
normal-kullanim kosullarinda risk tagimayan

veya kabul edilebilir 6lctilerde risk tasiyan-ve

temel gerekler bakimmindan azami  dlcide

koruma saglayan {iriinii,

a) Bakanlik: Ekonomi Bakanhgini,
(Yeni taslakta “Komisyon” tanim1 bulunmamaktadir.)

r) Uriin: Bir imalat siireci sonucunda iiretilen her
tiirlii madde, miistahzar veya esyayi,

(Yeni taslakta “Son iiriin” tanimi bulunmamaktadir.)

e) Giivenli tirtin: Kullanim omrii ve uygulanabildigi
hallerde hizmete sokulmasina, kurulumuna ve
bakimina iliskin kural ve talimatlar dikkate alinmak
kaydiyla, normal veya makul bir sekilde
ongoriilebilen kullanim kosullarinda hig¢ risk tagimayan
veya sadece iiriiniin kullanimyla ilgili kabul edilebilir
asgari Olgiilerde risk tasiyan ve insan sagh@ ve
giivenligi icin yiiksek diizeyde koruma saglayan {iriinii,

2013/0048 sayili AB Tiiziik Taslagimmin 3(1) sayili
maddesi 6rnek alinmistir.

Taslak 2013/0048: ‘product’ means a product obtained
through a manufacturing process.

2001/95/EC sayili AB Direktifinin 2(b) maddesine
uyum amaciyla diizenlenmistir. Ayrica 2013/0049
sayillt AB tiliziigi taslagimin 3’iincii maddesi 6rnek
alinmustir.

Direktif 2001/95: ‘safe product’ shall mean any
product which, under normal or reasonably
foreseeable conditions of use including duration and,
where applicable, putting into service, installation and
maintenance requirements, does not present any risk or
only the minimum risks compatible with the product's
use, considered to be acceptable and consistent with a
high level of protection for the safety and health of
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(Yeni taslakta “Temel gerekler” hi¢ gegmedigi igin
tanimina da ihtiya¢ duyulmamustir.)

(Yeni taslakta “Uretici” tanimi yerine asagidaki gibi
iktisadi isletme, imalat¢i, yetkili temsilci ve ithalatci
tanimlar1 yapilmstir.)

f) iktisadi isletme: Imalatg, yetkili temsilci, ithalatc
veya dagiticiyl,

persons, taking into account the following points in

particular:
(i) ...

(i) .....
(iv) ....)

Taslak 2013/0049: ‘safe product’ means any product
which, under normal or reasonably foreseeable
conditions of use of the product concerned, including
the duration of use and, where applicable, its putting
into  service, installation and  maintenance
requirements, does not present any risk or only the
minimum risks compatible with the product's use,
considered acceptable and consistent with a high level
of protection of health and safety of persons;

765/2008/EC sayili Tiiziigiin 2(7) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayil1 AB Tiiziiklerinin 3(8) sayili maddeleri
ornek alinmastir.

‘economic operators’ shall mean the manufacturer, the
authorised representative, the importer and the
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g) Imalatcr: Bir iiriinii imal ederek veya tasarimim
veya imalatim1 yaptirarak kendi isim veya ticari
markasi ile pazarlayan gercek veya tiizel Kisiyi,

g) 1dthalatci: Bir iiriinii  Tiirkiye’nin  giimriik
sahasinin disindan getirerek yurt i¢i piyasaya arz
eden Tiirkiye’de yerlesik gercek veya tiizel Kisiyi,

p) Yetkili temsilci: Imalatcimn  bu Kanun
kapsamindaki bazi yiikiimliiliiklerini onun admna
yerine getirmek iizere imalat¢i tarafindan yazih bir
sekilde gorevlendirilen Tiirkiye’de yerlesik gercek
veya tiizel Kisiyi,

distributor;

765/2008/EC sayili Tiiziigiin 2(3) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayili AB Tiziigl taslaklarmin 3(4) sayili
maddeleri 6rnek alinmustir.

‘manufacturer’ shall mean any natural or legal person
who manufactures a product or has a product designed
or manufactured, and markets that product under his
name or trademark;

765/2008/EC sayili Tizigin 2(5) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayili AB Tiiziigii taslaklarinin 3(6) sayili
maddeleri 6rnek alinmustir.

‘importer’ shall mean any natural or legal person
established within the Community who places a
product from a third country on the Community
market;

765/2008/EC sayili Tiiziigiin 2(4) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayili AB Tiiziigii taslaklarinin 3(5) sayili
maddeleri 6rnek alinmustir.

Tiiziik 765/2008: ‘authorised representative’ shall
mean any natural or legal person established within the
Community who has received a written mandate from a
manufacturer to act on his behalf in relation to
specified tasks with regard to the latter's obligations
under the relevant Community legislation;
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k) Dagitici: Hmﬂﬁﬂ—tedafﬂ%ne}ﬂﬂd%yer—a}&ﬁ" TSR il zineiri

-

ézelilderint—etkilemeyen gercek veya tiizel
kisiyi,

B Standart: Uzerinde—mutabakat—saglanmis
Lo kabul—odilmis_bi :

uyulmasi ihtiyari elap-diizenlemeyi,

¢) Dagitict: Bir iiriinii, tedarik zincirinde yer alarak
piyasada bulunduran, imalat¢i ve ithalat¢1 disindaki
gercek veya tiizel kisiyi,

(Yeni taslakta “Standart” hi¢ gegmedigi i¢in tanimina
da ihtiya¢ duyulmamustir..)

Taslak 2013/0049: ‘authorised representative’ means
any natural or legal person established within the
Union who has received a written mandate from a
manufacturer to act on his behalf in relation to
specified tasks;

765/2008/EC  sayili AB Tiiziiglinlin  2(6) sayili
maddesine uyum amaciyla diizenlenmistir. Ayrica,
2013/0048 ve 2013/0049 sayih AB Tiizigi
taslaklarinin 3(7) sayili maddeleri 6rnek alinmustir.
‘distributor’ shall mean any natural or legal person in
the supply chain, other than the manufacturer or the
importer, who makes a product available on the
market;
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P Teknik diizenleme: BH—iriintin,—Heth idari
hiikiimler de dahil olmak iizere,—6zeHiklert;

isleme ve—iiretim yontemleri, bunlarla ilgili
terminoloji, sembol, ambalajlama, isaretleme,
etiketleme ve uygunluk degerlendirmest
islemleri hususlarmdan biri veya  birkacint
belirten—ve uyulmasi zorunlu olan her tiirli
diizenlemeyi,

K} Piyasaya arz: Uriiniin—tedarik—veya
kullanim amaeryda—Dbedelli veya bedelsiz
olarak—piyasada—ver—diras—ic—vapan
faakiyeti,

[) Teknik diizenleme: Idari hiikiimler de dahil olmak
iizere, bir iiriiniin vasiflarini, isleme veya iiretim
yontemlerini veya bunlarla ilgili terminoloji, sembol,
ambalajlama, isaretleme, etiketleme veya uygunluk
degerlendirme islemlerini tek tek veya birkacim ele
alarak belirleyen, uyulmasi zorunlu her tiirlii mevzuati,

9

(Taslakta, 4703’teki  “piyasaya arz tanimint
karsilayacak sekilde AB’deki gibi “piyasaya arz” ve
piyasada bulundurma” olarak iki ayr1 tanim yapilmaistir.)

1) Piyasaya arz: Bir {irliniin yurt i¢i piyasada ilk kez
bulundurulmasini,

i) Piyasada bulundurma: Bir iriniin ticari bir
faaliyet yoluyla, bedelli veya bedelsiz olarak dagitim,
tilkketim veya kullanim i¢in yurt ici piyasaya
saglanmasini,

DTO/TTE Anlagmasiin 1 sayili ekindeki tanima uyum
amaciyla diizenlenmistir.

Technical regulation; Document which lays down
product characteristics or their related processes and
production methods, including the applicable
administrative provisions, with which compliance is
mandatory. It may also include or deal exclusively with
terminology, symbols, packaging, marking or labelling
requirements as they apply to a product, process or
production method.

765/2008/EC sayili Tiiziigiin 2(2) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayili AB Tiiziigii taslaklarinin 3(3) sayili
maddeleri 6rnek alinmustir.

‘placing on the market’ shall mean the first making
available of a product on the Community market;

765/2008/EC sayili Tiiziigiin 2(1) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayili AB Tiiziigii taslaklarinin 3(2) sayili
maddeleri 6rnek alinmustir.

‘making available on the market’ shall mean any

8
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B Yetkili kurulus: Uriinlere—iliskin—mevzuat
) ) SyeTyasme e

lEIHIH'EH' veBuF | t.k.lﬂmlﬂlﬁﬂ kmdligml

olan-kamu-kurum-veya kurulusunu,

m) Uygunluk degerlendirmesi: Uritntin—tgik
) y §

relenic : dizenlemeye —uygunlugunun —test

beleelondisi] % L i ber stk faall .5,

n) Uygunluk degerlendirme kurulusu: Uiiniin;

ilgilt teknik dizenlemeye uygunlugunun test
.. AyeRe— ) )
N g] | | ]§ ’ )

6) Yetkili kurulug: Bir iiriin veya iiriin grubuna
iliskin mevzuati hazirlamaya veya yiiriitmeye veya
bu iiriinleri denetlemeye yetkili kamu kurulusunu,

m) Uygunluk degerlendirmesi: Bir iiriin, siireg,
hizmet, sistem, Kkisi veya kurulusa iliskin belirli
sartlarin yerine getirilip getirilmedigini gosteren
siireci,

n) Uygunluk degerlendirme kurulusu: Kalibrasyon,
test, belgelendirme ve muayene dahil olmak iizere,
uygunluk degerlendirme faaliyeti gerceklestiren
kurulusu,

supply of a product for distribution, consumption or
use on the Community market in the course of a
commercial activity, whether in return for payment or
free of charge;

765/2008/EC sayili Tiiziigiin 2(12) sayili maddesine
uyum amaciyla diizenlenmistir.  Ayrica, 2013/0048
sayili AB Tiiziigi taslaginin 3(10) sayili maddesi 6rnek
alimmustir.

‘conformity assessment’ shall mean the process
demonstrating whether specified requirements relating
to a product, process, service, system, person or body
have been fulfilled;

765/2008/EC sayili Tiziigin 2(13) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048
sayilt AB Tiiziigi taslaginin 3(10) sayili maddesi 6rnek
almmustir.

‘conformity assessment body’ shall mean a body that
performs conformity assessment activities including
calibration, testing, certification and inspection;

9
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0)—Onavlanmis—kurulus— Test—muayene | (Yeni taslakta “Onaylanmis  kurulus” taniminin
velveya—belgelendirmekuruluslarrarasidan; | yapilmasina ihtiyag duyulmamistir.)
4 B} .
sergeves yunH ’ et
) . ’ ) g
el izen] | belipil gl
o Kilondirilen &zel |
kearulosuny;
p) Uygunluk isareti: Bir-irinin—ileiliteknik | b) “CE” isareti: Uriiniin “CE” isaretinin konulmasim | 765/2008/EC sayili AB Tiiziigiiniin 2(20) sayil
diizenlemede—yer—alan—sgereklere—uygun | ongoren mevzuatin ilgili biitiin kurallarina uygun | maddesine uyum amaciyla diizenlenmistir.
oldugungs——ve—Hgili—tim—uygunluk | oldugunu gosteren isareti, ‘CE marking’ shall mean a marking by which the

o sorlondirmesi_iclermlor b tutuichs

gOsteren isareti,

(Yeni taslakta “Modiil” hi¢ gegmedigi i¢in tanimina da
ihtiya¢ duyulmamustir.)

h) Piyasa gozetimi ve denetimi: Uriinlerin saghk,
gitvenlik veya diger bir kamu yararinin korunmasi
bakimindan tehlike olusturmalarimi onlemek ve
varsa ilgili teknik diizenlemedeki kurallara uygun
olmalarim1 saglamak amaciyla yetkili kuruluslar

manufacturer indicates that the product is in
conformity with the applicable requirements set out in
Community harmonisation legislation providing for its
affixing;

765/2008/EC sayili Tizigin 2(17) sayili maddesine
uyum amaciyla diizenlenmistir.

‘market surveillance’ shall mean the activities carried
out and measures taken by public authorities to ensure
that products comply with the requirements set out in

10
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s oot .

tyruygulemakodu: g selidrdelc-meveut
tekenolojt Idlaze5l H‘e bihmse}l LH.*]E.EIIIE.I

wygulama-esaslarmt ifade eder.

tarafindan yiiriitiilen faaliyetleri ve alinan tedbirleri,

(Yeni taslakta “Iyi uygulama kodu” hi¢ gegmedigi igin
tanimina da ihtiya¢ duyulmamustir.)

c) Ciddi risk: Etkileri kisa vadede ortaya
cikmayanlar da dahil olmak iizere, ivedi miidahale
ve diizenli takip gerektiren her tiirlii riski,

the relevant Community harmonisation legislation and
do not endanger health, safety or any other aspect of
public interest protection;

Ayrica, 2013/0048 sayili AB Tiiziik taslaginin 3(11)
sayil1 maddesi 6rnek alinmistir.

‘market surveillance means the activities carried out
and measures taken by public authorities to ensure that
products do not endanger health, safety or any other
aspect of public interest protection and, in the case of
products falling within the scope of Union
harmonisation legislation, that they comply with the
requirements set out in that legislation;

2001/95/EC sayili AB Direktifinin 2(d) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitli AB Tiiziik taslaginin 3(17) sayili maddesi 6rnek
alimmustir.

Direktif 2001/95: ‘serious risk’ shall mean any serious
risk, including those the effects of which are not
immediate, requiring rapid intervention by the public
authorities;

Taslak 2013/0049: ‘serious risk’ means a risk

11
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d) Geri ¢agirma: Nihai kullanicinin elinde bulunan
bir iriiniin geri getirilmesini amacglayan her tiirlii
onlemi,

J) Piyasadan c¢ekmek: Tedarik zincirindeki bir
iriniin  piyasada bulundurulmasini  dnlemeyi
amaclayan her tiirlii tedbiri,

k) Riskli iiriin: Kullamm omrii ve uygulanabildigi
hallerde hizmete sokulmasina, kurulumuna ve
bakimina iliskin kural ve talimatlar dikkate alinmak
kaydiyla, normal veya makul bir sekilde
ongoriilebilen kullanim kosullarinda insan saghgi ve
giivenligi, isyerinde saghk ve giivenlik, tiiketicinin
korunmasi, cevre, kamu emniyeti veya diger bir
kamu yararmm makul ve kabul edilebilir olgiilerin
otesinde olumsuz etkileme potansiyeli olan iiriinii

requiring rapid intervention and follow-up, including
cases where the effects may not be immediate.

765/2008/EC sayili AB Tiiziglinin 2(14) sayili
maddesine uyum amaciyla diizenlenmistir. Ayrica,
2013/0048 ve 2013/0049 sayili AB Tizigi
taslaklarinin sirasiyla 3(15) ve 3(14) sayili maddeleri
ornek alimustir.

‘recall’ shall mean any measure aimed at achieving the
return of a product that has already been made
available to the end user;

765/2008/EC sayili Tiiziigiin 2(15) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048 ve
2013/0049 sayili AB Tiiziigii taslaklarinin sirasiyla
3(16) ve 3(15) sayili maddeleri 6rnek alinmistir.
‘withdrawal’ shall mean any measure aimed at
preventing a product in the supply chain from being
made available on the market;

2013/0048 sayilh AB Tiiziik taslagmin 3(13) sayili
maddesi 6rnek alinmistir.

Taslak 2013/0048: ‘product presenting a risk’ means a
product having the potential to affect adversely health
and safety of persons in general, health and safety in
the workplace, consumerprotection, the environment
and public security as well as other public interests to a
degree which goes beyond that considered reasonable
and acceptable under the normal or reasonably

12
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0) Uygun olmama hali: Bu Kanunun, Kanunun
uygulama  mevzuatinin  veya ilgili  teknik
diizenlemenin hiikiimlerine veya uygulanabildigi
durumlarda genel giivenlik gereklerine aykirihk
halini,

foreseeable conditions of use of the product concerned,
EN 16 EN including the duration of use and, where
applicable, its putting into service, installation and
maintenance requirements;)

ifade eder.
IKINCI BOLUM IKINCI BOLUM
Hmn&er%l—hskm Teknik Diizenlemeler, | Teknik Diizenlemeler, Uriin Giivenligi, Tiiketici
Usiinlerin—Pivasaya—Arzinda—Ureticilerin—ve | Uriinlerinde Genel Giivenlik Gerekleri, Uriin
Pasgitredarm Yiikiimlilikleri Sorumlulugu ve iktisadi Isletmelerin
Yiikiimliliikleri
Hfuﬁ{efe&rsk—mtekmk diizenlemeler Teknik diizenlemeler 765/2008/EC sayili Tiiziiglin ve 2013/0048 sayili AB
Madde 4- (1) Usiinlere—iliskin—teknik | MADDE 4 - (1) Yetkili Kkuruluslar, teknik | Tiiziigii taslaginin girizgdh1 rnek almmustir.
diizenlemeler—yetkih—lcuruluslar—tarafindan | diizenlemeleri insan saghgi ile can ve mal | (1) It is necessary to ensure that products benefiting
hazilanie: giivenliginin, ¢evrenin, hayvan ve bitki saghginin | from the free movement of goods within the Community
veya tiiketicinin  korunmasi  veya  enerji | fulfil requirements providing a high level of protection

verimliliginin saglanmasi gibi bir kamu yararmi
gozeterek ve gozettigZi amacin Otesine gecmeyen,
uygun, orantili, baglantil, acik ve uygulanabilir
hiikiimler koyarak hazirlarlar.

of public interests such as health and safety in general,
health and safety at the workplace, protection of
consumers, protection of the environment and security,
while ensuring that the free movement of products is
not restricted to any extent greater than that which is
allowed under Community harmonisation legislation or
any other relevant Community rules. Provision should,
therefore, be made for rules on accreditation, market
surveillance, controls of products from third countries
and the CE marking.

13
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(2) Yetkili Kuruluslar, hazirladiklar1 teknik | 764/2008/EC sayili AB Tiiziigiinliin girizgdh1 6rnek

diizenlemeleri ilgili tiim taraflarin goriisiine acar,
goriislerin sunulabilmesi icin makul bir siire tanir ve
mevzuatin  ve  uluslararas1  yiikiimliiliiklerin
gerektirdigi hallerde usuliine uygun olarak ilgili
uluslararasi taraflara bildirirler.

alinmustir.

(23) The concept of overriding reasons of public
interest to which reference is made in certain
provisions of this Regulation is an evolving concept
developed by the Court of Justice in its case law in
relation to Articles 28 and 30 of the Treaty. This
concept covers, inter alia, the effectiveness of fiscal
supervision, the fairness of commercial transactions,
the protection of consumers, the protection of the
environment, the maintenance of press diversity and the
risk of seriously undermining the financial balance of
the social security system. Such overriding reasons may
justify the application of technical rules by the
competent authorities. However, no such application
should constitute a means of arbitrary discrimination
or a disguised restriction of trade between Member
States. Furthermore, the principle of proportionality
should always be respected, regard being had to
whether the competent authority has in fact made use
of the least restrictive measure.

(3) Yetkili Kkurulus teknik diizenleme yapma
yetkisini gerektiginde aym veya farkh iiriin
bakimindan yetkili diger bir kurulusa devredebilir.

) e . . .o . . .
aBrtie] I 3..] 3 1..;.'.2211%.[“ tireticilerin—ve
Madde 5- (1) Piyasaya—arz—ediecek—yent
riinlorin_ileil teknik diizen]

Uriin giivenligi

MADDE 5 — (1) Giivenli olmayan bir iiriin piyasaya
arz edilemez ve piyasada bulundurulamaz;
piyasada ise cekilir, nihai kullanicilarin elinde ise

2001/95/EC sayilt AB Direktifinin 3(1) ve 3(2) sayili
maddelerine uyum amaciyla diizenlenmistir. Ayrica,
2013/0048 AB Tiiziik taslaginin 4(2) sayilt maddesi ve
2013/0049 sayili AB Tiiziik taslaginin 4’iincii maddesi

14
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geri cagirilir.

(2) Insan sagh@ ve giivenligini korumak amaciyla 4
iincii maddenin birinci ve ikinci fikralarinda yer
alan usul ve esaslar dogrultusunda hazirlanarak
yiiriirliige konan teknik diizenlemelerin ilgili
kurallarim Kkarsilayan iiriinlerin giivenli oldugu
varsayilir.

Oornek alinmstir.

Direktif 2001/95:1.A product shall be deemed safe,
ceveeeeee e n ... be marketed.

2. A product shall be deemed safe, as far as the
aspects covered by the relevant national legislation
are concerned, when, in the absence of specific
Community provisions governing the safety of the
product in question, it conforms to the specific rules of
national law of the Member State in whose territory
the product is marketed, such rules being drawn up in
conformity with the Treaty, and in particular Articles
28 and 30 thereof, and laying down the health and
safety requirements which the product must satisfy in
order to be marketed.

Taslak 2013/0048: 2. Market surveillance shall be
organised and carried out in accordance with this
Regulation with a view to ensuring that products
presenting a risk are not made available on the Union
market and, where such products have been made
available, effective measures are taken to remove the
risk presented by the product.

Taslak 2013/0049: Economic operators shall place or
make available on the Union market only safe
products.

Madde 5
(2) Birinei—fikrada—belirti l Lad
EltlZ.Ef}lEiiielgf . .Wﬁ]m% 2 smiglalimlla*
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ool Kilidie
Madde 5 {3) Uretiei,pi tvenlt | Tiiketici iiriinlerinde genel giivenlik gerekleri 2001/95/EC sayili AB Direktifinin 3’iincii maddesine
drtinteri  arz - comek  zorundadiv.  Teknik uyum amaciyla diizenlenmistir. Ayrica 2013/0049
diizenlemelere—uygun—irinlerin—egitvent | MADDE 6 — (1) 5 inci maddenin ikinci fikrasinda | sayili AB Tiiziik taslaginin 5’inci maddesi 6rnek

oldugu—kabul—editir—Teknik diizenlemenin

bulunmadigr haHerde—iirliniin giivenli olup

olmadig1,——wlasal——veya—uluslararast
Jastlara:busl | halinde_;

belirtilen teknik diizenlemelerin bulunmadigi veya
ilgili teknik diizenlemenin iiriiniin insan saghgi ve

giivenligi  bakimindan  risk  olusturabilecek
ozelliklerini kapsamadiglr durumlarda bir tiiketici
iriniiniin giivenli olup olmadiginin
degerlendirilmesi bu  Kanuna  dayamlarak

cikarilacak bir yonetmelik ile belirlenen genel
giivenlik gereklerine gore yapilir.

alinmustir.

Direktif 2001/95: Article 5 In circumstances other than
those referred to in paragraph 2, the conformity of a
product to the general safety requirement shall be
assessed by taking into account the following elements
in particular, where they exist:

(a) voluntary national standards transposing relevant
European standards other than those referred to in
paragraph 2;

(b) the standards drawn up in the Member State in
which the product is marketed;

(c) Commission recommendations setting guidelines on
product safety assessment;

(d) product safety codes of good practice in force in the
sector concerned;

(e) the state of the art and technology;

(f) reasonable consumer expectations concerning safety

Taslak 2013/0049:Presumption of safety

For the purpose of this Regulation, a product shall be
presumed to be in compliance with the general safety
requirement laid down in Article 4 in the following
cases:

(a) as regards the risks covered by requirements
designed to protect human health and safety laid down
in or pursuant to Union harmonisation legislation, if it
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conforms to those requirements;

(b) in the absence of requirements laid down in or
pursuant to Union harmonisation legislation referred
to in point (a), as regards the risks covered by
European

standards, if it conforms to relevant European
standards or parts thereof, the references of which
have been published in the Official Journal of the
European

Union in accordance with Articles 16 and 17;

(c) in the absence of requirements laid down in or
pursuant to Union harmonisation legislation referred
to in point (a) and European standards referred to in
point (b), as regards the risks covered by health and
safety requirements laid down in the law of the Member
State where the product is made available on the
market, if it conforms to such national requirements.

AB mevzuati paralelinde uygulanabilir teknik
diizenlemelerin bulunmadig: durumlarda
diizenlenmemis alandaki bir tiiketici triiniiniin giivenli
olup olmadiginin degerlendirilmesinin genel giivenlik
gereklerine gore yapilacagini hilkkme baglayan bu
maddede, “genel giivenlik gerekleri”; basta bu is igin
0zel olarak kabul edilmis uyumlastirilmis Avrupa
standartlar1 ve bunlar1 uyumlastiran ulusal standartlar
olabilecegi gibi, diger ulusal standartlar, teknolojinin
ulastig1 diizey veya tiiketicinin makul beklentisi olarak
sayilmaktadir.

17
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Bu gibi kosullar, kanunla diizenlenemeyecek kadar
ayrintili ve teknik icerikte oldugundan ve iirlinden
irline, Uriniin tasidig riske, kullanicinin (yasli,
hamile, ¢ocuk, engelli) ozelliklerine gore degisiklik
arz  edebileceginden bu Kanuna dayanilarak
cikarilacak yonetmelikte belirlenecektir.

Uriin sorumlulugu

MADDE 7- (1) 5 inci maddede belirtilen iiriin
giivenligi kosullarini veya uygulanabildigi
durumlarda 6 nc1 maddede atif yapilan genel
giivenlik gereklerini karsilayamadigr i¢in  bir
iiriiniin, bir Kisinin oliimiine veya yaralanmasina
veya bir malin zarar gormesine sebep olmasi
halinde, bu iiriiniin imalatgis1 veya iiriin ithal ise
ithalatcis1 dogan zarardan kusuru aranmaksizin
sorumlu tutulur ve bu Kanun uyarinca tazminat
borcu dogar. Mala gelen zararlarda tazminat
borcunun dogmasi icin, uygun olmayan iiriin
disindaki bir malin zarar gormesi, bu malin
normalde Kisisel kullannma mahsus olmasi ve zarar
goren tarafindan esasen  Kkisisel amaclarla
kullanilmis olmasi gerekir.

85/374/EEC sayili AB Direktifinin 9’uncu maddesine
uyum saglamak amaciyla hazirlanmistir.

For the purpose of Article 1, 'damage’ means:
(a) damage caused by death or by personal injuries;

(b) damage to, or destruction of, any item of property
other than the defective product itself, with a lower
threshold of 500 ECU, provided that the item of
property:

(1) is of a type ordinarily intended for private use or
consumption, and

(ii) was used by the injured person mainly for his own
private use or consumption.

(2) imalatc1 veya ithalatcinin sorumlu tutulabilmesi
icin; zarar gorenin iiriindeki uygunsuzlugu,
ugradig: zarari ve uygunsuzluk ile zarar arasindaki
nedensellik bagim ispat etmesi zorunludur. Somut
olaymn ozelliklerine gore iiriiniin ortaya c¢ikan
tirden bir zarar1 dogurmaya elverisli olmasi
halinde nedensellik baginin var oldugu kabul edilir.

85/374/EEC sayili AB Direktifinin 4’{incii maddesine
uyum saglamak amaciyla hazirlanmistir.

The injured person shall be required to prove the
damage, the defect and the causal relationship
between defect and damage.

18
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(3) Uygun olmayan bir iiriiniin sebep oldugu zarara
iliskin birden fazla iktisadi isletmenin tazminat
yiikiimliiliigii doguyor ise bunlar miiteselsilen
sorumlu tutulurlar.

85/374/EEC sayili AB Direktifinin 5’inci maddesine
uyum saglamak amaciyla hazirlanmistir.

Where, as a result of the provisions of this Directive,
two or more persons are liable for the same damage,
they shall be liable jointly and severally, without
prejudice to the provisions of national law concerning
the rights of contribution or recourse.

4) Iktisadi isletmeyi iiriin sorumlulugundan
kurtaran ya da bu sorumlulugu azaltan s6zlesmeler
hiikiimsiiz kabul edilir.

85/374/EEC sayili AB Direktifinin 12°nci ve 13’iincii
maddesine uyum saglamak amaciyla hazirlanmistir.

Article 12 :The liability of the producer arising from
this Directive may not, in relation to the injured
person, be limited or excluded by a provision limiting
his liability or exempting him from liability.

Article 13 :This Directive shall not affect any rights
which an injured person may have according to the
rules of the law of contractual or non-contractual
liability or a special liability system existing at the
moment when this Directive is notified.

(5) Uygun olmayan bir iiriiniin sebep oldugu zarar
nedeniyle 0denecek maddi ve manevi tazminatin
miktarimin belirlenmesi ve zamanasimi siireleri
hakkinda 11/1/2011 tarihli ve 6098 sayih Tiirk
Bor¢lar Kanununun haksiz fiillere iliskin hiikiimleri
uygulamr

Imalatcimin yiikiimliiliikleri

Kanun iirliniin teknik mevzuatina uygunlugundan ve
giivenli olmasindan birinci derecede imalatgiy1
sorumlu tutar. Imalatginin sorumlulugu, {iriin piyasaya
arz edildikten ve hatta kullanicinin/tiiketicinin eline
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gectikten sonra da devam eder. Araya dagiticilarin
girmesi, imalat¢min yiikiimliiliiklerini sona erdirmez.
Imalatc1 iiriiniine ismini, markasin1 ve acik adresini
koyarak kendisine gerektiginde rahatlikla ve hizli bir
sekilde ulasilmasini saglar.

Bu madde 768/2008/EC sayii AB Kararinin
“Imalatginin Yiikiimliiliikleri” ile 2013/0049 sayili AB
Tiiziik taslaginin  ilgili maddesi oOrnek alinarak
diizenlenmistir.

MADDE 8 — (1) Imalatci;

a) Piyasaya ancak teknik diizenlemesine ve
uygulanabildigi  durumlarda  genel giivenlik
gereklerine uygun tasarlanmis ve imal edilmis
iiriinleri arz eder,

768/2008/EC sayili AB Kararmin R2(1) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayith AB Tizik taslaginin 8(1) maddesi Ornek
alinmustir.

Karar 768/2008: When placing their products on the
market, manufacturers shall ensure that they have been
designed and manufactured in accordance with the
requirements set out in ... [reference to the relevant
part of the legislation].)

Taslak 2013/0049: When placing their products on the
market, manufacturers shall ensure that they have

been designed and manufactured in accordance with
the general safety requirement laid down in Article 4.

b) Mevzuatin gerektirdigi teknik dosyayr tanzim
eder, uygunluk degerlendirme islemlerini yapar veya
yaptirir, uygunluk beyanim1 veya uygunlugu
gosteren diger belgeleri diizenler ve uygunluk
isaretini iiriiniine koyar,

768/2008/EC sayili AB Kararmin R2(2) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayith AB Tiziik taslaginin 8(4) maddesi Ornek
almmustir.

Karar 768/2008: Manufacturers shall draw up the
required technical documentation and carry out the
conformity assessment procedure applicable or have it
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carried out.

Where compliance of a product with the applicable
requirements has been demonstrated by that procedure,
manufacturers shall draw up an EC declaration of
conformity and affix the conformity marking.)

Taslak 2013/0049: Proportionate to the possible risks
of a product, manufacturers shall draw up a technical
documentation. The technical documentation shall
contain, as appropriate:

(@) a general description of the product and its
essential properties relevant for assessing the product's
safety;

(b) an analysis of the possible risks related to the
product and the solutions adopted to eliminate or
mitigate such risks, including the outcome of any tests
conducted by the manufacturer or by another party on
his behalf;

Madde-5 (8) Uretieiilgili-teknik diizenlemede
b%l-l-Ft—l—l%H—t—Hm—bE,‘lgderl—bH—bel-gel-GF

tarthten—itibaren—ilgili teknik diizenlemede

belirtilen silire, bu siirenin belirtilmemesi

halinde—yetkih—kuralusea—belirlenecek—siire
Y i) .
il ;.. ' §

c) (b) bendinde belirtilen dosya ve belgeleri
mevzuatta belirtilen siire boyunca, bir siirenin
belirtilmedigi hallerde iiriiniin piyasaya arz edildigi
tarihten itibaren en az on yil siireyle muhafaza eder,

768/2008/EC sayili AB Kararmin R2(3) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049

sayitllh AB Tiiziik taslaginin 8(5) maddesi 0Ornek
alimmustir.
Karar 768/2008: .Manufacturers shall keep the

technical documentation and the EC declaration of
conformity for ... [period to be specified in proportion
to the lifecycle of the product and the level of risk] after
the product has been placed on the market.

Taslak 2013/0049: Manufacturers shall keep, for a
period of ten years after the product has been placed

on the market, the technical documentation and make it
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available to the market surveillance authorities, upon
request.)

¢) Uriiniiniin ilgili kurallara uygunlugunun seri
iiretim boyunca da siirdiiriillmesi icin gerekli
onlemleri alir; iiriiniin tasariminda, vasiflarinda
veya uygun oldugunu beyan ettigi kurallardaki
degisiklikleri takip eder ve geregini yapar,

768/2008/EC sayili AB Kararinin R2(4) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayill AB Tizik taslaginin 8(2) maddesine uyum
amaciyla diizenlenmistir.

Karar 768/2008: Manufacturers shall ensure that
procedures are in place for series production to remain
in conformity. Changes in product design or
characteristics and changes in the harmonised
standards or in technical specifications by reference to
which conformity of a product is declared shall be
adequately taken into account.

Taslak 2013/0049: Manufacturers shall ensure that
procedures are in place for series production to remain
in conformity with the general safety requirement laid
down in Article 4.

d) Tasidiklar1 muhtemel risklerle orantilhi olarak,
piyasada bulundurulan iiriinlerinden numune
alarak test eder, sorusturur, sikayetlerin, uygun
olmayan ve geri ¢agrilan iiriinlerin kaydini tutar ve
yaptig1 gozetim hakkinda dagiticilan bilgilendirir,

768/2008/EC sayili AB Kararmin R2(4.2) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiiziik taslaginin 8(3) maddesi 0Ornek
alinmustir.

Karar 768/2008: When deemed appropriate with
regard to the risks presented by a product,
manufacturers shall, to protect the health and safety of
consumers, carry out sample testing of marketed
products, investigate, and, if necessary, keep a register
of complaints, of non-conforming products and product
recalls, and shall keep distributors informed of any
such monitoring.

Taslak 2013/0049: Proportionate to the possible risks
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of a product, manufacturers shall, to protect the

health and safety of consumers, carry out sample
testing of products made available on the market,
investigate complaints and keep a register of
complaints, nonconforming products and product
recalls, and shall keep distributors informed of any
such monitoring.

e) Uriiniiniin mevzuatin gerektirdigi tip, parti, seri
numarasi veya ayirt edilmesini saglayacak diger
bilgileri kolayca goriilebilir ve okunabilir sekilde
tasimasini temin eder, iriiniin boyut veya dogasinin
buna elverisli olmadig1 durumlarda ise bu bilgilerin
iriniin ambalajinda veya iiriine eslik eden bir
belgede yer almasini saglar,

768/2008/EC sayili AB Kararmin R2(5) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiiziik taslaginin 8(6) maddesi Ornek
alinmustir.

Karar 768/2008: Manufacturers shall ensure that their
products bear a type, batch or serial number or other
element allowing their identification, or, where the size
or nature of the product does not allow it, that the
required information is provided on the packaging or
in a document accompanying the product.

Taslak 2013/0049: Manufacturers shall ensure that
their products bear a type, batch or serial number or
other element allowing the identification of the product
which is easily visible and legible for consumers, or,
where the size or nature of the product does not allow
it, that the required information is provided on the
packaging or in a document accompanying the product.

f) Mevzuatin gerektirdigi hallerde ismini, kayith
ticari unvan veya markasim ve Kendisine
ulasilabilecek ac¢ik adresleri iiriiniin iizerinde, bunun
miimkiin olmadig1 durumlarda iiriiniin ambalajinda
veya liriine eslik eden bir belgede belirtir,

768/2008/EC sayili AB Kararinin R2(6) maddesine
uyum amaciyla diizenlenmistir. Ayrica 2013/0049
sayitll AB Tiiziik taslaginin 8(7) maddesi Ornek
almmustir.

Karar 768/2008: Manufacturers shall indicate their
name, registered trade name or registered trade mark
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and the address at which they can be contacted on the
product or, where that is not possible, on its packaging
or in a document accompanying the product. The
address must indicate a single point at which the
manufacturer can be contacted.

Taslak 2013/0049: Manufacturers shall indicate their
name, registered trade name or registered trade mark
and the address at which they can be contacted on the
product or, where that is not possible, on its packaging
or in a document accompanying the product. The
address must indicate a single point at which the
manufacturer can be contacted.

risikdler+—halkdanda—tiiketicilere gerekli bilgiyi
saglamak,—ézeHiklerint—belirtecek—sekilde

g)Uriiniiniin tasiyabilecegi riskleri
degerlendirebilmeleri ve bunlardan sakinabilmeleri
icin nihai kullamcilara gerekli bilgileri saglar ve bu
risklere karsi ihtiyati tedbirleri alr,

2001/95/EC sayih AB Direktifinin  5(1)
maddesine uyum amaciyla diizenlenmistir.
(Within the Ilimits of their respective activities,
producers shall provide consumers with the relevant
information to enable them to assess the risks inherent
in a product throughout the normal or reasonably
foreseeable period of its use, where such risks are not
immediately obvious without adequate warnings, and
to take precautions against those risks.)

sayil

g) Uriiniiniin veya iiriiniin ambalajimin iizerinde
veya iiriine eslik eden belgelerde yer alan (g)
bendinde belirtilen bilgilerin ve kurulum, kullanim
ve bakim talimatlarn ile giivenlik kurallarinin
Tiirk¢e olmasini saglar,

768/2008/EC sayili AB Kararinin R2(7) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiiziik taslaginin 8(8) maddesi Ornek
almmustir.

Karar 768/2008: Manufacturers shall ensure that the
product is accompanied by instructions and safety
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information in a language which can be easily
understood by consumers and other end-users, as
determined by the Member State concerned.

Taslak 2013/0049: Manufacturers shall ensure that
their product is accompanied by instructions and safety
information in a language which can be easily
understood by consumers, as determined by the
Member State in which the product is made available,
except where the product can be used safely and as
intended by the manufacturer without such instructions
and safety information.

h) Piyasaya arz ettigi bir iiriiniin uygun olmadigini
bildigi veya bilmesinin gerektigi hallerde iiriinii
uygun duruma getirmek ve gerektiginde iiriiniin
piyasaya arzim durdurmak, iiriinii piyasadan
cekmek veya geri cagirmak icin gerekli diizeltici
onlemleri derhal alir; iirinin risk arz ettigi
durumlarda basta saghk ve giivenlik bakimindan
risk teskil eden hususlar ile alinan diizeltici 6nlemler
hakkinda olmak iizere ayrimtih bir sekilde ve
ivedilikle yetkili kuruluslar: bilgilendirir,

768/2008/EC sayili AB Kararmin R2(8) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiiziik taslaginin 8(9) maddesi Ornek
alinmustir.

Karar 768/2008: Manufacturers who consider or have
reason to believe that a product which they have placed
on the market is not in conformity with the applicable
Community harmonisation legislation shall mmediately
take the necessary corrective measures to bring that
product into conformity, to withdraw it or recall it, if
appropriate. Furthermore, where the product presents
a risk, manufacturers shall immediately inform the
competent national authorities of the Member States in
which they made the product available to that effect,
giving details, in particular, of the noncompliance and
of any corrective measures taken.

Taslak 2013/0049: Manufacturers who consider or
have reason to believe that a product which they have
placed on the market is not safe or is otherwise not in
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conformity with this Regulation shall immediately take
the corrective action necessary to bring that product
into conformity, to withdraw it or recall it, if
appropriate. Furthermore, where the product is not
safe, manufacturers shall immediately inform the
market surveillance authorities of the Member States in
which they made the product available to that effect,
giving details, in particular, of the risk to health and
safety and of any corrective action taken.

1) Piyasaya arz ettigi iiriinlerin tasidig1 risklerin
ortadan kaldirilmasi amaciyla yapilan faaliyetlerde
yetkili kuruluslarin talimatlarim yerine getirir ve
iiriinlerinin uygunlugunu gosteren gerekli tiitm bilgi
ve belgeleri yetkili kurulusa Tiirkce olarak saglar,

768/2008/EC sayili AB Kararmin R2(9) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048
sayili AB Tizik taslagmin 8’inci maddesi 6rnek
alinmustir.

Karar 768/2008: Manufacturers shall, further to a
reasoned request from a competent national authority,
provide it with all the information and documentation
necessary to demonstrate the conformity of the product,
in a language which can be easily understood by that
authority. They shall cooperate with that authority, at
its request, on any action taken to eliminate the risks
posed by products which they have placed on the
market.

Tasla 2013/0048: On request, economic operators and,
where applicable, conformity assessment

bodies, shall make available to market surveillance
authorities any documentation and information that
those authorities require for the purpose of carrying
out their activities, in a language which can be easily
understood by them.

i) Mevzuatin gerektirdigi hallerde ve sekilde resmi
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kayit islemlerini yapar veya yaptirir.

Yetkili temsilcinin yiikiimliiliikleri

Imalatc1 ister yurtiginde isterse de yurtdisinda yerlesik
olsun Tirkiye’de yerlesik gercek veya tiizel bir kisiyi
yetkili ~ temsilcisi  olarak  atayabilir.  Teknik
diizenlemenin (6rne8in tibbi cihazlar) gerektirdigi
durumlarda ise  yurtdisinda  yerlesik  imalatgt,
Tiirkiye’de yerlesik bir yetkili temsilci atamak
zorundadir. Yetkili temsilci, imalatcinin kendisine
yazili olarak devrettigi gorevleri yerine getirir. Bu
yetkilendirme, imalat¢inin tim odevlerini
kapsayamayacagi gibi, bu maddenin ikinci fikrasinda
belirlenenlerden de az olamaz. Yetkili temsilci, ayni
zamanda {riinlin ithalat¢is1 da olabilir. Bu durumdaki
yetkili temsilci ithalatgimin  bu kanunda sayilan
yikiimliiklerini de yerine getirmek zorundadir.

Bu madde, 768/2008/EC sayilt AB Kararinin “Yetkili
Temsilcinin Yiikiimliiliikleri” maddesi 6rnek alinarak
diizenlenmistir.

MADDE 9- (1) Imalatci, devrettigi yetkinin ve
gorevlerin mahiyetini, varsa kosullarimi ve sinirlarii
acikc¢a, anlasilir bicimde ve yazih olarak belirlemek
suretiyle yetkili bir temsilci atayabilir.

768/2008/EC sayili AB Kararmin R3(1) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayith AB Tizik taslagmin 9(1) maddesi Ornek
alimmustir.

Karar 768/2008: A manufacturer may, by a written
mandate, appoint an authorised representative.

Taslak 2013/0049: A manufacturer may, by a written
mandate, appoint an authorised representative.

(2) Yetkili temsilci, imalat¢gimin birinci fikrada
belirtilen sekilde kendisine verdigi ve mevzuatin
simirlamadig1 gorevleri yerine getirir. Ancak, bu

768/2008/EC sayili AB Kararmin R3(2) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayili AB Tiiziik taslaginin 9(2) sayili maddesi 6rnek
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gorevlendirme belgesinde yazmasa dahi yetkili
temsilci teknik mevzuatin gerektirdigi ve iiriiniin
uygunlugunu gosteren belgeleri teknik mevzuatta
belirtilen siire boyunca, boyle bir siire belirtilmemis
ise iiriiniin piyasaya arz edildigi tarihten itibaren en
az on yll boyunca muhafaza etmek ve talebi halinde
yetkili kurulusa Tiirk¢e olarak saglamak ve yetKisi
kapsamindaki iiriinlerin arz ettigi risklerin ortadan
kaldirilmas1 amaciyla yapilan faaliyetlerde yetkili
kurulusun talimatlarini yerine getirmek zorundadir.

alinmustir.

Karar 768/2008: An authorised representative shall
perform the tasks specified in the mandate received
from the manufacturer. The mandate shall allow the
authorised representative to do at least the following:
(a) keep the EC declaration of conformity and the
technical documentation at the disposal of national
surveillance authorities for ... [period to be specified in
proportion to the lifecycle of the product and the level
of risk];

(b) further to a reasoned request from a competent
national authority, provide that authority with all the
information and documentation necessary to
demonstrate the conformity of a product;

(c) cooperate with the competent national authorities,
at their request, on any action taken to eliminate the
risks posed by products covered by their mandate.

Taslak 2013/0049: An authorised representative shall
perform the tasks specified in the mandate received
from the manufacturer. The mandate shall allow the
authorised representative to do at least the following:
(@) further to a request from a market surveillance
authority, provide that authority with all the
information and documentation necessary to
demonstrate the conformity of a product;

(b) cooperate with the market surveillance authorities,
at their request, on any action taken to eliminate the
risks posed by products covered by their mandate.

Ithalatcimin yiikiimliiliikleri

Ithalatgi, imalatginin  tiim odevlerini  yiiklenemez.
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Ormegin, iriinii uygunluk degerlendirmesine tabi
tutamaz, uygunluk beyanini diizenleyemez veya teknik
dosyay1 tanzim edemez. Ancak tiim bunlarin usuliine
uygun bir sekilde yapildigindan emin olmak
zorundadir. Ithalatci, yurtici piyasaya sadece teknik
diizenlemesine uygun ve gilivenli iirlinleri arz eder.
Ithalat sonrasinda da iiriiniin ilgili teknik diizenlemeye
uygun veya giivenli olmadiginin tespit edilmesi halinde
gerekli onlemleri alma ylikiimliiliigii ithalatgiya aittir.
Ithalat¢1 isim, kayith ticari unvan veya markasini ve
kendisine ulasilabilecek acik adresleri iiriiniin {izerinde
belirtmek ve boylece kendisine gerektiginde ve
rahatlikla ulagilmasini saglamak zorundadir.

Bu madde, 768/2008/EC sayihi AB Kararimin
“thalatginin Yiikiimliiliikleri” maddesi 6rnek almarak
diizenlenmistir.

MADDE 10- (1) ithalatci;

a) Piyasaya sadece teknik diizenlemesine ve

uygulanabildigi  durumlarda  genel
gereklerine uygun iiriinleri arz eder,

giivenlik

768/2008/EC sayili AB Kararmin R4(1) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayith AB Tizik taslagmin 10(1) maddesi 06rnek
alinmustir.

Karar 768/2008: Importers shall place only compliant
products on the Community market.

Taslak 2013/0049: Before placing a product on the
market importers shall ensure that the product is
compliant with the general safety requirement laid
down in Article 4 and that the manufacturer has
complied with the requirements set out in Article 8(4),
(6) and (7).
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b) Bir iiriinii piyasaya arz etmeden énce, imalat¢inin
mevzuatin gerektirdigi uygunluk degerlendirmesi
islemlerini tamamladigim ve teknik dosyayr tanzim
ettigini, iriiniin zorunlu uygunluk isareti veya
isaretlerini tasidigim1 ve iiriine gerekli belgelerin
eslik ettigini ve imalatcimin 8 inci maddenin birinci
fikrasinin  (e) ve (f) bentlerinde diizenlenen
yiikiimliiliikleri yerine getirdigini teyit eder,

768/2008/EC sayili AB Kararinin R4(2) maddesine
uyum amaciyla diizenlenmistir.

Before placing a product on the market importers shall
ensure that the appropriate conformity assessment
procedure has been carried out by the manufacturer.
They shall ensure that the manufacturer has drawn up
the technical documentation, that the product bears the
required conformity marking or markings and is
accompanied by the required documents, and that the
manufacturer has complied with the requirements set
out in Article [R2(5) and (6)].

c) Bir iiriiniin uygun olmadigim bildigi veya
bilmesinin gerektigi durumlarda, iiriin uygun hale
getirilmeden piyasaya arz edemez ve iiriiniin risk
teskil ettigi her durumda imalatciyr ve yetkili
kuruluslar bilgilendirir,

768/2008/EC sayili AB Kararmin R4(2.2) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiizik taslagimin 10(2) maddesi Ornek
alinmustir.

Karar 768/2008: Where an importer considers or has
reason to believe that a product is not in conformity
with [reference to the relevant part of the
legislation], he shall not place the product on the
market until it has been brought into conformity.
Furthermore, where the product presents a risk, the
importer shall inform the manufacturer and the market
surveillance authorities to that effect.

Taslak 2013/0049: Where an importer considers or has
reason to believe that a product is not in conformity
with this Regulation, he shall not place the product on
the market until it has been brought into conformity.
Furthermore, where the product is not safe, the
importer shall inform the manufacturer and the market
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surveillance authorities of the Member State in which
he is established to that effect.

¢) Mevzuatin gerektirdigi hallerde ismini, kayith
ticari unvan veya markasimm ve Kendisine
ulasilabilecek acik adresleri iiriiniin iizerinde, bunun
miimkiin olmadig1 durumlarda iiriiniin ambalajinda
veya iiriine eslik eden bir belgede belirtir, koydugu
bu bilgilerin, iiriiniin imalatcis1  tarafindan
konulanlarin gorunirligiini engellememesini
saglar,

768/2008/EC sayili AB Kararinin R4(3) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayili AB Tiiziik taslaginin 10(3) maddesi 6rnek
alinmustir.

Karar 768/2008: Importers shall indicate their name,
registered trade name or registered trade mark and the
address at which they can be contacted on the product
or, where that is not possible, on its packaging or in a
document accompanying the product.

Taslak 2013/0049: Importers shall indicate their name,
registered trade name or registered trade mark

and the address at which they can be contacted on the
product or, where that is not possible, on its packaging
or in a document accompanying the product. They shall
ensure that any additional label does not obscure any
information on the label provided by the manufacturer.

d) Uriiniiniin tastyabilecegi riskleri
degerlendirebilmeleri ve bunlardan sakinabilmeleri
icin nihai kullamcilara gerekli bilgileri saglar ve bu
risklere kars ihtiyati tedbirleri alr,

2001/95/EC sayili AB Direktifinin 5(1) maddesine
uyum amaciyla diizenlenmistir.

Within the limits of their respective activities,
producers shall provide consumers with the relevant
information to enable them to assess the risks inherent
in a product throughout the normal or reasonably
foreseeable period of its use, where such risks are not
immediately obvious without adequate warnings, and
to take precautions against those risks.

e) Uriiniiniin veya iiriiniin ambalajinin iizerinde
veya iiriine eslik eden belgelerde yer alan (d)
bendinde belirtilen bilgilerin ve kurulum, kullanim

768/2008/EC sayili AB Kararmin R4(4) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayith AB Tiziikk taslagmin 10(4) maddesi Ornek
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ve bakim talimatlar
Tiirk¢e olmasimi saglar,

ile giivenlik Kkurallarinin

alinmustir.

Karar 768/2008: Importers shall ensure that the
product is accompanied by instructions and safety
information in a language which can be easily
understood by consumers and other end-users, as
determined by the Member State concerned.

Taslak 2013/0049: Importers shall ensure that the
product is accompanied by instructions and safety
information in a language which can be easily
understood by consumers, as determined by the
Member State in which the product is made available,
except where the product can be used safely and as
intended by the manufacturer without such instructions
and safety information.

f) Uriin kendi sorumlulugu altindayken, depolama
ve nakliye kosullarimin iiriiniin teknik mevzuatin
ilgili sartlarina veya uygulanabildigi durumlarda
genel giivenlik gereklerine uygunlugunu tehlikeye
sokmamasini saglar,

768/2008/EC sayili AB Kararmin R4(5) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayith AB Tiziik taslagmin 10(5) maddesi Ornek
alinmustir.

Karar 768/2008: Importers shall ensure that, while a
product is under their responsibility, storage or
transport conditions do not jeopardise its compliance
with the requirements set out in ... [reference to the
relevant part of the legislation].

Taslak 2013/0049: Importers shall ensure that, while a
product is under their responsibility, storage or
transport conditions do not jeopardise its compliance
with the general safety requirement laid down in
Article 4 and its conformity with Article 8(6).
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g) Tasidiklar1 muhtemel risklerle orantili olarak,
piyasada bulundurulan iiriinlerinden numune
alarak test eder, sorusturur ve sikayetlerin, uygun
olmayan ve geri ¢cagrilan iiriinlerin kaydini tutar ve
yaptig1 gozetim hakkinda imalat¢i ve dagiticilar:
bilgilendirir,

768/2008/EC sayili AB Kararinin R4(6) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiiziik taslagmin 10(6) maddesi 6rnek
alinmustir.

Karar 768/2008: When deemed appropriate with
regard to the risks presented by a product, importers
shall, to protect the health and safety of consumers,
carry out sample testing of marketed products,
investigate, and, if necessary, keep a register of
complaints, of non-conforming products and product
recalls, and shall keep distributors informed of such
monitoring.

Taslak 2013/0049: Proportionate to the possible risks
presented by a product, importers shall, to protect

the health and safety of persons, carry out sample
testing of marketed products, investigate complaints,
and keep a register of complaints, of non-conforming
products and of product recalls, and shall keep the
manufacturer and distributors informed of such
monitoring.

g) Piyasaya arz ettigi bir iiriiniin uygun olmadigini
bildigi veya bilmesinin gerektigi hallerde iiriinii
uygun duruma getirmek ve gerektiginde iiriiniin
piyasaya arzim durdurmak, iiriinii piyasadan
cekmek veya geri cagirmak icin gerekli diizeltici
onlemleri derhal alir; iriiniin risk arz ettigi
durumlarda basta saghk ve giivenlik bakimindan
risk teskil eden hususlar ile alinan diizeltici 6nlemler
hakkinda olmak iizere ayrintih bir sekilde ve

768/2008/EC sayili AB Kararmin R4(7) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayili AB Tiizik taslaginin 10(7) maddesi 6rnek
almmmustir.

Karar 768/2008: Importers who consider or have
reason to believe that a product which they have placed
on the market is not in conformity with the Community
harmonisation legislation applicable shall immediately
take the corrective measures necessary to bring that
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ivedilikle yetkili kuruluslar1 bilgilendirir,

product into conformity, to withdraw it or recall it, if
appropriate. Furthermore, where the product presents
a risk, importers shall immediately inform the
competent national authorities of the Member States in
which they made the product available to that effect,
giving details, in particular, of the noncompliance and
of any corrective measures taken.

Taslak 2013/0049: Importers who consider or have
reason to believe that a product which they have placed
on the market is not safe or is otherwise not in
conformity with this Regulation shall immediately take
the corrective action necessary to bring that product
into conformity, to withdraw it or recall it, if
appropriate. Furthermore, where the product is not
safe, importers shall immediately inform the market
surveillance authorities of the Member States in which
they made the product available to that effect, giving
details, in particular, of the risk to health and safety
and of any corrective action taken.

h) Mevzuatin gerektirdigi ve iiriiniin uygunlugunu
gosteren belgelerin bir 6rnegini mevzuatta belirtilen
siire boyunca, bdyle bir siire belirtilmemis ise
iiriiniin ithal edildigi tarihten itibaren en az on yil
boyunca talebi halinde yetkili kurulusa Tiirkce
olarak saglar,

768/2008/EC sayili AB Kararmin R4(8) maddesine
uyum amaciyla diizenlenmistir. Ayrica 2013/0049
sayili AB Tiizik taslaginin 10(8) maddesi o6rnek
almmustir.

Karar 768/2008: Importers shall, for ... [period to be
specified in proportion to the lifecycle of the product
and the level of risk], keep a copy of the EC declaration
of conformity at the disposal of the market surveillance
authorities and ensure that the technical documentation
can be made available to those authorities, upon
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request.

Taslak 2013/0049: Importers shall keep, for a period of
ten years after the product has been placed on the
market, the technical documentation and make it
available to the market surveillance authorities, upon
request.

1) Piyasaya arz ettigi iiriinlerin tasidig1 risklerin
ortadan kaldirilmasi amaciyla yapilan faaliyetlerde
yetkili kurulusun talimatlarim yerine getirir,

768/2008/EC sayili AB Kararinin R4(9) maddesine
uyum amaciyla diizenlenmistir.

Importers shall, further to a reasoned request from a
competent national authority, provide it with all the
information and  ocumentation  necessary to
demonstrate the conformity of a product in a language
which can be easily understood by that authority. They
shall cooperate with that authority, at its request, on
any action taken to eliminate the risks posed by
products which they have placed on the market.

i) Mevzuatin gerektirdigi hallerde ve sekilde resmi
kayit islemlerini yapar veya yaptirir.

Dagiticinin yiikiimliiliikleri

768/2008/EC  sayili AB Kararinin
Yikiimlilikleri”  maddesine ~ uyum
diizenlenmistir.

Dagiticilar, bir iiriinii piyasada bulundurmadan once,
urtiintin imalatcisinin veya ithalatcisinin
yiikiimliiliiklerini yerine getirdiginden emin olmak
zorundadirlar. Uriiniin ilgili teknik diizenlemeye uygun
veya giivenli olmadigi hallerde imalatg1t veya
ithalatgiyla ve yetkili kuruluslarla isbirligi yapmakla
yiikiimliidiirler.

“Dagiticinin
amaciyla

Madde 5-(9) Dagiticr. sahip oldudsu bilotler

MADDE 11- (1) Dagitici;

768/2008/EC sayili AB Kararmin R5(2) maddesine
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a) Bir iiriinii piyasada bulundurmadan once, iiriiniin
zorunlu uygunluk isareti veya isaretlerini tasidigini;
gerekli  belgelerin, talimatlarin ve giivenlik
kurallarimin iiriine Tiirkce olarak eslik ettigini ve
imalatcinin 8 inci maddenin birinci fikrasinin (e) ve
(f) bentlerinde, iiriin ithal ise ithalat¢imin 10 uncu
maddenin birinci fikrasinin (¢) bendinde diizenlenen
yiikiimliiliikleri yerine getirdigini teyit eder,

uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayili AB Tiizik taslagmin 11(2) maddesi o6rnek
alinmustir.

Karar 768/2008: Before making a product available on
the market distributors shall verify that the product
bears the required conformity marking or markings,
that it is accompanied by the required documents and
by instructions and safety information in a language
which can be easily understood by consumers and
other end-users in the Member State in which the
product is to be made available on the market, and that
the manufacturer and the importer have complied with
the requirements set out in Article [R2(5) and (6)] and
Article [R4(3)].

Taslak 2013/0049: Before making a product available
on the market distributors shall verify that the
manufacturer and the importer have complied with the
requirements set out in Article 8(6), (7) and (8) and
Article 10(3) and (4), as applicable.

b) Bir iiriiniin uygun olmadigim bildigi veya
bilmesinin gerektigi durumlarda, uygun hale
getirilmeden iiriinii piyasada bulunduramaz ve
iiriiniin risk teskil ettigi her durumda imalatc1 veya
ithalatcryr ve yetkili kuruluslar bilgilendirir,

768/2008/EC sayili AB Kararmin R5(2.2) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayili AB Tiizik taslagmmin 11(3) maddesi o6rnek
almmustir.

Karar 768/2008: Where a distributor considers or has
reason to believe that a product is not in conformity
with [reference to the relevant part of the
legislation], he shall not make the product available on
the market until it has been brought into conformity.
Furthermore, where the product presents a risk, the
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distributor shall inform the manufacturer or the
importer to that effect as well as the market
surveillance authorities.

Taslak 2013/0049: Where a distributor considers or
has a reason to believe that a product is not in
conformity with this Regulation, he shall not make the
product available on the market until it has been
brought into conformity. Furthermore, where the
product is not safe, the distributor shall inform the
manufacturer or the importer, as applicable, to that
effect as well as the market surveillance authority of
the Member State in which the distributor is
established.

¢) Uriin kendi sorumlulugu altindayken, depolama
ve nakliye kosullarimin iiriiniin teknik mevzuatin
ilgili sartlarina veya uygulanabildigi durumlarda
genel giivenlik gereklerine uygunlugunu tehlikeye
sokmamasini saglar,

768/2008/EC sayili AB Kararmin R5(3) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0049
sayitll AB Tiiziikk taslaginin 11(4) maddesi 6rnek
alimmustir.

Karar 768/2008/EC: Distributors shall ensure that,
while a product is under their responsibility, storage or
transport conditions do not jeopardise its compliance
with the requirements set out in ... [reference to the
relevant part of the legislation].

Taslak 2013/0049: Distributors shall ensure that, while
a product is under their responsibility, storage or
transport conditions do not jeopardise its compliance
with the general safety requirement laid down in
Article 4 and its conformity with Article 8(6), (7) and
(8) and Article 10(3) and (4), as applicable.
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¢) Piyasada bulundurdugu bir iiriiniin uygun
olmadigim bildigi veya bilmesinin gerektigi hallerde,
imalat¢i veya ithalatcimin iiriinii uygun duruma
getirmek, piyasadan cekmek veya geri ¢cagirmak icin
gerekli diizeltici onlemleri aldigimi teyit eder ve
iiriiniin risk arz ettigi durumlarda imalatg1 veya
ithalatciyr ve basta saghk ve giivenlik bakimindan
risk teskil eden hususlar ile alinan diizeltici 6nlemler
hakkinda olmak iizere ayrintih bir sekilde yetkili
kuruluslan ivedilikle bilgilendirir,

768/2008/EC sayili AB Kararinin R5(4) maddesine
uyum amaciyla diizenlenmistir. 2013/0049 sayili AB
Tiizik taslagimin 11(5) maddesi 6rnek alinmistir.

Karar 768/2008: Distributors who consider or have
reason to believe that a product which they have made
available on the market is not in conformity with the
Community harmonisation legislation applicable shall
make sure that the corrective measures necessary to
bring that product into conformity, to withdraw it or
recall it, if appropriate, are taken. Furthermore, where
the product presents a risk, distributors shall
immediately inform the competent national authorities
of the Member States in which they made the product
available to that effect, giving details, in particular, of
the non-compliance and of any corrective measures
taken.

Taslak 2013/0049: Distributors who consider or have
reason to believe that a product which they have made
available on the market is not safe or is not in
conformity with Article 8(6), (7) and (8) and Article
10(3) and (4), as applicable, shall make sure that the
corrective action necessary to bring that product into
conformity is taken, to withdraw it or recall it, if
appropriate. Furthermore, where the product is not
safe, distributors shall immediately inform the
manufacturer or importer, as applicable as well as
market surveillance authorities of the Member States in
which they made the product available to that effect,
giving details, in particular, of the risk to health and
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safety and of any corrective action taken.

d) Piyasada bulundurdugu iiriinlerin arz ettigi
risklerin ortadan Kkaldirilmasi amaciyla yapilan
faaliyetlerde ilgili iktisadi isletme ile isbirligi yapar
ve liriinlerin uygunlugunu gosteren gerekli tiim bilgi
ve belgeleri yetkili kurulusa temin ederek yetkili
kurulusun talimatlarini yerine getirir.

768/2008/EC sayili AB Kararinin R5(5) maddesine
uyum amaciyla diizenlenmistir.

Distributors shall, further to a reasoned request from a
competent national authority, provide it with all the
information and documentation necessary to
demonstrate the conformity of a product They shall
cooperate with that authority, at its request, on any
action taken to eliminate the risks posed by products
which they have made available on the market.

Imalatcinin yiikiimliiliiklerinin ve iriin
sorumlulugunun diger iktisadi isletmelere
uygulandigi durumlar

768/2008/EC sayili AB Kararinin R6 maddesine uyum
amaciyla diizenlenmistir.

Bir iiriinii bagkasina imal ettirerek kendini imalatc1
olarak tanitan iktisadi isletmelere normal ekonomik ve
ticari hayatta siklikla rastlanabilmektedir. Bunun
yanisira bagka bir imalatginin piyasada bulunan bir
iiriinlinii esashi bir sekilde (motorlu araglarda oldugu
gibi) modifiye ederek veya baska bir isleme tabi tutarak
tekrar piyasaya arz eden isletmeler de bulunmaktadir.
Iste bu durumdaki ithalat¢1 ve dagiticilar bu Kanun
kapsaminda imalat¢1 sayilirlar ve imalatginin bu
Kanun’da sayilan yiikiimliiliikklerini yerine getirmekle
sorumludurlar.

MADDE 12- (1) Bir iiriinii kendi isim veya ticari
markasi altinda piyasaya arz eden veya piyasaya arz
edilmis bir iiriinii teknik mevzuat kosullarina veya

uygulanabildigi durumlarda  genel giivenlik
gereklerine  uygunlugunu etkileyecek sekilde
degistiren ithalatcilar ile dagiticilar bu Kanun

kapsaminda imalat¢i sayilirlar ve imalat¢inin 8 inci

768/2008/EC sayili AB Kararinin R6 maddesine uyum
amaciyla diizenlenmistir. Ayrica, 2013/0049 sayili AB
Tiiziik taslaginin 12’inci maddesi 6rnek alinmastir.

Karar 768/2008: An importer or distributor shall be
considered a manufacturer for the purposes of this ...
[act] and he shall be subject to the obligations of the
manufacturer under Article [R2], where he places a
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maddede  belirtilen yiikiimliiliiklerini
getirmekle sorumludurlar.

yerine

product on the market under his name or trademark or
modifies a product already placed on the market in
such a way that compliance with the applicable
requirements may be affected.

Taslak 2013/0049: Cases in which obligations of
manufacturers apply to importers and distributors

An importer or distributor shall be considered a
manufacturer for the purposes of this Regulation and
shall be subject to the obligations of the manufacturer
under Article 8, where he places a product on the
market under his name or trademark or modifies a
product already placed on the market in such a way
that compliance with the requirements of this
Regulation may be affected.

tespit
edilemedigi durumlarda, yetkili kurulusca
belic] I siireicinde_ireticini |

v

dagrtrer-tiretiei-olarak kabul edilir.

(2) Bir iiriiniin imalatcisi, yetkili temsilcisi veya
ithalat¢isinin tespit edilemedigi durumlarda, yetkili
kurulusca yapilan bildirimden itibaren on giin
icinde imalat¢cinin, iiriin ithal ise yetkili temsilci
veya ithalatcisinin isim ve irtibat bilgilerini, bu
bilgilere sahip degil ise tedarik zincirinde yer alan
bir onceki iktisadi isletmenin isim ve irtibat
bilgilerini  bildirmeyen dagitici, bu Kanun
kapsaminda imalatc¢i olarak kabul edilir.

Bu fikra, 2001/95/EC sayili AB Direktifinin 5’inci
maddesinin ~ 2’nci  fikrasina  uyum  amaciyla
diizenlenmistir.

Distributors shall be required to act with due care to
help to ensure compliance with the applicable safety
requirements, in particular by not supplying products
which they know or should have presumed, on the basis
of the information in their possession and as
professionals, do not comply with those requirements.
Moreover, within the limits of their respective
activities, they shall participate in monitoring the safety
of products placed on the market, especially by passing
on information on product risks, keeping and providing
the documentation necessary for tracing the origin of
products, and cooperating in the action taken by
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producers and competent authorities to avoid the risks.
Within the limits of their respective activities they shall
take measures enabling them to cooperate efficiently.

Ozellikle “merdiven alt1 {iretim veya satis tabir edilen”
kimi durumlarda iiriiniin imalatg1, yetkili temsilci veya
ithalat¢isinin kimliginin tespiti gii¢ olabilmektedir. Bu
gibi hallerde, piyasa gozetimi ve denetimin etkinligi
ciddi bir sekilde azalir. Bu sorunun ¢oziimii i¢in
dagiticinin sorumluluklarinin bilincinde olarak 13 {incii
maddede diizenlendigi gibi, tedarik zincirinin takibini
kolaylagtiracak gerekli bilgilerin kaydimi tutmasi ve
talebi lizerine yetkili kuruluslara bu bilgileri temin
etmesi gerekir. Aksi takdirde, kendisi esas sorumlu
durumuna diisecektir.

(3) Uriin sorumluluguna iliskin olarak, iiriiniin
imalatgisy, yetkili temsilcisi veya ithalat¢isinin
belirlenemedigi durumlarda, zarara ugrayan Kkisiye
bu iktisadi isletmelerin isim ve irtibat bilgilerini, bu
bilgilere sahip degil ise tedarik zincirinde yer alan
bir onceki iktisadi isletmenin isim ve irtibat
bilgilerini makul bir siire icinde bildirmeyen
dagitici, bu Kanun kapsaminda imalat¢1 gibi
sorumlu tutulur.

85/374/EEC sayili AB Direktifinin 3(3) maddesine
uyum saglamak amaciyla hazirlanmistir.

Where the producer of the product cannot be identified,
each supplier of the product shall be treated as its
producer unless he informs the injured person, within a
reasonable time, of the identity of the producer or of
the person who supplied him with the product. ....

Izlenebilirlik

MADDE 13- (1) Iktisadi isletmeler, tedarik
zincirinde yer alan bir onceki ve varsa bir sonraki
iktisadi isletmenin ismi, ticari unvam veya markasi
ve irtibat bilgileri ile iiriiniin takibini kolaylastiracak
diger bilgilerin kaydim diizenli bir sekilde tutar,

Bu fikra, 768/2008/EC sayili AB Kararmin R7
maddesine uyum amaciyla diizenlenmistir. Ayrica,
2013/0049 sayil1 AB Tiiziik taslaginin 14’iincii maddesi
ornek alinmastir.

Karar 768/2008: Economic operators shall, on request,
identify the following to the market surveillance
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iiriinii piyasada bulundurmaya basladiklar tarihten
itibaren en az on yil boyunca muhafaza eder ve
talebi halinde yetkili kurulusa sunarlar.

authorities, for ... [period to be specified in proportion
to the lifecycle of the product and the level of risk]:

(a) any economic operator who has supplied them with
a product;

(b) any economic operator to whom they have supplied
a product.

Taslak
operators
1. Economic operators shall, on request, identify the
following to the market surveillance authorities:

(a) any economic operator who has supplied them with
the product;

(b) any economic operator to whom they have supplied
the product.

2. Economic operators shall be able to present the
information referred to in the first paragraph for a
period of 10 years after they have been supplied with
the product and for a period of 10 years after they have
supplied the product.

2013/0049: Identification of economic

Etkin bir denetimin saglanabilmesi ve Onlemlerin
uygulanabilmesi i¢in {iriiniin tedarik zincirinde yer alan
iktisadi isletmelerin acik bir sekilde biliniyor ve
izlenebiliyor olmasi biiylik 6nem arz etmektedir. Bunun
i¢in {irlinii piyasada bulunduran her bir iktisadi isletme
driinli  kimden aldigim1 ve kime sattigin1 yetkili
kuruluslara beyan edebilmelidir. izlenebilirlik igin
isletmeler diizenli tutulmus, uygun bir kayit sistemine
sahip olmalidir. 12 nci maddenin ikinci fikrasinda
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belirtildigi gibi, yetkili kuruluslarca talep edildiginde
kendinden bir Onceki iktisadi isletmenin iletigim
bilgilerini beyan edemeyen dagiticilar bu Kanun
kapsaminda imalat¢1 olarak kabul edilir.

UCUNCU BOLUM
Uygunluk

UCUNCU BOLUM
Uygunluk isaretleri ve Belgeleri, Uygunluk
Degerlendirme Islemleri ve Kuruluslar:

Uygunluk isaretleri ve Dbelgeleri, uygunluk
degerlendirme islemleri

MADDE 14- (1) Bir iiriiniin, piyasaya arz
edilebilmesi, piyasada bulundurulabilmesi veya

kullanicinin  hizmetine sunulabilmesi i¢in teknik
diizenlemede bu iiriine iliskin ongoriilen zorunlu
uygunluk degerlendirme islemlerinin tamamlanmasi
ve olumlu sonug¢lanmasi gerekir.

Test, muayene ve belgelendirme gibi uygunluk
degerlendirme  islemleri  bir  {riiniin  teknik
diizenlemesine uygun olup olmadiginin tespitine yarar.
Bir teknik diizenleme bir iirline arz Oncesi uygunluk
degerlendirme islemleri yapilmasini sart kosuyorsa, bu
islem olumlu bir sekilde tamamlanmadigr miiddetce bu
iirlin piyasaya arz edilemez.

Madde—5—(10) Uygunhuk—isoretn

uyeunluk degerlendirme islemlert sonucunda
verien belgelerin tahrif veya taklit edilmesi,
usuliine uygun olmadan kullanilmas1 yasaktir.

(2) Bir teknik diizenlemenin gerektirdigi, basta
“CE” isareti olmak iizere, iiriinlere iliskin her tiirlii
uygunluk isareti ve belgelerinin, test raporlarinin ve
diger belgelerin gergege aykirt sekilde diizenlenmesi,
kullanilmasi, tahrif veya taklit edilmesi yasaktir.

“CE” isareti gibi lriinlere konulan zorunlu uygunluk
isaretleri ve {rlinlere eslik eden zorunlu uygunluk
belgeleri bir iiriinlin uygunlugu ve giivenligi konusunda
karine teskil eder ve ozellikle tiiketicilerde bu yonde bir
alg1 dogururlar. Buna karsin, usuliine uygun olmayan
sekillerde kullanildiklarinda da tiikketicileri
yaniltabilirler. Bu nedenle de yasal yollardan
korunmalar1 ve usulsliz kullanimlarin caydirict bir
sekilde cezalandirilmalar1 gerekmektedir. Maddeye bu
nedenle yer verilmistir.

(3) Zorunlu uygunluk isaretleri, sadece teknik

765/2008/EC sayili AB Tiiziigiiniin 30(2) maddesine
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diizenlemelerin bu isaretlerin konulmasini | uyum amaciyla diizenlenmistir.

ongordiigii uiriinlerde kullanilabilir, baska iiriinlerde
kullanilamaz.

The CE marking as presented in Annex Il shall be
affixed only to products to which its affixing is provided
for by specific Community harmonisation legislation,
and shall not be affixed to any other product.

(4) Bir iiriiniin uygunlugunu gosteren isaret ve
belgeler, bu Kanunun uygulama mevzuatinda veya
teknik diizenlemede belirtilen usul ve esaslara uygun
olarak diizenlenir ve kullanilir.

768/2008/EC sayili AB Kararinin R12 maddesi ile
765/2008/EC sayilt AB Tiiziigiiniin 4’iincii Boliimiiniin
30’uncu maddesine uyum amaciyla diizenlenmistir.
Karar 768/2008: The CE marking shall be affixed
visibly, legibly and indelibly to the product or to its
data plate.

The CE marking shall be affixed before the product is
placed on the market.

Tiiziik 765/2008: The CE marking shall be affixed only
by the manufacturer or his authorised representative.

(5) Uriine, “CE” isaretinin anlamn ve sekli hakkinda
iciincii sahislart yaniltacak baska isaretler veya
betimlemeler konulamaz. Diger her tiirlii isaret
iriine ancak “CE” isaretinin gorinebilirligini,
okunabilirligini ve anlammm bozmayacak sekilde
konulabilir.

Bu fikra, 765/2008/EC sayili AB Tiiziigliniin 4’iincii
Boliimiiniin 30(5) sayili maddesine uyum amaciyla
diizenlenmistir.

The affixing to a product of markings, signs or
inscriptions which are likely to mislead third parties
regarding the meaning or form of the CE marking shall
be prohibited. Any other marking may be affixed to the
product provided that the visibility, legibility and
meaning of the CE marking is not thereby impaired.

“CE” isareti, Avrupa Birligi tarafindan icat edilen, tibbi
cihazlar, makinalar, elektrikli aletler ve yap1
malzemeleri gibi olduk¢a 6nemli sektorlerde, lizerine

44




4703 SAYILI URUNLERE iLISKIN
TEKNIK MEVZUATIN HAZIRLANMASI
VE UYGULANMASINA DAIR KANUN

URUN GUVENLIGI VE TEKNIK

DUZENLEMELER KANUNU TASLAGI

ILGILI AVRUPA BIRLIGI MEVZUATI
ULUSLARARASI ANLASMALAR

VE

konulduklar1 {irtiniin  ilgili teknik dlizenlemenin
kosullarint karsiladigin1 gdsteren zorunlu bir isarettir.
Tirkiye de Giimriik Birligi nedeniyle AB’nin CE
isaretini gerektiren mevzuatini uyumlastirmaktadir. Bu
isarete sahip tirtinler, glimriiklerde ayrica bir denetime
tabi tutulmadan AB ile Tiirkiye pazarinda serbest
dolasima girmektedirler. Bu 0Ozelligiyle “CE” isareti
triinler i¢in bir pasaport islevi gormektedir. Bunun
yanisira tiiketicilerde {riiniin gilivenli oldugu algisi
yaratmaktadirlar. Bu nedenlerle, “CE” isaretinin
usulline uygun olarak kullanilmasi biiylikk 6nem arz
etmektedir.

Uygunluk degerlendirme kuruluslarna—iliskin

Uygunluk degerlendirme kuruluslari ve onaylanmis

Bu maddede uygunluk degerlendirme kuruluslart ve

esaslar kuruluslar onaylanmis  kuruluslarin  yiikiimliilikleri, bunlar
gorevlendiren yetkili kuruluslarin = sorumluluk ve
yetkileri  ile  uygunsuzluk  halinde  uygunluk
degerlendirme kuruluslarina uygulanabilecek
yaptirimlar belirlenmektedir.

Onaylannus kuruluslara iliskin csaslar MADDE 15- 768/2008/EC sayili AB Kararmin R23(1) sayili

Madde—7—(1) Yetkili kuruluglar, Tirkiyede | (1) Yetkili Kkuruluslar, teknik diizenlemenin | maddesine uyum amaciyla diizenlenmistir.

yerlesik  elan—test—muayene—vefveya | gerektirdigi  hillerde, bu Kanunun uygulama | Notifying authorities may notify only conformity

belgele#@nme kuruluslar1 arasindan, uygun
du%eﬂ}emelefde—ve#veya—bﬁ—léaﬁ&n—ve bu

Kanunun uygulama usul ve esaslarina iliskin
yonetmeliklerde belirtilen esaslar

gergevesinde, bi—veya—birden—fazla—teknik
- ) P .. 8
=8 Kilendirie ) e 5

mevzuatinda ve teknik diizenlemede belirtilen usiil
ve esaslar cercevesinde uygunluk degerlendirme
kurulusu ve onaylanmis kurulus
gorevlendirebilirler.

assessment bodies which have satisfied the

requirements laid down in Article [R17].

45




4703 SAYILI URUNLERE iLISKIN
TEKNIK MEVZUATIN HAZIRLANMASI
VE UYGULANMASINA DAIR KANUN

URUN GUVENLIGI VE TEKNIK

DUZENLEMELER KANUNU TASLAGI

ILGILI AVRUPA BIRLIGI MEVZUATI
ULUSLARARASI ANLASMALAR

VE

2 Uygunluk degerlendirme kuruluslari, bir
teknik diizenleme kapsamindaki
faaliyetlerinden dolay1 bu teknik diizenlemeyi
yiiriiten yetkili kurulusa kars1 sorumludur.

(2) Resmi bir gorevlendirme olsun veya olmasin,
uygunluk degerlendirme Kkuruluslari, bir teknik
diizenleme kapsamindaki faaliyetlerinden dolayr bu
teknik diizenlemeyi yiiriiten yetkili kurulusa karsi
sorumludur.

Uyeunluk  degerlendirme  kurulustar ile
onaylanmis kurulustarin sorumluluklar
- )
.” Y8 g el
| .151.. | ]31 : | 1; g

bu Kanunun uygulama usul ve esaslarina
iliskin yonetmeliklerde yer alan usul ve
esaslara uygun olarak bagimsiz ve tarafsiz-bi

sebtde—wvountuk—deserlendirme—hizmett
e vikiimlidiirer.

(3) Uygunluk degerlendirme kuruluslari;

a) Bu Kanunun uygulama mevzuatinda ve teknik
diizenlemelerde yer alan usll ve esaslar ¢ergevesinde,
bagimsiz ve tarafsiz hareket ederek, ayrim
gozetmeden ve seffaf bir sekilde hizmet verir,

768/2008/EC sayili AB Kararmin R17 maddesinin 3, 4
ve 8’inci fikralar1 ile R27 maddesinin 1 ve 2’nci
fikralarina uyum amaciyla diizenlenmistir.

R17.3. A conformity assessment body shall be a third-
party body independent of the organisation or the
product it assesses. A body belonging to a business
association or professional federation representing
undertakings involved in the design, manufacturing,
provision, assembly, use or maintenance of products
which it assesses, may, on condition that its
independence and the absence of any conflict of
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interest are demonstrated, be considered such a body.
4. A conformity assessment body, its top level
management and the personnel responsible for
carrying out the conformity assessment tasks shall not
be the designer, manufacturer, supplier, installer,
purchaser, owner, user or maintainer of the products
which they assess, nor the authorised representative of
any of those parties. This shall not preclude the use of
assessed products that are necessary for the operations
of the conformity assessment body or the use of such
products for personal purposes.

8. The impartiality of the conformity assessment bodies,
their top level management and of the assessment
personnel shall be guaranteed.)

(R27.1. Notified bodies shall carry out conformity
assessments in accordance with the conformity
assessment procedures provided for in... [the relevant
part of the legislation].

2. Conformity assessments shall be carried out in a
proportionate manner, avoiding unnecessary burdens
for economic operators.

Madde 09— (5) U ok _deserlondi
kuruluslart — ile  onavlanmis  kuruluslar,
faaliyetleri ile ilgili her tiirlii bigh kayit ve
belgeleri,—HgHi-teknik diizenlemede belirtilen
stire, b siirenin belirtilmemesi-hatinde yetkih
learalugoe-belirlenccek sire-boyunea myhataze
sl . l 1 i ]..51..] .

Faaliyetine son verilen veya kendi istegi ile

b) Faaliyetleri ile ilgili her tiirlii belge ve kaydi, teknik
diizenlemede belirtilen siire boyunca, bir siirenin
belirtilmedigi durumlarda ise bu belge ve kayitlarin
diizenlendigi tarihten itibaren en az 10 y1l boyunca
muhafaza eder ve talep halinde yetkili kuruluslara
sunarlar.

(6) Yetkili kuruluslarca gorevlendirilmis uygunluk
degerlendirme Kkuruluslarindan faaliyetine son

768/2008/EC sayili AB Kararinin 2 sayili Ekindeki
“Uygunluk Degerlendirme Prosediirleri”’nde belirtilen
siireler esas alinmistir.

768/2008/EC sayili AB Kararmmin R25(2)
maddesine uyum amaciyla diizenlenmistir.

say1l1
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faaliyetine son veren uygunluk degerlendirme

kuruluglart  He—enaylanms—kuraluslas
faaliyette—bulunduldarr—dénemde—yapmis
olduklar1 uygunluk degerlendirme faaliyetleri
ile ilgili bHgk kayit ve belgeleri,-ayn+konuda
caali bl hak_dezerlendi

kurulusu  veya  onaylanmis  kurulusa
devredilmek—tizere—yetkili kurulusa teslim

eder%uygwxﬁk—degeﬁend%

verilen veya kendi istegi ile faaliyetine son verenler,
yapmis olduklar1 ve artik yapamayacaklar1 uygunluk
degerlendirme islemleri ile ilgili belge ve kayitlar
yetkili kurulusa teslim ederler.

In the event of restriction, suspension or withdrawal of
notification, or where the notified body has ceased its
activity, the notifying Member State shall take
appropriate steps to ensure that the files of that body
are either processed by another notified body or kept
available for the responsible notifying and market
surveillance authorities at their request.

(4) Yetkili kuruluslar, yetki alanina giren uygunluk
degerlendirme  kuruluslarmin  bu  Kanunun
uygulama mevzuatinda ve teknik diizenlemelerde
belirtilen nitelikleri karsilamaya devam edip
etmedigini, sorumluluklar: yerine getirip
getirmedigini ve faaliyetleri ongoriilen kosullara
uygun olarak siirdiiriip siirdiirmedigini gerektiginde
gozetler ve denetler.

768/2008/EC sayili AB Kararinin R4 iinciti Béliimiiniin
R14’lincli maddesinin 1’inci fikrasina uyum amaciyla
diizenlenmistir.

Member States shall designate a notifying authority
that shall be responsible for setting up and carrying out
the necessary procedures for the assessment and
notification of conformity assessment bodies and the
monitoring of notified bodies, including compliance
with the provisions of Article [R20].

(5) Dordiincii fikrada belirtilen gozetleme ve
denetleme faaliyetinin sonuclarinin olumsuz ¢cikmasi
halinde, wuygunluk degerlendirme kurulusunun
teknik diizenleme kapsamindaki faaliyetleri yetkili
kurulus¢ca uygunsuzlugun agirhgiyla orantih olarak

768/2008/EC sayili AB Kararinin R4’iincii Boliimiiniin
R14(1)  sayili maddesine  uyum  amaciyla
diizenlenmistir.

Member States shall designate a notifying authority
that shall be responsible for setting up and carrying out
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| kgl . 1ol kil
diizenleme kapsamndaki-onaylanmis kurulus
statlisti-kaldrrte:

4 N § : )

g|§] siiniin—kald ]3 j‘]‘].i
Karar] Resmi G e il lilerek.

gecici siireyle kisitlanabilir, askiya ahnabilir veya
tamamen  durdurulabilir  ve bu  uygunluk
degerlendirme kurulusu bir onaylanmis kurulus ise
bu statiisit geri c¢ekilebilir. Yetkili kurulus bu
islemleri uygun yollarla duyurur.

the necessary procedures for the assessment and
notification of conformity assessment bodies and the
monitoring of notified bodies, including compliance
with the provisions of Article [R20].

4703 sayili Kanunun bu maddesine yeni taslakta yer
verilmemistir. Ciinkii bu maddenin Kanun’da yer
almasina gerek yoktur. Nitekim bu hiikiimler, Bakanlar
Kurulu’'nun 16/12/2011 tarihli kararlariyla kabul
edilmis ve 23/02/2012 tarihli ve 28213 sayili Resmi
Gazete’de yayimlanarak yiirlirlige girmis olan
“Uygunluk Degerlendirme Kuruluglar1 ve Onaylanmig
Kuruluglar ~ Yonetmeligi”nde detayli olarak yer
almaktadir.
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DORDUNCU BOLUM
Uriinlerin Denetimi, Yetkili Kuruluslarin Gorev,
Sorumluluk ve Yetkileri

Pryvisagbretintve denetinn Uriinlerin denetimine iliskin genel usul ve esaslar
Madde—10-(1) Piyasa—gbzetimi—ve—denetimi; | MADDE 16- (1) Yetkili kuruluslar, denetlemekle | 765/2008/EC sayili AB Tiiziigiiniin 18(39 maddesi ile
Hegti-teknik-ditzenlemelerde-ve/veyabuKanun | yetkilendirildikleri iiriinlerin insan saghgi ve | 2001/95/EC  sayihi AB  Direktifinin = 6(2) ve
ve—bu—Kanunun—uygulanmasta—iliskin | giivenligi, isyerinde saghik ve giivenlik, tiiketici | 6(3)maddelerine uyum amaciyla diizenlenmistir.
yonetmehiklerde—belirtilen—usul—ve—esaslar | haklari, cevre, kamu emniyeti ve diger bir kamu | Ayrica, 2013/0048 sayili AB Tiiziik taslagmin 1 inci
cercevesinde—yapthr—Bunlara—iiskin—idart | yararim azami o6lciide korumayr amaclayan kural, | maddesi 6rnek alinmistir.
diizenlemeleryethkilikuruluslareabelirlenir: | kosul ve gerekliliklere uygunlugunu dogrulamak | Tiiziik 765/2008: Member States shall entrust market
B Yetkilikuraluslar,—pivasa—sézetimi—ve | amaciyla denetim yaparlar. surveillance authorities with the powers, resources and
denctimindo—eorchkbi—oorditkdori—duranibarda: knowledge necessary for the proper performance of
gbzetim ve  denctime  konu  riine  iliskin their tasks.

Lk deserlendi - Jemlerind
almayan-testmuayene-ve/veyabelgelendirme Direktif 2001/95: Member States shall establish or
kuratustarmmn imkantarmdan varvarfanabilivler. nominate authorities competent to monitor the
Aneak;—ptyasa—gozetimi—ve-denetimindenihat compliance of products with the general safety
karar vetkih kurubustara aittiv. Pivasa odzetinmi requirements and arrange for such authorities to have
ve—denetiminde—test—muayene—ve/lveya and use the necessary powers to take the appropriate
beloclendirme kurulustarnn imkanlarmdan measures incumbent upon them under this Directive.
yvararlanthasve-tirtintietvert-olmadtémm 3. Member States shall define the tasks, powers,
tespit edilimesi halinde, test ve muayeneye organisation and cooperation arrangements of the
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competent authorities. They shall keep the Commission
informed, and the Commission shall pass on such
information to the other Member States.

Taslak 2013/0048: This Regulation lays down a
framework for verifying that products meet
requirements which safeguard, at a high level, the
health and safety of persons in general, health and
safety in the workplace, consumer protection, the
environment, public security and other public interests.

(2) Birinci fikrada belirtilen denetim, ilke olarak,
iiriiniin piyasada bulundugu siirede, piyasaya
arzindan nihai kullamiciya ulastigi asamaya dek
piyasa gozetimi ve denetimi yoluyla yapilir. Ancak,
4’iincii maddede belirtildigi sekilde hazirlanarak
yiiriirliige konulan teknik diizenlemelerin
gerektirdigi hallerde ve ongordugii kosullarda, iiriin
piyasaya arz edilmeden once, ithalat, ihracat,
kurulum veya montaj asamasinda, hizmete
sunuldugunda veya bir hizmet saglanmasi siirecinde
kullanimda iken de yapilabilir.

(3) Denetim yetkili kuruluslarin gorev ve
sorumlulugudur. Yetkili kurulus denetimi yapar
veya gerektiginde bu gorevini denetim yapma
kapasitesine sahip diger bir yetkili Kkurulusa
devredebilir. Yetki devri, bu Kanunda diizenlenen
yaptirnmlar1 uygulama ve onlemleri alma yetkisini
de icerebilir.

2013/0049 sayili AB Tiiziik taslaginin 5(1) maddesi
ornek alinmustir.

Market surveillance authorities

1. Each Member State shall establish or designate
market surveillance authorities and define their duties,
powers and organisation.

(4) Yetkili kuruluslar denetim gorevini bagimsiz,
tarafsiz ve ayrim gozetmeden yerine getirir ve

765/2008/EC sayili AB Tiiziigiiniin 19(4) maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/048 sayili

o1
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yetkilerini orantihhk ilkesine riayet ederek | AB Tiiziigii Taslaginin 6(3) maddesi ornek alinmigtir.
uygularlar.

Tiiziik 765/2008: Market surveillance authorities shall
carry out their duties independently, impartially and
without bias.

Taslak 2013/048: Market surveillance authorities shall
carry out their duties independently, impartially

and without bias and shall fulfil their obligations under
this Regulation; they shall exercise their powers in
relation to economic operators in accordance with the
principle of proportionality.

(5) Yetkili kuruluslar, iiriin denetiminin etkin ve
hizhh yapilmas: icin gerekli idari ve teknik yapiy1
olusturur, plan ve programlar hazirlar ve diger
yetkili kuruluslarla isbirligi yaparlar. Uriinlerin
denetimi alaninda yetkili kuruluslar arasinda
koordinasyon Bakanlik tarafindan saglanir.

765/2008/EC sayili AB Tiiziigiiniin 16(3) ve 18(1) ve
18(5) sayili maddeleri ile 2001/95/EC sayili AB
Direktifinin 9(1) sayilh maddesine uyum amaciyla
diizenlenmistir. Ayrica, 2013/0048 sayili AB Tiiziik

taslaginin  5(2) ve 5(3) sayili maddeleri 6rnek
alimmustir.
Tiiziik  765/2008:  National market surveillance

infrastructures and programmes shall ensure that
effective measures can be taken in relation to any
product category subject to Community harmonisation
legislation.

Member  States shall  establish  appropriate
communication and coordination mechanisms between
their market surveillance authorities.

Member States shall establish, implement and
periodically update their market surveillance
programmes. Member States shall draw up either a
general market surveillance programme or sector
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specific programmes, covering the sectors in which
they conduct market surveillance, communicate those
programmes to the other Member States and the
Commission and make them available to the public, by
way of electronic communication and, where
appropriate, by other means. The first such
communication shall be effected by 1 January 2010.
Subsequent updates of the programmes shall be made
public in the same manner. Member States may
cooperate with all relevant stakeholders to those ends.)

Direktif 2001/95 In order to ensure effective market
surveillance, aimed at guaranteeing a high level of
consumer health and safety protection, which entails
cooperation between their competent authorities,
Member States shall ensure that approaches employing
appropriate means and procedures are put in place,
which may include in particular:

(@) establishment, periodical updating and
implementation of sectoral surveillance programmes by
categories of products or risks and the monitoring of
surveillance activities, findings and results;

(b) follow-up and updating of scientific and technical
knowledge concerning the safety of products;

(c) periodical review and assessment of the functioning
of the control activities and their effectiveness and, if
necessary, revision of the surveillance approach and
organisation put in place.

Taslak 2013/0048:
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Market surveillance authorities

2. Market surveillance authorities shall be given the
powers and entrusted with the resources and means
necessary for the proper performance of their tasks.

3. Each Member State shall establish appropriate
mechanisms to ensure that the market surveillance
authorities that it has established or designated
exchange information, cooperate and coordinate their
activities both among themselves and with the
authorities in charge of controls of products at the
external borders of the Union.

d la}.*]a. azl H.slk Itasii‘ alﬂ i &lﬂlelm.* lmel.‘e.alt ehl*.*laﬁ

2
bir iirliniin gé i 5+ anlamina gelmez.

(6) Bir iiriiniin teknik diizenlemeye veya genel iiriin
giivenligi  gereklerine  uygunlugunu  gosteren
belgelere veya isaretlemelere sahip olmasi, yetkili
kuruluslarin, iiriinii bu Kanunun gerektirdigi
sekilde denetlemesini, iiriin hakkinda oOnlem
almasim1  veya ilgililere yaptinm uygulamasim
engellemez.

2013/0048 sayili AB Tiiziigii Taslaginin 13(3) sayili
maddesi 6rnek alinmuistir.

3. Compliance with the criteria referred to in points
(@), (b) and (c) of paragraph 2 shall raise a
presumption that the product adequately safeguards the
public interests to which those criteria relate. However,
this shall not prevent market surveillance authorities
from taking action under this Regulation where there is
new evidence that, despite such conformity or
compliance, the product presents a risk.

(7) Denetlenen iiriiniin test ve muayene sonucunda
uygun olmadiginin tespiti halinde numune alma,
test, muayene ve bunlara iliskin diger giderler
imalatc¢i veya ithalatg tarafindan karsilanir.

2013/0048 sayili AB Tiiziik taslagmin 10(8) sayili
maddesi 6rnek alinmistir.

Market surveillance authorities may charge fees on
economic operators whic wholly or partly cover the
costs of their activities, including testing carried out for
the risk assessment, where they take measures in
accordance with paragraphs 1 or 4.

(8) Dis ticarete konu iiriinlerin  teknik

637 sayili Ekonomi Bakanliginin Teskilat ve Gorevleri
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diizenlemesine ve genel giivenlik gereklerine
uygunluk denetimlerine iliskin usul ve esaslar
Bakanlar Kurulunca cikarilacak Teknik
Diizenlemeler Rejimi Karari ile belirlenir.

Hakkinda Kanun Hiikmiinde Kararname’nin 13 {incii
maddesi bu gorevi Ekonomi Bakanligina vermis ve
buna iliskin usul ve esaslarin Teknik Diizenlemeler
Rejimi ile belirlenecegini hiikkme baglamistir. Bu
nedenle, bu maddede ayrintili bir diizenlemeye
gidilmemis ve sadece atifla yetinilmistir.

Yetkili kuruluslarin piyasa gozetimi ve denetiminde
gorev, sorumluluk ve yetkileri

MADDE 17- (1) Yetkili kuruluslar, iiriinleri, bedelli
veya bedelsiz olarak piyasaya arz edildikleri,
satildiklar1 ve dagitildiklar1 her yerde, depolarda,
isyerlerinde, nakil araclarinda ve gerektiginde
iiretim tesislerinde, iiriin kurulumun veya montajin
ardindan tamamlaniyorsa bu islemlerin yapildig:
veya hizmete sunuldugu yerlerde ve yeniden
piyasaya arz edilmek iizere bir isleme tabi
tutulduklar1 tesislerde denetleyebilir ve iktisadi
isletmelerden gerek duyduklar1 belge, bilgi ve
kayitlar isteyebilir.

(2) Yetkili kuruluslar, iiriinleri belirli bir program
dahilinde, yeterli olcek ve siklikta, belge kontrolii
yaparak ve gerektiginde yeterli oranda numune alip
muayene veya test ederek denetler ve bu islemleri
kayit altina alir.

765/2008/EC sayili AB Tiziglnin 19(1) sayili
maddesine uyum amaciyla diizenlenmistir. Ayrica,
2013/0048 sayili AB Tiiziik taslaginin 6(1) sayili
maddesi 6rnek alinmustir.

Tiiziik 765/2008: Market surveillance authorities shall
perform appropriate checks on the characteristics of
products on an adequate scale, by means of
documentary checks and, where appropriate, physical
and laboratory checks on the basis of adequate
samples. When doing so they shall take account of
established principles of risk assessment, complaints
and other information.

Market surveillance authorities may require economic
operators to make such documentation and information
available as appear to them to be necessary for the
purpose of carrying out their activities, and, where it is
necessary and justified, enter the premises of economic
operators and take the necessary samples of products.
They may destroy or otherwise render inoperable
products presenting a serious risk where they deem it
necessary.

Taslak 2013/0048: Market surveillance authorities
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shall perform appropriate checks on the characteristics
of products on an adequate scale and with adequate
frequency, by means of a documentary check and,
where necessary, a physical and laboratory check on
the basis of an adequate sample. They shall record
these checks in the information and communication
system for market surveillance referred to in Article 21.

(3) Yetkili kurulus, yaptigi denetimler veya aldigi
bilgi, ihbar veya sikayetler neticesinde piyasaya arz
edilen, piyasada bulunan veya bir hizmet saglanmasi
siirecinde kullanilan bir iiriiniin risk tasidigina dair
yeterli gerekcelerin bulunduguna kanaat getirirse
bir risk degerlendirmesi yapar. Uriiniin riskli olup
olmadigina iliskin nihai karar, riskin dogurabilecegi
tehlikenin niteligi ve gerceklesme olasihgr goz
oniinde bulundurularak hazirlanan bu risk
degerlendirmesine dayanir. Daha yiiksek bir
giivenlik seviyesinin olabilirligi veya piyasada daha
diisitk riskli iiriinlerin varhg bir uriiniin giivenli
olmadigi veya riskli oldugu anlamina gelmez.

765/2008/EC sayili AB Tiziiglinin 20(2) sayili
maddesine uyum amaciyla diizenlenmistir.

Tiiziik 765/2008: The decision whether or not a product
represents a serious risk shall be based on an
appropriate risk assessment which takes account of the
nature of the hazard and the likelihood of its
occurrence. The feasibility of obtaining higher levels of
safety or the availability of other products presenting a
lesser degree of risk shall not constitute grounds for
considering that a product presents a serious risk.

(4) Uriiniin teknik diizenlemeye uygunlugunu
gosteren CE isareti ve diger zorunlu isaretler ile
belgelerin veya teknik diizenlemenin gerektirdigi,
teknik dosya, etiket ve talimatlarim bulunmamasi,
eksik ve yetersiz olmasi veya yanhs kullanmilmasi
halinde yetkili kurulus iiciincii fikrada belirtildigi
gibi iiriiniin risk tasidigina dair yeterli gerekgelerin
bulundugunu varsayar. Bu durumda, yapacag risk
degerlendirmesinin sonucundan bagimsiz olarak
yetkili kurulus, tespit ettigi bu fikra kapsamindaki

768/2008/EC sayili AB Karar1 R31(1) sayili maddesine
uyum amaciyla diizenlenmistir. Ayrica, 2013/0048
sayili AB Tiiziik taslaginin 9(2) sayili maddesi 6rnek
almmustir.

Karar 768/2008: Where, in the course of that
evaluation, the market surveillance authorities find that
the product does not comply with the requirements laid
down in this ... [act], they shall without delay require
the relevant economic operator to take all appropriate
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bunun
piyasadan
iktisadi

uygunsuzluklarin
gerceklesmemesi
cekilmesini  veya
isletmeden ister.

giderilmesini
halinde iiriiniin
geri  cagrilmasini

ve

corrective action to bring the product into compliance
with those requirements, to withdraw the product from
the market, or to recall it within a reasonable period,
commensurate with the nature of the risk, as they may
prescribe.

Taslak 2013/0048: In relation to a product that is
subject to Union harmonisation legislation, formal
non-compliance with that legislation shall give market
surveillance authorities sufficient reason to believe that
the product may present a risk in any of the following
cases:

(a) the CE marking or other markings required by
Union harmonisation legislation have not been affixed
or have been affixed incorrectly;

(b) the EU declaration of conformity, where required,
has not been drawn up or has been drawn up
incorrectly;

(c) the technical documentation is incomplete or
unavailable;

(d) the required labelling or instructions for use are
incomplete or missing.

Regardless whether the risk assessment shows that the
product in fact presents a risk, market surveillance
authorities shall require the economic operator to
rectify the formal non-compliance. If the economic
operator fails to do so, market surveillance authorities
shall ensure that the product is withdrawn or recalled.

(5) Uriiniin ciddi risk arz ettigi haller disinda yetkili
kurulusg, 6nlemlere iliskin nihai karar1 almadan 6nce

2013/0048 sayili AB Tiiziik taslagimin 10(3) sayili
maddesi 6rnek alinmistir.
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iktisadi isletmeye kendini savunabilmesi ve/veya
diizeltici onlemleri alabilmesi icin en az 10 giinliik

bir siire tamr. Yetkili kurulus bu Kanun
kapsaminda aldig1 onlem kararmm iktisadi isletmeye
bildirdigi tebligatta bu kararin  dayandigi

gerekceleri, isletmenin kullanabilecegi yasal ¢6ziim
ve itiraz yollarini ve siire simirlarim da belirtir.

Prior to taking any measure under paragraph 1 in
relation to an economic operator who has failed to take
the necessary corrective action, market surveillance
authorities shall allow him at least 10 days within
which to be heard)

(6) Asagidaki gibi diizeltici onlemlerin iktisadi
isletme tarafindan kendiliginden alinmadigi hallerde
yetkili kurulus, bu onlemlerden uygun ve gerekli
gordiiklerini gerektiginde bir siire sinir1 da koyarak
almasim iktisadi isletmeden ister:

a) Uriiniin tasidig1 risk ve alinan diizeltici 6nlemler
hakkinda yetkili kurulusun eksiksiz ve ayrintili bir
sekilde bilgilendirilmesi,

b) Uriin teknik diizenlemesinde belirtilen ve tabi
oldugu gerekliliklere uygun degil ise iiriiniin bu
gerekliliklere uygunlugunu saglamak icin gerekli
onlemlerin alinmasi,

c) Belli durumlarda veya belli kisiler bakimindan
risk tasiyabilecek iiriinlerin; riskler hakkinda
uygun, acik ve kolayca anlasilabilir Tiirkge
uyarilarla isaretlenmesi ve bu risklerin iiriine eslik
eden belgelerde yer alan kurulum, kullamm ve
bakim talimatlar: ile giivenlik kurallarinda acikca
belirtilmesi veya piyasaya arzim1 uygunlugu temin
edecek 6n kosullara tabi tutulmasi ve risk altindaki
kisilerin riskler hakkinda zamaninda ve uygun
sekillerde uyarilmasi,
¢) Hakkinda ciddi

risk tasidigina dair acgik

2001/95/EC sayili AB Direktifinin 8(1) sayili maddesi
ile 768/2008/EC sayili AB Kararmm R31(1) sayili
maddesine uyum amaciyla diizenlenmistir. Ayrica,
2013/0048 sayili AB Tiziik taslaginin 9(4) sayili
maddesi 6rnek alinmistir.

Direktif 2001/95: For the purposes of this Directive,
and in particular of Article 6 thereof, the competent
authorities of the Member States shall be entitled to
take, inter alia, the measures in (a) and in (b) to (f)
below, where appropriate:

(b) for any product that could pose risks in certain
conditions:

(i) to require that it be marked with suitable, clearly
worded and easily comprehensible warnings, in the
official languages of the Member State in which the
product is marketed, on the risks it may present;

(i) to make its marketing subject to prior conditions so
as to make it safe;

(c) for any product that could pose risks for certain
persons:

to order that they be given warning of the risk in good
time and in an appropriate form, including the
publication of special warnings;
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flart iireticiden karstlanmak {izero. (il

belirtilerin bulundugu iiriinlerin piyasaya arzinin,
piyasada bulundurulmasinin, teklif veya teshir
edilmesinin gerekli degerlendirmeler ve kontroller
icin ihtiya¢ duyulacak zaman siiresince gecici olarak
durdurulmasi veya askiya alinmasi,

d) Ciddi risk tasiyan iiriinlerin piyasaya arzinin
durdurulmasi, piyasada bulundurulmasinin
onlenmesi, piyasadan cekilmesi ve geri cagrilmasi,
dagiticilarin bu kararlardan haberdar olmalar1 ve
kararlara uymalarim saglamak amaciyla gerekli
tedbirlerin alinmasi1 ve iiriiniin tasidigr riskler
hakkinda nihai kullamicillarin uyarilmasi, iiriinlerin
uygun kosullarda imhas1 veya islevsiz hale
getirilmesi,

e) Iktisadi isletme tarafindan alinan 6nlemlerin
piyasaya arz ettikleri ve dnleme konu her bir iiriin
icin etkin bir sekilde ve eksiksiz uygulanmg
oldugunun yetkili kurulusa teyit edilmesi.

(7) Altincr fikra, yetkili kurulusun gerekli gordiigii
veya 4 iincii maddede Dbelirtildigi sekilde
hazirlanarak yiiriirliige konulan teknik diizenlemede
yer alan diger onlemlerin ahmnmasim iktisadi
isletmeden istemesini veya bu onlemleri kendisinin
almasim engellemez.

(8) Yetkili kurulus, iktisadi isletmenin aldig1 altinci
fikrada belirtilen tiirden diizeltici 6nlemler ile kendi
aldiZi bu Kanun kapsamm onlemleri 24 iincii
maddeye riayet ederek kendi internet sitesinde ve
gerekli gordugii diger uygun yollarla duyurur.

(d) for any product that could be dangerous:

for the period needed for the various safety
evaluations, checks and controls, temporarily to ban its
supply, the offer to supply it or its display;

(e) for any dangerous product:

to ban its marketing and introduce the accompanying
measures required to ensure the ban is complied with;
(f) for any dangerous product already on the market:

(i) to order or organise its actual and immediate
withdrawal, and alert consumers to the risks it
presents;

(i) to order or coordinate or, if appropriate, to
organise together with producers and distributors its
recall from consumers and its destruction in suitable
conditions.)

Taslak 2013/0048: Corrective action to be taken by
economic operators in relation to a product presenting
a risk may include:

(b) in the case of a product that is liable to present a
risk only in certain conditions or only to certain
persons and where such risk is not addressed by
requirements

of Union harmonisation legislation:

(i) affixing to the product suitable, clearly worded,
easily comprehensible warnings of the risks it may
present, in the official language or languages of the
Member State in which the product is made available
on the market ;
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(i) making the marketing of the product subject to
prior conditions;

(iii) alerting the persons at risk to the risk, in good time
and in an appropriate form, including by publication of
special warnings;

(c) in the case of a product that may present a serious
risk, temporarily preventing the product from being
placed or made available on the market pending a risk

assessment;

(d) in the case of a product that presents a serious risk:
(i) preventing the product from being placed or made
available on the market;

(ii) withdrawing or recalling the product and alerting
the public to the risk presented;

(iii) destroying the product or otherwise rendering it
inoperable.

Tiiziik 765/2008:

Market surveillance measures

1. Market surveillance authorities shall perform
appropriate checks on the characteristics of products
on an adequate scale, by means of documentary checks
and, where appropriate, physical and laboratory
checks on the basis of adequate samples. When doing
so they shall take account of established principles of
risk assessment, complaints and other information.
Market surveillance authorities may require economic
operators to make such documentation and information
available as appear to them to be necessary for the
purpose of carrying out their activities, and, where it is
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necessary and justified, enter the premises of economic
operators and take the necessary samples of products.
They may destroy or otherwise render inoperable
products presenting a serious risk where they deem it
necessary. Where economic operators present test
reports or certificates attesting conformity issued by an
accredited conformity assessment body, market
surveillance authorities shall take due account of such
reports or certificates.

2. Market surveillance authorities shall take
appropriate measures to alert users within their
territories within an adequate timeframe of hazards
they have identified relating to any product so as to
reduce the risk of injury or other damage.

They shall cooperate with economic operators
regarding actions which could prevent or reduce risks
caused by products made available by those operators.

Article 20

Products presenting a serious risk

1. Member States shall ensure that products which
present a serious risk requiring rapid intervention,
including a serious risk the effects of which are not
immediate, are recalled, withdrawn or that their being
made available on their market is prohibited, and that
the Commission is informed without delay thereof, in
accordance with

(9) Yetkili kuruluslar, bu Kanunun yiiriirliige
girdigi tarihten itibaren bir yil icinde, gerektiginde
herkesin bu Kanun kapsamina giren konulara iliskin

2013/0048 sayili AB Tiiziik taslagimin 6(5) sayili
maddesi 6rnek alinmistir.
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sikayetlerini ulastirabilecegi veya bilgi alabilecegi
bir Uriin Giivenligi Yardim Masas1 olusturur ve bu
birimin gorev alamna giren konular ile irtibat
bilgilerini uygun bir sekilde duyurur.

Market surveillance authorities shall:

(a) provide consumers and other interested parties with
the opportunity to submi complaints on issues relating
to product safety, market surveillance activities and
risks arising in connection with products and follow up
those complaints as appropriate.

Yetkili kuruluslarin denetime iliskin diger yetkileri
MADDE 18- (1) Yetkili kurulus, piyasaya arz
oncesinde yaptigi denetimde iiriiniin uygun
olmadigim tespit ettigi takdirde tasidig1 riskle
orantili olarak iiriiniin piyasaya arzina siireli veya
siiresiz olarak izin vermeyebilir veya piyasaya arzini
uygunlugu saglayacak on kosullara baglayabilir.
Uygunsuzlugun giderilemeyecegi ve ciddi risk arz
eden hallerde iiriiniin iktisadi isletme tarafindan
uygun sekillerde imha edilmesini veya islevsiz
birakilmasini isteyebilir.

2013/0048 sayili AB Tiiziik taslaginin 9(4) sayili
maddesi 6rnek alinmistir.

Taslak 2013/0048 : (d) in the case of a product that
presents a serious risk:

(i) preventing the product from being placed or made
available on the market;

(if) withdrawing or recalling the product and alerting
the public to the risk presented;

(iii) destroying the product or otherwise rendering it
inoperable.

(2) Yetkili kurulus, iiriiniin kurulumu, montaji veya
hizmete sunulmasi sirasinda veya iiriin bir hizmet
saglanmas siirecinde kullanilirken yaptig1 denetim
sonucunda bir uygunsuzlukla karsilastigy takdirde,
iktisadi isletmeden 17 nci maddenin altinci
fikrasinda sayillan veya yedinci fikrasinda atif
yapilan oOnlemlerden uygun olanlarin alinmasim
isteyebilir.

2013/0048 sayili AB Tiiziik taslaginin 10(2) maddesi
ornek alinmustir.

Taslak 2013/0048: For the purpose of paragraph 1,
market surveillance authorities may oblige the relevant
economic operators to take, inter alia, any of the
corrective action referred to in Article 9(4) or take
such measures themselves, as appropriate.

Market surveillance authorities may destroy or
otherwise render inoperable a product presenting a
risk where they deem it necessary and proportionate.
They may require the relevant economic operator to
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bear the cost of such action.

(3) Iktisadi isletmenin gerekli 6nlemleri almamasi,
zamaninda almamasi veya aldig1 onlemleri yetkili
kurulusun eksik veya yetersiz bulmasi veya iktisadi
isletmenin tespit edilememesi halinde, 17 nci
maddenin altinci fikrasimin (d) bendi ile bu
maddenin birinci ve ikinci fikralarinda ongoriilen
onlemleri masraflar iktisadi isletmeden
karsillanmak iizere yetkili kurulusun kendisi alir.

2013/0048 sayili AB Tiiziik taslaginin 10(1) maddesi
Oornek alinmstir.

Taslak 2013/0048:

surveillance authorities
1. Where the identity of the relevant economic operator
cannot be ascertained by the market surveillance
authorities or where an economic operator has not
taken the necessary corrective action pursuant to
Article 9(3) within the period specified, market
surveillance authorities shall take all necessary
measures to deal with the risk presented by the product.

Measures taken by market

Iktisadi isletmeler tarafindan ahnan o6nlemlerin
duyurulmasi

MADDE 19 - (1) Kendiliginden veya yetkili
kurulusun talebi iizerine bu Kanunun gerektirdigi
onlemleri alan iktisadi isletme, bu oOnlemler ve
iriiniin icerdigi riskler hakkindaki bilgileri gerektigi
gibi ve etkili olacak sekilde duyurur.

2013/0048 sayili AB Tiiziik taslagmmin 9(4) maddesi
ornek alinmustir.

Corrective action to be taken by economic operators in
relation to a product presenting a risk may include:
9.4.b iii alerting the persons at risk to the risk, in good
time and in an appropriate form, including by
publication of special warnings;

9.4.d ii withdrawing or recalling the product and
alerting the public to the risk presented;

(2) Birinci fikrada belirtilen duyuru asgari asagidaki

bilgileri icerir:

a) Uriinii tamitacak marka, model veya cins ismi
veya diger ayirt edici ozellikler,

b) Miimkiin ise iiriiniin fotografi veya resimli

2001/95/EC sayili AB Direktifinin 1 sayili Ekinin
3’lincii maddesine uyum amaciyla diizenlenmistir.

3. In the event of serious risks, this information shall
include at least the following:

(a) information enabling a precise identification of the
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tasviri,

c) Alman onlem,

¢) Onlemi gerektiren sorunun acik ve anlasihr tarifi,

d) Sorumlu iktisadi isletmenin isim, adres ve diger
iletisim bilgileri,

e) Riskten sakinmak veya sorunu gidermek icin
onerilen yontemler.

product or batch of products in question;

(b) a full description of the risk that the products in
question present;

(c) all available information relevant for tracing the
product;

(d) a description of the action undertaken to prevent
risks to consumers.

(3) Yetkili kurulus, birinci fikrada belirtilen
duyuruyu veya duyuru seklini uygun bulmaz veya
yetersiz goriirse, duyurunun daha uygun bir sekilde
ve yontemlerle tekrar edilmesini talep edebilir.

(4) Dagiticilar, iktisadi isletmenin iiriine iliskin
riskler ve onlemler hakkinda kendilerine bildirdigi
bilgileri, varsa tedarik zincirindeki bir sonraki
dagiticrya iletmek ve birinci fikrada belirtilen
duyuruyu miisterilerinin kolaylikla gorebilecegi veya
ulasabilecegi yerlere koymak zorundadir.

2001/95/EC sayili AB Direktifinin 5(2) maddesine
uyum amaciyla diizenlenmistir.

Distributors shall be required to act with due care to
help to ensure compliance with the applicable safety
requirements, in particular by not supplying products
which they know or should have presumed, on the basis
of the information in their possession and as
professionals, do not comply with those requirements.
Moreover, within the Ilimits of their respective
activities, they shall participate in monitoring the safety
of products placed on the market, especially by passing
on information on product risks, keeping and providing
the documentation necessary for tracing the origin of
products, and cooperating in the action taken by
producers and competent authorities to avoid the risks.
Within the limits of their respective activities they shall
take measures enabling them to cooperate efficiently.

Uriiniin geri cagrilmasi
MADDE 20 — (1) Riskleri 6nlemede diger tedbirlerin

2001/95/EC sayili AB Direktifinin 5(1.5) maddesine
uyum amaciyla diizenlenmistir.
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yetersiz kaldig1 veya kalacagi durumlarda, iktisadi
isletmenin gerekli gormesi halinde veya yetkili
kurulusun talebi iizerine iiriiniin geri cagrilmasi
onlemine basvurulur.

Action such as that referred to in (b) of the third
subparagraph shall be undertaken on a voluntary basis
or at the request of the competent authorities in
accordance with Article 8(1)(f).

Recall shall take place as a last resort, where other
measures would not suffice to prevent the risks
involved, in instances where the producers consider it
necessary or where they are obliged to do so further to
a measure taken by the competent authority. It may be
effected within the framework of codes of good practice
on the matter in the Member State concerned, where
such codes exist.

(2) Uriinii geri cagirma karari alan iktisadi isletme,
bu o6nlemi 19 uncu maddenin ikinci fikrasinda
belirtilenlere asagidaki bilgileri de ekleyerek
duyurur:

a) Uriiniin teslim alnacagl veya onarilacag
adres ve irtibat noktalari,

b) Nihai kullaniciya sunulan teklif ve secenekler.

A3) Iktisadi isletme mah teslim eden nihai kullaniciya
asagidaki seceneklerden en az birini sunar:

a) Miimkiin ise iriiniin geri cagrilmasma yol
acan sorununun giderilmesi,
b) Uriiniin teslim tarihindeki perakende satis

degerinin 6denmesi veya
C) Esdeger, teknik diizenlemesine uygun ve
giivenli diger bir iiriinle degistirilmesi.

(4) Uriiniin geri cagrilmasiyla ilgili tiim masraflar

Uriinii geri ¢agirma onlemi alan iktisadi isletme bu
kararini uygun bir sekilde ilgililere duyurmak ve
tilketiciye ve diger nihai kullanicilara ek bir kiilfete
girmeden, zamaninda ve kolaylikla mali teslim
edebilmesi i¢in secenekler sunarak gerekli kosullari
saglamak zorundadir.
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iiriinii  geri ¢agiran iktisadi isletme tarafindan
iistlenilir. Iktisadi isletme, nihai kullaniciyya malh ek
bir kiilfete girmeden, zamaninda ve kolaylikla teslim

edebilmesi icin  gerekli kosullar1 saglamak
zorundadir.
BESINCI BOLUM Bu madde ile Kanun’da diizenlenen yiikiimliiklere

idari Para Cezalar ve Cezalarda Yetki ve itiraz ve
Son Hiikiimler

aykirilik hallerinde uygulanacak idari para cezalar
belirlenmistir. Cezalar belirlenirken yeterince caydirici
olmalar1 hedeflenmistir.

Cora hikimlen
Madde-12-(1) Bu Kanunun;

2)—5—inei ..
harel o iireticiler hakkinda 2 sl i..]
Lirasy

b} inei e
>-inermaddesinin-liglinet-fikrasima—aylar
};.’.* jkft. ed’eﬂ treticiler—hakdanda—0—milyar

C)—5-inei . ..
harel o iireticil 31 Ikinda 2 rmil i el
Lirast

d)-5-inei . L
harel on iireticiler hakkinda 2 rmil i..]
Lirasy

€)—5—inei desinin_dol Gl
avk—hareket—eden—dadtierhar—hakkmda—+

Idari para cezalan

MADDE 21 - (1) Bu Kanunun;

a) 8 inci maddesinin birinci fikrasinin (a) bendi ile
10 uncu maddesinin birinci fikrasimin (a) ve (c)
bentlerinde atif yapilan teknik diizenlemelerin iiriin
givenligine iliskin hiikiimleri ile genel giivenlik
gereklerine aykir1 hareket edenlere 100 bin ila 200
bin Tiirk Lirasi,

b) 8 inci maddesinin birinci fikrasinin (a) bendi ile
10 uncu maddesinin birinci fikrasinin (a) ve (c¢)
bentlerinde atif yapilan teknik diizenlemelerin iiriin
givenligine iliskin olmayan hiikiimlerine aykiri
hareket edenlere 10 bin ila 200 bin Tiirk Liras,

¢) 8 inci maddesinin birinci fikrasinin (h) bendi, 10
uncu maddesinin birinci fikrasinin (g) bendi, 14
iincii maddesinin birinci ve ikinci fikralar ile 20 nci
maddesine aykir1 hareket edenlere 50 bin ila 200 bin
Tiirk Lirasi,

¢) 8 inci maddesinin birinci fikrasinin (d), (g) ve (1)
bentleri, 10 uncu maddesinin birinci fikrasimin (d),
(e), (g) ve (1) bentleri, 14 iincii maddesinin ii¢iincii
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idari para cezas1 uygulanir.

fikrasi, 15 inci maddesinin iiclincii fikrasimin (a)
bendi ile altinc1 fikrasina aykir1 hareket edenlere 50
bin ila 120 bin Tiirk Lirasi,

d) 8 inci maddesinin birinci fikrasimin (b) bendi ile
10 uncu maddesinin birinci fikrasinin (b) bendine
aykir: hareket edenlere 50 bin ila 80 bin Tiirk Lirasi,
e) 11 inci maddesinin birinci fikrasinin (b) ve (¢)
bentleri ile 14 iincii maddesinin dordiincii fikrasina
aykir: hareket edenlere 10 bin ila 80 bin Tiirk Lirasi,
f) 8 inci maddesinin birinci fikrasinin (c¢), (¢) (e), (f),
(g) ve (i) bentleri, 9 uncu maddesinin ikinci fikrasi,
10 uncu maddesinin birinci fikrasiin (¢), (f), (h) ve
(i) bentleri ile 15 inci maddesinin ticiincii fikrasinin
(b) bendine aykir1 hareket edenlere 30 bin ila 50 bin
Tiirk Lirasi,

g) 11 inci maddesinin birinci fikrasimin (a) ve (c¢)
bentleri ile 14 iincii maddesinin besinci fikrasina
aykiri hareket edenlere 10 bin ila 30 bin Tiirk Lirasi,
¢) 11 inci maddesinin birinci fikrasimin (d) bendi, 13
iincii maddesine ve 19 uncu maddesinin doérdiincii
fikrasina aykir1 hareket edenlere 10 bin ila 20 bin
Tiirk Lirasi,

idari para cezasi uygulanir.

(2) Yetkili Kkurulusun denetlemekle gorevli
calisanlarinin gorevlerini yapmalarina engel olan
gercek veya tiizel Kisilere 10 bin ila 50 bin Tiirk
Lirasi idari para cezasi uygulanir.

(3) Yaptigs miidahale ile iiriiniin teknik
diizenlemesine veya uygulanabildigi yerlerde genel
giivenlik gereklerine uygunlugunu olumsuz sekilde
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etkileyen 2 nci maddenin birinci fikrasinin (¢) bendi
kapsamindaki isyerlerine 10 bin ila 100 bin Tiirk
liras1 idari para cezas1 ve gerektiginde uyarma,
gecici veya siirekli faaliyetten men cezalar
uygulanir.

(4) 2 nci maddenin iiciincii fikras1 kapsaminda
uygun olmayan iiriin ihra¢ eden veya etmeyi
hedefleyen gercek veya tiizel kisiler hakkinda 10 bin
ila 100 bin Tiirk liras1 idari para cezas1i ve
gerektiginde uyarma, ihracattan gecici veya siirekli
men cezalar1 uygulanir.

(5) Birinci fikrammn (c), (¢), (d), (e), (1), (g) ve (§)
bentlerinde belirtilen cezalarin uygulandigi fiiller

icin ayrica birinci fikranin (a) ve (b) bentlerinde
belirtilen cezalar uygulanamaz.

s medrilmedisi takdicd |

Madde-12—{(2} Birinci fikrada belirtilen idari
para cezalar, fiilin bi—y—i¢cinde tekran
halinde, her tekrar icin iki kat1i olarak
uygulanir.

(6) Birinci, ikinci ve iigiincii fikralarda belirtilen
idari para cezalari, aym iiriin icin fiilin tekran
halinde, her tekrar icin bir 6nce verilen idari para
cezasin iki kat1 olarak uygulanir.

(7) Bu Kanuna gore verilen idari para cezalari, idari
onlemlerin uygulanmasina engel teskil etmez.

Iktisadi isletmenin sorumluluktan kurtulmasi
MADDE 22 — (1) Piyasada bulundurduklari iiriiniin
uygun olmadigim tespit edip, yetkili kuruluslarin

2013/0048 sayili AB Tizik taslaginin 6(2) sayil
maddesi 6rnek alinmistir.
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talebi ve uyarisi olmadan uygunsuzlugun giderilmesi
ve riskin ortadan kaldirilmasi icin iiriiniin geri
cagrilmasi1 da dahil olmak iizere gerekli tedbirleri
kendiliginden alarak  harekete  gecen  ve
uygunsuzlugu tamamen gideren iktisadi isletmeler
icin bu Kanun’da diizenlenen idari para cezalari
uygulanmaz. Bu hiikiim, iktisadi isletmenin 7 inci
maddede diizenlenen, uygunsuzluktan kaynaklanan
zararlara iliskin sorumlulugunu etkilemez.

6.2 Where appropriate, market surveillance authorities
shall alert users in their territories within an adequate
timeframe of products that those authorities have
identified as presenting a risk.

They shall cooperate with economic operators to
prevent or reduce risks caused by products made
available by those operators. For this purpose, they
shall encourage and promote voluntary action by
economic operators including, where applicable,
through the development of and adherence to codes of
good practice.

Bu maddede iyi niyetli hareket eden iktisadi
isletmelerin tesvik edilmesi amaciyla diizenlemeler
yapilmstir. Kanun, yetkili kuruluslarin miidahalesi
olmadan gerektiginde ve uygun bir sekilde hareket
eden iktisadi igletmelerin sayisini artirmayr ve bdylece
yetkili kuruluslarin  kisith kaynak ve imkénlarinin
sadece gerekli yerlerde kullanilmasin1 amaglamaktadir.

Madde 54} Uretiei—giivenli olmadig1 tespit
edilen iiriiniin kendisi tarafindan piyasaya arz
edilmedigini—veya—irinin—gtivenli—olmamast

halinin-HgHi-teknik diizenlemeye-tygurtuktan
kaynaklandigin ispatladigi takdirde

sorumluluktan kurtulur.

(2) Imalatc1 veya ithalatal asagidakilerden birini
ispatladig1 takdirde bu Kanun’da diizenlenen idari
para cezalar1 Kkendilerine uygulanmaz ve iiriin
sorumlulugundan kurtulur:

a) Uriinii piyasaya arz etmedigini,

b) Tim hal ve sartlar g6z  Oniinde
bulunduruldugunda, uygunsuzlugun dagiticinin
veya ig¢iincii bir tarafin iiriine muamele veya
miidahalesinden veya kullanicidan kaynaklandigini,
¢) Uriindeki uygunsuzlugun, teknik diizenlemelere
veya diger zorunlu teknik kurallara uygun olarak

Kusurlu Uriin Sorumluluguna iliskin 85/374/EEC say1li
AB Direktifinin 7°nci maddesine uyum amaciyla
diizenlenmistir.

The producer shall not be liable as a result of this
Directive if he proves:

(a) that he did not put the product into circulation;
or

(b) that, having regard to the circumstances, it is
probable that the defect which caused the damage
did not exist at the time when the product was put
into circulation by him or that this defect came into
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iiretilmesinden ileri gelmis oldugunu.

being afterwards; or ... ...

(d) that the defect is due to compliance of the product
with mandatory regulations issued by the public
authorities; or

Bu madde ayn1 zamanda, imalatg1, yetkili temsilci veya
ithalatginin  hangi durumlarda ylikiimliliiklerinden
kurtulacaklarim1 da belirler. Asagidaki durumlardan
birini ispatlayan igletmeye yaptirim uygulanamaz:

1) Uriinii piyasada bulunduran kendisi degildir,

2) Uriiniin arz ettigi ciddi risk dagiticinin nakliye veya
depolama kosullarindan veya kullanicinin
kullanimindan kaynaklanmistir,

3) Uriinii teknik diizenlemesine uygun iiretmistir ancak,
teknik diizenleme eksik veya hatalidir.

A3) Ara iiriiniin imalatgisi, iiriiniindeki
uygunsuzlugun, bu ara iiriin kullanilarak iiretilen
nihai iiriiniin tasarimindan ileri geldigini veya nihai
iiriiniin ~ imalatcisinin -~ verdigi  talimatlardan
kaynaklandigini ispatlayarak irin
sorumlulugundan kurtulur.

85/374/EEC sayili AB Direktifinin 7(f) maddesine
uyum saglamak amaciyla hazirlanmigstir.

in the case of a manufacturer of a component, that the
defect is attributable to the design of the product in
which the component has been fitted or to the
instructions given by the manufacturer of the product.

(4) Zararmn, iiriindeki uygunsuzlugun yanisira
iiciincii bir kisinin fiili veya ihmalinden ileri gelmis
olmasi1 imalat¢i veya ithalatcimin sorumlulugunu
azaltmaz ancak imalat¢1 veya ithalat¢imin iigiincii
kisiye riicu hakki sakhdir.

85/374/EEC sayili AB Direktifinin 8(1) maddesine
uyum saglamak amaciyla hazirlanmigstir.

Without prejudice to the provisions of national law
concerning the right of contribution or recourse, the
liability of the producer shall not be reduced when the
damage is caused both by a defect in product and by
the act or omission of a third party.

(5) Zararn, iiriindeki uygunsuzlugun yamsira zarar
gorenin veya zarar gorenin sorumlulugundaki bir
kisinin kusurundan ya da fiilinden ileri gelmis

85/374/EEC sayili AB Direktifinin 8(2) maddesine
uyum saglamak amaciyla hazirlanmistir.

The liability of the producer may be reduced or
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maddede diizenlenen iiriin sorumlulugu, hal ve
sartlara gore azaltilabilecegi gibi tamamen de
kaldirilabilir.

circumstances, the damage is caused both by a defect
in the product and by the fault of the injured person or
any person for whom the injured person is responsible.

Cezalarda-yetki-vezamanasimt
Madde-13-—(1) Bu Kanunda gegen idari para

cezalari, yetkili kuruluslar tarafindan verilir ve

tebhgwrthindenthbaren-otrgintetndevergt

B—idairi—pare—eestdarma—lers. (eblig
tarihinden itibaren etuz giin iginde yetkili
idare  mahkemesine itiraz edilebilir.—itiraz;
‘e*.ﬂe.lﬂ _1d_a1|1 lpa*a. cozasH—ycrne

Masraflarin riicu edilmesi ve idari para cezalarinda
yetki ve itiraz

MADDE 23 - (1) Bu Kanunda belirlenen idari para
cezalan yetkili kuruluslar tarafindan verilir. 16 inci
maddenin yedinci fikras1 ile 18 inci maddenin
iiciincii fikrasinda belirtilen masraflar, masrafi
yapan yetkili kurulusca ilgili iktisadi isletmeye riicu
edilir. Idari para cezalarinin hangi kisiler tarafindan
ve hangi sartlarda verilecegi, masraflarin riicu
edilmesine iliskin islemlerin usul ve esaslari, yetki
smirlar1  ve koordinasyonu yetkili kuruluslarca
cikarilacak tebliglerle belirlenir.

(2) Bu Kanun hiikiimlerine gore verilen idari
yaptirnm kararlarina karsi, 6/1/1982 tarihli ve 2577
sayil Idari Yargilama Usulii Kanunu hiikiimlerine
gore kanun yoluna basvurulur. Ancak, idare
mahkemesinde dava, islemin tebligi tarihinden
itibaren on bes giin icinde acilir. Idare
mahkemesinde idari para cezasmna veya idari
tedbirlere kars1 iptal davasi acilmis olmasi kararin
yerine getirilmesini durdurmaz.
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Kesili

Madde-13-(2) Bu Kanuna gore verilen idari

para cezalar1 hakkinda, 6183 sayili Amme
Alacaklarinin Tahsil Usulii Hakkinda Kanun
hitldimlertuygulanir.

(3) Bu Kanuna gore verilen idari para cezalari ile
masraflarin riicu edilmesi hakkinda, 6183 sayili
Amme Alacaklarmin Tahsil Usulii Hakkinda Kanun
uygulanir.

Gizlilik, ticari sirlar, seffaflik

MADDE 24 — (1) Yetkili kuruluslar, bu Kanunu
uygularken edindikleri 6zel hayata dair, ticari sir
niteligindeki veya fikri ve smmai miilkiyet hakkina
iliskin bilgilerin gizliligini korumak icin gerekli
tedbirleri alirlar. Ancak, bu Kanun ve diger
kanunlarin ve insan saghgi ve giivenliginin
gerektirdigi hallerde yapilan ifsaat bu kapsamda
sayillmaz.

2013/0048 sayili AB Tiiziik taslagmin 10(6) sayili
maddesi 6rnek alinmuistir.

Market surveillance authorities shall  publish
information about product identification, the nature of
a risk and the measures taken to prevent, reduce or
eliminate that risk on a dedicated website to the fullest
extent necessary to protect the interests of users of
products in the Union. This information shall not be
published where it is imperative to observe
confidentiality in order to protect commercial secrets,
preserve personal data pursuant to national and Union
legislation or avoid undermining monitoring and
investigation activities.

Uygulama Mevzuati

MADDE 25 - (1) Teknik diizenlemelerin
hazirlanmasina iliskin usul ve esaslar ile Avrupa
Birligi teknik mevzuatini uyumlastirmakla ve/veya
piyasa gozetimi ve denetimi yapmakla yetkili
kuruluslarin listesi ve gorev alanlarn1 Bakanlar
Kurulu Kararlari ile belirlenir.

(2) Bu Kanunun uygulanabilmesi i¢in;
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a) Piyasa gozetimi ve denetimine ve diger iilkelerle
uygunluk degerlendirme Kkuruluslari, belgeleri,
sonuclar1 ve isaretlerinin karsihikhh tanminmasina
iliskin usul ve esaslar Bakanlar Kurulu tarafindan
¢ikarilacak yonetmeliklerle,

b) “CE” isareti ve uygunluk degerlendirme
yontemleri, uygunluk degerlendirme kuruluslar1 ve
onaylanmis kuruluslar ve bu kuruluslarin, teknik
diizenlemelerin ve oOnlemlerin diger iilkelere ve
uluslararas1 orgiitlere bildirimi, ticarette teknik
engellerin 6nlenmesi, genel ve yatay nitelikli teknik
mevzuat uyumu ve bu Kanunun uygulanmasim
ilgilendiren diger hususlara iliskin usul ve esaslar
Bakanhk tarafindan cikarilacak yonetmelik ve
tebliglerle,

c) Tiiketici iiriinlerinde genel giivenlik gereklerine
iliskin usul ve esaslar Giimriik ve Ticaret Bakanhg
tarafindan cikarilacak yonetmelik ve tebliglerle,
belirlenir.

Yiiriirliikkten kalkan mevzuat

MADDE 26 — (1) 29/06/2001 tarihli ve 4703 sayih
Uriinlere iliskin Teknik Mevzuatin Hazirlanmas ve
Uygulanmasina Dair Kanun bu Kanunun yiiriirliige
girdigi tarihte yiiriirliikten kalkar. 4703 sayih
Kanuna yapilan atiflar bu Kanuna yapilmus kabul
edilir.

(2) 10/06/1930 tarihli ve 1705 sayih Ticarette
Tagsisin Men’i, Thracatin Murakabesi ve Korunmasi
Hakkinda Kanun bu Kanunun yiirirlige girdigi
tarihte yiiriirliikten kalkar. 1705 sayih Kanuna atif

10/06/1930 tarihli ve 1705 sayili “Ticarette Tagsisin
Men’i, fhracatin Murakabesi ve Korunmas: Hakkinda
Kanun” zamanimizin ihtiyaclarina cevap
verememektedir. Ayrica, 1705 sayili Kanunun kapsami
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yapan alt mevzuat yetkili kuruluslarca bu kanunun
yaymmindan itibaren bir sene icerisinde gozden
gecirilir ve bu kanuna uygun hale getirilir.

bu Kanun ile diizenlenmektedir.

1705 sayili Kanuna atif yapan alt mevzuati yliriiten
yetkili kuruluslara bu mevzuati gézden gegirmesi igin
bir senelik gecis siiresi verilmistir. Bu sayede gerekli
ayiklama yapilabilecek ve ihtiya¢ duyulmayan mevzuat
yiiriirlikten kaldirilacaktir.

Yiirtirlik Yiirtirlik

Madde—16- (1) Bu Kanun yayimi—tarihinden | MADDE 27 — (1) Bu Kanun yayimlandigi tarihten bir
itibaren-6-ay-sonra yiiriirliige girer. yil sonra yiiriirliige girer.

Yiriutme Yirutme

Madde—17- (1) Bu Kanun hiikiimlerini
Bakanlar Kurulu yiiriitiir.

MADDE 28 - (1) Bu Kanun hiikiimlerini Bakanlar
Kurulu yiiriitiir.
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