DUZENLENMEMIS ALANDA YER ALAN TEKNiK DUZENLEMELERIN TURKIYE iLE AVRUPA BiRLiGi ARASINDA

BIiLDIRiMi YONETMELIGI TASLAGI

KARSILASTIRMA TABLOSU

2015/1535/AB sayih Direktif

Yonetmelik Taslag:

Aciklamalar

I
(Legislative acts)
DIRECTIVES DIRECTIVE (EU) 2015/1535 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL

of 9 September 2015
laying down a procedure for the provision of
information in the field of technical regulations and
of rules on Information Society services
(codification)
(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE
COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of
the European Union, and in particular Articles 114,
337 and 43 thereof, Having regard to the proposal
from the European Commission,

After transmission of the draft legislative act to the
national parliaments,

Having regard to the opinions of the European
Economic and Social Committee ( 1),

Acting in accordance with the ordinary legislative
procedure ( 2 ),

Malumlar oldugu tizere, 2/97 sayili
OKK Ek’inde “1.Mevzuatin Giris
Boliimleri” baslhig: altinda, mevzuatin
baslangi¢ hiikiimlerinin, 1/95 sayili
Karar ¢ercevesinde Tiirkiye
tarafindan uygulanmayacagi, soz
konusu hiikiimlerin, ilgili mevzuat
hiikiimlerinin 1/95 ¢ercevesinde
yorumlanmasi ve uygulanmasinda,
gerekli oldugu olciide gecerli olacag
hiikme baglanmugstir.

Bu kapsamda, Yonetmelik Taslaginda
2015/1535 sayu Direktifin baslangi¢
hiikiimleri uyum kapsaminda
degerlendirilmemistir.




Whereas:

(1) Directive 98/34/EC of the European Parliament
and of the Council ( 3 ) has been substantially
amended several times (4 ). In the interests of
clarity and rationality, that Directive should be
codified.

(2) The internal market comprises an area without
internal frontiers in which the free movement of
goods, persons, services and capital is ensured.
Therefore, the prohibition of quantitative restrictions
on the movement of goods and of measures having
an equivalent effect is one of the basic principles of
the Union.

(3) In order to promote the smooth functioning of the
internal market, as much transparency as possible
should be ensured as regards national initiatives for
the establishment of technical regulations.

(4) Barriers to trade resulting from technical
regulations relating to products may be allowed only
where they are necessary in order to meet essential
requirements and have an objective in the public
interest of which they constitute the main guarantee.
17.9.2015 EN Official Journal of the European Union
L 241/1

(5) It is essential for the Commission to have the
necessary information at its disposal before the
adoption of technical provisions. Consequently, the
Member States, which are required to facilitate the
achievement of its task pursuant to Article 4(3) of
the Treaty on European Union (TEU), must notify it
of their projects in the field of technical regulations.
(6) All the Member States must also be informed of




the technical regulations envisaged by any one
Member State.

(7) The aim of the internal market is to create an
environment that is conducive to the
competitiveness of undertakings. Increased
provision of information is one way of helping
undertakings to make more of the advantages
inherent in this market. It is therefore necessary to
enable economic operators to give their assessment
of the impact of the national technical regulations
proposed by other Member States, by providing for
the regular publication of the titles of notified drafts
and by means of the provisions relating to the
confidentiality of such drafts.

(8) It is appropriate, in the interests of legal certainty,
that Member States publicly announce that a
national technical regulation has been adopted in
accordance with the formalities laid down in this
Directive.

(9) As far as technical regulations for products are
concerned, the measures designed to ensure the
proper functioning or the continued development of
the market include greater transparency of national
intentions and a broadening of the criteria and
conditions for assessing the potential effect of the
proposed regulations on the market.

(10) It is therefore necessary to assess all the
requirements laid down in respect of a product and
to take account of developments in national
practices for the regulation of products.

(11) Requirements, other than technical
specifications, referring to the life cycle of a product




after it has been placed on the market are liable to
affect the free movement of that product or to create
obstacles to the proper functioning of the internal
market.

(12) It is necessary to clarify the concept of a de
facto technical regulation. In particular, the
provisions by which the public authority refers to
technical specifications or other requirements, or
encourages the observance thereof, and the
provisions referring to products with which the public
authority is associated, in the public interest, have
the effect of conferring on such requirements or
specifications a more binding value than they would
otherwise have by virtue of their private origin.

(13) The Commission and the Member States must
also be allowed sufficient time in which to propose
amendments to an envisaged measure, in order to
remove or reduce any barriers which it might create
to the free movement of goods.

(14) The Member State concerned must take
account of those amendments when formulating the
definitive text of the measure envisaged.

(15) It is inherent in the internal market that, in
particular where the principle of mutual recognition
cannot be implemented by the Member States, the
Commission adopts or proposes the adoption of
binding acts. A specific temporary standstill period
has been established in order to prevent the
introduction of national measures from
compromising the adoption of binding acts by the
European Parliament and the Council or by the
Commission in the same field.




(16) The Member State concerned is to, pursuant to
the general obligations laid down in Article 4(3) TEU,
defer implementation of the envisaged measure for
a period sufficient to allow either a joint examination
of the proposed amendments or the preparation of a
proposal for a legislative act or the adoption of a
binding act of the Commission.

(17) With a view to facilitating the adoption of
measures by the European Parliament and the
Council, Member States should refrain from
adopting technical regulations once the Council has
adopted a position at first reading on a Commission
proposal concerning that sector. L 241/2 EN Official
Journal of the European Union 17.9.2015

(18) It is necessary to provide for a Standing
Committee, the members of which are appointed by
the Member States, with the task of cooperating in
the efforts of the Commission to lessen any adverse
effects on the free movement of goods.

(19) This Directive should be without prejudice to the
obligations of the Member States relating to the time
limits for the transposition into national law of the
Directives set out in Part B of Annex Ill, HAVE
ADOPTED THIS DIRECTIVE:

Diizenlenmemis Alanda Yer Alan Teknik
Diizenlemelerin Tiirkiye ile Avrupa Birligi Arasinda
Bildirimi Yonetmeligi Taslag:

BIRINCI BOLUM
Amag, Kapsam, Hukuki Dayanak, Tanimlar

Amag




Madde 1 — (1) Bu Yonetmeligin amaci, Tiirkiye
ile Avrupa Birligi arasindateknik diizenlemelerin
karsilikli  bildiriminin  temini, bu konuda yetkili
kuruluglarin  yiikiimliiliiklerinin ~ belirlenmesi  ve bilgi
aligverisi yoluyla seffaflik saglanmasidir.

Kapsam

Madde 2 —-(1) Bu Yonetmelik, teknik
diizenlemelerin Avrupa Birligi’ne bildirimine ve Avrupa
Birligi’nden Tiirkiye’ye intikal eden teknik diizenleme
bildirimlerinin yetkili kuruluglara iletilmesine dair usul ve
esaslar1 diizenler.

(2) Bu Yonetmelik Avrupa Birligi’nin ortak bir
diizenlemesine tabi olmayan veya iiriinlere iliskin bazi
Ozelliklerin bu ortak diizenlemenin kapsami disinda
kaldig1 diizenlenmemis alanda yer alan {irlinlere iliskin
teknik diizenlemeleri kapsar.

(3) Bu Yonetmelik Tiirkiye-Avrupa Birligi Ortaklik
Konseyinin 1/95 sayili Karar1 neticesinde yiirtirliige giren
Giimriik Birliginin kapsami diginda kalan tirtinleri ve bu
iiriinlere iligkin teknik diizenlemeleri kapsamaz.

Hukuki dayanak

MADDE 3 — (1) Bu Yonetmelik 05/03/2020
tarihli ve 7223 sayil1 Uriin Giivenligi ve Teknik
Diizenlemeler Kanunun 24 {incii maddesine ve 1 sayili
Cumbhurbaskanlig1 Teskilati Hakkinda Cumhurbagkanligi
Kararnamesinin 455 inci maddesine dayanilarak

hazirlanmigtir.
Article 1 Tammlar 2015/153S sayih AB Direktifinde
1. For the purposes of this Directive, the following MADDE 4 — (1) Bu Yonetmeligin hizmetlere iligkin yer alan tiim
definitions apply: uygulanmasinda; hususlar, hizmetlerin Giimriik

(a) ‘product’ means any industrially manufactured

&) Uriin: Her tiirlii madde, miistahzar veya esyayi,

Birligi kapsaminda yer almamasi
nedeniyle uyum kapsaminda




product and any agricultural product, including fish
products;

(b) ‘service’ means any Information Society service, that
is to say, any service normally provided for remuneration,
at a distance, by electronic means and at the individual
request of a recipient of services.

For the purposes of this definition:

(1) ‘at a distance’ means that the service is provided
without the parties being simultaneously present;

(i1) ‘by electronic means’ means that the service is sent
initially and received at its destination by means of
electronic equipment for the processing (including digital
compression) and storage of data, and entirely
transmitted, conveyed and received by wire, by radio, by
optical means or by other electromagnetic means;

(111) ‘at the individual request of a recipient of services’
means that the service is provided through the
transmission of data on individual request.

An indicative list of services not covered by this
definition is set out in Annex I;

(c)‘technical specification’ means a specification
contained in a document which lays down the
characteristics required of a product such as levels of
quality, performance, safety or dimensions, including the
requirements applicable to the product as regards the
name under which the product is sold, terminology,

g) Teknik ozellikler: Bir belge i¢cinde yer alan ve bir
iriiniin satigsa sunulacagi ticari ismi, teknik terimleri,
sembolleri, test edilmesi ve test yontemleri, paketlenmesi,
isaretlenmesi veya etiketlenmesi ile uygunluk
degerlendirme islemleri dahil olmak {izere {iriiniin kalite
diizeyi, performansi, giivenlik veya boyutlarina dair

degerlendirilmemistir.




symbols, testing and test methods, packaging, marking or
labelling and conformity assessment procedures.

The term ‘technical specification’ also covers production
methods and processes used in respect of agricultural
products, as referred to in the second subparagraph of
Article 38(1) of the Treaty on the Functioning of the
European Union (TFEU), products intended for human
and animal consumption, and medicinal products as
defined in Article 1 of Directive 2001/83/EC of the
European Parliament and of the Council (1), as well as
production methods and processes relating to other
products, where these have an effect on their
characteristics;

(d) ‘other requirements’ means a requirement, other than
a technical specification, imposed on a product for the
purpose of protecting, in particular, consumers or the
environment, and which affects its life cycle after it has
been placed on the market, such as conditions of use,
recycling, reuse or disposal, where such conditions can
significantly influence the composition or nature of the
product or its marketing;

(e) ‘rule on services’ means a requirement of a general
nature relating to the taking-up and pursuit of service
activities

within the meaning of point (b), in particular provisions

tagimasi gereken 6zellikleri, insanlar ile hayvanlar
tarafindan tiiketilmesi amaglanan iirlinler ile tibbi
iirlinlerin liretim yontemleri ve siiregleri ile tirlinlerin
Ozelliklerini etkilemesi durumunda diger iirtinlerin {iretim
yontemleri ve siirecleri,

c) Bir iirliniin piyasaya arzindan sonraki démriinii
etkileyen kosullar: Teknik 6zelliklerden farkli olarak,
koruma amaciyla, 6zellikle de tiiketicilerin veya ¢evrenin
korunmasi amactyla, {irliniin tabi tutuldugu, tiriiniin
bilesimi, dogas1 veya pazarlanmasin1 6nemli 6l¢iide
etkileyebilecek kullanim, geri doniigiim, tekrar kullanim
veya bertarafi gibi liriinlin piyasaya arz edildikten sonraki
yasam dongiisiinii etkileyen diger gerekleri,




concerning the service provider, the services and the
recipient of services, excluding any rules which are not
specifically aimed at the services defined in that point.
For the purposes of this definition:

(1) a rule shall be considered to be specifically aimed at
Information Society services where, having regard to its
statement of reasons and its operative part, the specific
aim and object of all or some of its individual provisions
is to regulate such services in an explicit and targeted
manner;

(i1) a rule shall not be considered to be specifically aimed
at Information Society services if it affects such services
only in an implicit or incidental manner;

(f) ‘technical regulation” means technical specifications
and other requirements or rules on services, including the
relevant administrative provisions, the observance of
which is compulsory, de jure or de facto, in the case of
marketing, provision of a service, establishment of a
service operator or use in a Member State or a major part
thereof, as well as laws, regulations or administrative
provisions of Member States, except those provided for in
Article 7, prohibiting the manufacture, importation,
marketing or use of a product or prohibiting the provision
or use of a service, or establishment as a service provider.
De facto technical regulations shall include:

(1) laws, regulations or administrative provisions of a
Member State which refer either to technical
specifications or to other requirements or to rules on
services, or to professional codes or codes of practice

f)  Teknik diizenleme: Bir iirliniin pazarlanmasi ya da
kullanilmas1 kapsaminda, fiilen ya da hilkmen uyulmasi
zorunlu olan, ilgili idari hiikiimler de dahil olmak iizere,
teknik ozellikler ve bir {irliniin piyasaya arzindan sonraki
Omriinii etkileyen kosullar ile bir {riiniin imalatini,
ithalatini, pazarlanmasini ya da kullanilmasini yasaklayan
ve asagidaki unsurlar1 kapsayan, 8’inci maddenin iki ila
besinci fikrasindakiler hari¢ olmak tizere, idari hiikiimler
ile mevzuati,

1) Teknik 6zelliklere veya bir tirliniin
piyasaya arzindan sonraki dmriinii etkileyen
kosullara atif yapan idari hiikiimler ve mevzuat ile
teknik ozelliklere veya bir {irliniin piyasaya




which in turn refer to technical specifications or to other
requirements or to rules on services, compliance with
which confers a presumption of conformity with the
obligations imposed by the aforementioned laws,
regulations or administrative provisions;

(i1) voluntary agreements to which a public authority is a
contracting party and which provide, in the general
interest, for compliance with technical specifications or
other requirements or rules on services, excluding

public procurement tender specifications;

(111) technical specifications or other requirements or rules
on services which are linked to fiscal or financial
measures affecting the consumption of products or
services by encouraging compliance with such technical
specifications or other requirements or rules on services;
technical specifications or other requirements or rules

on services linked to national social security systems are
not included.

This comprises technical regulations imposed by the
authorities designated by the Member States and
appearing on a list drawn up and updated, where
appropriate, by the Commission, in the framework of the
Committee referred to in Article 2.

The same procedure shall be used for amending this list;

arzindan sonraki Omriinii etkileyen kosullara atif
yapan ve uyuldugunda bahse konu idari hiikiimler
ve mevzuata uygunluk varsayimi doguran
mesleki kod ve uygulama esaslarina atif yapan
idari hiikiimler ve mevzuat.

2) Kamu alim ihalesi sartnameleri hari¢ olmak
izere, teknik 6zelliklere veya bir iiriinlin piyasaya
arzindan sonraki Omriinii etkileyen kosullara
uygunluk saglayan kamu kuruluslarinin taraf
oldugu goniillii anlagmalar.

3) Ulusal sosyal giivenlik sistemleri ile
baglantili olan teknik o6zellikler ve bir {iriiniin
piyasaya arzindan sonraki Omriinii etkileyen
kosullar hari¢ olmak iizere; teknik 6zelliklere, bir
iriinlin  piyasaya arzindan sonraki Omrini
etkileyen kosullara uygunlugu tesvik ederek
tirtinlerin tiiketimini etkileyen mali ya da finansal
tedbirlerle baglantili teknik o6zellikler veya bir
iriinlin  piyasaya arzindan sonraki Omrilini
etkileyen kosullar




(g) ‘draft technical regulation’ means the text of a
technical specification or other requirement or of a rule
on services, including administrative provisions,
formulated with the aim of enacting it or of ultimately
having it enacted as a technical regulation, the text being
at a stage of preparation at which substantial amendments
can still be made.

e) Taslak Teknik Diizenleme: Hazirlik asamasinda olan ve
halen 6nemli degisikliklerin yapilabilecegi, teknik
diizenleme olarak yiiriirliige konmak amaciyla
hazirlanmis, idari hiikiimler de dahil olmak iizere, teknik
Ozellikleri veya bir iirliniin piyasaya arzindan sonraki
Omriinii etkileyen kosullar1 iceren metni,

a) Bakanlik: Ticaret Bakanligini,

b) Bildirim Sistemi: 9 Eyliil 2015 tarihli ve
2015/1535 (AB) sayil1 Avrupa Parlamentosu ve Konsey
Direktifi kapsaminda Uye Devletler ve Avrupa
Komisyonu arasinda kurulan ve Tiirkiye’nin de dahil
oldugu teknik diizenlemeler bildirim sistemini,

d) Komisyon: Avrupa Komisyonunu,

h) Uye devletler: Avrupa Birligine iiye devletleri,

ifade eder.




2. This Directive shall not apply to:
(a) radio broadcasting services;

(b) television broadcasting services covered by point (e)
of Article 1(1) of Directive 2010/13/EU of the European
Parliament and of the Council (1).

3. This Directive shall not apply to rules relating to
matters which are covered by Union legislation in the
field of telecommunications services, as covered by
Directive 2002/21/EC of the European Parliament and of
the Council (2).

4. This Directive shall not apply to rules relating to
matters which are covered by Union legislation in the
field of financial services, as listed non-exhaustively in
Annex II to this Directive.

5. With the exception of Article 5(3), this Directive shall
not apply to rules enacted by or for regulated markets
within the meaning of Directive 2004/39/EC of the
European Parliament and of the Council (3) or by or for
other markets or bodies carrying out clearing or
settlement functions for those markets.

6. This Directive shall not apply to those measures
Member States consider necessary under the Treaties for
the protection of persons, in particular workers, when
products are used, provided that such measures do not
affect the products.

Kapsam

Madde 2 —(4) Bu Yonetmelik, {irtinleri etkilemedigi
stirece, trlinlerin kullanim1 sirasinda basta isciler olmak
izere kisilerin korunmasini saglamak amaciyla hazirlanan
mevzuattaki gerekli onlemleri kapsamaz.

Article 2
A Standing Committee shall be set up consisting of

Komite toplantilarina katilim
MADDE 10 — (1) Bakanlik, 9 Eylil 2015 tarihli ve




representatives appointed by the Member States who may
call on the assistance of experts or advisers; its chairman
shall be a representative of the Commission.

The Committee shall draw up its own rules of procedure.

2015/1535 (AB) sayili Avrupa Parlamentosu ve Konsey
Direktifi’ nin  uygulanmasma iligkin  Komisyon
bilinyesinde gerceklestirilen “Teknik Diizenlemeler Daimi
Komitesi” toplantilarina katilim saglar.

Article 3

1. The Committee shall meet at least twice a year.

The Committee shall meet in a specific composition to
examine questions concerning Information Society
services.

2. The Commission shall submit to the Committee a
report on the implementation and application of the
procedures set out in this Directive, and shall present
proposals aimed at eliminating existing or foreseeable
barriers to trade.

3. The Committee shall express its opinion on the
communications and proposals referred to in paragraph 2
and may, in that regard, propose, in particular, that the
Commission:

(a) ensure where necessary, in order to avoid the risk of
barriers to trade, that initially the Member States
concerned decide amongst themselves on appropriate
measures;

(b) take all appropriate measures;

(c) identify the areas where harmonisation appears
necessary, and, should the case arise, undertake
appropriate harmonisation in a given sector.

4. The Committee must be consulted by the Commission:




(a) when deciding on the actual system through which the
exchange of information provided for in this Directive is
to be effected and on any change to it;

(b) when reviewing the operation of the system provided
for in this Directive.

5. The Committee may be consulted by the Commission
on any preliminary draft technical regulation received by
the latter.

6. Any question regarding the implementation of this
Directive may be submitted to the Committee at the
request of its chairman or of a Member State.

7. The proceedings of the Committee and the information
to be submitted to it shall be confidential.

However, the Committee and the national authorities
may, provided that the necessary precautions are taken,
consult, for an expert opinion, natural or legal persons,
including persons in the private sector.

8. With respect to rules on services, the Commission and
the Committee may consult natural or legal persons from
industry or academia, and where possible representative
bodies, capable of delivering an expert opinion on the
social and societal aims and consequences of any draft
rule on services, and take note of their advice whenever
requested to do so.

Article 4

Member States shall communicate to the Commission, in
accordance with Article 5(1), all requests made to

IKINCI BOLUM
Teknik Diizenlemelerin Bildirimine iliskin Usul ve
Esaslar




standards institutions to draw up technical specifications
or a standard for specific products for the purpose of
enacting a technical regulation for such products in the
form of draft technical regulations, and shall state the
grounds for their enactment.

Teknik Diizenlemelerin Bildirimi Usulii

Madde 5- (4) Yonetmeligin 5 inci maddesinin birinci
fikras1 kapsaminda, yetkili kurulusun standardizasyon
kurulusuna ilettigi teknik 6zellikler veya bir {iriine dair
teknik diizenleme kapsamindaki standart hazirlanmasi
talepleri, gerekceleri 1ile birlikte taslak asamasinda
Komisyona bildirilir.

Article 5

1. Subject to Article 7, Member States shall immediately
communicate to the Commission any draft technical
regulation, except where it merely transposes the full text
of an international or European standard, in which case
information regarding the relevant standard shall suffice;
they shall also let the Commission have a statement of the
grounds which make the enactment of such a technical
regulation necessary, where those grounds have not
already been made clear in the draft.

Where appropriate, and unless it has already been sent
with a prior communication, Member States shall
simultaneously communicate the text of the basic
legislative or regulatory provisions principally and
directly concerned to the Commission, should knowledge
of such text be necessary to assess the implications of the
draft technical regulation.

Teknik Diizenlemelerin Bildirimi Usulii

Madde 5-(1) Yetkili kuruluslar, teknik diizenlemeleri
taslak asamasinda iken Bakanlik araciligiyla Komisyona
bildirir.

(2) Bildirim asagidaki unsurlar igerir:

a) Taslak teknik diizenlemenin tam metni.

Bildirime Tabi Teknik Diizenlemelere 1liskin
Istisnalar

MADDE 8- (1) 5 inci maddenin ikinci fikrasi, teknik
diizenlemelerin uluslararast bir standardin veya bir
Avrupa Standardinin tam metnini uyumlastirmasi ve ilgili
standarda iliskin bilgilerin yeterli olmasi1 halinde
uygulanmaz. Bu durumda bildirim yiikiimliligi
kapsaminda yalnmizca taslagin  uyumlastirdigr ilgili
standarda iligkin bilgiler Komisyona bildirilmek {izere

Bakanliga iletilir.

Madde 5 - (2) Bildirim asagidaki unsurlari igerir:

¢) Daha 6nce Komisyona bildirimi yapilan teknik
diizenlemelere iligkin hiikiimler hari¢ olmak {izere, teknik
diizenlemenin amac ve kapsaminin degerlendirilmesi
acisindan gerekli olan ve teknik diizenleme ile dogrudan
ilgili olan diger mevzuata iligkin hiikiimlerin yer aldig1 bir




Member States shall communicate the draft technical
regulation again to the Commission under the conditions
set out in the first and second subparagraphs of this
paragraph if they make changes to the draft that have the
effect of significantly altering its scope, shortening the
timetable originally envisaged for implementation, adding
specifications or requirements, or making the latter more
restrictive.

Where, in particular, the draft technical regulation seeks
to limit the marketing or use of a chemical substance,
preparation or product on grounds of public health or of
the protection of consumers or the environment,
Member States shall also forward either a summary or the
references of all relevant data relating to the substance,
preparation or product concerned and to known and
available substitutes, where such information may be
available, and communicate the anticipated effects of the
measure on public health and the protection of the
consumer and the environment, together with an analysis
of the risk carried out as appropriate in accordance with
the principles provided for in the relevant part of
Section I1.3 of Annex XV to Regulation (EC)

No 1907/2006 of the European Parliament and of the
Council

The Commission shall immediately notify the other
Member States of the draft technical regulation and all

metin.

(3) Daha 6nce bildirimi yapilan bir teknik diizenlemenin
kapsamini 6nemli dlciide degistiren, teknik diizenlemenin
uygulanmasia iligkin Ongoriilen siireyi kisaltan, yeni
sartlar veya gereklilikler getiren veya mevcut
gerekliliklerin daha kisitlayici bir bigimde uygulanmasini
ongoren teknik diizenleme degisiklikleri de yeniden
bildirime tabidir.

(2) Bildirim asagidaki unsurlar1 igerir:

¢) Taslak teknik diizenlemenin bir kimyasal maddenin,
karigtmin veya iriiniin pazarlanmasimi veya kullanimini
kamu saghginin veya tiiketicilerin veya c¢evrenin
korunmas1  gerekgesiyle  kisitlamay1 amacladigi
durumlarda ve mevcut oldugu hallerde ilgili kimyasal
maddeye, karigima, iirline veya bilinen ve mevcut
ikamelerine iliskin verilerin bir 6zeti veya referanslari,
alinan tedbirlerin halk sagliginin, tiiketicinin ve ¢evrenin
korunmas: ile beklenen etkileri ile birlikte 23.06.2017
tarihli ve 30105 sayili Resmi Gazete’de yayimlanan
Kimyasallarm  Kaydi, Degerlendirilmesi, izni ve
Kisitlanmasi Hakkima Yonetmelik Ek 15, 2 nci boliim,
paragraf 2.2.nin ilgili kisminda Ongoriilen prensiplere
gore uygun sekilde yiiriitiilmiis risk analizi.




documents which have been forwarded to it; it may also
refer this draft, for an opinion, to the Committee referred
to in Article 2 of this Directive and, where appropriate, to
the committee responsible for the field in question.

With respect to the technical specifications or other
requirements or rules on services referred to in point (iii)
of the second subparagraph of point (f) of Article 1(1) of
this Directive, the comments or detailed opinions of the
Commission or Member States may concern only aspects
which may hinder trade or, in respect of rules on services,
the free movement of services or the freedom of
establishment of service operators and not the fiscal or
financial aspects of the measure.

Madde 5 - (2) Bildirim asagidaki unsurlar igerir:
d) Bakanlik tarafindan gerektiginde talep edilecek bilgi ve
belgeler.

(7) Bu Yonetmelik cergevesinde yapilacak bildirimler
kapsaminda yetkili kuruluslarca Bakanliga iletilecek tiim
taslak diizenleme, metin, bilgi ve belgeler Tirkce ve
Ingilizce olarak hazirlanr.

Komisyon tarafindan Tiirkiye’ye iletilen bildirimler
Madde 9- (2) Komisyon tarafindan Tiirkiye’ye iletilen
bildirimlerden, 4 {incii maddenin birinci fikrasmnin (d)
bendinin iigiincii alt bendinde belirtilen teknik diizenleme
taslaklarina iliskin olanlar1 hakkinda yetkili kuruluslarca
olusturulacak muhtemel yorumlar, s6z konusu teknik
diizenleme taslaginin mali ve finansal hususlarina yonelik
olamaz. Bu yorumlar, teknik diizenleme taslaginin
yalnizca ticareti engelleyebilecek hiikiimleri hakkinda
yapilir.

2. The Commission and the Member States may make
comments to the Member State which has forwarded a
draft technical regulation; that Member State shall take
such comments into account as far as possible in the
subsequent preparation of the technical regulation.

Bildirim Hakkinda Gelen Yorumlar,
Taslaklarin Nihai Metinlerinin Bildirimi ve Yayimi

Madde 7-(1) Bildirimi yapilan taslaklar hakkinda
Komisyon ve/veya Uye Devletlerden alman yorumlar
Bakanlik tarafindan yetkili kuruluslara iletilir.




(2) Bildirimi yapilan teknik diizenleme taslaklar
hakkinda Uye Devletler veya Komisyon tarafindan
yapilan yorumlar, yetkili kuruluslar tarafindan teknik
diizenlemenin hazirlanmasi asamasinda miimkiin oldugu
Olctide dikkate alinir.

3. Member States shall communicate the definitive text
of a technical regulation to the Commission without
delay.

Bildirim Hakkinda Gelen Yorumlar, Taslaklarin
Nihai Metinlerinin Bildirimi ve Yayim

Madde 7- (3) Daha once bildirimi yapilan teknik
diizenleme taslaklarinin nihai metinleri gecikmeksizin
Komisyon’a iletilmek {lizere Bakanliga bildirilir.

4. Information supplied under this Article shall not be
confidential except at the express request of the notifying
Member State. Any such request shall be supported by
reasons.

In cases of that kind, if the necessary precautions are
taken, the Committee referred to in Article 2 and the
national authorities may seek expert advice from physical
or legal persons in the private sector.

Teknik Diizenlemelerin Bildirimi Usulii

Madde 5- (6) Yetkili kuruluslar tarafindan aksi yonde
acik bir talep iletilmedigi miiddetge, teknik diizenleme
taslaklariin  bildirimi esnasinda sunulan bilgilerin
gizliligi Bakanlik, Komisyon ve Uye Devletler tarafindan
gozetilmeyecektir.  Yetkili  kuruluslarin  bildirim
kapsaminda iletilen bilgilerin gizli tutulmasi yoniinde bir
talebi olmasi halinde, gizlilik talebi dayandig1 gerekgeler
ile birlikte desteklenerek Bakanliga bildirilir.

Komisyon tarafindan Tiirkiye’ye iletilen bildirimler
Madde 9- (3) Yetkili kuruluslar, Komisyon tarafindan
Tiirkiye’ye  iletilen  bildirimler  hakkinda  yorum
olustururken 06zel sektorden gercek veya tiizel kisilerin
uzmanligina bagvurabilir. Ancak, bildirimin sahibi iiye
devlet tarafindan bildirim kapsamindaki bilgilerin gizli
tutulmasinin talep edildigi durumlarda, yetkili kuruluslar,
0zel sektorden gergek veya tiizel kisilerin uzmanligina
basvururken, bu yonde gerekli tim 6nlemleri alir.

5. When draft technical regulations form part of
measures which are required to be communicated to the

Teknik Diizenlemelerin Bildirimi Usulii
MADDE 5 - (5) Bu Yonetmelik kapsaminda bildirime
tabi bir teknik diizenleme taslaginin, baska bir mevzuat




Commission at the draft stage under another Union act,
Member States may make a communication within the
meaning of paragraph 1 under that other act, provided
that they formally indicate that the said communication
also constitutes a communication for the purposes of this
Directive.

The absence of a reaction from the Commission under
this Directive to a draft technical regulation shall not
prejudice any decision which might be taken under other
Union acts.

kapsaminda Komisyona bildiriminin gerekli oldugu
hallerde, bu Yonetmelik kapsami bildirim diger bildirim
ile birlikte yapilabilir. Boyle bir durumda, baska bir
mevzuat kapsaminda yapilan bildirimde, bu Yd&netmelik
hiikiimlerinin de yerine getirildigi acik¢a belirtilir ve
yetkili kurulus bu Yonetmelik kapsamindaki bildirimi
diger mevzuat kapsamindaki bildirim sirasinda yerine
getirildigi konusunda Bakanliga bilgi verir. Bildirime
konu taslak teknik diizenleme hakkinda bu Yonetmelik
cercevesinde Komisyondan bir goriis alinmamis olmasi,
diger mevzuat kapsaminda goriis alinmayacagi anlamina
gelmez.

Article 6

1. Member States shall postpone the adoption of a draft
technical regulation for three months from the date of
receipt by the Commission of the communication referred
to in Article 5(1).

Yapilan Bildirime Iliskin Bekleme Siireleri

Madde 6- (1) Yetkili kuruluglar tarafindan Bakanliga
iletilen bildirimler, Bakanlik tarafindan bildirim sistemi
aracilifiyla Komisyona iletilir.

(2) Bildirimi yapilan teknik diizenleme taslaklari,
Komisyon tarafindan birinci fikrada belirtilen bildirim
sisteminde yayimlanir. Yetkili kuruluslar, Komisyonun ve
Uye Devletlerin taslak iizerinde yorum yapmalarina
imkan tanimak amaciyla, taslagin bildirim sisteminde
yaymmlandig tarihten baglamak ilizere ili¢ ay siiresince
taslagin yasalagsmasi yolundaki sevk islemlerini erteler.

Komisyon tarafindan Tiirkiye’ye iletilen bildirimler

Madde 9— (1) Komisyon tarafindan Tiirkiye’ye iletilen ve
iiye devletlerce hazirlanan teknik diizenleme taslaklari,
Bakanlik tarafindan 1ilgili yetkili kuruluglara iletilir.
Yetkili  kuruluglar, bildirimlere iligkin muhtemel




yorumlarini, iiye devletlerin taslaklarinin yasalagmasina
yonelik sevk islemlerini erteledikleri siire icerisinde
Bakanliga iletir.

2. Member States shall postpone:

—for four months the adoption of a draft technical
regulation in the form of a voluntary agreement within
the meaning of point (i1) of the second subparagraph of
point (f) of Article 1(1),

—without prejudice to paragraphs 3, 4 and 5 of this article,
for six months the adoption of any other draft technical
regulation except for draft rules on services,

from the date of receipt by the Commission of the
communication referred to in Article 5(1), if the
Commission or another Member State delivers a detailed
opinion, within three months of that date, to the effect
that the measure envisaged may create obstacles to the
free movement of goods within the internal market,

-without prejudice to paragraphs 4 and 5, for four
months the adoption of any draft rule on services, from
the date of receipt by the Commission of the
communication referred to in Article 5(1), if the
Commission or another Member State delivers a
detailed opinion, within three months of that date, to
the effect that the measure envisaged may create
obstacles to the free movement of services or to the
freedom of establishment of service operators within

Yapilan Bildirime iliskin Bekleme Siireleri
Madde 6- (3) Ikinci fikrada belirtilen ii¢ aylik erteleme
siiresi icerisinde, Komisyonun veya Uye Devletlerin
bildirimi yapilan teknik diizenleme taslagi hakkinda,
taslagin Tiirkiye ile Avrupa Birligi arasinda mallarin
serbest dolagimin1 engelleyebilecek hiikiimler icerdigi
yoniinde bir yorum yaptig1 durumlarda yetkili kuruluslar,
a) 4 ilincii maddenin birinci fikrasinin (d) bendinin
ikinci alt bendi kapsamindaki goniillii anlagsmalar
bi¢imindeki teknik dlizenleme taslaklarmin
yasalagmasi yolundaki sevk islemlerini taslagin
bildirim  sisteminde  yayimlandigi tarihten
baslamak {izere dort ay erteler.
Diger teknik diizenleme taslaklarinin yasalagmasi
yolundaki sevk islemlerini taslagin bildirim
sisteminde yayimlandig1 tarihten baglamak iizere
alt1 ay erteler.

b)




the internal market.

With regard to draft rules on services, detailed opinions
from the Commission or Member States may not affect
any cultural policy measures, in particular in the
audiovisual sphere, which Member States might adopt in
accordance with the law of the Union, taking account of
their linguistic diversity, their specific national and
regional characteristics and their cultural heritage.

The Member State concerned shall report to the
Commission on the action it proposes to take on such
detailed opinions. The Commission shall comment on this
reaction.

With respect to rules on services, the Member State
concerned shall indicate, where appropriate, the reasons
why the detailed opinions cannot be taken into account.

3. With the exclusion of draft rules relating to services,
Member States shall postpone the adoption of a draft
technical regulation for 12 months from the date of
receipt by the Commission of the communication referred
to in Article 5(1) of this Directive, if, within three months
of that date, the Commission announces its intention to
propose or adopt a directive, regulation or decision on the
matter in accordance with Article 288 TFEU.

Yapilan Bildirime iliskin Bekleme Siireleri
Madde 6- (4) Ikinci fikrada belirtilen ii¢ aylik erteleme
siiresi icerisinde Komisyonun, bildirimi yapilan taslakta
diizenlenen hususlara iligkin bir mevzuat hazirhig
igerisinde oldugunu veya Avrupa Parlamentosu ve
Konseyi'ne sunulan bir taslak mevzuat onerisi olduguna
dair kendi bulgusunu yetkili kurulusa bildirmesi halinde,
yetkili kurulus taslagin yasalagmasi yolundaki sevk
islemini taslagin bildirim sisteminde yayimlandig tarihten
baslamak {izere on iki ay erteler.

4. Member States shall postpone the adoption of a draft
technical regulation for 12 months from the date of
receipt by the Commission of the communication referred

(4) ikinci fikrada belirtilen ii¢ aylik erteleme siiresi
icerisinde Komisyonun, bildirimi yapilan taslakta
diizenlenen hususlara iliskin bir mevzuat hazirligi




to in Article 5(1) of this Directive, if, within the three
months following that date, the Commission announces
its finding that the draft technical regulation concerns a
matter which is covered by a proposal for a directive,
regulation or decision presented to the European
Parliament and the Council in accordance with

Article 288 TFEU.

icerisinde oldugunu veya Avrupa Parlamentosu ve
Konseyi’ne sunulan bir taslak mevzuat onerisi olduguna
dair kendi bulgusunu yetkili kurulusa bildirmesi halinde,
yetkili kurulus taslagin yasalagsmasi yolundaki sevk
islemini taslagin bildirim sisteminde yayimlandig: tarihten
baslamak {izere on iki ay erteler.

5. If the Council adopts a position at first reading during
the standstill period referred to in paragraphs 3 and 4, that
period shall, subject to paragraph 6, be extended to 18
months.

(5) Dordiincii fikrada belirtilen on iki aylik erteleme
siiresi i¢erisinde, Avrupa Parlamentosu ve AB Konseyine
sunulan taslak mevzuat Onerisi ¢ercevesinde, AB
Konseyi’'nin taslagin tistlenilmesine yonelik karar almasi
halinde erteleme siiresi on sekiz aya kadar uzatilir.

6. The obligations referred to in paragraphs 3, 4 and 5
shall lapse:

(a) when the Commission informs the Member States that
it no longer intends to propose or adopt a binding act;

(b) when the Commission informs the Member States of
the withdrawal of its draft or proposal;

(c) when a binding act has been adopted by the European
Parliament and the Council or by the Commission.

(6) Dordiincii ve besinci fikrada belirtilen erteleme
siireleri, asagidaki kosullar olustugunda uygulanmaz:
a) Komisyon’un artik baglayict bir diizenleme
teklifi veya yayimmlama hazirhigi igerisinde
olmadigin1 Bakanlik aracilifiyla yetkili kurulusa
bildirmesi.
b) Komisyon’un kendi taslagini ya da diizenleme
teklifini geri ¢ektigini Bakanlik aracilifiyla yetkili
kurulusa bildirmesi.
c) Bir baglayict  diizenlemenin
Parlamentosu ve Konseyi
tarafindan kabul edilmesi.

Avrupa
ya da Komisyon

7. Paragraphs 1 to 5 shall not apply in cases where:

(a) for urgent reasons, occasioned by serious and
unforeseeable circumstances relating to the protection of
public health or safety, the protection of animals or the

(7) Bu madde kapsaminda ongdriilen erteleme siireleri,
kamu sagligi veya giivenliginin, hayvanlarin veya
bitkilerin korunmasiyla ilgili ciddi ve Ongdorillemez
kosullarin sebep oldugu acil miidahale gerektiren haller
ile 6zellikle cocuklarin korunmasi gibi kamu politikasinin




preservation of plants, and for rules on services, also for
public policy, in particular the protection of minors, a
Member State is obliged to prepare technical regulations
in a very short space of time in order to enact and
introduce them immediately without any consultations
being possible; or

(b) for urgent reasons occasioned by serious
circumstances relating to the protection of the security
and the integrity of the financial system, in particular the
protection of depositors, investors and insured persons, a
Member State is obliged to enact and implement rules on
financial services immediately.

In the communication referred to in Article 5, the
Member State shall give reasons for the urgency of the
measures taken. The Commission shall give its views on
the communication as soon as possible. It shall take
appropriate action in cases where improper use is made of
this procedure. The European Parliament shall be kept
informed by the Commission.

gerektirdigi hallerde yetkili kuruluglarin kisa bir siire
icerisde teknik  diizenlemeler hazirlamak ve bu
diizenlemeleri herhangi bir istisare olmaksizin derhal
yasalastirmak zorunda olduklar1 durumlarda uygulanmaz.

(8) Yedinci fikrada belirtilen hallerde yetkili kuruluslar,
Komisyona bildirilmek iizere Bakanliga ilettikleri
bildirimde  alman  Onlemlerin  aciliyetiyle  ilgili
gerekeelerini belirtir.

Article 7

1. Articles 5 and 6 shall not apply to those laws,
regulations and administrative provisions of the Member
States or voluntary agreements by means of which
Member States:

(a) comply with binding Union acts which result in the
adoption of technical specifications or rules on services;

(b) fulfil the obligations arising out of international
agreements which result in the adoption of common

Bildirime Tabi Teknik Diizenlemelere Iliskin
Istisnalar

MADDE 8- (2) 5 inct ve 6 nc1 maddeler, yetkili
kuruluglarin, teknik Ozelliklerin kabul edilmesiyle

sonuglanan Avrupa Birligi mevzuatina uyum saglamak,
ortak teknik 6zelliklerle ilgili kurallarin kabul edilmesiyle
sonuglanan uluslararas1 anlagmalardan kaynaklanan
yukiimliiliikleri  yerine  getirmek, Avrupa Birligi
mevzuatinda Ongoriilen korunma oOnlemleri maddesini
kullanmak, Genel Uriin Giivenligi Y&netmeligi’nin 9
uncu maddesi hiikiimlerini uygulamak veya Komisyonun




technical specifications or rules on services in the Union;

(c) make use of safeguard clauses provided for in binding
Union acts;

(d) apply Article 12(1) of Directive 2001/95/EC of the
European Parliament and of the Council (1);

(e) restrict themselves to implementing a judgment of the
Court of Justice of the European Union;

(f) restrict themselves to amending a technical regulation
within the meaning of point (f) of Article 1(1), in
accordance with a Commission request, with a view to
removing a barrier to trade or, in the case of rules on
services, to the free movement of services or the freedom
of establishment of service operators.

talebi dogrultusunda ticaretin Oniindeki engellerin
kaldirilmas1 amaciyla teknik diizenlemeleri degistirmek
icin yetkili kurulusglar tarafindan hazirlanan teknik
diizenlemelere ve idari hiikiimlere veya goniilli
anlagmalara uygulanmaz.

2. Article 6 shall not apply to the laws, regulations and
administrative provisions of the Member States
prohibiting manufacture in so far as they do not impede
the free movement of products.

(3) 6 nc1 madde, iriinlerin Tiirkiye ile Avrupa Birligi
arasinda serbest dolagimini engellemedikleri siirece
imalati yasaklayan teknik diizenlemeler ile idari
hiikiimlere uygulanmaz.

3. Paragraphs 3 to 6 of Article 6 shall not apply to the
voluntary agreements referred to in point (ii) of the
second subparagraph of point (f) of Article 1(1).

(4) 6 nc1 maddenin dordiincii ila altinct fikralari, 4 lincii
maddenin birinci fikrasinin (d) bendinin ikinci alt
bendinde belirtilen goniillii anlagmalara uygulanmaz.

4. Article 6 shall not apply to the technical specifications
or other requirements or the rules on services referred to
in point (ii1) of the second subparagraph of point (f) of
Article 1(1).

(5) 6 nc1 madde, 4 iincii maddenin birinci fikrasinin (d)
bendinin tli¢iincii alt bendinde belirtilen teknik 6zelliklere
veya bir driiniin piyasaya arzindan sonraki Omriini
etkileyen kosullara uygulanmaz.

Article 8




The Commission shall report every two years to the
European Parliament, the Council and the European
Economic and Social Committee on the results of the
application of this Directive.

The Commission shall publish annual statistics on the
notifications received in the Official Journal of the
European Union.

Article 9

When Member States adopt a technical regulation, it shall
contain a reference to this Directive or shall be
accompanied by such reference on the occasion of its
official publication. The methods of making such
reference shall be laid down by Member States.

Bildirim Hakkinda Gelen Yorumlar, Taslaklarin
Nihai Metinlerinin Bildirimi ve Yayimi

Madde 7- (4) Yetkili kuruluslar, bu Yonetmelik
kapsaminda bildirime tabi olan teknik diizenlemeleri
yayimlarken, teknik diizenlemenin i¢inde bu Yonetmelige
atifta  bulunarak Yonetmelik kapsaminda bildirim
islemlerinin tamamlandigini belirtir.

DORDUNCU BOLUM
Cesitli Hiikiimler

Avrupa Birligi Mevzuatina Uyum

MADDE 11 - (1) Bu Ydnetmelik, 9 Eyliil 2015 tarihli ve
2015/1535 (AB) sayil1 Avrupa Parlamentosu ve Konsey
Direktifi dikkate alinarak Avrupa Birligi mevzuatina
uyum gercevesinde hazirlanmistir.

Yetki

Madde 12 - (1) Bu Yonetmelikte belirtilen hususlara
iliskin tebligler ¢ikarmaya, bildirimler ile yorumlarin
hazirlanmas1 ve iletilmesi ile ilgili usul ve esaslar
belirlemeye ve bu konuda gerekli talimatlari vermeye,
bildirimlerin her asamasinda  gerekli  goriilecek




degisiklikleri yapmaya ve Onlemleri almaya Bakanlik
yetkilidir.

Yiiriirliik
Madde 13 - (1) Bu Yonetmelik, yayimi tarihinde
yuriirliige girer.

Yiiriitme
Madde 14 - (1) Bu Yonetmelik hiikiimlerini
Cumbhurbagkant yiiriitiir.

Article 10

Directive 98/34/EC, as amended by the acts listed in Part
A of Annex III to this Directive, is repealed, without
prejudice to the obligations of the Member States relating
to the time limits for the transposition into national law of
the Directives set out in Part B of Annex III to the
repealed Directive and in Part B of Annex III to this
Directive.

References to the repealed Directive shall be construed as
references to this Directive and shall be read in
accordance with the correlation table in Annex IV.

Article 11

This Directive shall enter into force on the twentieth day
following that of its publication in the Official Journal of
the European Union.

Article 12
This Directive is addressed to the Member States.

ANNEX I




Indicative list of services not covered by the second
subparagraph of point (b) of Article 1(1)

1. Services not provided ‘at a distance’

Services provided in the physical presence of the provider
and the recipient, even if they involve the use of
electronic devices:

(a) medical examinations or treatment at a doctor's
surgery using electronic equipment where the patient is
physically present;

(b) consultation of an electronic catalogue in a shop with
the customer on site;

(c) plane ticket reservation at a travel agency in the
physical presence of the customer by means of a network
of computers;

(d) electronic games made available in a video arcade
where the customer is physically present.

2. Services not provided ‘by electronic means’
— services having material content even though provided
via electronic devices:

(a) automatic cash or ticket dispensing machines
(banknotes, rail tickets);

(b) access to road networks, car parks, etc., charging for
use, even if there are electronic devices at the
ntrance/exit controlling access and/or ensuring correct




payment is made,

— offline services: distribution of CD-ROMs or software
on diskettes,

— services which are not provided via electronic
processing/inventory systems:

(a) voice telephony services;

(b) telefax/telex services;

(c) services provided via voice telephony or fax;
(d) telephone/telefax consultation of a doctor;
(e) telephone/telefax consultation of a lawyer;
(f) telephone/telefax direct marketing.

3. Services not supplied ‘at the individual request of a
recipient of services’ Services provided by transmitting
data without individual demand for simultaneous
reception by an unlimited number of individual receivers
(point to multipoint transmission):

(a) television broadcasting services (including near-video
on-demand services), covered by point (e) of Article 1(1)
of Directive 2010/13/EU;

(b) radio broadcasting services;

(c) (televised) teletext.

ANNEX II
Indicative list of the financial services covered by Article
1(4)
— Investment services,
— insurance and reinsurance operations,
— banking services,
— operations relating to pension funds,
— services relating to dealings in futures or options.




Such services include in particular:

(a) investment services referred to in the Annex to
Directive 2004/39/EC; services of collective investment
undertakings;

(b) services covered by the activities subject to mutual
recognition referred to in Annex I to Directive
2013/36/EU of the European Parliament and of the
Council (1);

(c) operations covered by the insurance and reinsurance
activities referred to in Directive 2009/138/EC of the
European Parliament and of the Council (2).




