REGULATION (EU) 2023/607 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL
of 15 March 2023 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices

Belirli tibbi cihazlarin ve in vitro tan1 amach tibbi cihazlarin gecis
hiikiimlerine iliskin (AB) 2017/745 sayili ve (AB) 2017/746 sayih Tiiziikleri
tadil eden
15 Mart 2023 tarihli ve 2023/607 sayih AVRUPA PARLAMENTOSU VE
KONSEY TUZUGU

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
Article 114 and Article 168(4), point (¢), thereof,

Having regard to the proposal from the European Commission,

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

After consulting the European Economic and Social Committee,

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure,

Whereas:

AVRUPA PARLAMENTOSU VE AVRUPA BIRLIGI KONSEY],

Avrupa Birligi'nin Isleyisine Iliskin Antlasma'y1 ve &zellikle bunun Madde 114’1
ve Madde 168(4)’ln (¢) bendini goz oniinde tutarak,

Avrupa Komisyonu'nun énerisini géz oniinde tutarak,

Yasama tasarrufu taslaginin ulusal parlamentolara iletilmesinden sonra,

Avrupa Ekonomik ve Sosyal Komitesine danistiktan sonra,

Bolgeler Komitesine danigtiktan sonra,

Olagan yasama usuliine uygun hareket ederek,

Asagidaki gerekgelerle:

(1) Regulations (EU) 2017/7451 and (EU) 2017/7462 of the European Parliament and of
the Council establish a new regulatory framework to ensure the smooth functioning of
the internal market as regards medical devices and in vitro diagnostic medical devices,
taking as a base a high level of protection of health for patients and users. At the same
time, Regulations (EU) 2017/745 and (EU) 2017/746 set high standards of quality and
safety for medical devices and in vitro diagnostic medical devices in order to meet
common safety concerns as regards such devices. Furthermore, both Regulations
significantly reinforce key elements of the previous regulatory framework in Council
Directives 90/385/EEC3 and 93/42/EEC4 and Directive 98/79/EC of the European
Parliament and of the Council5, such as the supervision of notified bodies, conformity
assessment procedures, clinical evidence requirements, vigilance and market
surveillance, whilst introducing provisions ensuring transparency and traceability
regarding medical devices and in vitro diagnostic medical devices.

(1) Avrupa Parlamentosu ve Konsey'in (AB) 2017/7451 ve (AB) 2017/7462 sayili
Tiiziikler, hastalar ve kullanicilar igin yiiksek diizeyde saglik korumasini temel
alirken, tibbi cihazlar ve in vitro tani tibbi cihazlar ile ilgili olarak i¢ pazarin
sorunsuz islemesini saglamak iizere yeni bir diizenleyici ¢er¢eve olusturmaktadir.
Ayn1 zamanda, (AB) 2017/745 ve (AB) 2017/746 sayil1 Tiiziikler, tibbi cihazlar ve
in vitro tam1 amagh tibbi cihazlar i¢in, bu tiir cihazlarla ilgili ortak giivenlilik
endiselerini karsilamak amaciyla yiiksek kalite ve giivenlilik standartlari
belirlemektedir. Ayrica, her iki Tiiziikk de, tibbi cihazlar ve in vitro tani tibbi
cihazlart ile ilgili seffaflik ve izlenebilirlik saglayan hiikiimler getirirken
90/385/EEC ve 93/42/EEC sayili Konsey Direktifleri ile 98/79/EC sayili Avrupa
Parlamentosu ve Konsey Direktifin'deki onaylanmis kuruluslarin gozetimi,
uygunluk degerlendirme prosediirleri, klinik kanit gereklilikleri, vijilans ve piyasa
gbzetimi gibi Onceki diizenleyici ¢ergevenin temel unsurlarini 6nemli Slcilide
pekistirmektedir.

(2) Due to the impact of the COVID-19 pandemic, the date of application of Regulation
(EU) 2017/745 has been postponed by one year to 26 May 2021 by Regulation (EU)
2020/561 of the European Parliament and of the Council6, while the date of 26 May
2024 was maintained as end of the transition period by which certain devices that
continue to comply with Directive 90/385/EEC or Directive 93/42/EEC may be placed
on the market or put into service.

(2) COVID-19 salgininin etkisi nedeniyle, 26 May1s 2024 tarihi, 90/385/EEC sayili
Direktif veya 93/42/EEC sayil1 Direktif ile uyumlulugu devam eden bazi cihazlarin
piyasaya arz edilebilecegi veya hizmete sunulabilecegi geg¢is doneminin sonu
olarak korunurken, (AB) 2017/745 sayil1 Tiiziigiin uygulama tarihi, (AB) 2020/561
sayili Avrupa Parlamentosu ve Konsey Tiiziigii ile bir yil ertelenerek 26 Mayis
2021'e ertelenmistir.

(3) Also due to the impact of the COVID-19 pandemic, the transition period provided
for in Regulation (EU) 2017/746 has already been extended by Regulation (EU)
2022/112 of the European Parliament and of the Council.

(3) Ayrica COVID-19 salgminin etkisi nedeniyle, (AB) 2017/746 sayili Tiiziikte
ongoriilen gegis siiresi, (AB) 2022/112 sayili Avrupa Parlamentosu ve Konsey
Tiiziigii ile halihazirda uzatilmstir.
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(4) Despite the steady increase in the number of notified bodies designated in accordance
with Regulation (EU) 2017/745, the overall capacity of notified bodies is still not
sufficient to ensure the conformity assessment of the large number of devices covered
by certificates issued under Directive 90/385/EEC or Directive 93/42/EEC before 26
May 2024. It appears that a large number of manufacturers, especially small and
medium-sized enterprises, are not sufficiently prepared to demonstrate compliance with
the requirements of Regulation (EU) 2017/745, taking into account also the complexity
of those new requirements. Therefore, it is very likely that many devices that may be
placed on the market in accordance with the transitional provisions provided for in
Regulation (EU) 2017/745 are not going to be certified in accordance with that
Regulation before the end of the transition period, which leads to the risk of shortages of
medical devices in the Union.

(4) (AB) 2017/745 sayilh Tiizik kapsaminda atanan onaylanmis kuruluslarin
sayisindaki istikrarli artisa ragmen, onaylanmis kuruluslarin genel kapasitesi,
90/385/EEC sayili veya 93/42/EEC sayili Direktifler kapsaminda diizenlenen
sertifikalarin kapsadigi ¢ok sayida cihazin 26 Mayis 2024'ten 6nce uygunluk
degerlendirmesini saglamak i¢in hala yeterli degildir. Cok sayida imalatginin,
ozellikle kiiclik ve orta 6lgekli isletmelerin, bu yeni gerekliliklerin karmasgikligini
da hesaba katarak, (AB) 2017/745 sayili Tiiziigiin gerekliliklerine uygunlugu
gostermeye yeterince hazir olmadig1 goriilmektedir. Bu nedenle, (AB) 2017/745
sayil1 Tiiziikte saglanan gecis hiikiimleri uyarinca piyasaya arz edilebilecek bir¢ok
cihazin, gecis donemi sona ermeden bu Tiiziige gore sertifikalandirilmamasi ¢ok
muhtemeldir. Bu da Birlik'te tibbi cihaz kitligi riskine yol agar.

(5) In light of reports from healthcare professionals about the imminent risk of shortages
of devices, it is necessary, as a matter of urgency, to extend the validity of certificates
issued under Directives 90/385/EEC and 93/42/EEC and to extend the transition period
during which devices that are in conformity with those Directives can be placed on the
market. The extension should be sufficiently long to give notified bodies the time needed
to carry out the conformity assessments required of them. The extension aims at ensuring
a high level of public health protection, including patient safety and an avoidance of
shortages of medical devices needed for the smooth functioning of health services,
without lowering current quality and safety requirements.

(5) Cihaz eksikligi riskinin yakin oldugu konusunda saglik profesyonellerinden
gelen raporlar 1s18inda, 90/385/EEC ve 93/42/EEC sayili Direktifler kapsaminda
diizenlenen sertifikalarin gecerlilik siirelerinin ve bu Direktiflere uygun cihazlarin
piyasaya arz edilebilecegi gegis siiresinin bir aciliyet meselesi olarak uzatilmasi
gerekmektedir. Uzatma, onaylanmis kuruluslara kendilerinden istenen uygunluk
degerlendirmelerini gergeklestirmeleri i¢in gereken siireyi verecek kadar uzun
olmalidir. Uzatma, mevcut kalite ve giivenlik gereksinimlerini diisiirmeden, hasta
giivenligi ve saglik hizmetlerinin sorunsuz islemesi i¢in gerekli tibbi cihaz
eksikliklerinin 6nlenmesi dahil olmak iizere yiiksek diizeyde halk sagligi korumasi
saglamay1 amaglamaktadir.

(6) The extension should be subject to certain conditions to ensure that only devices that
are safe and for which the manufacturers have taken steps to transition towards
compliance with Regulation (EU) 2017/745 will benefit from the additional time.

(6) Uzatma, yalnizca giivenli olan ve imalatgilarin (AB) 2017/745 sayili Tiiziige
uyum i¢in gec¢is adimlar attig1 cihazlarin ek stireden yararlanmasini saglamak i¢in
belirli kosullara tabi olmalidir.

(7) To ensure progressive transition to Regulation (EU) 2017/745, the appropriate
surveillance regarding devices benefiting from the transition period should eventually
pass over from the body that has issued the certificate in accordance with Directive
90/385/EEC or Directive 93/42/EEC to a notified body designated under Regulation
(EU) 2017/745. For reasons of legal certainty it should be provided that the notified body
should not be responsible for conformity assessment and surveillance activities carried
out by the outgoing body.

(7) (AB) 2017/745 sayil1 Tiiziige kademeli gegisi saglamak i¢in, gecis doneminden
yararlanan cihazlara iliskin uygun gozetim, nihayetinde 90/385/EEC sayil1 Direktif
veya 93/42/EEC sayili Direktif uyarinca sertifikay1 diizenleyen kurulustan (AB)
2017/745 sayil1 Tliziik uyarinca atanmis bir onaylanmis kurulusa ge¢gmelidir. Yasal
kesinlik nedeniyle, onaylanmis kurulusun giden kurulus tarafindan yiiriitiilen
uygunluk degerlendirme ve gozetim faaliyetlerinden sorumlu olmamasi
saglanmalidir.

(8) As regards the period of time needed to allow manufacturers and notified bodies to
carry out the conformity assessment in accordance with Regulation (EU) 2017/745 of
medical devices that had been CE marked in accordance with Directive 90/385/EEC or
Directive 93/42/EEC, a balance should be struck between the limited available capacity
of notified bodies and ensuring a high level of patient safety and public health protection.
Therefore, the length of the transition period should depend on the risk class of the

(8) Imalatcilarin ve onaylanmis kuruluslarin, 90/385/EEC sayili Direktif veya
93/42/EEC sayili Direktif uyarinca CE isareti almis tibbi cihazlari (AB) 2017/745
sayil1 Tiiziik uyarinca uygunluk degerlendirmesi yiiriitmesine imkan tanimak igin
gereken siire ile ilgili olarak, onaylanmis kuruluslarin simirli mevcut kapasitesi ile
yiiksek seviyede hasta giivenliligi ve kamu sagligi korumasinin saglanmasi
arasinda bir denge kurulmalidir. Bu nedenle, gegis siiresinin uzunlugu, ilgili tibbi
cihazlarin risk sinifina bagli olmalidir, boylece siire, daha yliksek bir risk sinifina
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medical devices concerned, so that the period is shorter for devices belonging to a higher
risk class and longer for devices belonging to a lower risk class.

ait cihazlar i¢in daha kisa ve daha diisiik bir risk sinifina ait cihazlar i¢in daha uzun
olur.

(9) Contrary to Directives 90/385/EEC and 93/42/EEC, Regulation (EU) 2017/745
requires the involvement of a notified body in the conformity assessment of class III
custom-made implantable devices. Having regard to insufficient notified body capacity
and the fact that manufacturers of custom-made devices are often small or medium-sized
enterprises that did not have access to a notified body under Directives 90/385/EEC and
93/42/EEC, a transition period should be provided during which class III custom-made
implantable devices may be placed on the market or put into service without a certificate
issued by a notified body.

(9) 90/385/EEC ve 93/42/EEC sayil1 Direktiflerin aksine, (AB) 2017/745 sayil
Tiiziik, simf III 1smarlama imal edilen implante edilebilir cihazlarm uygunluk
degerlendirmesine bir onaylanmis kurulusun dahil edilmesini gerektirir. Yetersiz
onaylanmis kurulus kapasitesi ve 1smarlama imal edilen cihaz imalat¢ilarin
genellikle 90/385/EEC ve 93/42/EEC sayil Direktifler kapsaminda bir onaylanmisg
kurulusa erisimi olmayan kiigiik veya orta 6lgekli isletmeler oldugu gergegi dikkate
alindiginda, bir ge¢is siireci saglamalidir, bu siire boyunca, sinif I1I ismarlama imal
edilen implante edilebilir cihazlarin bir onaylanmis kurulus tarafindan diizenlenen
bir sertifika olmadan piyasaya arz edilebilir veya hizmete sunulabilir.

(10) Article 120(4) of Regulation (EU) 2017/745 and Article 110(4) of Regulation (EU)
2017/746 prohibit the further making available of devices which are placed on the market
by the end of the applicable transition period and which are still in the supply chain one
year after the end of that transition period. To prevent unnecessary disposal of safe
medical devices and in vitro diagnostic medical devices that are still in the supply chain,
thus adding to the imminent risk of shortages of devices, such further making available
of devices should be unlimited in time.

(10) (AB) 2017/745 sayili Tiiziigiin 120(4) Maddesi ve (AB) 2017/746 sayili
Tiiziiglin 110(4) Maddesi, uygulanabilir ge¢is donemi sonuna kadar piyasaya arz
edilen ve bu gecis doneminin bitiminden bir y1l sonra hala tedarik zincirinde olan
cihazlarin daha fazla kullanima sunulmasini yasaklar. Hala tedarik zincirinde
bulunan giivenli tibbi cihazlarin ve in vitro tani tibbi cihazlarinin, cihaz kitliginin
olmasi muhtemel riskini artiran, gereksiz imhasini onlemek icin, cihazlarin bu
sekilde daha fazla bulundurulmasi zaman a¢isindan sinirsiz olmalidir.

(11) The adoption of this Regulation takes place due to exceptional circumstances arising
from an imminent risk of shortages of medical devices and the associated risk of a public
health crisis. In order to attain the intended effect of the amendments to Regulations (EU)
2017/745 and (EU) 2017/746 and to ensure availability of devices whose certificates
have already expired or are due to expire before 26 May 2024, to provide legal certainty
for economic operators and healthcare providers, and for reasons of consistency as
regards the amendments to both Regulations, it is necessary for this Regulation to enter
into force as soon as possible. For the same reasons it is also considered appropriate to
provide for an exception to the eight-week period referred to in Article 4 of Protocol No
1 on the role of national Parliaments in the European Union, annexed to the Treaty on
European Union, to the Treaty on the Functioning of the European Union and to the
Treaty establishing the European Atomic Energy Community,

HAVE ADOPTED THIS REGULATION:

(11) Bu Tiiziigiin kabulii, olmas1 muhtemel tibbi cihazlarin kitlik riskinden ve buna
bagli bir halk saghigr krizi riskinden kaynaklanan istisnai durumlar nedeniyle
gergeklesir. (AB) 2017/745 sayili ve (AB) 2017/746 sayili Tiziiklerde yapilan
degisikliklerin amaglanan etkisini elde etmek ve sertifikalarinin siiresi halihazirda
dolmus veya 26 Mayis 2024 tarihinden Once sona erecek olan cihazlarin
bulunabilirligini saglamak i¢in, iktisadi isletmeciler ile saglik hizmeti saglayicilart
icin yasal kesinlik saglamak amaciyla ve her iki Tiiziikte yapilan degisikliklere
iligkin tutarlilik nedeniyle, bu Tiziiglin bir an Once yiirlrliige girmesi
gerekmektedir. Ayni nedenlerle, Avrupa Birligi Antlasmasi'na, Avrupa Birligi'nin
Isleyisine Iliskin Antlasma’ya ve Avrupa Atom Enerjisi Toplulugunu kuran
Antlasma’ya ekli, Avrupa Birligi'nde ulusal Parlamentolarin roliine iliskin 1 No'lu
Protokol'iin 4. Maddesinde atifta bulunulan sekiz haftalik siireye bir istisna
getirilmesi de uygun goriilmiistiir.

BU TUZUGU KABUL ETMISTIR.

Article 1
Regulation (EU) 2017/745 is amended as follows:
(1) Article 120 is amended as follows:
(a) in paragraph 2, the second subparagraph is replaced by the following:
‘Certificates issued by notified bodies in accordance with Directives 90/385/EEC and
93/42/EEC from 25 May 2017 that still were valid on 26 May 2021 and that have not

Madde 1

(AB) 2017/745 sayih Tiiziik asagidaki sekilde degistirilmistir:

(1) 120 nci maddesi asagidaki sekilde degistirilmistir:

(a) 2. paragraftaki ikinci alt paragraf asagidaki sekilde degistirilmistir:

“ 25 Mayis 2017 tarihinden itibaren 90/385/EEC ve 93/42/EEC sayili Direktiflere
uygun olarak onaylanmus kuruluslar tarafindan diizenlenen, devaminda geri
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been withdrawn afterwards shall remain valid after the end of the period indicated on the
certificate until the dates set out in paragraph 3a of this Article applicable for the relevant
risk class of the devices. Certificates issued by notified bodies in accordance with those
Directives from 25 May 2017 that were still valid on 26 May 2021 and that have expired
before 20 March 2023 shall be considered to be valid until the dates set out in paragraph
3a of this Article only if one of the following conditions is fulfilled:

(a) before the date of expiry of the certificate, the manufacturer and a notified body
have signed a written agreement in accordance with Section 4.3, second
subparagraph, of Annex VII to this Regulation for the conformity assessment in
respect of the device covered by the expired certificate or in respect of a device
intended to substitute that device;

a competent authority of a Member State has granted a derogation from the
applicable conformity assessment procedure in accordance with Article 59(1) of
this Regulation or has required the manufacturer, in accordance with Article
97(1) of this Regulation, to carry out the applicable conformity assessment
procedure’;

(b)

¢ekilmeyen ve 26 Mayis 2021 tarihinde hala gegerli olan sertifikalar, sertifikada
belirtilen siirenin bitiminden sonra cihazlarin ilgili risk sinifi i¢in 3a paragrafinda
belirtilen tarihlere kadar gecerliligini korur. 25 Mayis 2017 tarihinden itibaren s6z
konusu Direktiflere uygun olarak onaylanmis kuruluslar tarafindan diizenlenen ve
26 Mayis 2021 tarihinde hala gegerli olan ve 20 Mart 2023 tarihinden 6nce sona
eren sertifikalar, yalmzca asagidaki kosullardan birinin yerine getirilmesi
durumunda paragraf 3a'da belirtilen tarihlere kadar gegerli kabul edilecektir:

(a) sertifikanin sona erme tarihinden once, imalat¢1 ve onaylanmis kurulus,
stiresi dolmus sertifikanin kapsadigi cihaz veya bu cihazin yerini almasi
amagclanan bir cihaz ile ilgili uygunluk degerlendirmesi i¢in bu Tiiziiglin
Ek VII'sinin 4.3 numarali maddesinin ikinci alt paragrafi uyarinca yazil
bir anlasma imzalamustir;

(b) bir AB iiyesi tilkenin yetkili otoritesi, bu Tiiziiglin Madde 59(1)i uyarinca
uygulanabilir uygunluk degerlendirme prosediiriinden bir istisna kabul
etmis veya bu Tiziigiin Madde 97(1)i uyarinca imalatgidan uygulanabilir
uygunluk degerlendirme prosediiriinii gergeklestirmesini talep etmistir.”

(b) paragraph 3 is replaced by the following:

‘3. By way of derogation from Article 5 and provided the conditions set out in paragraph
3c of this Article are met, devices referred to in paragraphs 3a and 3b of this Article may
be placed on the market or put into service until the dates set out in those paragraphs.

(b) 3. paragraf asagidaki sekilde degistirilmistir:

“3. 5 inci maddeye istisna olarak ve bu maddenin 3c paragrafinda belirtilen
kosullarin karsilanmasi kaydiyla, bu maddenin 3a ve 3b paragraflarinda atifta
bulunulan cihazlar, bu paragraflarda belirtilen tarihlere kadar piyasaya arz
edilebilir veya hizmete sunulabilir.

3a. Devices which have a certificate that was issued in accordance with Directive
90/385/EEC or Directive 93/42/EEC and that is valid by virtue of paragraph 2 of this
Article may be placed on the market or put into service until the following dates:

(a) 31 December 2027, for class III devices and for class IIb implantable
devices, except sutures, staples, dental fillings, dental braces, tooth crowns, screws,
wedges, plates, wires, pins, clips and connectors;

(b) 31 December 2028, for class IIb devices other than those covered by point
(a) of this paragraph, for class Ila devices, and for class I devices placed on the market
in sterile condition or having a measuring function.

3a. 90/385/EEC sayili Direktif veya 93/42/EEC sayili Direktif uyarinca
diizenlenmis olan ve bu maddenin 2 nci fikras1 uyarinca gegerli olan bir sertifikasi
bulunan cihazlar, asagidaki tarihlere kadar piyasaya arz edilebilir veya hizmete
sunulabilir:

(a) smf III cihazlar ve siitlirler, zimba telleri, dental dolgular, dental
braketler, dis kronlari, vidalar, kamalar, plaklar, teller, pinler, klipsler ve
konektorler hari¢ sinif IIb implante edilebilir cihazlar i¢in 31 Arahk 2027;

(b) bu paragrafin (a) bendinde kapsananlar disindaki sinif IIb cihazlar, sinif
IIa cihazlar ve steril durumda veya 6l¢iim fonksiyonuna sahip olarak piyasaya arz
edilen siif I cihazlar i¢in, 31 Arahk 2028.

3b. Devices for which the conformity assessment procedure pursuant to Directive
93/42/EEC did not require the involvement of a notified body, for which the declaration
of conformity was drawn up prior to 26 May 2021 and for which the conformity
assessment procedure pursuant to this Regulation requires the involvement of a notified
body, may be placed on the market or put into service until 31 December 2028.

3b. 93/42/EEC sayil1 Direktif uyarinca uygunluk degerlendirme prosediiriiniin bir
onaylanmis kurulusun dahiliyetinini gerekmedigi, 26 Mayis 2021 tarihinden 6nce
uygunluk beyani diizenlenmis ve bu Tiiziikk uyarinca uygunluk degerlendirme
prosediirii bir onaylanmig kurulusun dahiliyetinin gerektigi cihazlar, 31 Arahk
2028 tarihine kadar piyasaya arz edilebilir veya hizmete sunulabilir.
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3c. Devices referred to in paragraphs 3a and 3b of this Article may be placed on the
market or put into service until the dates referred to in those paragraphs only if the
following conditions are met:
(a) those devices continue to comply with Directive 90/385/EEC or Directive
93/42/EEC, as applicable;
(b) there are no significant changes in the design and intended purpose;
(c) the devices do not present an unacceptable risk to the health or safety of
patients, users or other persons, or to other aspects of the protection of public
health,;
(d) no later than 26 May 2024, the manufacturer has put in place a quality
management system in accordance with Article 10(9);
(e) no later than 26 May 2024, the manufacturer, or an authorised representative, has
lodged a formal application with a notified body in accordance with Section 4.3, first
subparagraph, of Annex VII for conformity assessment in respect of a device referred to
in paragraphs 3a and 3b of this Article or in respect of a device intended to substitute
that device, and no later than 26 September 2024, the notified body and the manufacturer
have signed a written agreement in accordance with Section 4.3, second subparagraph,
of Annex VIL

3c. Bu maddenin 3a ve 3b paragraflarinda atifta cihazlar, yalnizca asagidaki
kosullarin karsilanmasi durumunda bu paragraflarda atifta bulunulan tarihlere
kadar piyasaya arz edilebilir veya hizmete sunulabilir:
(a) bu cihazlar, uygulanabilir oldugu sekilde, 90/385/EEC sayil1 Direktife
veya 93/42/EEC sayili Direktife uygun olmaya devam etmesi;
(b) tasarimda ve kullanim amacinda 6nemli bir degisiklik olmamast;
(c) cihazlarin; hastalarin, kullanicilarin veya diger kisilerin sagligi veya
giivenligine ya da kamu sagliginin korunmasina iligkin diger hususlara
yonelik kabul edilemez bir risk teskil etmemesi;
(d) 26 Mayis 2024’ten ge¢ olmamak lizere, imalat¢inin Madde 10(9)
uyarinca bir kalite yonetim sistemi uygulamaya koymast;
(e) 26 Mayis 2024’ten ge¢ olmamak iizere, imalatg1 veya yetkili temsilci, bu
Maddenin 3b ve 3c paragraflarinda atifta bulunulan bir cihazla ilgili ya da bu
cihazin yerini almasi amaglanan bir cihazla ilgili uygunluk degerlendirmesine
yonelik Ek VII'nin 4.3 numarali maddesinin birinci alt paragrafi uyarinca bir
onaylanmis kurulusa resmi bir bagvuruda bulunmus olmasi ve 26 Eyliil 2024’ten
gec olmamak {izere onaylanmis kurulus ve imalatgi, Ek VII'nin 4.3 numarali
maddesinin ikinci alt paragrafi uyarinca yazili bir anlasma imzalamasi.

3d. By way of derogation from paragraph 3 of this Article, the requirements of this
Regulation relating to post-market surveillance, market surveillance, vigilance,
registration of economic operators and of devices shall apply to devices referred to in
paragraphs 3a and 3b of this Article in place of the corresponding requirements in
Directives 90/385/EEC and 93/42/EEC.

3d. Bu maddenin 3. paragrafina istisna olarak, bu maddenin 3a ve 3b
paragraflarinda atifta bulunulan cihazlara; bu Tizliglin piyasaya arz sonrasi
gbzetim, piyasa gozetimi ve denetimi, vijilans, iktisadi isletmecilerin ve cihazlarin
kaydina iliskin gereklilikleri 90/385/EEC ve 93/42/EEC sayili Direktiflerde
karsilik gelen gereklilikler yerine uygulanir.

3e. Without prejudice to Chapter IV and paragraph 1 of this Article, the notified body
that issued the certificate referred to in paragraph 3a of this Article shall continue to be
responsible for the appropriate surveillance in respect of the applicable requirements
relating to the devices it has certified, unless the manufacturer has agreed with a notified
body designated in accordance with Article 42 that the latter shall carry out that
surveillance.

No later than 26 September 2024, the notified body that has signed the written agreement
referred to in paragraph 3c, point (e) of this Article, shall be responsible for the
surveillance in respect of the devices covered by the written agreement. Where the
written agreement covers a device intended to substitute a device which has a certificate
that was issued in accordance with Directive 90/385/EEC or Directive 93/42/EEC, the
surveillance shall be conducted in respect of the device that is being substituted.

The arrangements for the transfer of the surveillance from the notified body that issued
the certificate to the notified body designated in accordance with Article 42 shall be
clearly defined in an agreement between the manufacturer and the notified body
designated in accordance with Article 42 and, where practicable, the notified body that

3e. Boliim IV ve bu Maddenin 1. paragrafina halel gelmeksizin, imalatci, 42 nci
madde uyarinca atanmis bir onaylanmis kurulus ile bu gozetimi gerceklestirecegi
konusunda anlasmadig siirece, bu maddenin 3a paragrafinda atifta bulunulan
sertifikay1 diizenleyen onaylanmis kurulus, sertifikalandirdigi cihazlara iliskin
uygulanabilir gereklilikler agisindan uygun gozetimden sorumlu olmaya devam
eder.

26 Eyliil 2024’ten ge¢ olmamak iizere, paragraf 3c¢’nin, bu maddenin (e) bendinde
atifta bulunulan yazili anlasmay1 imzalayan onaylanmis kurulus, yazili anlagma
kapsamindaki cihazlarla ilgili gozetimden sorumlu olur. Yazili anlagsmanin,
90/385/EEC sayili Direktif veya 93/42/EEC sayili Direktif uyarinca diizenlenmis
bir sertifikas1 olan bir cihazin yerini almasi amaglanan bir cihaz1 kapsadig
durumlarda, gdzetim, ikame edilecek (mevcut sertifika kapsamindaki) cihaza gore
yiriitiiliir.

Gozetimin; sertifikay1 diizenleyen onaylanmis kurulustan, 42 nci madde uyarinca
atanmis onaylanmig kurulusa devrine iliskin diizenlemeler; imalatgi, 42 nci madde
uyarinca atanmig onaylanmis kurulus ve uygulanabilir oldugu hallerde sertifikay1
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issued the certificate. The notified body designated in accordance with Article 42 shall
not be responsible for conformity assessment activities carried out by the notified body
that issued the certificate.

diizenleyen onaylanmig kurulus arasindaki bir anlasmada agik¢a tanimlanir. 42 nci
maddeye gore atanmis onaylanmis kurulus, sertifkayi diizenleyen onaylanmis
kurulus tarafindan gerceklestirilen uygunluk degerlendirme faaliyetlerinden
sorumlu olmaz.

3f. By way of derogation from Article 5, class III custom-made implantable devices may
be placed on the market or put into service until 26 May 2026 without a certificate issued
by a notified body in accordance with the conformity assessment procedure referred to
in Article 52(8), second subparagraph, provided that no later than 26 May 2024, the
manufacturer, or the authorised representative r, has lodged a formal application with a
notified body in accordance with Section 4.3, first subparagraph, of Annex VII for
conformity assessment, and no later than 26 September 2024 the notified body and the
manufacturer have signed a written agreement in accordance with Section 4.3, second
subparagraph, of Annex VIL.’;

3f. 5. Maddeye istisna olarak, simif III ismarlama imal edilen implante edilebilir
cihazlar, 26 Mayis 2024’ten ge¢ olmamak ilizere imalatginin veya yetkili
temsilcinin uygunluk degerlendirmesi i¢cin Ek VII'nin 4.3 numarali maddesinin
birinci alt paragrafi uyarmca bir onaylanmis kurulusa resmi bir basvuruda
bulunmasi ve 26 Eyliil 2024’ten ge¢ olmamak iizere onaylanmis kurulus ve
imalatginin, Ek VII'nin 4.3numarali maddesinin ikinci alt paragrafi uyarinca yazil
bir anlasma imzalamasi sartiyla, madde 52(8)’in ikinci alt paragrafinda atifta
bulunulan uygunluk degerlendirme prosediirii uyarinca bir onaylanmis kurulus
tarafindan diizenlenen bir sertifika olmaksizin 26 Mayis 2026 tarihine kadar
piyasaya arz edilebilir veya hizmete sunulabilir.

(c) paragraph 4 is replaced by the following:

‘4, Devices lawfully placed on the market pursuant to Directives 90/385/EEC and
93/42/EEC prior to 26 May 2021, and devices lawfully placed on the market from 26
May 2021 pursuant to paragraphs 3, 3a, 3b and 3f of this Article, may continue to be
made available on the market or put into service.’

(c) 4. paragraf asagidaki sekilde degistirilmistir:

“ 4,26 Mayis 2021 tarihinden 6nce 90/385/EEC ve 93/42/EEC sayili Direktifler
uyarinca yasal olarak piyasaya arz edilen cihazlar ve bu maddenin 3, 3a, 3b ve 3f
paragraflar1 uyarinca 26 Mayis 2021 tarihinden itibaren yasal olarak piyasaya arz
edilen cihazlar, piyasada bulundurulmaya veya hizmete sunulmaya devam
edebilir.”

(2) Article 122 is amended as follows:

(1) in the first paragraph, the introductory wording is replaced by the following:
‘Without prejudice to Article 120(3) to (3e) and (4) of this Regulation, and without
prejudice to the obligations of the Member States and manufacturers as regards vigilance
and to the obligations of manufacturers as regards the making available of
documentation, under Directives 90/385/EEC and 93/42/EEC, those Directives are
repealed with effect from 26 May 2021, with the exception of:’;

(2) the second paragraph is replaced by the following:
‘As regards the devices referred to in Article 120(3) to (3¢) and (4) of this Regulation,
the Directives referred to in the first paragraph of this Article shall continue to apply to
the extent necessary for the application of those paragraphs.’;

(2) 122 nci maddesi agagidaki sekilde degistirilmistir:

(1) Birinci paragrafin giris ibaresi asagidaki sekilde degistirilmistir:

'Bu Tiiziigiin Madde 120(3) ila (3¢) ve (4)’tine halel gelmeksizin ve 90/385/EEC
ve 93/42/EEC sayili Direktifler kapsaminda AB iiyesi iilkelerin ve imalatg¢ilarin
vijilansla ilgili yiikiimliliiklerine ve imalat¢ilarin dokiimantasyonu sunmasina
iliskin ylkiimliiliiklerine halel gelmeksizin, asagidaki durumlar hari¢ olmak {izere
bu Direktifler 26 May1s 2021 tarihinden itibaren gegerli olmak iizere yiiriirliikkten
kaldirilmagtir:';

(2) Ikinci paragraf asagidaki sekilde degistirilmistir:

"Bu Tiiziigiin madde 120(3b) ila (3¢) ve (4)’linde atifta bulunulan cihazlarla ilgili
olarak, bu Maddenin birinci paragrafinda atifta bulunulan Direktifler, bu
paragraflarin uygulanmasi i¢in gerekli oldugu 6l¢iide uygulanmaya devam eder.";

(3) In Article 123(3), point (d), the twenty-fourth indent is replaced by the following:

(3) Madde 123(3)’in (d) bendindeki yirmi doérdiincii girinti asagidaki sekilde

‘- Article 120(3d).’. degistirilmistir:
'- Madde 120(3d).".
Article 2 Madde 2

Regulation (EU) 2017/746 is amended as follows:
(1) in Article 110, paragraph 4 is replaced by the following:

(AB) 2017/746 sayil1 Tiiziik asagidaki sekilde degistirilmistir:
(1) 110 uncu maddenin 4. paragrafi asagidaki sekilde degistirilmistir:
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‘4. Devices lawfully placed on the market pursuant to Directive 98/79/EC prior to 26
May 2022, and devices lawfully placed on the market from 26 May 2022 pursuant to
paragraph 3 of this Article may continue to be made available on the market or put into
service.’;

“ 4, 26 Mayis 2022'den 6nce 98/79/EC sayili Direktif uyarinca yasal olarak
piyasaya arz edilen cihazlar ve bu Maddenin 3. paragrafi uyarmca 26 Mayis
2022'den itibaren yasal olarak piyasaya arz edilen -cihazlar piyasada
bulundurulmaya veya hizmete sunulmaya devam edebilir’;

(2) in Article 112, the second paragraph is replaced by the following:

‘As regards the devices referred to in Article 110(3) and (4) of this Regulation, Directive
98/79/EC shall continue to apply to the extent necessary for the application of those
paragraphs.’.

(2) 112 nci maddenin ikinci paragrafi asagidaki sekilde degistirilmistir:

"Bu Tiiziiglin madde 110(3) ve (4)’linde atifta bulunulan cihazlarla ilgili olarak,
98/79/EC sayili Direktif, bu paragraflarin uygulanmasi i¢in gerekli oldugu 6l¢iide
uygulanmaya devam eder."

Article 3

This Regulation shall enter into force on the day of its publication in the Official Journal
of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member
States.

Done at Brussels,

Madde 3

Bu Tiiziik, Avrupa Birligi Resmi Gazetesinde yayimlandigi giin yiiriirliige girer.
Bu Tiiziik biitliiniiyle baglayic1 olacak ve tiim AB iiyesi iilkelerde dogrudan
uygulanir.

Briiksel'de imzalanmustir.
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