(AB) 722/212 Sayih Tiiziik

Hayvan Kaynakl Dokular Kullanilarak imal
Edilen Tibbi Cihazlara Dair Yonetmelik Taslagi

Article 1

1. This Regulation lays down particular
requirements in relation to the placing on the
market and/or putting into service of medical
devices, including active implantable medical
devices, manufactured utilising animal tissue
which is rendered non-viable or non-viable
products derived from animal tissue.

2. This Regulation shall apply to animal
tissues, as well as their derivatives,
originating from bovine, ovine and caprine
species, deer, elk, mink and cats.

3. Collagen, gelatine and tallow used for the
manufacturing of medical devices shall meet at
least the requirements as fit for human
consumption laid down in Regulation (EC)
No 1069/2009.

4. This Regulation shall not apply to any of
the following:

(a) Tallow derivatives, processed under
conditions at least as vigorous as those laid
down in Section 3 of Annex I;

(b) medical devices referred to in paragraph
1, which are not intended to come into
contact with the human body or which are
intended to come into contact with intact
skin only.

Amag ve kapsam

MADDE 1 - (1) Bu Yonetmelik’in amaci, hayvan
dokusundan tiiretilen cansiz {riinler veya cansiz hale
getirilmis hayvan dokusu kullanilarak imal edilen
implante edilebilir aktif tibbi cihazlar dahil tibbi
cihazlarin piyasaya arzi ve/veya hizmete sunulmasi ile
ilgili 6zel gereklilikleri diizenlemektir.

(2) Sigir, koyun ve kegi tiirleri, geyik, elk (kuzey
Amerika geyigi), vizon ve kedilerden elde edilen
hayvan dokular1 ile birlikte bunlarin tiirevleri bu
Yonetmelik kapsamindadir.

(3) Tibbi cihazlarin imalatinda kullanilan kolajen,
jelatin ve i¢ yag1 asgari olarak; 24.12.2011 tarihli ve
28152 sayili Resmi Gazete’de yayimlanan Insan
Tiiketimi Amaciyla Kullanilmayan Hayvansal Yan
Uriinler Yénetmeligi’'nde belirtilen beseri tiiketime
uygun gereklilikleri karsilar.

(4) Bu Yonetmelik;

(a) En az Ek 1’in 3’iinde belirtildigi kadar etkin olan
kosullar altinda islenen i¢ yag tiirevlerine,

(b) Birinci fikrada atifta bulunulan, insan viicudu ile
temast amacglanmayan veya yalnizca saglam deri ile
temas1 amaglanan tibbi cihazlara uygulanmaz.

Sayfal/24




skokok

Dayanak

MADDE 2 - (1) Bu Yonetmelik; 29/06/2001 tarihli ve
4703 sayih Uriinlere iliskin Teknik Mevzuatin
Hazirlanmas1 ve Uygulanmasina Dair Kanuna ve
15/07/2018 tarihli ve 30479 sayili1 Bakanliklara Bagl,
Ilgili, Tliskili Kurum ve Kuruluslar ile Diger Kurum ve
Kuruluslarin  Tegkilat1 Hakkinda Cumhurbaskanligi
Kararnamesi’nin 508 inci maddesine dayanilarak
hazirlanmstir.

Article 2

For the purposes of this Regulation, the
following definitions apply in addition to the
definitions set out in Directive 90/385/EEC and
Directive 93/42/EEC:

(g) ‘reduction, elimination or removal’ means
a process by which the number of TSE
infectious agents is reduced, eliminated or
removed in order to prevent infection or
pathogenic reaction;

(j) ‘starting materials’ means raw materials
or any other product of animal origin out of
which, or with the help of which, the devices
referred to in Article 1(1) are produced.

(¢) ‘TSEs’ means all transmissible
spongiform encephalopathies as defined in
Article 3(1)(a) of Regulation (EC) No
999/2001 of the European Parliament and of
the Council (1);

(d) ‘non-viable’ means having no potential
for metabolism or multiplication;

Tanmmlar

MADDE 3 - (1) 07/06/2011 tarihli ve 27957 sayili
Resmi  Gazete’de  yayimlanan; Tibbi  Cihaz
Yonetmeligi ile Viicuda Yerlestirilebilir Aktif Tibbi
Cihazlar Yonetmeligi’nde yer alan tanimlara ilaveten
bu Yonetmelik’in amaglar1 dogrultusunda:

a) Azaltma, eliminasyon veya ortadan kaldirma:
Enfeksiyonun veya patojenik reaksiyonun onlenmesi
amaciyla TSE enfekte edici ajanlarin sayisini azaltan,
elimine eden veya ortadan kaldiran islemi,

b) Baslangic materyali: 1 inci maddenin birinci
fikrasinda atifta bulunulan cihazlarin iretildigi veya
iretilmesine  yardimci  olan  hayvan  kaynakl
hammaddeleri veya diger iiriinleri,

¢) Bulasic1 siingerimsi ensefalopati (7SE): Insanlarda
goriilenler disindaki  tim  bulasict  siingerimsi
ensefalopatileri,

¢) Cansiz: Metabolizma veya c¢ogalma potansiyeli
olmayant,
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(b) ‘tissue’ means an organisation of cells,
extra-cellular constituents or both;

(a) ‘cell’ means the smallest organised unit
of any living form which is capable of
independent existence and of replacement of its
own substance in a suitable environment;

(h) ‘inactivation’ means a process by which
the ability to cause infection or pathogenic
reaction by TSE infectious agents is reduced;
(i) ‘source country’ means the country or
countries in which the animal was born, has
been reared and/or has been slaughtered;

(f) ‘TSE infectious agents’ means unclassified

pathogenic agents which are capable of
transmitting TSEs;
c) ‘derivative’ means a material obtained

from animal tissue through one or more

d) Doku: Hiicrelerin, hiicre dig1 yapilarin veya her
ikisinin organizasyonu,

e) Hiicre: Herhangi bir canlinin, uygun ortamda tek
basina varhi@imi siirdiirebilen ve kendi kendini
yenileyebilen organize olmus en kiigiik birimini,

f) Inaktivasyon: TSE enfekte edici ajanlarin
enfeksiyona veya patojenik reaksiyona yol agma
yetisini azaltan iglemi,

g) Kaynak iilke: Hayvanin dogdugu, yetistirilmis
ve/veya kesilmis oldugu tilkeyi ya da iilkeleri,

g) Komisyon: Avrupa Birligi Komisyonunu,
h) Kurum: Tiirkiye Ila¢ ve Tibbi Cihaz Kurumunu,

1) TSE enfekte edici ajanlar: TSE’leri bulastirma yetisi
olan siniflandirilmamis patojenik ajanlari,

i) Tiirev: Bir veya daha fazla muamele, doniistiirme
veya isleme adimlarn vasitasiyla hayvan dokusundan

treatments, transformations or steps of | elde edilen bir materyali,

processing; 1) Yetkili otorite: Tiirkiye’de Kurum’u, AB {iyesi
iilkelerde ve AB’nin anlagsma yaptig1 iilkelerde tibbi
cihazlar alaninda yetkilendirilmis otoriteleri,
ifade eder.

Article 3 Risk analizi ve risk yonetimi

1. Before lodging an application for a
conformity assessment pursuant to Article 9(1)
of Directive 90/385/EEC or Article 11(1) of
Directive 93/42/EEC, the manufacturer of

MADDE 4 - (1) Bu Yonetmelik’in 1 inci maddesinin
birinci fikrasinda atifta bulunulan tibbi cihazlarin
imalatgilari, Tibbi Cihaz Yo6netmeligi’nin 11 inci
maddesinin ~ besinci  fikrast  veya  Viicuda
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medical devices referred to in Article 1(1)
of this Regulation or his authorised
representative shall carry out the risk analysis
and risk management scheme set out in
Annex [ to this Regulation.

2. For custom-made devices and devices
intended for clinical investigation which fall
under Article 1(1), the statement of the
manufacturer or his authorised representative
and the documentation in accordance with
Annex 6 to Directive 90/385/EEC or Annex
VIII to Directive 93/42/EEC, respectively,
shall also address compliance with the
particular requirements set out in section 1 of
Annex I to this Regulation.

Yerlestirilebilir Aktif Tibbi Cihazlar Yonetmeligi’nin
10 uncu maddesi uyarinca uygunluk degerlendirmeye
yonelik bagvuru yapmadan 6nce, bu Yonetmelik’in Ek
I’inde yer alan risk analizini ve risk yonetimi planin
uygular.

2- Bu Yonetmelik’in 1 inci maddesinin birinci fikrasi
kapsamina giren 1smarlama cihazlar ve klinik aragtirma
amagl cihazlar i¢in Viicuda Yerlestirilebilir Aktif
Tibbi Cihazlar Yonetmeligi Ek VI veya Tibbi Cihaz
Yonetmeligi Ek VIII uyarinca imalat¢inin ya da yetkili
temsilcisinin beyan1 ve doklimantasyon ayri ayri bu
Yonetmelik’in Ek I’in 1 inci maddesinde belirtilen 6zel
sartlara uygunlugu da karsilar.

Article 4

1. Member States shall verify that bodies
notified under Article 11 of Directive
90/385/EEC or Article 16 of Directive
93/42/EEC have up-to-date knowledge of the
medical devices referred to in Article 1(1), in
order to assess the conformity of

those devices with the provisions of Directive
90/385/EEC or Directive 93/42/EEC,
respectively, and with the  particular
requirements laid down in Annex I to this
Regulation. Member States shall regularly
verify that those bodies maintain the required
up-to-date knowledge and expertise.

Where, on the basis of that verification, it is
necessary for a Member State to amend the
tasks of a notified body, that Member State

Bilgilerin giincelligi

MADDE 5 - (1) Viicuda Yerlestirilebilir Aktif Tibbi
Cihazlar Yonetmeligi’nin 14 {incii maddesi ve Tibbi
Cihaz Yonetmeligi’nin 16 nc1 maddesi kapsaminda
atanmis kuruluslarin, bu Yonetmelik’in 1 inci
maddesinin birinci fikrasinda atifta bulunulan tibbi
cihazlarn sirasiyla Viicuda Yerlestirilebilir Aktif Tibbi
Cihazlar ~ Yonetmeligi  veya  Tibbi Cihaz
Yonetmeligi’nin hiikiimlerine ve bu Yo6netmelik’in Ek
I’inde belirtilen o6zel gerekliliklere uygunlugunu
degerlendirmek amaciyla bu cihazlar ile ilgili gilincel
bilgiye sahip oldugu ve bu kuruluslarin gerekli giincel
bilgiyi ve uzmanlhg siirdiirdiigii diizenli olarak Kurum
tarafindan dogrulanur.

(2) Birinci fikrada belirtilen dogrulama temelinde;
Kurum’un onaylanmig kurulusun atama kapsamini
degistirmesinin gerekli olmasi halinde Kurum, Ticaret
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shall notify the Commission and the other
Member States accordingly.

. . 4 | Mesnl 4

5 | - Cieat;
referred 1o in the first sentence of paragraph
+-by28 FHebruary 2043

Bakanlig1 aracilifiyla Komisyonu ve diger AB {iyesi
devletleri bilgilendirir.

Bu maddenin 2.fikrasinda belirtilen
tarih gectiginden alinmamistir.

Article 5

1. Conformity assessment procedures for
medical devices referred to in Article 1(1)
shall include the evaluation of compliance of
the devices with the essential requirements
of Directive  90/385/EEC  or  Directive
93/42/EEC, respectively, and the particular
requirements laid down in Annex I to this
Regulation.

2.  Notified bodies shall assess the
documentation submitted by the manufacturer
to verify that the benefits of the device
outweigh the residual risks. Particular account
shall be taken of:

(a) the manufacturer’s risk analysis and risk
management process;

(b) the justification for the use of animal
tissues or derivatives,

taking into consideration lower risk tissues
or synthetic alternatives;

(c) the results of elimination and inactivation
studies or results

Uygunluk degerlendirme prosediirleri

MADDE 6 - (1) Bu Yonetmelik’in 1 inci maddesinin
birinci fikrasinda atifta bulunulan tibbi cihazlara
yonelik uygunluk degerlendirme prosediirleri, bu
cihazlarin sirasiyla Tibbi Cihaz Yonetmeligi veya
Viicuda Yerlestirilebilir  Aktif Tibbi  Cihazlar
Yonetmeligi’'nde yer alan temel gerekliliklere ve bu
Yonetmelik’in Ek 1’inde yer alan 6zel gerekliliklere
uygunlugunun degerlendirmesini igerir.

(2) Onaylanmis Kuruluslar, cihazlarin faydalarmin
artik risklere gore daha agir bastigini dogrulamak i¢in
imalatgr  tarafindan  sunulan  dokiimantasyonu
degerlendirir. Asagidaki hususlar oOzellikle dikkate
almir:

a) Imalat¢inin risk analizi ve risk yonetimi siireci,

b) Diisiik riskli dokular ya da sentetik alternatifleri
dikkate alinarak hayvan dokularinin ya da tiirevlerinin
kullanilmasinin gerekgesi,

c) Eliminasyon ve inaktivasyon ¢alismalarinin
sonuglari ya da ilgili literatiir analizinin sonuglari,
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of the analysis of relevant literature;

(d) the manufacturer’s control of the sources
of raw materials,

finished products, production process, testing,
and subcontractors;

(e) the need to audit matters related to the
sourcing and processing of animal tissues and
derivatives,  processes to eliminate or
inactivate  pathogens, including  those
activities carried out by suppliers.

3. Notified bodies shall, during the evaluation
of the risk analysis and risk management in
the framework of the conformity assessment
procedure, take account of the TSE certificate
of suitability issued by the FEuropean
Directorate for the Quality of Medicines,
hereinafter ‘TSE certificate of suitability’, for
starting materials, where available.

Where additional information is necessary to
assess the suitability of the starting material
for a given medical device,

notified bodies may require submission of
additional information to allow the evaluation
as set out in paragraphs 1 and 2.

4. Before issuing an EC design-examination
certificate or an

EC type-examination certificate, the notified
bodies  shall, through their  competent
authority, hereinafter ‘coordinating competent
authority’, inform the competent authorities
of the other Member States and the
Commission of their assessment carried out

¢) Imalat¢inin; hammadde kaynaklari, bitmis iiriinler,
iiretim siireci, yapilan testler ve yiiklenicilere iliskin
kontrolii,

d) Tedarikgi tarafindan yiirtitiilenler de dahil hayvan
dokularmin ve tiirevlerinin kaynaktan elde edilmesi ve
islenmesi, patojenlerin elimine edilmesi ya da inaktive
edilmesi stiregleriyle 1ilgili hususlar1 denetleme
gerekliligi.

(3) Onaylanmis Kuruluslar:

a) Uygunluk degerlendirme prosediirii ¢er¢evesindeki
risk analizi ve risk yOnetiminin degerlendirilmesi
sirasinda, bundan sonra “TSE uygunluk sertifikas1”
olarak anilacak olan ve Avrupa Ilag ve Saglik Uriinleri
Kalite Direktorliigli (EDQM) tarafindan diizenlenen
TSE uygunluk sertifikasini, mevcutsa baslangi¢
materyalleri i¢in dikkate alir ve

b) So6z konusu tibbi cihaza yonelik baglangig
materyalinin uygunlugunu degerlendirmek i¢in ek bilgi
gerektiginde birinci ve ikinci fikralarda belirtildigi
sekilde degerlendirmeye imkan taniyacak ilave
bilgilerin verilmesini talep edebilir.

(4) Onaylanmig Kuruluslar bir AT tasarim inceleme
sertifikas1 ya da AT tip inceleme sertifikasi
diizenlemeden oOnce, ikinci fikraya gore yaptiklari
degerlendirmelerini bu Yonetmelik’in Ek 2’si uyarinca
bir 6zet degerlendirme raporu seklinde bundan sonra
koordinasyondan sorumlu yetkili otorite olarak
anilacak olan kendi yetkili otoritesi araciligiyla
Komisyona ve diger yetkili otoritelere bildirir.
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pursuant to paragraph 2 by means of a
summary evaluation report in accordance with
Annex II to this Regulation.

5. The competent authorities of the Member
States may submit comments on the summary
evaluation report referred to in paragraph 4
within the following deadlines:

(a) in relation to medical devices using
starting materials for which a TSE certificate
of suitability as referred to in paragraph 3
has been submitted, within four weeks from
the date on which the notified body informed
the coordinating competent authority pursuant
to paragraph 4;

(b) in relation to medical devices using
starting materials for which a TSE certificate
of suitability has not been submitted, within 12
weeks from the date on which the notified
body informed the coordinating competent
authority pursuant to paragraph 4.

The competent authorities of the Member
States and the Commission may agree on
shortening the time periods setout in points
(a) and (b).

6. The notified bodies shall give due
consideration to any comments received in
accordance with paragraph 5. They shall
convey an explanation as regards this
consideration, including any due justification
not to take account of one or more of the
comments received, and their final decisions to
the coordinating competent authority, which

(5) Yetkili otoriteler; dordiincii fikrada atifta bulunulan
ozet degerlendirme raporu hakkindaki goriisiinii:

a) Ugiincii fikrada atifta bulunuldugu iizere TSE
uygunluk sertifikasi almis olan baslangi¢ materyalleri
kullanan tibbi cihazlarla ilgili olarak onaylanmis
kurulusun bu maddenin dordiincii fikrasi uyarinca
koordinasyondan sorumlu yetkili otoriteyi
bilgilendirdigi tarihten itibaren 4 hafta i¢erisinde,

b) TSE uygunluk sertifikas1 sunulmamis olan baslangi¢
materyalleri kullanan tibbi cihazlarla ilgili olarak
onaylanmis kurulusun bu maddenin dordiincii fikrasi
uyarinca koordinasyondan sorumlu yetkili otoriteyi
bilgilendirdigi tarihten itibaren 12 hafta i¢erisinde
verir. Yetkili otoriteler ve Komisyon bu fikranin (a) ve
(b) bentlerinde belirtilen siirelerin kisaltilmasina karar
verebilir.

(6) Onaylanmis kuruluslar, bu maddenin besinci
fikrasina gore alman tiim yorumlara gereken Onemi
verir. Almman yorumlarin birisi ya da daha fazlasini
dikkate almama hususundaki gerekgeler dahil bu
konudaki  aciklamayr ve  nihai  kararlarim
koordinasyondan sorumlu yetkili otoriteye bildirir.
Koordinasyondan sorumlu yetkili otorite bu bildirimi
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shall then make these available to the
Commission and the competent authorities
from which comments were received.

7. The manufacturer shall collect, evaluate and
submit to the notified body information
regarding changes with regard to the

animal tissue or derivatives used for the device
or with regard to the TSE risk in relation to
the device. Where such information leads to
an increase of the overall TSE risk, the
provisions of paragraphs 1-6 are applicable.

Komisyona ve yorumlarin alindig1 yetkili otoritelere
iletir.

(7) Imalatci, cihazda kullanilan hayvan dokusu veya
tiirevlerine ya da cihaz ile iligkili TSE risklerine yonelik
degisiklikler hakkindaki bilgileri toplar, degerlendirir
ve onaylanmis kurulusa sunar. Bu gibi bilgilerin,
toplam TSE riskinde bir artisa yol agmasi durumunda
bu maddenin bir ila altinci fikralarindaki hiikiimler
uygulanir.

Article 6

Without prejudice to Article 7(2), Member
States shall take all necessary steps to ensure
that medical devices referred to in Article
1(1) are placed on the market and/or put into
service only if they comply with the
provisions of Directive 90/385/EEC  or
Directive 93/42/EEC, respectively, and the
particular requirements laid down in this
Regulation.

Piyasaya arz ve hizmete sunum

MADDE 7 - (1) Kurum, Bu Yoénetmelik’in 1 inci
maddesinin birinci fikrasinda atifta bulunulan tibbi
cihazlarin ancak bu Yonetmelik’te yer alan 06zel
gereklilikleri ve sirasiyla Viicuda Yerlestirilebilir Aktif
Tibbi Cihazlar Yonetmeligi ya da Tibbi Cihaz
Yonetmeligi  hiikiimlerini  karsilamalar1  sartiyla
piyasaya arz edilmesini ve/veya hizmete sunulmasini
saglamak i¢in gerekli tiim tedbirleri alir.

Article 7

1. Holders of EC design-examination
certificates or EC type-examination
certificates issued before 29 August 2013 for
active implantable medical devices referred
to in Article 1(1)shall apply to their notified
body for a complementary EC design-
examination certificate or EC type-examination
certificate attesting compliance with the
particular requirements laid down in Annex I
to this Regulation.

skskk

Maddede belirtilen tarih gegtiginden
alinmamustir.
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2. Until 29 August 2014, Member States
shall accept the placing on the market and
the putting into service of active implantable
medical devices referred to in Article 1(1) which
are covered by an EC design-examination
certificate  or an EC type- examination
certificate issued before 29 August 2013.

Article 8

Directive 2003/32/EC is repealed with effect
from 29 August 2013. References to the
repealed Directive are to be construed as
references to this Regulation.

Article 9

This Regulation enters into force on the
twentieth day following that of its publication
in the Official Journal of the European Union.
It shall apply from 29 August 2013 except
for Article 4 which shall apply from the date
of entry into force of this Regulation.

kook sk

dkokok

Maddede belirtilen tarih gegtiginden
alinmamustir.

Maddede belirtilen tarih gectiginden
alimmamastir.

Hiikiim bulunmayan haller

MADDE 8 - (1) Bu Yonetmelikte hiikiim bulunmayan
hallerde 4703 sayili Kanun’un, Tibbi Cihaz
Yonetmeligi’nin ve Viicuda Yerlestirilebilir Aktif
Tibbi Cihazlar Yonetmeligi’nin hiikiimleri uygulanir.
Aykiri  davramslar  hakkinda  uygulanacak
hiikiimler

MADDE 9 - (1) Bu Yo6netmelik hiikiimlerine aykiri
davranan ve faaliyet gosterenler hakkinda 4703 sayili
Kanun ve 26/09/2004 tarihli ve 5237 sayili Tiirk Ceza
Kanunu hiikiimleri uygulanir.

Ulusal mevzuat geregi eklenmistir.

Ulusal mevzuat geregi eklenmistir.
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Avrupa Birligi mevzuatina uyum

MADDE 10 - (1) Bu Yonetmelik, hayvan kaynakl
dokular kullanilarak imal edilen viicuda yerlestirilebilir
aktif tibbi cihazlar ve tibbi cihazlar bakimindan
93/42/AET sayili Tibbi Cihaz Direktifi’nde ve
90/385/AET sayili Viicuda Yerlestirilebilir Aktif Tibbi
Cihazlar Direktifi’nde yer alan gerekliliklere iliskin
0zel sartlar1 diizenleyen 08/08/2012 tarihli ve (AB)
722/2012 sayili Avrupa Komisyonu Tiiziigii dikkate
alinarak Avrupa Birligi mevzuatina uyum gergevesinde
hazirlanmstir.

Yiiriirliik

MADDE 11 - (1) Bu Yonetmelik, yayimi tarihinde
yirtirliige girer.

Yiiriitme
MADDE 12 - (1) Bu Yo6netmelik hiikiimlerini Tiirkiye
Ilag ve Tibbi Cihaz Kurumu Baskan yiiriitiir.

Ulusal mevzuat geregi eklenmistir.

Ulusal mevzuat geregi eklenmistir.

Ulusal mevzuat geregi eklenmistir.

1. RISK  ANALYSIS
MANAGEMENT

1.1. Justification for the use of animal tissues
or derivatives

The manufacturer must justify, on the basis
of his overall risk analysis and risk
management strategy for a specific medical
device, the decision to use animal tissues or
derivatives, referred to in Article 1,
(specifying animal species, tissues and
sourcing) taking into account the clinical

AND RISK

EKI

1.  RISK ANALIZI VE RiSK YONETIMI
1.1. Hayvan dokularimn tiirevlerinin
kullanimina yonelik gerekce

Imalatc1, spesifik bir tibbi cihaz igin kendi risk analizi
ve risk yOnetimi stratejisinin biitiinline dayanarak;
klinik fayda, potansiyel artik risk ve diisiik riskli
dokular ya da sentetik alternatifler gibi uygun
alternatifleri dikkate alarak; bu Yonetmelik’in 1 inci
maddesinde atifta bulunulan hayvan dokulari ya da

veya
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benefit, potential residual risk and suitable
alternatives (such as lower risk tissues or
synthetic alternatives).

tirevlerini  kullanma kararint  hayvan tiirlerini,
dokularin1 ve kaynagi belirterek gerekcelendirir.

1.2. Process of risk assessment

In order to ensure a high level of protection
for patients and users, the manufacturer of
devices utilising animal tissues or derivatives
referred to in point 1.1 must implement an
appropriate and well documented risk analysis
and risk management strategy, to address all
relevant aspects relating to TSE. He must
identify the hazards and evaluate the risks
associated with those tissues or derivatives,
establish documentation on measures taken to
minimise the risk of transmission and
demonstrate the acceptability of the residual risk
associated with the device utilising such tissues
or derivatives, taking into account the
intended use and the benefit of the device.

The safety of a device, in terms of its
potential for passing on a TSE infectious
agent, is dependent on all the factors
described in sections 1.2.1 to 1.2.8, which
the manufacturer must analyse, evaluate and
manage. These measures in combination
determine the device safety.

At a minimum, the manufacturer
consider the following key steps:

(a) selecting starting materials (tissues or
derivatives) considered appropriate regarding
their potential contamination with TSE
infectious agents (see 1.2.1, 1.2.2, 1.2.3 and

must

1.2.  Risk degerlendirmesi siireci

Hastalar ve kullanicilar i¢in yiliksek seviyede koruma
saglamak amaciyla 1.1°de atifta bulunulan hayvan
dokular1 veya tiirevleri kullanilan cihazlarin imalatgisi,
TSE ile ilgili tiim hususlar1 ele almak i¢in uygun ve iyi
dokiimante edilmis risk analizi ve risk yOnetimi
stratejisini uygular. Imalat¢1, cihazin kullanim amacini
ve faydasini1 dikkate alarak; bu dokular ya da tiirevler
ile iligkili tehlikeleri tanimlar ve riskleri degerlendirir,
bulasma riskini asgariye indirmek i¢in alinan tedbirlere
yonelik doklimantasyon hazirlar ve bu tiir doku ya da
tiirevlerin kullanildig: cihaz ile iliskili artik riskin kabul
edilebilirligini gosterir.

TSE enfekte edici ajanin1 bulastirma potansiyeli
bakimindan bir cihazin giivenliligi; imalat¢inin analiz
etmesi, degerlendirmesi ve yonetmesi gereken, bu ekin
1.2.1 ilda 1.2.8’de tanimlanan faktorlerin tlimiine
baghdir. Bu tedbirlerin kombinasyonu cihaz
glivenliligini belirler.

Imalatgi, asgari olarak asagidaki temel adimlar1 dikkate
alir:

a) Ilave toplama, muamele, tasima, depolama ve isleme
dikkate alinarak, TSE enfekte edici ajanlar ile (bakiniz
1.2.1, 122, 123 ve 124) potansiyel
kontaminasyonlar1  bakimindan uygun  goriilen
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1.2.4) taking into account further collection,
handling, transport, storage and processing;
(b) applying a production process to remove or
inactivate TSE infectious agents on controlled
sourced tissues or derivatives (see 1.2.5);

(c) maintaining a system to collect and
evaluate production and post-production
information regarding changes which may
affect the assessment of the suitability of
steps referred to in points (a) and (b).

Furthermore, the manufacturer must take into
account the characteristics of the device and
its intended use (see 1.2.6, 1.2.7 and 1.2.8).
In performing the risk analysis and risk
management strategy, the manufacturer must

give due consideration to the relevant
published opinions adopted by the relevant
European or international scientific

committees or bodies, such as the Scientific
Steering Committee (SSC), the European
Food Safety Agency (EFSA), the European
Medicines Agency (EMA), the World
Organisation for Animal Health (OIE) and
the World Health Organisation (WHO).

baslangi¢ materyallerinin  (dokular
secimini;

b) Kontrol edilmis kaynak dokular ya da tiirevleri
iizerindeki TSE enfekte edici ajanlarinin ortadan
kaldirilmas1 ya da inaktive edilmesi igin bir iiretim
prosesini uygulamay1 (bakiniz 1.2.5);

¢) (a) ve (b) bentlerinde atifta bulunulan basamaklarin
uygunlugunun degerlendirilmesini  etkileyebilecek
degisikliklere iligkin {iretim ve iiretim sonrasi bilgileri
toplama ve degerlendirmeye yonelik bir sistem
kurmay1 ve siirdiirmeyi.

Ayrica, imalat¢1 cihazin karakteristiklerini ve kullanim
amacini dikkate alir (bakiniz 1.2.6, 1.2.7 ve 1.2.8).

ve tiirevler)

Imalatg; risk analizi ve risk yOnetimi stratejisini
gerceklestirirken, Bilimsel Yonlendirme Komitesi
(SSC), Avrupa Gida Giivenligi Ajansi (EFSA), Avrupa
Ilag Ajans1 (EMA), Diinya Hayvan Saghg Teskilati
(OIE) ve Diinya Saglik Orgiiti (WHO) gibi ilgili
Avrupa ve uluslararast bilimsel komiteler veya
kuruluslar tarafindan kabul edilerek yayimlanmais ilgili
goriislere gereken 6nemi verir.

1.2.1. Animals as a source of material

The TSE risk is related to the source species,
strains and nature of the starting tissue. As the
accumulation of TSE infectivity occurs over an
incubation period of several years, sourcing
from young healthy animals is considered to
be a factor reducing the risk. Risk animals

1.2.1. Materyal kaynagi olarak hayvanlar

TSE riski; kaynak tiirler, irklar ve baslangi¢ dokusunun
niteligiyle ilgilidir. TSE enfektivitesinin ¢ogalmasi
birka¢  yillik inkiibasyon siirecinde meydana
geldiginden geng¢ saglikli hayvanlardan kaynak elde
etme, riski azaltan bir faktor olarak kabul edilmektedir.
Olmiis ¢iftlik hayvanlari, acil kesilmis hayvanlar ve
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such as fallen stock, emergency slaughtered
and TSE suspected animals must be excluded
as a source of material.

1.2.2. Geographical sourcing

'When assessing the risk of the source country,
Commission Decision 2007/453/EC of 29 June
2007 establishing the BSE status of Member
States or third countries or regions thereof
according to their BSE risk (1) is to be taken into
account.

1.2.3. Nature of starting tissue

The manufacturer must take into account the
classification of the risks relating to different
types of starting tissue as defined in the WHO
Guidelines on Tissue Infectivity Distribution
in Transmissible Spongiform Encephalopathies
(2006), as amended. Sourcing of animal tissue
must be performed in such a manner as to
maintain control over the traceability and
integrity of source tissue. Where appropriate,
the animals shall be subjected to veterinary
ante- and post-mortem inspection.

In addition, Regulation (EC) No 1069/2009
applies.

Without prejudice to the provision in the
following paragraph, only category 3 material
in accordance with Article 10 of Regulation
(EC) No 1069/2009 shall be used.

The manufacturer must not source animal tissue
or derivatives classified as potentially high TSE
infective, unless sourcing of these materials is
necessary in exceptional circumstances, taking

TSE’den siliphelenilen hayvanlar gibi riskli hayvanlar
materyal kaynagi olarak kullanilmaz.

1.2.2. Cografi kaynak bulma

Kaynak iilke riski degerlendirilirken BSE risk
statiisiiniin belirlenmesinde Diinya Hayvan Sagligi
Teskilati’nin yayimladig: giincel liste dikkate alinir.

1.2.3. Baslangi¢ dokusunun niteligi

Imalatc1, revize edilen son haliyle Bulasic1 Siingerimsi
Ensefalopatilerde Doku Infektivitesinin Dagilmasi
Hakkindaki WHO Kilavuzu’nda tanimlanan baslangi¢
dokusunun  farkli  tiirleriyle  ilgili  risklerin
siniflandirilmasin1  dikkate alir. Hayvan dokusu
kaynagini elde etme; kaynak dokunun izlenebilirligi ve
biitiinliigi lizerinde kontrolii silirdiirecek sekilde
gerceklestirilir. Gerektiginde hayvanlar, 6liim Oncesi
ve sonrasi veteriner muayenesine tabi tutulur.

Ilave olarak Insan Tiiketimi Amaciyla Kullanilmayan
Hayvansal Yan Uriinler Yénetmeligi uygulanr.
Asagidaki paragraftaki hiikme halel getirmeksizin;
yalnizca Insan Tiiketimi Amaciyla Kullanilmayan
Hayvansal Yan Uriinler Yé&netmeligi'nin 7 nci
maddesinin birinci fikrasinin (¢) bendi uyarinca
kategori III materyali kullanilir.

Imalatc1, hasta igin onemli bir fayda ve alternatif
baslangi¢ dokusunun yoklugu g6z oniine alindiginda
istisnai sebepler gerektirmedigi silirece potansiyel
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into account the important benefit for the
patient and the absence of an alternative
starting tissue.

For bovine, ovine and caprine animals, the
list of specified risk material (SRM) laid
down in Annex V to Regulation (EC) No
999/2001 is to be considered as being
potentially of high TSE infectivity.

yiiksek TSE enfekte edici olarak siniflandirilan hayvan
dokusu ya da tiirevlerini kaynak olarak kullanamaz.

Sigir, koyun ve kegi tiirii hayvanlar igcin Ek 3’te yer
alan belirlenmis risk materyali (SRM) listesi TSE
enfektivitesi potansiyeli yiiksek olarak kabul edilir.

1.2.4. Slaughtering and processing controls to
prevent cross contamination

The manufacturer must ensure that the risk of
cross-contamination during slaughtering,
collection, processing, handling, storage and
transport is minimised.
1.2.5. Inactivation or
infectious agents
1.2.5.1. For devices which cannot withstand
an inactivation or elimination process without
undergoing  unacceptable degradation, the
manufacturer must rely principally on the
control of sourcing.

1.2.5.2. For other devices, if claims are made
by the manufacturer for the ability of
manufacturing  processes to  remove or
inactivate TSE infectious agents, these must
be substantiated by appropriate documentation.
Relevant information from an analysis of
appropriate scientific literature can be used to
support inactivation and elimination factors,
where the specific processes referred to in the
literature are comparable to those used for the
device. This search and analysis shall also cover

removal of TSE

1.2.4. Capraz kontaminasyonu onlemek iizere
kesim ve isleme kontrolleri
Imalatci; kesim, toplama, isleme, muamele, depolama
ve tagima sirasinda capraz kontaminasyon riskinin
asgariye indirilmesini saglar.

1.2.5. TSE enfekte edici ajanlarin inaktivasyonu ya
da ortadan kaldirilmas:

1.2.5.1. Kabul edilemez bozulmaya ugramaksizin
inaktivasyon ya da  eliminasyon  prosesine
dayanamayan cihazlar i¢in imalat¢i, prensip olarak
kaynak kontroliine itibar eder.

1.2.5.2. Diger cihazlar icin imalat¢cinin; TSE enfekte
edici ajanlar1 ortadan kaldirmak ya da inaktive etmek
amaciyla imalat islemlerinin yeterliligine yonelik
iddialar1 var ise, imalat¢1 bunu uygun dokiimantasyon
ile kanitlar.

Uygun bilimsel literatiirde atifta bulunulan spesifik
prosesler cihaz i¢in kullanilanlarla karsilastirilabilir
oldugunda, literatliriin analizinden elde edilen ilgili
bilgiler inaktivasyon ve eliminasyon faktorlerini
desteklemek i¢in kullanilir. Bu arastirma ve analiz
ayrica, Avrupa ya da uluslararasi bir bilimsel komite ya
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the available scientific opinions that may have
been adopted by an European or international
scientific committee or body. These opinions
are to serve as a reference, in cases where
there are conflicting opinions.

If the literature search fails to substantiate the
claims, the manufacturer must set up a
specific inactivation or elimination study, as
appropriate, on a scientific basis and the
following need to be considered:

(a) the identified hazard associated with the
tissue;

(b) identification of the relevant model agents;
(c) rationale for the choice of the particular
combinations of model agents;

(d) identification of step and/or stage chosen
to eliminate or inactivate the TSE infectious
agents;

(¢) documentation of the parameters for any
TSE inactivation or elimination validation
study;

(f) calculation of the reduction factors.

The manufacturer must apply appropriate
documented procedures to ensure that the
validated processing parameters are applied
during routine manufacture.

A final report must identify manufacturing
parameters and limits that are critical to the
effectiveness of the inactivation or elimination
rocess.

da kurulus tarafindan kabul edilmis olan mevcut
bilimsel goriisleri kapsar.  Bu goriisler, ihtilafli
goriislerin oldugu durumlarda referans alinir.

Literatiir arastirmasi imalat¢inin iddialarini
kanitlamiyorsa, imalatgr uygun sekilde, bilimsel
zemine dayali spesifik bir inaktivasyon ya da
eliminasyon calismast diizenler ve asagidakileri
dikkate alir:

a) doku ile iligkili tanimlanmis tehlikeyi,

b) ilgili model ajanlarin tanimin,

c) model ajanlarin 6zel kombinasyonlarmin se¢imine
yonelik gerekgesini,

¢) TSE enfekte edici ajanlarin inaktivasyon ya da
eliminasyonu i¢in secilen adim ve/veya asamanin
tanimlanmasini,

d) herhangi bir TSE inaktivasyon ya da eliminasyon
validasyonu c¢alismasina yonelik parametrelerin
dokiimantasyonunu,

e) azaltma faktorlerinin hesaplamasini.

Imalatg1, valide edilmis proses parametrelerinin rutin
imalat sirasinda uygulanmasini saglamak i¢in uygun
dokiimante edilmis prosediirleri uygular.

Nihai rapor, inaktivasyon ya da eliminasyon silirecinin
etkinligi i¢in kritik olan imalat parametreleri ve
limitlerini tanimlar.
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1.2.6. Quantities of animal tissues or
derivatives required to produce one unit of
the medical device

The manufacturer must evaluate the quantity of
raw tissues or derivatives of animal origin
required to produce a single unit of the medical
device. The manufacturer must assess whether
the production process has the potential to
concentrate levels of TSE infectious agents
present in the animal starting tissues or
derivatives.

1.2.7. Tissues or derivatives of animal origin
coming into contact with the patients and
users

The manufacturer must consider:

(a) the maximum quantity of animal tissues
or derivatives coming into contact with the
patient or user when using a single medical
device;

(b) the contact area: its surface, type (e.g.
skin, mucous tissue, brain) and condition (e.g.
healthy or damaged);

(c) the type of the tissues or derivatives
coming into contact with the patients or users;
(d) the period of time the device is intended to
remain in contact with the body (including
bioresorption effect); and

(¢) the number of medical devices that could
be used in a given procedure or, if possible,
over the lifetime of a patient or user.

1.2.6. Tibbi cihazin bir birimini iiretmek i¢in
gereken hayvan dokularmmin ya da tiirevlerinin
miktari

Imalatc1, tibbi cihazin tek bir birimini iiretmek icin
gereken hayvan kaynakli ham dokularin ya da
tiirevlerin miktarini tespit eder. Imalat¢i; hayvansal
baslangi¢ dokular1 ya da tiirevlerinde tiretim siirecinin,

mevcut TSE enfekte edici ajanlarin  miktarim
yogunlastirma  potansiyelinin  olup  olmadigini
degerlendirir.

1.2.7. Hastalar ve kullanicilarla temas eden hayvan
kaynaklh dokular veya tiirevler

Imalate;

a)tek bir tibbi cihaz kullanilirken hasta ya da kullanici
ile temas eden hayvan dokular1 ya da tiirevlerinin azami
miktarini,

b)temas bolgesini: temas bolgesinin yiizeyini, tiirlini
(6rn. cilt, mukoza dokusu, beyin) ve durumunu (6rn.
saglikli ya da zarar gormiis),

c¢) hastalarla ya da kullanicilarla temas eden dokularin
ya da tiirevlerin tiiriinii,

¢)cihazin viicut ile temasta kalmasinin amaglandig
siireyi (biyorezorbsiyon etkisi dahil),

d)belirli bir prosediir zarfinda ya da miimkiin olmasi
halinde bir hasta ya da kullanicinin yasam siiresince
kullanilabilecek tibbi cihazlarin sayisini,

dikkate alir.
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1.2.8. Route of administration

In the risk assessment, the manufacturer must
take into account the route of administration
as indicated in the product information.

1.3. Review of the risk assessment

The manufacturer must establish and maintain
a systematic procedure to review information
gained about the medical device or similar
devices in the post-production phase. The
information must be evaluated for possible
relevance to safety, especially in any of the
following cases:

(a) previously unrecognised hazards
identified;

(b) the estimated risk arising from a hazard
has changed or is no longer acceptable;

(c) the original assessment is otherwise
invalidated.

In the cases set out in points (a), (b) or (c),
the manufacturer shall feed back the results of
the evaluation as an input to the risk
management process.

In the light of this new information, a review
of the appropriate risk management measures
for the device must be considered (including
rationale for choosing an animal tissue or
derivative). If there is a potential that the
residual risk or its acceptability has changed,
the impact on previously implemented risk
control measures must be re-evaluated and
justified.

arc

1.2.8. Uygulama yolu
Risk degerlendirmesinde imalat¢1, {riin bilgisinde
belirtilen uygulama yolunu dikkate alir.

1.3. Risk degerlendirmesinin incelemesi

Imalatgy, iiretim sonrast siiregte t1ibbi cihaz ya da benzer
tibbi cihazlar hakkinda elde edilen bilgileri incelemek
icin sistematik bir prosediir olusturur ve bu prosediirii
sirdiirtir. Bu bilgiler, 6zellikle asagidaki durumlarin
herhangi birisi i¢in giivenlikle olasi iligki bakimindan
degerlendirilir:

a) evvelce bilinmeyen tehlikeler tanimlandiginda,

b) bir tehlikeden dogan tahmini risk degistiginde ya da
bundan boyle kabul edilebilir olmadiginda,

c) orijinal degerlendirme baska sekilde gecersiz
kilindiginda.

Imalatg1; (a), (b) ya da (c) bentlerinde belirtilen
durumlarda, degerlendirme sonuglarini girdi olarak risk
yonetimi siirecine geri bildirir.

Bu yeni bilgiler 1s18inda, bir hayvansal dokunun ya da
tiirevin secilmesine dair gerekge dahil cihaz i¢in uygun
risk yonetimi tedbirlerinin incelemesi dikkate alinir.
Artik riskin ya da bunun kabul edilebilirliginin
degismis olma potansiyeli varsa daha Onceden
uygulanan risk kontrol tedbirleri {izerindeki etkisi
tekrar degerlendirilir ve gerek¢elendirilir.
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The results of this evaluation must be

documented.

Bu degerlendirmenin sonuglar1 dokiimante edilir.

2. EVALUATION BY NOTIFIED BODIES
For the medical devices referred to in Article
1(1), manufacturers must provide to the notified
bodies referred to in Article 4 all relevant
information to allow evaluation of their risk
analysis and risk management strategy in
accordance with Article 5(2).

2.1. Information of the Notified Body
regarding changes and new information

IAny change in relation to processes of sourcing,
collection, handling, processing and inactivation
or elimination and any new information on
TSE risk collected by the manufacturer and
relevant for the medical device that could
modify the result of the manufacturer’s risk
assessment must be transmitted to the notified
body and, where applicable, needs to be
approved by the notified body prior to its
implementation.

2. ONAYLANMIS KURULUSLAR
TARAFINDAN DEGERLENDIRME

Imalatcilar; bu Yonetmelik’in 1 inci maddesinin
birinci fikrasinda atifta bulunulan tibbi cihazlar i¢in
Y o6netmelik’in 6 nc1 maddesinin ikinci fikrasi uyarinca
risk analizi ve risk yOnetimi stratejilerinin
degerlendirilmesine olanak saglayacak ilgili tim
bilgileri, 5 inci maddede atifta bulunulan onaylanmis
kuruluslara sunar.

2.1. Degisiklikler ve yeni bilgilere iliskin
onaylanmig kurulusun bilgisi
Kaynak bulma, toplama, muamele, isleme ve

inaktivasyon ya da eliminasyon siirecleri ile ilgili
herhangi bir degisiklik ve imalat¢inin  risk
degerlendirmesi sonucunu degistirebilecek olan,
imalatg1 tarafindan cihaz ile ilgili TSE riski hakkinda
toplanan herhangi bir yeni bilgi onaylanmis kurulusa
iletilir ve uygun oldugunda uygulamaya konulmadan
once onaylanmig kurulusa onaylatilmasi gerekir.

2.2. Renewal of certificates

In the context of its decision regarding the
extension for a further period of maximum
five years of an EC design-examination
certificate  or an EC type-examination
certificate in accordance with Article 9(8) of
Directive 90/385/EEC or Article 11(11) of
Directive 93/42/EEC, respectively, the notified

2.2.  Sertifikalarin yenilenmesi

Bir AT tasarim inceleme sertifikasinin ya da bir AT tip
inceleme sertifikasinin sirasiyla Viicuda
Yerlestirilebilir Aktif Tibbi Cihazlar Yonetmeligi’nin
10 uncu maddesinin dokuzuncu fikras1 ya da Tibbi
Cihaz Yonetmeligi’nin 11 inci maddesinin on birinci
fikrasina gore azami bes yillik ek siire i¢in uzatilmasi
hakkindaki karar1 baglaminda Onaylanmig Kurulus, bu
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body shall review for the purpose of this
Regulation at least the following aspects:
(a) updated justification for the use of animal
tissue or derivative, including a comparison with
lower risk tissues or synthetic alternatives;

(b) updated risk analysis;

(c) updated clinical evaluation;

(d) updated test data and/or rationales, for
example in relation to the current harmonised
standards;

(e) identification of any changes made since
the issue of the original certificate (or last
renewal) that could impact the TSE risk;

(f) evidence that the design dossier remains
state of the art in relation to TSE risks.
2.3. Increase of the overall TSE risk

Where on the basis of information submitted
in accordance with section 2.1 or 2.2 a
notified body establishes that the overall TSE
risk in relation to a medical device is increased,
this notified body shall follow the procedure set
out in Article 5.

Yonetmelik’in  amaci  bakimindan olarak
asagidaki hususlari inceler:

a) diistik riskli dokular ya da sentetik alternatiflerin
karsilastirilmas1 dahil hayvansal doku ya da tiirevinin
kullanilmasina yonelik giincellenmis gerekge,

b) giincellenmis risk analizi,

¢) giincellenmis klinik degerlendirme,

¢) giincellenmis test verileri ve/veya gerekgeler,
(6rnegin; mevcut uyumlastirilmis standartlar ile ilgili
olarak),

d) orijinal sertifikanin diizenlenmesinden (ya da en son
yenilemeden) bu yana yapilan, TSE riskini
etkileyebilecek degisikliklerin tanimlanmasi,

e) tasarim dosyasinin, TSE riskleri ile ilgili olarak son
teknolojik gelismelere uymaya devam ettiginin kanaiti.
2.3. Toplam TSE riskinin artmasi

Onaylanmis kurulus, bu Yonetmelik’in Ek 1’ inin 2.1
ya da 2.2’si uyarinca sunulan bilgilere dayanarak bir
tibbi cihazla ilgili toplam TSE riskinin arttigini tespit
etmesi halinde, bu Yonetmelik’in 6 nc1 maddesinde
belirtilen prosediirii takip eder.

asgari

3. RIGOROUS PROCESSES FOR TALLOW
DERIVATIVES AS REFERRED TO IN
ARTICLE 1, PARAGRAPH 4, OF THIS
REGULATION

— Trans-esterification or hydrolysis at not less
than 200 °C for not less than 20 minutes
under pressure

(glycerol, fatty acids and fatty acid esters
production),

3. BU YONETMELIK’IN 1 iNCi MADDESININ 4
I"JNQI"J FIKRASINDA ATIFTA BULUNULAN iC
YAGI TUREVLERI iCIN KESIN iISLEMLER

— Basing¢ altinda, en az 200°C’de en az 20 dakika
transesterifikasyon ya da hidroliz
(gliserol, yag asitleri ve yag asit esterleri tiretimi),
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— Saponification with NaOH 12 M (glycerol
and soap production)

— Batch process: at not less than 95 °C for
not less than 3 hours,

— Continuous process: at not less than 140
°C, under pressure for not less than 8 minutes
or equivalent,

— Distillation at 200 °C.

— 12 M NaOH ile sabunlastirma (gliserol ve sabun
iiretimi)
— Kesikli islem: en az 95°C’de, en az 3 saat,

— Siirekli islem: en az 140°C’de, basing altinda en az
8 dakika ya da esdegeri,

— 200°C’de distilasyon.

ANNEX 11

Summary Evaluation Report in accordance
with Article 5(4) of Regulation (EU) No
722/2012

Details relating to the submitting notified
body

Name of notified body

Notified body number

Country

Sent by

Contact person

Telephone

Fax

E-mail

. Client reference (name of manufacturer and,
1f applicable, of authorised representative)

10. Confirmation that, in accordance with
Article 11 of Directive 90/385/EEC and
Article 16 of Directive  93/42/EEC,
respectively, and Article 4 of Regulation (EU)
No 722/2012, the submitting notified body has

, oA LDD —

EKII
Hayvan Kaynakh Dokular Kullanilarak imal
Edilen Tibbi Cihazlara Dair Yonetmelik’in 6 inc1
Maddesinin Dordiincii Fikras1 Uyarinca
Ozet Degerlendirme Raporu

Bildirimde bulunan onaylanmis kurulus ile ilgili
detaylar

1. Onaylanmis kurulusun adi

2. Onaylanmis kurulus numarasi
3. Ulke

4. Gonderen
5. Irtibat kisisi
6. Telefon

7. Faks

8. E-posta

9. Miisteri referansi (Imalatginin ve varsa yetkili
temsilcisinin ad1)

10. Sirastyla Viicuda Yerlestirilebilir Aktif Tibbi
Cihazlar Yonetmeligi’nin 14 {inci maddesi ve Tibbi
Cihaz Yonetmeligi’nin 16 nc1 maddesi ve bu
Yonetmelik’in 5 inci maddesine goére bildirimde
bulunan onaylanmis kurulusun asagidaki cihazlarin
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been designated by its competent authority for
the conformity assessment of

O active implantable medical devices
manufactured utilising tissues of animal origin
subject to Regulation (EU) No 722/2012,

'] medical devices manufactured utilising

tissues of animal origin subject to Regulation
(EU) No 722/2012

uygunluk degerlendirmesi i¢in Kurum tarafindan
atanmis oldugunun teyidi:

0 Bu Yonetmelik’e tabi olan hayvan kaynakli dokular
kullanilarak imal edilen implante edilebilir aktif tibbi
cihazlar,

[J Bu Yonetmelik’e tabi olan hayvan kaynakli dokular
kullanilarak imal edilen tibbi cihazlar.

Data relating to
medical device

the (active implantable)

11. (a) [J Active implantable medical device
[] Other medical device

11. (b) Product description and composition
12. Information on intended use

13. Starting material

13. (a) EDQM certificate available [1 YES
0 NO

(If the EDQM certificate is available, it must
be submitted with this summary evaluation
report.)

13. (b) Information regarding

the nature of the starting tissue(s):

animal species(s):

geographical source(s):

14. A description of the key elements adopted
to minimise the risk of infection:

Tibbi cihaz/ implante edilebilir aktif tibbi cihaz ile ilgili
veriler
11.
(a) O implante edilebilir aktif tibbi cihaz
[1 Diger tibbi cihaz
(b) Uriin tanimi ve bilesimi
12. Kullanim amaci1 hakkinda bilgi
13.  Baslangi¢c materyali
(a) Avrupa Ilag Kalitesi Miidiirliigii (EDQM) sertifikas1
mevcut [ Evet / [ Hayir
(EDQM sertifikasinin mevcutsa bu 6zet degerlendirme
raporu ile birlikte sunulmalidir.)

(b) Asagidakiler hakkinda bilgiler

- baglangi¢ dokusunun/dokularinin niteligi

- hayvan tiirii/tiirleri

- cografi kaynak/kaynaklar

14.  Enfeksiyon riskini asgariye indirmek i¢in kabul
edilen temel unsurlarin tanimlanmas:
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15. An estimate of the TSE risk arising from
the use of the product, taking into account
the likelihood of contamination of the product,
the nature and duration of patient exposure:
16. A justification for the use of animal
tissues or derivatives in the medical device,
including a rationale for the acceptability of
the overall TSE risk estimate, the evaluation
of alternative materials and the expected
clinical benefit:

17. The approach to the auditing of source
establishments and suppliers for the animal
material used by the device manufacturer:

18. Conclusion of this assessment:

Based on the evaluation of data and the
assessment process it is
decision that the application meets
requirements of conformity with

[] Council Directive 90/385/EEC

O Council  Directive  93/42/EEC and
Regulation (EU) No 722/2012.

our preliminary
the

Date of submission

15.  Uriiniin kontaminasyon olasiigini, hasta
maruziyetinin niteligi ve siiresini dikkate alarak tiriiniin
kullanilmasindan dogan TSE riskinin tahmini:

16.  Toplam TSE risk  tahmininin  kabul
edilebilirligine yonelik gerekce dahil tibbi cihazda
hayvansal dokularin ya da tiirevlerin kullanilmasina
iliskin gerekee, alternatif materyallerin
degerlendirilmesi ve beklenen klinik fayda:

17.  Cihaz  imalatcis1  tarafindan  kullanilan
hayvansal icin kaynak tesislerin ve
tedarikgilerin denetlenmesine yonelik yaklagim:

materyal

18.  Budegerlendirmenin sonucu:
On kararimiz, verilerin degerlendirilmesine
degerlendirme siirecine dayanarak basvurunun

ve

LI Viicuda Yerlestirilebilir Aktif Tibbi Cihazlar
Yonetmeligi (90/385/AET)

LI Tibbi Cihaz Yonetmeligi (93/42/AET)

ve Hayvan Kaynakli Dokular Kullanilarak Imal Edilen
T1ibbi Cihazlara Dair Yonetmelik’e ((AB) 722/2012)
uygunluk sartlarini tagidigi yoniindedir.

Bildirim Tarihi
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19 This report was sent on
....................................................................... to
the Coordinating Competent Authority of

........................................................................ to
inform the Competent Authorities of the other
Member States and the Commission and to
seek their comments, if any

19. Bu rapor, AB fiyesi devletlerin yetkili otoritelerini
ve Komisyonu bilgilendirmek ve varsa yorumlarini
lizere [eoeeeeee e ] tarihinde
Otorite olan
Tiirkiye Ilag ve T1ibbi Cihaz Kurumu’na génderilmistir.

almak
Koordinasyondan Sorumlu Yetkili

ANNEX V
SPECIFIED RISK MATERIAL
1. Definition of specified risk material

The following tissues shall be designated as
specified risk material if they come from
animals whose origin is in a Member State or
third country or of one of their region with a
controlled or undetermined BSE risk:

(a) as regards bovine animals:

(1) the skull excluding the mandible and
including the brain and eyes, and the spinal cord
of animals aged over 12 months;

(i1) the vertebral column excluding the vertebrae
of the tail, the spinous and transverse processes
of the cervical, thoracic and lumbar vertebrae
and the median sacral crest and wings of the
sacrum, but including the dorsal root ganglia of
animals aged over 30 months; and (rev. in 2008)

EK III
BELIRLENMIS RiSK MATERYALI
1. Belirlenmis risk materyali tanim

Asagidaki dokular, kaynaginin bir liye devlette ya da
tclincii llkede ya da bunlarin  kontrolli veya
tanimlanmamis BSE riski olan bir bolgesinde bulunan
hayvanlardan elde edilmesi halinde risk materyali
olarak tayin edilir.

1.1. Sigir cinsinden hayvanlar bakimindan:

a) 12 aydan biiyiik hayvanlarin mandibula (alt ¢ene
kemigi) hari¢, beyin ve gozler dahil kafatasi ve
omuriligi,

b) 30 aydan biiyiik hayvanlarin kuyruk vertebrasi,
servikal, torasik ve lumbar vertebralarinin spindz ve
transvers ¢ikintilar1 ve sakrumun ortanca sakral krest
ve kanatlar1 hari¢ ancak dorsal kdk gangliyonu dahil
vertebral kolonu,

[(AB) 999/2001 sayil1 Belirli
TSElerin Onlenmesi, Kontrolii ve
Ortadan Kaldirilmasina Yonelik
Kurallar1 Belirleyen Tiiziik iin Ek
V’inden alinmustir]
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(ii1) the tonsils, the last four meters of the small
intestine,the caecum and the mesentery of
animals of all ages. (rev. in 2015)

(b) as regards ovine and caprine animals

(1) the skull including the brain and eyes, the
tonsils and the spinal cord of animals aged over
12 months or which have a permanent incisor
erupted through the gum, and

(i1) the spleen and ileum of animals of all ages.

2. Specific requirements for Member States
with negligible BSE risk status (rev. in 2015)
Tissues listed in point 1.(a)(i) and 1.(b), which
are derived from animals whose origin is in
Member States with a negligible BSE risk, shall
be considered as specified risk material.

c) her yastaki  hayvanlarin  tonsilleri, ince
bagirsaklarinin son dort metresi, sekum ve mezenteri.
1.2. Koyun ve Kkeci cinsinden hayvanlar
bakimindan:

a) 12 aydan biiyiikk olan ya da kalic1 insizori
(kesici disi) dis etini gececek sekilde silirmiis
olan hayvanlarin beyin ve gozler dahil kafatasi,
tonsilleri ve omuriligi, ve

b) tlim yastaki hayvanlarin dalak ve ileumu.

2. Thmal edilebilir BSE risk durumuna sahip iiye
devletler icin spesifik gereklilikler

Kokeni ihmal edilebilir BSE riski tasiyan tiye
devletlerde bulunan hayvanlardan elde edilen, 1.1.(a)
ve 1.2°de listelenen dokular belirlenmis risk materyali
olarak kabul edilir.
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