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Introduction

 Turkish Medical Device legislation is translation and adoption
of related EU legislation (93/42, 98/79, 90/385).

 Turkey has a customs union with EU.

1 Turkey can designate Notified Bodies.

M Turkish manufacturers do not need to have authorized
representatives in EU; Turkey can be chosen as the local site for
ARs for EU market.
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Total Land : 783,562 km? (37th)
2010 census : 73,722,988 (18th)
= GDP (PPP) : $960.511 billion (16th)
: : $13,464 per capita
(
o Total Expenditure on Health Per Capita $~600 USD(2010)
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Introduction

 Turkish medical device market is ~2.5-3 billion €/per year
purchase.

1 The majority of the market (%80) is occupied by imported
products.

d Majority of the health expenditure (%80) is funded by public
resources (public insurance).

d %16 of the registered products by number in the Turkish
Medical Device Databank is in the positive (reimbursement) list
of SGK.
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Turkish Drug and Medical Device National Databank
TITUBB (Tiirkiye ila¢ ve Tibbi Cihaz Ulusal Bilgi Bankasi)

M Online  registration  system for medical devices,
manufacturers, importers and distributors

 Operation date 2006

d Used also by Social Security Agency (fifty/fifty) for
reimbursement procedures.

d Will be used as the e-catalog for electronic public
procurement/tenders  (EKAP ; Electronic Public Purchase
Platform)

6



TITUBB E-CATALOGUE REGISTRY PROCESS

PRODUCT
DATASET

LEGAL
DATASET

OMMERCE
DATASET

= Trade Name

= Company
Profile

= [ ocation

= Category

= User

Ana Sayfa Kullanicl

Firma Bilgilen

Firma Bilgilen

M Kullanicilar

Orunler

Bayilik Bagvurusu

Firma = Bilgi Bankasi Eski TITUBB'da Arama Yap Iletisim

Bayilik Talep Eden Firmalann Liste:

,_ Belgelenm

9 Onayh Firma Bilgden ) Onaylanmamig Yeni Firma Bllqier—il

Talep Ettidimiz Bayilikler Listesi P

Authetication 2
= Commercial .

Registers
= | egal

Commercial ]

Certificates

10.
11

b1
13,
14,
r—Diger liatigim Bilgiler

Tarih:
Mesaj Tures

[5lem Takip Numarase
[glem Kodu:
Veri Girig Tarihi:

Firma Tanimlayia No:
Vergi No:

Firma Faaliyet Alankan:

Firma AdI(*k
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[
[ge:

Posta Kodu (*):

[26.04.2011
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| EET

[26.04.2011
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¥
N

|123455

/I Tibbi Cihaz
@ Kamu
Firma  Kurumu

Onaylanmig
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2
VENDOR LEGAL
DATASET DATASET TRANSACTIONS

= Unique Identification
= Universal Product Uriin Girig Formu

COMMERCE
DATASET

No. 1. Fima Tanmlapici Numaras:  [2667269042930, Arena g
= UNSPSC Ontology 2. Firma Adr: [FATIH - AYLIN DENEME ankara :j::g”ﬂ::jﬁ'"':;'lif';‘:‘ﬂl'::' = o b eyl e e
3. Kayit Tarihi [o8.06 2011 2142703 e e ha veps Dt et b
based classification 4. Mesgj TurG: PRICAT el T | [t ———
474 HImdinamk ma
5. iglem Tzkip Numarast |4D08466 as}sﬁﬂfm.ﬂmﬁmﬁ.m R —
[ | U N S PSC Cla SS A7 18] M -Ferton digshs kateber sdapiocin weya kismpler veps konmebd brier
6 lslem Kodu. lGUNCELLEME ﬂflbléub Fariben diyakai santan viva kneterien wiva gFg apditlan
v 5 4flgl.rol:r|ﬁ'.'hlltfl1 bz takdn katoberen -
Nomenclature 7. Kuresel Orun Numarasi Tord:  UCCIGTIN-13 2300103 araknaeap Ko, oAt o yregncs s gl
ATD0AD0- Ykl me, giigimzal kIrdeyakaf v Kaip Kateenzasyony &
n 1 8. Kiresel Urin Numaras:: UCCIGTIN-8 42?-“?402-'ij::‘:¥:-:?';:; EM:"I'?I-HW'T" 1:; uf!r e
M ed Ica | B ra n C h 12040 - Tadrkal wiva Girgirieel wambniber bt ourre e v s
9. Diger Urun Numarasi: UPCIGTIN-12 AZ200406-Tani wiva Qirfim amad damar katoberken viva setierin gharma cha
! UCCI/GTIN-13 | 20310 andyovaskiior katetsr e mempoiar
COd es 10' EtlkEt Adl: lL-:lCB%’GnN'1" ::;:J'I::.:- :I;L:JHI :‘H\II: gamyan icn laboesbovar denarem
11. Urtin Referans (Katalog) Numarasi: o ATHOAErardyah ahtidyon katna
= GMDN GECICi BARKOD — —
12, Marka Ach ER Tamam| ‘Vasgeg
Cate (0] rlzatlon 13, Farkle Ambalaj/Paket Barkodlan Farkii Ambalaj/Paket Barkedlan ‘
)/
H H 14, UNSPSC Kodu:
® Smart syn dication of u [42122604 [ UNSPSC Kodu Ekle || UNSPSC Kodu Cikar] UNSPSC Kodu Agiklamasi
15, UNSPSC Sinif Adr: Xarecter uglu tibbi enjekrérler -
best match I
equivalents
. 16. Urtn Brang Kodlan: Brang Kodu Ekle Brang Kodu Cikart
= Ontological ’[ Il J
harmonization -
® One at a life time 17. GMDN Kodu : [+2035 7 [ GMDN KoduEkle || GMDN Kodu Gikant | GMDN kodu Agiklamas:
H H 18, GMDN Adr: Adaptér, intravendz kateler icin
registration 3 faple. A
19, GMDN Kategorisi : /Anestezi ve solunum cihazlan

- PUbIIC Accredation Tek kullanimlik cihazlar
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VENDOR
DATASET

2
LEGAL
DATASET

COMMERCE
DATASET

= Package
Tracking

= Source and
Destination
Tracking

= GTIP No.
Tracebility

= Age Sensitivity

Control

= Packaging Data

= Packaging
Quantity

20. Sinifi:

21. Stenl:

22, Ambalaj Turd:

23, Ambalaj [§ Miktare
24. Ambalaj Miktar Binmi:
25. Raf Omr:

26. ithal £ Imal Bilgisi:

27. Mengei Ulke:

28, Ithal Ecildig Olke:

29, thrag Edildigi Ulke:

30. GTIP Numarasi:
31. Belgelen

32. Uriin Etiket Bilgisiz

[Seginiz...
O Evet @ Hayir
| PUN-Sepet [+]

CG-Kant -
UVQ-Plastik Levhaya Sanl
BG-Torba / Poget

TU-Tap

DI9-Kilsf

PAKET

V1-Flakon

Kutu

Mensgei Ulke Cikart |

CH-Konteyner
VP-Vakumiu Paket

PL-Kova

JR-Kavanoz

ithal Ulke Gikart |

TEV-TEV

BG-Torbaipoget
NE-Paketlenmis
BXKutu

m

PU-Tabla / Tepsi

ihrag Ulke Cikart

SO-Makara
CT-Karton

BX-Kutu
BGTorba / Poget
X1-Palet

PK-Ambalaj =
CY-Silindir

BMEBlister

BG -Torba/Peget
NE-Paketlenmemis
PUN-Sepet

MPE-Ccklu paket

Belge Gikan ]

AT-Atomizer x

TRANSACTIONS

Urin Etiket Bilgisi Gorintale
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! TRANSACTIONS >

= Online Approval
Status Check

= Reimbursement
Rules Mapping

= Online Current
Retail,
Wholesale Price
Entry

= Price Effectivity
Dates

13. Saglk Uygulama Urinle Eglenmig SUT Kodlan Listesi
Tebligi (SUT) O ek-5/C © EK-8 O EK-9 O EK-10 © EK-6 O EK-7
Kodlari ile Uriin
Esleme

Parent Fiyat

P00.131 |P614360 |Yumusak doku timaori agik 766,44
biyopsisi, pelvis igi

EKSB P00.006 | 8- Anne-bebek bilezigi 0,00

Secilen Eslemeleri Kaldir ]

Uriin Fiyat Bilgisi Beyan Formu

Perakende ~]
Turk Liras1 [+
[20
Evet  |v]
Ch—

Veri Giris Tarihi | FiyatTuri | ParaBirimi | Fiyat | KVDOrami | KDV Dahilmiz | Fiyat Gegerliik Baglangic Tarihi | Fiyat Gegerfilik Bitis Tarihi | |

08.06.2011
13:3443

Evet | 08.06.2011 30.06.2011 Se¢

120 | 3

Perakende Tark Lirasi
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>! DATASET

>

VENDOR PRODUCT COMMERCE
DATASET B TRANSACTIONS
Firma Belge Listesi

Electron |Ca"y Slg ned Durumu: Myeni “onayh  [Cred Clsilinds
Legal DOCU ment Belge Tora: Lutfen Seginiz [] Belge N |
U ploads Yonetmelik: E;é:eg:lﬁlzgeuxam (Daclaration of Conformity) | Yurutulen Ekler: l +]

. Belgalendiren Kurulug Ne: ertifikas: imalatg Firma Ade
EC Certlfl Cates IbimalatcifirmaUlkeAdi: IYse?laj'g:lsgwame e imalatg) Firma Ulke Kodu: {

e | |Ca eS Gegerlilik Baglangig Tarihi: SAImA AL Gegerlilik Bitig Tanhi: @ E

FDA Certificat fikaraK | |

ISO Certificates
Compliance
Legislation
Declaration of
Conformity
Calibration Status
User Manuals
Technical Specification
Validity Check
Effectivity Check
Warning Notices to
Vendors

Tanih Siralama: Dokiman Curumu:

9 artan O Azalan

© Bagh

Belge

Gegerlilik Balgo Orjinal | Turkga
qufil’k

B”" .d':" Biti Tarihi BageijiBage

© gagh Clmayan © Hepsi

[ Listele

Yeni Belge Exle

Belge

Ait Oldugu

Reige i Yanetmelik

Belgelendiren fslem
Kurulug Kimlik | imalatc Firma | Takip
) No

EC Sertifikass |[ECFatih | 93/42/EEC - 0297 ANIKA 152549 (03.03.2011 (27.03.2011 Belge |Orinal |Turkce
Tibbi Cihaz THERAPEUTICS Detay [Belge |Belge
Yonetmeligi - SR.L
Medical
Devices
Directive
Uygunluk 1138 93/42/EEC - F. STEPHAN GMEH | 1540385 (03.02.2011 |- R Belge |Orjinal |Turkce
Beyani Tibbi Cihaz MEDIZINTECHNIK Detay |Belge |Belge
{Declaration Yonetmeligi -
of Medical
Conformity) Devices
Directive
EC Sertifikasi | 31MART | 93/42/EEC - 1251 COCHLEAR 158294 (07.02.2011 |30.04.2011 |Y Belge |Orjinal |Turkce
Tibbi Cihaz LIMITED Detay |Belge |Belge




TITUBB E-CATALOGUE REGISTRY PROCESS

COMMERCE
VENDOR PRODUCT TRANSACTIONS
DATASET DATASET DATASET

riila DEiyv Liswes!

i mﬂ/h:‘ 174.130.231/UBB/TempPDF/2c2cBada-9d88-4922-9531 - 71540c10d 162 pdf - Windows Internet Explorer

212174130231

MO G #93/ semx . g g |

This declaration is supported by:

> EC quality system approval statement, Medical Device
Directive 93/42/EEC, Annex I, Section 3.2

Demonstrated by compliance to ISO 9001 and EN 46001

Certificate No. . CEO01776

Issued By . British Standards Institution
Notified Body No. : 0086

Issued . January 16, 2001

First Issued . December 15,1997

June 05, 2003

Date
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VENDOR PRODUCT LEGAL .
DATASET DATASET DATASET TRANSACTIONS

Firma Bayi Bagwuru Ekram
Bagvuran Firma Bilgilen

= Dealer Registration o raniasa o sl

= Mapping Manufacturer e st
and Dealers Gaswurdan Firma Bl

= Monitoring Authorized Fomiaga e e
Dealers Taion o s

= Online declaration of

Baswuru Detaylan

territorial exclusivities e e SUSDIARY

" Monitoring Fake or A L
Banned Dealers iListesi . e oot e e
. . Tam Oler ® 27 2 ¥ oM 1 2
u M0n|tor|ng "é” 13 4 5 § 7 8 9
. Ax:::: ﬂl Bl 2 o1z 13 19 18 18
geographical e [l vevaz2a
distribution of actors Arsay morEr e

.?g,njas}'a. ~ Todmy: Hezedn 3, 2011

= Monitoring of dealer —
performance O Tim Urdnter

| Oran Ente | | Quan Gikan)
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VENDOR
DATASET

COMMERCE
DATASET

PRODUCT LEGAL
DATASET DATASET

|‘i‘| TITUBB » Karar Destek Analiz Raporan » Tam Badlantilar -

= Collabration Portal
between public authorities  iris sayfasi  Cekirdek Grup

= OLAP over market
formation and activity

= \/endor Statistics

= Product Statistics

» Buyer Statistics

= UPN based search engine

= Web services to other Lsteler
e-government suites like
customs, tax authority

Kitapliklar Tir Diizenle URL
Site Sayfalan ] Genel Firma Durumu
Paylasilan Belgeler 0 Senel Orin Duramu
ggi:{f&ig:rn | Genel Kullamer Durumu
A Yillara Gare Onaylanan Firma Grafidi
D Yillara Gare Eklenen Uriin Grafidi
Takwim D Yillara Gare Onaylanan Uriin Grafidi
Girevler D Kiiresel Uriin Numarasina Gire Arama Raporu

Duyurular{Saglik
Bakanhdi) 9r Yeni badlant ekle

Duyurular (SGK)
Sikga Sorulan Sorular
Subat 2011 - acil isler
Gamriik

Karar Destek Analiz
Raporlar

Karar Destek Analiz
Raporlan 2
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Turkish Drug and Medical Device National Databank
TITUBB (Tiirkiye ila¢ ve Tibbi Cihaz Ulusal Bilgi Bankasi)

1 Public health services are obliged to ask for registration to
purchase a medical device and,

1 Social Security Agency do not reimburse products unless
registered and have a GTIN(EAN...) or HIBC.

[ So every single/unique product must have an identification
number...

(Jd GMDN codes declared by the user, is also compulsory to
finish the registration
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Turkish Drug and Medical Device National Databank
TITUBB (Tiirkiye ila¢ ve Tibbi Cihaz Ulusal Bilgi Bankasi)

(] Registration necessity of every single medical device in
TITUBB, is the basis of UDI practice of Turkey

And...

J Reimbursement requirements is the main initiative for UDI
use in Turkey...

1 Social Security Agency uses an electronic system for practical
reasons during paying for the medical devices and also wants to
fight against counterfeit products.
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Turkish Drug and Medical Device National Databank
TITUBB (Tiirkiye ila¢ ve Tibbi Cihaz Ulusal Bilgi Bankasi)

d MKYS (Malzeme Kaynak YOnetim Sistemi -Product
Management System) is the online stock management system
used by the public hospitals; it is integrated with TITUBB

(d MEDULA (Medikal Ulak -Medical IT System-) is the online
insurance and health service provision system and it is also
integrated with TITUBB

17
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MATIOMNAL AUTHORITY MATIOMAL AUTHORITY MATIOMAL AUTHORITY NATIOMAL AUTHORITY
OF HEALTH OF PROCLREMENT OF REIMBLIRSEMENT OF CUSTOMS
APPROVAL OF PROCUREMEMNT RULES REIMBURSEMIENT REULES IMPORT RULES
KIEDICAL DEVICE and and and
REGISTERS MARKET VIGILAMNCE HEALTH S¥STEM WIGILAMCE PMAREET VIGILANCE
B 1 -

VENDOFR & PRODULCT DATA PROCUREMENT

TRANSACTIONS

RFC & SHIFMENTS

SELLERS & DISTRIBUTORS

MAMLUIFACTURERS HEALTHCARE PROVIDERS
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Turkish Perspectives on UDI

(1 UDI obligation initiated for the reimbursed products but we

felt it is something needed in the medical device management
system overall;

* Market surveillance

* Vigilance

* Efficient health service

] We do not discuss if it is needed or not...
J How and when...?
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Conclusion

1 1.8 million MDs has been registered untill now in TITUBB...

[ At the beginning %20 of MDs had original UDI number but
nowadays %90 of MDs have original UDI number...

1 We do not want conflicts with EU in terms of requirements
for putting into market and conformity assessment of MDs but;
“reimbursement power” will continue to speak...

d We can manage the life cycle of a medical device in many
steps...

The End
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