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KONULAR N
* Avrupa ve ABD Tibbi Cihaz Kaydi
» UDI (Tekil Cihaz Tanimlama Sistemi) nedir?-Etiket 6rnekleri
* Avrupa Komisyonu Tavsiye Karari

e UDI Veri tabanlari

e UDI Uygulama Takvimi
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AVRUPA KAYIT SiSTEMLERI -

ilag ve Tibbi Cihaz
Kurumu
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EUROPEAN DATABANK ON MEDICAL DEVICES

» Tekil bazl takip yapiimamaktadir

GUnUmuzde bircok Ulkenin kendi tibbi cihaz veri tabani / kayit sistemleri
mevcut ancak bu farklihk ortak bir takip mekanizmasinin olusmasini
engellemektedir. Her ne kadar Avrupa Birligi Gye Ulkeleri arasinda (Turkiye’ de
dahil) ortak veri tabani “Eudamed” kullanilsa da sistem bir takip
mekanizmasindan ¢ok kayit mekanizmasi haline gelmistir.

» Takipte en biiyiik sikinti ortak bir terminoloji

olmamasindan kaynaklanmaktadir. 0TS Abant Calistayi-2014
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Cormmission

EUDAMED 3

{Data stored in the future European MD databank)

3
Electronic Electronic Electronic Electronic Electronic Electronic
System System System System System System
on on on on on on
Registration || Certificates Clinical Vigilance market Unigque
Investigations surveillance Device
Information Information on || Td€Ntification
on: & measures taken (UD_U
by MS in case of:
both - . Information on:
Clinical Mon-compliant devices
devices PE‘rfﬂrmﬂ"CE presenting a risk to
St d . health and safety:
and udies
Compliant products DI data elements
: presenting a risk
EEDE:;I:;:_E to health and safety:
Formal non-compliance

ES stands forElectronic System A

Preventive health
protection measures.
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FDA’s UDI Final Regulation

» 2007 FDA Amendments Act of 2007

» 2012 July 10™~ UDI Proposed Regulation Publishes

» 2012 July - FDASIA provisions added

+ 2012 November 7" - original comment period closes

+ 2012 November 19"~ FDASIA amendment publishes
» 2012 December 19 — FDAISA comment period closes
» 2013 UDI Final Rule and draft GUDID Guidance
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FEDERAL REGISTER

The Daily Journal of the United States Government

Unique Device Identification System

A Rule by the Food and Drug Administration on 09/24/2013

ACTION  Final Rule.

UDI sistemi, tibbi cihazlar ile ilgili olumuz
olaylarda bilgiye ulasim kalitesini artirmada;
FDA’ in problemleri daha hizli tanimlamasi ve
cozimlemesi adina oldukga buytk bir
oneme sahip olacaktir.
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UDI

Unique Device Identification
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UDI (Unique Device Identification Number) Nedir? ( )-

UDI Unique Device Identification- Tekil Cihaz Kimligi

ilag ve Tibbi Cihaz
Kurumu

* numerik veya alphanumerik kodlama

Device identifier (DI) — Cihaz
Tanimlayici Kisim

Statik kisim

Uretici no ,cihaz
modeli, referans no,
GTIN

Production identifier(Pl) —
Uretim Tanimlayici Kisim Batch number

» Senal number

Lot no.

Seri no.

Son kullanim tarihi
Uretim tarihi

DI + Pl =UDI
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Health Industry Business Communications Council

ICCBBA

HIBCC's Labeler Identification Code (HIBC-LIC) is ISBT 128 is the International Standard for

UDI Compliance Using GTINs an alphanumeric code of up to 18 characters, and Blood and Transplant organs and can contain
Both Briesr or 2D has been used historically in the medical device up to 128 characters.
barcodes can be used . GS1-128 Supply chaln. Kan Torbalari
for compliance with Concatenated” data
the UDI automatic
10 identification 4.3.1 HIBC LIC Primary Data Structure
requirement. 01711088787, TPOIT) 3411300 5001
There are two ways GS1-128
use linear barcodes: "Non-Concatenated” data
1. Useone linear 1

U oo o -J!!]Il *+A123BJC5DEET1G"

and Production e

Identifier (Af) ul.'lll"lllll 4.3.3 HIBC LIC Concatenated Primary and Secondary Data in a 2D Symbol
2. Use 2 separate (171541 5200 S9) 12I4AR

barcodes, one for _& + EXP DATE

GTIN (D1) and one GS1 DataMatri .

for pr:m),cuon o ﬁ o L + LOT/BATCH

Identifier (Al) + SERIAL NUMBER
i ST (01)10857674002017 *+A99912345/

e thir ation (17)141120 $$59901510X3J*

here shows using (10)1234A8
the 2D barcode to
combine all the data
into one barcode.
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UDI - Etiket Ornekleri

No. of Electrodes
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UDI - Etiket Ornekleri

qe)trus
Finger-Mounted

Locking Forceps
REF FMF02 | |LOT 1Q34 |
= 080100 | QTY|4

o1 -GTIN | [WIEHHNEn
T(01) 2 081019001 002 4

AR CAAEY AT RO
__> (17)080100(10)1Q34

use on

STERILE

[ R Only

(€

zel
72-4-9858404

ster, Germany

Does not
contein

Do not use if packoge  Single patient  Jatex or
is open or damaged ly

A

DI1SOPPLBO2 Rev.D

ilag ve Tibbi Cihaz

deytrus
Finger-Mounted

Locking Forceps

Pl = exp, lot

DI + Pl =UDI




05504SP

Catheter Connecting Cable, 4 Conductor

Cable de connexion de cathéter, 4 Conducteurs
KatheteranschiuRkabel, 4 Pol

Cable de conexiéon de catéter, 4 Conductores
Cavo di collegamento per cateteri, 4 Pins

Kabel voor catheterverbinding, 4 - pins geleider
Forbindelseskabel for kateter, 4 ledere

Kabel for kateteranslutning, 4 ledare

Cabo de ligagao do cateter, 4 condutores
KaAwdio ouvdeong kaBeTripa, 4kKAwvo

LOT [H612 o STERILE |R
Lot Number Length Sterilized using irradiation

X 2009-01-

(YYYY-MM-QD) A Attention. See accompanying documents.

0)H612 pIN: 082104004

Use By

2007-01-1

(YYYY-MM-DD)

Manufactunng Date
(01)00681490024464(1 7)
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942013 Official Journal of the European Union L 99/17

RECOMMENDATIONS

COMMISSION RECOMMENDATION
of 5 April 2013
on a common framework for a unique device identification system of medical devices in the Union
(Text with EEA relevance)

(201 3/172/EU)

UDI sisteminin temel amaci hasta guivenligini iyilestirmektir, bunun yaninda;

1. Uyari sistemi kapsamindaki geri cekme ve dizeltici faaliyetlerin etkin olarak
ylruatilmesi,

2. Pazar sonrasi faaliyetler hakkinda yetkili otoriteler arasinda daha hizh veri

alisverisi saglamak

Sahtecilik ve kacakglilik ile micadele,

Dagitim kanalinin kontrolQ,

Stok kontrold,

Geri 6deme ile ilgili politika belirleme

o uewWw
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9.4.2013 Official Journal of the European Union L 99/17

RECOMMENDATIONS

COMMISSION RECOMMENDATION
of 5 April 2013
on a common framework for a unique device identification system of medical devices in the Union
(Text with EEA relevance)

(201 3/172/EU)

Surec icerisinde, Uye ulkeler kendi takip ve izleme sistemlerini
olusturmaya karar verirlerse, olusturulacak sistem Avrupa
Birligi'’nde kullanilacak UDI ile uyumlu olmalidir. Aksi hale
olusturulacak farkli sistemler karisikhiga yol acacak, ortak bir
terminoloji saglanamadigi gibi pazar denetimini kolaylastirmak
adina da hicbir katki saglamayacaktir.
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UDI- ABD VE AVRUPA VERi TABANLARI ‘ )-

s .
Contains Nonbinding Recommendations llag ve Tibbi Cihaz

Kurumu

Global Unique Device Identification
Database (GUDID)

Guidance for Industry and
Food and Drug Administration Staff

Document issued on June 27, 2014.
The draft of this document was issued on September 24, 2013.

This document supersedes Global Unique Device Identification Database
(GUDID), June 11, 2014.

eEUDAMED

EUROPEAN DATABANK ON MEDICAL DEVICES
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L 99/24 [EN] Official Journal of the European Union 9.4.2013

ANNEX

DATA ELEMENTS OF THE NATIONAL UDI DATABASES

National databases on UDI should include the following data elements:
(a) quantity per package configuration;
(b) if applicable, alternative or additional identifier(s);

(c) the way how the device production is controlled (expiration date or manufacturing date, lot or batch number,
serialisation number);

(d) if applicable, the unit of use device identifier (when a UDI is not assigned to the device at the level of its unit of use,
a ‘unit of use’ device identifier shall be assigned to associate the use of a device with a patient);

(¢) name and address of the manufacturer (as indicated on the label);
(f) if applicable, name and address of the authorised representative (as indicated on the label);
(¢) Global Medical Device Nomenclature (GMDN) code or internationally recognised nomenclature code;

(h) if applicable, trade/brand name;
UTS Abant Calistayi-2014
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Ulusal UDI Veritabani Elemanlari -

L 99/24

ilag ve Tibbi Cihaz
Kurumu

Official Journal of the European Union 9.4.2013

(ny

ANNEX

DATA ELEMENTS OF THE NATIONAL UDI DATABASES

II apphcaple, tradefDrand name;

if applicable, device model, reference, or catalogue number;

if applicable, clinical size (including volume, length, gauge and diameter);
additional product description (optional);

if applicable, storage andfor handling conditions (as indicated on the label or in the instructions for use);
if applicable, additional trade names of the device;

labelled as single use device (y/n);

if applicable, restricted number of reuses;
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Official Journal of the European Union 9.4.2013

ANNEX
DATA ELEMENTS OF THE NATIONAL UDI DATABASES
device packaged sterile (v/n):
need for sterilisation before use (y/n);

labelled as containing latex (y[n); N

labelled as containing DEPH {ﬂnN

URL for additional information, e.g. electronic instructions for use (optional);

if applicable, critical warnings or contraindications.
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24,

UDI Takvimi

21 CFR 801.20 e 21 CFR 830.300

— ..the label of every medical device — ..the labeler of a device must provide
shall bear a unique device identifier the information required ... for each

(UDI)... model or version required to bear a
4. RISK BASED APPROACH . . . . pe
unique device identifier (UDI)...

Should Member States intend to establish a UDI system
they should follow a risk based approach in accordance
with the classification of the device.

The UDI system should be implemented gradually, starting
from hlbl‘lt‘b[ risk class devices which should be the first to
respect the condition to bear the UDL

UDI COMPLIANCE DATES

Device identification must meet DD requiremients on September 245 of the folowing year

2014 2015 2016 2017 2019

Class Il ¥
Implants*

Class ||
Class |
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