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Project Purpose

- To keep record of medical devices and cosmetic products

- To establish a National and Original infrastructure which
meets performance requirements to keep track of products

 To contribute to ensuring patient safety and protection of
public health

- To provide an infrastructure to ensure healthy and efficient
execution of inspection services

- To ensure rapid measures are taken against possible risks to
occur during use of the products

©© provides an infrastructure to track medical devices

E | ; .UTS and cosmetic products manufactured in our country

o _ _ - or imported from the production band to the place
URUN TAKIP SISTEMI  where they are sold and used.
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Achievements e

- SQUTS

URUN TAKIP SISTEMI
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Scope

Tracking and Monitoring

Product Movements Module
Product Withdrawal Module

Product Management
Product Tree Management Module
Product Management Mcdule

Citizen Oriented Services £
Product Inquiry Module / ;

Registered-On-Person Product Inquiry Module
Complaint Keporting Module

User, Organization and
Authority Management

User Management Module
Organizaticr Management Module
Authority Management Module

Supporting Functions
Document and Certificate
Marnagement Module
Reference Areas Management
Log Management Module
Announcement Module
Scheduled Tasks Module

25

Modules
(8 Module Groups)

Clinical Engineering
Mainterance and Repair Management Module
Calibration Management Module
Technical Personnel Certification Module
Technical Service Management Module

Calibration Organization Management Module

Market Surveillance and
Inspection (PGD) and Warning

Inspection Activities Module
Warning Madule

Business Intelligence
Precefined Reporting Module
Map Assisted Reporting Module

2l
The Global Language of Business © GS1 2016

28



Product Tracking System (UTS)
Overview

ik

SAUTS

URUN TAKI? SISTEMI

AN
Manufacturer /

Importer Manufacturer /

Testing the product Importer
registration and the
documents

Product registration and
sending documents to the
system

Sending the production/
importation to the system /

Distributor /
Places of Warehouse
Application / Sale

Sending product movements

Adding of product usage and
sales returns

Realising of audit and retracts Query of registered
activities products




Product Management

Q Medical Device

I sooon } """ > -
Adding docLmerits by Controlling Adding praduct record by Zontrolling the Registered
the Manufacturer / documents by TITCK the Manu-acturer / recarc by TITCK product
Importer Company Importer Company

O Cosmetic

----- > l ""'> - Q > P Y,
Adcing formula by the Adding procuct record Controlling the Registered
Man.ifactirer / by the Manufacturer / record by TITCK product
Importer Company Importer Company

2l
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Single and Lot Based Tracking

Single Tracking 8@!'@6)‘1‘3

URUN TAKIP SISTEMI

Lot Based Tracking 8@{?1-8

URUN TAKIP SISTEMI

Single Product Group
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Single Product Traceability

«  7/24 end-to-end single product tracking and monitoring +  Different movement types and codes of conduct

- Varying routes in product movements «  Partner system diversity and number
(\__-_\ . v . . . . G
[_Lﬁ;U:!' S URUN TAKIP SISTEMI v
URUN TAKIP SISTEMT N YTE

> uTsS

QNN

~ 1 billion/day
~ 400 billion/year

e

SUUTS

Medical Markats

o s
"i/ - =)
e URUN TAKIP SISTEMI

URUN TAKIF SISTEMI

Citizen
Social
Sesurity

tos
-
3
3
E
o Ta 1
Institution = & 15 the procui
H _ reimbursestile?
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Clinical Engineering Processes

- Updated Maintenance / Calibration -
Period

Maintenance /
Calibration Form

Calibration, Maintenance
and Repair Time of The
Device Approaching

[ ]
------- }.
Calibration, Maintenance . &
and Repair Periods of ' =
Medical Devices ' g
i = 0
1 E (]
] W
' oo
L} 1
1 L)
- :

UTS Medical Device
Maintenance /
Calibration Warning

Maintenance/
Calibration Officer

v v

O M D
A wa 4

TITCK Hospital S3l

BO

*Scenarios will be developed according to the Clinical Engineering Legislation to be issued.
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Approved Maintenance / e
Calibration Form d
TITCK
— o ]
______ >  —
v— doad
Hospital
A )
3! o
S, n
3 WTS sl
<< . URON TAKIP SISTEM
Clinical Engineering
Officer
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Organization, User and (Dynamic)
Authority Management

A Authority 1
Authority2 |- - &
R Authority5 |- -+ .
. Authority 7 Users and User
. Groups
' Place of Production
1 Authorized User
1
m 1
|
o
T 5! o Y Authority 1
| = _ P | e Py
' o Authority 5 | _
i = B ’ -- = ~ ™
\ - Authority 71 | -«
[ Authority ! e ! [ S S B
. . = Authority 118
O Authaority 2 D N > = ! Users and User
[ Autherity 3 Y U UELEEEEE T > o ! Place of Sale Groups
[] Authority ... oo e - -- - 0. Authorized User
[[] Authorityn ' 'g E
IR ERREREREN L] 1
; TITCK e A _
Authority ' Authorized User 2 : - Authority 12 N AN PN
Pool . o Authority 13|, - - -
: P .
L) 1
: % : Authority 77 Users and User
- o . o Groups
= Public Crganization
(o Authorized Ussr
.

Authority n n n
dask fdoal fee)

i

ey Authority .. |,
Authority |+
Authority ... Users and User
Groups

Authnrii-ed User
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Business Intelligence

SECTOR T.R. MINISTRY OF HEALTH
To access comprehensive To contribute to determination of
information on single products efficient health policies

SUUTS

CITIZEN INSPECTION TEAMS
To access information on safe To actively contribute to risk
products based inspection and withdrawal

&)
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Citizen Oriented Services

e
TIUTS REGISTERED PRODUCT =

PRODUCT TRACKING SYSTEM -
BILGEM
YTE

[ ]
< KM P AT | S
) 1)’, v
—
ey
® Barcode No: 8691234567890
Serial No: 12375647300127398294
Lot No: 234
: Date of Ploslllcﬁol\: 31.12.2013
= Date of Expiry: 31.12.2015
% REGISTERED PRODUCT
Cicek Special No:5
Location

Cicek Cosmetics
Ankara - Cankaya

2l
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Citizen Oriented Services

&®
= UNREGISTERED PRODUCT v

PRODUCT TRACKING SYSTEM .
BILGEM
YTE

g
= Barcode No: 8691234567890
Serial No:12375647200127398204
Lot No: 234
= Date of Production: 31.12.2013
= Date of Expiry: 31.12.2015

UNREGISTERED
PRODUCT

calTs
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Citizen Oriented Services

SWUTS

A4
PRODUCT IN WRONG LOCATION BILGEN
$ g YTE

REGISTERED PRODUCT

Cicek Special No:5
Location
Papatya Cosmetics
Ankara - Cankaya

calTs

2l
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UTS Users

PRODUCT MANAGEMENT

* Manufacturer and Importer Companies

« Medical Device Manufacturers / Importers
« Cosmetic Manufacturers / Importers

+ Public Organizations

+ Turkish Drug and Medical Device Institution (TITCK)
+ Social Security Institution (SGK})

« National Poison Information Center (UZEM)

CLINICAL ENGINEERING

* Maintenance and Calibraticn Campanies

+ Public Organizations

+ Turkish Drug and Medical Device Institution (TITCK)
+ Social Security Institution (SGK}

+ Turkish Public Hospitals Authority (TKHK)

+ Turkish Public Health Authority (THSK})

« Turkish Atomic Energy Authority (TAEK)

PRODUCT MOVEMENTS

+ Manufacturer and Importer Companies
» Distributors / Warehouses
+ Places of Use

« Places of Sale

+ Public Organizations

= Turkish Drug and Medical Device Institution (TITCK)
« Social Security Institution (SGK)

¢ Turkish Public Hospitals Authority (TKHK}

¢ Turkish Public Health Authority (THSK)

MARKET SURVEILLANCE AND INSPECTION

* Public Organizations

« Turkish Drug and Medical Device Institution (TITCK)
+ Social Security Institution (SGK)

* T.R. Ministry of Economy

* T.R. Ministry of Customs end Trade

&)
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Integrations

15 System Integration

<--- | MERSIS  ESBIS ~ MERNIS  cyys MKYS HBYS  e-Nabiz
<--- , |
antra! Tradeimen and Cer}tr§I Core Resource  Material Resource I:osprch e-Pulse Portal
. Registration Cra tsmgn PopL_J ;‘uon_ Management System Meanagement Information
HUUTS System Information Administrati System Management
FUR TARIP SISTTATY System on System System
é EUDAMED National PGD GMDN VEDOP e-Devlet TITCK EBYS
The Furopean Database Global Medical  Tax Administration e-Government Electronic
“<—-=-- Databank on Market Survelllance Device Automation Project Gate Information
€=-=-- Medical Devices 54 Inspection Nomenclature Management System

“~~> | MEDULA EKAP  TITCK EBYS Nab
_——> _ . _ _ - i e-Nabiz
Medical Courier  Electronic Public ectronic
%UTS Procurement Platform  Information e-Pulse Portal
i e Management
-~ - System
eql EUDAMED CPNP National PGD
- The European  Cosmetic Products  Database

Databank on
Medical Devices

Notification Portal Market Surveillance

and Inspection
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UTS Timeline

Product
Management Module
(Medical Device) is
put to use in the test
environment.

UTS-v3.5.0

1 March 2016 28 March 2016

3 October 2016

@ (@ ® @ ees @®
2 March 2016 25 May 2016
Product Management Product Movements UTS-v5.1.0

Module (Cosmetics) is
put to use in the
production
environment.

Module (Medical
Device) is put to use in
the test environment.

Product
Management
Module (Medical
Device) will be
put to use in the
production
environment.
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UTS Portal

- Information about the new versions, training materials, news on
workshops conducted and up to date information about the
project are published in the portal.

http:/ /uts.sagli

- UTS il

UUUUUUUUUUUUUUUU

KLINIK 5 ZEKASI DES] IATANDA
MUHENDISLK | | GOZETMI e ISLEVLER | ODAKU
DENETIMI (PSD) HIZMETLER

= 1)
L2408 L)
Katilimer Vatandag Odakl
Proje Yaklagimi Hizmetler
Tum paydaglann intiyag ve il anall
* Sektoran k: roj
galistaylanni S
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Contact Information

Ahmet DIKICI, Ph.D.

Chief Researcher and Project Manager

o
e ()

TC. Saghk Bakanhigi
Y T E Torkiye ilac ve
Tibbi Cihaz Kurumu

THANK YOU

/ .
/

Gukurambar Mah. 1478. Cadde No:22 06100
Cankaya / ANKARA
+90 (312) 289 9 222
yte.bilgem@tubitak.gov.tr
http://yte.bilgem.tubitak.gov.tr/
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