MASSIAD Genel Sekreteri A.Esmeray Giirbiiz; "UTS ite problemli Griinter ve bu tip Grinleri
getiren firmalar bir sistem Uzerinden takip edilebileceqi icin, bu tip Urlinlerin ve firmalarin
kontroli daha kolay ve etkin bir sekilde yiiriitiilebilecektir” dedi.




Yusul KURKCOOGLY

ectidimiz  ay gercekleStirilen
G Urisn Takip Sistemi 2. Calistay’'na

katilan MASSIAD Genel Sekreten
A Esmeray Giirbiiz ve MASSIAD Disiplin
Kurulu Oyesi J Hilal Tezcan ile Calistap
ve Uriin Taksp Sistemi ni konuStuk

Tiirkiye Nac ve Tebbi Cehaz

Kurumu tarafindan, tbbi cihaz ve
kozmetik Grinterin kayit altina al-
mak, hasta glvenlm

saglamak amacryla getigtirilon Uriin
Takip Sistemien

Projesi’nin medikal sek8re yarartan
neterdir?

UTS projes: e urunlern lot/parti bazin-
da takibi yapilabdecek, urunlerin Uretim
ve/veya ithalat asamasindan son nokta-
ya kadar nerede oldudu bilinebilecek.
Ozellkle problemli uriinlerin nerede
oldufu tespit edierek, pazardan hizli ve
etkili bir Sekilde gen cadrimas: ve to-
planmas: sallanabilecek.

Gectigirnaz ay Urln Taksp Sistemi 2,
Calistay gerceklestintds, Bu calistaya
sizter de katitmestiniz. Bu Calistay dan
eraz bahseder mesiniz?

Colistayds sektor, kamunun farkl
birimleri [TITCK, SGK, KHK, Gumruk ve
Ticaret Bakanbs vs) ve TUBITAK tan
kavbmailar vardi. UTS projesi hakkinda
genel bilgiler venildikten sonra, projenin
meveut durumunun olumlu, olumsuz
yanlan, yapilmas: gerekenler, eksik-
liklery, gelistirilmes: gersken kismlan

konusunda hem sektor hem de ka-
munun farkl binmleri garuglerini ilett

Bu sistem e belirtenen

uygunsuz drinler icm hrmalara ne
gibi bir yaptwrsmlar olacak?

Uygunsuz urunler e igili olarak guncel
mevzuatiar aynen uygulanacak.

Bu sistemin hayata gecmesi halinde
Piyasa Denetim Gizetim mekamzmast
daha saglikls isler ma?

UTS projesi il= Piyasa Denstim Gozetim
paralel olsrak yurutulmeli. UTS projesi
ile problemli urinlerin geri cekilme-
si sadLkls bir Sekilde yurutulebiecek,
ancak, Piyasa Gozetim ve Denetim
mutlaka ayn olarak yapimali. UTS ile
problemli Urinler ve bu tip Urunleri ge-
tiren firmalar bir sistern Gzerinden takip
edilebileced)i icin, bu tip urunlerin ve fir-
malarn kontrolu daha kolay ve etkin bir
sekide yurutulebilecektir

Urlin Takip Sistemi'nin firmatara
olumsuz yanssyabitecek yonleri neler
olur?

Uriin Takip Sistemi nin lojistik ve is gucu
malyetienini artiracadi 6n gorulmekte-
dir. Bu sistemin hayata gecinimesinde
sektor tarafinda en anemii nokta mali-
yetlerin belirsizb@idir.

Oriin Takip Sistornt'nin, Tarkiye ltag

ve Tibbi Cihaz Ulusal Bilg: Bankasi
(riTussl ndan fark nedir?

TITUBB sadece, firma, urun ve bayiler
icin bir kayst sistemidir. Ancak, UTS hem

J. Hilal Tezcan; “Tibbi
Cihaz Yonetmelikleri
kapsamndaki tim
tbbi cihazlarmn
Uriin Takip
Sistemine kayt
edilmesi

planianmakta.”

bir kayit hem de ITS gibi drun takibini
amaclayan, urun hareketlerini zleyen
bir sistemndir. Tum bundann yannda
UTS orn. klinik mubendislik gibi, bakim
ve onarim, kalibrasyon yonetimi, teknik
serws personelinin sertifikasyonu gibi
konular bdnyesinde toplayan, raporia-
ma olanal tanean, orn. urun sorgula-
ma, Sikayet bddinmi gibi vatandas ode-
kls hizmetlen iceren uygulamalan da
wermektedir

Urin Takip Sistemi e tim

medikal ahazlar ve sarf

malzemeler kodlamp,

sisteme tanimlanacak mi?

Tibbi Cihaz Yonetmelikleri kapsamin-
daki tumn tibbi cihazlarn UTS sistemine
kayt edilmesi plantanmaktadir. Ancak,
bbbi cihazlann ayrica kodlandinimas:
Kin bir talom calsmalann oldugundan
bahsediimesine rafmen bu kanu heniz
netlik kazanmamiStir.

Bu sistemm ne Zaman hayata gecmest
planianeyor? Bir gecrs slreci olacak
mi? Pilot uygulama s6z konusu mu?
Projenin 2017 plinda tamamenin alktif
hale getinilmess plantaniyor. Gecis sure-
< ve pdot uygulama olup olmayascads
konusu henuz netlik kazanmis delil
Ancak, Calistay'da tum sektor temsil-
cilen proje ile ilgili takvimin net olarak
belirlenmesi ve sekior ie paylasidman
gerektiQni ozellikle vurgulad:
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Problematic products and companies bringing
such products will be followed by UTS

J. Hilal Tezcan said; "All medical devices are being planned to be recorded to the follow-up

system, products covered by the Medical Devices Regulations”.

e talked about last monthe
wpvodur.t Tracking System 2.

Workshop participating MASSI-
AD with AEsmeray Secretary General
Gurbuz and MASSIAD Disciplinary Com-
mittee Members Workshop and Product
Tracking System with J Hilal Tezcan.
Whet are the benefits of Progect of
Product Tracking Systems developed
by Turkey Pharmacouticals and Medi-
cal Devices Agency, to record medical
devices and cosmelic products and to
ensure patien! salely benelils 1o the
medscal industry?
0TS project with the product lot / batch
that can be monitored on the bass of
product manufacture and / or import
stage is to know hie whereabouts until
the last poent. It was identified as partic-
ularly problematic where the products
to market faster and effective way to re-
call and collection can be provded.
Last month Peoduct Trackeng System 2
Workshep was held. You had also par~
ticipsted m this workshop. Could you
toll us a Little bat leom this workshop?
Workshop in the industry, different units
of the public ITITCK, SSI, Decree, the

Ministry of Customs and Trade, etc | and
had participants from TUBITAK. After
wing general information about the
project, the current status of the
positive and negative sides, things to do,
deficiencies, both sectors need to be de-
veloped in sections conveyed the views
of different departments of the publsc.
What will be the sanchioas lor the com-
panies that has mappropriate products
identilied with this syslem?
With regard to inepproprate products
will be fully implemented in the current
legmslation,
Can markel sudit oversight mecha-
niams work healthy in case of realiza-
tion of thas syslem?
UTS project should be carried out in
parallel wath the Market Supervision In-
spection. UTS project to be executed in
the withdrawal of a healthy way of prob-
lematic products, however, market sur-
veillance must be done separately. Can
be monitored via 3 system for problem-
atic products and companies bringing
such products with UTS, control of these
types of products and companies may be
carried out more easily and efficiently.

What can be the negative reflecls of
Product Tracking System aspects that
may reflect negatively on the compa-
nmes?

Product Tracking System is foreseen to
unpeove logistics and labor costs. This
system 1s the uncertainty in the industry
sxde, the most important pomt in the im-
plementation cost.

Product Tracdking System, Turkey
Pharmaceuticals and Medical Devices
National Date Bank (TITUBB) i terms
of what s the difference?

TITUBB only company s a regstration
system for products and dealers. How-
ever, a recording aimed at UTS and fol-
low the product as well as ITS i a sys-
tem that monitors movement of goods.
Besides all UTS eg. such as clinical en-
gineering, maintenance and repair, cal-
ibration management, technical service
personnel brings together wsues such
as certfication, reporting the possbil-
ty that, for example. product inquiry,
also includes applications, including
citizen-oriented services such os state-
ment of complaint.

Will all medicsl devices and consum-
ables products be coded to the Track-
mng System?

The registration of all medical devices
under the Medical Devices Regulations
of the 0TS sy is planned. H ;
n spite of the mentioned medical dewic-
es 18 also codified 8 number of studees to
this subject is still not clear.

When is thes system planned to be
working? Will there be & transdion

perod? ks pilot spplicatian goung to be
dono?

The project is scheduled to be activated
for the year 2017. The topic will be the
transition process and the pilot applica-
tion s not yet clear. However, as is the
tirmetable for the workshop i identify-
ing projects with regresentatives of all
sectors, and stressed in particular that
should be shared with the industry



