KOINOMNOIHZH IATPOTEXNOAOTIKQN NMPOIONTQN

Ol elocaywyeic /SLavopeic latpotexvoloyLKWVY TPoiOVIwY, TIPOKELUEVOU va BEcouv ta poidvta toug otnv EAANVLIKA
Ayopd, QmaLTELTOL VO KOLVOTIOL 00UV TO OTOLXELO auTWVY 0To EBVIKO HAekTpoviko Mntpwo I/N GREMDIS (www.eof.gr ->
online Yninpeoieg -> http://services.eof.gr/gremdis/ ).

Anattovpeva éyypada:

1. NiotonotnTko Zipavong CE (yia tg avwtepeg Katnyopieg I/M) ) BeBaiwon appodiag apyrng tou KpAtoug HEAOUS TNG
E.E. omou £€ywve n eyypadn Twv mpoioviwy (yia tig Katnyopieg xapnAng emkivduvotntag),

2. AnAwon Zuppopdwong Tou Kataokeuaotn,

3. E€wTeplkA ouokevaoia,

4. Oényiec Xpriong.

Ol Kataokeuaotég o Tpitn xwpa MPoKeLUEVOU va BEcouv Ta mpoidvta toug otnv ayopd tng E.E., opilouv
E€oucolobotnuévo avtmpoowo eykateotnpévo otnyv E.E.

H etaupeia n onoia Stakivel latpotexvoloyikd npoiovta npénet va nepthapBavel tny Epnopia |/MN otov Kataotatiko
OKOTIO TNG Kal va dpépel BeBaiwon Slakivnong latpotexvoloyikwy Mpotovtwy (I/MN) ano Kowomotnpévo Opyaviouod
oUpdwva pe Ta opllopeva otnv Y. Amodacon AY8S/T.M. owk./1348/DEK 32B/16-1-2004 (Apx£G KAl KATEUBUVTAPLEG
YPOUUEC 0pBAG paKTIKAC Stavounc I/M).

Mpwv TNV KukAodopia Twv MPOIOVTWY MPETEL N ETILONLOVON KAL OL 08NYLEG XPrioNng va elval AN PELS Kal akpLBeig otnv
EAANVIKA YAWOOQ, KOTA TNV TapAadoon otov TEAKO XproTh.

MEDICAL DEVICES NOTIFICATION

For all medical devices placed on the Greek market, Manufacturers or their EC-Authorized Representatives are required
to submit to the National Organization for Medicines, all data allowing for the identification of such devices together
with the label and the instructions for use when such devices are placed on the market and are put into service in
Greece.

The required documents are the following:

1. Declaration of Conformity by the Manufacturer

2. CE Certificate / certificate of registration to a Competent Authority (for low risk devices)

3. Instructions for Use

4. Labels

The link for the Greek database for Medical Devices is: http://services.eof.gr/gremdis/
The e-mail address where the relevant information can be sent is: medicaldevices@eof.gr

The company which distributes medical devices must possess a Certificate for the Distribution of Medical Devices by a
Notified Body in accordance with the provisions of Ministry Decision 1348/16.01.2004 (Principles and Good Distribution
Practice Guidelines).

For the distribution of Medical Devices the labeling and instructions for use should be complete and accurate in the
Greek language, for the final user.
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