KOINOMOIHZH IATPOTEXNOAOIKQON MPOIONTQON

OL sloaywyeic /Slavopeic latpoteXxVoAoyIKWY TPOLOVIWY, TPOKEIUEVOU vo BEcouv Tta
npoiovta toug otnv EAAnVIKA Ayopd, amalteital va KOLVoTmoL|oouV Ta OTOLXEld aUTWV oTo
EBvikd HAektpovikd Mntpwo I/ GREMDIS (www.eof.gr -> online Ymnpeoleg ->
http://services.eof.gr/gremdis/).

Anattobpeva €yypoada:

1. MNwotomowntiko IApaveng CE (yia tig avwtepeg Katnyopieg I/MN) i BeBaiwon appodioc apxng
Tou Kpdtoug péAoug tng E.E. dmou €ywve n eyypadn twv mpoidviwv (yia Tig Katnyopieg
XaunAng emkivéuvotntac),

2. AnAwon Zuppdpdwong Tou Kataokeuaotn,
3. E€wtepikn cuokevooia,
4. O6nyieg Xpnonc.

Ot Katookeuaoteg oe Tpitn Xwpa MPOKELUEVOU va BECOUV Ta TTPOTOVTA TOUC OTNV ayopd TG
E.E., opilouv E€oualobotnuévo avTumpoowro eykateotnuévo otny E.E.

H etatpeia n onola Slakivel latpoteyvoloyikd mpoidvta npenel va mepthapfavel tnv Eumnopia
I/ otov kotaotatikd okomd tng Kot vo dpepstl BePaiwon Slakivnong latpotexvoloyikwy
Mpoidvtwv (I/M) amd Kowormotnpévo Opyaviopd ocUpdwva pe ta opllopeva otnv Y.
Anodaon A3(a)4822/2025 OEK 1197/B/12-3-2025 (Tpomomnoinon Kat Kwdkomoinon tng umo
otolxela AY88/I.M./0k.1348/2004 amddaong Ttou Ymoupyol Yyeiog «ApxEC Kot
KOTELBULVTAPLEG YPAUUEG OpONC TTPOKTLKAC SLovoung latpotexvoloyLkwv Tipoloviwv» (B' 32)),
OTIWG €XEL TpOTIOTIOLNOEL.

Mpwv tnv KukAodopia Twv MPOIOVTWY TPEMEL N EMLOAUAVON Kal oL 0dnyileg xpong va sivoit
TANPELS KoL oKpLBeic otnv EAAnvikA YAwooa, Kotd tnv mapadocn otov TEALKO 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
1197/B/12-3-2025 (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.



