Huepopnvia

Mpos: latpous

OEMA:
Exnaideutik6 YAIkO pappakeutikoU okeudopatos Deferasirox/Rafarm (deferasirox)

A&6TiEes/ /ot Kupies/kUplol,

210 NAQiCI0 TOU EYKEKPIPEVOU PEcw ApoiBaias Aladikacias Zxediou Alaxeipions KivsUvou kal twv Mpdobetwv Métpwyv
EAaxiotonoinons Kivsuvou nou anoppéouv and autd, o KAK oas napéxel 1o eykekpiuévo and tov EOD EknaiSeutikd YAIKO
TOU (PAPHAKEUTIKOU OKEUAOUATOS:

Deferasirox/RAFARM

To Eknaideutikd autd YAIKO Sev €xel kavéva NpowONTIKS Xapaktnpa Kal S1acPaiilel tnv opBh xpAcon Tou Gapudkou Kal n
81apkn NapakoAoUdnaon tns acPAAeIds Tou.

AneuBuvetal otous latpoUs kal Tous AcBevels kal nepINaUBAVEL:

1. MepiAnyn Xapaktnpiotikwv Mpoiévios

2.06nyé yia tov EnayyeApati a Yyeias (Ynelaka Stadéaiuog otoug xpriotec ZH2 otnv avtiotowyn epapuoyn)
3. ®UANO O8nyIdV Xphans

4.08ny6 yia tov AoBevni

01 08nyoi yia tov Enayyeauatia Yyeias kal tov aobevi anookonoUv oTnv eAaxIoTonoinon: a) tou Kivéivou opaipdtwv
(PAPHAKEUTIKAS aywyns Adyw evaAlayns HeTal eniKaAUPHEVWVY HE Aentd upévio Siokiwv Deferasirox/Rafarm kai
GAAwv okeuacpdtwyv deferasirox nou Siati@evral otnv ayopd oe S1aPopeTIKES PAPHAKOTEXVIKES HopPpEs (Siaonel-
popeva Siokia, Kokkia), B) Tou kKIv6Uvou un thpnons tns §ogoAoyias Kai Tns BIOAOYIKAS napakoAoudnons.

Zas uxaploToUPE €K TwV MPOTEPWV YIA TN CUVEPYATia Kal TN OUPBOAA 0as oTNV aoPAAn XOpNynon ToU OKEUAONATOS
Deferasirox/Rafarm.

To eknaISEUTIKO UNIKO, N Tpéxouaa MepiAnyn Xapaktnpiotikwy Mpoidvtos (MXM) kai 1o 1péxov UM 08nyIwv Xprons (OOX)
tou Deferasirox/Rafarm, eivai si1a6€aipa otnv iIotooehida tou EQQ: https.//services.eof.gr/human-search/home.xhtml.

Mnopeite enions va oapwaoete HEow Tou «EEUNVOU» KIVNToU 0as Tov Napakeipevo Kwdiké QR, yia va petaBeite
oTnV I0TOCENISA http.//www.eof.gr, yia tnv avaZhtnon EKNaSeUTIKWV YAIKWV Mpoidviwv AvBpwnivns Xphons.

Me Extiunon, ]

YneuBuvn @apuakoenaypui tp/ms

/

Pacoid lwdvva ,-U

"a nepatépw NANPOPOPIES NAPAKAAW EMIKOIVWVAGCTE HE TNV €TAIPEIQ:
RAFARM A.E.B.E, tnA.: #+30 211 1761723, e-mail: pharmacovigilance@rafarm.gr.




