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APXIKH ANADOPA ANEMIOYMHTHE ENEPTEIAZ EMKOINQNIA

KoAwonABate otV NASKTOOVLKY EGapoyr yLa TV aneudelag
QVapopa QUETIBOUNTWY EvEpYELWY oTov EOD. Av dev £xete
£yyppEL TIOPAKCAODLE QPLEWOTE Alyo aTo TO P00 0TC YLa
TNV £yypagn 00¢. META TV eyypagn o0 Lmopelte va
OUVBEDETE KaL VO CULTIANPWOETE TV NAEKTPOVLKT (OpUC
QVQIPOPQG QVETLBUUNTWY EVEPYELLV.
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Online access to suspected side-effect reports

On this website you can view data on suspected
side-effects, also known as suspected adverse —
drug reactions, for authorised medicines in the @ Search for a report
European Economic Area (EEA).
Search here for suspected

For centrally authorised medicines, access to .
Y ! adverse drug reaction reports

reports is granted both by the name of the
medicine or the name of the active substance.
For non-centrally authorised medicines, access is
granted based on the name of the active
substance only.

Please note: the drug treatment duration in the line listing of individual cases might be displayed in days although the reported drug treatment duration
was not provided in days but in another unit, We are currently working on resolving this issue.

Key information

o
How to report an ADR How to A The information on this website relates to suspected side effects |, i.e. medical events that
report a side-effect have been observed following the use of a medicine, but which are not necessarily related

to or caused by the medicine.
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ExTipnon aimétntag( causality
assessment)

BéBaio (Certain)

MBavo (probable/likely)

Auvato (Possible)

AtiBavo (Unlikely)

Y116 6poug /AtagivounTo (conditional/unclassified)

Mn a&loAoyrioipo/un Tagivounoiuo
(unassessable/unclassifiable)




Avixveuon a.€. oTIG BAoeIg dedOUEVWY QTTO TA
OUCTAMATA QAPUOKOETTAYPUTIVNONG

. 2NUO ao@aAgiag
. Eudravigilance database

. Vigibase




N A A A A S A A A A A A A A A A AR A A A A A A A A AR AN
B A AR AR ARAAA AR VPRI ASAF RSP EAAAR AP A VS PFAFA VPSP AR AP VTN

:ﬁdu-‘
Pharmacovigilance

Reporting Benefit-risk

assessment




AKpoywviaiol AiBol TNG EUpWTTAIKAG
QOPPAKOETTAYPUTTVNONG

MapakoAouBnon ac@daAsiag péow oulhoyng ICSRs

‘EyKaipn avixveuon Kai agloAdynon Twy onHaTwy
QoQAAEING

2 UVEXNG EKTIKNOT TOU OQEAOUG-KIVOUVOU HECW TWV
PSURs

A&loAdynon kai cup@wvia Twv RMPs
ACloAdynon ka1 cup@wvia Twv PASS
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ZTHN XOEZINH ANAD®OPA TOY AMEPIKANIKOY KENTPOY ANAD®OPAZ EAETXOY

KAI MTPOAHWHZ AZOENEIQN KATATPADETAI H MPQTH EMIMEIPIA AMO 14

EKATOMMYPIA EMBOAIAZMOYZ ANO MRNA EMBOAIA 2E ATOMA MEZHZ

HAIKIAZ 42 ETQN (15-104).

KATATPA®HKAN MEPINQY 7.000 ANEMIGYMHTEZ ENEPTEIEZ (5 ANA 10.000
EMBOAIAZOENTQN), ZTHN MAEIONOTHTA TOYZ (91%) HNIEZ, AHA.
MONOKE®AAOZ, AIZOHMA KOMNQO2HZ, ZAAH, PITH KAN. KAl 2THN
MAEIONOTHTA TOYZ ANADEPOHKAN AMO F'YNAIKEZ (79%) KAl META THN
AEYTEPH AOzH.

KATATPAOHKAN 62 ANAOYAAKTIKEZ ANTIAPAZEIZ (4,4 ANA EKATOMMYPIO
EMBOAIAZOENTQN), NOZOZTA MAPOMOIA ME THN EMMEIPIA OAQN TQN
YNOAOINQN EMBOAIQN (FPINMHZ, MNEYMONIOKOKKOY KAI EPMHTA ZQXTHPA).

ENINPOZOETA KATATPAOHKAN 113 ©ANATOI KATA ME2O OPO 3 HMEPEX META
TON EMBOAIAZMO KAI Ol 7 2TOY2 10 OANONTEZ HTAN ZE KAEIZTEZ AOMEZ
OINOZENIAZ HAIKIQMENQN.

AEN TAYTONOIHOHKE AITIOAONIKH ZYZXETIZH TQON OANATQN ME TON
EMOAIAZMO, META AMO EKTIMHZH THX AITIAZ OANATOY KAI TQN
NEKPOTOMIKQN EYPHMATQN.

Ol GANATOI AOOPOY2AN IAIAITEPA EYNAOH ATOMA ME KAKOHOEIEZ KAl
BAPEIEZ KAPAIATTEIONEO®PIKEZ NOZOYZ.

EFINE ANATQIr'H ME THN NMPO2AOKQMENH 2YXNOTHTA OANATQON ANA
EKATOMMYPIO A TON ZYTKEKPIMENO NMAHOYZMO ZE AYTH THN XPONIKH
MEPIOAO KAl EXOYME 78 ©ANATOYz2 2E KAEIZTEZ AOMEZ, ZE 2YITKPIZH ME 7000
MPOZAOKQOMENOYZ OANATOYZ ANA EKATOMMYPIO.



