22 lavouapiou 2018

Muko@aivoAatn po@eTiA (MMF)/puko@aivoAiké o&u (MPA):
TPONONOINHEVEG CUCTACEIG YIA TNV avTICUAAnRWN

AZioTIpe EnayyeAparia Yyeiag,

O1 Katoxol Adsiwv KukAogopiag (KAK) (emiouvanTeral nivakag), 0 oup@wvia pe Tov Eupwnaiko
Opyaviopo ®appdkwv (EMA) kalr Tov EBvikd Opyaviopo ®apupdkwv (EO®) Ba nbsAav va oag
EVNUEPWOOUV avapopika Je Ta akdAouba:

MepiAnyn

e Ta diaBéoiya kAIvikG oToixeia dev unodeikvUouv au€&nuévo Kivduvo duanAaciov n
anoBoAng Ot MEPINTWOEIC KUMNOEWV, OTIC OMOIEC O NATepag AduBave @appaka e
HukogalvoAarn. EvrolToic, n MMF kal To MPA eival yovoTo&lka kal o Kivduvog Ogv
MMopEi va anokA&IoTEl NARPWG.

¢ 'OC0Ov agopd OToUG AvOpeG aoBeVeiG, OUVIOTATAlI Ol ACOEVEIG I Ol YUVAIKEG
oUvVTpOPOI TOUG va XpnoiponoloUv a&idomarn avrioUAANWn kaTta Tn OIapKela TNG
Bepaneiag kail yia TouAaxiotov 90 nuEPEG PeTa Tn diakonn Tng Bepansiac.

e O kivduvog via TIC YUvaikeg napapével apeTaBAntoc. Ta @Apuaka mnou MePIEXOUV
HUKo®aivoAaTn guveyxifouv va avTevdsikvuvTal O YUVAIKEG OE avanapaywyikn nAikia,
ol onoieg dev xpnoigonoloUv a&ioniotn PEBodO avTioUAANWNG. Ta OUYKEKPIPEVA
(dapuaka avTevdeikvuvTal €nNionNG O €YKUEG YUVAIKEG, €KTOC €dv Oev uNApxXouv
KaTAAANAEG EVAAAQKTIKEG yia TNV NPOANWN anoppIiyng Tou HOoXEUNATOG.

e [0 yuvaikeg o€ avanapaywyikn nAikia, npénel va XpnoliJonoligital TouAdyxioTov Hia
aioniorn pEBOJoG avTioUAANWNG npiv, Katda Tn d1dpKela Kal yia 6 €ROopadec PeTa
Tn diakonn Tng Bepaneiag. MpoTiyaral n xprnon duo peBAdwv avTioUAANWNG, woTdgo,
dev gival UNOXPEWTIKEG.

FevIKEG NANPOPOPIEG OXETIKA PE TO NTNHA ACPAAEIAq

H puko®aivoAdrtn, n omoia XPNoIKMOMNOIEITAl yia TRV NpOAnWwn andppiyng Tou HooxXeUNATOC, €ival pia
I0XUpPK TEPATOYOVOG 0UCia yid Tov avepwno, nou sival yvwaTo OTI NpokaAsi anoBoAEC Kal OUYYEVEIG
duonAacieg 6Tav XpnOIKMONOIEITAl OE £YKUEC YUVAIKEG. MeTall 45% kal 49% Twv NEPINTWOEWV £KBEONG
O£ MUKOQQIVOAATN OTR WATPA KataAfyouv oc anoBoAr, kal PeTa&U 23% kal 27% kaTtaAnyouv o€
duanAaaisg.

Enopévwe, Ta (APHAKA PE HUKOQAIVOAATN, TOGO N HUKOGAIVOAATn poeTiA (MMF)! doo kai To
HUko®aivoAlkd ofU0 (MPA), avTevdeikvuvTal Of YUVAIKEG Ot davanapaywyikn nAikia nou Jev
xpnoigonoloUv a&ioniorn peB0do avTioUAANWNG. H puko@alvoAdaTtn avTevdsikvuTal €MioNG O £YKUEG
YUVAIKEG, €EKTOC €av Oev uUNApXOUuv KATAAANAEG €eVAAAAKTIKEG yia Tnv npoAnwn andppiync Tou
pooxelpaTog. EnminpooBéTwg, anarrolvral apvnTiKEG doKIpaoieg KUNONG npiv and Tnv Evapén Tng
Bepaneiag (6Nwg NepypaPeTal oTiG NANPOPOPIEG NPOIOVTOG YIa auTd Ta Gapuaka).

KaTtoniv piag npoo@atng €1 Babog avaokonnong Hn KAIVIKOV Kal KAIVIKOV OeSOPEVWV OXETIKA HE
avopeg nou anokToUv naidia, svw AapBavouv Bepancia pe MMF kai MPA, o Eupwnaikdg Opyaviopog
®apuakwyv (EMA) éxel enikaiponolfoel TIC ouoTacelg Tou 2015 yia Tnv MMF kail To MPA 6cov a@opda Thv
npoAnyn Tng KUNoNG.

! H MMF eival npo@dppako Tou MPA




MNapa T0 yEYOVOG OTI N nogoTNTA TNG uun(mpmvo)\qu nou undapxel oTo onéppa dev EXEl kaBopIoTEi, Ol
unohoylopoi BAcel Sedoptvwy anod fea kaTadsikvUouv 0TI N JEYIOTN noooTNTA pUKO@aIVOAATNG Nou 8a
unopoUoE duvnTika va peTa@epBEi OE pia yuvaika gival XapnAn kai cival aniBavo va Exel onoladnnoTe
enidpaon. EvTOUTOIG, MENETEG OE {®a EXouV kaTadeiel OTI N HUKO®AIVOAATN gival YOVOTOEIKN OF

OUYKEVTPWOEIG UWNAOTEPEG and Ta BEPANEUTIKA enineda ékBeong OTOV 4vBpwno Kal CUVENWG dev Pnopei
va anokAEIoTEI NANPWGS O Kivduvog YOVOTOEIKOV eMmdpacewy oTad oneppaTika KUTTapa.

Eni Tou napovTog, O EMA ouvigTa oTi Ol geEoualika gvepyoi avOpES QoBEVEIC N Ol YUVAIKES oUVTPOQOI
Touc Ba npenelr va xpnmpononobv agionioTn avTioUAANWN kata Tn Oi1apkela TNG gepanciag Kar yid
TouAayioTov 90 NUEPEG HETA TN diakonn TNG puxowmvo)\émq.

H nponyoUHEVN oloTaon nou ava@épel OTI Ol avdpeC QOBEVEIS 9a npenel va XpNOIHONoIoUV
np0(pu)\aKT|Kc'J eminAéov TNG XPAONG HIAG 151aiTeEpa QnOTEAECHATIKAG avTicUAANWNG and TN yuvaika
oUVTPOPO TOUG ¢xel NAEOV apaipedEi ano TIg nANPOPOPIEG TOU npoiovTog, kabwg devV avTikaTonTpilel TO
eninedo Tou KIvaUvouU.

O1 kivduvol yia TIG YUVQiKEG napapevouv apeTapAnTol. O1 YUVQiKEG OF avanapaywyikn nAikia npénel va
)(pr\omononox'.lv TouA@yioTov pia afiomoTn HEB0D0 avTicUAANWNG npv and Tnv évapin, KaTta Tn
diapkeia kal yia 6 eBOOPADES peTa TN diakont TNG gepaneiag e uuxocpcuvo)\dm, EKTOC €AV N anoxn €ivai
n pEBodOG avTiIcUAANWNG Moy EXEI eniAeyei. EvrouToIG, npoTIH®VTAl duo cuun)\npmpoﬂxéq pedodol
avTioUAANWNG Yyia TNV g\ayioTonoinon Tou KIvBUVOU anoTuxiag Tne avTIcUAANWNG.

MpookAnon unoBoAng ava@opwv

MpookAnon yia avagopad smaldpsvwv/mﬂava)\oyo&yevwv aveni8uunTwv
EVEPYEIWV TOU @papuakou

o1 eTaipeieg F. Hoffmann-La Roche, Passauer Pharma GmbH, Specifar A Teva Company, Novartis
(Hellas) A.E.B.E. 6a néeiav Vvad unevBupigouv  OTOUG jaTpoug TN onuacgia NG ava@opag
n16avoAoyOUHEVWV aveniBuUNTWV EVEPYEIDV peTa and T Xpnon HUKOGAIVOAATNG, HUKO@AIVOAATNG
POETIA Kal pUKO(DGlVO)\IKOU fo}2:0e]s npokelpévou Vva S1eUKOAUVBED N GUVEXNG napakoAouBnon TNG

jcopponiag ocpé)\ouc,/mvébvou TwV NPOIOVTWV.

MapakaAeicBe va avaQEPETE OMNOIECONNOTE QVEMIBUPNTEG EVEPYEIEG napouaciafovral oTouG aoBeveig 0ag
o1 onoiol Aapfavouv npoiovra nou NEPIEXOUV puxocpalvo)\lxc'). Kata Tnv avagopa, napakaAeicBe va
napexeTe 600 TO 5uvaTov NEPIOOOTEPES nANPOPOPIES, cupnspl)\ouﬁcvouévwv T@V NANPOPOPIOV OXETIKA
WE TO 1aTPIKO |OTOPIKO, onoladnnoTe ouyxopnynaon aiiou (pappaxkou, Kadm¢ Kai TIg NUEPOHNVIES AwNS
Tov Qappakwy Kal gu@Aaviong TwV aveniBupnTWV EVEPYEIWDV. ynevlupilerar OTI Ol aveniBUPNTEG
gVEPYEIEG NOU oguvdgovTal HE TN xprion TwV npoidvTwy nou avagépovTal arTov napakaTtw nivaka
pnopolv va avapepovTal olpewva HE TO €BvIkO ouoTnpa auBopuUNTWV avaeopwyv OTov EOVIKO
Opyaviouo dappakev, Tuhua AvenibuunNTwVY EVEPYEIDV, HE TNV unoBoAn TNG KiTpivng KapTag Pe TOUG
€EMg TPONOUG:

. HAEKTPOVIKN unoBoAr TnG KiTpivng KapTag HEOW TNG |oTooeAidag Tou EO® http://www.eof.gr

. ‘Evrunn popen anooTOAR HEOW TayudpOHEIoy, aTeA®C, oTo TUAKA AveniBupnTwWV EvepYEI®V TOU
EO® (Meooyeiwv 284, 15562) TNAEQWVO enikoIvwVviag: 213-2040380 213-2040337.

. YnoBoAn HEOW ®A= oTo 210 6549585. EvaAAaKTIKa, Ol gnayyeApaTieq ToU Topgéa TNG
UYEIOVOHIKAG nepiBaAywng pnopouv va ava@pEpouV onoladnnoTe cofapn avemBupnTn  EVEPYEID
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niBavoAoyeitai
HUKOQaIVOAIKOU

OTI OYeTileTal

ME TN XPNon HUKo@aivoAdTng,

HUKOQ@AIVOAGTNG HOQETIA

ofgo¢ OTIC avTioToixeG¢ Movadsc ®appakosnaypunvnong:

Kai

Karoxog
‘Adsiag
KukAo@opiag

DApPHAKEUTIKO
npoiov

HAekTpovikn
AigBuvon

IoTtoosAida

Api18pog
TnAsgopoi-
otuniag

ApIBuOG
TNAEP®VOU

Roche
(HELLAS) AE

CELLCEPT
CAPSULE,
HARD 250MG
CELLCEPT
POWDER FOR
ORAL
SUSPENSION
1G/5ML
CELLCEPT FC
TABLET
500MG
CELLCEPT 500
MG POWDER
FOR
CONCENTRATE
FOR
SOLUTION
FOR
INFUSION

hellas.drugsafe
ty@roche.com

http://www.roch
e.gr/home/news
/contact/drugsaf
ety.html

210 61 04
524

210 61 66 100

Passauer
Pharma GmbH

MYCLAUSEN
CAPS
250MG/CAP
MYCLAUSEN
F.C.TAB
500MG/TAB

safety@pharm
assist.gr

210 65 611
2210

210 65 61 435

TEVA B.V., THE
NETHERLANDS

SPECIFAR ABEE

MYFENAX
CAPSULE,
HARD 250MG
MYFENAX
TABLET, FILM
COATED
500MG
MYCOPHENOL
ATE MOFETIL/
TEVA F.C.TAB
500MG/ TAB
MYCOPHENOL
ATE MOFETIL/
TEVA CAPS
250MG/ TAB
AXYMPA
GR.TAB
360MG/TAB
AXYMPA
GR.TAB
180MG/TAB

Safety.Greece
@tevaeurope.c
om

www.specifar.gr

211 88 05
107

210 88 05 166
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MYFETIL
F.C.TAB

MYFETIL

500MG/TAB

250MG/CAP

CAPS

Novartis MYFORTIC GR. | drug_safety.gr | www.novartis.gr 210 28 50

(Hellas) TAB

ANEBIE: 180MG/TAB com :
MYFORTIC GR.

TAB

360MG/TAB

eece@novartis. 590

210 28 28 812

SToIxeia EniKoIV@VIag Tng eTaipeiag

S& MEPINTWON MOU EXETE

NEPaITEPW EPWTACEIG T eMINPOOBETEG BIEUKPIVIOEIG, Kal avaloya HeE TO
(PApHaKEUTIKO Npoidy, napakaAoUpE ONwG €MIKOIVWVNOATE HE:

Karoxog Adsiag
KukAogopiag

Tunua Iatpikng MAnpo@oépnong

Roche (HELLAS) AE

Roche (HELLAS) AE

Tunpa IaTpikAg MAnpo@dpNONG

AAapavag 4 & AeAQp®OV

151 25 MapoUol, ATTIKN

TnA. +30 210 6166100

Fax. +30 210 6104524

TnA. 800 111 93 00 EAAGSa (5wpedv ypappn ENIKOIVGVIag)
TnA. 800 92 668 Kunpog (Bwpedv ypappn NIKoIVViag)

Passauer Pharma GmbH

YAS Pharma L.P.

Aew®. Kngioiag 120 & ®Aoiag 10
151 25, Mapouoi, ATTIKN

TnA. +30 210 6194170

Fax. +30 210 6194189

Specifar A Teva
Company

Tpnua ®appakoenayplnvnong
Aew®. Knpioiag 44,

15125 Mapouot, ATTIKM

TnA : +30 211 8805166

®af: +30 211 8805107

Novartis (Hellas)
AE.B:E:

Novartis (Hellas) A.E.B.E.
EBvikn 036¢ Nol, 12° xAp

144 51 MeTapopPwon

TnA. 210 2816415

Fax. 210 2850590

Email: medinfo.gr@novartis.com
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Me extipnon,
Ex pépoug Twy Kardxwv Adgiag KukAopopiag

2ansrdan

Zwkpdtng Kouholpng, Iarpixdg AicuBuvig, Roche (Hellas) AE

; ,,Sc\ ",g
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rewpyla KoAdyyn
Aieu8lvTpia ®appaxoenaypunvnong,
YnedBuvn ywa 8épata gappakoenaypinvnong (EU QPPV)

Passauer Pharma GmbH

Zévia MixafA
AeuBlivTpia ©appakoenaypunvnonsg

Specifar a Teva Company

-

LA L\ ASRY
EAévn Mnavid
Iatpikr ArcuBlvTpia
Specifar A Teva Company

Fpnyodpiog Poundnouhog, Iarpikdg Aicubuvrig, Novartis (Hellas) A.E.B.E.
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