@viro oonylov ypiong: Iinpoeopics ya Tov ypriotn

Zavesca 100 mg koyaxio,
pyAovotdrn (miglustat)

AP AOTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE AVTO TO

PaPROKO, OLOTL TEPLAUUPAVEL GNUAVTIKES TANPOPOPIES V1A GUG.

- DdoraEte avTd TO EUALO 0INYIDV YprionG. Towg ypelaotel va to duPfdcete Eava.

- Edv éxete mepautépm amopieg, pOTNOTE TOV YLOTPO 1) TOV QAPLOKOTOLO GOG.

- H ocvvtayn yio autd 10 pdppoko xopnynbnke amokAeloTKd yio oaG. Agv TPEMEL VO SDCETE TO
QAapuroKo o€ AAAoVG. Mmopel va Tovg TPoKaAEGEL PAAPT, KOO KO OTOV TO GUUTTOUATO TG
ac0éveldc Tovg sivort 101 e T, KA Gag.

- Edv mapatmpnoete kKamowo avemBOunTn evEpyela, EVILEPADOTE TOV YLOTPO 1] TOV POPLUOKOTOLO
c0G. AT 1oyvet Kot Yo KaBe mhovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV
@OALO oMYV Ypriong. BAéme moapdypago 4.

T epréyer To mapév pviro 0dNYLOV:

T elvai o Zavesca kot wota givon 1 ¥prion Tov

T péner va yvopilete mpiv mapete o Zavesca

[log va ndpete To Zavesca

[MBavég avemBounteg evépyeteg

[og va puidcoete to Zavesca

[epreydpeva g cvokevaGiog Kot AOITES TANPOPOPIES

ANl o e

1. T givan To Zavesca ko tovo, givar 1) (P61 TOV

To Zavesca mepiéyel n SpaoTiky] 0vGio, LyAOLGTATN 1 0ol OVIKEL G i OpLAd POPUAK®OY TOL
empedlovv Tov petafoiiopd. Xpnotponolgital yio ) Oepomeio SO0 mobncemv:

. To Zavesca ypnoipororeiton Yo 11 0gpaneio Tng Nmoc g péTprog cofapotnrac g
TUmov 1 véoov tov Gaucher cg gvijhkec.

¥t tomov 1 vocso tov Gaucher, pio ovcio Tov AEYETOL YAVKOGUAIOKEPUUIOIO OEV GTOLOKPVVETOL OTO
TOV OPYAVIGUO GOG. EEKIVA VO GUGGMPEVETAUL GE OPICUEVO KOTTAPO TOV CLVOGOTOMTIKOY GUGTILOTOC
TOV OpYOVIGHOV. ATOTEAEGLO AVTOL UTOpPEL va gival 1 SIOYK®GT TOL HTTOTOG KoL TOL GTANVOGC, 01
HeTaBoAEG GTO aipa KoL 1] VOGOS TV 0GTMV.

H ocvuvnbng Bepaneia g tomov 1 voésov tov Gaucher eivar 1) Ogpaneio vrokatdotacns eviopmy. To
Zavesca ypnoylomoteiton povov otav 1 Oepaneio vrokoTdoTaong VIOV dev EVOEiKVLTOL.

. To Zavesca ypnoipomorsiton exiong yio T 0pameio TOV EKPVAGTIKOV VEVPOLOYIKDV
CVUTTORATOV TG Vécov Niemann-Pick tTomov C 6¢ gvijAikeg Kon 6€ TaLoLd.

Edv éyete vooo Niemann-Pick tomov C, Mmidio 6nw¢ to yYAuKooPryyolMmidie GLGCOPEVOVTOL GTA
KOTTOPO TOL EYKEPAAOL GOC. AVTO UTOPEL VoL EMUPEPEL DATOPAYES GTIC VEVPOLOYIKEG AELITOVPYIEG,
OT®G apyN Kivnon Tov oeOuAU®OV, 1IGOPPOTIa, KOTATOON Kol VAN, KOOMG KOl GTAGIOVG.

To Zavesca dpa. avactéAlovtog 1o Eviupo «ouvhetdon tov yAvkocovAlokepadiovy mov givorl
VEVOLVO Y10 TO TPMOTO GTA10 TNG GVVOESNC TOV TEPLGGOTEPMY YAVKOCPLYYOMTIOI®V.

2. T pémer va yvopilete Tpv mapete To Zavesca

Mnyv napete To Zavesca

- o€ MEPIMTOOTN CAAEPYIOG 0T HIYAOVOTATN 1) GE OTOLOONTOTE AAAO OO TO GLGTUTIKG AVTOD TOL
QOPUAKOV (OVOPEPOVTOL OTNV TTAPAYPAPO 6).



IIposgidomou)cels Ko TPOPLAGEELS

AmevBuvieite oTov Y10TpO 1 TOV QOPLOKOTOLO GOG TPV TAPETE TO Zavesca
- €6V TAGYETE AMO VEQPIKN VOGO

- edv TacYETE AMO NTATIKY VOGO

O ywatpog oag O EKTEAEGEL TOLG TAPUKATM EAEYYOVG TPV KO KOTA TN StdpKeln TNG Bepaneiog pe
Zavesca:

- eEétaom TV veup®V 61O Ave Kol KATO GKpa Gog

- péTpnon TV emmedmv g Prrapivng Bia.

- TopoKoAOVONON TG avaTTLENG, eV gloTte Taudl 1} £pnPog pe voso Niemann-Pick tomov C
- TopaKoAovON o™ ToL aPlBUOD TOV pOTETOAM®Y

H aitiodoyio avtodv tov eAéyymv eivat 6Tt KATolol aoBeVEIS £Y0VV TOPOVGIACEL GUUTTMLOTOL
CULPUNYKIAGLOTOS) 1| LOVSLAGLLOTOG GTO XEPL0L KOl GTA OO, 1] ol LEIDGT TOL GMUATIKOD Bapovg
v émapvoy 1o Zavesca. Ot €heyyot Oo Bondncovy tov y1aTpd Gog Vo amopucicel Katd Tdcov Ta
CUUTTOUATA VTA 0peilovTal otV achéveld oag 1 o€ GAleg vITdpyovoeg mabnoels, 1| opeilovTal og
avemBounteg evépyeleg Tov Zavesca (Yo teplocdtepeg AETTOUEPELES, PA. Tapdypopo 4).

Edv &yete d1dppoia, o yratpds cog iowg cag {ntnoet va adddEete T dTtpopn] oo Yo vo Letmbei
TPOSANYT G0G 6€ AaKTOlN Kot vdaTdvOpakesg, OTmG 1 cokyapdln (Layopn amo Coyopokdiapo) 1 vo
unv wépete to Zavesca pali pe tpoemn, | Vo LEIMCETE TPOOSMPIVA TN 6OCT GOG. LE OPIGHUEVES
MEPMMTMOGELG 0 YIUTPOG UTOPEL VO GUVTAYOYPAPNGEL AVTIOOPPOTKE PAPUOKO OGS 1) AOTEPALLION.
[epurrmoeic vocov tov Crohn (o pAeypovmddng vocog mov ennpedlel To £viepo) £xovv avopepbei oe
acOeveic pe vooo Niemann-Pick tomov C mov éhafav Oeponeio pe Zavesca. Edv 1 d1dppoid cog dev
avtomokplel oe AT To LETPA, 1 OV EYETE OTTOLOONTOTE AAAT KOIALOKT EVOYANGT|, cLPovAELTEITE
ToV y10Tpd 00G. e TETOL0 TEPIMTMAN, O YIUTPASC GOG UTOPEL VO OTOPAGIcEL VoL d1e&dyel mEPAUITEP®
TAPOKAVIKEG EEETAGELG Y10 VO TPOGIIOPIGEL OV VITAPYEL GAAT OITIO TOV GCUUTTOUATOV GO,

O Gvdpec acbevelg mpémetl va xpnoyomotovy a&dmiotes Lefddovs avTicOAANYNG KaTd T d1dpkela
Kot €t 3 punveg petd and v ohokAnpwon g Bepaneiog pe Zavesca.

Howora ko £pnpor
Mnv divete awtd 10 PhppoKo og Tadid Kot pnpovg (nAtkiog kdtw Tov 18 eTdv) pe Tomov 1 voco Tov
Gaucher ene1dn dev gival yvootd €Gv €ival OTOTEAECUATIKO GE QUTY TN VOGO.

Alro pappoko ko Zavesca
Evnuepaote tov yuotpd 1 Tov popuokorold oo Qv Toipvete, EXETE TPOGOATA TAPEL 1] UTOPEL VO
TOPETE GALO QAPLOKOL.

Evnuepoote tov ylotpd cog edv Taipvete GAPLOKE OV TEPLEXOVY LULYAOVKEPAOT], TO OTTOLN
APNOHOTOLOVVTOL OPIGUEVES POPEC TAVTOYPOVA LE TO Zavesca. Mmopel va LEWOGOVY TV TOGOTNTA
TOV Zavesca GToV 0pYaviIGUO Gag.

Kbnon, Onraopdg ko yovipdtnta

Agv péner va mépete 10 Zavesca edv €loTe £yKVog 1| ov oKomevETE va petvete £ykvog. O yatpdg cag
pmopel va cag dMcel mepLocoTePES TANPoPopies. Evoom maipvete to Zavesca, mpémet vo
ypnowonoteite anoteheopatiky pEBodo avticLAANYTG. Mnv Inldlete evocw maipvete 1o Zavesca.

Ot dvopec acBeveic mpémet va ypMGILomolovy a&lomotes peboddovg avticOAANYNG Katd T didpKea
¢ Bepameiog Toug kat yio 3 puveg et v oAokAnpwon g Bepamneiag pe Zavesca.

Edv giote éyxvog 1 OnAdalete, vopilete 0TL umopei va giote £€yKvog 1 6YEO1ALETE VO ATOKTIOETE TODH,
{nmorte ™ GLUPOVAN TOV YLOTPOD 1| TOV PUPUAKOTOLOD GUG TPLY TAPETE AVTO TO PAPLLAKO.

O yNoN KL LEPIGROS PN AV LATOV
To Zavesca evdéyetar va cag tpokorésel {aAn. Mnv odnyeite 1 un yproLonoleite onolodnmote



gpyaieio | unyoviuata eav owobaveote (aan.

To Zavesca mepiéyel vaTplo
To papuaxo avtd mepiéyel Ayotepo amd 1 mmol vatpiov (23 mg) avd Koydkio, gival avtd Tov
ovopalovpe «elevBepo vatpiovy.

3. &g vo Tapete To Zavesca

[Tévtote va maipvete To PAPLOKO AVTO AVGTNPE GOUPOVE, LLE TIG 03N Yieg TOV YloTpov cag. Edv €xete
applBoliec, pmTAGTE TOV YITPO 1) TOV PUPLOKOTOLO GOG.

. I'a v 10100 1 véoo Tov Gaucher: "o tovg evidikeg, 1 cuviOng 660 gival Eva Koydxlo
(100 mg) tpeig popéc v Nuépa (Tpwi, peonuépt Kot fpadv). Avtd onuaiver pio péyiotn d6om
10V Kayakiov (300 mg) nuepnoing.

. I'a ™) véoo Niemann-Pick tomov C: I'a tovg evidikeg kot Tovg pnpoug (v tov 12 eTmv),
1 ovving 6601 etvor 0o kKaydkie (200 mg) Tpelg Popég TV NuEpa (Tpwi, peopéPt Kot
Bpdov). Avto onuaiver pio péyiom d6om &L kayoakiov (600 mg) nuepncing.

Mo moud1d nikiog pkpdtepng Tov 12 £TdV, 0 yiotpodg cag Ha Tpocapuodcet T 66on Yo T VOGO
Niemann-Pick tonov C.

Edv avtipetonilete mpofAnuata e toug veppois cogc, uropel va AaPete pikpotepn 06omn Evapéng g
Bepaneiog. O yotpog cag umopel va LELMGEL TN 360N 0ag, Y. o€ £va kKoydkto (100 mg) pia 1 600
(QOPEC TNV NUEPA, TNV TEPITTMGT] TOV VITOPEPETE ATO O1APPOL KaTd T Afyn Tov Zavesca (PA.
mopaypapo 4). O yotpdg cog Oo oag el 0G0 Ypovo Oa dapkéael 1) Oepaneia cog.

INa va aparpécere 10 KOWYAKLO:

LT - 5~
1. Awywpiote ota didtpnTo onueio

Tpapn&re micw 0 yopti kel OTOL VIAPYOLY PEAN
3. Yrpdéte 10 TPOIOV UEGA 0O TO AETTO POAAO

Mmnopeite va mapete 10 Zavesca pe 1 xopig Tpoen. Oa Tpénel va Katamieite OAOKANPO TO KOWAKLO LIE
éva motpt vepo.

Eav mapete peyoarvtepn 66on Zavesca amé TNV KOVOVIKN

Edv mapete mepiocotepa koydxio amd 0,TL cog £xel vroderydel, cupPovAievteite AUESHOS TOV YIOTPO
cag. To Zavesca &yel yopnynei og Khvikég dokipég o€ 066¢elg £og 3.000 mg: avtd Tpokdrese peimon
OV aplOHOD TV AEVKAOV ALOCOUIPI®MVY Kol AAAES avemBOUNTEG EVEPYELEG TAPOLLOLES LLE EKEIVES TTOV
TEPLYPAGOVTAL GTNV TOPEYPAPO 4.

Edv Eeyaoete va mapete To Zavesca

[épte t0 EMOUEVO KAWAKIO GTO GLVION XPOVO. MnV TthpeTe SITAR SOGT Y0l VO, AVOTATPDOGETE TN 000
nov Eeydoarte.

Edv otapoatioete va maipvere to Zavesca

Mn otapatiogte va maipvete To Zavesca xwpic vo £xete mpaTta supPovievtel Tov yotpd cog.



Edv éxete mep1ocdtepeg pmTNOELG OYETIKA LLE TN YPNOT AVTOV TOL POPUAKOL POTAOTE TOV YATPO N
TOV PUPLLOKOTOLO GOG,.

4. IMBavéic avemBounTeg evépyseieg

Onwg 6Aa To pApLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAESEL AVETIOOUNTEG EVEPYEIEG ALV
Kot 6gv Topovclalovtal 6 A0V TOVE avOPMOTOLG.

2oPopdtepeg avemBounTeg eVEPYELEG:

Mepwkoi ac0gveig iyav EKONADGEL KHVPUNYKIOGHO» 1] HOVOLUGIO GTO. YEPLY KO TO, TOOLY,
(rapovcraletan cvyva). Avtd pmopel va eivor onueia TEPLPEPIKNG VELPOTADELNG, TOV OPEIAOVTUL GE
avemBounteg evépyeleg Tov Zavesca 1 UTopel va opeilovtal o€ vapyovoes mabnoeic. O yotpog cog
B0 exTELEDEL PEPIKOVG EAEYYOVS TPV KO KATd T dtdpketa g Oepaneiog pe Zavesca yio va, To
a&oroynoet (PA. mopdypoeo 2).

Ed&v 0vtog ep@avicere KAmwowo and avTd Ta CUUTTONAT, TUPUIKILODIE GVUPOVAEVTEITE TOV
Y Tp6 605 TO GVVTONOTEPO dVVATO.

Edv gpgavicere Evav Eha@pd Tpopo, cuvndmg Tpepodriacne ot xEpra, coppfovievteite Tov
YwTpo6 6ag 10 cuvTouOTEPO duvatd. O Tpdog cuyva eEapavileTal, yopic va YpelooTel va S10KOWETE
) Oepameio. Mepikéc @opéc 0 YLoTpOg GOG UTOPEL VO XPELUGTEL VO, GOC LEIDOEL TN 6OCT 1| VOl SLOKOWEL
1 Oepamneio pe Zavesca yio Vo GTOUATIOEL TOV TPOLLO.

oA ovyvég: (evdéyetar va, ennpedlovv meptocoTepa and 1 ota 10 dropa)
O1 cuyvotepeg avemBOUNTEG EVEPYELEG Etvat d1ppotLa, LETEMPIOUOC (a€PLaL), KOIAAKO (GTOUOYLKO)
GAy0G, OMOAELL COUATIKOD BAPOVG KOl LEWOUEVT] OPEE).

Eav ydoete Aiyo copatiko Bapog katd tnv Evapén tng Oepameiog pe Zavesca, unv avnovyeite. Ot
avBpomol cuvBwg GTARATOLV VO, XAvouv BApog KaTd T cvvéyon TG Bepaneiog pe Zavesca.

Yuyvéc: (evoéyetal va emnpedlovv uéypt 1 ota 10 dtopa)

O1 ovyvég avemBounteg evépyeleg g Bepaneiog meptrapfdvovy keparolyia, Cain, TaparcOncio
(«popunyKiocpoy 1 HOOSLOCHM), U1 PVGLOA0YIKO GLVTOVIoUO, vTaictncia (Leltwpévn aicOnon aeng),
ovomeyia (kavco), voutio, SuLoKOIMAITNTO KOl EUETO, POVOKMOUA 1] OVGPOPIO TNV KOIALA (GTOMAYL)
Ko Opoppormevia (Letwpéva enineda apomeTarinv). Ta vevporoyikd copntdpata kot 1) Opopponevia
umopel va opeilovtal 6Ty vokeipevn voco.

AAlec mBavEC avemBOUNTEG VEPYELEG Elvan PDTKOT oTtacpol 1| advvapio, KOTwon, piyn Kot aicOnpo
Kakovyiog, KatdabAyn, Suokoiio 6TOV HITVO, ATMAEL PVIUNG Kot PElOUEVN oe&ovaiikn embupia.

210VG TEPIoCOTEPOLS aebeveils Tapovstalovtal pia N TEPIGGOTEPES OO AVTES TIC OVETLOVUNTEG
evépyeleg, ouvnBwg katd TV évapén e Bepameiog 1| TEPLOdIKE Katd T Sidpkela g Oepameiog. Ot
TEPLOCOTEPEG MEPMTMOCELG ELVOL EAAPPAG LopPT|g Kot e&apavilovTol apketd ypryopa. Edv kdmoa and
aVTEG TIG avemBvuNTEC eVEPYELeC TpokaAel TpofAnuata, cvpfovievdeite Tov yiaTpo cag. Mmopei va
UELDGEL TN 806N ToL Zavesca 1) VoL GLGTNGEL AAAL Papuake. yio vo, fondhicovy otov EAeyyo TV
AVETBOUNTOV EVEPYEIDV.

Ava@opd avemOounTOV EvEPYELOV

Edv napatnpioete kamowa avemBOunTn evépyeio, EVI|LEPAOCTE TOV YLATPO 1] TOV PUPLAKOTOLO
60G. AVTO oYVEL Ko Yo kéOe mhavi avemBountn evépyela Tov dev aVaPEPETAL GTO TAPOV PUALO
odnyumv ypnHone. Mmopeite emiong va avagépete avembOUNTeG eveépyeleg amevbeiog, LEG® TOV
EBvikov Opyaviepod ®opudakmv, Mecoyeiov 284, GR-15562 Xohapydc, AdBnva, Tni: + 30 21
32040337, Iototomog: http://www.eof.gr, http://www kitrinikarta.gr. Méow tng avapopdg
aVETBOUNTOV EVEPYEIDV UTOPEITE Vo fonONCETE GTI GLALOYT TEPIOGHTEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.



http://www.eof.gr/
http://www.kitrinikarta.gr/

5. &g vo pvrdccete To Zavesca
To @apuako ovTd TPETEL VO PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnoponoleite avtd T0 PAPUAKO LETA TNV NUEPOUNVIC ANENG TOV OVOPEPETOL GTO KOVTL LETA
v "EXP". H nuepounvia Aéng eival n teElevtaio nUEPA TOV UNVOL TTOV AVOPEPETOL EKEL.

Mn gpuAdooete og Ogppokpacio peyarvtepn tov 30°C.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVGNS 1| GTA OKLOK( aroppinpota. Potote tov
QOPUOKOTOLd GOC Y10 TO TTMG VO TETAEETE TAL PAPLLOKA, TTOL OEV YPNOLOTOolEiTE . AvTtd To péTpa Bo
Bonfncovv oty Tpootacic Tov TEPPAAAOVTOC.

6. Iepreydpeva TNG 6VOKELAGTUG KOL AOUTEG TANPOPOPIEg
T epréyel To Zavesca
H dpaotiki] ovoia sivor pryhovotdrn 100 mg.

Ta Ghro cvoTaTIKG givan:

Apvio xapPoéupedviiwpévo vatplovyo,
[ToPdévn (K30),

Moyviiolo GTeaTiko.

Zehativn,
Awo&gidio Tov trtaviov (E171).

Z10mpov o&gido pérav (E172),
Koppea Adxkag.

Epgavien tov Zavesca Kon TEPLEYONEVO. TS CVCKEVUGILOGS

To Zavesca eivar éva kayakio Tov 100 mg, Agvkol ypopotoc, ue v évoelln “OGT 918” tvmouévn
UE HOdPO YPDUO TAV® 6TO TOUA Kot TV £voeltn “100” turopévn e podpo YpMULO OTO GO
Kovti and 4 kaptédleg blister, kabepud and 11g onoieg mepiéyet 21 Koydakio TapéXovios Eva GUVOAO
84 xayaxiov.

Kéroyog Adcrag Kvkhogpopiac:
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Hopaockevaotic:

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

IMo omoladnmote TANPOPOPin GYETIK LE TO TUPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEIOTE VO
amevBuvbeite otov Tomiko avtimpdommo tov Koatdyov tng Adsiog Kvukhopopiog.



EA\rada

Janssen-Cilag @appokevtiki Movonpdownn
A.E.B.E.

TnA: +30 210 80 90 000

To mapdév evAro 0dN IOV Ypriong avabepOnke Yo Tedevtaio gopa Tov Oxtdppro 2024

Aemtopepeic TANPoPopieg Yo TO PAPHOKO AVTO givol S1BEGIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyaviopov @apudimv https://www.ema.europa.eu. Y mdpyovv eniong cOVOEGUOL PE AAAES
10TOGEAIOEG TOV AUPOPOVV OTAVIEG AoBEVELES Kou Bepameiec.



https://www.ema.europa.eu/
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