OYAAO OAHI'TQN XPHXHYX: IAHPO®OPIEX I'TA TON XPHXTH

Asacol I'aotpoavOekTika diokia 400 mg
Asacol I'ootpoavOekTikd drwokio 800 mg
Asacol 500 mg Yno0eta

Meoaralivn

A0PacTE TPOGEKTIKG OAOKANPO TO QUALO 00NYLOV YP1ONGS, OLOTL TEPLEYEL TANPOPOPIES

7OV £IVOL ONUOVTIKES Y10 GO,

- ®vAa&Ete 0wTO TO EUAAO 00MY1OV XpNomNs. Towg ypetactel va 1o dofdoete Eavd.

- Edv égete mepartépw amopieg, poToTE TO YIATPO 1 TO QAPUAKOTOLO GOC.

- H ovvtayn ywo avtd 1o edapuaxo yopnynonke yuo coc. Agv mpénel va 0OGETE TO PAPHOKO
e GAAovc. Mmopel va Toug mpokaArécel PAGPN, akdpa Kot OToV TO CUUTTMOWUATE TOVG
elvar 01 pe ta dkd oag.

- Av dgv glote PEParog/n Yo OTIONTOTE, EMKOWVMOVNGTE LE TOV W0TPO N POPUOKOTOLO GOG.
Avto meprhapPavel mbaveg mopevépyeleg, mov dev mephappdvoviar 6to mopdv UAAO
oonywov. BAéne eniong mapdypaeo 4.

Ti ntepréyer avTd TO VAL 00N VIOV

T elvar o Asacol kou oo givon 1 gpnom tov

Ti npémel va yvopilete mpv mapete to Asacol

[Mog va mépete o Asacol

[T0avég avemBOunteg evépyeleg

[Mog va puAdooetal To Asacol

[Mepreydpeva g cvokevaciog kot AAAES TANPOPOpPiEg

o hswhE

1.Tv givar To Asacol ko mora givar 1 yp1on 10V

To Asacol mepiéyet ) dpactikn ovcio pecaralivn, £V OVTIPAEYLOVAOIES PAPLLOKO, TTOV
YPNOUOTOIEITOL Y10l TV OVTILETAOTIOT TNS YPOVIAG PAEYUOVAOOOVS VOGOV TOV EVIEPOL
(eAK®OONG KOAiTIC, VOG0G Crohn’s) 1660 Yo TV TpOKANGN OGO Kol Yid T ST pnon g
VOEONC.

H gpoppaxoteyvikn popen t@v vmdbetmv evosikvutal 6€ TEPIMTAOGELS, OTIS OTOIEG 1) VOGOG
nepropiletarl 6to 0phHO Kot TO GIYHOEEC.

2. Ti mpéner vo. yvopilete Tpry mapete 10 Asacol

Noa pnv napete To Asacol

- e mepintwon adrepyiog oy pecoralivn 1| o€ 0TO100MTOTE GAALO GLGTATIKO TOL
Qoapuakov avtob (PAEre Tapdypapo 6).

- e mepintwon wov £xete aAlepyia 6TO GOMKVAMKA (1., Aomipvivn).

- Y mepintwon mov £xete GoPapn NTATIKY] AVETAPKELQ.



- e mepintwon wov £xete coPfapr) VEPPIKN OVETAPKELQL.

IIposgidomonjoeic kKot TpoPuAdieis- Iowaitepn mpoocoyn pe ™ pecaralivn:
Emikowvmvnote pe tov yiotpo cog mpv mhpete/ypnoipononoete 1o Asacol v €yete
OTOLOONTTOTE 1TPIKY TAON oM N VOGO, 10104TEPQ EAV EXETE:

- OTO10ONTOTE TPOPANUOTA LLE TOVG TVEDUOVEG, T.Y. ACOLLL.

- elyate alhepyio o covApacaralivn 6to TaperBov.

- elyote TOTE OAAEPYIKES OVTIOPAGELS TNG KapOLdg Gag OTwg ivat 1) AEYLOVY TOV
Kapdlokov P 1 tov mepkapdiov. Edv eiyote oto mapeABov vroyio emaydpevaov amod
pesoralivn aAlepykdv avtidpdoemy oty kapdid cogc, dev Tpénel va mdpete To Asacol.
Mmnopeite va mdpete to Asacol pe mpocoyn edv giyate oto mapeAbOV oldepykn
avTidopaon TG Kapolds mov dev TpokANOnke amd ™ pecaralivn.

- Edv eppavicate moté oto moperbov coPapod deppatikd eEdvOnua 1 aro@oAidmon tov
dépratog, AOKTAVEG KoM GTOMATIKG EAKN HETA T Ypron pecaralivng.

Edv éxete €hog otopdyov 1 tov gviépov, unopeite va tapete 10 Asacol pe mpocoyn).

Me ) ypnon pecoralivng evoéyetat va dnpiovpyndodv TETpeg GTOVS VEQPOVG. XTa
cuumTOUATO PTopel va TepAapPavovTal GAYOS 6Ta TANIVA TNG KOWAIOKNG YMPOS Kot aipo oTol
oVpa. Katd ™ dugpketa g Bepaneiog pe pecaralivn epovtiote va wivete emapkr mocoTn T
VYPOV.

Koatd ™ Oepancio pe pecaralivn éxovv avapepbel cofapég deppatikég avembounteg
evépyeteg, peta&d tov omoimv chvdpopo Stevens-Johnson kot to&ikn emdepikn vekpolvon.
Ed&v mapoatnpnoete 0motodnmote cOUTTOW TOV oYETICETOL e TIG COPOPES SEPUATIKES
aveETBOUNTEG EVEPYELES TTOV TEPLYPAPOVTOL GTNV TOPEYPAPO 4, GTAUATIOTE TN YPNON TNG
pecaralivng kot avalntnote dueca 1atpiky| fondeia.

"EAgyy0l TOV NTATOS, TOV VEQPAOV KOL TOV UILATOS GUS

[Tpw mhpete 10 Asacol kan katd ™ drdpketla g Bepamneiog, o yiutpodg cag pmopet vo embopet
Vo 60,G TAPAKOAOLOETL KATA KOpOLG Yia va EAEYEEL OTL Ae1TOLPYOVY COGTA TO IO, OL VEQPOL,
TO oLl Kot O1 TVEDOVES GO,

AwoKio ot KOTpavo,

"Exovv vrdpéel AMyeg avapopéc aképatmv S1oKiwv oTo KOTPpava. AVTo Tov QaiveTol ™G
axépato dlokio pmopet eviote va givor vroAeippata g emtkdAvyng tov diokiov. Edv
TapoTNPEiTOL GLYVE d1oKi 1) KEADPN SIoKIMV GTO KOTPOVA GOG, TPENEL VO GLLPOVAELTEITE TO
YTpo GoC.

Howowa kar Eenpor
To Asacol cuvictdton pdvo og ypron o€ Tadld nAkiog 6 eTdv Kot dvo.

Allo @appoka Kot 1o Asacol
Evnuepdote tov 10tpd 1 popuoKonold 6og 0V Taipvete, THPATE TPOGPOTO 1 LITOPEL vaL
ThPETE OMO0OMTOTE AAAO PAPLLOKO, Wl0iTEPD TO EENG:



- OApoKe TOV PHELOVOLV T OPUCTNPLOTNTO TOV CLVOGOTOTIKOY GUOTALATOS (7).
alablompivn 1 6-pepkamTonovpivn 1 Betoyovavivn)
- Odppoko Tov epmodilovv 10 oynuoTicpd Opoupwv (avTnKTkd, m.y. Papeapivn).

Xpnon tov Asacol pe TpoPEég Ko ToTd
H katavdiwon tpoeng, mot®mv kot ahikodA dev mapepfaivel otn xpnomn tov Asacol.

Kinon, Onlaopoc kat yovipotnto

Edv elote éyxvog 11 InLalete, motevete OtL umopet va glote £yKvog 1| Tpoypoppatilete va
amoktnoete £va moudi, angvBuvleite otov 10Tpd 1| TO PAPUOKOTOLO GOG Yo GLUPOVAES TPV
TOPETE TO PAPUOKO QVTO.

Oonfqynon ko yprion pnyoevav To Asacol Exel apeAntéa enidpacn oTNV IKOVOTNTO 00NYNONG
KoL YEPIGHOL pnyavnuatwv. Evtovtolg, edv ennpeacbeite kab' otovonmote 1pomo, v unv
odmnyeite N xepileote unyovniuoTo.

To Asacol wepiéyel yorhoktooakyapo (Aaktoln)

O1 acBeveig mov €govv dvoavesio 6tn AMKTOIN Tpénel va onpel@covy o1t Ta dtokior Asacol
TePEXOLVV pia pkpn mocoTnTo AaKTOlNG. Ze mEPIMTMOT oV 0 YTPOS GOG GOG £XEL TEL OTL
éxete kamota dvoavelio oe Gakyapa, EMKOWVOVNGTE Holl TOV TPV TAPETE OVTO TO PAPLLAKO.

AVt 10 Phppaxo mepiEyel Arydtepo and 1 mmol vazpiov (23 mg) ava povade docoAoyiag,
onA. Etvar ovclaotikd "ehevBepo vatpiov”.

3. Ilog va mapete To Asacol

[Tévtote va malpVETE TO PAPLOKO OLTO CVGTIPA COUPOVO LLE TIG 00T YIES TOV Y1UTPOD GOG.
Edv &yete appiforiec potmiote 10 yatpd Gog.

Awokio:

To Asacol npénet va AapPaveton mptv and ta yevpato. To eapuoko avtd Tpénet va
KatamiveTton OAOKAN PO KoTd Tpotipnon pe Atyo vypd. Ta diokia dev mpémel vo pacovTal,
Opintovion N oméve Tptv TV KATATOOT).

Evijlikeg

Lo v wpoxAnon veeons, mpémet vo, yopnynBoovv 2,4yp. wia popd. v nuépa. 1} oe O10PEUEVES
000€IS TO OTT0l0, EQV amaITeITAL, UTOPEL VO pTAToVY ato. 4,8yp/nuépo. ae e5ioov KaTaveunuéves
000¢IC.

Loy datnpnon e vepeons 1,2yp. wgs ta 2,4yp./nuépa.

Ta dioKio Tpémel Vo, KaTamivoval 0AOKANpa kol va. unv uoocwvtor ) Opdrrovrar. 1o koldtepo,
OTOTEAEOUOTO, TO. O1OKIOL TIPETEL VO AGUPAVOVTOL TIPLY OO TO YEDUOTOL.

Moudd nAikiog 6 eTdv Kot Gve
Agv vtdpyetl IKAVOTOMTIKN TEKUNPIOGCT TS OMOTEAEGLATIKOTNTOS oTa Todtd (Awkiog 6-18
ETAOV)




[TpoxAnom veeong: IIpocsdiopileton pe Baon Tig atoukég avaykes, Eextvmvtag amd ta 30-
50mg/kgmuépa o drapepéveg d6oe1g. Méyiotn 60om: 75mg/kg/muépa o€ dStoupepuéveg
d0oelc. H ouvolikn 06om dev mpémel va vepPaivel T HEYIGTN 0061 GTOVS EVIAIKEG.
Awamipnon g veeong : Ilpocdropiletar pe Paon T1g atopukég avdykes, Eekvavtag amd To.
15-30 mg/kg/muépa o drapepéveg 06c€1g. H ouvolikn d6om dev mpémet vo vepPaivetl
HEYLoTY 000T GTOVG EVIAIKEG,.

['evikd cvuviotdtal ot Tadd va diveton 1 on 6061 Tov EVAAIKA HEYPL TO BAPOG CMOUATOG
twv 40 kg, kol va yopnyeitot 11 Kavovikn 6001 Tov eViAKa 6€ Tondtd Bapovg dve tov 40 kg.

YnoOeta:

Odnyies ypiioews

No pnv kotoanivere To vro0eta ocag. [Ipémel va eiodyoviot 6to 0pho.
Ot TOPOKATW TANPOPOPIES GOS EVIIUEPDVODY TG EIGAYETE VO, DTOOETO:

Kevaote 10 évtepo (edv givar amapaitnto) Kot TAOVTE TO XEPLOL GOC.
AmopakpOveTe TO TAAGTIKO TEPITOALY L 0td TO LILHOETO.
2toBeite og Pabv kdbiopa 1) Avyiote Tpog Ta epumpdg.

A

Molokd aALG oTabepd Totobetnote T0 VTOOETO — e TPDOTO TO EMIMESO AKPO — 6TO 0pHO.
Edv elvar amapaitnto, vo Mmavete 1o Akpo Tov vTofETou pe MIavTiKo.

[TAOveTe KoL T XEPLOL GOG.

[Ipoomadncete va amo@OYETE TNV APOSELON EML TOVAGYLIGTOV M0 MPOL LETA TNV EICAYOYN
ToV VToBETOL

o o

H ocovietouevny éoon givar:
Evilixeg (cupumeptAa i fovoiévev Tov NAKIOUEVOVY)
Téooepa vtoBeTa TNV NUEPA GE SLOPEUEVES OOGELC.

Xpijon o¢ mouodid kai epijfovg:
Agv VTapyEL OPKETY EUTELPTIO KO TEKUNPIOGT TTOV VO, SETYVEL TNV OMOTEAECUOTIKOTNTO, TOL
QOPUAKOV € Tod1d Ko provug.

Eav mapere /ypnowpomonjcete peyoivtepn d0on Asacol amd tnv Kavoviki
Edv mépete nepiocdtepo Asacol amd 660 mpémel 1 av KoToavohdOnKe amd modi,
EMKOVOVTOTE AUECOS LLE TOV YI0TPO GUG.

TnA.: THAEOQONO KENTPOY AHAHTHPIAXEQN 210 7793777

Edv xatdmoarte éva vro0eto ‘Asacol’ 500 mg katd Ad0og
[Tieite TOAD vepPO KO EVIUEPMOTE AUECHS TO YIATPO 1] TO TULLOL EXELYOVTOV TEPIGTOTIKMDY

evog voookopeiov. Tdpte ) cvokevacio vtokALGHoV pali cog.

Eav Egyaoete va ypnoporomoste 10 Asacol



Edv Eeydoete va mapete pia 0001 T GOGTH OPA, OTAG YPNOUOTOGTE TV EMOUEVT] OOGT
060G, KavoviKa. Mnv SumAactdleTe TIg OCELS Y10 VO AVATTANPOCETE Y10, T1] 00GT TOV
TOPOAEIYOTE.

Eav otopatioete va ypnoiponoreite To Asacol

Noa unv otapatinoete va taipvete 1o Asacol ywpic TpMTO Vo ETIKOIVOVICETE LLE TOV Y10TPO
coG aKoun kot av oroddaveote Kahvtepa. Edv €xete mepartépm amopieg yio ) ypnon Tov
TPOIOVTOG AL TOV, POTNGTE TO YTPO N TO POPUOKOTOLO GOG.

4. IIBavig avemBOUNTES EVEPYELES

Onwc 6ha To pApUAKA, TO PAPLOKO AVTO UTOPEL VoL TPOKOAEGEL OVETIOVUNTEG EVEPYELEC OV
Kot dev Tapovctdovial e OAOVG TOVS AVOPOTOVG.

"Exovv avapepBel avemBounteg evépyeleg mov mpocsPaiovy cuykekpiévo dpyava To omoio
glvat 1 Kapdid, ot TVELLOVEG, TO NITAP, OL VEPPOL, TO TAYKPENS, TO OEPLUA KOl O VITOSOPLOG
1610G,.

e Edv mopatnpnioete 0mo10010TE 0O TO. TOPUKATO CUUTTONOTA,
OTOROTIOTE T1] (PN GT TNG nEGAAALIvG Kol avalnTN6TE AUEGA LOTPLIKI)
BonOsia:Kokkivonéc, eninedeg 6Toy0€10€1g 1] KUKAMKEG TAAKEG GTOV KOPLUO,
GLYVA e PAVKTOLVEG GTO KEVTPO, ATOPOAIOMOT| TOV OEPUATOG, EAKN GTO
otOUa, TOV EapLYYa, T PLOT, TO YEVWWNTIKA Opyove Kot Tt pdtio. Tlpv amd v
EKONAMOT QVTOV TV GoRapav deppotikdv eEavOnudtov propet va mponynoei
TUPETOG KOL YPITOIN GCUUTTMOUOTOL.

o Av avantdgete aveEnynToug LOAOTES (Y0Pig TPAVUATIGHO), apoppayio KAT® amd To
dépLa 060G, TOPPLPEG KNAOEG 1) TAAKES KAT® 0mtd TO dépa oag, avapio (acbdaveote
KON, advvopio kot elote ®ypol, Waitepa £xete ®YPOTNTA OTA YEIAN, TAL VYL KO
070 E6MTEPIKO TOV PAEPAP®V), TLPETO (LYNAY Beppokpacia), TOVO 6To Adipd 1
acvvnOeTn aoppayia (.y. cpoppayio amd T poTn).

O apoakdto avemBounteg evépyeleg £xovv avapepHel oTIg KATA TPOGEYYIOT GLYVOTNTEG TOV
mopotiBevrat:

Asacol diokia 400 mg /800 mg

Yoyvég

- eEavOnua

- dvomeyia

Mn ovyvég

- TLPETAC.

- VYNAOGS apBUdg AEVKADV OLOCOUPIMY TOV OVOUALOVTOL NOGIVOQUAAL KOKKIOKVTTOPO
- aicOnom popunkioong, voypov Kot opodiog

- Kvidmon, eayodpa 6To dEPUA

- Bopakikd aAyog.

Yraviec:

- KeQoAoAyia

- Can



QAEYLOVT| TNG KapOLdG pe onpeia 0TS TOVog 6To Bmpaka 1) aicOn o TaAu®V

dppota, TOVOS TOL GTOUAYOVL, 0épto. (LETEMPIGUAC), aicOnua SuoPOPIag TOL GTOWAYOV
LLE ETITOKTIKN OVAYKT] Y10l EUETO KO EUETOC.

AvEnuévn evacOncio tov dEpHOTOG GTOV MAO KOl TNV LIEPIOON  oKTvOPoAia
(pwtogvarcOnacia)

oAb omavieg

cofapn Hel®ON TOV AUOCPUIPIOV, TOV UTOPEL VO TPOKOAESEL 0dVVApID, LOAMTEG 1} VO
KOTOOTNOEL TOAVOTEPEG TIG AOWUMEEL, YOUNAG emineda opooceopiov, pel®orn Tov
aponetoAmv pe avEnon tov Kvdvvou apopporyiog

aAAEPYIKES AVTIOPACELS OGS eEAVOM UL 1] OEPLOATIKES EPVYEG

TupeTOC mOv Topotnpeiton 660 Taipvetar 10 Qdppoko Ko e&agpavietor OtOV TO
QAPLOKO OLOKOTTETOL (POPUOKOYEVIC TUPETOS)

vOGOG TOL OVOGOTTOMTIKOY GLGTHILATOG TTOL UTOPEL VoL TPoSParel dpyava Kot apOpdOCELS
EAKOONG KOALTIO, pe TPOGPOAT OAOKANPOV TOL TTAYE0G EVTIEPOL

naboroywkd M Befapnuéva vevpa Tov TPoKaAoDV aicinon atumdiog N pupUNKiooeng
vOGOC TV TVELUOVOV (EUPAVION OVAMV GTOV 10TO0 TOV TVELUOVAV, OAAEPYIKN
avtidpaon) pe ocvvémelo ovomvola M €UPOEG KOl GLALOYN LYPOV GTOLG TVEVLOVEC,
nvevpovia, Pryog

QAEYLOVY] 0TO TAYKPENS (CLoYETIETOL [LE TTOVO GTNV (VM KOIALOKT] YMDPO KOl GTNV paYN
Kot aicOnpo adtabeciog)

naforoywd amoteléoparta e€etdoemv TG Asttovpyiog Tov Nratog, nratitida (PAeyLOVI
TOV NTOTOG TOV TPOKAAEL YPUTMOT GUUTTOUOTO Kot {KTEPO)

poikdg movog | THvog oTig apBpdoelg

TPYOTTTOON

Swtapayéc TV veppov (Ommg EAEYUOVI KOl CYNUATIGUOS OLVADV GTOLG VEQPOVG),
VEQPIKY OVETAPKELX, 1) oTtoia pmopel va elvan avaoTpéyiun €av 1 Bepaneio dwakonet og
TPAOLO GTAOLO0

avaoTPEYIUN HEI®ON TNG TOPOY®YNG CTEPUOTOG

Mn yvoot) cvyvotnta:

- AwTopoyn Tov 0VOGOTOMTIKOV GUGTHLATOS (GUVOPOLO TPOGOUOLALoV e ADKOV) TOL
pmopel vo. TPOKOAEGEL GAEYUOVI] TOL TEPIKOPIIOV 1 TOV VUEVOV YOPp® Oomd TOLG
TVELHOVEG Kal TNV Kapotd, eEavOnpa kaun movog oTig apfpmaoetg

,OAEYLOVN] TOV LEUPPOVOV TN TAEVPIKNG KOIAOTNTOG TTOL TEPPAAEL TOVE TVEDLOVEG
(TAevpition)

TETPEG GTOVG VEPPOVE KOl GLVAPEG GAYOC 6TOVG VEPPoLS (PA. emiong Tapdypapo 2)
dvoavetia otn pecaralivn pe Hepkés pOpEG TNV EMOEIVOON TNG LITOKEIREVNS VOGOL
anmAe Bapovg

U1 QLGLOAOYIK( OTOTELECLATO GTIC EPYUCTNPLUKES EEETACEL.

Asacol 500 mg Ynobeta:
Yraviec:

Kepahadyio
Gén



QAEYLOVT TNG KaPOLAG e onpeia OTwg TOvog 6to Bdpaka 1 aicOnue TaAL®Y
olappota, TOVOG TOV GTOUAYOV, aépta (LETEMPIGIOG), aicOnuo duvcpopiog Tov GTOodY OV
LE EMITOKTIKY OVAYKT] Y10 EPLETO KO EUETOC.

oAb omavieg

cofop1| HEI®ON TOV APOCPUIPI®Y, TOV UTOPEl Vo TpokaAEcEL advvapio, HOAOTES 1 VO
KOTAOTNOEL TOOVOTEPES TIC AOWMMEELS, YOUNAGL emimeda oapooceoipiov, peioon Tov
apoTETOAI®V e avENOT TOV KIvOOVOL arpopporyiog

OAAEPYIKEG OVTIOPAGELS OTMG EAVOM LA 1] OEPLOTIKEG EPVYEG

TUPETOHS TOV TOPATNPELTOL OGO TTaipveTal To PApPHOKO Kot e&apavileTtor OTav TO APUAKO
SloKOTTETOL (PUPUAKOYEVIC TTUPETOG)

vOGOC TOL BVOGOTOUTIKOD GUGTILLOTOG TOV UTOPEL Vo TPoGPAaiel Opyava Kot apOpdoELS
EAKOONG KOAITION, LE TPOGPOAT OAOKANPOV TOL TAYE0G EVIEPOV

naforoywcd 1 Befapnuéva vevpa Tov TpokaAovV aicOnon apwdiog 1 popunkioong
VOG0G TV TVELUOVOV (ELPAVICT] OLVADV GTOV 10TO TMV TVELUOV®V, GAAEPYIKT OvVTIOpAOT))
pe ovvemela 00VGTVola 1) ERPOEG Kot GLAAOYT VYPOV GTOLG TVEDUOVES, TTVELHOVIM , P0G
QAgyHOVI 610 TAyKpeag (cvoyetiletan pe TOVO oTNV Gved KOWMOKN YOPO Kol GTNV payn
Kot aicOnuo adtfeciog)

naforoywd amoteléopata e£eTdoe@V NG Aettovpyiag Tov NIATog, Nmatitdo (PAeyOoVn
TOV NTOTOG TOV TPOKAAEL YPITMON GCUURTMOUATO Kot IKTEPO)

TPYOTTOON

HLIKOC TOVOG 1) TOVOG GTIS apOpDGELS

dwTapayés TV VEQPOV (OTWG GAEYUOV] KOl GYNUOTIGHOG OLVAMV GTOVG VEPPOVG),
emPapuvon g veppikng Aettovpyiog,

avaoTPEYIUN HElON TNG TOPAYWYNG CTEPUATOC

Mn yvoot) ovyvotnTa:

TETPEC GTOVG VEPPOLS KOl GLVAPESG GAYOG 6ToVg vePpovg (BA. emiong mapdypapo 2)

H a&ohdynon tov avemBountov evepyeldv Paciletol 6T TapaKAT® cuVOTNTES:
2uyvég, umopet va mopatnpnbodv oe 1 ota 10 dropa

Oyt ovyvég, umopel va mapoatnpnbovv oe 1 ota 100 dropa

Xrdvieg, uropel va mapatnpnbovv o éo¢ 1 ota 1.000 dropa

[ToA¥ omdvieg, uropet va mapatnpnbovv og ém¢ 1 ota 10.000 dropa

Oyt yvooto: n cuyvotra dev pmopel va extiun et pe Baon to vdpyovro dedopuéva

Ava@opa avemOopunNTOV EvePYELOV

Ed&v mopovcidcete omoladmote mopevEPYELD, ETIKOIVOVIOTE LE TO Y1IUTPO 1] POPLOKOTOLO
caG. Avtd meprhapPdvel mBavég mapevEPYELES, TOL deV TEPIAAUPAVOVTOL GTO TOPHY PUAAO
oonywwv. Mmopeite va avapépete T1g avemBounteg evépyeleg emiong otov EBvikog
Opyaviopog @apudkov Mecoyeiov 284, GR-15562 Xoiapyog, AGnva, Tni: + 30 21
32040337, Iototomog: http://www.eof.gr http://www kitrinikarta.gr. Me v avagopd tov
avETBOUNTOV EVEPYELDV, BonBdTe GTN GLYKEVTPMON TEPICTOTEP®V TANPOPOPLDV CYETIKA
LE TNV 0CQAAELD TOL POPUAKOL OLTOV.

5. llog va guAadooetar To Asacol



Na puAdoceton 6e pépn mov dev 10 POAVOLV Kol dev T0 PAETOVY Ta Tadd. Ta diokia kot Ta
voeTA VO PUABGGOVTOL GTNV OPYLKY] TOVG GLOKELOGIO TPOGTATEVUEVA OO TNV VYPUGIN Kot
o€ Beppokpacia oyl dvo tov 25°C. Na unv arobnkevete to vwodeta 6to Yoyeio 1 v
Katoyoln.

No unv moipvete 10 @ApUOKO oVTO HETA TNV NUepounvia AEE®S TOL AVAPEPETAL OTN
ocvokevacia blister kot 6to yaptoévi petd v "Huepounvio AnEemg" 1 "AHEH" ot popon|
MM.EEEE (unvog - £10c). H nuepounvia AMéng etvar n tedevtaio nuépa Tov pva mov
OVOQEPETOL.

Noa unv amoppintere @appaKo 6To vepd TG AMOYETELONG 1) TA OIKLOK( OTTOPPILLATOL.
Pomote 10 opprokonold cog TG Vo amoppinTeTe To PAPUAKO TOV OEV ¥PELALoVTaL T
Avtd ta pétpa Bo fonbncovv oty Tpoctacic Tov TEPPAAAOVTOG.

6. [lepreydpeva TG CVOKELUGLOS KOl AALES TANPOPOPIES

Ti ntepréyer To Asacol
H dpaoctikn ovcia eivor n pesoralivn.

Kdabe yaotpoavhektikd drokio nepiéyet 400 mg (Siokio Asacol 400 mg) 1 800 mg (diokio
Asacol 800 mg) pecaralivne. Ta vrorowta cvotatikd gival: lactose monohydrate, povidone
E1201, sodium starch glycolate, talc E 553b, magnesium stearate, triethylcitrate, talc E553b,
yellow and red iron oxides E172, methacrylic acid—methylmethacrylate copolymer 1:2,
macrogol 6000.

To kd0e vr60eto mepréyel 500 mg pecaralivne. To dAho cvuotatikd elvar: Xxinpd Almoc.

Ep@avion tov Asacol kon mepreyopeva g ovokevaciog owokio Tov 800 mg :
epLOPOHYPOLL OC KASTAVOYPOLLO ETUNKY oKl e YVOAMOTEPT MG pat emtkdAvym. Tao
dwokio cvokevdlovtal og tavieg blister v déka S1oKiwV, Kol OVTEG GE YAPTIVT] GLGKELAGIN
60 dokiov.

owokia v 400 mg : epuOpdYPOLL MG KAGTOVOXPMUO ETUNKT S1oKi0 LE YOOMOTEPY] £1G
pot emkaAvyn. Ta diokia cuokevalovrol o Tawvieg blister Tmv déka diokimv, Kot oVTEG G
xoptivn cvokevacio 30 diokiwv.

Yno0eta: vrdbeta oe oo Topmiing e avolkto ykpilo/kaee xpduo. Xvokevdlovtal o€
emkaivppéveg tovieg arovpviov PVC/molvaBuieviov tmv 5 vrofétwv cuokevooéves oe
éva eEOTEPIKO OKANPO YopTOVL TOL TTEPLEYEL 20 VITOOETO.

AdLeS QUPNOUKEVTIKEG O0COLOYIKEG HOPPECS:
Asacol 4g/100 mL YmoxkAvopoi, evoumpnue 100 mL og 1dAn moivatBvieviov, cuckevacieg
7 eroA®V pe anMKkoTéP TOALOUOVAEVIOV GTO ECOTEPIKO.

Karoyog g Adsrog Kvkhogopiog ko Ilapackevaostiig
YnevOvvog yia Tnv kukho@opia otnv ayopa:
TILLOTTS PHARMA ITALY S.R.L., Corso Vercelli, 40, 20145 Milan MI, Ttoiio



TOTTIKOG OIaVOUEQG:
ANGELINI PHARMA HELLAS MONOITPOXQITH ABEE ITAPATQI'HE KAI EMITIOPIAX
OAPMAKQN, Tdakn KapaAepdtou 7— 145 64 Knewowd - Tnd: 2106269200

Awcoovyog onpHatog:
TILLOTTS PHARMA A.G., SWITZERLAND

Hopaymydg:

HAUPT PHARMA WULFING GMBH, GRONAU GERMANY

ROTTENDORF PHARMA GMBH, GERMANY TILLOTTS PHARMA GMBH,
GERMANY

["o omo1adMToTE TANPOPOPIN GYETIKA LE TO PAPLOKO OVTO TOPUKAAOVE ETKOIVMOVI|OTE LE
ToV ToTIKO avtimpocwno Tov Katdyov g Adsiog Kukiogpopiog:

To mapdv @OALO 0dNYLdV ¥priong avabewpndnke yia teAevtaio popd otig 6-7-2023

To “Asacol ’ givar katoyvpoévo eumoptkd GnLa.



