MNEPIAHYH TQN XAPAKTHPIZTIKQN TOY IMPOIONTOX

SUCRYL
Img, 2mg, 3mg & 4mg Awoxia
(T'pempion)

1._EMIIOPIKH ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
SUCRYL

2.

HOIOTIKH KAI ITIOXOTIKH YXYNOEXH:

Kd&Be dioxio mepiéyet 1mg, yApempidng.

Kd&Be dioxio mepiéyet 2mg, yApempidng.

Kda0e dioxio mepiéyet 3mg, yAyempiong.

Kda0e dioxio mepiéyet 4mg, yAyempiong.

IMa tov mqpn kotdAoyo exdoywv, PAETE Tapdypao 6.1.

3.

DPAPMAKOTEXNIKH MOP®H:
Aokia

Sucryl 1mg, Agvkd Aokia,
Sucryl 2mg, [Toptoxaii Atokia
Sucryl 3mg, Pol Aokia

Sucryl 4mg,. 'aAdllo Awoxia

4. KAINIKA XTOIXEIA:

4.1. OgpamevTikég evoeilelg :

To SUCRYL egvdeikvutar yia T Bepaneio Tov cakyap®don dwapnt tomov 2, dtav
Ogv EAEYYXETOAL TKOVOTOUTIKA UOVOV UE OlouTe, COUOTIKY (OKNGOT KOl OTOAELN
ocopatikov Pépovg.

4.2. Aocoloyio Kol TpOTOS YOPNYNONGS :
IMa amd Tov otoOpATOG YopTYNOoN

H Bdon yio v emruyn Bepomevtikny avTIeTdOTIoN ToV dfNtn €KTOG OO TOVG
TOKTIKOUG €AEYXOVG OiUATOS Kol oVpmV givor 1 omoTh dioiTo Kot 1 TOKTIKN
OOUOTIKT GoKNoT. ApVNTIKG OTOTEAECUOATA TOV OQEIAOVTAL GTN UN TAPNCN TNG
dlontog dgv pmopoHV va avTIeTaeTOVY UE T XopNynor diokimv 1 tvGovAivig.

H docoioyia Bacileton 6ta 0moTteAéSHATA TOV TPOKVTTOLV OO TIG EEETAGELS TOV
HeTAPOAIOHOV (TPOGOI0PIGHOT GUKYAPOV GTO Giplo Kol GTO 00PaL).

H 66on évapéng elvar 1 mg yApempiong nuepnoiong. Xe mepintwon mov €xel
emrtevyfel kavomomtikny pOOuon, 1 d6oM avTn pmopel va yopnysitar g 066
GUVTNPTONG.



IMa ta 010popeTIKA SOCOAOYIKA GYNIATO SITIOEVTOL O1 OVAAOYEG TEPIEKTIKOTNTES.

Epocov dev vmapel kavomomrikny pOibuon, cvuviotdtor n avénon g 06ong oe
oxé0N UE TNV KOTAGTAON TOV METAPOAIGHOL OavTH Vo, Yivetol oTAOL0KG, e
pecoodotnuoa 1-2 gfdopddov avaueco oe kabe avénom, oe 2, 3 1 4 mg
YAMUETIPIONG TNV NUEPQL.

Huepnoteg 86ce1g peyorlvtepeg amd 4 mg yAUETIPIONG ivol O OTOTEAEGUATIKES
uovo oe e&apetikég mepumtmoelc. H péyiot ocvvictopevn nuepnota 6don gival 6
mg YAUETPIONC.

Xe acbeveig o1 omoiotl dev £xovv PLOUGTEL IKOVOTOMTIKG PLE TN LEYIGTN TUEPN O
060N TG HETQOPUIVIG LTOpEl VO apyicEL TAVTOYPOVN aymYN UE YAUETLPION.
Awmpovrtog otabepn tn 0001 TG HETPOPUIVIG, N ay®myn He YMuempion apyilet
UE YOUNAT 006N KOl GTN GUVEYELN TITAOTTOLEITOL OvaAoYo e T, ertilBounTtd enimeda
™¢ petafoikng pvbuong péxpt ™ péylotn muepnotla 66omn. H ocvvovaouévn
ayoyr 0o tpénel va apyilel vd otEVN WTPIKN TOPpAKOAOVONO).

Ye acbeveic o1 omoiotl dev £xovv PLOUGTEL IKOVOTOMTIKG LE TN UEYIGTN MUEPNOIL
d6on tov SUCRYL pumopel vo apyicel, epoécov kpibel 0Tl glval avaykaio,
TauTOYPOVN ay®YN He tvoovAivr. H aywyn pe tvoovhivn apyilet og yapunin doon
kot puOpiletan avéroyo pe o emBountd enineda g peToforikng pvduiong, Vo
dwatnpeiton 1 d6omn g YApempidng. H cvuvdvaouévn aymyn Ba mpémel va apyilet
VLo GTEVN WITPIKT TOPAKOAOVOT o).

Kavovikd n epdnaé npepnota d6om yApemipidong etvon emopknc. Zuviotdrol 1 660
ot va Aapfavetal apécsmg Tpv and To TP 1 KOTA T SIIPKELD AVTOoD — 1 oV
dev Aappdvetar T0 TPOWO- AUECHOE TPV amd TO TPAOTO KOPLO YEVUO | KOTO TN
SdpKeLn AVTOD.

Av maporeipBel m Anyn pog doong, moté dev Ba mpémer va dopBwBet,
Aappdvovtag akolovBwg pia peyaldtepn doom).

Ta diokia katamivovTol OAOKANPA LLE LIKPT] TOGOTNTO VYPOV.

Y& mepImT®ON MOV 0 AoOEVIC EKONADGCEL VITOYAVKOLUKTY OvTIOpAoT) LETE amd TN
Ayn 1 dokiov yApempiong nuepnoiong onuaiver 6tL vrdpyet 1 wOOVOTNTA
pOBIoNg TOL drafrTn o€ AVTO ToV acbevn PoVo e dlonta.

Ol avaykeg o€ yMUETPiON umopel va petwbBovv Katd TN OpKeELL TNG AYWYNG,
ka0’6c0ov N Peltioon Tov SroPnTikod EAEYXOL GLUVOEETAL e LYNAOTEPT evarctnGia
woovAivne. Ipokeyévonv v’amopevybel m vroyivkaipio, Bo mpémer va Anedel
vroy”M M éykaipn peimon g 66ong i dakomn g aywyns. Awdpbwon tng 06oNg
0o mpémer emiong vo e€etaletal, epodGov aALAlEl TO cuUOTIKO Bdpog Tov achevn,
dtapopomoleitar o Tpdémog (NG Tov 1 o€ TepimTon oV gpeavilovtol GAAOL
mapdyovies ot omoiot av&avovv Tov Kivduvo epedviong vrmoyivkaipiog 1
VIEPYAVKOLLOG.

Merafacy omé dile omé TOO OTOUATOS OVTIOWPNTIKA OCKEVAGUOTO GE
SUCRYL:

I'evikd pmopet va emtevydei  petdfoon amd GAAo amd ToL GTOLUTOG YOPTYOVLEVO
avtafnriké okevdopata oto SUCRYL. Kotd ™ perafoon oe SUCRYL, Oa
wpénel va AnNeBel vmoyn mn meplekTikodTTe Kot M mumepiodog {wng Tov
TPONYOOUEVOD aVTIOOPNTIKOD POPUAKOD. L& UEPIKEG TEPITTOCELS KOl EOIKOTEPQL
pe avTidwpnTikd mov €yovv pokpd mumepiodo Long (Ty. YA®POTPOTAUION)
mBavév vo amoitnBel kdmoo SwdoTnue amd Tr Sl0KOTH TOV  QOPUAK®OV
TPOKEWEVOL Vo pewwbel o kivouvog g vmoyAvkopiog AOy® NG 0BpoloTiKng



dpdiong.

Yvviotdton 1 Begpaneio va apyilel pe 1 mg yAMpempidng nuepnoing. Aapupdavovtog
VIOYT TIG TIEG TNG YALKOLNG TOV aipatog, 1 060m YAEmpiong pmopel vo avEndel
OTOOLOKA, OO GLUVIGTATAL KATO TNV APYLIKN y®YT.

Merafaocn and wveoviivy oto SUCRYL:

Y mepimtdoelg acevav mov amotelovv egaipeomn pe caxyoapmon dtapntn Tomov 2,
ot omoiotl Tponyovuévmg glyav puOuicTel o€ VGOLAIVT], duvaTov va Yivel petafacn
oto SUCRYL. H petdfoaon avty mpémer vo yivetor vmd OTEVR] 1OTPIKH
TapaKoAovONoN.

Xpnon o€ ve@puki] 1 nroTiky PAapn:
BA. Keo. 4.3. «Avtevideiteon.

4.3 Avrevositelg

H yApempidn avtevdeixvotal og acBeveig pe tig akdAovHeg KOTAGTAGELS:

*  YmepevaroOnoio otn YAERPidN, o GAAEC COVAPOVLAOVPIEC 1
GOVAPOVAIOEG 1| O€ KATO0 ad Ta EKS0YAL,

*  IvoovhvoeEaptdpevog caxyapmong dapnng,

*  Awpntikd kopa,

¢ Kertoo&émon,

o YoBopég dSTapayss VEQPPIKNG M MROTIKNG Altovpylog. Xe
nepintoon cofoapdv datapoy®V TS VEPPIKNG N TNG MTATIKAG
Agrrovpylag amorteitol LETAROOT G LVGOLALVY).

4.4 E101kég TPOELOOTOUN|GELS KU TPOPUAGEEIS KT TN (prion

To SUCRYL 6o mpémer va Aapfaveror apéocmg mpv amd €va yedpo 1 Katd
SLdpKeELn AVTOD.

Ye mepimton mov To yebpOTO AouPAvoviolr axovovioTto kol 1dlaitepo OTav
TAPAAEITOVTOL, VITAPYEL 1| TOAVOTNTO EKONAWDGCTNC VITOYAVKOLLIOG KOTE TV aymyn
pe SUCRYL. Toa mBovd ocvuntodpote g LIOYAVKOUNS, mTEPIAUPavouy
KeQaAaAyia, évtovn meiva, vavtia, EUETo, atovia, vavniia, dlTapayég Tov VITVOUL,
avnovyia, embeTikOTNTA, dWTAPAY] OCLYKEVIP®ONG, €YPNYOPONG Kot xpdvov
avtidpaonc, KatdOiwym, chyyvon, dtatapayss opiiog Kot Opaong, apacia, TPOHO,
napeon, ooOnTikég Swtapayés, (AAn, advvapio avtoeluanpEéTong, OTMAEL
OUTOEAEYYOV, TOPUANPNUO, EYKEPOAKOVG OTAGUOVS, VUOTAYHO KOl OITMAEL
oLVEIdNONG CLUTEPIAUUPAVOLEVOD UEYPL KOl TOV KOUOTOG, PNYN OVOTVON Kol
Bpadvkapdia.

Emuiéov pumopei vo eppavicfolv onpeio adpevepyikng amoppuduiong t€tolo 0mmg
epidpwon, vypd dépua, &yxos, Tayxvkapdic, vméptaoct, maApoi, otnBhyyn Kot
Kkapdlakn appvduia.

H 1cdhwvikn] ewcova cofoapod VTOYAVKOUIKOD €MEIGO0100  duvatdv v opolalet pe
€KelVI TOL €YKEPAAKOD €MEIGOdTI0V.

Ta copntOpaTo GYEdOV TAVTO UTOpPovV  va. eAeyyBoldv tayémg pe dupeon Aqun
voatavOpdxwv (Cayapn). Ta TexynTd YALKOVTIKA OV EIVOL OTOTELEGLATIKA.

Eivar yvooto, amd T dAAeg GOLAQOVVLAOLPiEC, OTL mMOPE TO KOT' OPYNV
IKOVOTIOUNTIKG  HETPO.  OVTIUETOMIONG  €lval  duvatov va  emaveupaviclel m
vroyAvkaipa.



Xe mepimtoon ocoPoapng LEWOYALKOOG 1 Yo HAKPO YPOVIKO OldoTnud, OV
QVTIULETOTIOTNKE TPOSWPVA pe Tn cuvidn mocdtnta Coyapng omorteiton Gpeon
WTPIKN AVTILETOTION KOt TOPOOIKE EICAYMYY| GE VOGOKOELO.

[Mopdyovteg mov evvoobv TNV EUEAVIGN VITOoYAVKOUioG Eivarl:

e ampoBopia 1 (TAéov ovvnbeg oe NAKlopéva dropa) advvopio
ToV 0ohevn] Yo cuvepyacia,

*  VIOGITIONOC, OKOVOVIOT ANyn Yevudtev M edm) yeduata M
nepiodog vnoreiag,

*  oMayég ot dlouta,

o é\ewyn 1ooppomiog MeTalD COUOTIKAG AOKNoNG Kot AQYING
voaTavOpaK®v,

*  KOTOVAAMGOT OWOTVELUNTOC 1Ol0{Tepd  GE€  GLVOLOCUO LIE
TAPAAELYN YELUATOV,

e dwTopayuévn VEQPIKN Asttovpyia

*  Boptdg popeng nratiki dSvcAieitovpyia,

e vrgpdocoroyia pe SUCRYL

*  ouyKekplEvol Un pubpcpévol TapAYovIEG TOL EVOOKPIVIKOD
GLOTHLOTOG OV e pedovV To peTafolopd TV véaTavlpaKkwy
N v anopObon g vroyAvkopiog (6nwe yio Tapddetyo 6e
GULYKEKPIUEVEG dlaTapayEc TN Agttovpyiag Tov Bupeosidn kot 6e
avendpkeLo, Tov TPochiov ool g VITOEVOTG 1] TOV A0V TV
EMVEPPLOLOV),

*  OLYYXOPNYNON UE OAAO GUYKEKPLUEVO QUPUOKEVTIKO TPOIOVTA
(BA. mapdypago 4.5).

H aywyn pe to SUCRYL amottel ToOKTIKEC LETPNOELS TOV EMAESDV TOV GOKYAPOL
o010 oipa kot oto ovpa. EmmAéov cuvictdtor 61t Bo mpémer va de&dyovton
TPOGOLOPIGHOTL TOV KAAGHOTOS TNG YAVKOLLAMMUEVNG OLOCOOIPivIG.

Kotd 1t owdpkelo g ayoyng pe SUCRYL amotteiton taktikdg €reyyog g
OLLOTOAOYIKNG EIKOVOC (E101KOTEPU TMOV AEVKOKVTTAP®VY Kol TV BpoUPoKuTTdpmV)
KOl TNG NAATIKNG AELITOVPYING.

Yg mepTMOELS stress (m.y. aTvynuata, ofeleg yepovpykés eneuPloets, eumbpeTeg
AOMEELS KAL) pmopet vo amortn0el mpocsmpivi LETAPAOT GTNV VGOLALVT.

Aev vmépyet epnepio oxetikd pe t yopriynon SUCRYL oe acBevelg pe cofapn
Nratiky dvcAsrtovpyio 1 oe acbeveic vwd opodwlion. Xe acbeveic pe coPfopn
dlTopoyn NG VEPPIKNG N MAATIKNG AErtovpyiag ouvviotdton 1 petdpacn o€
WGOLALIVY.

e aobeveig pe avendpkela Tov eviopov GO6PD mov avtpetoniloviot Bepomevticd
Ue covApovuAovpieg umopel va Tpokinbei arpolvtikn avarpia.

A@ov M YMpETpidn aviKEL TNV KOATIYOpio. T®V GOLAPOVUAOVLPLDV OTOLTEITOL
TPOocoyN and tovg acbeveic e avendpreld Tov GOPD kot evoAlaKTIKA Tpémel va
ANeBel voyn M yPNoM EVOG PUPLOKELTIKOD TPOIOVIOS TOV OV OVNAKEL OTIC
GOVAPOVLAOLPIEC.

To SUCRYL mepiéyet povoddpikny Aaktoln. Ot acheveic e omdvia kKAnpovoukd
npoPAfuota  dvoaveliog otn  yoloktoln, EMAewyne  Aoxktdong Lapp 1
dvucamoppoPnomg YALKOLNS-YaAaKTOLNG devV TPEMEL VoL TAPOLY QLT TO PAPLLAKO.



4.5. Allremopdosig pe  Ghho  QOPpOKO Kol GAAES  popOEg
aAlniemidopoong:

Kotd ™ ovyyopnynon g YAMUETPIONG He CUYKEKPIUEVA GALD QAPHOKO SUVATOV
va opovctlachel 1660 avénon 660 Kol UeEImON TG VTOYAVKOWIKNG dpdong g
yApemipione. T 1o Adyo avtd, ta dAha eappoka uropohyv vo Aaufavoviol pHovo
LE TN COHE®VYT YVOUN (1] Le cuvTayn) TOL Y1oTpoD.

H yhpempion petaporiletor amd 10 xvtdypoua P450 2C9 (CYP2CY). Eivar
YV®OOTO 0TL 0 UETAPOAOUOC TG EMNPEACETOL OO T GLYYOPNYNON EMUYOYEDV (TT.).
PLPOUTIKIVI) N avaoToAE®V (.. pAovkovaloin) Tov CYP2C9.

Ta amoteléopata pog in vivo HEAETNG OAANAETIOPOOTG, 1 OO0 CLVOPEPETAL GTN
Biproypapia, deiyvouv 61t M AUC g yApempidng mepimov Sumrhacialeron
Tapovcio PAovKovaloAng, Evay amd Tovg Mo 16 LPoVS avactoleic Ttov CYP2CY.

Me Bdon v eumeipioo mov €yel amoktnOel amd ™ YAMPEmpidn kot TG GAlEG
covApovvrovpieg Ba mpémet va avapepBovv ot akdAoveg aAlniemidpdoelc.
YroyAvkoipio ©g¢ eKdNA®ON EVIGYVONG TNG LVITOYAVKALUIKNG dpdong dvvatov va
enpavicbel koatd 1T ovyypovn YOopNynomn HE KOmow omd TO  aKOAovOo
(QOPUAKEVTIKA TPOTOVTA, OGS TL.).:

- eawviofovtalovn, alarporalovn katl oEveatvofovtaldvn,

- WOOVAIVN KoL GAAG OTO TOL GTOUATOG XOPNYOVUEVA AVTIOLNTIKE,

- peTgopuivn,

- GOAIKDAKG KO TOPO-OULVOGOATKVAIKO 0ED,

- avoPoAKd 6TEPOELON] KO AVOPIKEG OPLLOVEG,

- YAOPOUPEVIKOAN,

- QVTIINKTIKA TOTOV Kovpapivig,

- @evolovpapivn,

- fpdreg,

- avaotokeic tov MEA,

- @lovoéetivn,

- aAlomovptvoin,

- CLUTAONTIKOAVTIKA,

- KUKAOQOOQAUIOT, TPOQMOCOOULION Kol 1IpOGEALLION,

- covApwmupalovn,

- OPIOUEVEG COVAPOVANIOES LOKPAG dtdpKeELg dpdong,

- TETPOKVKALvVEC,

- avootoAeig g MAO,

- avTIPloTikd TG OHASHG TMV KIVOAOVAMY,

- mpoPevecion,

- pkovalon,

- mevtio&LELAAIVT (TapevTePIKE o VYNAEC OOCELS),

- TPLITOKOLOAIVT,

- @AovkovaloOAn.

Meimon TG VTOYAVKOUKNG dpAong Kol Katd cvvémeln avuénuéva eninedo, Tov
CaKYAPOL TOVL AipOTOg UTopel va eppavicBovy otav cuyyopnyndel kdmowo and To
TOPAKAT® OVOPEPOIEVO POPUAKEVTIKE TTpOIdVTA, TT.Y.:

- 010TpOYOVO KOl TPOYESTOYOVA,

- ahoTodtovprrikd, Beialiducd StovpnTikd,

- BupeoeldIKec OpHOVES, TAVKOKOPTIKOELDN,

- mopdywyo eowvobsialivng, yroporpoualivn,

- aOpPEVAAIVI KOl GUUTOON TIKOUUNTIKG,

- ViIKoTwikd o0& (o€ vYNAEG 00GELS) Kol TaPAy@Y VIKOTIVIKOD 0&€og,

- koBopTikd (LeETG omd TapoTETAUEVT YPNOT)),



- eawvrtoivn, dtaloeién,
- yAvkoyovn, BapPrtovpikd Kot proopmikivn,
- axetoloAopion.

Ov H,-avtayovioTtég, ot amokAeloTég Tmv B-umodoxEmv, 1 kAovidivn ko pelepmivn
umopel va Tpokarlécovy avénon 1 pelmon g VTOYAVKALUIKNG dpdong.

Ta onueio g adpevepylkng amoppvOUIoNg ®G TNV VTOYAVKOLio Wmopel vo
petmBovV 1 va EKAEITOVY VIO TNV EXNPELN GUUTAONTIKOAVTIKOV POPUAK®Y, TETOLN
Om®G eivar ot amokAEIOTEC TV PB-vmodoyémv, N Khovidivn, yovavefidivny kot 1

pelepmivn.

H Ayn owomvedpatog pmopel vo eVicyOOoEL 1| VO EAATTMCEL TO VIOYAVKOLKO
OMOTEAEGLLOL TNG YAMUETLPIONG pe ampdPArento Tpdmo.

H dpdon tov kovpapvik®v Tapaydyov duvatov va evioyvbel 1 va peiwbei amd
yApempion.

4.6 Kinon ka1 yorovyia

Kinon:

Kivovvog mov Eyer ayéon e to drofnn

Ta un @uoAOYIKA emiMEdD GAKYAPOL GTO OiHo KATA TN SIPKEWL TNG
KONONG GLUVOLOVTOL HE VYNAOTEPO TOGOGTO GLYYEVAOV OlOTOPOYDY KOl
nwepryevvnTikng Bvnowomroac. I avtd, to emimedo cokydpov oTo Oipa
mpénel vo. mopakolovBovvtor otevd Katd T dbpkeln g KONOoNG
TPOKEWEVOL V' amoeevyBel 0 KIVOLVOG TEPAUTOYEVESNC. XTIC TEPUTTMOOCELG
OVTEG GLVICTATOL 1) XOPNYNON voovAivic. AcBeveig ol omoieg mpdketton va
TEKVOTOGOLVV, TPEMEL VO, EVILEPDGOVYV TOV 10 TPO TOVG,.

Kivovvog mov Eyet ayéon ue ) yluemipion

Agv vapyovv emopkn otoryeion amd TN ¥pNnon g YMUETIPIONG o€ £YKLES
yovoikeg. Meléteg oe (Do KatédeEay TOEIKOTNTO OTNV OVOTOPOYWOYIKY|
wavomta n omoia mBavOv va €yel Gy€om HE TN QAPUOKOAOYIKY) Opdom
(voyAvkoupia) g yMpemipiong (BAEre Anfppa 5.3).

YUVETMG, 1 YALETIPION Oev Tpémel va, xpnopomoteitat kb’ dAn 1 didpketa
NG EYKLUOGVVNG.

Ymv mepintoon Oepaneiag pe yMpuempion, epdsov n achevig CKOTEVEL VoL
TEKVOTOMGEL 1] EPOGOV avTIMEONKE OTL givan £yKv0og, TOTE TPEMEL VO YiveTOL
KaTé TO OLVATO CLVTOUOTEPA LETAPOT G WWGOLALVOOEpaTEiL.

T'alovyia:

H onékkpion oto untpikd yaia odev eivar yvoot. H yApempion
amekkpivetar oto ydAa tov apovpaiov. KobBmng drieg covipovurovpieg
OTEKKPIVOVTAL GTO UNTPIKO YOAO KOl ETEWON VITAPYEL KIVOLVOS VO EQLPAVICTEL
vroyAvkoyio ota OnAalovta Bpéen, dev emTpémeTon N yoAovyio Kotd T
Bepamneio pe yapempion..

4.7. Emiopoaon 6TV IKavOTNTA 001]71161)G KOL {ELPIGHOV PN OVI|LETOV
Agv mpoyuotomomOnkoy HEAETEG OYETIKA HE TNV EMIOPOUOCT OTNV  KOVOTNTO
00MYMONG KO YEPICUOV UNYOVAOV.



H wavotta tov acbev] va cuykevtpmBel Kot vo avTidpacel umopet va ennpeacel
OOV OTOTEALEGO TNG VIOYAVKOLOG 1 TNG LVREPYAVKALMIOG 1 Yot TOPAOELY LD, MG
emakolovho 1ng omtTikig dlatapoyng. Avtd pmopel vo omotedel kivouvo oTIg
KOTOOTAOELS EKEIVEC GTIG OTOTEC OL KAVOTNTEG 0WTEG ExovV 1aitepT onuacio (.y.
001 YNOT AUTOKIVITOV 1] YEIPICUOS UNYAVAOV).

O1 aoBeveig Tpémel vo EKTAOEVOVTOL DOTE VO TAPVOLV TIG OVAAOYES TPOPLAAEELS
YL VO OTOQEVYETOL 1) LIOYAVKOUiO Katd TV odnynom. Avtd eivol dwaitepa
ONUOVTIKO O gkeivovg toug acbeveig ov omoiot €yovv pelwpévn M kaboAov
avTIANY™N Y10 T0 TPOEBOTOUTIKA GUUATMUOTO TNG VTOYAVKOUING 1 €(0VV cuyva
EMELGOOL0. VITOYAVKAOG. XE 0VTEG TIC TEPUTTAOCELS Ba pémetl va e&etaleton, dv
Ba emtpanel otov acevi) n 0Ny oM N 0 YEPICUOG UNYOVOV.

4.8. AvemBopnteg evépyereg:

Ot akdhovbeg oavemBounteg evépyelec Pacilovioar otnv eumepic mov  EYEL
amoktnOel amd ™ YApempidn Kot TIg AAAEG GOLAPOVLAOLPIEG. .

AWTopayES TOL GIROTOITIKOD KOl TOV AERPIKOD GUGTI|LOTOG:

Xravio: OpopPonevia, Aevkomevia, KOKKLOKVTTOPOTEVILL,
OKOKKIOKVTTOP OO, epvbpomevia, OLLLLOAVTIKT) avopio Kol
TOVKVUTTOPOTEVIOL OV YEVIKA €lval OvVOCTPEYILES HE Tr Ol0KOTH TOV
POPUOKEVTIKOD TPOIOVTOG,.

Awtapayfs TOL aVOGOTOMTIKOY GCUGTHNATOG:

[ToAd ombvio:  AgVKOKVLTTAPOKAOGTIKY]  ayYEUTION, MMES OAVIIOPAGELS
vrepevatcnoiog mov pmopet vo e&ehyBovv og Papldg LOPENG AVTIOPAGELS
pe OVOTVOLa, TTAOGT TNG APTNPLOKNG TEONG KAl LEPIKES POPES KaTamAnEia.

Awctavpoduevn aAlepykn avtidopoaon eivar mboav] pe covApovviovpies,
GOVAPOVOUIOEG 1) TOL TOPEY®YE TOVG.

Awtapayéc Tov petafoiiopov Kar g Opéyng:

Yravio: YmoyAvkoupdo.

Ot vroyAvKkopiKeéS avTtég avTdpAcels, ol omoieg gppavifovtol g ent To
mAeiotov Aueca, umopetl va givar cofapég Ko oev givor mévtote €HkoAo va
dpbwbotv. H gupdvion tétoiwv ovidpdcewyv, onwg eEGALOL 1GYVEL Yo
KkéOe avTidapnTikn aywyn, eaptdrTol amd PEHOVMOUEVOVS TOPAYOVTES, OTMC
etvar o1 drutnTikég cvvnBeteg Kat 1 docoroyia (PA. emiong mapdypapo 4.4).

Op0aripikéc owrapayéc:

[dwitepa kKatd v Evapén g aymyng Thovov va TapovslacToHV POk
OMTIKEG OlaTAPOYEG TOL OPEIAOVTOL GE OALAYEG TOV EMITE®V YAVKOLNG GTO
aipa.

AWTapayéS TOVL YOGTPEVTEPLKOV CLUOTNATOG:
[ToA ordvia: Navtia, éuetog, d1dppota, aicOnua wicong n TAnpdTTAG TOV

GTOLAYOL KOl KOWAMAKO GAYOC, OTTOV GTLAVIO OTTOLTEITOL O1OKOT TG 0Ly MYNG.

AwTapayts TOL NTATOS KUl TOV YOAPOPOV 00AV:



AvEnon nroatikodv viOpwmy.
[ToAb omavia: Atatapoyég TS NIatikng Aettovpyiog (.. Le YOAOGTAOT Kot
{KTEPO), NTOTITION KO NTOTIKY OVETAPKELOQL.

Awtapayéc Tov HEPPATOG KOL TOV VTOOOPLOV LOTOV:
Avvatov va gpeavicfodv avtdpacelg vrepevosnoiag Tov dEpUATOC OTMG
Kvnopdc, eEavonua, kvidwon kot potogvosnacia.

Hoepaxivikéc e€eTaoerc:
[ToAb ondvia: Meiwon vatpiov 6To aipLo.

4.9 Ynepooooroyia:

Metd amd Aqyn vrepPoikng 06ong duvatdv va ekdniwbel vroyilvkopio
omoio pmopet va dlapkéoel and 12-72 dpeg Ko mbovov va eraveppavicdel
petd v apyikn avavnym. Ta copntopate Suvvatdv vo pUnv eReoviciovv
€m¢ ko 24 dpeg petd ™ Aqyn. Katd xoavova, cuvietdtor mapoakorlovdnon
oe vocokopeio. Mmopel vo mapovciachel vavtio, €UETOG KOl EMLYAGTPLO
dAyoc. I'evikd M vroylvkaipio pmopel vor GLVOSEVETAL OO VEVPOAOYIKEL
CUUTTOUOTO OTMG oVNoLYi, TPOUO, dTOPOYES TG OpAoTG, TPOPANLOTO
GUVTOVIGLLOV, VIVNALL, KOO KOt 6T HOVG,

Apyikd n oyoyn ovvictatolr oy TAPEUTOOIoT) TG AmoppOPNONG NG
YMUETIPIONG TPOKOAMVTAG EUETO KOl OTY GULVEYEW Tivoviag vepd 1
Aepovada pe evepyomomuévo avOpoka (TpoopoenTikn ovcin) Kot Oelikd
vatpo (KaBaptikd). Xe mepintwon mov €xel Anedel peydAn mocoTnTO
OLUVIOTATOL TADGT GTOUGYOVL KOl OTN GUVEXEW 1| AYN EVEPYOTOUEVOL
avBpaka kKot Betikov vatpiov. v mepintwon (coPapng) vrepdocoroyiog
eMPAALETOL M E1IGAYOYT OTO VOGOKOEIO, G€ HovAda evTatikng Bepameiog.
‘Oco 10 dvuvatd ypnyopodtepa Bo mpémel va apyiocel n yopnynon YAvkolne.
Epocov eivar avaykaio xat’ apynv yopnyobvtar 50 ml evdopAefimg wg
d0o1 €pOdoL amd éva ddivpa 50% kot otn cvvéxeln akolovBel £yyvon
dwvpatog 10% kdto amd otevn mopaKoAoVONoN TOV EMTEd®V GAKYAPOV
oto aipa. H mepattépo aywyn Oa mpémet va tvotl GOUTTOUATIKY.

[Switepa o Bpéen kot veapd mondid, 6tav avtipetomiletonr OepamevTiKd M
vroyAvkopio Adym tuyaiog AMyng g YAMUETLPIONG Oa mpémel va yivel TOAD
TPOCEKTIKGL 1 TPOGAPUOYN NG d00omg YALKOING Ady®m g mbavotnrag
TPOKANONG EMKIVOLVNG VIEPYAVKOLUING KOl TPETEL VL EAEYYETOL LUE OTEVN
TOPOKOAOLONGN GTO GAKYOPO GTO QL.

5

DOAPMAKOAOI'TKEZ IAIOTHTEX

5.1 D appoxodvvapikéc IowotnTeg

DOoppoxodepanmevtikny katnyopio: Pdppoke omd TOL GTOUATOS Yo HEIMON TOV

COKYAPOL TOV GipoTog: TovApovapidia, mapdywya ovpiag. Kwodikoc ATC: A10B
B12.



H yApempidn eivor pio amd 100 GTOUATOC, SPACTIKY VIOYAVKOLKE OLGI0L TOL
OVIKEL OTNV OUAd TOV GOVAPOVLAOLPLDYV. XPNGLUOTOIEITOL GE TEPITTOOELS UM
WGOVAVOEENPTOUEVOL GUKYOPDIN dtafnTn.

H yApempion dpa xuping pe diéyepon g aneAevfépwons woovAivig amd to -
KOTTAPO TOL TAYKPENTOG,

Onwg woyvel kot 1e TG GAAEG GOVAPOVVAOLPIES, I Opdon avTth £xel oyéon Pacikd
HE TNV aLENUEVT] OVTATOKPLON TOV B-TOYKPEATIKOV KLUTTAP®OV GTO (PLGLOAOYIKO
oeyéptn, 1t vyAvkoln. EmumAéov, n yluempidn oeoaivetor Ot €xel évrovm
eEOTOYKPEATIKT OPAGT), YEYOVOG OV 10YVEL KOt Y10, TIG GAAEC GOVAPOVLAOVPIEG.

‘Exkpion wveovlivyg:

O1 covipovvrovpieg puOuilovy v €kkpion eoLvAivig KAgivovtag TV gvaicOnt
otovg ATP dwviovg koiiov otn pepppdvn tov B-kottdpov. Kieivoviag tovg
OlAovg KaAiov TPOKOAED EKTOA®ON TV P-KUTTAPOV KOl KOTAAYEL UECH
dtivoiéng Tov 010d0mv acfectiov 6e avuénuévn 10po1| oPECGTION GTO KVTTAPO.
AvT6 00MYEl 0NV £KKPIOT VGOVAIVIG SIOUEGOV TNG EEDKVTMOEDG,.

H ylpempidn ocvvdéetar pe ypnyopo pubud aviodliaynig pe TV TPOTEIVY OV
Bpioketor ot pepPpavn tov B-kuttdpov M omoio. cuvdéetor pe tovg ATP
gvaioctntovg dradrovg kaiiov aAAd M omoia gival SLOPOPETIKY Ao TIG GLVNHDEL
0éc€1C GUVOEDT|G TV COVAPOVLAOVPLDV.

Eéonayxpesoartiky opdon:

H eEomaykpeatikn dpdon €ykerron my. ot Pertimon g evaicnoiog otovg
TEPLPEPIKOVG 1GTOVG Y10, TNV IVGOLAIVY Kol 6T HElOT TS TPOGANYNG WVGOLAIVIG
ond To Nrop.

H mpoécinym yAvkding amd 10 aiflo 6TOVG TEPIPEPIKOVS UVG KOl OTO ATMON 16TO
eUPavifeTal S10PEGOV EWVIKOV TPOTEIVOV LETAPOPAS GTN LEUPPAVN TV KLTTAP®V.
H petapopd yAoko{ng oe avtodg TOLg 16TOVG €ival O TOPAYOVIOS O OmTOi0g
neplopilel to puBud ypiong me. H yApempion avédver modd ypiyopa tov aptBud
TOV EVEPYDV LETAPOPEWV TNG YAVKOING OTIC HeUPBpdveg TOV HVIKOV KUTTAP®V Kot
TOV KUTTAPOV TOV MTMO0VG 16TOV, KATAAYOVTUG £TGL GE O1EYEPSN TNG TPOCANYNG
yYAvkolne.

H yhpempidn avEdver  odpactikotnre s YAUKOLLA-QOOQATIOVAVOCITOA-
€101KN G pwoolmdong C, n onoia mOavov vo cUVOEETAL [LE TN AMTOYEVEST] KOl TN
YAUKOYEVEGT] TTOL TPOKOAEL TO PAPUOKO GE OTOUOVMUEVO, ATOKVTTOPO, KO PUTKE
KOTTOPO.

H ylpempion avactéhier v mopaymyn yAvkolng and to Nmap avédvovtag v
EVOOKLTTAPLO. GLYKEVTIP®ON @POVKTOLNG - 2,6 - S1pOCQOPIKNAG 1 omoio. 6N
GUVEYELD AVOGTELAEL T VEOYAVKOYEVEDT).

T'evika:

Ye vym dropa 1M EAAYICTN OTMOTEAEGUOTIKY OTO TOV GTOLOTOC YOPTYOVUEVT] OGN
eivan mepimov 0,6 mg. H Spdon g ylpempiong eivar docos&aptopevn Kot
avamopaydyyn. H pustoloyikr| avtamdkpion oty ofeion copatiky doknomn, 1frot
Helwomn ¢ EKKPLoNG IVGOLAIVIG LITAPYEL KON VIO TN YAUETLPION.

Agv vmp&e onpavtikn dpopd ®¢g mpog TN Opdon avesdptnta omd TO oV TO
QOPUOKEVTIKO TTPOldV yopnynonke 30 Aentd N apéocwg mpv amd To YebUO. LTOVG
dtafnticog duvatov vo, emttevydel kadog petafolikd EAeyyog Yo 24 dpeg pe pa
epamas d6o.



MoXovott o vdpo&u-petafortng e YAUEmPIONG £xel TPOKAAESEL LUKPY] OAAG
ONUOVTIKN peiworn otn YALKOLN Tov 0pol og vyl dTopo, gvBviveTon povov éva
KPS TUN A OO TNV OAIKT OpAsCT] TOV PAPUAKOV.

20vovacusvy aywyn ue HETPoOpuUIvy:

Ye o perérn éxer avapepbel Peltiopévn petafolkr] pvbuion katd TNV
TOVTOYPOVN AY®YN LE YAUETIPION GUYKPIVOLEVT LE QLTI TTOL TapaTN PN ONKE KOTd
™ yopnynon uovo peteopuiving, oe acbeveic ol omoiol dev eiyav puvOuotel
IKOVOTIOUNTIKA UE TN PEYIOTN 60G0A0YI0 LETPOPUIVIG.

2vvovacuévy aywyn ue iveovliviy:

Eivar meplopicpéva ta otoygion omd T cuvovacuéVn Oy®Yn UE VOOVAIvY. Xe
acBeveig o1 onoiot dev €rovv puboTel KaVOTOMTIKA pe TN LéEYLoTH docoroyin
yApempione, pmopel va apyicet tavtdypovn aywyn He vooviivn. Xe dvo peréteg
Ue To cuvdvLaoUd emttedyOnke 1 01 Pertimon TG HETAPOAKNG pOOUIONG OTT®G UE
poévn v woovkivn. Iop’ 6lo ovtd, ot cvvdvacpévrn aymyn omonthonie
LKpOTEPN KOoTA PHEGO OPO SOOT| VGOVALIVIC.

5.2 ®oppokokivnTIKES 1WO10TNTEG

Amoppopnon: H Brodobecipndmmra g YMUETIPIONG HETE TV amd TOV CTOUATOC
yopnynon eivor mAnpng. H Anyn tpogng dev €yl epoavh emidpacn otnv
amoppoPNoN, LOVO 0 PLOUOG amopPOPNONG ElVaL EAAPPDG PEIOUEVOG. Ot HEYIOTEG
GLYKEVTPDOGELS 6TOV 0p0 (Cmax) emTVYYAVOVTOL 2,5 OpEC TEPITOL HETE TNV 0 TOV
otopatog Ay (Kot péco 6po 0,3 pug/ml katd ™ didpkela TOAATADY dOGE®V 4
mg MUEPNOIMG) KAl LRAPYEL YPOUUIKY oxeon HeToEd do0ong kot Cmax kot AUC
(meproy KapmOANG LETAED YPOVOV/GLYKEVTPMONG).

Kazravouij: H yhpempidn €yl modd pkpo 0yko katavoung (wepimov 8,8 Altpa) o
omoiog eivol mepimov 010G LE TO YDPO KOATAVOUNG TNG AEVKOUATIVIG, LYNMAN
déopevon e Tig TpaTeiveg (>99%) kat yaunAr kdBapon (nepimov 48 ml/Aento).

Ye (Do n yMpempidn omoPdaAietor oto yaAia. H yApempion petapépetar otov
mhokovvta. H di060¢ amd Tov apatoeyke@oikd epoyud eivar pikpn.

Meraforicuog kar amofoin: H péon emkpatéotepn nunepiodog {wng otov opd
OV €lvOll GYETIKN LE TIG GLYKEVIPAOGELS GTOV 0pO KAT® G KATAOTOON UETE Ao
TOAMOTAES dOoELS gfvan epimov 5-8 dpeg. Metd amd yopnynon vynidv d6cewmv
mapatnpnOnKay eAaepds peyolvtepeg npmepiodot {ong.

Metd and epanal d6on padtoemonpacévng yApempiong aviyvevdnike 58% g
padodpactikéTntag ota ovpa kKot 35% ota kompova. Agv  aviyvedBnke
avaAlolotn ovcio ota ovpa. Avo petofolriteg —mBovOV ATOTEAEGHO NTATIKOD
petaforiopov— (to kvpiog évivpo givar to CYP2CY9) avayvopicOnkav ota ovpa
KoL 6TO KOTPavA: T0 VOPOEL Topdymyo Kot To kapPoéy mapdywyo. Metd tnv and
TOV GTOUOTOG YOPNYNON YAUETPIONG, ot TeMKEC muumepiodol NG avtdv TV
petafoitodv rav 3-6 kail 5-6 dpec, avticTolya.

2OyKplon HETOED UEHOVOUEVAOV KOl TOAAUTADV EPATAE MuUePNoI®V d0cE®MV Ogv
OTOKAAVYOY ONUOVTIKEG Ol(POPES OTI QOPUAKOKIVITIK Kol 1) €VOOUTOUIKY|
petafANTOTTA fTAY TOAD [IKPT. AV VINPEE GYETIKT CLGGOPEVOT).

H oappaxoxivntikn ftav mopdpola e Avopeg Kot 6€ yovaikes Kobmg eniong oe
vEOoug Ko vtepNAMKeS (Avo Tov 65 etdv) acbeveic. Te acheveic pe pkpn kaOapon
Kkpeatwvivng vanpye téon ywo. avénon ¢ kdBapong ™ YMUETPIONG Kol Yo
peimon TV PHECOV GUYKEVIPMGE®DV GTOV 0pd, MHOVOTATO MG OTOTEAEGUA TNG
Tayvtepns amoPoAng egoautiag g kpoOTEPNG Ofopevong pe TS mpwrteives. H
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veppikn amofoin Twv O0Vo petafoirtdv Mrav pewwpévn. I'evikd, oe tétolovg
acOevelg Ogv mPEMEL VoL AVAPLEVETOL KATO10G TEPULTEP® KIVOUVOG GLGCMPEVOTG.

H ooppoxoxivntiky oe 5 un dwPntikovg ooBeveic HETA Omd  YEPOLPYIKN
eméuPoaom g YoANEOPoL 030V NTAV TAPOLOLN LE EKEIVI] TV VYLDV OTOUWOV.

5.3 IIpoxkMvikd oToryEia Yo THV 06QGAELN

O1 dpdoelg mov mapaTnpNONKaV Kot Tov TPOKAVIKO EAEYXO enPavicOnkoy
o€ O0CELS (PUPUAKOV CNUOVTIKA HEYOADTEPES OO TIG YOPNYOVUEVES GTOV
dvBpomo TPoKEWEVOL Vo KATASEIEOVY TN WKPY GYEON TPOS TNV KAVIKY
xpNomn M cuvéPnoov AOy® ™G QapUOKOLOYIKNG dpdong (vrToyAvkauio) TG
ovciag. To gopnua avtd Pociletor oTIc CLUPATIKEG UEAETEG MG TTPOG TN
(QOPUOKOAOYIKT] AGPAAELN, TNV TOEIKOTNTO PE EMOVOAUUPOVOUEVES dOCELGS,
™ YOVIOTOEIKOTNTA, TNV KOPKVOYEVEST KOl TV TOEKOTNTO KOTA TNV
avaropoymy . Ocov apopd otig terevtaieg (copmeptlopfavopéveoy g
eUPPLOTOEIKOTNTOG, TNG TEPATOYEVESNG KOl TNG TOEKOTNTOG KOTA TV
avamntoln) Besmpeitor 0Tt 01 avemBounTeg evépyeleg mov mapoTnpnOnKov
0QEIAOVTAL OEVTEPOYEVAOG GTNV VITOYAVKOLUKT] OPAGT] OV TPOKAAEITOL OO
™V ovoio oTIg UNTEPES TV (OM®V KOl TOLG AITOYOVOLS TOVG..

5. ®APMAKEYTIKA XTOIXEIA

6.1 Katahloyog Tov ekdodymv : Lactose monohydrate, cellulose microcrystalline,
povidone, sodium starch glycolate, sodium lauryl sulphate, magnesium stearate
Emutiéov ota diokio tov 2mg: sunset yellow E110, CI 15985

oto dtokio Twv 3mg: erythrosine 127, CI 54430

ota diokia towv 4mg: patent blue V 131,C1 42051

6.2 Acvpparotnres: Asv epapuoleral.
6.3 Audpkera {ong: 36 pnveg

6.4 Iowitepeg mpoPuAdEelg KoTd T POVAIEN TOV TPOIOVTOS
No pn evidooetan o€ Oeppokpacio peyarvtepn twv 25 °C.
dvrdooeTor otV apyIK GLCKEVOGIA.

6.5 ®@VoN KOl GLGTATIKA TOV TEPLEKTT
Kd&be xovti mepiéyer 30 dwokia tov Img 11 2mg 1| 3mg 1 4mg oe blister
PVC-PVDC/@pOAro alovpuviov.

6.6 Odnyieg ypnonc/yepiopov
Kopia 18tkn voypémaon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
RAFARM AEBE, Kopiviov 12, 154 51 N.%Wvyuco, Abnva

8.APIOMOX AAEIAY KYKAO®OPIAX :

21058/30-3-2006(1mg)
21059/30-3-2006(2mg)
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21060/30-3-2006(3mg)
21061/30-3-2006(4mg)

9.HMEPOMHNIA ITPQTHE AAEIAYX KYKAO®OPIAX XTHN EAAAAA :
30/03/2006

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
YentéuPprog 2011
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