ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



V To pdppoxo avtd TeElel VIO CLLTANPOLATIKN TAPUKOAOVONGON. AvTO Ba eTTPEWYEL TO YP1YOPO
TPOGIOPITUO VEDV TANPOPOPLOV OGPAAELNS. ZNTEITAL OO TOVG ENXOYYEAUATIEG VYELNG VO AVAPEPOVY
omolesdnmote mbavorloyovpeveg avembounteg evépyetec. BA. mapdypapo 4.8 yia tov TpOmo avapopdig
OVETLOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Klisyri 10 mg/g aiowpn

2. NOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe ypopudpio aloipng mepiéyel 10 mg tirbanibulin.
Ka0e pakeriokog mepiéyet 2,5 mg tirbanibulin oe 250 mg aAiotenc.

"Exdoyo pe yvoot dpdon:
IIpomvievoyivkoin 890 mg/g aloipng

IMa tov TAfpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. OGAPMAKOTEXNIKH MOP®H

Ahowpn).
Agvkn ©g VTOAEVKN AAOLOY].

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTiKég evocilelg

To Klisyri gvdeikvuton yio tn Bepaneio mediov g un LLEPKEPATOGIKNG, [T VIEPTPOPIKTG OKTIVIKTG
kepdrmong (Badpod 1 katd Olsen) Tov TPOGMTOV 1 TOV TPLYMTOV TNG KEPOANG GE EVIAIKEG.

4.2 Aocoioyio Kol TPOTOG LOPNYNONS

Aocoloyia

H olowpn tirbanibulin tpénet va epapuoletarl oto mposPefinuévo tedio 6To TPOGHOTO 1) GTO TPLYNOTO
NG KEPAANG [ popd TV nuépa Yo Eva KOKAo Bepoameiog 5 dtadoyikdv nuep®v. Eva Aentd atpdpo
ahoQrc Tpémel va epappdletat yia va koldyet To medio Ogpomeiog fog ko 25 cm?.

e mepinton mapdrenyng 60onc, 0 acBevig TPEMEL VO, EPAPUOCEL TNV AA0IPT LOALS TO BuunBel Kot
éneita B TPEMEL Vo, GLVEYICEL LIE TO KAVOVIKO TPOYpappa. 26TOGO, 1) 0AOLPT OEV TPEMEL VAL,
€QupuOLeTal TEPIGGOTEPO amd Uia Popd TV Nuépal.

H oloipn tirbanibulin dev wpénet va epapuoletor Emg 6tov o dépuo emovimbel omd ) Oepameia e
0TO100NTOTE TPONYOVUEVO PAPHUOKEVTIKO TTPOidV, dladikacia 1 yepovpyikn Bepoameia kot dev Tpémel
va epopuroleTal og avolyTéG TANYEG 1 oKaopévo déppa (BA. Tapdypapo 4.4).

To Ogpanevticd amotéleoua puropet va, a&todoynOei tepinov 8 efdopddec petd v Evapén e
Oepanciog. Edv n vnd Bepancio meployn dev eppavicel mAnpn kdOapon katd v mapakoiovdnon,
nepinov 8 efdopadeg petd v Evapén tov Kukhov Bepaneiog 1 epelng, n Bepaneio B Tpémel va
gnova&lohoyn0el kot vo emavebetaotel n dwoyeipion.



Agv vrapyovv dtabéoipo KAk dedopéva oxetikd e ) Bepameio yia mepiocdtepovg amd 1 khkho
Oepameiog 5 dradoykdv nuepdv (PA. Tapdypapo 4.4). Te tepinTtwon LVIOTPOTNG 1| AVATTLENG VEDV
Prafov evtog e vmo Bepaneio meployng, tpénet va eetaloviat dAdec BepamenTikég emAoYEC.

Edwoi mAnbvopuol

Hrozixn 1 veppixn dvolertovpyio

H tirbanibulin dgv éyel uekemOsei oe acbeveic pe veppkn N nratikn ducAettovpyio. Me Baomn v
KAWVIKT] popLokoA0Yio KOt TIG in Vitro HEAETEG, OEV OOITOVVTAL TPOSAPUOYEG TNG dOomg (PA.
TapAypoeo 5.2).

Hlawuévos minboouog

Agv amaiteitol Tpocappoyn g 60ong (BA. mapdypago 5.1).

Taidrazpiros minBoouog

Agv vrapyet oxetikn ypnon tov Klisyri otov modatpikd TAnucud yio v EvOeién g aKTIVIKNG
KEPATMONG.

Tpomog yopnynong

H odoipn tirbanibulin tpoopiletan povo yio eEntepikn ypnon. Lpénel va amo@evyeToL 1) ETAPT| LE TOL
paTio, T YEIAN Kot TO E0MTEPIKO TWV POVBOLVIAOV 1) TV OVTLDV.

KdaBe paxeriokog mpoopileton yia pio Lovo ypfon Kot TpEmel vo amoppintetot petd tn ypnon (BA.
TapAypoo 6.6).

H Oepancio mpémel va apyilet ko va mapokorovbeitat amd £va 1aTpo.

Ipwv and v epappoyn g tirbanibulin, o1 acOeveic mpénet va kabapilovv to medio Bepamneiog pe
N0 camohVL Kot vepod Kol Vo, TO 6TeEYVMVOLY. Mikp1 TocotnTo dAo1png amd 1 pakedioko piag ypnong
npénel va tomofetnBel otV dicpn TOL SAKTVAOL KOl VOl AETTO GTPAOUA VO EPAPHOCTEL OLOIOUOPPX GE
6Mo 1o nedio Oepameiog Emg pio péytotn emedveia Ocpaneiog 25 cm?.

H olopn mpénet va epapuoletar mepimov v idwa dpa kKabe pépa. Agv ouvicTdtol enidecT 1| GAA®G
KAelotn mepideon g vrd Bepaneia Teployng. To TAVGIHO KO TO Ayyrypa TG Vo Bepameio TEPLOYNS
TPETEL VO, ATOPEVYETOL Y10 TEPITOV 8 MPEG UETE TNV EQapLoy” NG tirbanibulin. ‘Enerta amd avtiv tv
nepiodo, 1 V1o Bepaneia meployn uropel va TAvOel e N0 camovvi Kot vepo.

Ta xépro Tpémel vo TAEVOVTAL LLE GOTOVVL KO VEPO TPV Kol AUECMG LETO TNV EPOPLOYT TNG AAOLPTC.

H adowpn tirbanibulin tpoopiletat yio epappoyn 6TO TPOSMTO 1 GTO TPYMTO TNG KEPAANG. [t
TANPOQOPIEC GYETIKA UE ECPAUAUEVES 000VC YOPNYNONG, AVATPEETE GTNV TOPAYPUPO 4.4,

4.3 Avrevosigeag

YrepevaioOnoio 61N dpacTikn ovcia 1} 6 KAmo1o amd To £KO0YM TOV AVUPEPOVTUL GTNV TOPAYPUPO
6.1.

4.4 E10kég TPoEdOTOUNGELS KUL TPOPVAGEELS KATE TN (pioT

Ecopaiuévn 066¢ yopnynong

H enagn pe ta pdrtia tpénet va amopevyetatl. H adowpn tirbanibulin pmopei va mpoxkoaiécel epebiopd
TOV HATIOV. L€ TEPITTOOT TUYXOIOG ETUPNG UE TO LATLO, TO, LATIO TPETEL VAL EETAEVOVTOL OUECHOG UE



peydieg mosoTNTEG vEPOL Kat 0 acBevic mpémetl va {ntioet 1atpiki TepiBaiyr To GLVTOUOTEPO
duvarto.

H oloipn tirbanibulin dev mpémnel va katamiveTal. Xe TePITTOOT TVYOING KATATOONS, 0 000EVNG TPEMEL
va wivel dpBovo vepod kot va (NTMoet 1Tpikr| mepiBaiym.

H adoipn tirbanibulin dev Tpémel va ¥pNOLOTOLEITOL GTO ECMOTEPIKO TV POLHOVVIDV, GTO EGOTEPIKO
TOV QVTIOV 1 6Ta XEIAN.

Agv GuVIoTATOL 1] EPOPUOYT TNG AOLPT|G tirbanibulin péypt tnv erodAmoT TOV SEPUATOG EMELTA OO
0TO100NTTOTE TPONYOVUEVO PAPHUOKEVTIKO TTPOidV, dradikacia 1 yepovpyikn Bepoameia kot dev Tpémel
VO EPOPLOCTEL GE AVOLYTEC TANYEC 1) GKOOUEVO SEPUA OOV O OEPUATIKOG QPOYLOG Eivar EKTEDEUEVOC
(BA. mapdypago 4.2).

Tomkéc depuaTikéc ovTIOPACELC

Mropel vo, eLEaVIGTODY ETEITO IO TOTIKN EPAPUOYN TNG 0Ao1png tirbanibulin Tomikég depuaTikég
avTiopdoelg oty Lo Bepoameia TEPLOYN, OTMS EpVON L0, ATOAETIOT, QEAKidA, d10YK®OoN 1 oidNUa,
SaPpmon/eEEAKmON Kol GYNUOTIGHOS PUGOAdwV/AVKTOVGOVY (BA. Topdypago 4.8). H exidpacn ¢
Oepaneiog pmopet va unv a&lohoyndel eTaprdg g 0TOL ATOKATAGTAOOVV Ol TOTIKEG SEPUATIKEG
avTIOpAcELS.

"Exfeon oTov A0

AbOy® TG VoG TNG VOGOV, TPETEL VO OTOPEVYETOL 1) VO EAayloTomoleiTon 1) vITepPoALKT| £kBeom 6To
NAKS Q¢ (cupmepthAapfovoréveoy Tmv Pefddwv TeYVNTOL LoVPIGHOTOG).

AvoocokotoostoAusvol acheveic

H adoipn tirbanibulin tpénet vo xpnOULOTOIEITOL LLE TPOGOYY| GE AVOGOKATESTAAUEVOLG 0GOEVELS.

Kivovvoc eEEMENC og KapKivo Tov dEPLLOTOC

Metaforéc oty OYN TG OKTIVIKNG KEPAT®ONG Umopel va vTodnimvel eEEMEN og dindnTikd
Kapkivopo ord Thakdosg emiBnio. Kivikd dromeg BAAPBEC Yoo aKTIVIKY KEPATWOOT 1] VTOMTES Yo
KakonBewa Tpémel va avTIUETOMILOVTOL KATAAANAQL.

IIpomvievoyiAvkoin

H mpomvuievoylokoin pumopel va Tpokorécel depLoTikd epeBioUo.

4.5 Almiemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAeS popPES arliniemiopaong
Agv &govv TpaypotonomOel peAéTec oAANAETIOPAGEWDY.

Agdopévng g 0800 xopymong (Tomikt), g Pkphg diipketag tg d6ong (5 nuépeg), ™G xopmAfg
ovoTNUknG ékBeonc (vovavopoptakn HEoN T Cmax) KoL TO i72 Vitro dES0UEVA, VITAPYEL YOUUNAN
mOovoTnTO aAANAETIOpaoNG e TNV ahoten tirbanibulin otn péyiotn KAwvikn éxbeon).

4.6 Tovipotnra, kOMoN kKM yorovyio

Kvnon

Agv datiBevton 1 elvon TEPLOPIGUEVE TO KAVIKG dedopéEVa OXETIKA UE TN (pnomn Tng tirbanibulin og
£€yKxvo yovaika. Melétec o (Do KaTEdEEav ovamapaymyikn Tosikotra (PAére mapdypapo 5.3).



H oloipn pe tirbanibulin dev cuvicTtdtol KoTd T SIUPKELX TNG EYKVUOGVVNG, KAOMDE KoL G YOVOIKES
G€ aVATOPAYOYIKT NAKI0 yopic TNV XpNonN avIIGOAANYNG.

OnAaopog

Agyv gival yvmoto gdv 1 tirbanibulin/ot petafoliteg anekkpivovral 6To avOpdTvVo YaAa.

O «ivévvog ota veoyévvnto/Ppépn dev UTopEl va. OmOKAEIGTEL.

[Ipénel va amopaociotel edv Ba drokonel o OnAacuoc i Ba dokonel/Ba amopevybei n Bepamneio pe
aloipn tirbanibulin, Aapfdvovtag vdoyn To 6PEL0G TOL ONAACLOV Y10 TO TOLdT KoL TO OPEAOG TNG

Oepameiog ylo v yovaixo.

Tovuotnta

Agv vrapyovv dtabécio ded0UEVA Yol TOV AVOPOTO GYETIKA UE TNV eMidpacn TN aholeng tirbanibulin
OTN YOVILOTNTO. Z€ Lol U KAVIKT LEAETT YOVILOTNTOG KO TPAOUNG EUPPLIKNG avamTuéng o8
opovpaiovs, onuetminKay oALAYEG TOV BEmPOVVTOL EVOEIKTIKEG TNG TOEIKOTNTOG GTNV AVOPLKN
yovipotnra (BA. Tapdypago 5.3).

4.7 Emodpaceig 6TV IKEVOTNTA 001]Y1|61G KL YEIPIGHOD U OvVLdTOV

H adowpn tirbanibulin dev &xet kKapio 1 £l A LOVTN EMIOPACT GTNV TKAVOTNTO OO YNOTG KOl
YEWPIOUOD UnyavnUdTmy.

4.8 AvemOOuNTES EVEPYELES

TIepiinyn Tov TPOEIA acQaAEiOG

O1 o oVyva avaeepOUEVEG AVETIOOUNTES EVEPYELEC ElvaL 01 TOTTIKEG dEPLOTIKEG avTdpacels. Ot
TOTIKEG OEPLOTIKEG aVTIOPAGELS TEPAdpPavay epvBnua (91%), anorémion (82%), eperkida (46%),
doykwon (39%), duaPpwory/ e&élkman (12%) kar oynpatiopdc euooridmv/eivktavav (8%) oto
onueio epappoyns. Emmiéov, £xel avapepbel kvnouds oto onpeio epappoyns (9,1%) ko mévog
(9,9%) otV Va6 Bepaneia TepLoyn.

Kotdroyoc avemBountmyv evepysldv 6€ LOPON TIVOK

O IMTivaxag 1 mapaBétel Tig avemBounteg evépyeleg mov avaeépbniay og KAvikég peréteg. Ot
ovyvotteg opilovtatl wg: modd cuyvég (>1/10), cuyvéc (>1/100 g <1/10), oyt cvyvég (>1/1.000 £mg
<1/100), ordvieg (>1/10.000 éwc <1/1.000), tord ondvieg (<1/10.000), un yvootég (dev umopodv va
extiunBovv pe Paon ta dbéciua dedopéva).

Mivaxag 1: AvemOOunTeg evépyereg
Katmnyopio/opyaviko IpoTip®pevog 6pog YoyvotnTo
oVotnuo kotd MedDRA
Ievikég Sratapayés Kot Ep0Onua g 8éong epappoyng IToAv ouyvég
KATAGTOOEL TG 0509 Amo@oMidmon T 0Eong EQaproyig ITold cvyvéc
xopnynong (omoAémion)
Eoyapomoinon (epeikida) tne 0éomg IToA0 cvyvég
EQUPUOYNG
Awdykoon g 0éong epapuoyng IToAv ouyvég
AwPpwon g Béong epapuoyng IToAv ouyvég
(meprhapPdver eE€Akwmon)
Alyog g béong epappoyng” Zoyveg
Kvnopog g Béong epappoyng Zoyveg




Dducalideg g BEong epapuroyng Suyvég
(meprhapBdvel @AOKTOIVES)

a) O mdvoc oto onpeio epapuoyng teptrappdvel diyog, evarcinoia, OMypa kot aicOnuo
KGOV GTO oTueio EPApPOYN.

TIeprypaon smdeyuévav avemBounTwyv eVEPYEIOV

Tomikég OEpUATIKES AVTIOPAOELS

O1 Tep1660TEPESG TOTIKES OEPATIKEG AVTIOPAGELS TV TAPOIIKES KO NITLEG EMC PETPIEG OE
coPapotnta. Metd TV e@aproyn g aAolpng tirbanibulin, ta TEPIGTATIKA TOTIKMY OEPULOTIKMV
avTopdoemv pe fabuo coPapdtrag peyorvtepn and v Evapén g Bepaneiag ftav pvdnua (91%),
amoAémion (82%), epeAkida (46%), dtoykmon (39%), dtafpwon/ e&érkmon (12%) kot oynpaTiopog
QELOOAIdWV/PAVKTUVDV (8%). O1 GOPupEC TOTIKEG SEPUATIKEG AVTIOPAGELS ELLPAVIGTIKAY [LE GUVOALKN
enintoon 13%. ZoPopéc TOMKEG dEPUATIKES AVTIOPACELS TTOV EUPAVICTIKAY G€ cuyvoTNnTa > 1% fTov:
EePAoVOIG O/ oYMNUOTIGHOG POAIdOG (9%), ephbnua (6%) kau oynuatiopds eperkidag (2%). Kapia
0o TIC TOTIKEG SEPUOTIKEG AVTIOPACELG OV omattovae Bepameia.

YUVOMKA, 01 SEPUATIKEG OVTIOPACELG KOpuemONKay 8 Nuépeg HETA TNV Evapén Tng Bepameiog kot
TUTTKA VIO DPNCAV EVTOG 2 €m¢ 3 BSOSV UeTd TV oAokAnpwon tng Oepameiag e aloipn
tirbanibulin.

Kvnouog kou movog oto onueio epapuoyns

Ta coufdavia Kvnopov Kot TOVoL 6TO GNUEI0 EPUPIOYNG NTAY NI £0C PETPLO O TPOS TN
cofopotnTa, Tapodikd g TPOG T Vo (emépyovtol Kuping katd Tic Tpdteg 10 nuépeg amd tnv
évapén g Bepoameiag) kot oty TAEOVOTNTA TOVG dev ypeldotnKay Beponeia.

Avapopd mBavoroyovueveoV avemBOUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®Y EVEPYELDY LETA OO TN YOPTYNoN GOE0g KLKAOPOPToG
TOL QOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénetl ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyelaticg vyeiog vo
avaQPEPOLY OTTOLEGONTOTE TOUVOLOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
avaopdg mov avaypdeetol oto [Hapdptnua V.

4.9 Ynepooosolroyia

H vrepdocoroyio émeita amd TomKn €Qopproyn pe akoten tirbanibulin uropei va mpokoaiécel ovénon
NG CLYVOTNTOG ERPAVIOTG KOl GOPAPOTNTOG TV TOTIKMOV OEPUATIKOV OVTIOPAGE®V. Agv avauévovTal
GLOTN KA oNEin VTEPSOTOAOYING ETTELTO OO TOTIKY EPAPUOYT A0S tirbanibulin Ady® g
YOUNANG CLGTNIKTS amoppoenong T tirbanibulin. H avtipetdmion g vrepdocoroyiog Tpémnet va
ovviotatal g Oepameio TV KAMVIKOV COUTTOUATOV.

IMa TAnpogopieg oeTIKA Le EGPAAUEVES 000VG YOPTYNONG, avaTpéEte oty Tapdypopo 4.4.

5. OAPMAKOAOI'IKEX IAIOTHTEX
5.1 @oppokodvvoputkES 1O10TNTES

Doppokobepamentikn katnyopio: AVTIBIOTIKA Kot ¥NUELOOEPAUTEVTIKA Y10 SEPUATOAOYIKN XpTiom,
Aowd ynuetobepomevtikd, kKmotkog ATC: DO6BX03

Mnyoviopdc dpaong

H tirbanibulin diotapdocel Tovg PKPOSOANVIGKOVS HEGH GUECTG OEGLELGNC GTIV TOLUTOVAIV, 1|
01010 TPOKOAEL SLKOTT) TOV KVTTAPIKOD KOKAOL KOl AonTOTIKO OAvaTo TV ToAlanlocialopevmv
KLTTAPWV Kol oYeTICeTal e SL0KOTN TNG ONUATOOHTNONG TNE TVPOSIVIKNG KIvAong Src.



KAk ommoteAeouotikOTnTo. Kot 0o@AAEL

H amoteleopatikdmta Kot 1 acpdieio g tirbanibulin mov gpapudsTKe 610 TPOGOTO 1| GTO
TPYOTO TNG KEPAANG Y10 5 GUVEYOUEVEG NUEPES LEAETNONKE GE 2 KVPIEG, TUYOLOTOMUEVES, SUTA-
TUPAEC, eEeyyOuEVES Le €kdoyo, Ddong ITT peiéreg (KX01-AK-003 kot KX01-AK-004), mov
nepthapPavay 702 evhiikeg acBeveic (353 acbeveic mov vroPAndnkav oe Oepaneio pe tirbanibulin kot
349 acbeveig mov voPAndnkav e Bepameia pe £K50Y0).

O1 acBeveic elyav 4 £o¢ 8 KAMVIKE TUTIKEG, 0PATES, OLUKPLTES, LT VITEPKEPUTMGIKEG, |1 VIEPTPOPIKEC,
BAGPES axTVIKYC KEpGTOOTC £VTOG Guveyolg Oepameiag tediov 25 cm? 610 TPOSMTO 1| 6TO TPLYHOTO
NG KEQOANG. Xg KAOE TPOYPAUUOTIGUEVT] NUEPA. SOGOAOYIOGC, ) AAOLPT] EPAPUOCTIKE GE OAOKANPO TO
nedio Oepameiog. Xtnv opuddo g tirbanibulin, 1 péon nAkio frav 69 t@v (e0pog 46 émg 90 eTmdV) Ko
70 96% 1OV acbevav eiyav Tomo dépuatog Fitzpatrick I, I1 7 III. H arotelecpaticotnto, n omoia
LETPNONKE OG TOGOOTO TANPOVG (TPMTEVOV KATUANKTIKO GNUEID) KOl LePIKNG KABapong,
a&roroynonke v nuépa 57.

Tnv nuépa 57, o1 acBeveig mov vrrofAnOnkav ce Bepaneia e tirbanibulin giyav otatioTiKd oNUAVTIKA
VYNAOTEP TTOGOGTA TATPOVE Kol LEPIKNG KGBaponc amd tovg acbeveic mov vroPAndnkay o
Oepameia pe £xdoyo (p<0,0001) (PA. ITivaka 2). H anotehecpatikdtnra oy pikpdtepn o€ PAGPeC oto
TPYOTO TNG KEPAANG OE GUYKPLoN UE TG PAAPeg oTo TPOSMTO, TapoTL e&akolovbel va ivort
otatiotikd onpoavtikn (BA. ivaxog 3).



Hivaxog 2: IMocootd mApovg Kol pepikns kaBapong v nuépa 57, tin0vopég ITT
(ovykevrpotika 6coopéva KX01-AK-003 kot KX01-AK-004)

ZUVOMKAE (TPOCMTO KO TPLYOTO KEQUIG)
Tirbanibulin "Exd0)0
10 mg/g arorpn
(N=353) (N=349)
[Tocootd TArpovg kaBapong (100%)" 49%" 9%
[Tocooto pepikhg kadapong (>75%)P 2% 18%

ITT=IIp60eom yio Bepameio

o) To mocoatd TAPoLg KABapong opioTnke wg 1 avoroyio ToV acBevav ywpic Kapio
(pndevikn) KAvikd opatiy PAAPT aKTIVIKNG KEPATOONG 6TO TTedio NG Bepameiag.

B) To 10600T6 pEPIKNG KABUPONG OpIcTNKE MG TO TOGOGTO TV achevdv 6ToVg omoiovg 75% 1

TEPLGGOTEPO TOV PLAPDOV OKTIVIKIG KEPATMOONG BEPATELTNKOV GE GUYKPIOT| LE TOV APYLKO
apOpo Prapav.

Y) p<0,0001, oe oyéon pe to éxdoyo Pdcel Cochran-Mantel-Haenszel pe dioctpopdrtoon ava
avatopkn 0éon Kot ava peréT.

Mivaxag 3: IMocootd wApovg Ko pepkng kabapons v nuépa 57 ava avotopkn 0éom,
mi0vopd ITT (ocvykevrpotikd oedopéva Tov KX01-AK-003 ko KX01-AK-004)

BOéon Moco616 TApOVS KABUpONS IMoc06T6 pepkng kaBapong
(100%) =75%)
Tirbanibulin "Exdoy0 Tirbanibulin "Exdoyo
10 mg/g alori 10 mg/g alori
(N=353) (N=349) (N=353) (N=349)
[Ipbécwmo
n/N
133/238 23/239 185/238 49/239
% 56% 10% 78% 21%
(95% CI) (49% - 62%)" (6% - 14%) (72% - 83%)* (16% - 26%)
Tpy®td KePaAng
wN 41/115 7/110 70/115 14/110
% 36% 6% 61% 13%
(95% CI) (27% - 45%)" (3% - 13%) (51% - 70%)* (7% - 20%)

CI=Adompo Epmotooctvng, ITT=IIpd0eon yio Bepameio

a)  p<0,0001, oe cuykpion pe 10 £kdoyo Pacel Cochran-Mantel-Haenszel pe Siaotpopdtoon
vl HeEAET.

211G LEPOVMUEVEG LEAETEG, TOL TOCOGTA TANPOLG Kol LEPIKNG KABapaong tnv nuépa 57 (Ta Kdpla Kot
Bacukd devtepevovTa KOTAANKTIKE onUein 68 AVTEC TIG LEAETEC) TTOV GTATICTIKA OT|LOVTIK
vymAdtepa otV opdoa mov voPANOnke oe Bepamneia pe tirbanibulin 6e GUYKpIoN e TV OUAAO TOV
gkdoyov (p<0,0003), 1650 cuVoAKd 0G0 Kot avd BEon Bepameiog (TPOCOTO 1 TPYMTO TNG KEPAANG).

Maxporpobeoun anoteleouotikotnro.

Yuvolikd 204 acBeveig méTuyav TANpnN Kabopon Tov PLOPOV OKTIVIKNG KEPATMONG 6TO TTEdi0
Oepaneiog v nuépa 57 (174 vrofAnOnkav o Beponeia pe tirbanibulin kot 30 vrofARONKav ot
Oepameia pe £kdoyo) kot nrav emA&Eot yio Tepiodo mapakorovOnong 1 £Tovg yio Topakoiovdnon



NG ACQAAELOG KOL Y10 TNV AEI0AOYNON TG TOPATETAUEVIC OTOTEAECLATIKOTNTOS, LEG® aELOAOYNONG
TV PAaPOV TG AKTIVIKNG KEpAT®ONG 0T0 TEdio Bepameiag.

Metd amod Evav ypdvo, T0 Toc0oTd VIOTPOTMV 6€ acbeveic Tov vToPANONKay o Bepoameio pe
tirbanibulin jtav 73%. O pvBudc eraveppdviong frav vynidtepog yo PAAPeS 6To TPLY®TO TNG
KEPAUANG o€ oVYKPLom Ke TIG PAAPeS 610 TPOS®OTO. ATd TOVE 0GOEVEIC TOV EUPAVICOY VTOTPOTES, TO
86% eiye 1\ 2 PAaPeg. Emmhéov, 10 48% 10V 000EVAOV TOL EULPAVIGAV VTOTPOTESG OVEPEPE
TovAdyiotov 1 BAGPN o dev Tawtomodnke Katd tnv apykn Oepaneio (L. TpdsEaT
gupavilopevec PAaPec mov TpooueTpNONKOY OC VITOTPOTES).

Kivovvog e&édiéne oe kopkivoua ord mhaxwoes embniio (SCC)

Méypr v nuépa 57, dev vanpyav avaeopéc SCC atov medio Bepameiog oe acbeveig mov
vroPAnOnkav oe Bepaneia pe tirbanibulin (0 and 353 acBeveic) 1 £kdoyo (0 and 349 acbeveic). Eva
aropovopévo SCC oto medio g Oepanciog avapépOnke oe 1 aclevn petd tnv a&loAdynon g 57ng
nuépac. Avtd o couPav Bewpndnke amd Tov epguvnth 0TL dev oyetileton pe ™ Oepameia e
tirbanibulin.

Hlkiouévoc mtAnbvoude

Am6 Tovg 353 acbeveic mov voPAnOnKay ce Bepaneio pe tirbanibulin otig 2 TuyOOTOMUEVES, OUTAA-
TUQAEG, eheyyOpeveg amd €kdoyo peréteg @aong I mov die&nydncav, ol 246 acbeveig (70%) ftav
nAkiog 65 etdv kat dve. Agv mapatnpiOnKay cuVoOMKESG SlapPopEéG oTNV AGPAAELD 1| TV
OTOTEAECUATIKOTNTO PETOED VEOTEPOV KOl NAIKIOUEVOV aGOEVDV.

TMoudwarpikdc TANOvouoC

O Evponaikoc Opyaviopog apudkmv Exel dOCEL AmaAlayn omd TNV VTOYPEMST VIOPOANG TV
anotelecpdtov Tov peletov pe to Klisyri og 6Aeg Tig vTokaTnyopieg TOL TALdLATPLKOD TANOBVG OV
yia ) Bepomeia TG axTvikng kepdtwong (BAEre mapdypapo 4.2 yio TIANpoPopiec GYETIKA LE TV
TOLSLOTPIKTY YPNON).

5.2 @oppokoKivnTIKES 1O10TNTES

Amoppognon

H olowpn) tirbanibulin amoppo@nOnke eAdyiota oe 18 acbeveic e aKTVIKY KEPATOON EMELTA OO
TOTIKY £QOPUOYT pia popd TV NuéPa Y10 5 cuveydueveg Nuépeg oe meptoyf 25 cm?. Ot

GLYKEVTPMGELS TG tirbanibulin 6to TAdoua fTav YounAéc o€ otabepn katdotaon (LEoT PEYIOTN
oVYKEVTP®OT| [Cmax] ™G TAENG TOL 0,258 ng/ml 1 0,598 nM ko AUCo-24n TG T6ENG TOV 4,09 ng-h/ml).

Kotavoun
H mpoteivikn décpevon tng tirbanibulin 611g tpwteiveg avBpmmivov TAdGatog givat Tepinov 88%.

Bulougtooynuatiopde

In vitro, n tirbanibulin petafoArileTon kupimg and 10 CYP3A4 kot og pikpotepo Pabud omd to
CYP2CS8. Ot k0pieg peraforikég 0doi givar ot avtidpacelg N-anofeviviinong kot vopoivone. Ot mo
oYETIKO1 petaforiteg yapaktnpiotTnkoy oe ac0eVEl [Le OKTIVIKY KEPATWOT GE LU0 POPHOKOKIVITIKN
UEAETT HEYIOTNG XPNONG KOl KATESEIEAY EAAYIOTN CLGTNIIKY| £kBeo).

In vitro pehéteg deiyvouv 6tL 1 tirbanibulin dgv avactéliel | endyet Evivpo Tov Kutoypdpotoc P450
Kot 0gV OTOTELEL AVOOTOAEN TOV LETAPOPEDY EKPONE KOl TPOGANYNG G€ UEYIOTEC KAVIKEC EKOEGELC.

AmofoAn

H amoPoAn g tirbanibulin dev £yetl yapaxmpiotel TANpmg oTOV AVOpOTO.



Hromirn xai veppixn ovoleitovpyio.

Agv &yovv die€ayBel emionueg peréteg arowpng pe tirbanibulin e acbeveic pe nmatikn 1 veepikn
dvoiertovpyia. AOY® TG YOUUNANG CLGTNUIKNG EkBeong oty tirbanibulin éneita amd TomiKn
gQappoy”n olotpng pe tirbanibulin pio @opd tnv nuépa yia S NUEPES, Ol AAAYEG GTIV NTATIKN 1 TN
veppikn Asttovpyia ivar omiBavo va £xovv kdmola enidpacT oty omoPoAn g tirbanibulin.
Emouévamg, dev Bewpeitar amapaitntn tpocapuoyn e d0ong (BA. mapdypago 4.2).

5.3 IIpoxlvika dgdopéva yio TNV a6@drela

Ta pun KAviKd dedopéva dgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov dvBpwmo e Baon Tig
SLVUPUTIKEG LEAETEC PUPUOKOAOYIKNG OACOAAELOG KOt TOEIKOTNTOG ETavOrapPavopevey 60cemy. H
tirbanibulin tav évag mapdyovtag pétprog €€ emapng svarsOntonoinong ota (da, aAid avtod dev Exel
emPepfarwdei otov avOpwmo.

H tirbanibulin dev tav petailagloydvog oAl TPOKALESE XPOUOCOKT PAGRN KOl LKPOTLPTVES OF
ueAéteg yovoto&ikotnrag. Aentopepeic dokipué katédel&ay ot ) tirbanibulin eivon

KLOGTOYOVOG/ 0vELTAOED0YOVOG Kol GYETILETAL UE VOV 0VBO, KATM OO TOV 0010 OEV VITAPYEL
EMOYWYN SLUPAVTOV YovoToEKOTNTAG. [N Vivo, 1] YOVOTOEIKOTNTO ERPAVIGTNKE O EMMESN TAACLATOG
>20 @opég vynAoTepa amd TV EkBeoT TOL AVOPOTOV BTN POPUAKOKIVITIKY] HEAETN UEYIOTNG ¥PNONS.
e peréteg euPpuikng avamtuéng oe apovpaiovg Kot KovvéAL, 1 epuPpuikn To&ikotnTa,
CUUTEPTAAUPOVOUEV®VY TOV SVCTANCIOV TOL EUPPVOV, EUEOVICTNKE TOAATAAGIO KATA 22 QOPES Kol
Katd 65 popég peyaAvtepn and v Ekbeom Tov avOPOTOV GTN POPUAKOKIVITIKY] LEAETN LEYIOTNG
YPNONG G€ aVOPOTOVG. € [0l TPOYEVVITIKN KO LETAYEVVITIKT] LEAETT GE apOLPAiOVG,
TopoTNPNONKAY LEDGELG 0TI YOVILOTNTO, KOl auENUEVT UPPLiKn BvynodTTO GTOVE UTOYOVOLS
Onivkdv mov vroPfAnOnKav oe Bepamneia.

e o LEAETN YOVILOTNTOG KO TPOIUNG EUPPLIKNAG avaTTLéENG 6 apovpaiovg, onueiminke peimon
OV PAPOVG TV OPYEMV OV GLCYETIOTNKE LE Helopévo aplBpd onepuatolmopimv, HELOUEVN
KIVNTIKOTNTO GLEPLATOS, OVENUEVES GUYVOTNTES 1] PLGLOAOYIKOV GTEPHUOTOS KOt ALENLLEVN
GLYVOTNTO EKPVAIGLOD TOV OTEPLATIKOD ETONAIOL, TOVL Bepeitan EVOEIKTIKT TNG TOEIKOTNTOG TNG
YOVILOTNTAG TOV Gppevog, 1 omoia emMADe ToAlamhdcio kotd 58 popég peyolvtepn amd v £kbeon
OV avOPOTOV GTN PAPUAKOKIVITIKY LEAETN Yo TN LYot (p1ion o€ avBpdrovs. Qotdco, dev
vpEay aAAayEC 6TOVG dOgikTeg (EVYOPOUATOG 1] YOVILOTITOG GTO OPCEVIKA.

6. @®APMAKEYTIKEX IAHPO®OPIEX

6.1 Kardhoyog ekdoyov

[IpomvAievoyivkoin
MovooTteatikn yAvkepoin 40-55

6.2 Aocvpparotreg

Agv epapuodletart.

6.3 Awgpkero {ong

3 xpovia.

6.4 Iowitepeg mpourdéers katd T POLAEN TOV TPOIOVTOG

Mnv yoyete N KATOWYOYETE.
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6.5 @von Kal GLETATIKA TOV TEPLEKTT

Ddokeliokol Pe E0MTEPIKO TEPIPANLLO YPOUUIKOD TOAVOBVAEVIOL YounAng TuKVOoTNTOC. KdOe
pakeAiokog mepiEyetl 250 mg aAo1PNG.

2vokevacio 5 puKkeAoKmV.

6.6 Iowitepeg TPOPLAGEELS UmOPPLYNG

O1 poKeMOKOL TPETEL VO OMOPPITTOVTOL PETA TNV TPAOTN XPT|OT).

Ka0e aypnoiponointo eapuokevtiKod Tpoidy 1| VIOAEUUN TPETEL VO, ATOPPITTETUL COUPDVO UE TIG
KOTO TOTOVG I0YVOVCESC GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Almirall, S.A.

Ronda General Mitre, 151

08022 Barcelona

Iomavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/21/1558/001

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepounvia mpdtng £ykpiong: 16 loviiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoQopieg Y10 TO TOPOV POPUUKEVTIKO TPOioV gival S100EGIIES GTOV SIKTVAKO TOTO
tov Evpomnaikod Opyovicpod @apudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MAPAXKEYAXTHX(EZ) YHIEY®OYNOX(OI) I'IA THN
AIIOAEZMEYZH TON HAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. THAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

Ovoua kot d1evfvven tov(tmv) ToPooKeLOoTN(MV) oL ivor VTeLOVVOC(OL) Y10 TNV GTOOEGUEVLCT) TV
ToPTId®V

Almirall Hermal GmbH
Scholtzstrasse 3

21465 Reinbek
T'eppavia

B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOAL LOTPIKT CLUVTOYT.

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢ce1g meprodikng mapaxorovdnong g acedireras (PSURS)

Ot anoutnoetg yuo tnv vroPoin towv PSURS ywo to ev Aoym @appokeutikd mpoidv opilovion
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evoong (katdhoyog EURD) mov mapatifston
otV Tapdypapo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot ka0 emakdlovbng
EMKALPOTOINGONG OTMG OMLLOGIEVETAL GTIV EVPMOTAIKT] SIKTVOKT] TUAT Y10l TO PAPHOKAL.

O Karoyog Adeiag Kukhogopiag (KAK) Oa vropaiier v mpdtn PSUR yia 10 mpoidv péoa o€
6 pnveg amod v £yKpion.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong kivovvou (ZAK)

O Kdroyog Adetag Kvkhogpopiag (KAK) Ba die&aydyet Tig amottodpeveg SpactnplotnTes Kot
TAPEUPAGELS PUPIOKOETOYPVTVNONG OGS Tapovatdovtal 6to cupenvniéy XAK wov
mapovctdleTar otny evotnta 1.8.2 g doelog KukAopopiog Kol 0molecdNTOTE ETAKOAOVOES
gykekpipéves avabempnoeig tov LAK.

‘Eva emucaporoinpévo XAK Oa npémel va katotedei:
e Metd and aitnpa tov Evponaikod Opyoavicpod Oappdrxmy,
e OnotedNmote TPOTOTOLEiTAL TO COGTNHO JlaXEIPLONG KIVOVUVOL, E0IKA (O ATOTELEC O AMYNG
VE®V TANPOQOPLOV TTOV LITOPOVV VA ETLPEPOVY CTLLOVTIKT] GAAYT OTN 0XE0T] 0QPELOVE-KIVOVVOD
N ®©G ATOTELEG LA TNG EMITEVENG EVOG OMLLOVTIKOD OPOGTLOV ((PUPULOKOETOYPOTVION 1)
glayiotomoinon Kvévvov).

o Yroypi®on Myng HETEYKPITIKAV PETPOV

O KAK 0o 0AokAnpadoet viog Tov SNA®UEVOD XPOVIKOD TAOLGIOV, TO TOPAKAT® PETPAL:
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Heprypaen Avapevopevn
nuepopnvia

Merém acpaieiog petd v adsto kukiogpopiog (PASS): T va diepevvnOel

TEPAUTEP® 0 KIvOLVOC €EEMENC TNG aKTVIKYG KepdTmong (AK) oe 40

kapkivopa and thakddeg emBnio (SCC) oe evihikeg acbeveig e pn Tpigmvo/2027

VIEPKEPUTMGIKT], L] VIEPTPOPIKT AKTIVIKY kKepdTmon (AK) mov Aappdavouv
Oepaneia pe tirbanibulin, 0 KAK 6a wpénet va dievepynoet Kot vo kotabéoet
TO, ATOTEAEGLLOLTA TG TOAVKEVTPIKNG, TUYOLOTOMUEVNC, TVQOAOTOINUEVG Y1dL
TOV EPELVNTY], EAEYYOLEVNG LLE EVEPYO PApLaKO peAéTng M-14789-41 pdong
4, TapdAAniov opddmV Tov dlevepyndnKe COUE®VO LE £VO GUUPOVIUEVO
TPOTOKOALO.
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

YYXKEYAXIA 10 mg/g AAOI®OHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Klisyri 10 mg/g aAoipn
tirbanibulin

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Kabe pakeriokog mepiéyet 2,5 mg tirbanibulin og 250 mg aiotenc.

3. KATAAOTI'OX EKAOXQN

IIpomvievoyAvkoin
MovooTteatikn yAvkepoin 40-55

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Alopn
5 pakeAiokol

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Agppoticy ypion
AwBdote 10 POUALO 0NV YPAONG TPV OO TN YPNOT).
T epdma& ypnon Lovo. AToppiyte TOV QUKEAICKO LETA TN YPNON).

No. exrorwOel oT0 E0WTEPIKO TOV KATAKLOD THS YGPTIVHG GVOKEVOTIOG:

Avoi&te tov paxelioko

[Tiéote Alyn adoipn otV dKpn TOL SOKTOAOL GOG
Epoappoote v alowpr] 6Ny Tacyovca TEPoxn
ITAOvete ta xépla Gog

BA. @OALO 00N Y10V Y10 TEPALTEP®D TANPOPOPIES.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAEHX

Mnv yoyete N KATOWYOYETE.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Almirall, S.A.

Ronda General Mitre, 151
08022 Barcelona

Iomavia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1558/001

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

klisyri
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DOAKEAIXKOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Klisyri 10 mg/g aAoipn
tirbanibulin
Agppotikn ypnon

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

250 mg

6. AAAA ETOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Klisyri 10 mg/g alowpn
tirbanibulin

vTo QApLOKO aVTO TELEL LTTO CLUTANPOUATIKY TopakoloVONoN. AvTd Ba emiTpEyeL TO Yp1YOpPO
TPOGIOPIoUO VEDY TANPOPOPLOY acPaActloc. Mmopeite va Pondnoete péowm g avapopdg mbavov
AvemBOUNTOV EVEPYEIDV TIOVL EVIEXOUEVMG TTopovatalete. BA. T€hog g mapaypdeov 4 yio. Tov Tpomo
avaQOPAG AVETIOOUNTOV EVEPYEIDV.

AP aoTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO

T0 QapPoKo, H10TL TEPIAAPPAVEL CNUAVTIKEG TAPOPOPIES Y10 CUG.

- Durd&te avTd TO EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PUPHOKOTOLO GOC.

- H ocvvtayn yio avtd 10 approko xopnynnke amokAEIGTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
QappoKo o€ GAAovc. Mmopel va Tovg Tpokaiésel PAGPT, axopa Kot OTAV TO CUUTTOUATO TG
acBévelog Toug etvor 010, e Tor O1KA oag.

- Edv mapotmpnoete Kamoto avemBOunTn evépyeia, EVIUEPOCTE TOV YIOTPO 1) TOV POPUUKOTOLO
cag. Avtd 1oyvel kat yio KaBe mhoavn avemBOuNTN eVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONy1dV ¥priong. BAEme mapdypago 4.

T tepréyer 1o mTapév AL 00N YLOV:

T etvon To Klisyri kot oo givar 1 yprion tov

T mpénet va yvopilete mpv ypnopomomoete to Klisyri
[log va ypnowomomoete to Klisyri

[TBavéc avemBounteg evépyeleg

g va puidooete to Klisyri

[epreydueva g cLoKEVOGING Kol AOUTES TANPOPOPIES

A

1. T givan to Klisyri kon wowa givar n yp1on Tov

To Klisyri mepiéyet T dpactiky ovoia tirbanibulin. Xpnoomoteitat yio t Oegpaneio HmIOC AKTIVIKNG
KepdTmong o€ evilikeg. H axtivikn kepdtmon givar Tpayld Teployn ToL dEPUATOG TOL EXEL ELPAVIOTEL
o€ atopa mov &xovv extedel vepPoiikd 6TO MG TOL MALOL Yo LEYAAO xpoviko drdotnua. To Klisyri
TPETEL VO YPTGLULOTOLELTAL LOVOV Y10l EMUTEDT| OKTIVIKT KEPATWOOT GTO TPOGMTO KO GTO TPLYMTO TNG
KEPAANC.

2. T péner va yvopilete mpiy yprowponomoeste to Klisyri

Mnyv ypnoiponouioste 1o Klisyri
e ot mepintwon aliepyiag oty tirbanibulin 1) 6€ 0T0100MTOTE GAAO OTTO TO, GVGTOTIKA CVTOV
TOV PAPUAKOL (avapEpovTal 6TV Tapdypapo 6).

IIpogidomon)cElS Kol TPOPUAGEELS
AmevBuvbeite 6TOV Y10TPO 1 TOV QUPUOKOTOLO GOC TPV ¥pnotpomomoete to Klisyri
o Mnv ypnoiponoteite to Klisyri £m¢ 6tov 1 meptoyn mov mpokerTol va, Oepamevtel va £xet
€NOVA®OEL ad 0T0100NTTOTE TPONYOVUEVO PAPLOKO, dladikacia 1] xepovpyikn Bepaneio. Mnv
epapuolete 1o Klisyri oe avouytég mANyEG 1] 6€ GKAGUEVO OEPLLAL.

. ITAbvete ta xépla oag eGv TOYEL Va. ayYIEETE TNV TEPLOYN OTOL EQUPLOCATE TNV OAOLPT).

o Mnv Balete to Klisyri ota pdrtia cog. Av kotd Adbog umet 6to pitt oog, EemAOVETE KOAGL TO
udt pe dpbovo vepo, {ntnote wtpikn Pondeia To GLVTOUOTEPO dVVATO Kol TAPTE AVTO TO
@OALO 0OMy1oV poli cog.
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. Mnv gpapuolete v oloipn ECOTEPIKA, GTO ECOTEPIKO TOV POLOOLVIDY, GTO ECOTEPIKO TOV
ovToY 1| ota ¥eiAn. Av 1 aholpn £pBet Katd AdBog o emapn pe Kamola omd ovTéG TIG TEPLOYEC,
OTOLLOKPOVETE TN EEMAEVOVTAG LE VEPOD.

. Mnv katamrivete avtd 1o apuaxo. [livete depbovo vepd edv Katamigite katd AaBoc ovTd T0
oappaxo, {nthoete 1atpikn fondeia kot Tapte 0LTO TO PVALO 0dNYIOV pali cog.

. Evnuepaote 10 ylorpd cog av £xete TPOPANLOTO LLE TO OVOGOTOTIKO GOG GVGTILC.

. [MopoakorlovOeioTe Y10, TVYOV VEEC AETIOMOELS KOKKIVES KNAIOES, VOl TEG TTANYEC KO ALENUEVEC

N NTEG DEPUOTIKEG EMAPOELS YOp® amd TNV Lo Bepaneia Teployn. Av deite kamola, LIANCTE
AUECMC LE TOV Y1ATPO GOC.
. AoV ypnoiporomoete to Klisyri, amo@byete dpactnplomTeg Tov Umopel va TpoKaAEGouY
VIEPPOAKT EPIOPMOT] KoL ATOPVYETE OGO TO SLVATOV TEPIGTOTEPO TNV £KBEGT 6TO NAOKO QWG
(ovumepAaUBOVOUEVEOY TOV AOUTOV TPOGOUOIMGTG NAOKOD GMTOG 1] TOV KPEPATIDV TEYVNTOD
pavpicporoc). Otav Bpickeote o€ e£@TEPIKODE YDPOVE, POPECTE TPOGTATEVTIKO POVYICUO Ko
KOTELO.
Mnyv koAvmtete TV Vo Oepaneia TEPLOYN LE ETOEGUOVG HETA TN (pNion Tov Klisyri.
Mnyv gpapudlete nepiocdtepn 0A0IPN 0d OGN Gag EYEL GVUPOVAEYEL O YIOTPOG GO,
Mnyv gpapudlete v oA TEPICCOTEPES OO Lio, POPES TNV MUEPOL.
Mnyv emitpénete 6€ AAAG ATOUE 1 KOTOIKIOW VoL aryyilovv tnv vatd Oepameio meployn Yo Tepimov
8 dpeg petd TV eappoyn g aroipng. Eav ayyifete v vid Bepoameia meproyn, n mepoyn
010V VITNPEE ETAPT] LLE TO GAAO GITOWO 1) TO KOATOIKIO0 TPEmeL va TAVDEL.
. Enwcowvmvnote e Tov y10Tpd oag av ELPaVICETE dEPUUTIKEG OVTIOPAGELS GE OVTO TO PAPHOKO
otV Vo Bepaneio Teployn ot onoieg yivovtar coPfapéc (PA. mapdypaeo 4).

Howowd xan £pnpor
Mnyv divete awtd T0 PapUaKo Gg TodLd Kot €PNBouvg niikiag KaTm tv 18 eTdv kabdg 1 aKTiviky
KepAT®ON deV TOVG TPOGPAALAEL.

Alro gappoxa ko Klisyri
Evnuepdote tov y10Tpd 1 TOV QOPUAKOTOL0 GaG 6V XPNOUOTOEITE, £YETE TPOCPOTO YPTCLLOTOU|CEL
N Umopel va YP1CLLOTOGETE AALD PAPLLOKAL.

Edv &yete 10 ypnoonomoet Klisyri 1] Tapopolo @approka, EVNUEPOGTE TOV YIOTPO OG TPV
Eexwvnoete ) Oepamneia.

Kinon, Onhoopoc ko yovipétnra

Edv giote éyxvog 1 OnAdlete, vopilete 0TL umopei va giote £€ykvog 1 6YEO1ALETE VO ATOKTOETE TOd,
{ntote T GLUPOVAT TOL YLUTPOL GUG TPV TAPETE OVTO TO PAPLLAKO.

To Klisyri dev mpémetl va ypnoylomoteitol otn SIpKELR TN EYKVUOGOVNG,.

001 yNnon Kot XEPIGUOS POV RATOV
AVTS 1O EAPLOKO OEV AVOUEVETOL VO EXEL KAl ETIOPACT] GTNV IKAVOTNTE GO VoL 00N YNCETE 1| VO
Xeploteite unyovipaTa.

To Klisyri wepiéyel mpomvievoylokoin
H mpomvievoyloikoin pmopel va tpokarécel deppotikd epedouo.
3. Hog va ypnowponomocere 10 Klisyri

[Tédvtote va YpNOLOTOLEITE TO PAPLOKO CVTO QVCTNPA COLPMOVA, LE TIC 0OTYIEC TOL YIOTPOL Goc. Edv
€xete auePoiiec, pOTNOTE TOV YIOTPO | TOV GUPUAKOTOLO GO,

At 10 Pappako Tpoopileton yio ) Oepomeia TepLoync mg 25 cm? Yo pdvov évav kKOkAo Oepomeiog

névte nuep@v. Eav n meproyn vod Bepaneio dev mopovsialel mAnpn kdbapon oe tepimov 8 efSopdoeg
petd v Evapén tov KOKAov Bepaneiag 1 avamtuyBovy véeg aALOIDGELC EVTOC TG VIO Bepameio
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mePLoYNG, N Bepaneio mpémetl va enaveletactel amd Tov yotpd cog Kol TPEMEL va ANeOovY Loy Kot
GAAeG BepamevTikég MAOYEG.

Amlwote éva hento otpopa Klisyri oty ndoyovca meploy] 610 TpOSOTO 1| GTO TPIYMTO TNG KEPAANG
pia @opd v nuépa yua 5 cuveydueveg nuépec. Evag pakeliokog meptéyetl 0pKeT OAOLQT Lo TV
KéAvy”n ¢ Vo Bepameia mepLoyNc. Mnv amodnkedeTe TOV AVOLYHEVO POKEAITKO Y1 XPTON KATOL0L
AN Pépa, aKOp KL av £xEL HEIVEL AAOLOT.

Odnyieg epoppoyng:

1. [TAévete ta xEpla oag pe comohVL Kot VEPO TPV EPAPUOGETE TNV AAOLPY.

2. [TAbvete v mhoYOLGA TEPLOYN LE NTTLO GOTOVVL KOl VEPO KOl GTEYVMOGTE T1) OTOALL.

3. Avoitte évav véo paxelioko kKaOs opd mov ePapuOlETE AVTO TO PAPLUOKO.

4. Avoi&te To pakeAioKo kATl PMKOG TNg dtakekoppevns ypauung (Ewova 1).

5. [Tiéote Alyn aloipn oty dkpn Tov doktvAov cog (Euodva 2).

6. Epoppoote éva Aemtd otpdpa 0AOIQNEC OUOIOLOPPA GE OAOKANPT TNV TACKOLGN TEPLOYN
(Ewova 3).

7. [TAovete ta y€pra 6oG pe comovVL Kot vepo apécms Letd v epappoyn g aroteng (Ewkova 4).

8. Mnv mAévete kot unv aryyilete tnv vmo Oepamneio meployn yia nepinov 8 wpeg. Encrta amd avtd

70 dloTNUO, Umopeite vo TADVETE TNV V1O Oepameia TeEPLOYN LE NTTLO GOTOVVL Kal VEPD.
. Mnyv kodvmtete v vd Oepaneio meployn pe emdEoUOVg HeTd v epappoyr| Tov Klisyri.
10.  Emavoidéfete ta mapomdve Prpata yio kabe nuépa Bepameiog mepimov v id1a dpa Tng

nUéPOS.

B N -

Edv ypnowpomomocsete peyorvtepn o0on Klisyri amd tnv kavovikn
[Thbvete v vd Bepameio Teproyn pe Mo camovvi Kot vepd. Emkovaviote pe tov yiotpo 1 tov
(OPUOKOTOLO GOG EAV EUPAVICETE GOPAPEG OEPUATIKES OVTIOPACELS.

Eav Eeyaoete va ypnorporouoete to Klisyri
Edv mopaieiyete pio d60m, epapudote TV aAotpn Hois to Bounbeite Ko petd cuveyiote pe 10
Kavovikd oag Tpdypappe. Mnv epapuolete v oloipn mEPIGGOTEPEG AmO [io POPEG TNV MUEPQL.

Edv éyete mepontépm amopieg GYETIKA [LE TN XPNON CLTOV TOV PAPUAKOV, POTHOTE TOV YATPO 1 TOV
QOPUOKOTOLO GOC.

4. MBavég avemBOunTeg evépysereg

Onwg 6ha Ta pappaka, £TGL KoL aVTO TO GAPUAKO UTopel vo TpokaAécel avemBOUNTES EVEPYELES, AV
Kot Ogv Tapovctdlovtal 6 GAOLG TOVG AvEPMOTOLC.

Metd ™ ¥pnoT 0LToD TOV PUPUAKOL, UTOPEL VoL ELPUVICETE AVETIBVUNTEG EVEPYELES GTO dEPLOL OTTOV
epappolete v aAowpn]. AvTtég ol avemBOuNTeG evépyeleg Umopel va emdevaBodv Yo £0¢ Kot

8 Nuépeg petd v évapén g Bepamneiog kot cuvnBwg eapavioviar evtdg 2 €mg 3 gfdopddmv petd
v oloxhnpwon tng Bepaneiog. Exikovaoviote pe tov yuotpd 6og e6v ovtég ot avemBOUnTeG
gvépyeleg yivouv coPapéc.
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O\ o ovyva speavitousveg avemOounteg evEpyELEC otV Vté Ocpomeio TEPLOYN:

oA ovyvég (umopel va emnpedoovy mhve amd 1 ota 10 dropa)

. KokKivida (ep0Onuo)

. AmOAEMIO TOL OEpUATOC (EEPAOVOICLLA)

o £QEAKION

o doyKmON

o ATTMAELN TOV ETOVO CTPOUATOS TOV dEPUATOS (S1aPpmaon, EAKOC)

Aldec mBavic avemBountee evEpYEIEC 6TNV V0 Ocpareio TePLoyn:

Yoyvég (umopei va ermpedoovy émg 1 ota 10 dropa)

o ovog (evarsOnoia, Toov&o N aicOnuo Kaboov)
*  ayodpa (kvnopde)
o POVGKOAAEG (PLGOAIDES, PAVKTALVEG)

Ava@opd avemOOunTmV gvepyetdv

Edv mopatnpnoete kKamoo avemBOunt evEPYELD, EVILEPADOGTE TOV YLOTPO 1| TOV POPLOKOTOLO COG.
Av16 1oy0et Kat yio kéBe oy avemiBounTn evéPyELa TOV EV AVAPEPETAL GTO TAPAV EUAAO 0N Y1V
yphone. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiog , Léow Tov eBvikon
GLGTNIOTOG OVOPOPAS TTOL avaypapeTol oto [lapdptnua V. Mécwm g avapopds averdountov
EVEPYELMV UTOpPEiTE Vo fon01GETE 0TI GLAAOYN TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV UCPOAELL
TOV TTOPOVTOC POPUAKOV.

5. IIog va pvridooete To Klisyri
To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Mnv yoyete N KATOWYOYETE.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETA TNV NUEpOoUNVic ANENG TOV avapEPETAL GTNV EEMTEPIKT
YAPTIVN GuoKevacia kot otny emonuavon petd o EXP. H nuepounvia AMéng eivon | tedevtaio nuépa
TOL UNVOL, TTOL OVOQEPETOL EKEL.

IMa gpama& yprion wovo. Mnv EnovoypNOLUOTOLEITE TOVE PUKEAIGKOVE OPOTOVL AVOLYTOVV.

Mnv metdte AppROKO 6TO vEPO TNG OMOYETELONG 1) OTA OKIOKA amoppippata. Pothote tov
(QOPHLOKOTOLO GOG YL TO TAOG VO TETAEETE TO PAPLLAKO TOV dEV YPNOIOTOLEiTE . ALTA TaL péTpa Hal
BonBncovv oty Tpoctacia tov TeptPaiiovtog.

6. Iepreyopeva TS 6VOKELAGTIOG KO AOTTEG TANPOPOPieg

T mepréyer To Klisyri

- H dpaoctikn ovoia givar i tirbanibulin. KaOe pakeliokog mepiéyet 2,5 mg tirbanibulin cg
250 mg arowpnc. Kdabe ypappdpio arowpng mepiéyet 10 mg tirbanibulin.

- Ta GAAa cuoTOTIKA Evan 1) TPOTVAEVOYAVKOAT KOl 1] LOVOGTEATIKY YAVKEPOAT 40-55.

Epg@avion tov Klisyri ko wepieyépeva tng cvokevooiog
Ka0e paxeriokog Klisyri mepiéyet 250 mg Aevkng £0¢ LVTOAEVKNG OAOIPNC.
KdaBe kovti mepiéyet 5 pakehiokovs omd morlvatBuAévio/@HALo alovpviov.

Kéaroyog Aderag Kvkhogopiag
Almirall, S.A.

Ronda General Mitre, 151
08022 Barcelona
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Ionmtavia

HopookevaocTi|g
Almirall Hermal GmbH
Scholtzstrasse 3

21465 Reinbek
I'epuavia

I"a omoladnmote TANPOPOPIo. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOiOV, TUPUKOAEIGTE VA

angvbuvbeite otov TomiKd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien/
Luxembourg/Luxemburg
Almirall N.V.

Tél/Tel: +32 (0)2 771 86 37

Bbovarapus/ Eesti/ EALada/ Espaia/ Hrvatska/

Kvmpoc/ Latvija/ Lietuva/ Magyarorszag/
Malta/ Romania/ Slovenija

Almirall, S.A.

Ten./ Tel/ TnA: +34 93 291 30 00

Ceska republika/Slovenska republika
Almirall s.r.o
Tel: +420 739 686 638

Danmark/ Norge/ Suomi/Finland/ Sverige
Almirall ApS
TIf/ Puh/Tel: +45 70 25 75 75

Deutschland
Almirall Hermal GmbH
Tel.: +49 (0)40 72704-0

France
Almirall SAS
Tél.: +33(0)1 46 46 19 20

Ireland
Almirall, S. A.
Tel: +353 1800 849322

Island
Vistor hf.
Simi: +354 535 70 00

Italia
Almirall SpA
Tel.: +39 02 346181

Nederland
Almirall B.V.
Tel: +31(0) 30 711 15 10

Osterreich
Almirall GmbH
Tel.: +43 (0)1/595 39 60

Polska
Almirall Sp.z o. o.
Tel.: +48 22 330 02 57

Portugal

Almirall - Produtos Farmacéuticos, Lda.

Tel.: +351 21 415 57 50

To wapdv @UAA0 00N YLOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTOIO POPE GTIS

Aentopepeic mAnpoopieg yio 1o pappoko avtd eival d1abéoipeg oto dikTLaKO TOTO ToL Evpmraikon

Opyaviopov @apudrmv: http:// www.ema.europa.cu
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