[T

MUAAN0 odnyiwv xpnong: NAnpodopieg yia Tov xpnotn

073646

Skinoren 20% Kp<ua

AleAAlKO o&u

xpriong. BA. mapaypago 4.

AlaBAoTe TIPOOCEKTIKA OAOKANPO TO PUAAO 0ONYLWV Xpr)oNG MPLV APXIOETE VA XPNOIUOTOLEITE QUTO TO
¢pappako, S10TL meptAapuBAavel ONUAVTIKES TTANPOdoOpieg yia oag.
[1pETIEL TAVTOTE VA XPTNOLHUOTIOIELITE QUTO TO q@p{uaxo AKpLBWG onwg TEPLypagdeTal ato mapov GUAAO odnyLwV
XPNong 1 oupdwva e TG 0dnyLeg TOU yLatpou 1 Tou pappakorolou oag.
e QUAGETE AuUTO TO HUAAO odnyLWV XpNnonc. lowg xpelaotel va to dlaacete Eava.
e ArtevBUVBEITE 0TO PAPHAKOTIOLO 0AG EQV XPEIACTEITE TMEPLOTOTEPES TTANPODOPIES 1) CUHBOUAEC.
e EQv MapatnprjoETE KAMoLa averiiBupntn EVEPYELQ, EVIHEPWOTE TO YIATPO 1] TO GpUPHAKOTIOIO GAC.
AUTO LOXUEL Kal yla kaBe mBavr) averuBupntn evepyeLa Tou Sev avadePETAL 0To Mapov GUANO 08NyLHV

e [penel va arevBuvBeite oe ylatpo eav 6ev aloBaveoTe KaAUTEpa 1y eav AlOBAVETTE xelpdTEPQ.

Tt tepilExel To Tapov GUAAO odnyLwv:

1. Tt etval n Skinoren Kpeua Kat mota eivat n xpnon
NG

2. L penetl va yvwplleTE TIPLV XPNOLUOTIOLOETE
NV Kpepa Skinoren

3. [Nwg va xpnolUomonoeTE TNV Kpepa Skinoren

4. [MiBaveg avermBuuNTEG EVEPYELER

9. [Nwg va puAacoete TNV KpEpa Skinoren

6. [NEPLEXOUEVO TNC CUOKELAGLAC KAl AOLMEQ
MANPODOPIES

1. Tt etvar n kpepa Skinoren kat mota eivat n
XPNomn tng

2KELAOHA KATA TNG AKKNG yla TOTILKT XPrion.

H kp€pa Skinoren dpa kata tou Baktnpiou
Propionibacterium acnes Tiou nailel onuavtiké poAo
oTn Snylovpyia TG akung. Emiong pewwvel v
AVATITUEN TWV KUTTAPWY TNE KEPATLVNG otifadag, Ta
OTIOLA TIPOKAAOUV ATIOPPAEN TWV MOPWY TOU SEPHATOGC
oxnHatiovrag acmpa Kat padpa otiypata. H kpéua
Skinoren evéeikvutal yla tnv tomikr Bepareia yia tnv
NILa ewg HETPLAg BapulTtnTag Kown akun.

2. Tt mpenel va yvwpilete mpLv
XPNOLHOTIONCETE TNV KpEpa Skinoren

VIn xpnotpomoimoete tnv Kpepa Skinoren
-OE TIEPLITTWOoN aAAepyiag oto aleAaiko okl ) oe
OTIOLOdNTIOTE AAAO ATIO TA CUCTATLKA AUTOU TOU
¢appakou (avapepovral otnv mapaypado 6).

lNMpoeldbomomnoelg kat mpodpuAa&elc

ATIELBUVBELTE OTO YLATPO 1] TO GPAPHUAKOTIOLO 0ag TIPLV
XPNOLLUOTIOMOETE TNV Kpepa Skinoren.

[la eEwTEPLKN XPNoN HOVO.

H kp€pa Skinoren meptexel Bevl(oiko oL, To omolo
ELVAL TOTTILKO EPEBLOTIKO KABWGE Kal TIPOTIUAEVOYAUKOAN
I OTIOLa PTIOPEL VA TIPOKAAETEL OEPUATIKO EPEBLOHO.
[pemeL va divetal mpocoxn, WOoTE va arnopevyetal

N enadn e Ta HAaTLa, To oTOPA Kat AAAouC
BAevvoyovoug. 2e mepimTwaon tuxaiac emadnc, Ta
patia, To otopa kavn ot mpoaPBeBAnuevol BAevvoyovol
TPETIEL VA EETTAEVOVTAL NE AdBovn oot Ta VEPOU.
Eav 0 epeBLOPOC TWV PATLWV ETILHEVEL, OL A0BEVELC
npernel va avaldntouyv LatpLkn cupBouAn. Ta Xepla MPEMEL
va TTAEvovTal JETA amo KABe ehappoyn NS KPEUAC.

) € TIapakoAouBnan PeTa tnv KukAodopia Tou ¢papuaKkou,
arnavia exet avapepBel emdelivwan Tov acHBPAToq o€
aoBeveic mou Beparmevovrav pe aleAalko o&v.

Mawdia kar epnPot

H aoddaAela kat n amoteAeouaTtikoTNTa TG KPEHAG
Skinoren &ev £€xouv amodetxBel oe maldla nAKiag
KATW Twv 12 ETWV.

HAwkiwpevol
Agv UTIAPXOULV LOLAITEPEG TIPOELOOTIOLTELC.

AAAa ¢pappaka kal kpepa Skinoren

EVnUEPWOTE TO yLATPO I TO GAPHAKOTIOL0 0ac AV
XPNOLLOTIOLEITE, EXETE MPOOTPATA XPNOLUOTIOOEL 1
HTIOPEL VA XPNOLKOTIONCETE AAAQ pAppHaKa.

Aev exouv OleEaxXBDEl HEAETECQ OXETIKA HE TIC
aAAnAemdpAceLC TNC KPEPAG Skinoren.

Konon, OnAaocpog kat yovipotnra

Konon kat BnAacpoc

Eav elote eykuog 1 BnAalete, vouileTe OTL umopet
va el0TE EYKUOG 1) axedLAlETE va ATOKTIOETE
matdl, (NtnoTe tn cupBoUAN Tou ylatpol 1y Tou
GApPHAKOTIOLOL 0ag TPLV MAPETE AUTO TO PAPHAKO.
YTapxel MEPLOPLONEVN EUTIEPIA ATIO TN XPrioN TOU
q(ls}\qmoufoﬁsoc Kata v 61apkela tng eykupoolvng.
Eav ELOTE EYKUOG 1) BnAalete o yiatpoc oac Ba
Amnodacloel av PTIOPEITE va XprnotpomoLioeTe v
Kpepa Skinoren.

Ta Bpedn bev mpenel va Epxovral oe enadn e To SEppa/
TOUG HaoToUg Tou ExeL epapuooTel To aleAaikd oy

Obnynon kat XelpLOPo6G pnyxavnudatwv
H Kp€pa Skinoren ev éxel kapia emidpaon otnv
IKQvotnTa odnynong n XEPLoPoy HnXavnpatwy.

H kpepa Skinoren nepilexet Bev{olko o&u
KaBe g kpepag replexel 2 mg Bevloikou 0EE0C.
To Bev(olko 0&U MpoKaAEeL epeBLONO.

H kp€ua Skinoren meplEXEL TIPOTIUAEVOYAUKOAN.
KaBe g kpEpacg replexel 125 mg mpomuAEVOYAUKOAN).
H TpornmuAEVOYAUKOAN UTTOPEL VA TIPOKAAECEL
OEPUATIKO EPEBLOUO.

H kpépa Skinoren mepleXel KETOOTEQPUALKT) AQAKOOAN.
KaBe g kpepag neplexet 11,5 mg KETOOTEAPUALKNG
AAKOOANG. H KETOOTEAPUALKI) AAKOOAN HTTIOPEL va
TIPOKAAECEL TOTILKEC OEPUATIKEG QVTIOPAOELG (TT.X.
depuatitida ermadng).

Agev TIPETIEL VA XPNOLUOTIOLEITE TNV KPpEPa Skinoren

£QV EXETE UTtEPELALOBNola ota Ekdoxa, Lolaltepa otnv
TIPOTTUAEVOYAUKOAN.

3. Nwg va XxpnolUOoTIOINCETE TNV KPEHQ
Skinoren

[1QvTOoTE va XPNOLUOTIOLE(TE TO GAPUAKO AUTO
QuoTtnPEAa cuudwva He TIC 0dnyieg Tou ylaTtpou 1 Tou
¢apuakomolov agag. Eav exete audLBoAieg, pwtnote
TO YLATPO N TO papUAKOTIOLO oag.

H kKpepa Skinoren evdeikvutal HoOvo yla SEpUATIKN
Xpnaon.

[Tpv TNV edbappoyn g, 1o d€ppa npemel va kabapiletal
KaAa Je vepo Kal va oteyvwveral. Mmopel va
Xpnatuoronbet Eva Nriio kKabaploTiko dEpUATOC.

H Kpg€ua Skinoren mipemel va epappoletal oTic
TIPO0PEBANUEVES TTEPLOXES TOU SEPHATOC SUO DOPES TNV
NHEPA (To Mpwi Kat To Bpadu) kat va svrpiBetal anaAq.
[Meptmou 2,5cm (0,5g mepimou) kpepag ival EMAPKNC
moooTNTA yla OAN TNV TEPLOXT) TOU TIPOCWITOU.

Aev MPETIEL va xpNOlUoMOoLETal ateyavr kaAuyn r
eTikaAuyn pe yala kal ta xepla nmpPEMeL va mAgvovTal
HETA TNV ehapHOoyn TNS KPEHAC.

Elvat onuavtiké va xpnotHoToLElTe TV Kpeua

XWPIG dlakormn Kata tn dtapketa 6Ang tne nepltodou
Oepanelac.

AcBevelg pe evalobntn emdepuida npenel kata

N SlapKeta tTng mpwtng efdopadac Bepaneiac va
XPNOLHOTIOLOLV KpEUa Skinoren povo pia ¢popa tnv
nHEPQ (To BpAadu) kat Heta va auvexioouv Tn Bepaneia
OUO POPEC TNV NUEPQ (To Mpwi Kal To Bpadu).

e mepintwon epeblopol Tou Sépuatoc (BA.
mapaypado 4), MpEMeL va PewwveTal n moadtnta ™mne
KPEHQAG TIOU XPNoloMoLElTat oe KABe epappoyn 1

Vd HELWVETAL 1) GUXVOTNTA XPrjang tTng o€ pia popa
TNV NUEPQA PEXPL Va UTIOXWPNJEL 0 epeBLlapde. Av gival
arapaitnto, Ba mpetel va dlakomel mpoowpva n
Bepaneia yia Alyeg NUEPES.

H 6iapkela xpriong Tng KpEpag Skinoren evoEXETAL

VA MOLKIAAEL amtd ATOHO OE ATOUo Kal eEaptaTal
EToNg amno tn 0ofapoTNTa TNG SEPUATLKIAG
dlatapayng. Mevika, pia cadng BeAtiwon yivetal
opatr) evrog 4 efdopadwy. la va éxete ta kaAitepa
duvata amoteAéopata, n KPERA Skinoren pmopei

vVa xpnotuotoinBgl EMi APKETOUG UNVEG, OXL OHWG

yla dlaoTnua replocOTEPO ATIO Eva Xpovo. Eav dev
MapouoLaoTel BeAtiwan HETA ATTO

1 prva 1y eav eppavioTel EMSENWON TG AKKNG, N
XPNON TNS KpEuac Skinoren TIPETEL va SlaKoMTETAL
kat va Aapfavovral umoyn GAAeg BEPATEUTIKEG
uéBodol. Eav eivar amapaitnto, n Bepaneia Propet va
SLAKOTIEL TIPOOWPLVA VLA LEPLKEG NHEPES.

Xpnon oe mawdia kai epnoug

Xprion o€ epnpoug (nAikiag 12-18 etwv).

Aey analteltal mpooapuoyn tng 66ong 0tTav.
Xopnyeital n KpEpa Skinoren ge edpriBoug NALKIAG
12-18 eTwv.

]



H aopaAela Kat anmoTEAECUATIKOTNTA TNG KPEHAG
Skinoren o matdia nAlkiac katw anod 12 eTwv dev

EXEL TEKUNPLWOEL.

Eav xpnmponomoerz HEYaAUTEPN doon Kpepag
Skinoren aro TNV KavoVvlKn '

MeAETeG OEelag TOELKomwr: oe nepaparolwa

Sev HelX VoLV OTL npsrta va avapsuemt KIVOUVOC
ofelac TOELKOTNTAg HETA ano epanag depuUaTIKN
uniepdoooloyia (epappoyn o€ LEYAAN emcpcwstu UTIO
ouvenxac TOU EVLVOOUV TNV anoppodnon) r ano Tou
OTOPATOC KATATIOoN.

Eav Eexaoete va XpProLHOTIOINOETE TNV KPEUA
Skinoren

Eav Eexaoete TNV epappoyn piag doong, tote
ePpapUOOTE TN LOALS TO BuunBelte. Eav woTtooo
mAnolalel n wpa tng eMoPevnc doonc, TOTE
TIEPIPEVETE Kal EGpapuOoTE anevBeiag Tnv emOpevn
doaon Kpepac Skinoren.

Mnv napete duthn d60n yla va avanAnpwaoeTe TN
d0an mou Eexaoarte.

Eav otapatnoete va XPnNOLHOTIOLEITE TNV KPEUQA
Skinoren

Eav exete neplocorepsq apmrnoslc OXETIKQ HE m
XP1NGON AuTou Tou GapPUAKoU, PWTNOTE TO YIATEO 1) TO
GApPUAKOTIOL0 oac.

4. MBaveg avemiBuuNTEG EVEPYELEQ

Onwg 0Aa ta papuaka, £ToL Kat auto To GAPHAKO
HTIOPEL VA TIPOKAAECEL QVETIIBUUNTES EVEPYELEC AV Kal
dev nmapouaoialovral ge OAOUC TOUC avBpWTTOUC.

OL o ouxva epdavi{opeveg aQveriBUUNTES EVEPYELEC
elval To aioBnua kavoou oTo onueio ebapuoyng,

O KVNOoHOG (payoupa) oto onueio epappoyng n

TO epUBNUAa (epuBpoTnTa) oto onueio EGAPHOYNC.
2uvnbwg, Ta CUPTITWHATA Tou EpeBLlouoy elval frLa
KAl UTTOXWPOUV Kata tn dltapkela tnc Beparneiac.

Ol mapakatw avermBuuntecg evepyelec Baoilovral oe
avadopeC KAWIKWY PHEAETWYV KAl o€ TTapakoAouBnaon
LETA TNV KukAodopia tng kpepag Skinoren. Ot
AVETILBUUNTEG EVEPYELEC KaTATAooovTal cUpdwva Pe
TN ouyxvotnta avadopag TouG.

MoAU CUXVEGQ: UTIOPEL vVa ETNPEACOUV TIEPLOCOTEPQ

aro 1 ora 10 aropa

e AloBnua kaluoou OTO ONHELO Ecpappoyr']c

e Kvnopog (bayoupa) oto Gnueio s¢ac1ppoyr'1c

° EpuBnua (epuepornm) OTO CNHEI0 EGAPHOYNG

Euxuaq pTtopel va ennpeacouvv £wg 1 ota 10

aropa ‘

° Anoqaohiﬁmon (EedAoublopa SEPHATOC) OTO GNUELO
eGapHUOYNG

° I’lovoc OTO ONMELO ecpappovnc:

=nPOTNTa oTO ONHELD ed)appovﬂc

° Anoxpwuanopoc OTO ONUELO aq)appovnc

o Epaelopoc oTOo UI‘HJELO ecpappoync

0)([ OUXVEG: prtopel va entnpedcouv éwg 1 ota 100

aropa

o Yunypatoppola (moAU Atmapo 6eppa)

° AKuN

o ATIOXPWHATIONOC HEPHATOG (TO SEPHA YIVETAL TILO
aVOLYXTOXPWHO)

e [lapaloBnoia o ONHELD Eq)upuovnc
(LUppYKLaoua, yapyaAtopa, gayolpa, Toipmnpa N
KALuo)

e Aeppartitida oto onpeio EGApPOYNG

e EvoxAnon oto onpelo epappoyns

e Oibnua (mpnktpo) oto onpelio epappoyng

Iravieg: pmopel va ennpeacovv ewg 1 ota 1000

aropa

* Yrepeualobnoia oto pAapHaKo (Tou UMopEL va
ekONAWOEL pe ayyeloidnua’, depuatitidba €€
ertadng', oidnua opBaAuol’, oldnua Mpoowrou’)

* Erudeivwon AcBuatoc

o Kvibwon'

e XelAitida (pAeypovr) ota xelAn)

e EEavOnua’

° OeppoTnTa oto Oneio epapHOyNnG

e QuoaAibeg oTo onpeio e:cpappovnc (HIKPEG KUOTE,
HE LYPO)

e ‘ExCepa oto anueio e:qaapl-lo\'ﬁc

* ‘'EAKOC OTO ONnME(O Ecpappovnc

'AUTEG o1 averuBuunTeS EVEPYEIES EXOUV avapepBel

Kara tn xpnon tnc KPEUac Skinoren LEta tnv

KUKAopopla Tn_G.

fevika, o TOTIKOG EPEBIONOG TOU SEPHATOC LTTOXWPEL

kata ™n Slapkela Tng Bepaneiag.

Mawdiatpikog mMANBuopOg
2€ KAWVIKEG HEAETEG TIOU TiEpLEAGpBavav eprBouc
nAlklag 12-18 etwyv (454/1336, 34%) N TOTILKN AVOXn

NG KPEPAgG Skinoren ritav mapopola oe matdlatpikoUg
Kdl EVNALKEC aogBeveic,

Avadopa avermBuunTwv EVEPYELWV

Eav mapatnpnoete kamnola avermBountn evépyela,
EVNHEPWOTE TO YlATPO N TO dapuakorold oac. Autd
LoXUeL Kal yla kaBe mBavn averuBountn EVEQYELQ TIOU
6ev avadepeTal oTo Mapov GUAAO 0dnyLwV XPToTG.
Mnopsn'e ETILONG va avadePETE aQVEMIBUPNTEG
evépyeleg aneuBelag (BA. AemTtopépeieg mapakaTw).
MgEow TG avadopag avermbupnTwy EVEPYELWV
uTtopeite va BonBnoeTe oTn gUAAOYN TIEEPLGGOTEPWV
TTANPODOPLWY CXETLKA HE TNV acPAAELA TOU TTAPOVTOGC
GapUAKOU.

lla EAAGSa: EBvikoc Opyaviopoc Qapuakwy,
Meooyeiwv 284, GR-15562 XoAapyog, ABnva

TnA: +30 21 32040380/337, ®a&: + 30 21 06549585,
lototomnog: http://www.eof.gr

5. Nwc va puddacoete TN n kKpepa Skinoren
Na duAacoetal oe Beppokpaacia neptFaAAovtog, OxL
navw aro 30°C.

MeTA TO MPWTO Avolypa Tng cuckeuaoiag, n OlapKeLa
(wnC Kata tn xpnon eivat 6 pnveg.

To GAPPAKO AUTO TMPETIEL va GUAACCETAL OE UEPT) TIOU
dev To BAETOLY Kal bev TO qjeduouu ta natdia.

Na pn xpnolponowns auTo To pappako psra mv.
nUepounvia An&ng mou auacpspsml OTO KOUTL PeTa

™ «AH=H». H nuepounvia Angng eivai n teAevtaia
NUEPA TOU Prva TIou avadEPETAaL EKEL.

Mnv netdate dAppaKa oTo VEPO TG ArTOXETEUONG N
0TQ OlKIaKQ arnoppippata. Pwtnote 1o $apuaxoroLo
0ag yla To NMWe va NeTagete ta dappaka 1ou o€
xpnoluomoleite ma. Auta ta pyetpa 8a BonBnoouv
oTnV NMpootacia Tou TEPLBAaAAOVTOG.

6. MNePlEXOHEVO TNG CUCKELAGCIAG KAl AOLTIEG
TIANpodopieg

Tt tepilexel n kpepa Skinoren

H dpaotikn ouaoia eivat: to aleAalko o&u.

Ta aAAa €kdoxa elvat: 2teapouAo pakpoyAukepidiq,
[TportuAevoyAUKOAN, AtaAupa YAUKEPOANG (85%)
Bev{olkO 0L,

KekaBappevo Udwp.

PLC Liquid®: oKTavolKOC KETEQPUAEOTEPAC,
HUPLOTLKOC LOOTIPOTIUAECTEPAG.

Movooteatikn yYAukepivn 40-55,

KetooTteapuAlkn QAKOOAN

Epgavion tng kpepag Skinoren kat meplexouevo
NG CLUOKELAOLAG

Aeukn, adltapavnc Kpepa

1 g Kp€pag reptexet 200 mg (20%) aleAaikol oEgoc.
2wAnvapto twv 30 g.

Karoxog Aderag KukAogdopiag:
LEO Pharma A/S, Industriparken 55, DK-2750
Ballerup, Aavia

Torukog avrinpoownog:
LEO Pharmaceutical Hellas S.A., A. KUung & eveka

10, GR- 14564 Knglowa — EAAGda, TnA.: 2106834322
Email: leo.hellas@leo-pharma.com

Mapaokevaotngq:

LEO Pharma Manufacturing Italy S.r.l.
Via E. Schering 21

20054 Segrate (MtAavo)

ItaAla

To mapov puAAo 0ONyLWV Xpnong avabswpndnke
yia teAevtaia ¢popa otig 07/2023.

LEO

073646
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