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EFKYKAIOL - ANO®ALH

OEMA: KaBopioudc MepiAnyne XapakinpioTikwy Tou Npoidviog kol ®0AA0 Odnyiwy yia

10 XpACTH QUPUOKEUTIKUV TIPOTGVTWY TTOU TIEPIEXOUY dPACTIKG CUCTATIKO
MINOXIDIL yiax romikn eéwrepikn xprion (Aspuarnxo SidAvua 2% kai 5%, FEAn 2%)

“Exovteg utroyry:

a)

)

Y)

Tic diatageis Tne koivrg YTroupyikig Amdgaaong AYT3 {a) 83657/2005 “Mepi evapudviong g

E)\Anvumg NopoBeoiag pe 1nv  avriotoiyn KoOwoTikip OTOv  TOPEG NS KUKAOQOpIag
. . TWY PAPUOKEUTIKWY TTPOIGVTWY, TTou TTpoopifovial yia avBpwitivn xprion’,

Tqv T cpuep 43391!23-6-2010 Amrogaon MNpoédpou EOD (GEK.1052/Tevxos Acltepo /

12-7-2010) "Mepi peraBipacng dikawwparog vrroypang ard tov Mpdedpo EO® mpog 1oug

TTpoIoTaPEVOUG DieuBivoewy EOD”

Tr Mvwpdrevon tou EmoTtnpovikot ZuuBouAiou Eykplocwy ap. ®-270/30-7-2010

ANOOAZIZOYME
H flepiAnwn XapaknpoTikwy tou [poidviog QUPUOKEUTIKWVY TIPOIGVTWY  TFOU TTEQIEXOUV

dpaotikd cuotanikd MINOXIDIL yia romikry e§wrepikn xprion (Aeppanxd SidAvua 2% xai
5%, ['éAn 2%) opileTal we £EAC:

NEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOZX (SPC)

1.

EMITIOPIKH ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZL

Agppankd Adropa 2%, Agpuatikd Awdhopa 5%,1€m 2%

2.

3.

HOIOTIKH KAI TOXOTIKH XYYNOEXH

DODAPMAKOTEXNIKH MOP®H

Agppatikd Adavpa 2% 1 5%
'édn 2%

4.

KAINIKA XTOIXEIA

4.1. Ogpanesvtikég evdeilerg

Evleikvutal yia 1y Bepatreia Trg avOpOYEVETIKAS QAWTTEKIAG (QaAdKpa AppEVOS
f BriAeog TUTTOU). ETriong evBeikvuTal yia TNV avacToAr Tr¢ ETEKTAONS TG
QUAGKPAC TToU oQEIAETAaI GE AvOPOYEVETIKIT QAWTTEKIQ.
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4.2. Aocoloyia Kol TPOTOG YOPNYNGEMS

Na eEwreprrij yprion uovo. Xpnowonoieicte 10 cOUQOVA pe TG 00 yiec.Mnv
10 EQUPUOCETE GE Kapio AN TEPLOYT TOV COUATOC.

Miua ohikn] 8601 1ml npéner va epapudletar §0o popéc v nuépa 610 TPLeTd
™G KePaAnS apyiloviag amd 1o KEVIPO TN¢ TACYOVCAS MEPLOYNG KAl UnMAMGCTE
TO UE TA GKPO TOV SAKTOAWMV KOAVTTOVIOG OAN T QoAaKpPT mEpoyn. AVt 1
dbom mpéner vo ypnowonoteital aveEdpmra and 1o péyefoc g naoyovoUg
neproync. H ovvohik nuepriowa d6om dev mpénel va viepPaiver ta 2ml.

H pébodog epapuoyrc moikikAel ovéioyo He TOV  €QUPUOCTY], 7OV
ypnowonoeitor.. Metd v £Qoppoy] TOv  vae  TWAEVETE  KoAG T
épre.Epappdletar 6tav Ta poAAMG Kol 70 Tpi@To NG KEQAANg eival tedelng
oteyvd. Na prn ypNoLHOTOLEITE CTEYVOTHPU TOV HOAMAV Y VO EMOTEVCETE TO
oTEYVOLE ortd 10 dihupa, S16TL TO PHOTIUA TOV AEPE GTO TPLLOTO TG KEPOANC
umopel va HEWMOEL T1] SpacTiKOTNTA TOL .

H «hwvi eunepia £6e1&e 0Tt unopel va anartnBei toniki epappoyn 800 Qopéc
mv NUépa, TOVAGIOTOV Yo 4 1 TEPLOGOTEPOVG UNVEG (OGTE v PaveL 1 TpdOTY
évdeiln Oigyepone g avamtuEng e tpyoeuviag. H évopén kar o Pabudg
pmopel vo  eivar Sdpopog avapeco otovg acBeveic. Ymotpom| omnv
PoBEPUTEVTIKY] ELPGVIOT] £xEL avapepBel, néoa og 3-4 pfvec PETA T Slokomy
Tov @apuakov.Edv petd amd Oepaneio péypr 12 unvav dev £xer onpeiwdei
EMAVEUPAVIOT) TPLYOPVING 1) EQOPUOYYT TPENEL VA SlaKOTEL.

4.3 Avtevosilag

Avievdeivotan og aobeveic pe 1w0topd vepevaiotnociog otn minoxidil, oty

TpomVAEVOYAVKOAN Kat oty afavorn, kabd¢ Kor Kotd T dudpkew Tig

E£YKVUOGDVTG Katl TOL Bnhacuot.

H aopdreia xar 1 anoterecpanikdmta oe acbeveic nlikiog kdto tov 18 etdv
Kot og acBeveic nikiag dve Tov 65 etdv dev £xet TekunpLobet.

4.4 Iwritepeg npoerdomomjoarg ko Waitepeg npoguralearg kata n
xpiion.

ITPOEIAOIIOIHXEIX
Ilpw and v epappoyn tov 0 wpdc Ba npénet va AapPdaver wotopikd 10V
acBevoig kol va PBefaunbel 6T To TPIYOTO TG KEPAANS TOV gival PUGLOAOYIKO
K01 VYEG.
Av ka1 and v tomk] gprion minoxidil 1 amoppdenon sivar pikph (mepinov
1,4% ¢ epappolopévne 66ong) vrdpyer mbavémra va  eppovictody
CLOTNHOTIKEG EMOPAGELS,ONMG KATAKPATNON VOATOC KOl GAATOC,YEVIKEVUEVO
Kat TOTKO oidnua TEPIKAPOLAKO
e€ibpopa,nepikapditida, eMMOUATIOHOS, ToxLKapdia,oTnBayyn,cmdsivoon
TPOVTapYovcas GTNOAYYNC,TPOKANON oTBayylK®V copuntOudTOY o8 acheveic
pe pn dwyvoopévn otepaviaia voco,emdeivoot g opBostatikig vadtacng
OV TpokKaieital and T yovavedidivn.
e nepintmon mov Ba epeavicdel mévog oto othlog, Tayvraiuia, advvapia 1
L&, amdtoun avelipynm avénon Bapovg i tpn&iuo ota xépia 1 oto TOda, |
emipovr pubpdNTa 1) £peBIOUOC TOV TPYOTOV TN KEQUANC, Ba Tpénet va
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SKOTEL T} XP1OT) TOL PAPHAKEDTIKOD TPOTOVTOC KAl va avalntnlein
ocvpuPovAn yaTpon.
1Swaitepn TpocoyN amotteitat ot VREPTACIKOVG acBeveig

CUUREPAOUPAVOEVAOV KOl AVTAV OV DTOPAALOVIOL GE AVTIVTEPTAGIKY] AY®YT|
Kon oe oaoBeveic pe  oyouuikn  kKopdondfew (mpwv ™ yprion va
cvpfovigvovral 1o YiaTps TOVG ).

MNPOPYAAEEIX
Enewon 1 MINOXIDIL nepiéyer owodmvevpa, mpoxaiel aichnua xavcov xai
gpefopd oto pdta. Xe MEPITTMOOTN CLUTTOUATIKYG ena@Nc HE evaicOnteg
emedveieg (ndto, dhaPpopévo déppa, Prevvoyovoug) 1 meployy) mpémel vo
mAEveTal e Gpbovo dpocepd vepd g Bpionc.
[Mpéner va amo@elhyeton 1) £16TVOT] T0V yekaoBEvTog aplixov.
H ovpnmopotiky Myn and 10 otopa pmopel va odnynoer oe cofapéc
TOAPEVEPYELEC.
O emdpaoeig g MINOXIDIL oe acbBeveig pe cvvodég depuatikéc nabdnoeig v
¢' AVTOVG 7OV YPTCIHONOOVV TOTKG KOPTIKOEWT T GAAA SepLATOAOYIKG
okevdopata dev eivanl Yvootéc. Asv €xel devkpwiotel edv 1) xGAvyn (yxpnon
nepovkag) avdvel v anoppdernon g minoxidil peTd TN Yopnynon me.

MATIAIATPIKH XPHXH
H aoedreio ko 1} anotelecpanikotra ¢ minoxidil o acbeveig nlukiag xdtw
v 18 ypévev dev Exear texunproBet.

F’HPIATPIKH XPHZIH
H ac@drer xar 1 anoterecpanikotnta g minoxidil oe acBeveic nhikiag v
TV 65 gpdvov dev £yl texunprodet.

4.4 Alinlemdpaoag pe Gria Qappaka Kol Grhiec popeic aiinienidpaonc
Agv LIAPYOVV OTUEPA YVOOTEC QUPHOKEVTIKEG OAATAEMOPACES, 7OV Vv
oyetiCovran pe ™ xpfon e minoxidil. Av xai kKhwvikd dev £xer amodeytel,
vrapyel n mboavotnra vo emdevebel  opbootatikn vrdtaon oe acbeveic mov
TV TOYPOVE, Taipvovy yovaveddivr.

H amoppdenor g tomkyg minoxidil eEAéyyetar ko 1) o0 INTA TG
nepropiletal and v xepdtiviy otofada g emdeppidag. H tavtdypovn
EQUPHOYN TOTIKE YOPTYOVUEVOV QAPUAK®DV

.Y KOPTIKOOGTEPOEW MV, peTivoeddv( tretinoin), anthralin kot yevixa
TopaydvIev 1oL avédvouy n Sideppukn anoppoéenot g minoxidil, dev
GLVIOTATOL.

4.5 Kinon ko yahovyia

H aoc@drew g tomikn|g minoxidil katd 1 dudpkela tng xovnong dev £xel
owmotmdel TANpwS otov avBpono.

H minoxidil mov anoppo@dtal cuoTnuotikd amexkpiveTar 010 pnTPiKkéd Yoo
otov GvBpomo. ' avtd 1 ypron ¢ avievdeikvutal o€ €YKLHOVOVOES 1)
Bnialovoeg yovaikec,.

4.6 Enidpaon 61V 1kavitnTa 0017116116 KOl LEPLOROD RIJLAVIRATOV
Ovdepia.
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4.7 Avem@ounteg evépyereg

e o ovykprukhy perétn petadd Agppatikod AwAvpotog minoxidil 5%,
Awdopotog 2% kar placebo, 1a deppatoroyikd coufavia ftav cvyvoTepo otV
opdda tov Aervpatog 5% minoxidil. Ta cvufavra frav topepupepoic THnov
ka1 coPapdnrog oTig opddeg 5% kar 2%, akkhd 1 ovyvdTnTa frav pHeEYorOTEPT]
oty opdda 5%.

Ov avemBounteg evépyeieg mov mopatnpifnkov mo ocvyxvd Mrov meg
deppotoroyikés avudpdoel. O tomkdg epebiopog Mrav 1 Mo ocvxvn
avem@ount oviidpaomn, mov  oavapépbnke, ovumeprrapfovopuivav g
amorémong, Tov epvBnuoTos, ¢ deppetitidag, Tov Enpol déppatog, ™G
veptpiywong (oe mepoyés GAhec extog amnd exeiveg mov egapudletor 10
Pappoxo), 01oHMUETO¢ KAVGOL Kot TOL e£avONATOG.

I1ig omavieg avemBounTeg evépyeleg mov avapépbnkay coprepthappavovial ou
aALEPYIKES AVTIOPACELS, VITEpELAICONGia, eEavinpata, YEVIKEVUEVO epOON IO
Kot 0idnpa, 0@Baipikdg epediopde, arroinomn g yevor g, Aoipwén dtov
(xupimg eEwTepikn OTITIC) Kal OATIKESG OO TAPAYES.

Emiong onig ondvieg avemBounteg evépyeieg tov avapipinkayv
repriapfavovial 1 cAorexio, ovoOUaAEg TV TpLYdV, TOVOG 0T0 oTiBog,
petaPorég g applakng Tieons, HeToforég 610 opLYHS, NratiTida Kat
veppotBiao.

4.8 Yrepdoosoroyia

AvEnuévn cvomnuatiky anoppdenor propel va cvpuPel oe TEpimTOOT TOLV
pNoHoromBovV d6GELg PEYOADTEPES TMOV CUVICTOHEVHV OE HEYIAES
EMPAVELES TOV CONATOG ,EKTOG TNG KEQOAC. ALV gival YO OTEG TEPITTDOOELG
vrepdocoroyiag and Tomk pion minoxidil .

H ocvpntopotnixy Aqyn and tov otépotog pnopei vo TpoKoAEGEL CLOTIHATIKES
EMOPATELG, TOV £YOVV GYECT HE TNV ayyelodwoTadtikn dpdor g minoxidil (5
ml Tomxd Adhopa 2% , 2 ml Tomkd Awhvpa 5% 1 Sml yéing repiéyovv 100
mg minoxidil, ™ peyardtepn 6o, 1 onoia GVVIGTATOL GE EVIAIKA Y1aL T
Bepancia g vEpTaong).

Ta mo mBava onpeio Kol counTORAT TG VAEPOOGOAOYING Eivat
KOPOLyYEIOKT] COPTTOUATOAOYIO, 1] ONtola OYETICETAL PHE KOTAKPATNOT VYPDV,
nThon ™G Tieong Tov aipatog 1 v tayvkapdio. H xatakpatnon vypov
UTOPEL VO AVIETOTGTEL PE TV KATAAANAN dovpnTiky Bepaneio. H
Tayvkepdio eEAEYYETAL PE YopTYNOoN £VOG B-avaotoréa. H vadtaon propei va
aviipetomobei pe evdooréPia yoprynom pucioioyikot opot. Ta
COUTAONTIKOUIUNTIKG QAppaka, OTMS 1] VOPETIVEPPIVY] KL 1 EMVEQPIVT TPENEL
Vo anoPeDYoVIaL, AOYM TNG SIEYEPTIKNG EVEPYELRG TTOV £XOVV OTIV Kapdid.

5. DPAPMAKOAOTTKEX IATOTHTEX

Kodwkoég ATC:DI11AX01

5.1 ®appoxodovapikés 1016TTES

H minoxidil eivatl éva nepipepikd ayyelofaoToATiKG, anavidtal 88 cov AEVKT
1 VIOAEVKT], GOoouN, KPLOTOAMKY], oTEpEd ovoia, 1 omoia sivon SwAvty o10
vEPO, OTNV TPOTLAEVOYALKOAN 1) otnv abovodn, xau eival oyedov adidiv
OTNV OKETOVY, ©T0 YAWpo@opuwo 1 otov ofwd abvreotépa. H ymuxi
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ovopaoio g minoxidil eivon 2,4-pyrimidinediamine, 6-(1-piperidinyl)-, 3-
oxide (M.B.=209,25).

Otav epappodletar torkd n minoxidil anodeiybnxe, 6t deyeiper v avémtuln
™ Tpryopuiag oe Gropa pe ahomekic avépoyevetikt| (pardkpa Gppevog M
OMheog Tomov). H dityepon g avantoéng g tpiyo@uiag yivetal epeavie Katd
RPOGEYYIOT HETE 4 1) TEPIOCOTEPOVG PHVES XPNONG Kot motkiAker amd acBevn) oe
acBevil. Metd 1 Swokomy tng ypfHomng oV oTApOTd 1 TEPMTEP® OVATTTLEN
TPLYoQLINe Kol avVOUEVETOL EXAVOQOPE OTNV TPOBEPATEVTIKY] KOTACTACT] HECT.
oe 3-4 univeg. O oakpifg pmrovioudg dpdong tov ot Oepameion g
OV POYEVETIKNG QAMTEKING, OEV Elval YVOOTOG.

H tomikr epappoyr] e aivetal va TTPOKAAEI CUPTITWHATA aTTd Ta Siagopa
oucotAuarta, Tou va oxetiloviar pe v amoppdenon Tng minoxidil, o6tav
SOKINAOTNKE OE EAEYXOMEVEG KAIVIKEG PEAETEG TOOO OE QPUOIOAOYIKOUG, GO0 Kal
Ot UTTEPTAOIKOUC aoBeveic, TTou dev eAaupBavav aywyr.

2 Bepomeia g vrépTaong, Otav yopnyeitat and tov otdpetog 1 minoxidil
Eyel GUECT) TEPLPEPIKT] AYYEWONACTAATIKY dpaoT), 1 onoila peidveL Ty adénon
NG CLOTOAKTG KOl S1GTOMKNG APTNPLOKTG TECTC HELDVOVTAS TIC TEPUPEPIKEC
ayyelokég avriotdoelg. H peimon tov nepipepikdy aptnpidiokdv aviioTdoemv
KO 1) ETaKOA0LOT] TTOOoN TG TEOTG TOV aipatog Sieyeipel Tovg cvumabnTikoig
UNYEVIGHOVC, TOVG OVAOTAATIKOUE UIYOVICHOVS TOL TopacupradnTikol, Kabog
KOl TOVG UTXOVIGHOUS TNG VEQEPIKNG opodotacts, mov mepthopufdvovy v
avénon ¢ EKkpong NG pevivig, mov oomnyel oty adénoTn Tov kopdiokol
pLOHOY KoL TOV KAPSKOD OYKOL TOAUOD KOl GTNV KOTAKPATNOT] VEPOD Kot
dhotoc. H minoxidil dev emepfoivel ot ayysloKivITiKG ovTAvVOKAOGTIKG Ko
YU av16 dev mpokarel opbBootatiky) vdtaoy. Xe nelpapatdlma 10 eapprako dev
EWOEPYETAL OTO Kevipikd vevpwkd ovompe oe afidbhoyeg mocoétntec. H
minoxidil dev enmpedler ™ Aeitovpyla tov KN ctov dvBpomno.

5.2 QappoxokiviiTIKEG 10WOTTTES
Anoppépnon xar Metaflolopog

Metd v tomikn epappoyr, n minoxidil mtopovoler pikpn anoppdepnon and
10 PVOWOLOYIKO avémago dépua. Katd péco 6po 101,4% (evpog 0,3-4,5%) ¢
epappolopevng cuvorikfg 606TG PTAVEL TEAKA GTI] CLGTNHATIKT KUKAOQOpia.
To avetép® avapEpeTol GUYKPLTIKA PE TNV OVGIACTIKG TATPT) anoppderion g
ovsiog and 1o yaotpeviepikd Prevvoyévo petd myv ond Tov oTOMOTOG
xopniynon tov dokiov minoxidil. Eropéveog d6on 1 ml Sorduatog 2% mov
aneievbepdvel 20 mg minoxidil oto dépura £xel cav anotélesua anoppderon
katd wpocéyyion 0,280 mg minoxidil. Or emdpdoelg tTwv TuYOV deppaTiK®OY
nafnoeov ot anoppoOPno, dev eival YVOOTES.

O mokvomteg g minoxidil ©oTov 0pd petd amd TNV TOMKY EQAPLOYT TNG
kabopilovriar amd 1o puopd Swdeppuiknc amoppoOPMoTC TOV Papuakov. MeTd 1
dwkonr) g TOmMKNG EPpappoynis To 95% mepimov g cvoTnROTIKG
anoppoovpevng minoxidil, anopaxpdveron péoa oe 4 pépec. O petaPoriopdc,
Propetaoynuotionds g amoppopovuevrg minoxidil petd omd  tom
epappoyn oev £xel mAnpwg xaboprotel. H yopnyoduevn ond 100 o1épatog
minoxidil petaBorileton xat' efoynv pe cvlevén pe 10 yhvkovpovikd o&b ot
N-ofewiov Béon 610 SOKTOAO NG TLPWIVIG OAAG KOl [E T1) HETATPOTTY] GE
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TEPIOCOTEPO TOAKE TpoidvTo. O yvwoTtol petaforites aokodv mord pikpdTepT
OappaKoloYIKT Eidpact mapd 1 idwa  minoxidil. H minoxidil de deopsvetmn
amo TG TPMTEIVES TOV TAGGHOTOG KAL 1) VEQPIKT] TNG KaBapon oyxetiletar pe 1o
pvopd g onepopatikng Simenong. H minoxidil  de Swanepvd tov arpato-
eyke@aAko poypo. H minoxidil kou o1 petafoiriteg e eivar aypodiaivtol kat
omekkpivovral xoping an' Ta odpa.

5.3 IIpoxivika oTov Eia Yia TV AoQPALEL

TOZEIKOAOI'TKA AEAOMENA

H mbBovotng eppdviong toikdv emdpacemv o1e S1090pa CLOTALATE, HETA
amo TOMKY EQUPNOYY, eival eVBEMG avAAOYT TPOG TNV TOGHTNTA
amoppoovuevng minoxidil. Enewdn n anoppdenon minoxidil ot
CUOTNUATIKT KuKAOpOpia sivar bwtépwg pikpn otov avBpmno (amoppo@dtot
Ayotepo and 1,5% g epappuolopevnc dOoNg) o1 MBUVOTNTES EPEAVIOTS
TOEIKOTNTAC OTTO TNV TOMKT] EQAPHOYT], Elval TEPLOPIGUEVEC. £20TOCO, OF
nepinTOON OMoPPOENOTG OYETIKA HEYAA®V TocoTH TV minoxidil, petd and
TOTLKT £QUPUOYT] DWAVUATOS GE TOVTIKOVS Kat 6KOAOVS, eppavioTrnkay to&ikd
povopeva avhoya pHe avTd, Tov £xovv 1joT mopatnpnBel, petd v yopnynon
minoxidil and 1o otopa.

Mukp) eivar eriong 1} mBavoTNTa EUEAVIOTC TOTKOV EPEOITUOV av KOl OE
oplopéva melpapotdloa tapatnpndnke Hrog Tomkog epeopdc.

Eyel amoderybet 611 1 minoxidil pewover 1o Bapog tov epfpov kaboe kot tov
opBpo6 (oviavov veoyvav Kot 0uEAVEL TIg CTAUYVIKEG, OKEAETIKESG KO
CUVOAMKEG TAPAROPPDGELS 1) OKEAETIKES petaforéc oe apovpaiovg dtav
yopnyeitar og d6oeig 1575 péxpr 2100 @opég vymAdTepeg omd T GLVICTOMEVT
d6om otov avBpwmo. O1 emdpaoelg avTég oYeTIoTKAV UE TOEIKOTITO 0T
untépa.

Oewpeitan aniBavo n epfpoiicny PAAPN nov mapatnpndnke oe nepopatdlona vo
éxel oxéon pe tov GvBpoMo,Tapoia AT avIEVOEIKVLTAL 1) ¥PTIOT) THG KATE TNV
Konon.

6 POAPMAKEYTIKA TOIXEIA
6.1 Kataloyog pe 1o £kdoya
Aepuatixo didioua

I'éhy
6.2 Acvoppatdtnreg
Agv gyl dSumotobei xapio onpoviikn acvpPatdémra.

6.3 Awapkera {ong

6.4 Iowaitepeg mpopvralers kata ™ @Uiatn Tov Tpoidvrog
6.5 @01 Kol GUGTATIKA TOV TEPIEKTY

6.6 Odnyisg ypnong/yerpriopod
BX1. Aocoiroyia
6.7 Kartoyog g adeiog kokiogopiag
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7 APIOMOZXL AAEIAXZ KYKAO®OPIAX

8 HMEPOMHNIA THX TIPQTHI AAEIAX/ANANEQIH THIX AAEIAX
KYKAO®OPIAZ

9 HMEPOMHNIAX THX (MEPIKHL) ANAGEQPHIHX TOY KEIMENOY

2. To ®UAo Odnyiuv yia 10 XproTr QOPHAKEUTIKWV TTROIOVIWY  TToU TTEpIEXouv OpaoTikO
ouoTankd MINOXIDIL yia romikr) ewrepikny xprion (Aspuanko SidAvpa 2% kai 5%, I'éAn
2%} opideTal wg £&NG:

OYAAO OAHIION MA TO XPHITH

1.1 EMMNOPIKH ONOMAZIA

Aeppatikd AiGhupa 2% 14 5%, TEAn 2%
1.2 ZgvBeon

ApaoTikéd LuoTankd: Minoxidil

‘Exdoxa:

1.3 QupHAKOTEXVIKE HOopYpn:
AeppaTikd Aighupa 2%, Acpparikd Midhupa 5%, MEAn 2%
1.4 TMeprexmik6TnTa 08 SpaACTIKA ovoia:

1.5 Meprypagr — Zuokevacia

1.6 QappoaxobeparreuTikn Karnyopia:

Ma TRV avTIMETWTTION TG avBPOYEVETIKNG aAWTTEKIAG
1.7 YmeOBuvog Kukhkowopiag:

1.8 NMapaoxevaoTng:

2. TIOPENE]I NA TNQPIZETE I'A TO QAPMAKO NOY ZAY XOPHIMHEIE O MNATPOL ZAL

2.1 Tevikég TAnpogopitg:
Orav epopudletar Tomkd n minoxidil amodeixBnke, o1t deyeipet Tnv avdrTugn g Tpixoguiag
ot AToua [ aAwTTEKIa avBpOYEVETIKE (PaAGKpa Gppevog 1} BRALOC TUTTOU)

2.2 Evbeitug:
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Evdeikvutai yia 1n Beparreia ¢ avdpoOyEVETKAG OAwWTIEKIOS (POAdkpa Appevog 1 BriAcog
TutTou). Emiong evbelkvutar yia Triv avaodTtoAl NG €TTEKTAONS ¢ PaAGKpag 1TOU OPEiAETal OF
avBpoyeveTikn ahwTrekia.

Avrevdeieig:

Avievbeikvutal o0 aoBevei¢  pE  IoTOpiKG  umrepevaicBnoiog oty minoxidil,  otnv
TIPOTTUAEVOYAUKOAN Kai otV iBavOoAn, kabwg kat KoTa 1y SIGPKEIR TNG EYKUHOOUVIG Kai TOU
8nhaopou.

H aogdAcia kat n aTroteAegpanikdINTa ot aoBeveic nAkiag kaTw Twv 18 eTwy ko1 ot aobeveig
nAIKIag avi Twv B5 £1wv Bev £xE1 TEKUNPIWBEI.

ElBikég mpouAdateig xat rpoe1doTroINcElg Katd T Xpnon:

NPOEIACNOIHZEIZ

MNpiv aié v epapuoyh Tou © 1a1p0¢ Ba AGREl 16 1I0TOPIKG 0ag kai Ba BeBaiwBei om 1o TPIXWTO
NG KEQAARS Elval QUOIBAOYIKS Kai UYIEG.

Av kal artd v TOTNIKA Xprion minoxidil n amoppoéenon tivar pikpr) umdpxer mBavéTa va
EROavIoBOUV guaTNHATIKES eMDPUCELS, OTTWE KATAKPAETNOoN UDATOG Kal GAATOG, YEVIKEUPEVO KOl
TOMIKS 0iBNnpa, TTEpIKapSiakd e&ibpwpa, Trepikapdinda, emmTwpaTiopds, Taxukapdia, onBdayxn,
emdeivwon TrpalTrapxovoag oTnBAayxXng, TPOkKANON oTNBay XKWV CUUTTTWHATWY OE aoBeveig
JE un diayvwopévn otegavidia veoo, emideivwor ¢ opBooTanki¢ uTTOTACNS TIOU TT POKGAEITO!
amd youaveBibivn.

Y& mEPITTTWON TToU B eppavioTel TTOVOE aoTo OTHB0C, TayxuTraApia, aduvapia i {GAR, amoTOUn
ave€iyntn avfnon Bdpoug 1 Tipngipo ota xépa 1} ora modia, ) emipovn epuBpdinta 1
£pEBIOPBE TOU TRIXWTOL TNE KEQOAAG, Ba Tpérel va OlokoTel n ¥pAOT TOU PaPUAKEUTIKOU
TIPOIOVTOG KAl va avadninbei n cupBould) Tou yiarpou.

iBi0iTepn TTPOCOYXT) OTTAITEITA OE UTTEPTATIKOUS aoBEvEiG UUTTEPIAQUBavVOPEVIUY KOI QUTWY TTOU
UTTORAAAOVTOI OE AVTIUTTEQTAOIKY] Qywyh} Kal 08 aoBeveic pe oxaipikl kapdiomaBeia (Trpv
Xprion va cupBouAedovral To YIQrpod Toug).

NMPOQYAAZEIZ

Mpérrer va amTro@edyeTal N EIGTTVO! TOU YEKATOEVTOG TTPOTOVIOG.

H ocupmtwpanky Ajyn and 1o otopa pimopei va odnynosr ot ooBapég mapevepyeeg. O
emdpaoeg Tng MINOXIDIL ot aobeveig pe guvobic depuparikég mabhoeig | o' auToug Tou
XPROIOTTOICUV TOTHIKG KOpTIKOEIDR A4 GAAa BeppaTohoyixg okeudoparta Sev eivai yvwoTég. Agv
£xe1 DIEukpIVIOTED GV 1] KGAUYN {(XpAon TTEpoUkag) augdver Tnv amoppdenon g minoxidil hetd
™ Xopnynaor 1ng.

2.4.2 HAIKIGMENOI H ao@dAcia kai i QImoTeEAEgpaTnkeInTa g minoxidil oe agBeveig nAikiag
Gvw Twy 65 xpovov Oev £xEl TEKUNPIWOEL

24.3 KYHIH: H acedhaa tng 1ommkhg minoxidil kard tn didpkeia tRg kunong dev £xel
SriomoTwBel TTAfpwg oTov AvBpwTTo.

2.4.4 TANOYXIA: H minoxidil TTou Qrroppo@aral GUOTHHOTIKG ATTEKKPIVETAl OTO PNTRIKG YOAQ
grov avBpwrro. [T autd n XxpAaon 1S avievbeikvutal ot eykupovoloeg f Bnhddouoeg yuvalkeg.

2.4.5 NAJAIA: H aogdAsia kai n ammoreAeoparnkdtnia tng minoxidil oe aoBeveic nhikiag xarw
TWV 18 xpovwy eV EXEI TEKUNPIWOEI.

2.4.6 IAIAITEPEZ NPOEIAONOIHIEIL IN'A TA MNEPIEXOMENA EKAOXA

2.4.7 ENMNIAPAXIH ITHN IKANOTHTA OAHIHIHL KAI XEIPIZMOY MHXANHMATQN:
Oubepia
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2.5 AAMNAsmSpaoscig pe AR QAPPAKA 1] OUTIES:

2.8
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2.8

2.9

Aev uTTGPYOUV ONMEPG YVWATEG QUPUOKEUTIKEG GAANAemdpdaelg, TTou va ayEeTijovial pe 1
XpAon ¢ minoxidil. Av kot KMVIKG Dev EXEl aTrOBEIXTEl, uTTapxel N mBavoTnTa va emideIvwBEi n
opBoorankn urdTacr ae agBeveic Tou TauTdxpova TIgipvouv youaveBidivr.

H amoppdpnon Tng tomkng minoxidil gAfyyxeTal kai n 1aY0TATA TNG TEpIOpieTan amd TV
kepdrivn otoifdda 1ng emdeppidag. H TautdXpov £QApROYR TOTHKG XOPNYOUNEVLIV QapUaKwy
Y. kopTikooTepoudwyv, penivoeildwy (tretinoin), anthralin ko yevikd Trapaydviwy TIoU
au€avouv 1n Dradeppikr arroppsenan ¢ minoxidil, dev cuvioraral,

Aocoloyia:

Mo eGwTEpIKA XpAan pove. XPNOILCTTOEIGTE TC CUPQWVa e Tig odnyieg. Mnv 10 e@apudoere
ag Kapia AAAn TTEPIOYT TOU CWHATOC.

Mia ohixn) 86on 1ml mpémmer va epapuoletar SU0 QOPES TNV NUEPA OTO TRIXWTO TNS KEPAAAS
apyifovrag amd 10 KEVIPO TNG TTACXOUTOE TIEPIOXAS KOI ATTAWOTE TO UE TA AKPO Twv JUKTUAWY
KoAOTITOVTaG GAn TN Qahakpr TrEPIoX!). AUTH n 860n TpETEl va pnaigoTToEiTal aveidptnia
amd 10 péyeBog Tng maoyoucag mepoXng. H ouvohikn nuepAocia §oon Oev TIpETIEl va
urmepBaiver Ta 2mil.

H pébodog epappoy g TTOIKIAAEI avaAoya e TOV EQAppPooTh, TTOU XPNCIUCTIOIEITAL

Mera tniv epappoyri Tou va TTAEVETE KaAG 10 Xépia. EQappéleran dtav 1a HOAAIG KOt TO TPIXWTO
NG XEQAARG eival TeALiwg oTeyva. Na unp XPrioiHoOTTOIEITE OTEYVWIAPa Twv UaAAILY yia va
EMOTTEVOETE TO OTEYVIWHG amro 1o SidAupa, B10T1 TO QUONUA TOU QEPa OTO TPIXWTO TNG KEPAAAG
HTTOPEL VO PEIWCEN T PAcTIKOTNTG TOU.

H kNvIkR eprreipia £Beige OTE prTopel va anmaitnBei TomkA e@apuoyr d0o @opég Tnv nuépa,
TOUAGYIOTOV VIO 4 1} TTEPIOOOTEPOUS PvEG WOTE va Qavel n Tpwtn £vdaln diyepong Tng
avarrrugng ¢ Tpixopuiag. H évapén xar o BaBudg prropei va eivar Sidpopoc avaueoa aroug
aoBeveig. YTTOTpOTIT) OTNV TTPOBEPATTEUTIKE} EPPAaVION E£xet avaQepBel, péoa og 3-4 pfives Petd
1 Biakorry ToU  @appakou, Eav peta amd Beparréia 12 pnvwov Jev Exel  onueiwSel
ETTQVEIPAVIOT) ToIXOQUIAG 1 epapuoyn TPETTEN va BiakoTrel,

YmepSoogoAoyia — AVTINETWTTION

Augnuévn ouoTNUATIKY aToppOQnan HTTOpEl va upBel o€ TIEPITITWAN TTOU XPNOoILoTTOINGoUV
BOCEIg HEYOAUTEPES TWY CUVIOTWHEVWIV OE PEYAAEG ETMIPAVEIES TOU TWUATOG, EXTOS TNG
KEQAANG. Agv eival yvwoTEG TEPITITWOEIG uTTEpDOoToAoYiag amo ToTmike Xpriorn minoxidil.

H oupmtwpankig Afyn ano Tou oTopaTeg UTropel va TTPpoKaAécel ouaTnUankéS embdpdotis,
TOU £X0UV OXEON PE TNV ayyeloBIooTaATIKR Spdon Tng minoxidil {(5ml Tomiké didiupa 2%, 2mi
Tomkéd Biahupa 5% 1 5ml TéEAng mepiéxouv 100mg minoxidil, T peyaAutepn &éon, n omoia
ouVIOTATON OE EVIAAIKQ Yia Tn BepartTeia Trg uTrépTaong)

Ta mo mBava onueia kar gupmiwpara TG umepdooohoyiag eivar  kapdiayyeiakn
CupTTTWHATOAOYIA, N OTTOIa OXETICETAl PE KATAKPATNOT UYPWY, TTTWONS TS TTHECTG TOU QiaTog
N v Taxukapdia. H KAtakpainon uypuwyv PTTOPEl va OGVTIMETWTIOTEl HE TNV KATAAANAN
Boupnrikn Beparmeia. H taxukapdia eAfyxetal pe xoprynon evog B-avactoréa. H umdraon
propel  va  ovripeTwmoBel  pe  evOoQAEBIa  Xopriynon  QuaIohoyikoU  opou.  Ta
CUPTIABNTIKOMIKNTIKG  QapHaKa, OTIWG 1 VOPETTIVEQPIVI) Kai 1 ETVEQpivn TIPETTEl va
amogelyovial, Adyw NG DIEYEPTIKAG EVEPYEIRS TTOU £XOUV OTNV Kapdid.

TnA. Kévipou AnAnnpidocwy; 7793777

T rpéwrer va YVWPIgeTe 0TV TEPIMTTWON TTOU TTapaAgipaTe va wAapeTe Kamola 360n;:
Eav mapaAciyare pia d6an, Ba pémer va Tiapete T Sdon auth epoécov Bev utrepBaivete Ta
2ml v nuépa. Edv mAnoiader n wpa yia TV emopevn 36on un AdBere 1 5360n mou
Tapaleiyare, aAAG ouvexioTe Kavovika Tn Beparreia,

AvemBupnTeg evépyieg:

O1 avemBOunTeg evépyeleg mou TrapatnpRBnkav o ouxvd ATV ATTIES Sepuarohoyikég
avndpaoeig. O TOTMKOG £pEBICUOS ATAV 1) THO ouxv) avemBUunTH avTidpaar, TTOU avagEPBnkKE,
oupmrepiAapBavopévwy NG atroAémiang, Tou epuBhpatog, Tng Seppartindag, Tou Enpov
OEppatog, NG UTTEPTPIXWONG (O TEPIOXEG GAAEG EKTOG TG EKEIVEG TTOU EQAPUOIETAl TO
QupuaKo), aoBnparog kavgou kai Tou eEavBnuaTog.

ITG OTIAVIEG QVETIBUUNTEG EVEPYEIEG TTOU avapépBnKkav CUUTTEPIAAPBAVOVTAl OF GAAEPYIKEC
avTidpacelg, umepeuaiobnoia, efavlnuara, yevikeupévo epUBnpa kar oidrpa, OQBaAUIKOS
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epeBiopdg, alholwan g yelong, Aolpwen wrwv (kupiwg EEWTEPIKA WIING) KOl OTTIKEG
diarapuyeg.

Emiong onig omdvieg avemBopunTeg eVEPYEIEG TTOU avagipBnkay TEpidapBavovial n ahwTrekia,
AVWMOAIEG TwV TpIXWY, TTOvog 010 OTAB0G, NETABOAEG TNG apTnpiakng THieang, peTaBoiég oto
oQuyno, nmatinda kal veupohiBiaor.

2.10 Huepopnvia ARG rou rpoidvrog:

AvaypGgertal o1nv eEWTEPIKA ouokeuaoia.

T MEPITTWGT TTOU 1) nuepounvia £xel TTAPEABE! PNy TO XpNOIUOTIOINCETE.
2.11 16iiTepeg wpouAdisig yia Tn pUAaln Tou TTpoiovrog:

2.12 Huepounvia reAeutaiag avaBewpnong Tou giuAAou odnyiwv.

NAHPO®OPIEZ A THN OPOOAOTIIKH XPHZH TON GAPMAKON

s  To @apuaxko autd cag TO £yPawe O YIaTpog 0ag NOVO VIO TO CUYKEKPIPEVO IaTPIKG 0ag
wpoRAnua. Ac Ba mpémel va 10 divere 08 GAAG dropa 1} va 10 XPNOIUOTTOEITE yia
KGO GAAN TTABRON, XWpPig TTponyouptvwg va ¢xeTe cupBoulcutei 10 yiarpd oag.

o Edv kard 1 BIdpkKeia ¢ BLparreiag epeaviotel karolo TPORANHa PE TO QApUaKo,
EVIHEPWOTE QUECWG TO YIOTPS 0Ug 1] 10 PappaxkoTTod oag.

o Edv £xeTe OTTOIOBATIONE £PWINHATIKA YUPW OTTO TIC TTANPOYOPIES TTOU aPopolv 10
QGPUAKO TTOU AQUBAVETE 1 Xpeid{eaBe KOAUTEPN evnuiépwon yia 10 1aTPIKG Oag
TedRANLa pn BiICTAoETE va {NTACETE TIG TTANPOQOPIEG QUTES aTrd 10 YIaTpO Tag 1 1O
Ppappaxorrow oag.

o o va gival amoTeAECHATIKG Ka QOQOAEG TO QAPHAKO TTOU 0a¢ Xopnynonke Ba TTpémel
va AauBaveTar cupguva e 1ig odnyleg Trou oag d68nkav.

« [a v 0o@dAcid oag kol TNV UYEIa oag eival arrapaitnto va dioBaoete e rrpocoxn
xGB¢e TTARPOYOPIa TTOU aPOoPA 10 YAPHAKC TIOU CAG XOPNYHRONKE.

« Na pn diamnpeite 10 GApUaKa OE epuapia Tou Aoutpou, Bi16T n {éotn kal n uypaoia
uTIopel va aAAoioouv 10 QAPUGKO KOI VO TO Kataotrioouy emBAaBEC yia v uyeia
oag.

Na unv kpatdie eappaka oy 8ev 1a XPEIGLeoTe TTALoV 1) 1Tou /BN €xouv ARLEL
T peyaA0Tepn Qo@AAcia Kpatdte dAa 1A PAPHPAKA OF AOPAAES PEPOS PAKPIG aTTd Ta
TaBid.

3. Tpoéwog 51dBeong: Aev arraiteital IaTpIKn ouvTayh
2. O1dixanolxol ka1 ayiiTTpOowTTon UTTOXPEOUVTAI VIO THY £EQApPUOYH TNE aVWTERW EYKUKAIoU.
3. Or bikatouxo! kai avTiTTpSOWITO! UTTOXPEOUVTAI Yia TNV EQAPHOYT TNS GVWTEPW EYKUKAICU.

4., Karomv twv avwTépw maler va ioxuet i eykUKAI6G pag pe ap. 10207/14-3-2002 1rou
agopd orov kafopiopo TXM  xai ewiong Taver va 1006l 17 eykUKAIOE Hag e
ap.67552/29-9-2009 mou aopd orov kabopioud tou OOX .

Koivomoinan:
E1. :JANSSEN-CILAG GAPMAKEYTIKH AEBE

AEQ®D.EIPHNHZ 56 156121 MEYKH
H AIEYQYNTPIA AYEN

ATTodEKTEC VIO EVEDYEIQ ©

FENIKHE TPALRBAATEIAZ

1. TEEQAJAYT

A. Meooyeiwv 136 om0 - Ap. AL KOYTZOYKH

155 61 ABrjva - BEOPHIHKE TIA THN Aipic
2. Ym. Epyaciog AracxoAnong & Kowvwvikig ﬂpocmctug ST O e T e E e E

Fevikn I'pappateia Kowvwvikwy AocgaNioewv

EAERH APIYPOROYADY

i,
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Alvon Aogahiong AoBéveiag & MnTpointag
Iradiou 29, 101 10 ABrva
(K€ TV TTOPAKANTN EVREPWANG TWY ACPAMOTIKWY
Tapeiwv 1ToU Trapéxouv Yyeiovopikn Mepi@aiyn)
3. MNaveAArvio laTpIKOG ZUAAOYO
MAoutdpxou 3, 106 75 ABAva
(ue TNV TTapaxAnon evnuépworn Twv
TOTHKWY [aTpiKty ZUAAOYWV THEG XWpag).
4. [aveAdvio DapuakeuTiKG ZOAAOYO
Nepaiwg 134 & AyabBnuépou
118 54 ABrva
(pe TV TTAPAKANCT EVNUEPWONG TWV
TOTNKWY PAPUAKEUTIKWY ZUASYWV TNG XWpag)
5. NMaveAAAvia Evwon PappakoTTOHLV
NoonAguTikwy 15pupdrwy
MixahaxoTrotAou 99, 115 27 ABrva
6. IKA-®app/xA Yrnpeoia
Ay Kwvivou 8, 102 41 ABrjva
7.  OFA KAdadog Papuakeutikig MNepiBaiyng
Narnoiwv 30, 106 77 ABhva
8. Oikog Nautou MNeipaitsg
K.MaAaioAdyou 15
185 35 lNeipadg
9. Oixog NauTtou ABrvag
Mavtotwvog 2 & Narmoiwy
106 77 A8fva
10. Kévrpo AnAninpidoewy
Noookopeio Naidwv “I1.& A. Kupiako("
115 27 oudi ABiva
Q/“I. ZOEE
A. Knoioiag 280 & Aypiviou 3
152 32 Xahavdpi ATTIKAS
12, NaveAirivia "Evwon ®appakofiopnxaviag
Aduwa 7, 115 24 AptreAdéxknol, ABriva
13. ZOMoyo Avifmwy Qapuakeutikwy EIDwv & EiBikorTwv
036¢ Taroiou
180 xAu. EBvikrig odou ABnvwv-Aapiag
146 10 N. EPYGPAIA ATTIKHZ
14. AgAtio Ayopavopiag
Navemotruiou 42, 106 79 ABrva
15. TEBE — ®appakeuTikég YTInpeoieg
Ay. KwvoTtavrivou 5
103 51 AOHNA
16. Mn péAn ZuArdywv
{O1TWG O TTiVaKAG)
EIQTEPIKH AIANOMH:
1. Atvan Aglohoynong Mpoidviwy
a) Tpripa Afiohdynang PapuakeuTikwv MNpoidviwy
B) Mpappareia A’ tpriparog Emoruovikou ZupBouliou Eykpicewv

2. Alvon @ap/kwv MeAetwv & "Epeuvag
3. Alvon Afxwv Yrpeowwv Eléyyou FNpoidviwy
Tufua Exboong & Kwd. Attopaccwv
4. Ipappareia AcutepoBdBuou EmoTrpovikol LuuBouiiou
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