MEPIAHYH TQN XAPAKTHPIZTIKOQN TOY ITIPOIONTOX

AXELAN®, Agppoatiko Avdiopo 5% w/v

Minoxidil
1. EMITOPIKH ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
AXELAN® Agppoatid ddivpa 5% w/v
2. MHOIOTIKH KAI MIOXOTIKH XYNOEXH

1 ml deppatikov droAivpatog mepiéyet: S0 mg minoxidil.

[N Tov A p1 KaTdroyo Tov ekdoxwv, PA. mapdypapo 6.1.

3. OGAPMAKOTEXNIKH MOP®H

Agppoticd divpa 5% wiv

4. KAINIKA XTOIXEIA
4.1 OepamevTikég evoeierg

To AXELAN® gvdeikvotar yioo ) Ogpameio g avdpoyevetikng aimmekiog (Qoldipa
appevog 1 Ofheog tHmov). To AXELAN® gvdeikvutol yio TNV aVAGTOAN TNG EMEKTOONG TNG
QOAGKPOG TOV OPEILETOL GE OVOPOYEVETIKY| QAMTEKIAL.

4.2 Aocolroyia Kot TpOTOS YopNYNONS

INo gotepukny gpion poévo. Xpnowonolgiote 10 cOUPOVE UE TG 0dnyiec. Mnv to
EPUPUOCETE GE Kapio GAAT TEPLOYT] TOV GOUOTOG.

Mio. oAikny 6601 1 ml wpémet vo epappoleTor 500 PopEG TNV NUEPO. GTO TPLYWOTO TNG KEPUANC
apyifovtag and To KEVIPO TNG TAGYKOLGOS TEPLOYNG KO ATADGCTE TO LE TO, AKPO TOV SUKTOA®Y
KOADTTTOVTOGC OAN TN QOACKPY TEPLOYN. Avti 1 0don TPEmeEL va, yprnolomoteital aveaptnta
ond 10 péyeboc g maoyovcag mepoync. H ovvolikn muepnola 06omn dev mpémer va
vrepPaivetl ta 2 ml.

H péBodog epapproyng moiAlel avaAoya [LE TOV EQAPLLOGTH TTOV YPTCUYLOTOLEITAL.

Metd v gpoppoyn tov TAéveTe KaAd ta xépla. Eeapuoletar dtav ta LodAld Kot To TpryoTto
g KePAANG vl teheimg oteyvd. No Un ypNoYLOTOLEITE GTEYVOTHPA TOV HOAMMOY Y10 Vol
EMONEVGETE TO OTEYVOUO amd TO O1dAvUe, S10TL TO VoMU TOL GEPO GTO TPYMTO TNG
KEPOANG UTOPEL VO LELDGEL T dPUGTIKOTNTE TOV.

H «havikn epmeipio €6e1ée 611 pmopet va amotnBel tomkn epoppoyn 600 popéc v Nuépa,
TOVAQYIOTOV Yo 4 1 TEPLOCOTEPEC UNVEG MOTE VO, QOaveL 1 TPpdTN EvoelEn dEyepong g
avamntuéng g tpryoeuiog. H évapén kot o Babuog pumopel va gival S14Qopog avAIESH GTOVS
aoBeveic. Ymotponmn otnv mpobepamentikn epnedvion £xel avapepbel péco o 3-4 unveg petd
T owKom Tov @opudkov. Edv petd omd Oepameion 12 unvdv dev €xel onpeiwbdet



EMOVELLPAVION TPLYOPVTAG 1| EPAPHOYN TPETEL VO SIOKOTEL.
4.3 Avtevoegigelg

Avtevdeikvoton  oe  aobeveic pe 1otopikd vmepevaicOnoiog otn  minoxidil, omnv
TPOTLAEVOYAVKOAN Kot TNV alfavodn, Kabmg Kot Kotd Tn S1dpKELR, TG EYKLIOGHVIG KoL TOV
Onroopov.

H aopdieln kot n anotehecpatikdmra oe acbevelg nikiog Kato tov 18 e1dv kot o€
aoBeveic nhikiag Gve TV 65 etV dev €xel TEKUNPLODEL.

4.4 Iowitepeg TPOELOOTOUNGELS KUL IOLUITEPES TPOPVAAEELS KATA TN Yp1ion

MHNPOEIAOMNOIHXEIX
Ipwv om6 v gpapuoyn tov AXELAN® o wtpdg 0o mpémer va Aapfdvel 161opikd T0v
acBevoig kot va, BePaiwbel 6TL TO TPLYOTO TNG KEPAANS TOV €ivat LGIOAOYIKO Kot VYLEG.

Av kot omd Vv Tomikn] ypron minoxidil  amoppoéenon etvon pikpn (mepimov 1,4% 1ng
gpappolopevng 00omg), vIapyel TOOVOTNTO VO, ELPAVIGHOVY GLOTNUATIKES EXOPAGELS, OTMS
KataKpdTnon HOUTOC KOl AANTOC, YEVIKEDUEVO KOl TOTIKO oidnua, mepikapdlakd e&idpmpua,
TEPIKAPOITION, EMMOUATIONOS,  ToyvKapdio, omndayyn, emdeivoon TPOHTAPYOLCOG
ombBayyns, mpoéxinon ombayyikdv ovuntopdtov oe acbevelg pe pn  Soyvoopévn
otepoviaio voco, emdeivoon ™G opfocTATIKAG VTOTOCTG 7OV TPOKUAEITOL OmO 11
yovoveddivn.

e mepintowon mov Ba eppavicdel T6voc oto otBog, Tayvmaiuio, advvapio | CoAN, amdTOUN
aveénynt avénon Papovg M mwpn&po ot ¥Eple 1 0T TOdWL 1 EMipoOVN €puOpOTNTA 1)
epefIoOg Tov TPLYYOTOD NG KEQAANS, Ba Tpémel v S10KOTEL 1 (PO TOV POPHAKEVTIKOV
TPOiOVTOC Kol va avalntnOei 1 cupfouvin wtpov.

[dwitepn mpoooyn amarteiton oe VIEPTACIKOVG acbevelg cvumeptAaufavouéveoy Kot auTtov
oV VTOPAAAOVTIOL GE OVTIDTEPTOCIKN Oywyn Kot o€ acBevelg pe oyoyukn kapdlomadeio
(mp1v TN ypfoM va GVUPOVAELOVTAL TO YLOTPO TOVG).

MNPO®YAAZEEIZ

Eneidn 1o AXELAN® mepiéyel owonvevua, mpokodei aicOnuo kodoov kot gpebiopd ota
patio. Xe mEPITTMOT CUUTTOUOTIKNG ETOPNC HE evaioctnteg empaveleg (Latia, dtofpopévo
dépua, PAevvoydvoug) 1 mepLoyn TPEMEL va TAEVETAL e GpBovo dpocepd vepod ¢ Pplomc.

[pénet vo amopevyetal 1| El6TVON TOL WeKaGHEVTOG PapudKov.
H ovuntopatikn Myn ond 10 otépe pmopel va 00Ny oel 6€ coPapé mapevEPYELES.

Ot emdpaoeig tov AXELAN® og aoBeveic pe cuvodég depuatikég mabnoeig, 1 67 owtong Tov
YPNOUYLOTOIOVV TOTIKG, KOPTIKOELDN 1| GAAC SEPUATOAOYIKG GKEVAGUOTO OEV EVOL YVOGTEG.
Agv éyel devkpviotel eav m KOAvy”n (xpNon TEPOVKAG), aVEAVEL TNV amoppdPNoN NG
minoxidil petd tn xopriynon oo AXELAN®.

MAIAIATPIKH XPHXH
H acedieio ko n omoteleopatikétnta tov AXELAN® oe acBeveic nlikiog kGto tov 18
xPOVOV dev ExEL TEKUNPLODEL.

T'HPIATPIKH XPHXH
H aogdieia kou n anotedespotikotnta tov AXELAN® og acbeveic nhikiog dve tov 65



YPOVOV dev Exel TEKUNPLOBEL.
4.5 Alnremopdosig pe GAlo QaPROKO Kol popPEs aAANAETIOpaONG

Agv vmhpyovv oNUEPE YVOOTEG POPUUKEVTIKEG OAANAETIOPAGELS, TOV Vo GYeTilovTal Ue T
ypnon tov AXELAN®. Av kot kKAvikd dev €yxel amoderytel, vmapyelt n mbavotnta va
emdevwbei n opboctotikn vIoTaon o8 acheveic TOL TAVTOYPOVA TTaipVOLY YovaveEDdivT.

H amoppdéenon g tomikng minoxidil gléyyeton kot 1 toydtntd ¢ meplopiletor and v
kepdtvny otoifado g emdeppidoc. H tavtdypovn e@apuoyn TOTIKG YOPTYOOUEVOV
QOPUAK®OV, T.}. KOPTIKOGTEPOEWMV, PETVOEOMV (tretinoin), anthralin kot yevikd mapaydviov
OV ALEAVOLV T JAOEPUKT amoppOPnomn T minoxidil, dev cuvietdral.

4.6 Konon kot yarovyia

H aoeddreia g Tomikng minoxidil katd ) didpketo T kdnong dev €xel damiotmbel TANpmg
otov avBpwmno.

H minoxidil wov amoppopdtor cLGTNUATIKE OTEKKPIVETAL GTO UNTPIKO YAAL GTOV AvOp®TO.
I't avtd 1 xprion tov AXELAN® avtevdeikvietal 6e eyKupovovoeg 1 Onhalovoeg yovaikeg.

4.7 Emodpaocels otny IkavotnTo 001y101G KOl YEPLGROD PNy avav
Ovdepia.
4.8 AvemOopnteg evépyeieg

e o ouyKpLtikn pHeAétn peta&d Agppoatikov AtaAvpatog minoxidil 5%, AtAivpatog 2% kat
placebo, ta deppotoroyikd cvuPdavia NTov cLyvOTEPE GTNV OopAda Tov AteAvpatog 5%
minoxidil. Ta coppdvta Tav TapepEepovs TOTOL Kot GoPapotntag oTig opades 5% wat 2%,
aAla  ovyvonTo fTav peyaAdTepN oty opdda 5%.

Ot avemBOunteg €véEPYElEg TOL TOPATNPNONKAV 7O GLYVE MTOV NTIEG OEPUATOAOYIKES
avidpdoeic. O tomkdg epebopuds Moy M mo ovyvy  ovemBountn avtidpact, mTov
avagépinke, cupumepAaUPovoUEVOVY TNG ATOAETIONG, TOV EPLONUATOG, TNG OEPLOTITIONG, TOV
Enpov déppatog, TG vepTpiywong (oe TEPLoYEG GALEG EKTOC 0o ekelveg mov epapudleTar To
(APLOKO), GO UOTOG KAVGOL Kot TOV e5avOnLaTOC,

XTI OTMAVIEG aVETIBOUNTEG eVEPYELEG OV avaPEPONKAY GUUTEPIAAUPAVOVTOL Ol OAAEPYIKES
avtdpdoelc, vrepevatctnoio, egovOnuarto, yevikevpévo gpunpo kot oidnua, oPOoApKdg
gpebiopog, arloimon tng yevons, Aoipwén @tev (kuplng eEOTEPKN OTITIC) KOl OMTIKES
dratapoyéc.

Eniong, otig omdvieg avemBounteg evépyeleg mov avaeépOniay mepthappdvovor 1 olmnexia,
AVOUOAEG TOV TPLYY®V, TOVOG 6T0 0TN00G, HETOPOAES TNG OPTNPLOKNG TTiEoNC, LETAPOAES GTO
oQUYLO, nratiTidn Kot veppoibiaom.

4.9 Ynepoocoroyia

AvEnuévn cueTNUOTIKY 0ToppoOPNon Umopel vo, cupPel o epintwon mov ypnoiponombody
d0CEIS PEYOAVTEPEG TOV CULVICTMUEVOV OF UEYOAES EMIPAVEIEG TOV CAOUATOG, EKTOG TNG

KEPUANG. Agv glval YVOOTEG TEPUTTAOGELS VITEPOOGOAOYING ad TOMIKY Ypron minoxidil.

H ocvpmtopoatikn Aqyn amd tov otopatog unopel vo TPoKoAECEL CUCTNIOTIKES EMOPACELS,



OV £YOVV OYECT LE TNV OYYEOO0OTAATIKY Opdor tng minoxidil (2 ml Agpuatikd AdAvpa
5% mepiéyovv 100 mg minoxidil, tn peyaidtepn 66on, 1 0Toio. GUVICTATAL GE EVIALKA Y10 TN
Bepameio ¢ vEPTOONC).

Ta mo mBavd onueic Kot ovuntOpATe NG VAEPIOCOAOYING &€ival KopOloyyELOK
CLUTTOHOTOAOYIO, 1) OTolo oYETICETOL UE KATAKPATNON VYPADV, TTAOCT] TNG TECTG TOV UIUATOG
N toyvkapdio. H Kotakpdtnon vypdvV UTOPEL VO, OVTIUETOMIOTEL UE TNV KOTAAANAN
drovpnrikn Bepareia. H tayvrkopdio ehéyyetoan pe yopnynon evog B-ovactoréa. H vrotoon
umopel  va  ovrpuetomodel  pe  evoopAéPra  yopnynon  @uoloAoyikov  opov. Ta
CUUTAONTIKOUIUNTIKG  @ApUaKe, OTMC T VOPETVEQPIV] Kol 1 emveppivi TPEMEL va
amo@eHyoVTal, AOY® TNG SIEYEPTIKNG EVEPYELAG TTOV £YOVV GTNV KOPOLd.

5. ®PAPMAKOAOTI'IKEX IAIOTHTEX
Koowég ATC: D11AXO01
5.1 ®appoxodvvapiké 1O1OTNTES

H minoxidil eivon éva meppepikd oyyelod10oTOATIKO, OTAVTATAL 08 GOV AEVKT 1 VITOAELKN,
GOGUN, KPUOTUAAIKT, GTEPEN OVGIM, 1) OTTOiN EIVOL SIHAVT GTO VEPO, GTNV TPOTLAEVOYAVKOAN
N omv oBavorn kon givor oxeddv adldAvTn otV aKETOVY], GTO YA®POPOPLLO 1| 6ToV 0E1KO
avreotépa. H ymukn  ovopoacia ¢ minoxidil elvan2,4-pyrimidinediamine, 6-(1-
piperidinyl)-,3-oxide (M.B.=209,25).

Otav epapudleton tomkd m minoxidil amodelybnke, OtTL deyeiper v avdmtuoén g
TpLoeviog oe dtopo e alomekio avopoyevetikn (eaAdxkpa dppevog 1 Oieog tomov). H
Syepon G avamTuEng G TPYOQUING YiveTon EUPAVIG KOTA TPOCGEYYlon HeTd 4 1
TEPLOCHTEPOVG UNVEG ¥PNONG Kot TolkidAel amd acBevi og acBevi). Metd tn Sakomn g
xpnong tov AXELAN® otapatd 1 mepoitépod  ovamtuln Tpuyo@uiog Kol ovouévetal
emovaQopd otnv mpobepamevtikny Katdotaon péco oe 3-4 pnves. O okpipng unyoviopuois
dpdong tov AXELAN® ot Oepameio g avdpoyeveTikng odomekiag, dev eivat yvmoToc.

H tomikr gpappoyn tov AXELAN® dev gaiveton va tpokodei ovpmtdpota omd to didpopa
GLGTAHLOTA, TOL VO oxeTilovTal pe v amoppoéenon ¢ minoxidil, étav SoKIUAGTNKE GE
ENEYYOUEVEC KAWVIKEG UEAETEG TOGO GE PUGLOAOYIKOVG, OGO KOl G VIEPTACIKOVG 0.GOEVELS,
7oL dev EAdUPavVOY oymYN.

> Oepameia g vEépToong, OTav yopnyeitar amd Tov oTopatog n minoxidil éyel dueon
TEPLPEPIKT] OYYELOOIOCTOATIKT) OpACT, 1 OTOie WEWDVEL TNV adENCN TNG CLGTOMKNG KOt
OLOGTOAIKNG OPTNPLOKNG TEOTG LELDVOVTOG TIG TEPLPEPIKES AyYELOKES avTiotdoels. H peioon
TOV TEPLPEPIKDOV APTNPOOKDOV OVTIICTACE®V KOl 1) €nakOAlovdn TTmdon g mieong Tov
aipotog dieyeipel TOVg CLUTEONTIKODG UNYAVIGHOVG, TOVG OVOCTAATIKOVG UNYOVIGHOVS TOV
mapocvuumTadnTikod, kabdg Kol TOLG UNYOVICUOVG TNG VEPPIKNG OUOLOGTACNG, OV
wepoufavooy Ty avénon ¢ EKKplong NG pevivng, mov odnyel oty avénorn Tov
KopdloKod pLOUOD KOl TOV KAPSOKOD OYKOL TOAUOD KOl GTNV KOTOKPATNGN VEPOV Kol
drotog. H minoxidil dev emepPaivel oto ayyelokiynTikd avtovokAOGTIKE kot yi' ovtd dgv
mpokaiel opBootatikny vrdtacn. Xe TEPAROTOLma T0 PAPUOKO OV EIGEPYETOL GTO KEVIPIKO
vevpikd cvomua oe a&dohoyeg mocdttec. H minoxidil dev ennpedlet ) Aettovpyio tov KNZ
oTov avBpwmo.

5.2 DopPOKOKIVITIKES LOLOTNTES

Amoppognon kot Metaforiopoc



Metd v tomikf epappoy tov AXELAN®, n minoxidil mapovoialel pkpn amoppognon
omd 10 QLOWAOYIKO avémaeo Oéppa. Kotd péco 6po to 1,4% (gvpog 0,3-4,5%) ¢
eQappolopevNc GLVOMKNG OO0NG PTAVEL TEAIKA GTI GLOTNUATIKY KukKAopopia. To avetépwm
OVOQEPETAL CLYKPITIKGL WPE TNV OLCLOCTIKA TANPN omoppoOeNon TG ovoiag and To
YOOTPEVTEPIKO PAEVVOYOVO LETG TNV omd TOL GTOUATOG XOPNynorn Tov dlokimv minoxidil.
Enopévag d6on 1 ml AXELAN® 2% mov anelevbBepdvel 20 mg minoxidil oto déppa éxet
oav omotéheoua omoppoéenon katd mpocéyyion 0,280 mg minoxidil. Ov emdpdoelg twv
TUYOV OEPLATIKDV TAONGEDY GTNV AmoppOENGT, OEV EIVOL YVWOOTEG.

Ot mokvotnteg tng minoxidil otov opd petd amd v tomiky epoppoyn tov AXELAN®
kaBopilovral amd Tov pLOUO S100EPUIKAG ATOPPOPNONG TOV PapUdKkov. Metd tn dtakonr Tng
tomikfg epappoyns ov AXELAN® 1o 95% mepimov TG GLOTNUOTIKG 0mOPPOPOVUEVNG
minoxidil, amopoakpovetar péoa oe 4 pépeg. O petafoAiiopodc, PlOUETOCYNUOTIOHOS, TNG
amoppopovpevng minoxidil petd omd TomKn epapUOYn Oev €xel mANpwG Kabopiotel. H
yopnyovuevn and tov otoportog minoxidil petaforileton kot e€oynv pe ovlevén pe Tto
yAvkovpovikd o&0 ot N-o&ewdiov B€om o010 S0KTOAMO NG TLPYUSIVIIG OAAG Kot HEe TN
UETOTPOT] GE TEPLGGOTEPO TOAMKE Tpolovta. Ot yvwotol peTofoAitec ackobV TOAD
HKPOTEPT POAPUOKOLOYIKT] enidpacn mopd 1 101 n minoxidil. H minoxidil dev decpedeton
amd TG TPWOTEIVEG TOV TAAGUATOS KOl 1) VEQPIKN NG kaBapon oyetiletan pe 10 pubud ™G
onelpapotikng dmonong. H minoxidil dev dwomepvad tov oupato-gykepoikd opoyud. H
minoxidil kot o1 petaforiteg g givar opodiaivtol Ko amekkpivovtal Kuping o' ta ovpa.

5.3 Ipoxivikd otoryeia yia TNV ac@drerla

TOZEIKOAOTI'TKA AEAOMENA

H mBoavotng gpodviong tolikdv emidpdcemy oto Sipopo GLCTNUATH, UETE OO TOMIKN
gpapuoyn tov AXELAN®, givon gubéwg avdloyn mpog TV TOGOTNTO GILOPPOPOVUEVNC
minoxidil. Eneidn n amoppdenon minoxidil 6tn cvotnuatikny kvklopopio givor 10101TéP®C
pikpn otov avBpomo (amoppogdtor Aryodtepo oamd 1,5%ng epoppoldpevng ddong), ot
mOovotteg eueaviong tofikotntog amd v tomikn  egappoyn AXELAN®,  eiva
TMEPLOPIOUEVEG. L2GTOCO, GE MEPIMTMOT ATOPPOPNONG GYETIKA PEYAA®Y TocOTH TV minoxidil,
HETA OO TOTIKN EQOPHOYN OLOADUOTOS GE TOVTIKOVG KOU GKOAOVE, EUOAVICTNKAY TOEIKA
QUVOUEVE, OVAAOYO LE AVTA, TTOV EYOVV NON TTapatnpnOel, uetd v yoprynon minoxidil and
70 OTOLLOL.

Mikpn] ivar emiong n mOavoTnTa EpEdviong tomikol epedicpov amd AXELAN®, av kol o€
opopéva TepapaTolma Tapatnprninke NIog Tomkdg £peiopog.

‘Exel omodeyBei 6Tt 1 minoxidil peidvel to Papog tov gufpvov kabmg Kot Tov apliud
{ovTovav veoyvav Kot avEavel TIC OTANYVIKEG, CKEAETIKEG KO GUVOAIKEG TOPALOPPAOOCELS M
okeheTkég PETOPOAEG oe apovpaiovg Otav yoprmyeiton oe docelg 1575 péypt 2100 popéc
VYNAOTEPEG AT TN GUVICTMWEVN 060M 61OV AvOpwmo. Ot emdpdoelg avTEG oYETIoTNKOY UE
to&kdtTNTo TN UNTEPOL.

Oceompeitor aniBovo 1 epPpuikn PAGPN Tov TapatnpnOnke o TelpapaTolma vo £l oyEon Ue
ToV AvOp®TOo, TOPOAL VTA AVTEVOEIKVLTAL 1] YPNOT| TG KATA TNV KONOT.

6. ®PAPMAKEYTIKA LTOIXEIA
6.1 Koatdloyog pe Ta ékdoya
Alcohol

Propylene Glycol
Purified Water q.s.ad



6.2

AocvppatoTnTeg

Aev éyel Sromotmbel kKopio onpavtikny acvppatotnTo.

6.3 Awapkera Cong

Avdprera Long etoipov mpoidvtog : 24 pnveg

6.4 Iowitepeg mpoPuAAEELS KATA TN @OAAEN TOV TPOIOVTOG

Awtnpeiton o Beppokposcio oyt mve and 25°C.

6.5 @061 KOl GVGTATIKA TOV TEPLEKTY

To Aeppatikd Ardivpa tov AXELAN® 5% mov nepiéyet 50 mg minoxidil avé ml avtictoya,
dwrtibevtanr oe dhivpo tov 60 ml, evtog eudiov tov 75 ml pe Tovg axdrovboug
Babuoloynuévoug eQapUOCTEG: EPAPLOCTNG WEKACHOL (OmPEl), EMEKTACT] TOV EPUPUOOTY|
YEKAGLOV (OTpEL).

To Agppotikd Ailvpo AXELAN® givan Swawyée, Gypopo og vrokitpvo. To ypdpo dev
emnpedletl T dpaoTIKOTNTAE TOV.

6.7

6.6 Oonyiec yprong/ yepropod

Eopappootig yekaopov (empén)

Avtdg 0 €PaPUOCTAG PN oLponotEiTal o kKakd yio v epappoyr tov AXELAN® og
LEYAAEG EMUPAVELEC TOV TPLYWTOV TNG KEPOUANG,.

AQapéoTe TO JUPAVES EEDMTEPIKO TOWA.

A@ol onUadEYETE TPOG TO KEVTIPO TNG QPOANKPTG TEPLOYNG TNG KEPAANC UE TO OTPEL,
méote pua eopd kot anddote 10 AXELAN® pe ta dkpa Tov SokTOA®V KAADTTOVTAG
OAN TN Paiaxpn Teployn. Emavaidfete cuvolikd 6 popég MGTE VO, YPNCILOTOMGETE
o d6on 1 ml and 10 Sddivpa. Amo@lhyete TNV E€GTVON TOV GTAYOVISI®WV TOL
yekaopov. ToroBeteite To d10pavEG TOUN GTO PLOALIL0 OTOV EV TO YPNGULOTOLELTE.

Enéktaon Tov €papprocti] YeKOoRov (ompén)

AVTOGC 0 EQUPUOGTAG YPNOILOTTOLEITON Y1 TNV KaAvTEPT £@appoyn tov AXELAN® cg
UIKPEG EMPAVEIEG TOVL TPLYWOTOD TNG KEPUANG.

Aopaipéote 10 S10QavEC Tdpo. EQapuocte v enéKToct 6TOV KOPUO TOV YEKAGTIPA
KoL TEGTE TPOG TOL KAT® SuvaTd.

Metd onpodebovtag Pe TOV EPAPUOCTI| TPOG TO KEVIPO NG PAANKPNG TEPLOYNS TNS
KePOANG miéCete v avtdio pio @opd kor amddvete to AXELAN® pe ta dxpa tov
SUKTOA®Y Yoo VO KOAOYETE OAN TN QoAakpr| meployn. Emavaiaufdvete cvuvolikd 6
QOPEC MOTE VO YpNooTomaeete o 66on 1 ml and 1o dddlvpa. AToevyete TNV
€1GTVOT] TV GTAYOVISI®V TOL YEKAUGLOV.

Kéroyog tng aog1ac kKukhopopiog

PHARMAZAC A.E.
Naovong 31, 104 47 Abfva
mh.: 210-34 18 890

7.

APIOMOX(OI) AAEIAY KYKAO®OPIAX



48060/ 10-09-2009

8. HMEPOMHNIA IIPQTHX AAEIAY / ANANEQXHY THX AAEIAX
KYKAO®OPIAX

10-9-2009

9. HMEPOMHNIA THX (MEPIKHX) ANAGEQPHXHX TOY KEIMENOY

11-10-2010



