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AnO<l>AIIZOYME 

1. 	 H IlEpiAI14JrJ XapaKTrlPIOTIKwv lOU IlPOTOVTO<; cpapIJaKEUTlKWV rrpoTovTWV rrou TTEPltXOUV 
opaoTIKo OUOTOTIKO MINOXIDIL v,a TOTTIKry E{WTEPIKry Xpry"" (IlEppaTIKo 61aAupa 2% Kal 
5%, rtA 2% 0 i £TO! WE' : 

llEPIAH'PH TQN XAP AKTHPII:TIKQN TOY TIPOiONTOI: (SPC) 

1. EMTIOPIKH ONOMAI:IA TOY 4>APMAKEYTIKOY TIPOiONTOI: 

2. TIOIOTIKH KAI TIOI:OTIKH I:YN0EI:H 

3. 4>APMAKOTEXNIKH MOP4>H 

L1EpIJ.anKO L1uIAuIJ.a 2% tl 5% 
ftAT] 2% 

4. KAINlKA I:TOIXEIA 

4.1. 0£pa1t£1)T\Kt~ £vod~m.~ 


EVOEiKVUTOI Via Til 8EpaTTEia TIl~ avopOVEVETlK~~ aAWTTEKia~ (cpaAOKpa OPPEVO~ 


~ 8~AEO~ nJTTOU). ETTiofl~ EVOEiKVUTOI Via TflV avaoToA~ Tfl~ ETTtKTOOfl~ Tfl~ 

cpaAOKpa<; TTOU ocpEiAnal OE avopOYEVETIK~ aAWTTEKia. 
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OtaKOnEl TJ xpT]aTJ 'IOU q>aPllaKCU'ItKOU npOIOV'IOS Kat va ava~TJ'ITJO€i TJ 

aUIlPOUAT] yta'IPOU. 

IOtatT€PTJ npoaoxil anan€tTat a€ un€p'IaatKOus aaO€vc:ts 

aul,11C€ptAUIlPaVOlleVffiV Kat aU'I(DV nou UnOPaAAOV'Iat a€ avnun€p'IaatKTj UYffiYT] 

Kat a€ aaO€vc:ts Il€ taXatlltKTj KaPOtOnaO€ta (nplV Tl1 XPtlGl1 va 

GUJ1POUA£UOVTUl TO ytaTPO TOU-; ). 


TIPO<l>YAASEn: 
En€toT] TJ MINOXIDIL n€pteX€l OlV01tV€UJla, npoKaAd aiaOTJJlu Kuuaou Kat 
€PEOtaIlO am Ilana. LE n€pin'IffiaTJ aullnTffiJlanKT]s €nu<pT]s IlE EuaiaOTJ'I€s 
EnH.paVEt€<; (Iluna, OtappffiJlevO oeplla, pAc:vvoyOVOU<;) TJ n€ptOXT] npen€l va 
nAev€'Iat Jl€ u<pOOVO opoaEpo V€PO 'ITJ<; ppuaTJ<;. 
Dpen€l vu ano<p€uY€'Iat TJ €ta1tVOT] 'IOU \jf€KUaOeV'IO<; <papIlUKOU. 
H (J1)Jln'IffillanKTj AT]\jfTJ uno TO a'IOJlU Jlnopd va oOTJYT]a€t a€ aopape<; 
napEVepY€l€<;. 
Ot EmopuaEl<; 'ITJ<; MINOXIDIL a€ uaOc:vc:t<; JlE (J1)VOOE<; O€PIlUnKES nuOila€t<; T] 
a' aU'Iou<; nou XPTJatllOnOtOUV TOmKO. KOP'I1KO€lOil il aAAa OEPllaTOAOYlKa 
aKCUaalla'Ia O€V €ivat YVffia'Ie<;. ~€V EX€l Ol€UKpLVlmd €UV TJ KaAU\jfTJ (xpT]aTJ 
n€pOUKa<;) UU~aV€t 'ITJV anoppo<pTJaTJ 'ITJ<; minoxidil 1l€'Ia 'ITJ xopT]YTJaTJ 'ITJ<;· 

TIAIAIATPIKH XPH1:H 
H aa<paAc:ta KUt TJ UnO'I€A€aJlU'IlKO'ITJ'IU 'ITJ<; minoxidil a€ aaO€vc:i<; TJAtKiw; KU'Iffi 
'IffiV 18 XPOVffiV O€V EX€l'I€KJlTJPlffiO€i. 

rHPIATPIKH XPHI:H 
H aa<Pafc€ta Kal TJ unO'I€A€aIlUnKO'ITJm 'ITJs minoxidil a€ uaO€vc:t<; TJA1Kiu<; UVffi 
'IffiV 65 XPOVffiV O€V eX€t 'I€KJlTJPlffiO€i. 

4.4 AUl1J.E1tl0PUGEl-; JiE liUu <papJiUKU Kat liUE~ JiOp<pi:-; alll1J.EniopaGt)-; 

~€V unupxouv ailJl€pa YVffim{;<; <pUPJlaK€mtKE<; UAATJA€mOpaa£t<;, nou va 

aX€'Ii~OVml Jl€ 'ITJ xpT]aTJ 'ITJ<; minoxidil. Av Kat KALVtKU O€V eX€l uno0£lX'tc:i, 

unUPX€t TJ mOUVO'ITJm va €mO€tVffiOc:i TJ opOoamnKil unO'IaaTJ a€ aaO€vc:i s nou 

mU'Ioxpova nuipvouv youavdholvTJ. 

H anoppo<pTJaTJ 'ITJs TOmKils minoxidil €Aeyx€mt Kat TJ 'Iax;6'ITJ'Iu 'ITJ<; 

n€ptopi~£'Iat uno 'ITJV K€PU'ILVTJ a'Iotpuoa 'ITJ<; £mo€PJlloa<;. H mmoxpovTJ 

€<paPJloyT] mmKo. XOpTJYOUJlEVffiV <paPllaKffiV 

n.x.KopnKOa'I€po€toffiv,p£nvo€toffiv( tretinoin), anthralin Kat Y€VtKU 

napaYOV'IffiV nou uu~o.VOUV 'ITJ OlUO€PlltKTj unoppo<pTJaTJ 'ITJs minoxidil, O€V 

auVta'IU'Ial. 


4.5 Kir'1Gl1 Kal yaJ.ouxia 

H ua<puAc:tu 'ITJ<; mmKil<; minoxidil KU'IU 'ITJ OtaPK£ta 'ITJ<; KDTJaTJ<; O€V {;X£t 

OtUma'IffiOc:i nATJpffi<; amv o.vOpffino. 

H minoxidil nou unoppo<pa'Iat aua'ITJllunKo. an€KKpiv€'Iat am JlTJ'IptKO YUAa 

amv aVOpffinO. tl' aUTO TJ xpT]aTJ 'ITJ<; UV'IEVOc:iKVU'Iat a€ qKUJlOVOuaE<; T] 

OTJAU~OUa£s yuvaiK£<;. 


4.6 EniopaGl1 GTl1V lKavoTl1Ta 00llyl]Gl1~ Kal XElplGJioi) J111xavl]J1aTIDv 
OuoEllia. 
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OVOlla(Jia 111<; minoxidil dvat 2,4-pyrimidinediamine, 6-(l-piperidinyl)-, 3­
oxide (M.B.=209,2S). 

Orav Bcpapllo~B"Cat "COmKa 11 minoxidil anoodx911KB, OU OlBydpEl HIV aVan'tU~l1 
"C11<; "CP1xocpula<; (JE a"COlla IlE aAO)1l:BKia avopoYEVEUKT] (cpaAaKpa aPPEVO<; iJ 
9iJAEO<; wnou). H ottYEP(J11111<; avanru~l1<; 111<; "Cptxocpuia<; yivE"Cat EIlCPaviJs KIna 
npo(JEYYlCJ11 IlE"Ca 4 iJ nEpt(J(Jo"CEPOU<; lliJvE<; XPiJ(J11<; Kat nOlKiAAE1 ano a(J9EviJ (JE 
a(J9EviJ. ME"Ca "C11 OtaKOni] "C11<; XPiJ(J11<; "COU (J"Calla"Ca 11 nEpal"CEpW aVann)~l1 
"Cptxocpula<; Kat avallEvE"Cat EnaVaCPOpa (J"C11v np09BpanEUUKT] Ka"Ca(Jra(J11 IlE(Ja 
crt: 3 -4 lliJvE<;. 0 aKptpiJ<; Jl11xav1(J1l0<; opa(J11<; "COu (J111 9Epanda 111<; 
av8poYEVEUKT]<; aAwnEKla<;, 8EV EiVat yvw(J"Co<;. 
H TOlTlK~ E<pap~oy~ OE <paivETOI va TTpoKaAEi aU~TTTw~OTa aTTo TO old<popa 
auaT~~aTO, TTOU va aXETf~oVTOI ~E Tllv aTToppo<Pllall Hl<; minoxidil, OTOV 
oOKI~6aTIlKE aE EAEYXO~EVE<; KAIVIKtC;; ~EAtTEC;; Toao aE <puOIoAoYIKOUC;;, 000 KOI 
aE UTTEPTOOIKOUC;; aa8EvEic;;, TTOU OEV EAa~l3avav aywy~. 

L111 9EpanEia "C11<; unEp"Ca(J11<;, o"Cav XOP11YElLat ano "COu (J"Colla"Co<; 11 minoxidil 
EXE1 aIlE(J11 n£p1cpEp1KT] aYYE108tamaAnKT] Opa(J11, 11 onoia ll£tcOVEl "C11v aU~l1CJ11 
111<; (JU(J"COA1KT]<; Kat 81a(J"COAIKT]<; ap"C11plaKT]<; niE(Jll<; IlEtcOvoV"Ca<; U<; 1tEPlcpEPlKE<; 
aYYEtaKE<; avumU(JEl<;. H Ildw(Jll "CWV nEplcpEplKcOV ap"Cllp18taKcOV aVU(JUl(JEWV 
Kat 11 EnaKoAou9111l:"CcO(Jll "tll<; niECJ11<; "tOU aiJla"Co<; 81QEiPEl "COU<; (JUllna9111tKou<; 
ll11xaVt(JIlOU<;, "COue; avamaA"tlKOUe; JlllxaVlCJIlOU<; "COU napaCJUllna911uKOU, Ka9cO<; 
Kat "COU<; ll11xaVlCJIlOUe; "t11<; VECPPIKT]<; o1l0l0(J"taCJ11<;, 1tOU nEptAaJlpUVOUV "t11V 
aU~l1(J11 111<; EKKplCJlle; 111<; PEviVll<;, nou 0811yEi (J"t11V aU~l1(J11 "tOU Kap8taKOU 
pu91l0U Kat "COU Kap8taKOU OyKOU naAJlOU Kat (J111V Ka"taKpa111(Jll VEPOU Kat 
aAa"tO<;. H minoxidil OEV EnEJlpaivEl (J"ta aYYEI0KIV11UKa av"CaVaKAa(JUKa Kat 
Yl' au"Co 8EV npOKaAEi op90(JranKT] Uno.a(J11. LE nElpalla"to~wa "to CPaPllaKO OEV 
El(JEPXE"Cat (J"CO KEV"tPlKO VEUPIKO crU(J"C11lla (JE a~tOAOYE<; nO(JO"tll"CEe;. H 
minoxidil OEV En11pEU~E1111 AEl"tOupyia "tOU KNL (J"COV av9pwno. 

5.2 <I>apJlaKOKlvTJTlKi:.; lOlO1'TJ1'E'; 
A1toppofj)TJO'TJ Kal METapOl.lO'J10,; 

ME"Ca "C11v "ComKT] EcpaplloyiJ, 11 minoxidil naPOUma~El JlIKpiJ anoppoCPll(Jll ano 
"CO CPU(JlOAOY1KO aVEnacpo 8EpJla. Ka"tu IlE(JO opo "to 1 ,4% (EUpO<; 0,3-4,5%) 111e; 
Ecpapllo~OIlEV11e; (JUVOAIKT]e; 80(Jll<; cp'taVE1 "tEAlKa (J"t11 (Ju(J"t11llanKT] KUKAocpopia. 
To avw"tEpw avacp{;pE"tat CJUYKPtTIKa IlE 111V ouma(JuKu nAtlPll anoppoCPll(Jll111<; 
oumae; ano "to ya(J"CpEV'tEPIKO PAEWOYOVO JlE"ta "t11V ano "tou mOlla"COe; 
XOPtlYllCJ11 "twv 8l(JKlWV rninoxidil. EnollEvw<; 80(Jll 1 ml OtaAUJlU"COe; 2% nou 
anEAEu9EPcOVE1 20 mg minoxidil mo 8EPlla {;XEl (Jav ano'tEAE(JJla anoppocpll(Jll 
KU"Ca npo(JEYYl(J11 0,280 mg minoxidil. Ol Em8p<l(JEle; 'twv 'tUXov OEPllaTIKI:))v 
na9tl(JEwV (J111 anoppoCPll(Jll, OEV EiVat YVW(J"CEe;. 
01 n:uKV0111"tE<; 111e; minoxidil (J"COV opo IlE"t<l ano 111V 'tomKT] EcpapJloytl nl<; 
Ka90pi~ov"tat ano "to pu91l0 ota8EPlltKT]e; anoppoCPll(J11e; "COu CPaPllaKOU. ME"Ca "t11 
OtaKoniJ 111<; "COmKT]e; Ecpaplloytl<; "to 95% nEpinou 111e; CJU(J"CllJlaTIKa 
anoppo<poUJlEVll<; minoxidil, anOJlaKpuvE"Cat JlE(Ja (JE 4 JlEPE<;. 0 IlE"CapOAt(JIlOe;, 
plOJlE"ta(JX11llan(JJlo<; "tlle; anoppocpOUIlEVlle; minoxidil !lE"Ca ano "C01tlK:iJ 
EcpaPlloytl 8EV EXE! nAiJpwe; Ka90pl(J"CEl. H XOPllYOUIlBVll ano "COU (J"COlla"Co<; 
minoxidil JlE"CaPOAi~E"Cat Ka"C' E~OXtlV IlE (JU~EU~l1 IlE "CO YAUKOUPOVlKO O~U (J111 
N-0~E18iou 9E(Jll (J"CO oaKWAlO "C11<; n:uPlIl18ivll<; aAAa Kat IlE "Cll IlEra"Cponi] (JE 
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nEptcru6TEPO nOA1KU npo16vTU. 01 yvwUToi IlETUPOAhEs UUKOUV nOAU 1l1KPOTEPll 
<pUPIlUKOAOY1ldj EniopuullnUpU 11 iOta 11 minoxidil. H minoxidil OE OEUIlEUETat 
un6 'Itt:; npWTElVEs 'IOU nAUUIlUTOs Kat 11 VE<PP1ldj 'Ills Ku8upUll UXETi~ETat IlE TO 
pu81l6 'Ills unE1pUIlUTlldjs OllWll<J1lS' H minoxidil OE OlunEpvu TOV atIlUTO­
EYKE<PUAtK6 <PPUYIl6. H minoxidil Kat Ot IlETUPOlciTES 'T1ls Eivat atllOOtaAUTOi Kat 
unEKKpivoVTU1 KUpiws un' TU OUpu. 

5.3 llPOJdIVIKU UTOIXEla Yla T11V au<puAEla 
TOSIKOAOrlKA AEAOMENA 
H m8uv6'T1ls EIl<Puvtcrlls TOS,1KWV E1tt0PUUEWV UTU Otu<popu <JUUTijIlUTU, IlETU 
un6 Tomldj E<PUPIl0yi], Elvat Eu8tws UVUAOYllnpOs TllV nou6TllTU 
unoppo<poUJlEVlls minoxidil. EnEtoij 11 unopp6<pllull minoxidil U'T1l 
<JUUTllJlUTlldj KUKAo<popiu ElVat10tatTtpws JltKpij <JTOV uv8pwno (unoppo<p(lTat 
Aty6n:po un6 1,5% 'T1ls E<puPJlo~6JlEVlls 06ulls) 01 m8uv6'T1lTEs €Jl<pUV1Ulls 
TOS,lK6TllTUs un6 'T1lv T01ttldj €<puPJloyij, EiVat n€ptOptcrlltvEs. QUT6uo, UE 
nEpinTW<J1l unopp6<pllulls UX€TtKU Jl€YUAWV nOUOTT]TWV minoxidil, JlETU uno 
TOmldj €<puPJloyij OtUAUJlUTOs U€ nOVTtKOUC; Kat UKUAOUS, €1l<puviU'T1lKUV TO~tKU 

<patv61l€VU UVUAOYU Il€ UUTU, nou tXOUV ijOllnupu'T1lP1l8Ei, IlETU 'T1lV XopijYl1<J1l 
minoxidil un6 TO UT6Ilu. 
MtKpij EiVat €1tl<J1lC; 11 m8uv6'T1lTU €Jl<pUvtcrllC; TomKOU €p€8tUJlOU uv Kat U€ 

OPtcrlltvu n€lpUIlUT6~wu nupU'T1lpij81lK€ ijmoc; TOmK6c; €p€8tUJl6C;. 
EX€t unooE1x8ti 6Tlll minoxidil Jl€lWV€l TO PUpOSTOU €IlPPUOU Ku8wS Kat TOV 
upt8Jl6 ~WVTUVWV V€OyvWV Kat UUS,UV€t TtC; unAUXVtKtc;, UK€A€TlKtC; Kat 
<JUVOA1KtC; nupuIlOP<PWU€1C; ij UKEA€TtKt s Il€TUPOAtC; U€ upoupuiouC; 6TUV 
XOPllytiTat U€ 06U€1C; 1575 JltXPt 2100 <popts U\jJllA6T€p€C; un6 'Ill <JUvtcrTWIl€Vll 
ooull UTOV uV8pwno. Ot EmopUU£ls £lUTts UXETiU'T1lKUV Jl€ TO~tK6'T1lTU U'T1l 
1l1lTtPU. 
8EWPEhat uni8uvo 11 EIlPPUlldj PAUPll nou nupuTllpij81lKt U€ n€tpuJluT6~wu VU 
tX€t UXtUll Jl€ TOV uv8pwno,nup6AU umu UVT€VOtiKVUTat 11 xpijUll 'T1lC; KUTU 'T1lv 
KUllUll. 

«I>APMAKEYTlKA !:TOIXEIA 
6.1 KaTuAoy0C; IlE Ta EKiiox,a 
LJep)lunKO Juilv)lu 

rtA.TJ 
6.2 A('f'\}Il~aTOT11'TEC; 


LiEV tX€l 01umu'tw8ti KUlliu <J1lIlUVTtldj uuuIlPUT6'T1lTU. 


6.4 liilalTEpEC; 1tPO<p'UAU;tac; KaTu Tl1 <pl)Aa;l1 1'01) 1tPOiOVTOC; 
6.5 «I>uu11 Kal ('f'\}UTaTIKu 1'01) 1tEp1EKT11 

6.6 Oii11yiEC; XPltu119X,ElP1UIlOU 

BA. LiOUOAOyiu 

6.7 KUTOX0C; T11C; aiiElac; K'UJdo<popiac; 
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7 	 API0MOI: AAEIAI: KYKAOtl>OPIAI: 

8 	 HMEPOMHNIA THI: np.QTHI: AAEIAI:/ANANE.QI:H THI: AAEIAI: 
KYKAOtl>OPIAI: 

9 	 HMEPOMHNIAI: THI: (MEPIKHI:) ANA0E.QPHI:HI: TOY KEIMENOY 

2. 	 To <l>uMo OorlVH.i.lv YIO TO Xp!'JOHl <P0PIJOK£UTIKWV TTpoloVTWV TTOU TT£PIEXOUV OPOOTIKO 
ouomTIKO MINOXIDIL YIa TOTTlKiJ E~WTEPtKiJ xpiJu" (.lJEPIlOTlKO 6tttAuIlO 2% Kat 5%, rEA" 
2%) opi~£TOI w<; £~!'J<;: 

(J>YMO OAHriON riA TO XPHrTH 

1.1 	 EMnOPIKH ONOMAI:lA 

1.2 	 rUV9EOWl 
i1POOTIKO LUOTOTIKO: Minoxidil 
'EKOOXO: 

1.3 	 (J>aPlJaKoTExvlKrl IJOP'Prl: 
i1£PIJOTIKO i110AU110 2%. i1£P\JOTIKO i110AUIJO 5%, rEAl'] 2% 

1.4 	 ntpIEKTIKOTWlTa aE opaaTIKrl ouaia: 

1.5 	 ntpIVP0'P'; - ruaKEuaaia 

1.6 	 <l>aPlJaKo9EpaTTEUTIKrl KaTWlyopia: 

rIO TI']V OVTI\JETwmOI'] TI']<; oVOPOY£VETIK!'J<; OAWTT£Kio<; 

1.7 	 YTTEU9uvo~ KuKho'Popia~: 

1.8 	 napaaKEuaaT';~: 

2. TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO nOY rAr XOPHrHrE 0 rlATPOr rAr 

2.1 	 rEvlKt~ TTAWlPO'PopiE~: 
Dmv £<POP\J6~ETOI TomKO I'] minoxidil oTTOO£iXOI']K£, OTI ol£y£ip£1 Hlv OVOTTTU~I'] TI']<; TPIXO<puTo<; 
O£ OTOI10 IJ£ OAWTT£Kio oVOPOY£VETIKrl (<pOMKPO 0PP£VO<; r'J OrlA£O<; TUTTOU) 

2.2 	 EVOEi~EI~: 

7 

http:OorlVH.i.lv


fJ.fJ.YEfl-E.4250-\3/2 
(24a) 

EVOEiKVUTOI YIO HI 9Epomio TIl<; OVOPOYEVETIKI'J<; OAWTTEKio<; (cpOMKPO OPPEVO<; I'J 91'JMo<; 
niTTOu). ETTiall<; EVOEiKVUTOI YIO TIlV ovoalOAI'J TIl<; ETTtKTOall<; TIl<; CPOMKPO<; TTOU OCPEiAETOI aE 
OVOPOYEVETIKI'J oAWTTEKio. 

2.3 Avn:v~d~EIC;: 
AVTEVOEiKVUTOI aE oa9EvEi<; I-IE lalOplKo uTTEpWOIa9llaio<; aT 11 minoxidil, aTllv 
TTpoTTuAEvoYAUKOAIl KOI aTllV 0I90vOAIl, Ko9w<; KOI KOTO Til OIOPKEIO TIl<; EYKul-l0auvll<; KOI TOU 
9IlAoal-l0u. 
H oacpoAElo KOI 11 OTTOTEAEaI-lOTIKOTIlTO aE oa9EvEi<; IlAIKio<; KOTW TWV 18 ETWV KOI aE oa9EvEi<; 
IlAIKio<; OVW TWV 65 £TWV OEV tXEI T£KI-IIlPlw96 

npOEI~onOIHrElr 

nplv OTTO Tllv EcpoPI-l0YIi lOU 0 IOTPO<; 90 MI3EI TO lalOplKO ao<; KOI 90 I3E1301w9Ei OTI TO TPIXWTO 
TIl<; KEcpoAIi<; Eivol CPUOIOAOYIKO KOI UYlt<;. 
Av KOI OTTO TIlV TOTTlKIi Xpliall minoxidil 11 OTToppOCPllall £ivOi I-IIKpli UTTOPXEI TTl90VOTIlTO VO 
qJcpovla90uv auaTIlI-IOTlKt<; ETTlOpOaEI<;, OTTW<; KOTOKPOTllall UOOlO<; KOI 01.010<;, YEVIKEUI-IEVO KOI 
TOTTIKO 010111-10, TTEPIKOPOIOKO E~iopWI-IO, mplKopoiTIOO. ETTITTWI-IOTlal-l0<;, TOxuKOpoio. aTIl90YXIl. 
ETTIOEivwal1 TTPOOTTOPXouao<; aTI190YXI1<;, TTpOKAl1al1 aTI190YX1KWV aUI-ITTTWl-IoTWV aE oa9EVEi<; 
I-IE 1-111 oloyvwal-ltVI1 aTECPOVIOio voao, ETTloEivwall H]<; op90aTOTIKI'J<; UTTOTOal1<; TTOU TTPOKOAEiTOI 
OTTO youovE9roivl1. 
LE TT£piTTTWal1 TTOU 90 El-lcpovlaTEi TTOVO<; aTO aT I'J 90<;, TOXUTTOAl-lio, oouvol-lio Ii <01.11, OTTOTOI-lI1 
avE~IiYI1TIl oU~llal1 130pou<; Ii TTpli~rIJo aTO XtPIO i'J aTO TTOOIO, Ii ETTiIJOVIl EPUSPOTI1TO Ii 
EpE91a1J0<; TOU TPIXWTOU TI1<; KEcpaAi'J<;, 90 TTptml vo oloKomi 11 xPl'Jal1 lOU CPOPIJOKWTIKOU 
TTpoloVlO<; KOI vo OVO<IlTIl9Ei 11 aUIJl3ouAI'J TOU YIOTpOU. 
10roiTEpI1 TTpoaoxl'J OTTOITEiTOI aE UTTEPTOOIKOU<; oa9EvEi<; aUl-lmpIA0I-I!3oVOlJtvwv KOI OUTWV TTOU 
uTTol3oMovTOI aE OVTIUTTEPTOOlKI'J oywyl'J KOI aE oa9EvEi<; IJE raxorIJIKI'J KOPOIoTT09Ero (lTPIV Til 
XPijall va aUJ,lpOUhEUOVTOI TO VlaTpo TOU~). 

npo<J>YM='Elr 
nptml vo OTTOCP£UYETOI 11 ElaTTvoi'J TOU 4lEKoa9tvlO<; TTpoIOVlO<;. 
H aUIJTTTwl-IOTIKI'J AIi4111 OTTO TO aTOIJO IJTTOPEi vo oOIlYl'JaEr aE aol3opt<; TTOPEvtPYEIE<;. 01 
ETTlOpOaEI<; TIl<; MINOXIDIL CJE oa9EVEi<; IJE aUVOOE<; OEPI-IOTIKt<; TT091'JaEI<; I'J a' OUTOU<; TTOU 
XPIlOlIJOTTOIOUV TOTTIKO KOPTIKOEIOI'J I'J oMo OEPIJOTOAOYIKO aKWoaIJOTO OEV EivOI yvwaTE<;. Mv 
tXEI OIWKPIVIOTEi EOV 11 KOAU4111 (xpliall mpOUKO<;) OU~OVEI TI1V OTTOPPOCPl1al") TI1<; minoxidil I-IETO 
Til xopliYllai'J TI1<;. 

2.4.2 HJ\IKIOMENOI H oacpoAElo KOI 11 OTTOTEAEaI-lOTrKOTIlTO TIl<; minoxidil aE oa9EvEi<; IlAIKio<; 
oVW TWV 65 Xpovwv OEV tXEI TEKIJIlPlw9Ei. 

2.4.3 KYHrH: H oacpoA£lo TIl<; lOTTlKi'J<; minoxidil KOla Til OIOPKEIO TIl<; KUllal")<; OEV EXEI 
0loTTloTw9£i TTAlipw<; OTOV OV9pWTTO. 

2.4.4 r AJ\OYXIA: H minoxidil TTOU OTTOPPOCPOTOI auaT'lIJOTIKO omKKpiv£TOI aTO IJIlTPIKO yol.o 
aTOV OV9pWTTO. n' OUTO I") xplial") TI")<; OVTEVOEiKVUTOI OE EYKuIJOvouaE<; Ii 9IlM<ouaE<; YUVOiKE<;. 

2.4.5 nAI~IA: H OOCPOAEIO KOI I") OTTOTEAEaIJOTIKOTI")TO TI")<; minoxidil aE oa9EvEi<; I")AIKio<; KOTW 
TWV 18 Xpovwv OEV tXEI T£KIJIlPlw9Ei. 

2.4.6 J~IAITEPEr npOEI~OnOIHrElr riA TA nEPIEXOMENA E~OXA 

2.4.7 Em~PArH rTHN IKANOTHTA O~HrHrHr KAI XEIPlrMOY MHXANHMATON: 
OUOEIJio 
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2.5 	 AMIlAElTIopaO'[l(; J,lE aMo cpapJ,lOKO r'J ouO'iE<;: 
/).EV UTTOPXOUV a~lJEpO yvwaTt<; <pOPlJOKWTIKt<; OAAIlAETTIOpOaEI<;, TTOU va aXETi~ovTOI lJE Til 
xp~all TIl<; minoxidi!. Av KOI KAIVIKO OEV tXEI OTTOOEIXTEi, UTTOPXEI 11 TTl90vOTIlTO va £TTlOElvw9£i 11 
opSoaTOTIK~ uTToTOall aE oa9EvEi<; TTOU TOUTOXPOVO TToipvouv youov£910ivll. 
H oTToppo<Pllall TIl<; TOTTlK~<; minoxidil £AtYXETOI KOI 11 TOXUTIlTO TIl<; TT£PIOpi~ETOI OTTO TrjV 
KEPOTlvll aTOIf3aoo TIl<; mlo£PlJioo<;. H TOuToXpovll E<pOPlJOY~ TOTTIKO XOPIlYOUlJEVWV <pOplJOKWV 
TTX KopTIKoaTEpo£IOWV, PETlVO£IOWV (tretinoin), anthralin KOI YEVIKO TTOPOYOVTWV TTOU 
OU~OVOUV Til OIOOEPIJIK~ OTToppo<Pllall TIl<; minoxidil, OEV auvlaToTOL 

2.6 	 .t.oO'oAoyio: 
no E~WTEPIK~ xp~all lJovo. XPIlOllJoTTolEiaTE TO aUlJ<pwvo lJE TI<; oOllyi£<;. MIlV TO E<papIJOaETE 
aE KOlJio OAAIl TTEPIOX~ TOU aWlJOTo<;. 
Mia OAIK~ Mall 1ml TTptml va E<pOPlJO~ETOI 000 <popt<; Tllv IllJtpO aTO TPIXWTO TIl<; KE<paA~<; 
opxi~ovTa<; OTTO TO KtVTPO TIl<; TToaxouO'o<; TTEPIOX~<; KOI OTTAwaTE TO lJE TO OKpO TWV OOKTUAWV 
KaAUTTTOVTO<; OAIl Til <pOAOKP~ TTEpIOX~. AUT~ 11 Mall TTptml va XPIlOlIJOTTolEiTOI aVE~opTIlTO 
OTTO TO lJtYE9o<; TIl<; TToaxouao<; mplox~<;. H auvoAIK~ IllJ£p~aJO Mall OEV TTptml va 
umpf30ivEI TO 2m!. 
H IJt9000<; E<pOPlJOY~<; TTOIKiAAEI OVOAOYO lJE TOV E<poPlJOaT~, TTOU XPIlOllJOTTOIEITOI. 
METO Tllv E<pOPlJOY~ TOU va TTAtVETE KoM TO XtPIO. E<pOPIJO~£TOI OTOV TO IJOAAIO KOI TO TPIXWTO 
H]<; KE<pOAr'j<; £ivOI T£AEiw<; an:yvo. No lJll XPIlOllJOTTolEiTE aTEyvwT~PO TWV IJOAAIWV YIO va 
ETTlamUaETE TO aTtYVWIJO OTTO TO OIOAUlJO, OIOTI TO <pualllJO TOU otpo aTO TPIXWTO Hj<; KE<pOA~<; 
IJTTOPEi va lJEIWa£1 Til opOaTlKoTIlTO TOU. 
H KAIVIK~ £lJmlplo to£I~£ OTI lJTTop£1 va OTTO ITrj9Ei TOTTlKr) £<poPlJoy~ 000 <popt<; Tllv IllJtpO, 
TouMXIOlOV Y'O 4 r'j m:plaaoTEpou<; lJr'jv£<; WOTE va <pavEl 11 TTPWTIl tVOEI~1l oltYEpall<; TIl<; 
OVOTTTU~Il<; TIl<; TPlxo<pu·ia<;. H tvoP~1l KOI 0 f309lJo<; IJTTOPEI va EivOI OIO<pOpO<; OVOlJWO aTOu<; 
O0'9EVEi<;. YTTOTPOTTr'j Olllv TTp09EpOmUTlKr'j EI.1<povlall tXEI ovo<pEp9E1, IJtao O'E 3-4 IJr'jVE<; IJETO 
Til OIOKOTT~ TOU <pOpIJOKOU. Eov lJ£TO OTTO 9EPOTTtiO 12 lJIlvWV OEV tX£1 aQIJ£lw9£i 
mov£lJ<povIO'Il TPIXO<puTo<; 11 £<poPlJoyr'j TTptml va oloKomi. 

2.7 	 YTTEpooO'oAoyio - AVTIJ,lETWlTIO''1 
AU~IlIJtvll O'uaTlllJOTlKr) oTToppo<PllalllJTTOp£i va O'ulJf3£i 0'£ mpiTTTwall TTOU XPIl0lIJOTTOl1l90uv 
06aEI<; lJEyoMmpE<; TWV auvlO'TWlJtvwv 0'£ lJEYOAE<; ml<povm:<; TOU aWlJOTo<;, EKTO<; H)<; 
KE<pOAr'j<;. h.£v £ivol yvwOlt<; m:pITTTWaEI<; umpooaoAoyio<; OTTO TOTTlKr'j XPr'jall minoxidi!. 
H O'UlJTTTWI..lOTIKr'j Ar'jljJll OTTO TOU O'TOlJOTO<; IJTTOPEi va TTpoKoAtaEI O'uaTIlIJOTIKt<; ETTIOPOO'EI<;, 
TTOU txouv axtall IJE Tllv 0YY£looloaTOATIKr'j opoall TIl<; minoxidil (5ml TOTTIKO OIOAUI..l0 2%, 2ml 
TOTTIKO OIOAUIJO 5% r'j 5ml rtAIl<; mpltxouv 100mg minoxidil, Til IJ£YOAUT£PIl Mall, 11 oTToio 
O'UVIO'TOTOI 0'£ £V~AIKO Y'O Til 9£POTTEiO TIl<; UTTtPTOO'Il<;) 
To TTlO TTl90vo anlJ£io KOI aUIJTTTWIJOTO TIl<; uTT£pooO'oAoyio<; EivOI KOPOIOYY£IOKr'j 
aUIJTTTWIJOTOAoyio, 11 oTToio aXETi~ETol I..l£ KOTOKPOTllall uypwv, TTTwall<; TIl<; TTiWIl<; TOU oiIJOTO<; 
~ Tllv TOXUKOpoio. H KOTOKPOTIlO'Il uypwv IJTTop£i va OVTlIJETWTTlaTEi IJ£ Tllv KOTOAAIlAr] 
OIOUPIlTIKr'j 9£pomio. H TOXUKOpoio £AtYXETOI IJE xop~Yl')ar) EVO<; f3-0VOO'TOAtO. H UTTOTOO'Il 
IJTTop£i va OVTII..lETWTTla9Ei IJE £VOO<pAtf310 xop~Yl')al') <pualoAoYIKOU opou. To 
aUIJTTo91')TlKOIJIIJI')TIKO <pOPIJOKO, OTTW<; 11 vOP£TTlvE<ppivll KOI 11 ETTlVE<ppivll TTptml va 
OTTO<PEUYOVTOI, Myw TI')<; OIEY£PTIKr)<; EVtpYEIO<; TTOU txouv aTl')v KOpOIO. 
TIlA. KtvTPOU h.IlAIlTllprom:wv: 7793777 

2.8 	 TI TTpfTTEI va yvWpi\£TE O'T'1v TTEpfTTTWO''1 TTOU TTopoAdqraTE va TTap£TE KaTTola 1560''1: 
Eov TTOPOAEiljJOTE lJio 060'11, So TTptm:r vo TTOPET£ Til Mall OUTr'j E<poaov o£v umpf3oivET£ TO 
2ml Tllv IllJtpo. Eov TTAllalo~EI 11 wpo Y'O Tllv mOIJ£VIl 060'11 1.111 Mf3ET£ TI') 060'11 TTOU 
TTOPOAEiljJOTE, oAM auvExiaT£ KOVOVIKO Til 9EpOTT£io. 

2.9 	 AVElTIBuJ,I'1TE<; EvfpYEIE<;: 
01 avml9uIJIlTE<; EvtPY£IE<; TTOU TTOPOTI')Pr'jSIlKOV TTlO auxvo r'jTOV r'jTTlE<; OEPIJOTOAOYIKt<; 
oVTlOpOaEI<;. 0 TOTTlKO<; EpE91aIJo<; ~TOV r) TTlO auxvr'j ovml9uIJI')TI') oVTiopoall, TTOU ovo<ptp9IlKE, 
aUlJmplAOIJf3oVOIJtvwv H)<; oTToAtTTlall<;, TOU £pU9~IJOTO<;, TIl<; OEPIJOTiTIOO<;, TOU ~Ilpou 
OtPIJOTO<;, TI')<; umpTpixwal')<; (aE mploxt<; OAA£<; £KT6<; OTTO £K£ivE<; TTOU £<pOPIJO~ETOI TO 

<P0PIJOKO), OIa9r'jI..lOTO<; KOUO'OU KOI TOU E~ov9r)IJOTO<;. 


LTI<; orrOVIE<; OVETTl9UI..lI')T£<; £VtpY£I£<; TTOU ovO<ptp91')KOV aUI..lTT£pIA0I..lf30VOVTOI 01 OAAEPYIKt<; 

OVTlopoa£I<;, UTT£pWOI0'9I')aio, £~OV9r']IJOTO, Y£VIKWIJtVO £pU91')1..lo KOI 010rll.10, O<pSaAIJIKO<; 
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tltlYED-E.4250-13/2 
(240.) 

EPE910JJOs, oMoiwOIl Hls YEOOlls, AO[JJW~1l WTWV (KUpiwS E~WTEPIK~ WTiTls) KOI OTTTIKtS 
OIOTOpOXtS' 

ETTiolls OTIs OTTCIVIES OVETTl90tJIlTEs EvtpY£I£S TTOU ovocptp91lKOV TTEPIAOIJj30VOVTOI Il OAWTTEKio, 

OVWIJOAiEs TWV TPIXWV, TTOVOS OTO oT~90s, 1J£T0j30AtS Tlls OPTIlPIOK~S TTiWlls, IJ£T0j30AtS OTO 

0cpuYIJO, IlTTOTiTloo KOI vwpoAl9iooll, 


2.10 HtJEpOtJllVio '\iJ~ll~ TOU lTpO"'OVTO~: 
AVOYPOCPETOI OTllv E~WT£PIK~ OUOKEUooio, 
LE mpiTTTwoll TTOU Il IlIJEpolJllvia tX£! TTOptA9EI IJIlV TO XPIlOlIJOTTOI~O£1E. 

2.11 	IOIOiTEP£~ lTpOCPUM~£I~ VIO Til CPU'\O~1l TOU lTpO"jOVTO~: 

2.12 HtJEpOtJllVio T£'\£uTaia~ avo9£wPIlOIl~ TOU cpuMou OOIlVIWV. 

nAHPOCl>OPIEI. riA THN OP00AOriKH XPHI.H TON Cl>APMAKON 

• 	 To CPOPIJOKO OUTO OOs TO tYPOljJE 0 YIOTPOS OOs IJOVO YIO TO OUYKEKPllJtvO IOTPIKO OOs 
TTpOj3AfllJa. lJ.E 90 TTptlTEI VO TO OiVETE OE OAAO OTOIJO ~ vo TO XPIl0l1J0TT01EiTE YIO 
KOTTOIO oMIl TTC191l01l, xwpis TTPOIlYOUlJtvws vo tX£TE OUIJj30UAWTEi TO YIOTPO om;;, 

• 	 Eov KOHl Til OIOPK£lO Tlls 9Epomios EIJCPOVIOTEi KOTTOIO TTpoj3AIlIJO IJE TO CPOPIJOKO, 
EVIlIJEPWOTE OlJtows TO YIOTPO OOs r; TO cpaPIJOKOlTOIO OOs, 

• 	 Eov tX£TE OTTOIOO~TTOTE EpwTlllJOTIKd yupw OTTO TiS TTAIlPOcpopiE<; TTOU ocpopoOv TO 
CPOPtJOKO TTOU AOIJj30VETE ~ XPEI0~w9E KOAUTEPI1 EVl1lJtpwoll YIO TO IOTPIKO oas 
TTp0j3AI11-l0 IJIl OIOTOO£1E VO ~IlTr;OETE TIs TTArlPOCPOpiEs OUTts OTTO TO YIOTPO oas ~ TO 
CPOPI-lOKOTTOIO Oos· 

• 	 na vo EivOi OlTOTEAWIJOTIKO KO OocpoAts TO CPOPI-lOKO TTOU OOs XOPlly~9IlKE 90 lTptTTEI 
VO AOIJ/3ovETOI outJcpwvo IJE TiS oOllyiEs TTOU 00<; 069IlKov. 

• 	 no Hlv OOCPOAEIO oOs KOI Hlv uYEio oOs EivOi oTTopoiTIlTO VO OIO/3oo£1E IJE TTPOOOXI'l 
Ko9E TTAIlPOcpopio TTOU ocpopo TO cpdPI-lOKO TTOU OOs XOPllyr;9IlKL 

• 	 No IJIl OIOTl1pEiTE TO CPOPIJOKO OE EplJOPIO TOU AOUTPOO, OIOTI Il ~toTIl KOI 11 uypooio 
"mopEi va OAAOIWOOUV TO CPOPI-lOKO KOI VO TO KOTOOTr;OOUV ETTlj3AOj3ts YIO TIlV uYEia 
oas· 

• 	 No IJIlV KparoTE cpoPtJOKO TTOU OEV TO XPEIO~EOTE TTAtOV r; lTOU r;OIl txouv Ar;~EL 
• 	 no IJEyoMTEPIl OOCPOAEIO KPOTOTE OAO TO cpoPIJOKO OE oocpoAts I-ltpos IJOKPIO OTTO TO 

TTOIOIO. 

3. 	 TpolTo~ ola9£oll~: lJ.£v OlTOIT£iTal IOTPIKrl OUVTaVrl 

2. 	 01 OIKOIOOXOI KOI OVTITTPOOWlTOI UTTOXP£OOVTOI YIO Tllv ECPOPtJoy~ Tlls OVWTtpW EYKUKAiou. 

3, 	 01 OIKOIOOXOI KOI OVTITTPOOWTTOI UTTOXP£OUVTOI YIO TI1V EcpOPtJoyr; Tlls avwTtpw EYKUKAiOU, 

4. 	 KaTo1Tlv TWV avwTEpw lTau£! va IOXU£1 11 £VKUKAlo~ tJo~ 1.1£ ap. 10207/14-3-2002 lTOU 
acpopa OTOV Ka90pIOJ.lO nxn Kal £lTiOIl~ lTOU£1 va IOXU£1 11 £VKuKAIO~ lJa~ IJE 
ap.67552/29-9-2009 lTOU ocpopa OTOV Ko90PIOIJO TOU Cl>OX . 

KOlvOlToinon: 
ET. :JANSSEN-CILAG <t>APMAKEYTIKH AEBE 
AEQ<t>.EIPHNHi: 5615121 r1EYKH 

H l1IEY0YNTPIA l1YEn 
AlTOOEKT£C; Yla EVEPVEla : 

1. 	 rEEGAllJ.yr 
A. MWOYEiwv 136 . l1p. A. KOYTI.OYKH 

155 61 A9r;vo eEnPHSHKE rfA TrlN A~(P,;::;~] 


2. 	 YlT. EPyooios ATTooXOAI10lls & KOIVWVIKr;<;; npooTooio<;; CI r~J""C r:'ZT1". r~': ",1'>",,)-:t.: 

rEVIKr; rpOl-ll-lOTEio KOIVWVIKWV AOCPOAioEWV. ,', rEN"(~·J): rPA;'.1MAll::IA;t 
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8.8.YEn-E.42S0-13/2 
(24a) 

lllvoll AO<pOAIOI1~ AoStv£lo~ & MI1Tp6TI1TOe; 

LTooiou 29, 101 10 AS~vo 


(1-'£ Trlv napOKAI1011 £vl1lJtpwol1~ TWV Ao<paAIOTIKwV 

Tal-'£IWV nou naptxouv YY£IOVOI-'IK~ ll£piSaA4JI1) 


3. 	 nav£M~vlo IOTPIK6 "i.OMoyo 
nAOUTdpXou 3, 106 75 AS~vo 
(1-'£ TI1V napOKAI1011 £VI1IJ£pwol1 TWV 
TOTTlKWV IOTPIKWV "i.uAMywv Tile; xwpae;). 

4. 	 nav£M~vlo <POPIJOK£UTlK6 "i.OMoyo 
n£lpOlWe; 134 & AyaSl1l-'tpou 
11854 ASr'jvo 
(IJ£ TI1V napdKAI1011 £vl1l-'tpwol1e; TWV 
TOTTlKWV <P0PlJaKWTIKwV "i.uM6ywv Tile; xwpae;) 

5. 	 llovEMr'jvla 'EvWOI1 <PaplJaKOnOIWV 
NOOI1AEUTIKWV IOPUIJOTWV 
MlxaAaKonoOAou 99, 115 27 ASr'jva 

6. 	 IKA-<PaPIJ/K~ Ynl1pmla 
Ay.Kwv/vou 8, 102 41 AS~va 

7. 	 orA KMooe; <PaPlJaKEUTlK~e; ll£piSaA4JI1e; 
nOTl1oiwv 30, 106 77 ASr'jva 

8. 	 OIKOe; NauTOu 1l£lpalwe; 
K.lloAaloMyou 15 
185 35 1l£lpaloe; 

9. 	 OIKOe; NaOTOu ASr'jvae; 
rAaOoTWVOe; 2 & IlOTl1oiwv 
106 77 AS~va 

10. 	 KtVTPO 11I1AI1Tl1ploo£wv 
NOOOKOI-'£lo Ilalowv "n.& A. KuplaKoO" 
115 27 r ouol ASr'jva 
"i.<PEE 
A. Kl1cplolae; 280 & Ayplviou 3 

15232 XaMvopl ATTlKr'je; 


12. 	 llavEMr'jvla '·Evwol1 <Papl-'aKo!3101JI1xavioe; 
AdlJ4Ja 7, 115 24 AIJTT£MKI1TTOI, ASr'jva 

13. 	 "i.OMoyo AVT/TTWV <PoPlJaKWTIKwV Elowv & EIOIKOTr'jTWV 
OMe; T OTO"fOU 
180 xAIJ. ESvIKI')e; 0000 ASl1vwv-Aal-'ioe; 
14610 N. EPY0PAIA ATTIKH"i. 

14. 	 llEATio Ayopavol-'iae; 
llavETTIOTrllJlou 42, 10679 A8r'jvo 

15. 	 TEBE <PapIJOKEUTIKte; YTTl1pmlEe; 
Ay. KwvoravTlvou 5 
10351 A0HNA 

16. 	 Mil IJ£AI1 "i.uAMywv 
(6TTWe; 0 TTlvaKae;) 

EH1TEPIKH AIANOMH: 
1. 	 ll/voll A~loMYl1ol1~ IlPO"f6vTWV 

a) TlJl')lJa A~loMYl1ol1e; <PaplJaKEUTIKwV Ilpo"iOVTWV 
13) r palJlJOTEia A' TIJr'JIJOTOe; ETTlOTI1IJOVIKOO "i.UIJ!3ouAiou EYKplo£wv 

2. ll/voll <Pap/Kwv MEAETWV & vEpwvae; 
3. 	 ll/vol111/Kwv Ynl1PEOIWV EMyxou IlPOTovTWV 

TI-'I')I-'a 'EKOOOI1e; & Kwo. ATTOcpdo£wv 
4. r palJlJOTEia llWTEP0!30SIJIOU EmOTlll-'OvlKOO LUlJ!3ouAlou 
B/ErK 2010 
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