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0EMA: Ka80plolJoe:; nEpiAIlllJIle; XapaKTIlPIOTIKwv TOU npOTOVTOe; Kat <PuMo OOllYIWV Yla 
TO XP�OTIl <.paplJaKEUTIKWV TTP0'lovTWV nou TTEPIEXOUV opaoTIKo OUOTOTIKO 
MICONAZOLE NITRATE 

"ExOVTEe; UTTOllJIl: 
a) TIe; OIOTO�EIe; Tile; KOIV�e; YTTOUpYIK�e; ATTo<.paolle; il yr3 (a) 83657/2005 "nEpl 

EvaplJOvlOlle; Tile; EMIlVIK�<; N01J08Eoia<; IJE TIlv aVTioTOIXIl KOIVOTlK� OTOV TOIJ£a Tile; 
KUKAO<.popfa<; " .. ".""." '""" ... TWV <.paPlJaKEUTlKWV TTp6ioVTWV, TTOU TTpoopf�oVTOI Yla 

13) TIlV UTT' apI81J.: 8673/2/29-1-2009 (Op8� ETTavoAIllIJ11) A TTo<.paoll npo£opou 
ill:/EO<P (<PEK.253/13-2-2009) "nEpi lJ£1al3[l3aoll<; aPIJOOIOT�TWV OTOUe:; 
ilIEU8uVT£<; TOU EO<P", 

y) 	 Til rVWIJOTEUOll TOU ETTIOTIlIJOVIKOu l:ulJl3ouAiou EYKpioEWV ap.<P-472/4-12-2009 

A n O<l> A I I  Z O Y M E  

1. 	 H nEpfAIlllJIl XapaKTIlPIOTlKWV TOU npOTOVTOe; <.paplJaKEUTIKwV TTPOIOVTWV TTOU 
m:pIEXoUV OpaOTIKO OUOTOTIKO MICONAZOLE NITRATE Opf�ETOI we; E��<;: 

nEPll\HlI'H TON XAPAKTHPIITIKON TOY npo'iONTOI (SPC) 

1. 	 EMnOPIKH ONOMAIIA TOY <l>APMAKEYTIKOY npO"iONTOI: 

2. 	 nOIOTIKH & nOIOTIKH IYN0EIH IE l\PAITIKA IYITATIKA 

Miconazole nitrate 20mg/g 

Miconazole: 1-[2-(2,4-dichlorophenyl)-2-(2,4-dichlorophenyl)methoxy]-1 H-

imidazole; 
1-[2,4-dichloro-I3-[(2,4-dichlorobenzyl)oxy)phenethyl]imidazole 

3. <l>APMAKOTEXNIKH MOP<I>H 
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4. KJ\INIKA I:TOIXEIA 

4.1 0EpaTTEUTlKtC; EVOEi?EIC; 

H KOATTlK� KpEf.la Miconazole nitrate 8EparTElJEI f.lUKrITlOaW;; TOU KOATTOU KOI TOU 
OEpIJOTOe; TTOU TOV TTEPIj30AAEI, Ka8we; KOI TOU TTEOUe;. LUIJTTTwf.la1O aUTwv TWV 
1J0AUVaEWv TTEpIAaf.lj3ovouv: KVllaIJO, Epu8pOTIl1O, AEUKOU XpWf.lOTOe; EKKpiaEIe;. 

4.2 l1oooAoyia KOI TPOTTOC; XOPrlYllollC; 

Mia <popa Tllv Ilf.lEpa, TTplV aTTo Tllv KaroKAlall, TO TTEPIEXOIJEVO EVOe; TTpow8llT�pa 
TTPETTEI va ElaOYETOI j3a8lo f.lEaa aTOV KOATTO. H olaolKaaia aUT� ETTOVOAalJj3ovETOI 
Yla 14 Ilf.lEpEe;, KOI av aKOf.l1l 0 KVllaf.l0e; KOI 11 AEuKoppOla EXOUV E�a<pavla8Ei. 

4.3 AVTEvOEi?EIC; 

H KOATTlK� Kptf.la Miconazole nitrate aVTEvoEiKVUV101 aE OTOlJa TTOU txouv oEi�EI 
uTTEpEUOIa81laia aTllv f.lIKOVa�oAIl � aE KOTTOIO OAAO aUa1OTlKO Tile; KOATTlK�e; 
Kptf.lae;. ETTialle;, aVTEVOEiKVU101 11 aUYXPovll xop�Ylla� Tile; f.lE aJ�aTTpiOIl· 

4.4 IOlaiTEpEC; TTPOEIOOTTOlrlOE1C; Kal JOlaiTEpEC; TTpOCPUAO?EIC; KaHl lllv XPrl0ll 

Av Ef.l<pavla8Ef TOTTlK� EUOIa81laia � aAAEpYIK� aVTiopaall, 11 8EpaTTEia TTptTTEI va 
OlaKOTTEI. nptTTEI va Aaf.lj3ovOV101 YEVIKO IJtTpa UYIEIV�e; Yla va EAEYX80uv TTllyte; 
1J0AUvalle; KOI ETTlf.loAuvalle;. AVOAOYIl 8EpaTTEia EVOEiKVU101 KOI arov aE�ouaAIKO 
aUVTpo<p0, av KOI EKEivoe; EXEI, ETTialle;, lJoAuv8Ei. 

H KOATTlK� Kptf.la Miconazole nitrate OEV AEKIO�EI TO OEPlJa � 10 poUxa. 

4.5 AAAIlAETTlOPOOEIC; fJE oAAa cpoPfJaKa Kat OAAEC; fJopcptc; aAAIlAETTiopaOllC; 

npETTEI va aTTo<pEUYETOI 11 ETTa<p� TTpoIOVTWV aTTO EAaaTlKO (latex). OTTWe; 

aVTlaUAAIlTTTlKO ola<ppoYlJa1O � TTp0<puAaKTIKo, f.lE Tllv KOATTlK� KptlJa Miconazole 

nitrate, A6yw Tile; TTl8av�e; KOTaaTpO<p�e; TOU EAaaTlKou. 

H aJ�aTTpiOIl IJE1Oj3oAi�ETal aro �TTap aTTO TO EV�Uf.lO CYP 3A4. ETTEIO� 01 a�OAEe; 

avaaTtAAouv TO EV�UIJO aUTO, 11 aUYXPOVIl xop�Yllall Tile; aJ�aTTpiOIle; f.lE TIe; ouaiEe; 

aUTEe; f.lTTopEi va au��aEI TOV Kivouvo EIJ<P0v1alle; Ola1OpaxWV TOU KapOlaKOU 

pU8f.lOU (ETTlf.l�KUVall TOU OT OlaaT�f.lOTOe;, KOIAlaKte; appu8IJiEe;, TORSADE DES 

POINTES). 

n' aUTO. va f.lIlV aUYXOPIlYEiTOI 11 aJ�aTTpiOIl f.lE Tllv IJIKova�OAIl· 

4.6 KUIloll KOI yaAouxia 

XPrl0ll Kalo TIlv KUIloll: nap' OAO TTOU 11 EVOOKOATTlK� aTToPPo<Pllall EivOi 
TTEploplalJEvll. TO Miconazole nitrate OEV 8a TTPETTEI va XPllaJf.lOTTOIEiTOI aro TTPWTO 
TpilJllVO Tile; KUllalle;, EKTOe; av aUIJ<Pwva IJE Tllv Kpiall TOU YIOTPOU, TO aVaIJEvOf.lEVO 
aTTOTEAEalJa aVTla108lJi�EI TOV TTl8avo Kivouvo. 
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XPI')OIl KaHl TIlV yaAouxia: lJ.EV Ei vOI YVWOTO av 11 VI TPIKI') IJIKo va�6A1l EKKpi vEral 
OTO avBpwTTl vo yaAa, YI' aUTO TTPETTEI va olvnal TTPOOOXI') o rav XPIlOIIJOTTOIEITOI 
KpElJa Miconazole nitrate KaTa Tllv oujpKEla Tile; yaAouxlae;. 

4.7 	 ElTilSpaOIl OTllv IKavoTIlTa olSl')Ylloll\ Kal X[IPIOIJOU IJllxavlllJaTwv 

4.8.1. 	][lSOIJEVa alTO KAIVIKEt; 1J[A£T£t; 
H ampaAEla TOU Miconazote nitrate a�loAoyl')BIlKE OE tva ouvoAo 537 YUVOIKWV, 
I..IE 1J1KP0!310AoYIKO ETTI!3E!301WIJEVIl KavTl vTiaOIl KOI OUIJTT TWlJara (TT-X-
0I0010KOATTlKOe; KVIlOIJOe;, aioBlllJa Kauoou/EpEBIOIJ0C;) I') 0IlIJEia EpuBl')lJaToC; 
OIooiou, 0101') lJaTOC; , EKOOpOe;, I') EpuBl')lJaToC; I') Olol')lJaTOC; TOU KoATTOU, 01 o TToiEC; 
oUlJlJnEixav OE 2 1J0vo-Tu<.pAEC; KAIVIKtC; IJEAETEC;. 01 aoBEvEic; EAolJ!3avav BEpaTTEia 
I..IE EVOOKOATTIKO XOPllyoulJEVIl IJIKova�6AIl, Eixav KaravEIJIlBEi TUxaia WOlE va 
Aal..l!3ovou v EITE E<.poTTa� 00011 EVOe; Ka41aKiou 1200 mg EiTE 7 I')IJEPIl E<.paPlJoyl') 
KoATTlKI')C; KptlJaC; 2 %. 

01 AVETTIBuIJIlTEC; EvtpYEIEC; Cl>apIJOKOU (AECI» TTOU ava<.pEpBIlKav aTTO TO �1% TWV 
aoBE vwv TTOU I')rav OE BEpam:ia I..IE TO Miconazole nitrate OE aUTte; Tie; IJEAETEC; 
TTapaTlBEvral OTQV ni vaKa 1. 

nivaKat; 1. AV[lTIOUtJllT£t; EvtpY[I[\ <1>aptJaKou lTOU avaq>tpOJ')Kav 

alTO TO 51 % TWV aoO[VWV lTOU I')Tav O[ O£palT£ia IJ[ TO 

Miconazole nitrateo[ 2 Mova 


MIKova^oAIl MIKova^oAIl 2% 
KaTJ')yopia 1 .200 mg KoAlTIKI') KpttJa 

ouoTl')tJaTo\/opyavou KmpaKlo 7 HtJtp[\ 
npOTlIJWIJEVOe; Opoe; (n=272) (n=265) 

% 
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nivaKac; 1. AV£1TIOUj.lflTEC; EVtpYEIEC; <l>apj.lOKOU lTOU avaq>tpOflKav 
alTO TO �1 % TWV aoOEVWV lTOU f)Tav OE O£palTEia j.I£ TO 

2 Movo 

MIKovaSoAfl MIKovaSoAfl 2% 

KaTflyopia 1.200 mg KoAlTIKf) Kptj.la 
ouoTf)j.laTOc;/opyovou KalpoKIO 7 Hj.ltp£c; 

npOTlj.JWj.JEVOC; OpOC; (n=272) (n=265) 
% 

Alarapaxtc; TOU AvarrapaywYIKoU IuoTf)j.laTOC; Kat TOU MaOTOU 
KVIl0j.JOC; YEVVIlTlKWV oPyovwv 16.5 23 
8I'lAEOC; 
Aio81loll KoATTlKOU KOUOOU 22.8 22.6 
AIOOIOKOA TTlKI'l ouoovEQio 16.2 14.3 
.t:.UOJJIlVOPPOlo 3.3 3.4 
KoATTlKO EKKPIJJO 3.7 0.4 

KoATTlKI'l OIJJoppoyio 1.1 0.4 
AAyoC; KoATTOU 1.5 0.4 

Alarapaxic; TOU NWPIKouIuoTf)j.laTOC; 
KE<poAoAyio 9.6 13.6 

AOlj.lWT£IC; Kat napaom.iJo£lC; 
OupoAoiJJwQ1l 1.1 0.4 

AlaTapaxic; TOU raoTp£vT£PIKOU 
KOIAIOKO oAyoC; 1.8 2.3 
AAyoC; ovw KOIAIOKI'lC; xwpOC; 1.5 1.1 
NOU Tio 1.5 1.1 
AAyoC; KOTW KOIAIOKI'l<; xwpo<; 1.5 o 

AlaTapaxic; TOU AtptJaTOC; Kat TOU UlT0i50PIOU IOTOU 
EQov8llj.Jo 1.1 0.4 

AlaTapaxtc; TWV N£q>pwv Kal TWV Oupoq>opwv Oi5wv 
.t:.uooupio 1.1 0.4 

npOOSHEC; AVHTlSuJJIl TE<; EvtpYEIE<; <t>OPj.JOKOU TTOU ouvtl3lloov aro <1% TWV 
oa8Evwv (n=537 YUVOiKE<;) TTOU I'lTOv UTTO SEPOTTEio JJE TO Miconazole nitrate OTl<; 
j.JOVO-TU<pAt<; KAIVIKt<; j.JEAtrE<; TTopariSEvTOI arav niVOKO 2. 
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niVOKOC; 2. AV£TTl9utJIlT£C; EvtpY£I£C; <l>OptJCeKOU TTOU 
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ovocptp91lKOV OTTO TO < 1% TWV ou9£vwv TTOU rlTaV U£ 

9£POTT£io tJ£ TO Miconazole nitrate U£ 2 MovCe TUCPAtC; 

__��__�__. 

MIKOVO\OAIl MIKOVO\OAIl 2% 
KOTIlyopio 1.200 mg KOATTlKrl KpttJo 

uUUTrltJ°Toc;/opyavou KmpaKlo 7 HtJtp£C; 
npOTtIJWIJEVO<; 'Opo<; 

(n=272) (n=265) 

% % 

AIOTapoxtc; TOU CStPIJOTOC; Kat TOU UTTOCSOPIOU IUTOU 
Ejov BIWO K VIlOIJWOE<; 0 0.4 


PoooXpou<; OK lJri 0.4 0 


LlloY KWOIl TTPOOWTTOU 0.7 0 


Kv iowOIl 0.4 0 


H TTAE10lVll<pio TWV OVETTl8uIJIlTWV EVEPYEIWV TTOU oVO<pEp8IlKOV OTl<; KAI V I KE<; 
IJEMTE<; riTOV riTTlo<; EW<; IJET PIO<; oo!30poTIlTO<;. 

4.8.2. A£CS otJtvo tJna OTTO TIlv KUKAOcpopio 
01 OVETTlBuIJIlTE<; EVEPYEIE<; TTOU OVI XVEU81lKOV 0PXI KO IJ£TO Tllv K UKAO<popio TOU 
Miconazole nitrate OUIJ TTEP1AOIJ!3ovov101 OTOV nivOKO 3. LTOV KoBE TT ivOKO 
TTOPOli8EVTOI 01 OUXVOTIlTE<; OUIJ <pWVO IJE Tllv OKOA ouBIl ouv 8riKIl: 

noM OUXVE<; &1/10 

LUXVE<; &1/100, <1/10 

'OXI ouXv£<; &1/1.000, <1/100 

LTTOV IE<; &1/1 0.000, <1/1.000 

noM OTTOVIE<; <1/10.000, OUIJTTEPIAOIJ!30VOIJ£v wv IJEIJOVWIJEVWV ovo<popwv 

LTOV niVOKO 3 01 AVETTl8uIJIlTE<; EV£PYEIE<; ct>OPIJOKOU TTOpOUOIOkOV101 OUIJ <pwvo 
IJE Tllv KOTllyopio oPyov ou oumrilJOlo<; KOI IJE OUxvOTIlTE<; TTOU !300 ikOV101 010 
TTOOOOTO TWV ou8 oPIJIlTWV ovo<popwv KOTO MedORA. 
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6.2 	 AO'u?l3aToTr)nc.;: Kal-lia yvwaTA 

6.3 	 .6l<lpK£la @Wrlc.;: 

6.4 	 1l>lainp£c.; TTpocpuAaA£Ic.; KaTa Tr)V cpuAaAr) TOU TTpo·ioVTOc.; 

6.5 	 <l>uO'r) Kal O'uO'TaTlKa TOU TT£PI£KTr) 

BAtTTE TTapaypmpo 4.2. 

6.6 	 KaTOX0c.; Tr)c.; al>£lac.; KUKAocpopiac.; 

7. 	 API0MOI MEIAI KYKAO<l>OPIAI: 

8. 	 HMEPOMHNIA THI npOTHI MEIAI I ANANEOIHI THI MEIAI 
KYKAO<l>OPIAI 

9. 	 HMEPOMHNIA THI (MEPIKHI) ANA0EOPHIHI TOY KEIMENOY 

2. 	 To <DuMo OOIlYIWV yla TO XpAaTIl q>ap l-laKE UTlKWV TTPOIOVTWV TTOU TTEPIEXOUV 

OpaaTiKO aUaTOTIKO MICONAZOLE NITRATE OpiSE TOI wB ECAB: 

<l>YMO O.6HrlON riA TON XPHITH 

1. npOI.610PIIMOI <l>APMAKEYTIKOY npo"ioNTOI 

1.1 Ovo?aO'ia: 

1.2 	 Iuv9£0'r): iJ.paO'TIKr] ouO'fa: Miconazole nitrate 

'EK6oxa: 

1.3 	 <l>ap?aKOnxvIKrl ?oPCPrl: K pEl-la KoATTlKA 

1.4 	 n£pl£KTIKoTr)Ta 0'£ l>paO'TIKrl ouO'ia: 
Ka8E 9 KoATTlKAB K pEl-laB TTEPIEXE I 20mg VITPIKAB I-lIKovasoAIlB 

1.5 	 n£plypacprl-IuO'K£uaO'ia: 

1.6 	 <l>ap?aKo9£paTT£UTlKrl KaTr)yopia: TOTTIKO aVTll-luKIlTiaOiKo. 

1.7 	 YTT£u9uvoc.; KUKAocpopiac.; 

7 



H "qOl.NQIOdU VV\lONQ({ sorl�d)l sY)llllYO)l SUI 10)1 (OllY9)1 1\010 01\3rl9Xd3013 

({3:01.NQIOdU VII\IONQ« orl�d)l l,l)llllYO)l l\uJ. 3130l,l101l0rlloudX 

({3:01.NOJOdU VV\lONQ« orl�d)l l,l)llllYO)l I\Ul 3130l,l101l0rlloudX 

o 31HJHdOX 1V1 AOU O}tVWdVcP 01 VIJ 313ZIdONJ VN 13U3dU 11 'z 

(DveJ 

8 

'OQOe�rl l,l)llllluyynOI.1I\O UYYI) 
31Olll,lQOIOllO 3130l,l101l0rlloudX 01\ 31pdollrl 'UOMlllld311 I\Ul l,llno 33: 'U1011l91�0 
101\13 Oe 1\3Q sOQOe�rl l,l)ll.1lluyynOI.1I\O U 10)1 9)11.100Y3 01 !3dmd100LO)I 01\ pdOllrl 
!LOIA '«3:01.NQIOdU VV\lONQ« orl�d)l l,l)llllYO)l I\Ul 31!310ll0rl1OUdX 01\ 13ll�dll 
1\3Q (1»)lI.1)1oynd>cidll l,l OlorlAl)dd>olQ 1»)ll.1lluyynolll\o sM1l9 (9)11100Y3 9110 0l1\9.1.0dll '
1»)lll lluyynolll\o 31!310ll0rlloudX sOd>Odll\I)O SOD s9)1lyono�30 0 l,l s!303 1\1)3 

<3!DnO I,J 0')lOrid9cb 0YY9 3ri <13D9dQI.u.3ylJyVV S'Z 

"1\I)OeXmd>ollo I\url 01\ OLOrll,lOOI\ 01\3rl9QIQ0l3rl 1»)llyono�30 
Y uI\I)00rln)lA3 loq (9)11100Y3 13m�d100LO)I 310C'!1 01 01\ !3dollrl OJOlmY31 

I)O)ll.100Y3 ill)rlrlo)l) orlAodd>I)IQ Y 9)111)loynd>odll sM1l9 (9)11100Y3 9110 
1)0rlOlLOrlrlodAodll I)O)lOl31\3AO)ll0 I\Mll\9"I.odll l,l<D01l3 U 1013A1)3<DOllO 01\ 13ll�dU 'V'V'Z 

"SOD 9dlOlA I\OJ. 31!3emynogrlno 's3JYOgl<DrlO 313X;1 1\1)3 91\0� 31!3eMyorl ' 
I\url 01\ 310C'!1 'opllod3e 130l,lenoyo)lo 01\ sUO!1l3 13ll;1dll oe sO<DOdl1\I)O SOD 
s9)1lyono�30 0 '011\9llrl 010 31PIOllOrlloudX nOll s31�Dl3ll 51! I\I)OlollOrlloudX 
01\ snoYYI) 3D 313ll�dllll3 I\url :OrlOll) oYYI) 10)1 3131\I)yOrl 1\3Q 119 31!3eMlog38 '('v'Z 

01\ 3113dollrl 1\93 130!00d)01l0 oe s9dLOIA 0 'I)orlooyue nOl OQO!d3ll I\Ul 
I)LO)I I\M)l9rldO<D uouAl,ldoX I\Ul 3rl l,l)lll)l300dll 310p 01\ 13ll;1dll 'Oll\I)ll SMllQ 

1\93 130JOOd)01l0 "SUOUI))I SUI Ol\url!dl olC'!1dll 

'Z'v'Z 

01\ 31pdollrl oe s9dLOIA 0 
01 I\M)l9rldO<D uouAydoX I\Ul 3rl l,l)lI.1)1300dll 31013 01\ 13ll�dll 'Oll\I)ll sMllQ . a..'v'z 

'UQ!dll0210 3rl 101j3AudoXAno I\url ON 

"SOD 9dL01A 1\01 3rl 31OYl\MI\IO)ll1l3 
10)1 0!3ll0d3e I\Ul 31m9)10lQ 'pgrlno 9lno I\V "«3:01.NQIOdU VV\lONQ« orl;1d)l 
Y)llllYO)l I\Ul 130l,lIOllOrllOudX 3J.3X;1 I)O<DO 1301)3d31Odl3X 01UJ.9dend3 U Y s9rlOUI\)I 
o 'OrlAI3Ql)dOll olA '1\1)3 UIUeO!On3d3lln 310!3 1\0 3130!dMI\AOI\0 01\ 31!3dOllV\l 
'UY9201\0)llrl 13X�ld3ll nOll orlOO(l3)10 oYYI) 3D Y o)lorld9<D 010 UIueo!omd3lln 31O!3 
119 3132!dMI\A 1\0 IOl!310ll0rlloudX 1\3Q {{3:01.NQIOdU VV\lONQ« orl�d)l Y)llllYO)l H .. 

<13=!3QJ\3J.I\V ('Z 

'sI30!d)l)l3 sOLOrlC'!1dX (lo)lmy 'Ol U19dend3 '9rloUI\)I :MOl\l)grlOYld3ll I\M301\I)yorl 
I\Ml 1\C'!11no oLOrlC'!11llrln3: 'snO�ll nOl 10)1 sC'!1eO)l '13YY9gld3ll 1\01 nOll sOLOrld�Q nOl 
10)1 nOllY9)1 nO! s13091l U)lnrl 131)3ll0d3e ({3:01.NQ.l.OdU VII\IONQ« orl�d)l l,l)llllYO)l H 

<13=!3QI\3 Z'Z 

'I\Ml l,l)lnrl I\Ml I)LO)I O)lOrldl)<D IOI\!3 ({3:01.NQ.l.OdU VII\IONQ({ orl;1d)l l,l)llllYO)l H 
<3!dQcbQdlJy.ll 51l111\3J a.. 'z 

1V1 10d1VIJ 

;<1,J1DOn3)lDOdoU S' a.. 

l/£ I-O+Z:t"3-U3AVV 

http:�3!dQcbQdlJy.ll


Tllv KOATIlKr'J KPEIJO »ONOMA npOlONTOL» TIlO OUXvo an' 

nAUOIle; IJnopEi va XP1l011J0no11l8Ei, EOV KPISEi 

»OI\lOMA 

»ONOMA 

npo"i'ONTOI» 
Tu<pAtS KAIVIKES MEAtus 

!::.!::.YEH-E.42S0-13/2 
(24u) 

Enicrrl';, OEV So npEnEI va noipVETE TOUTOXPOVO ol�onpioll (EVa q>OPIJOKO nou 
XPIlOlJ-lOnOIEiTOI YIO OPIOIJEVO npo\3Ar;IJOlO TOU nEnTiKou) YIOli IJnopEi va oU�IlSEi 
o Kivouvo� OIOlOPOXWV TOU KOPOIOKOU pu81J0u. 

2.6 lloooAoyia 
Mia q>opo Tllv IlIJEPO, nplv ono Tllv KOlOKAIOIl, TO nEplEXOIJEVO EVO� npowSIlTr;pO 

npEnEI va EIOOYETOI \30S10 J-lEOO OTOV KOAno. 

H OIOOIKooio OUTr; EnovoAOIJ\3ovETOI YIO 14 IlIJEpEe;, KOI ov OKOIJIl 0 KVIlOIJOe; KOI 11 

AEUKOPPOIO EXOUV E�0q>OVI08EL 

2.7 YnEp_oooAoyia-AvTI"'ETc.inTlo'1 
Av XPIl011J0n01r'J0OlE 
OTI ooe; EiXE OUIJ\3ouAEuOEI 0 YIOlpOe; ooe;, OEV unopXEI oo\3opo� Aoyoe; va 
OVIlOUXr;OETE. TIe; nEplooOTEpEe; q>OpEe; aUTO OEV EivOI \3Ao\3EpO. Eov KOTO AoSoe; 
KOlOTIlEiTE Tllv KOATIlKr'J KptlJO npoIONTOL}}, ouvr'J8we; OUTE aUTO 
TTPOKOAEi npo\3AIlIJO. no va IJllv OVIlOUXEiTE, ETIlKOIVWVr'JOTE IJE TOV YIOlPO ooe;. 
nAIJPocpopiE; Yia rov Ylorpo UE TTEpilTTWUIJ UTTEp6ouoAoyia;: 
LE nEpinTwoll TUxoioe; KOlonoOIle; IJEyoAwv noooTr'JTWV q>0PIJOKOU, IJIO 

KOloMIlAIl IJE8000e; YOOTp1Kr'Je; 

ovoYKoio. 


2.8 AVElTI9u"''1ut;; EVEPYEIEt;; 
2.8.1.11E_o",Eva ano KAIVIKEt;; ..,EAtut;; 

H OOq>OAEIO TOU »ONOMA rlPOlONTOL» o�loAoYr'JSIlKE OE EVa OUVOAO 537 
YUVOIKWV, IJE IJIKP0\310AoYIKO ETII\3E\301WIJEVIl KOVTlVTioOIl KOI OUIJTTTWIJOTO (nx 
0I0010KOATIlKO� KVIlOIJO�, oioSIlJ-lO KOUOOU!EpE8101J0e;) r'J OlllJEiO Epu8r'JIJOTOe; 
OIooiou, 010r;1J0l0e;, EKOOpOe;, r; EPUSr'JIJOlOe; r; 010r'J1J0l0e; TOU KoAnou, 01 oTToiEe; 
OUlJlJETEixov OE 2 1J0VO-TUq>AE� KAIVIKEe; IJEAETEe;. 01 OOSEVEie; EAOIJ\3ovov SEponEia 
j.JE EVOOKOATIlKO XOPIlYOUj.JEVIl j.JIKOVO�oAIl, Eixov KOlOVEj.JIlSEi TUxoio WOTE va 
AOj.J\3ovouv EiTE Eq>ono� 00011 EVOe; K04JOKiou 1200 mg EirE 7 r'JIJEPIl Eq>0PIJOYri 
KOATIlKrie; KpEIJOe; 2 %. 

01 AVETIlSUj.JIlTEe; EVEPYEIEe; <t>OPj.JOKOU (AE<t» nou oVOq>EPSIlKOV ono TO % TWV 
OOSEVWV nou riTOV OE SEponEio IJE TO npOlONTOL» OE OUTEe; Tie; 
j.JEAETEe; nopOliSEVTOI OTOV nivOKO 1. 

nivaKat;; 1. AVElTI9u"''1ut;; EvtpYEIEt;; <J>ap..,aKou TTOU ava<ptp9'1Kav aTTO TO 2:1% 
TWV ao9Evwv TTOU ftTav OE 9EpaTTEia ..,E TO »'ONOMA 
2 Mova 

OE 

MIKova`6A MIKova`6A'1 2% 
KaT'1yopia '11.200 mg KoAlTIKft Kpt..,a 

ouoTft..,aTOt;;/opyavou KmpaKlo 7 H..,tPEt;; 
npOTlj.JWj.JEVOe; Opoe; (n=272) (n=265) 

% % 

9 
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(24a) 

nivaKac:; 1. AV£lTl9uJ.lf) nc:; EvipYEIf:C:; <t>apJ.lclKOU lTOU ovmpip9f)KOV OlTO 10 2:1% 
lWV a0'9Evwv lTOU ftlav O'E 9EpalTEia J.lE 10 »"ONOMA npotoNTOl:» O'E 
2 MOVcl 

_& ___ . __. __ ._% ___ _ 

MIKova`OA MIKOva`OAf) 2% 

KOlf)yopio f) 1.200 mg KOAlTIKft KptJ.lo 


O'UO'lftJ.lOIOaOPYclVOU KalpOKIO 7 HJ.lipEC:; 

npOTIJ.lWJ.lEVOI) OpOI) (n=272) (n=265) 


% % 
--.--.-'-.-'.-.--.---.-.--.----.-.(-.--.--.• ----'-.--'-.--.'--. ---

AIOTOpaxtc:; lOU AVOlTOPOYWYIKOU l:UO'lftJ.lOIOC:; KaJ lOU MOO'lOU 
Kv'lOJ.lO<; YEVV'lTlKWV 16.5 23 

opyavwv 8r)'\EOI) 

Aio8'lo'l KO'\TTlKOU 22.8 22,6 

Kauoou 

AIOOIOKO'\TTlKr) ouoavEfia 16.2 14.3 

AuoJ.l'lvoppola 3.3 3.4 

KO'\TTlKO tKKplJ.la 3.7 0.4 

KO'\TTlKr) QlJ.loppayia 1.1 0.4 

A,\yOI) KO'\ TTOU 1.5 


AIOIOPOXtc:; lOU NWPIKoUl:UO'lftJ.lOIOC:; 
KE<pa'\a'\yia 9.6 13.6 

J\OIJ.lWbEIC:; KaJ nOpOO'ITWO'EIC:; 
Oupo'\oiJ.lwf'l 1.1 0.4 

AIOIOpaXtc:; lOU rocnpEvnplKoll 
KOI'\laKo a'\yo<; 1.8 2.3 

A'\yol) avw KOI'\laKr)1) 1.5 1.1 

xwpal) 

NauTia 1.5 1.1 

A'\yo<; KaTw KOI'\laKr)1) 1.5 0 

xwpal) 


AIOIOpoXic:; lOU AtPJ.lOIOC:; KOI lOU UlTOl'i0PIOU 10'101l 
Efov8'lJ.la 1.1 0.4 

AIOIOpoXic:; lWV NE<pPWV KOI lWV Oupo<popwv Ol'iwv 
Lluooupia 1.1 0.4 

np008£TEI) AV£TTl8ulJ'lT(1) EvtpYEIEI) ¢apJ.l0KOU TTOU ouvtf3'loav OTO <1% TWV 
ao8£vwv (n=537 yuvaiK£I)) TTOU r)TaV UTTO 8£paTTEia IJE TO »ONOMA 
npOIONTOl:}) OTlI) 1J0VO-TU<pA£1) K'\IVIKtl) IJ£A£T£<; TTopaTi8£vTaI OTOV nivaKo 2. 
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nivaKa` 2. AVETTl8utJIlTE` EVEPYEIE` <l>aPtJ0Kou lTOU 
ava<pEp81lKaV alTO TO < 1 % TWV OU8EVWV lTOU IlTOV UE 
8EpalTEia tJE TO npo'i'ONTOI» UE 2 Movo 

_ ... __ 

MIKovadoAIl 	 MIKovadoAIl 2% 
KaTIlyopia 1.200 mg KoATTlKIl KpttJo 

UUUTIl tJoTo`/opyovou KOIPOKIO 7 HtJEPE` 
npOTlIJWIJEVO<; Dpo<; (n=272) (n=265) 

% % 
AlaTapaxt` TOU oEPtJaTo` KOI TOU UlTOOOPIOU IUTOU 

EhoVSIllJa KVIlOIJWOE<; a 0.4 

POOOxpou<; aKIJi 0.4 a 

LlloYKWOIl TTPOOWTTOU 0.7 a 

K viowoll 0.4 a 


H TTAEI04JIl<.pio TWV OVETTlSulJllTWV EVEPYEIWV TTOU oVO<.pEPSIlKOV OTl<; KAIVIKE<; 
IJEAETE<; iTaV iTTlo<; EW<; IJETPIO<; ool3opoTIlTO<;. 

2.8.2 AEo0tJEva tJETO alTO TIlv KUKAocpopia 
01 OVETTlSuIJIlTE<; EVEPYEIE<; TTOU oVlxvEuSIlKOV 0PXIKO IJETO Tllv KUKAO<.popio TOU 
}}DNOMA npoJDNTOL}} OUIJTTEP1AOIJ130VOVTOI OTOV IlivOKO 3. LTOV KOSE TTivOKO 
TTopOliSEVTaI 01 OUXVOTIlTE<; oUIJ<.pwvo IJE Tllv oKOAOUSIl ouvSiKrr 

nOAU OUXVE<; B1/10 

LUXVE<; C1/100, <1/10 

DXI OUXVE<; D1/1.000, <1/100 

LTT(lVIE<; D1/1 0.000, <1/1.000 
nOAU OTTOVIE<; < 1110. 000, OUIJTTEPIAOIJ130VOIJEVWV IJEIJOVWIJEVWV ovo<.popwv 

LTOV niVOKO 3 01 AVETTlSuIJIlTE<; EVEPYEIE<; <l>0PIJOKOU TTOPOUOIOsOVTOI OUIJ<.pwvo 
IJE Tllv KOlllyopio oPyovou OUOTiIJOlo<; KOI IJE ouxvOTIlTE<; TTOU l3ooisovTOI OTa 
TTOOOOTO TWV auSOPlJllTWV ovo<.popwv Karo MedORA. 

nivaKa` 3. AVETTl8utJIlTE` EvtpYEIE` <J>aptJ0Kou lTOU aVIXVEU81lKaV KaTO Til 
AIOPK£IO TIl` KUKAo<popia` TOU »'ONOMA npo"i'ONTOI» tJE 
(300'11 TIlV KOTIlyopia IUXVOTIlTa` lTOU EKTltJOTOI alTO TI` 
AvoAoyi£` Au80PtJIlTWV Avocpopwv. 

AIOTapoxt` TOU AVOUOlTOlllTlKOU IuuTlltJaTo` 
noAu amlvlt:C; 	 YTTEpWOIOSIlOio OUIJTTEPIAOIJ130VOIJEVWV AVO<.pUAOKTIKWV KOI 

AVO<.pUAOKTOEIOWV oVTiopOOEWV, AYYElooiollIJO 
AIOTOpOXt` TOU AtptJOTO` KOI TOU UlTOOOPIOU IUTou 
noAu amlvlf:C; 	 KVIlOIJO<; 
AJOTapaxt` TOU AvolTopaywYIKoU IuuTlltJaTo` KOI TOU MauTou 
noAu amlvu:c; 	 KOATTlKO<; EPESIOIJO<; 
r£vIKt` AlaTopoxt` KaJ KOTOUTOUEI` TIl` Ooou XOPI1VlluIl` 
noAu arrclVIE:C; 	 AVTiopooll TIl<; SEOIl<; £<.poPlJoyi<; 

J 1 
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2.9 	 HIJEpOIJIlVia AIiEIl<; IOU lTPO'iOVIO<; 
Avaypa<p£Tal OHIV E�WTEPIKr') Kal onlv EOWTEPIKr') ouoKwaoia. 

Av aUTr') II rJl-IEpOl-lllvia EXEI TTapEASEI, va I-IIlV XPIlOII-I0TTOIr')O£TE TO <papl-laKO. 


2.10 1l5laiTEpE() lTpocpuAaEEI() Via lllv cpUAaE1l IOU rrpo"iovIO() 

3. 	 nAHPO<l>OPIE1: riA THN OP00AOriKH XPH1:H TON <l>APMAKON 

• 	 To <papJ,JaKo aUT6 oa<; TO Eypa4JE 0 YIOlp6<; oa<; 1-16vo Yla TO OUYKEKPII-IEVO IOlplKO 
oa<; TTp6/3AIlJ,Ja. b.EV So TTPETTEI va TO oiVETE OE aMa aTOl-la r') va TO XPIlolJ,JOTTOIEiTE 
Yla KaTTola aMIl lTaSIlOll, xwpi<; TTPOllyoUJ,JEvw<; va EX£TE oUI-I/3ouAwSEi TO YlaTPO 

• 	 Eav KOla TIlV olapKEla TIl<; SEpaTTEia<; EJ,J<pavloSEI KaTTolo TTpo/3AIlJ,JO I-IE TO 
<papl-laKO, EVrJJ,JEPWOTE aI-lEOW<; TO YlaTPO oa<; r') TOV <papl-laKOlTOIO oa<;. 

• 	 Eav EX£TE oTTolaor')TToTE EPWTIll-laTlKa yupw aTT6 T1<; TTArJPO<popiE<; TTOU a<popouv 
OTO <papI-IOKO TTOU AalJ/3avETE r') xpEla�EOTE KaAuTEPIl EVIlI-IEPWOll Yla TO laTPIKO oa<; 
TTpo/3ArJl-la, J,JrJ OIOTaOETE va �rJTr')O£TE n<; TTAIlPo<popiE<; aUTE<; aTT6 TOV YlaTPO oa<; r') 
TOV <paplJaKOTTOIO oa<;. 

• 	 ria va EivOl aTTOTEAEOJ,JanKO KOI ao<paM<; TO <papl-laKO TTOU oa<; XOPrJyr')SIlKE Sa 
TTPETTEI va Aal-l/3av£TOI oUI-I<pwva J,JE TI<; oOllyiE<; TTOU oa<; oOSrJKav. 

• 	 ria TIlv ao<paAEla oa<; KOI TIlv uYEia oa<; EivOl aTTapaiTIlTo va ola/3aoETE I-IE 
TTPOOOXr') KaSE TTArJPO<popio TTOU a<popa TO <papJ,JaKO TTOU oa<; XOPIlyr')SrJKE. 

• 	 Na J,JrJv OlaTrJpEiTE TO <papl-laKa OE EpJ,Japla TOU AOUTPOU, OIOTI II �EOTrJ Kal II 
uypaoia J,JTTOPEi va aMOIwoouv TO <papl-laKO KOI va TO KOlaOTr')oouV ETTI/3Aa/3E<; Yla 
TIlv uYEia oa<;. 

• 	 Na I-IIlv KpOlaTE <pOPl-laKa TTOU OEV Ta XPEIO�EOTE TTMov r') T TOU r')Oll EXOUV Ar')�EI. 
• 	 ria I-IEyaA.UTEPIl aO<poAEla KpOlOTE 6Aa TO <papJ,JaKa OE ao<paM<; J,JEPO<; J,JaKpiO aTTO 

TO TTOIOIO. 

4. 	 TPOn01: 111A0E1:H1: 

To cpapIJaKO aUlo XOPIlVElIOI IJOVO IJE lalplKIl OUVTaVIl 

3. 	 01 OIKOIOUXOI KOI aVTlTTpOOWTTOI UTTOXPEOUVTOI Yla TrJV E<papl-l0Yr') TrJ<; avwTEpw 
EYKUKAiou. 

4. 	 KaTOTTlv TWV avwTEpw TTauEI va 10XUEI II EYKUKAIO<; J,Ja<;; J,JE ap.7400/24-2-2000 

: 
ET. :JANSSEN-CILAG ct>APMAKEYTIKH AEBE= H 111EV0VNTPIA 11 YEn 
AEQct>. EIPHNHr 56 
15121 nEYKH l1p. A. KOVT1:0VKH 
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43 A8r'}vo 

9 

D.D.YETI-E.4250-) 3/2 
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Lmoiou 29, 101 10 A8r'}va 

0.1£ Trlv TTapoKArlOll £vIlIJEpwOIl':; TWV AO(paAIOTlKWV 

TalJEiwv TTOU TTOptxouv YY£IOVOIJIKr'} n£pi8aAqHI) 


4, 	 nov£AAr'}vlo 100PIKO LuAAoyo 
nAoUTOPXOU 3,10675 A8r'}va 
(IJ£ Tl'lv TTapoKAIlOI1 £vl1lJi:pwol1 TWV 
TOTTlKWV IOTPIKWV LuAAoywv Til':; xwpa.:;). 

5, nav£AAr'}vla 'Evwol1 <l>aPlJaKOTTOlwV 
KopUÌ11 6, 117 

6, 	 nav£AAr'}vlo <l>aplJaKWTlKO 'i..0AAoyo 
n£lparw.:; 134 & Aya811IJtpoU 
11 B 54 A8r'}va 
(1.1£ TI1V TTapoKAlloll £VlllJtpWOI1':; lWV 
10TTlKWV <l>aplJaKWTlKWV 'i..uAAOywv Trl':; xwpa<;) 

7. 	 nav£AAr'}vla 'EvWOIl <l>aPlJaKO TTOlwV 
Nool1AfUTlKWV 10PUIJOTWV 
MlxaAaKollouAou 99, 115 27 A8r'}vo 

B, 	 IKA-<l>apIJ/Kr'} Ylll1Pwia 
AyKwv/vou 8,102 41 A8r'}vo 

orA KMoo.:; <l>apIJOKWTlKr'}<; n£pi8aAlVl1<; 

nOTl1oiwv 30, 10677 A8r'}va 


10, OiKO<; NauTou n£lparw<; 
K.noAaroAOyou 15 
185 35 nflparo<; 

11. 	 Oil<O<; Naulou A8r'}va<; 
fAoUOTWVO<; 2 & nOTl1oiwv 
106 77 A8r'}vo 

12. 	 KtVTPO 11I1AI1TI1PIOO£wv 

NOOOKOIJEiO naiowv "n.& A, KUPIOKOU" 

115 27 rouoi A8r'}va 


'i..<l>EE 

fI,Kl1qJloio<;280 & Ayplviou 3 

152 32 XaAovopl ATTlKr'}<; 


14, 	 navEAAr'}vla "Evwol1 <l>apIJOKoI3101JI1xavio<; 
flo).llVa 7,11524 AlJmAOKI)llOI, A8r'}vo 

15, 	 'i..0AAoyo AVT/TTWV <l>apIJOKWTlKWV Elowv & EIOIKOTr'}TWV 
006<; T OTo'iou 
180 XAIJ. E8vIKr'j.:; 0000 A9I1Vwv-flolJia<; 
14610 N. EPYGPAIA ATTIKH'i.. 

16, 	 MArio AyopovolJia<; 
naV£llIOTl1l.1iou 42, 10679 A8r'}va 

17. 	 TEBE - <l>OPI.IOKWTlKt<; YllI1Pwi£<; 
Ay, KWVOTOVTivou 5 
103 51 AGHNA 

18. 	 Mil ptAI1 'i..uAAoywv 
(OllW<; 0 TTivOKO<;) 

ErOTEPIKH .6IANOMH: 
1, 6lvol'l AnloA6Y'lor)!; np0'iOvT wv 

0) Tj.lr'II JO AnloA6y'lo'lC; ¢l0Pj.lOKEU TlKWV npOTOVTWV 
13) rp0j.lj.lOT£io A' Tj.loj.lOTOC; ETTI OTflIJOV1KOU LUj.ll3ouAiou EYK pio£wv 

2. 6/vol'l c:t>Op/KWV M£Anwv & "EpwvoC; 
3. 6/vol'l {jjKWV YTT'lP£OIWV EAEYXOU npOTOVTWV 

TIJpj.lo 'EKOOO'lC; & Kwo. ATTocpao£wv 
4, rpolJlJOT£io 6£uT£poj3a9j.llou ETTl OHlj.lOVIKOU LUj.ll3ouAiou 
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