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nlNAKAr AnOf1EKTON 

ErKYKAIOr - ENHMEPOrH 

0EMA: KAINIKH EPEYNA ME IATPOTEXNOAOriKA npO'(ONTA 

EXOVTOe; UTTOljJll 
1, To op8po 2 TOU N, 1316/83 «'lopUOIl, 0PYOVWOIl KOI apIJOOIOTIlTEe; TOU EO<!l» OTTWe; 

TpOTTOTTOI~8IlKE IJE TO op8po 2 TOU N, 1965/91 KOI op8po 25 TOU N, 3730/2008 
2 	 TIe; OIOTa~EIe; Tile; KOlv~e; YTTOUpYIK~e; ATTOcpOOlle; t:. Y80/f nOIK, 130644 (<!lEK B' 2197/2-10­

2009) EVaplJOVIOll Tile; E8vIK~e; vOlJo8wiae; TTpOe; TIe; OlaTa~EIe; Tile; OOllyiae; 90/385/EOK «nEpi 
EVEPYWV EIJCPUTEUOIIJWV IOTPOTEXVOAOYIKWV npOIOVTWV», 

3, 	 TIe; OIOTa~EIe; Tile; KOlv~e; YTTOUpYIK~e; ATTOcpOOIle; b.Y8o/f n,oIK,130648 (<!lEK B' 2198/2-10­
2009) EVOPIJOVIOll Tile; E8vIK~e; vOlJo8wiae; rrpoe; TIe; OIOTO~EIe; Tile; OOllyioe; 93/42/EOK «TTEpi 
IOTPOTEXvoAoYIKWV TTPO'tOVTWV» 

4, 	 TIe; OlarO~EIe; Tile; YTTOUpYIK~e; ArrocpOOIle; b.Y80/3607/892/2001 (<!lEK B' 1060), EVOPIJOVIOll 
Tile; E8vIK~e; vOlJ08£Oiae; TTpOe; TIe; OlarO~EIe; Tile; OOllyioe; 98179/EOKl27 -10-1998 TTOU ocpopo OTO 
«in vitro OIOYVWOTIKO IOTPOTExvoAoYIKO TTPOiOVTO» 

5, 	 TIe; OIOTO~EIe; Tile; YTTOUpYIK~e; ATTOcpOOIle; t:.Yf3a/f,11. 125341/06 (<!lEK B'72) «Err£KTOoll TWV 
OPIJOOIOT~TWV Tile; E8vIK~e; ETTlTporr~e; b.£OvTOAoyiae; yla £KOOOll YVWlJo06TIl0tle; OE KAIVIK£e; 
tpWVEe; IJE IOTPOTExvoAoYIKO TTPO'lOVTO», 

6, 	 Tllv EYKUKAlo TOU EO<!l urr,op, 18158/17-3-2010 «EVlllJtpwoll 0XETIKO IJE Tllv ovo8EwPilOll Tile; 
VOlJo8wioe; YIO TO larpOTExvoAoYIKO npolOVTO (lin) KOI TO EVEPYO EIJCPUTEUOIIJO 
ImpOTExvoAoYIKO npoi6vTO (EvEMcpUTIIn)-EcpoPlJoy~ Tile; OorlYiae; 2007/47/EK», 

ra<,; £vn~£pWVOU~£ TO oKoAou8a: 
LUlJcpWVO IJE 


-Ttlv KOlvrl YrroupYIK~ ATTOCPOOr] b.Y8o/fno1K130648 (<!lEK B' 2198/2-10-2009), «mpi 

IOTPOTExvoAoYIKWV TTP0'iOVTWV}) ap8po 15 KOI TO TTOpapT~IJOTa VII' KOI X, 

-TIlV KOIv~ YTTOUPYIK~ ATTOCPOOIl b.Y8o/f,n,OIK,130644 (<!lEK B' 2197/2-10-2009) «llEpi 


EVEPYWV EIJCPUTEUOIIJWV IOTPOTExvoAoYIKWV npOIOVTWV» ap8po 10 KOI TO rrapapT~IJOTO 6 Kal 7, 

*LTOV EO<!l 80 KOTari8ETOI cpOKEAoe; OTOV rrpoKEITOI va olE~ax8Ej KAIVIK~ tpf.UVO IJE 
a) ImpoT£xvoAoYIKO rrpolov TO OTToio £iTE OEV cptPEI O~IJOVOtl CE, EiTE cptPEI o~IJOVOIl CE oAM 
rrpoKEITOI va OOKllJoOTEi OE V£Ee; Xp~OEIe; TTOU OEV KoAUrrTOVTOI OTTO OUT~V, 
13) in vitro OIOYVWOTIKO IOTPOH:xvoAoYIKO TTpOiOVTO Of. TTEpirrTwoll rrou TO rrpolov rrpOKEITOI va tA8EI 
OE OIJ£Or] ~ EIJIJEOIl ETTOCP~ IJE TO ov8pwTTlvo oWIJO 
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lliV(lK(lC ArrO()£KTw\,; 

1. 	 Ynoupydo Yydw; Km KOlVCOVlKl',S A)J.ll/oEyy'01F 

a) ,~tE'08uv(nl (j)apl-lUK{J)v-<l)apl-lCIKdwv 

~) /',tE'08uVGll /',lwomas YYlEl\I1',S 

y) /', tEl)8uVGll B101a1:plK11S TEXvoAoyiac; 

ApWTOT£;'.OVr:; l7, 1OJ /\ 7 A OIl)'(/. 


2. 	 Ynovpydo EpyaGiac; & KOl\,(t)vlKllc: Ampu),w1ll; 

f SVLKi] fpal-llla1Eia Ko LV (J)V lKcJ)V AmpaJdGEWV 

Ira6iov 29, l05 59 AOryvo, 410;:' 2l0-3235567 

3. 	 l.K.A. 
AViou KWVGTOVTivou 8,102 41 Ae~vo, TriA: 210-5236061, ;,po~: 210-5229180 

4. 	 2:<])EE, A. BaG. fswpyiov 30 Km MlKP6.C; AGiw;, XUlc6.vOPl 152 33 

5. 	 DavEAJ.~i]vw 'Evcom, <])apflaKOplOl-lllxav{w; 

/',c;),llY1(OPYll 12 104 37 A 8i]va 


6, 	 2:'0),,)·,o'),oc; Avnnpomi)1T(J)v <])ap/Kwv Etowv Km EtOtK0T11'CWV 
OO6S Ta1010u 180 XA~1. E8vlKi]C; 0(01) A81lvcDv-Aalllw;, 146 10 N{;u. 
Epu8paia, TaX.(-;)vpi6a 52894 

7. 	 DavE},AT]VlO <])apl-laKEWCLKo 2:'0A/,O'YO 

XaAKoKOvOU/,ll 1, 10677 A8i]va 


8. 	 Dav£,;Ui]vw . EVW(J11 <])apl-laKOll:oLWV NOGll:;\nmKwv 16pul-lu1C0V 

M1Xu),uKono'0),ou 99. 11527 A8i]vu 


9. 	 EAE<])I 

Mm6.vopou 23, TK 1J528 A811vU 


10. 	 I'l YTlE (ArnKf]c;) Zaxapw41 3 AOllva T.K. lIS 21 

(Me: 'l1v TIapaKAll(J11 e:Vllll£PW(J11C; ,wv e:1toTI,H10Il£VWV ~lovaowv (Jae;) 


11. 	2'1 ynE (T1£tpatCl Kat AlynlOU) 011~tI)\I 46-48, T.K. 18543 ne:lpmae; 

(Me: ,11v 1rapaK},11011 e:V111l£pW(J11e; ,wv e:1r01rle:UO~l£VWV ~LOvaowv Gae;) 


12.3'1 YTlE (MaK£ooviae;) ApIG,Ol£AOUe; 16, T.K. 54623 8E(J(JaAovlKll 

(ME '11v 1rapaK}.11(J11 EV11Il£pW(J11e; ,WV £1W1r,e:UOIl£VWV Ilovaowv (Jae;) 


13. 	411 ynE ( MaK£ooviae; Kat 8paKlle;) Apl(J,O,a,oue; 16, T.K. 54623 8wGalcovik.'1 
(ME ,11v 1rapaKtc11011 E"1l~l£p{J)(J11e; ,ow E1W1rlEUOIl£VWV ~LOvaowv (Jae;) 

J4. 	 511 ynE (8w(Jalciw; Kat 2:n:pEac; E/)"aoae;) NIKlFapa J8, T.K. 41221 Aapt(J(J 

(Me ,11v 1rapaK/c11011 EV11~t£pW(J11e; 'wv £1r01r,£UOIl£VWV llovao(J)v (Jae;) 


1S. 	 611 ynE (ndoTIOYV11(J0l), 16vw)V Nll0lWV, Hm:ipou Kat 6.unKf]e; EUaoae;) 

NEO na,puN- A011VCJW Kat Y1ra111e;1, 'I.K. 26441 

(Me ,11v rrapCLK}"11011 EV11llEp(J)(J11e; H!)V £1rOTIlf:UO~lI';v(Ov ~LOvao(J)v (Jae;) 


16. 	 711 YDE (Kp11111e;) I:!1UpYlle; 26, TK. 71201, 'I.0 HpaKAEIO 

(ME ,11v 1rapaKA11(J11 EV'l~l£pW011e; ,UW E1r01rl£1.101l£V(!)V ~LOvaou)V (Jae;) 




CRO 
QUINTlLES GesmbH 

LO<pOKAft Bc:vt~f.Aou49-51 . 141 23 J\uKO~pucnl AEh'lYn 


ANTAEA Medic~Ss:rvice~Ltg 


OWJl0TpaTOUC; 68, 17675 


ZEINCRO HELLAS AE 

Ka)JcEpYll 27, MEAtacna 15 J27 A8ftva 


MEK CONSULTING EAAAL 

MapTiou 32, TK 15] M£:Uacna 


SIRO CLINPHARM HELLAS AE 

Bpava 25, TK 11525 N.I.JiUX1Ko 


PHARMASSIST Ltd 

MwoYElwV 262, TK 155 62 XO/eapyoC; 


QUALITIS 

OU/eCO<p TIa/,~£ 32, TK ] 577] Zwypa.<pou, A8ftva 


PRA INTERNATIONAL (EXEl nvwrpoacoTCo) 

NWlIo),.£wC; 60, TK 15341 Ayia TIapaaKcuft, A8ftva 


PPD INC. 

KTtplO REGUS, A.Kll<PlGiae; 166A Kat LO<j)OK/I.f.OUC; 2, TK 15125 Mapoucn 


lVlEDWORK 

KUTCpOU 89, ApyupoUTCOAll, TK 16451 


MENTOR LA.BORA TOREIS AE (BlOlaoouvallic:c; & Kl1]VtaTplKa) 

AEW<p. LTCaTwv 197 , 153 51 ,TIa'f)c11Vll 


NEOSCREEN BIOKINETICS 

B10uviw; 34, NEa Iwvia, TK 14234 A811va 


I<DET AE (BlOlaoouvalll£{) 

18° Xlc~L A.Mnpa8o)Voe;, TIa/J"itvll AnlKl1S 15351 


SKYLAB 

A)lu0cwV 26, TK 1523] Xa/,avopt, A8ftva 


BIO-DESIGN LABORATORIES M.A yrEPINOY & LIA EE 

L:apavToyleOU 3, N. <Dt/,ao£A<pEla, 14342 A8ijva 


CROMA 

Zeoooouxou TI1lyftS 25, 151 27 1\1£/jemw. 


CORONIS RESEARCH SA 

N1KllCUpa. 2, XUAavopl, TK 15232 




l"L\ YEIl-E.·l=)~O-) 

(24u) 

EAAHNIKH £lHMOKPATIA 
ynOyprEIO yrEIAI & KOINDNIKHI 

AAAHAEfTY HI 
E8NIKOI: oprANII:MOI: Q>APMAKON 
Mwoy£il0V 284, 15562 XoAapyoe; 

www.eof.gr o~C:>!Ll':nANAJ\HlJ.'H: 30-5-2011 
£l/v0rJ £lIOIKrJTlKWV YnrJPEOIWV EAtyxou npOIOVTWV A0HNA,26-11-2009 
nArJPOCjlOpiEe; M. IAPMOYIAKH AP. npOT.: 83762 
TIlAt<jlwVO 210-6507200 

ErKYKJ\IOI: - AnO<PAI:H 

0EMA 	 Ka8oplofJoe; nEpiArJlJlrJe; XapaKTIlPIOTlKWV IOU npOIOVTOe; KOI C!>uMou 00rJYlwv Via TO Xpi'jOTrJ 
<jl0PfJaK£UTIKWV npoJovTwv nou nEpl£XoUV 0POOTIKO OUOTOTIKO 
TAMOXIFEN CITRATE 

PExOVT£e; unolJlll 
0) 	 TIe; OIOTO~EIe; Tile; KOlvi'je; YnoupYIKi'je; Ano<jlo0rJe; £lyr3 (a) 83657/2005 "nEpl EVOPfJOV10rJe; TrJe; EMr]VIKr']e; 

NOfJo8wioe; fJE TrJV oVTioTOIXr] KOIVOTlKi'j OTOV TOfJtO Tile; KUKAO<jlopioe; TWV 
<jl0PfJOKEUTIKWV npOIOVTWV, nou npoopi~OVTOI YIO ov8pwmvIl xpi'jor]". 

[3) 	 Tr]v un' 0P18fJ 43391/23-6-2010 Ano<jlOoll npo£opou EOC!> (c!>EK 1052/TEUxOe; MUT£po/12-7-2010) "n£pi 
fJOOPI[3oo£we; oIKaH.iJfJOTOe; unoYP0<jli'je; ana TOV flpo[opo EOC!> npoe; TOUe; npOIOTOIJEVOUe; 0lEU80vOEWV 
EOC!>" 

y) 	 Til rVWfJC'nEUOr] IOU EmoTr]fJOVIKOU IUfJpouAiou EYKpioEWV op c!>-284/27 -8-2009 

AnO<PAI:IZOYME 

1. 	H nEpiAIllJlrJ XOPOKTr]PIOTlKWV TOU npOIOVTOe; <jlOpfJOKEUTIKWV npolovTWV nou nEplEXoUV OPOOTIKO OUOTOTIKO 
T AMOXIFEN CITRATE TPOTIOTIOIEiTOI we; E~r']e; 

nEPIJ\HlJ.'H XAPAKTHPII:TIKON TOY npo'ioNTOI: 
(SPC) 

1. 	 EMnOPIKH ONOMALIA TOY Q>APMAKEYTIKOY npO'iONTOI: 
ETTIKOAulJfJ£vO IJE AETITO UIJEVIO oloKio 10mg KOI 20mg 

2. 	 nOIOTIKH & nOI:OTIKH rYN0EI:H OE OpaOTIKO OUOTOTIKO 
nEpl£XEI tamoxifen citrate looouvalJrJ fJE 10 mg tamoxifen. 
nEpl£XEI tamoxifen citrate IOO(5UVOfJr] IJE 20 mg tamoxifen. 

3. <PAPMAKOTEXNIKH MOP<PH 
ETTlKoAUJ.lJ.lEvo J.lE AUTTO UJ.lEVIO ol<TKio. 

4. 	 KJ\INIKA rTOIXEIA 

4. 1 	 8EPOlTEUTlKt<; EVOEi~EI<; 
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ITr) (31(3AIOypo(j)io um:':tpxouv ova(j)opte;, OUfJ(j)WVO fJE Tie; onoiEe; f) XOPriYr)Or) TOU TAMOXIFEN OE. 

S£ponEUTIKte; 060£1<; KOI mo OUXVO OE 060£1e; noMonMolEe; Tr)e; £YKEKp1fJEVr)e; I-lnopEi vo 

OUOXETI08Ei fJE ETIlfJriKUVOr) TOU OIOOTriI-lOTOe; OT OTO r)AEKTPOKOPOIOYPO(j)r)fJa. 

'EXEI OVO(j)EpSEi un£pao(3EOTIOIfJia OE I-lEpIKOUe; OOSEVEie; fJE KOPKivo TOU I-l00TOU fJE OOTIKte; 

I-lETOOTOO£Ie; EVTOe; I-lEPIKWV Ei3001-l00WV ana TrlV tvap~f) Tf)e; SEpamiae; fJE TOfJo~l(j)aivf) Eov oUfJi3Ei 

unEpooi3wTloll-llo 8a nptnEI vo Ar)(j)SOUV TO KOToAAr)Aa I-ltTpa Kal EOV EivOi oo(3aprl TO (j)OPl-laKo 

nptnEI vo OIOKonE!. 

H 8EponEI0 I-lE TOfJo~l(j)aivf) tX£1 OUOXOI08Ei I-l£ au~ri0EIe; TWV EnlTItowv TWV flnOlIKWV £V(UfJWV Kal 

OE onOVIEe; nEpITITWO£IC; ooi3apoTEpEe; OIOlapaxte; TOU rinOToe; m:pIA0I-l(3av0l-ltvwv AlTIwOoue; 

Olri8flOfle; TOU rinOToe;, XOAOOTOOf), flnOTiTIOOe; KOI flnOT1Krie; vtKpWOr)e;. AIYEe; ana aUTte; Tie; 

nEpITITWOEIe; anti3floov fJ01poiEe;. 


IlIe; n£plooOTEpEe; nEpITITWOEIe;, fl OUOXtT10fl fJE Tfl 8EponEio fJE TOl-lo~l(j)oivf) EivOi oi3ti301fl 

EPYOOTflPloKte; E~£TOOEIe; nptml nopoolKO va OIEVEPYOUVTOI nAriPfle; a1fJOlOAoYIKte; tAEYXOe;. 

tAEYXoe; flnOT1Krie; Amoupyioe; Kal AlTIlOiwv ail-lOTOe; 


LE I-lia I-lfl EAEYXOfJEVflI-lEAtTr) OE 28 Kopiwla flAIKioe; 2 twe; 10 nwv I-l[ I0vopol-l0 McCune Albnght 
(MAS), nou EMfJi30vav oaofl 20 mg ono~ flfJEpflOiwe; YIO I-ltYIOTr) OIOPKEIO 12 I-lflVWV, 0 I-ltooe; OYKOe; Tfle; 
I-lriTpOe; OU~ri8fJKE fJOO ono 8Epamio 6 I-lfJvwv KOI OITIAOOIOOSfJKE OTO TtAoe; TfJe; fJEAtTfle; OIOpKElOe; Evae; 
£TOUe;. Evw OUTO TO EUPfJl-la Eivol OUI-l(j)WVO fJE Tie; (j)apl-laKOOUVaI-lIKte; 10IOTfJH:e; Tr)e; TOfJO~lcpoivr)e;, 
OITlOAOYIKri OUOXtTlOfJ OEV £XEI TEKfJfJPIw8El (i3A. 5.1) 

4. 5 AM'1AErrtOPOCfEI<; IJE oAAo tpOplJOKO KOI OAAE<; J.JOptpi<; oAA'1AEniopOCf'1<; 
'OTav TO TAMOXIFEN XPfJOll-lOnOIEiTOI OE OUVOUa0l-l0 I-lE KOUfJOPIVIKOU Tunou aVTlTIfJKTlKO, I-lnopEi 

va npoKaMoEI OfJfJOVT1Kri oU~r)OfJ IfJe; OVTlTIfJKTIKrie; TOUe; opoor)e;. LTIe; nEpITITWOEIe; nou anOiTEiTOI fJ 

TOUTOXPOVfJ xoPriYfJOfJ, OUVIOTOWI npoOEKTIKrl napoKoAou8fJofJ TOU 008EVri 

'OTOV TO T AMOXIFEN XPfJOll-lOnolEiTOI OE ouvoua0l-l0 I-lE KUTTOpOTO~IKOUe; napoYOVTEe;, unoPXEI 

aU~r)l-ltvoe; Kivouvoe; EI-l(j)OV10fJ<; 8pOfJi30Qli3oAIKWV mEloooiwv (i3Atm miofle; 4 8 "AVETIlSUl-lfJn:e; 

Evtpyme;"). 

H XPrl0fl TfJe; TOfJO~I(j)oivfJe; OE ouvoua0l-la I-l£ tvov ovaoToMa Tr)e; apWfJOTOOfle; we; ETIJKOUP1Krl 

SEponEio OEV tXEI oEi~EI KoAuTEPr) OnOTEAwfJOTIKOTr)TO OUYKPITIKO I-lE TfJ xpri0r) TfJe; TOI-lO~I(j)oivr)e; 


OE 1-l0VOSEponEio. 

H YVWOTri KUPIO I-lETOi3oAIKri oooe; yla Tr)V TOI-lO~I(j)oivfl OTOV oVSpwno EivOi fJ anofJESuAiwOfl, nou 

KaraAuool ana TO tV(UI-lO CYP3A4. 'EXEI mplYPo(j)Ei OTfl i3li3Aloypo(j)ia fJ (j)apl-laKOKlvfJTIKrl 

OAAfJAEniopoofl fJE Tflv pl(j)aI-lTIJKivfJ, maywyto TaU CYP3A4, nou ETII(j)tPEI I-lEiwOIl ora EninEoa 

n MOI-lOTOe; Tfle; rafJo~l(j)aivfJe; H OllfJooia TOU YEYOVOTOe; aUToll OHlv KAIVIKti npaKTlKti OEV EivOi 

YVWOTti 

H (j)0pl-laKOKlvIlTlKri oMf)AEniopoor) I-lE ovooTOA£le; CYP2D6, nou ETIJ(j)tP£1 lJEiwOIl OTO Enin£oo TOU 

n MOI-lOTOe; TOU EVEPYOU I-lErai3oAiTOu Tile; ral-lo~l(j)oivlle;, 4-hydroxy-N-desmethyltamoxifen 

(endoxifen), EXEI OVO(j)EpSEi 0111 i3l(3Aloypa(j)ia. H KAIVIKri Ofwooia OUTtie; Tile; aAArlAEniopOOfle; o£v 

[ivOI yVWOTri. 

Exouv nEplypa(j)Ei KonolEe; nEpITITWOW; OUPOII-lIKOU-OII-l0AuTIKOU OUVOp0l-l0u OE OOSEVEie; nou 

EMfJi30vav Mitomycin KOI ral-lo~l(j)oivfJ· 


H ral-lo~l(j)aivfJ EivOi 10XUpOe; ovooToMoe; TOU KUTOXPWfJOTOe; P450. H Eniopooti TfJ<; OTOV 

I-lETO!3oAIOI-l0 KOI OTrlv onoi3oAti oAAwv OVTlvEOnAaofJOTIKWV <p0PfJoKWV, onwe; r) KUKAo(j)wO<POfJioll 

ti 6AAwv (j)apfJoKWV nou anolTouv Hlv AmouPyia TWV O~EIOOOWV YIO va fJETOi3oAIOSOUV £ivOi 

6yvWOH1· 

LE I-lETEfJl-lfJVOnOuOfaKt<; yuvoiKEe; txouv avo<pEpSEi aU~fJafJ Tile; Tll-ltie; Tfle; T4 TOU nMOI-lOlO<; xwpie; 

OjJW<; unEpSupEO£IOIOjJO. \J£Toi3oMe; OTOV KOPUOTUTIlKO OEiKTfJ KoAmKWV ETIlXPI0I-l0TWV KOI 

unEpAITIIOOljJio. 

H TOI-IO~I<poivfJ au~ov£1 TI<; VTOna\JIVEpYIKE<; op60w; Tfle; !3PW\JOKpUTITiVfle;, EVW TIJSaVOV va 

OU~6VOVTOI TO Enin£oa Tfle; iOloe; OTO nMojJa 


Ku'1Cf'l KOI yoAouXio 

KlH1Cf'1: To TAMOXIFEN OEV nptml va XOPfJYEiTOI KOTCl HI OIOPKEIO TfJe; KUfJofl<;. LE tYKUE<; 

yuvoiKEe; nou Eixav nopEI TAMOXIFEN ovo(j)tpSflKE \JIKpOe; opI8\Joe; onoi3oAwv, avwjJaAlwv KOTO 

Tr) ytvvfJofJ Kal E\J!3puiKWV SOVOTWV, OV KOI OEV tXEI TEKl-lfJPIWSEi OITlOAOYIKri oxtor). 

LE fJovTtAo TPWKTIKWV ora anoia XOPf)YtiSfJKE TO\Jo~l(j)aivf) KOTO TO Xpovo ovonTU~fle; Tr)e; 

avonopoYWYIKrie; ooou lOU EfJ(3puou, nopOTfJPr')Sf)KOV OAAOH.00EIe; napOI-lOIEe; fJE aUTte; nou 

npoKat-ouvTOI ana Hlv oloTpaOIOAfJ, OISIVUAoloTpaOIOf,ll, KAol-ll(j)aivfJ KOI 01018uAoTlAi3EOTpoAf) 


-' 
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(DES). Av Kol Tl KAIVIKI'j ouoxtTIOTl OUTWV TWV OAilOIWOEWV Eivol 6VVWOHl. WPIK£C; ana ouw;, flOIKO 

Il oOEVWIJOTWOll TOU KOAnou, [fvOl nopOIJOIEe; IJ£ oUTte; nou napOTIlP~81lKov at: v£apte; VuvCtiK£e; 01 

onofre; txouv EKTE8Ei CJE DES OHl lJ!')TPO KOI 01 onoiEe; rp(povi(ouv 1 011<; 1000 Kivouvo ovamll~fle; 


KoPKivou EK OIClUVWV KUTTClPLUV TOU KOAnou '1 TOU TpOX~AOU TTle; IJ!')TpOe;. 

H TOlJo~lr.poivf) tX£1 XOPf)VIl8£i O£ IJIKpO IJOVO apI8IJo EVKUWV YUVolKWV 

1':::.£v tX£1 ovor.pEp8Ei ali f) tK8WIl allT~ npoKOAEi EnaKoAou8fl OOEVWIJOTWOf) TOU KOAnou ~ KapKivo 

EK olauvwv Kunopwv TOU KOAnou !') TOU TPOX!')AOU Tf)e; IJ~Tpae; OE vwpte; yuvaiKEe; TTOU EKTtSilKOV 

EVOOIJf)Tpiwe; at: TOlJo~lr.poivf). 


nptnEI av OiOETOI OUIJ~OUA~ OTle; vuvaiKEe; va lJf)v IJtvouv tVKUOI EVW noipvouv TAMOXIFEN KOI 80 

nptnEI vo XPf)OIIJOnOIOuv olor.ppoVlJa ~ OAA£e; 1Jf) OPIJOVIKte; OVTIOuMflTITIKte; IJE8oooue; EOV EivOI 

oE~ouaAIKo EVEpvte;. 

LE npOEIJIJf)vonauOIoKte; vuvaiKEe; TTptml va anOKAEl08Ei, TTplV OTTO Tf) XOP~Vf)Of) TOU r.papIJOKOu, 

TO EVOEXOIJEVO KUf)OTle;. 

Eniof)e; 01 vuvaiKEe; 80 TTptnEI va fVf)IJ£PWVOVTOI Via TOUe; TTl80voue; KIVOUVOUe; Via TO tlJ~PUO OE 

mpiTITwof) £VKUIJOOUVf)e; KOTO Tf) O!()pKEla A~ljJf)e; TAMOXIFEN I'j IJtoo OE auo IJ~VEe; ana Tf) 

OlaKon~ Tile; 8EpanEioe;. 


raAouxia: 1':::.Ev EivOI VVWOTO EOV TO TAMOXIFEN EKKpivETOI OTO IJf)TPIKO VOAa KOI VI' aUTO OEV 

OUVIOTOTOI fl XOP~Vf)Of) TOU r.papIJOKOU KOTO Tf) OlopKEla Tf)e; yaAouxiae; H onor.paoTl Via TTl OloKon~ 


Tfle; vaAouxiae; ~ Tfl OlaKon~ TOU TAMOXIFEN 80 nptml va Aflr.p8£i, or.pou o~IOAOVfl8Ei f) oTllJoOio 

Hle; XOp!')VIl0f)e; TOU qmplJOKoU Via Tf)V IJf)Ttpo. 


4. 7 Eniopoo'1 OHlv IKOVOT'1TO oor'lV'lorl'; & XEIPIOI-'OU I-''1XOV'lI-'0TWV 
AEV unopxouv EVOEi~EIt; OTI TO TAMOXIFEN EAOnWVEI T'1V IKOVOT'lTO VIO TIt; OpOOT'1PIOT'1TE~ 
oUTi~. 

4. 8 AVETTl9ul-''1TEt; EvipVEIEt; 
01 oVETIl8ulJf)TEe; EvtpVElEe; IJnopouv va TO~IVOlJfl80uv we; Or.pEIMIJEVEe; aTfl r.paPIJOKOAOVIK~ 0POOfl 
TOU r.papIJOKOU nx E~OljJEIe;, allJoppovia Kal EKKpio£!<:; ana TOV KOAno, KVf)OIJOe; TOU OIooiou KOI 
ova(wnupwoll TOU 0VKOU, !') we; TTEPIOOOTEPO VEvIKte; oVETTIBulJflTEe; EvtpvElEe; nx ouoavE~ia ana 
TO vaOTp£VTEPIKO, TTOvoKtr.poAOe;, (OAf) Kol onopoolKO KoTOKPOTf)Oll UVpwv KOI aAwnEKia. 
OTOV TtTOI£e; oV£TIl8UIJf)TEe; Evtpv£I£e; Eival ool3apte;, EivOI ouxvo OUVOlOV va TE80uv uno tAEVXO IJE 
IJla anA~ IJEiWOf) Tile; ooooAovioe; (EVTOe; TOU OUVIOTWIJEVOU £upOue; ooooAoviae;) xwpie; va 
ETIf)pE008Ei 0 tAEvXOe; TTle; a08tvElae; 
'Exouv avar.p£p8Ei OEplJOTIKO £~aVS~lJaTO (nEplAOlJl3aVOlJtvwv fJEIJOVWfJtvwv TT£pmTWO£WV 
nOAUIJOpr.pOU Epu8~IJOTOe;, OUVOpoIJou Stevens-Johnson Kal r.puooaAlowooUC; ntfJr.plvoe;) KOI onovla 
aVTlOpOO£Ie; unEpEualoSf)oioC; TTEPIAofJ~OVOlJtvou aVVElooIO~!JOTOe; 
'EvaC; fJIKpOe; aplSlJoe; OOSEVWV IJE OOTIKtC; IJETaOTOOEIe; £1Jr.pOVIOE unEpaol3wTlalfJia KOTO Tflv 
tvop~f) Tf)e; SEpoTIEiaC;. 
LE a08EvEie; nou AalJ~aVOuv TAMOXIFEN Via KapKivo TOU lJaoTOu tXEI avar.pEpSEi IJEiwOll TOU 
aplSlJou TWV SpOIJ~OKUTTdpwv, ouv~8wC; IJOVO 80.000-90.000 8POfJ13oKuTTopa avo KUI3 XIA aMo 
IJEpIKte; r.popte; KOI AlvoTEpa. 
LE aoSEvEiC; OTOUe; onoioue; XOPflVEiTOI TAMOXIFEN tXEI mplvpar.pEi tvae; aplSfJOC; TTEPITITWOfWV, 
OTITIKWV OIOlapaxwv nou m:PIAalJl3avouv OnOVJEC; avar.popte; Via 80AWOf) TOU KEPOlOEIOOUe;, 
Wiwof) Tf)e; OTITIK~C; O~UTf)TOC; Kal afJr.plpAf)OTpOEIOono8Ela. 'EXfl avar.pEp8Ei aU~f)lJtvf) OUXVOTf)TO 
EIJr.pdv10flC; KaTOppaKTf) OE ouvouaOIJO fJE Tfl XOP~Vf)Ofl TOIJO~Ir.poiVf)C;. 
'Exouv avar.p£pS£i nEpITITWOElC; OnTlK~C; vEUpondSElac; Kal onTIK!,)C; vEUpiTioae; OE a08EvEiC; nOll 
AalJ~dvouv TOlJo~lr.paivfl KOI, OE IJIKPO aplSIJO nEplOTOlIKWV tXEI EntASEI TlJr.pAWOf). 
Exouv ovar.pEpSEi IVolJUwfJOla IJ~Tpae;, EVOOlJflTpiWOf) KOI aAilEC; aAilolwoEIe; TOU EviSolJilTpiou 
OUIJTTEpIAolJ~aVOIJ£vflC; unEpTTAooioC; Kol TToAun6i5wv. 

METa Tf) XOP~Vf)of) TAMOXIFEN tXEI nopaTr)pf)SEi A£uKomvio, fJEPIK£C; r.poptc; OE ouvouaOlJo IJE 
avollJio Kal/~ 8pOlJl3onEvia. LE onClVlEC; nEpmTwOEIC; tXEI avor.pEpSEi OUOETEponEvia, f) onoio 
IJEPIKtC; r.pOpEC; IJnopEi va EivOI oopop~. 
Ynapxouv OTOIXEia Via aU~f)lJtvf) OUxvOTIlTO EIJr.paVIOIlC; 10XOIIJIKWV aVVEloKWV EVKEr.paAlKwv 
ETTEloooiwv KOI SpOIJ~OEIJ~)OAIKWV ETIEIOOoiwv OUlJnEpIAofJ~aVOlJtvf)<:; 8polJ~wof)C; TWV EV TW p08EI 
r.pAE~WV KOI nVEUIJOvIK~C; EIJ~OA~C; KaTe) Tf) OlaPKEIO 8EpoTTEioC; IJE TOIJO~Ir.poiVil. OTOV TO 

--I 
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TAMOXIFEN XPIlOlfJonOIElTOI OE ouv6uOOfJo IJE KUTTOpOTO~IKOUe; nopoYOVTEe; unapXEI OU~lllJtvoc; 


KivOuvoC; EfJqJOV101lC; 8polJf30£i.jf3oAIKwV ETIEIOOoiwv 

2::uxvo EXOUV ovoqJEp8Ei KpOlJnEC; OTO KOTv.) OKpO OE 008EV£ie; nou AOlJ(3ovouv TAMOXIFEN 

noM onovlo, EXOUV ovoqJ£p8£i n£ploTOTIKO OIOIJ£OIlC; nVEUlJoviTiOOC; 

To TAMOXIFEN tXEI ouoXETl08Ei IJ£ OU~~O£IC; TWV Enmtowv TWV IlnOTIKwv £v~UIJWV KOI OE 

OnaVIEC; nEpmTtiJoEIC; IJE EVOV opl81J0 00(30pOTEPWV IlnOTlKWV ovwlJoAlwV nou nEplAolJ[3ovouv 

Amwoll ol~81l01l TOU ~nOToc;, xoMoTOOIl, IlnOTITIoo KOI IlnOTIK~ vtKPWOIl· 

2::navlo I.mop£i vo oUOXOI08Ei IJE Til XP~OIl TOIJO~lqJoivlle;, oU~IlOIl TWV Enmtowv TWV 

TplyAuK£plOiwv lOU opou, OE 0PIOIJEV£e; n£pmTwo£lC; O£ OUVOUOOIJO IJ£ nOYKp£OTiTIOO 

2::E npOElJlJllvonouoloKtc; YUVOIK£e; OTie; onoi£c; XOPlly~8IlK£ TAMOXIFEN nopOTIlP~8llKov IJEPIKtC; 

qJopte; KUOTIKO W081lKIKO OOEVWIJOTO. 

AU~lllJtvll OUxvOTIlTO ElJqJOV10flC; KOPKivou TOU EVOOlJllTpiou KOI OOPKWjJOTWV TflC; IJ~TpOe; (Kupiwe; 

KOKO~8EIC; IJIKTOI 0YKOI Muller) tXEI ovoqJEp8EI OE oXtoll IJE Tfl 8£ponEio KOI Til OIOPKEIO 8EponEioe; 

jJE TAMOXIFEN. 


4.9 	 Ym:pooaoAovio 
8EWPllTiKO Il umpf3oAIK~ ooooAoyio IJnopEi va EKOllAw8Ei IJE aU~1l01l TWV qJ0PlJoKoAOYIKWV 
aVETIl8ujJIlTWV EVEPY£IWV nou ovoqJtp81lKOV noponovw. IlopoHlP~OEIe; OE nElpojJOTO~WO oEixvouv 
OTI oKpoio unEpooooAoyio (100-200 qJopte; Il OUVIOTWjJEVr]IlIJEP~0I0 Mall) IJnopEi va npoKOAtOEI 
OIOTPOYOVIKO onoTEAtojJOTO. 
2::TIl f31f3Aloyp0qJio umJPXouv ovoqJopte;, OUlJqJwvo IJE TIC; onoiEe; 11 XOP~Ylloll lOU TAMOXIFEN OE 
8EpOnEUTlKte; 000£1e; KOI TIl0 OUXVO OE OOOEIC; noMonMolEe; Tile; EYKEKpljJEVIle; jJnopEi va 
OUOXOI08E[ jJE ETIljJ~KUVOIl lOU OIOOT~jJOTOC; OT 010 IlAEKTPOKOPOIOYP0qJIlIJO. 
I::l.Ev unopXEI EIOIKO OVTioOTO KOI Il 8EpanEio nptnEI va EivOi OUlJnTWjJOTIK~. 
O~Eio umpooooAoyio O£v tXEI ovoqJEp8£i. 
Moo ano XOP~YIlOIl noAu jJ£yoAwv Mo£wv ovoqJEp8r]KE VEUpOTO~IKOTIlTO, TpOjJOC;, ~wr1Po 
OVTOVOKAoOTIKO, 00T08£10, ~oAr]. nopouOIo081lKOV 3-5 fltp£e; flOO Hlv tvoP~1l KOI OTOIJOTIlOOV 2-5 
JJEPEC; flOO Til OIOKon~ H V£UpOlO~IKOTIlTO OEV nOpOIJEVEI IJOVIIJO 

5. 	 <l>APMAKOJ\OrlKEL Ifl.IOTHTEL 

5 	 1. ¢apllaKoouVaIlIKE( IOI6~ 
KWOIKO<; ATC: L02 BA01 

H TOjJo~l(poivIl f:ivOi IJI'1 anpoEloi<; CPOPIJOKO TPICPOlvuAIVIKrl<; oOjJrl<;, lTOU f:lJcpovi~f:' auv8no 
cpoalJo oVTlolaTpovovlKWV KOI olaTpovovlKWV cpoPlJoKoAoVIKWV f:lTIOpOaf:Wv aTou<; 
OIOCPOpOU<; laTou<;. Lf: oa8f:vf:I<; jJf: KOPKivo TOU 1J0aTOU, aTO f:lTilTf:oO TOU 0VKOU, 'l 
TOlJo~lcpoiVIl opo lTPWTOPXIKO aov oVTlolaTpovovO, f:jJlTOOi~OVTO<; T'l auvof:a'l TWV 
olaTpovovWv 1Jf: TOU<; olaTpovovlKOU<; UlTOOOXf:I<;. Lf: VUVOiKf:C; jJf: 0VKOU<; jJf: 8nlKouc; rl 
OvvwaHI<; cpua'l<; olaTpovovOOlToooXf:iC;, 11 ElTIKOUP1Krl XOPrlV'lall TOlJo~lcpoiv'l<; 
olToof:lX81lKf: OTI f:AOTTWVEI alllJOVTlKO T'lV f:lTOVEIJCPovlall Hl<; voaou KOI Pf:ATlwvf:1 Hlv 10ur'} 
ElTIPiwall, f:lTITUVXOVOVTaC; alljJoVTlKO KoAuTEPO olToTEAiajJoTO jJf: 5uri 8EPOlTEio aE axiall 
jJf: 8f:polTf:l0 EVO<; ri ouo nwv. 

AUTo TO EUf:PvnIKO olToTEAiajJOTO EivOi aE IJEVoAo p081J0 OVf:~OPTIlTO alTO TIlv 'lAIKio, TIlV 
f:lJjJIlVOlTOUalOKri KOToaToall, Til ooaoAovio TIl<; TalJo~lcpoiVIl<; KOI Til aUjJlTAIlPWIJOTIKr'} 
X'lIJEI08EPOlTf:lO. 

LT'lV KAIVIKrllTPO~'l, ovoyvwpi~nol OTI 11 TOjJo~lcpoivIl OOllVEi aE IJEiwall TWV f:lTIlTiowv TIl<; 
OAIKri<; xoAIlanpoAr}<; KOI TWV AmOlTpWTE"ivwv XOjJIlAr'}C; lTUKVOTIlTOe; aTO oijJo aE 
jJETf:jJI-HIVOlTOualOKi<; VUVOiKE<; aE lTOaOaTO 10·20%. ElTIlTAiov 'l TOjJO~lcpoivIl iXEI ovocpEp8Ei 
on oOllVEi aE olOTrlPI'}all Hl<; OaTlKrl<; lTUKVOTI'}TO<; aTl<; jJnElJjJ'lVOlTOUalOKiC; VUVOiKE<;. 

Mia IJIl EAEVxojJEVIl jJEAiTIl 0IE~rlX81l aE jJio f:TEPOVEVrl OJ.1ooo 28 KOplTalWV IlAIKio<; 2 iw<; 10 
nwv IJE LUVOPOIJO McCune Albright (MAS), lTOU EMjJpovov 000'11 20 mg cmo~ 'lJ.1f:PIlaiw<; 
VIO lJiVlaTIl OIOPKEIO 12 jJIlVWV. Muo~u TWV oa8Evwv lTOU OViCPEPOV KoAlTIKri OllJoppoVio 
KOTO TIlv lTEpiooo lTpO T'l<; jJEAiTIl<;, TO 62% (13 alTO 21 oa8EvEic;) OEV lTopOUaioaE 
OIjJoppoVio VIO lTEpiooo 6 jJIlvWV KOI TO 33% (7 alTO 21) Of:V lTopOUaioaE KoAlTIKrl 
OIlJoppoVio K08' oAI'} Til OIOPKEIO Tile; jJf:AiT'l<;. ° jJtao<; 0VKO<; Hl<; jJrlTPo<; Ou~ri81lKE jJno alTO 
8EPOlTEio 6 jJ'lVWV KOI omAoalOa81lKE aTO TUO<; TIl<; jJEAtTIl<; OIOPK EIOC; EVO<; iTOUC;. Evw 
aUTO TO EUPIlIJO EivOI aUl-lcpwvo JJE TIC; CPOPI-I0KOOUVOjJIKi<; 1010n1TE<; TIl<; TOlJo~lcpoiVIl<;, 
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ETTiopaon OTI)V YOVIJ.lOTl]Ta: H YOVlllOTIlTa IlnwOIlKf: Of. OIlAu KOU<; apoupaiou<; 1l0a am:'> 
xoPi}YIlOIl 0.04 mg/kg Yla 2 f.f3ooIJaof.<; TTplV Hlv yovljJoTToillOIl Kal iw<; Tllv 7'1 jJipa TIl<; 
f.YKUlloouvll<;· 

napOlIlPI'J0IlKf. IJf.lwlJivo<; apIOIl0<; f.1l<PUHUOf.WV KOI oAa TO illf3pua f. upiOlloav vf.Kpa. 

XoPi}YIlOIl Of. apoupaiouc; 0.16 mg/kg KOla TIC; IlIJipf.<; 7-17 TIl<; f.YKUjJoOUVIlC; rrpoKaAwf. 
aU~1l01l TOU aplOllou TWV f.jJf3PU"lKwv OavaTwv. 

XoPI'JYIlOIl Of. KoviKAouC; 0.125 mg/kg KOla TJ(; rwipf.<; 6-18 TIl<; f.YKUjJoouvll<; TTpOKaAwf. 
aTTof3oAr) r) TTPOWPO TOKOO. 0avaTO<; f.jJf3puwv TTpoKAI'J0IlKf. jJf. jJf.yaAUHpf.<; 0000<;. 

napa TO OTI 01 XOPIlYIl0f.iof.<; 000£1<; Of. apoupaiou<; KOI KoviKAou<; TTPOKoM.:oav OtOKOTT'" 
TWV KUI'JOf.WV, OTa f.TTIf3IWOOVTO ijJf3pua Of. olomoTwOIlKav HpaToYf.VHIKi:<; f.KOIlAwof.I<;. 

H TOjJo~l<paivll f.ivOi <papjJoKo Yla TO oTToio iXf.1 OTTOKTIl0f.i f.KTnallivll KAIVtKr) q.ITTf.lpia. 
I:Xf.TlKi:<; TTAIlPO<popif.<; YIO TOV ouvTOyoyp6<p0 TTaptxovTOI KOI Of. 6Ma arunia TIl<; 
nrpiAIlIJIIl<; XapoKTIlPloTIKwv TOU TTpo"ioVTO<;. (BAiTTr 4.6 "Kul'lO'l KOI roAouxia"). 

6. <l>APMAKEYTIKA I:TOIXEIA 

6. 1 KOlaAoyo<; f.KOOXWV 

6. 2 Aoullf30l0T'lT£<; 
KOjJio VVWOT~ 

6. 3 hl6pKrio <wr)<; 

6. 4 lOloiHpr<; TTpo<puAo~rl<; KOla TIlV <puAa~1l TOU TTpo"ioVTO<; 

6. 5 <l>uoll KOI OUOTOTIKO TOU TTf.pliKTIl 

6. 6 OOllyir<; XPI'J0Il<; I xnptollou 
No xprlOljJonolEiTOI oUjJqJwvo JJE Tie; oarwiEe; TOU VIOTPOU 

7. KATOXOI: THI: AhEIAI: KYKAO<l>OPIAI: 

8. API0MOI: AhEIAI: KYKAO<l>OPIAI: 

9. HMEPOMHNIA npOTHI: AhEIAI:/ANANEOI:H THI: AhEIAI: KYKAO<l>OPIAI: 

10. HMEPOMHNIA ANA0EOPHI:EOI: TOY KEIMENOY 

2 	 To C!>uAAo OorlYlfJJv VIO TO Xpr)OTr] qJ0PjJOKEUTIKWV npo'lovTWV nou m:pltxouv OPOOTIKO OUOTOTIKO 
TAMOXIFEN CITRATE TpononolEiTOI we; E~~e;: 

<l>YMO OhHrlON riA TON XPHI:TH 

1. npOI:hIOPII:MOI: <l>APMAKEYTIKOY npo"ioNTOI: 

1.1 Ovollaoia: 
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1.2 LUvlh:cr'l 
[l.pOOTIK~ ouoio Tamoxifen citrate 
EKOOXU 

1.3 <J>apIJaKoT£XV1Krl J.I0pq>rl 

[l.IoKio (TTIKOAUIJIJEVO IJE AEmo UIJ£VIO YIO A~4Jfl OTTO TO OTOIJO 


1.4 n£pIEKTIKOTIlTa cr£ opacrTlKrl oucria 
[l.IoKio TWV 10 mg KOI 20 mg tamoxifen. 

1.5 n£P1Vpaq>rl-rucrKwacria 

1.6 <J>aPIJaKoEl£parr£UTlKrl KaTilVOpia 
AvraywvloTIKO OpIJOVWV 

1.7 Ym:uEluvoC; KUKAoq>opiac; 

1.8 napacrK£uacrTrlC; 

2. TI nPEnEI NA rNDPIZETE riA TO <J>APMAKO nOY rAr XOPHrHI:E 0 rlATPOr rAr 

01 oOflyiu; OUTOU TOU <puAAooiou oVO<P£POVTOI IJOVO OTO OUYKEKPIIJEVO <pOPIJOKO TTOU 00(; XOP~YflOE 0 

YIOTPOC; ooc;, TO TAMOXIFEN. nOpOKOAOUIJE 010(300TE TIC; TTPOOEKTIKO. Go OOC; OWOOUV OrHJOVTIK£t; 

TTAflPO<popi£(;; OAAO OEV IJTTOPOUV VO OOC; TO E~flY~OOUV OAO. Eov EXErE KOTTOIEC; EPWT~aElC;, ~ OEV EiOTE 

oiyoupol VIO KClT!, PWT~OTE TOV YIOTPO ~ TOV <pOPIJOKOTTOIO 00C; 


2.1 rEVIKEC; rrAIlPoq>opiEC; 

To TAMOXIFEN OV~KEI OE IJIO oIJOOO <P0PIJOKWV TTOU OVOIJO<OVTOI OVTOYWVIOTIKO OpIJovwv. 


2.2 EVOEi~ElC; 


2:Uf.JTTAflPWIJOTlK~ 8£POTT£io 0PXIKWV oTOoiwv KOPKivou TOU IJOOTOU AVOKOU<PIOTlK~ 8£POTTEio IJETOOTOTIKOU 

KOPKivou TOU IJOOTOU OTIC; yUVOiKEC;. ATTOTEAEi <pOPIJOKO EKAOy~C; OE YUVOiKEC; IJETO TflV EIJlJflVOTTOUOfl, OTTOU 

TO 2/3 TWV TTEPITTTWOEWV KOpKivou EivOi 8ETlKO OE OIOTPOYOVIKOUC; UTTOOOXEiC; To <pOPIJOKO £XEI ETTior]<; 

0POOfl KOI OTOV KOPKivo TOU IJOOTOU TWV ovopwv. EuvoIK~ OVTOTTOKP10fl TTOPOTflPEiTOI OE TTOOOOTO 20-30% 

TOU ouv6Aou TWV YUVOIKWV IJE IJETOOTOTIKO KOPKivo TOU IJOOTOU, EVW <p86VEI TO 60% OE yuvaiKEC; IJE 

8£TIKOUC; OIOTPOYOVIKOUC; UTTOOOXEiC; AVTi8ETO OE YUVOiKEC; OTIC; OTToiEC; OEV OVIXVEUOVTOI OIOTPOYOVIKOi 

UTTOOOXEiC; TO TTOOOOTO EuvoIK~<; OVTOTTOKPIOflC; EivOI KOTW TOU 10%. KOAUTEPfl YEVIKO OVTOTTOKPI0'l 

EIJ<povf(ouv 01 IJETOOTOOEIC; TWV IJOAOKWV 1J0piwv KOI AEIJ<PoOtvwv, EVW AIYOTEPO KoMI 01 OOTlKE<; KOI 

EMXIOTO 01 flTTOTIK£C;. npOflYOUIJEvil OVTOTTOKPIOil m: OPIJOV08EPOTTEio TTpOOIKO(EI KOI EuvolK~ OVTOTTOKP10fl 

onlv TOIJO~I<pofv'l. 


2.3 AVTEVOEi~ElC; 
luv rrpErru va rropn£ T AMOXIFEN: 

Av EioTE tYKUO<; ~ 0XEOIO<ETE va IJEivETE tYKUOC; KOI ouo IJ~VE<; IJETO Tfl OIOKOTT~ TOU <P0PIJOKOU OIOTI 
IJTTOPEi VO TTPOKOAEOOE [3Ad(3fl OTO EIJ(3puo 
2:£ OAE<; TI<; mpITTTWOEIC; o~£ioC; TTop<pupio<; 
Av EXETE UTTEPEUOI08flOio OE KOTTOIO OTTO TO OUOTOTIKO TOU <pOPIJOKOU 

M.v XOPIlYEiTOI OE TTOIOIO 

2.4 EIOIKEC; rrpoq>uAo~ElC; KOI rrpo£IOOrrOlrlcrElC; KOlO Til XPricrll 

2.4.1 	rEVIKO: EVfllJEpwon: TOV YIOTPO OOC; TTplV OPXiOET£ 8EPOTTEio IJE TAMOXIFEN 
Av tXETE TTOPOUOIOOEI TTOTE 8polJ(3w0'l OIOTI tXEI OioTTloTw8Ei aU~flIJEVil ETTIPPETTEIO YIO 
8P0!J(30EIJ(3oAIKO ETTEIOOOIO KOI TTVEUf.JOVIK~ EIJ(3oMt. fl oTToio TTl8ovov va ETTITEivETOI IJE Tflv 
oUYXpovfl XOP~YflOil KUTTOPOTO~IKWV <papIJOKwv. 
Av TTPOTi8EOTE VO lJEivETE EYKuo<; 

Av TTapOTIlP~o£TE KClT! OTTO TO TTOPOKOTW EIOOTTOI~OTE 0lJtow<; TOV YIOTPO 00<; 
Ntou<; OYKOU<; OTO OT~80<; 
KOATTlK~ OIpoppoyio 
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• Mr] OTOIlOT~OI::H: VO TToipV£T£ TO OloKio 00<; OKOI-lr] KOI EOV OIo8civWTE KOAa, EKTOe; EOV OOe; 

OUIJ[)OUAElJOEI 0 YIOTpOe; 00<; 

L.Tr]V TTPCi.HI-lr] VOOO, OUlJepWVO IJE TO IOXUOVTO, OUVIOTOTOI OIOPKEIO 8EPOTTEio<;, 0XI I-lIKPOTEprl OTTO 5 

XPOVIO !::,EV tXEI OKOIJ'l Ko80piaTEi 11 I3EATloTr] OlciPKEIO 8Epomio<; IJE TAMOXI F EN. 


2.7 Ym:pooO'oAovia - AVTIIJuliHTIO''l 
Eov TTOP£TE TTEPIOOOTEpO oloKio OTTO Hlv KOVOVIK~ ooe; 000'11, OTTEU8uv8EiTE OTOV YIOTPO 0'0<; ~ 0'10 
TT ArloltoTEpo VOOOKOIJEio. 
8EuJPIlTlKO, r] umpl3oAIK~ ooaoAoyio IJTTOPEi vo EKOllAw8Ei IJE OU~1l01l TWV epOPIlOKOAOYIKWV OVETTl8UIlllTWV 
EVEPYEIWV TTOU ovoeptp81lKOV TTOPOTToVW nopOTrlP~aEI<; OE TTEIPOIJOTO~WO OEixvouv OTI oKpoio 
umpooaoAoyio (100-200 epopte; fl auvlaTwllEvr] IlIlEp~OIa 000'11) IJTTOPEi VO TTPOKOMoEI OIOTPOYOVIKci 
oTToTEiltallOTo !::,EV UTToPXEI EIOIKO aVTioOTO Kat r] 8EPOTTEio TTptTTEI va EivOi OUIJTTTWIlOTIK~ 
O~Eio umpooaoAoyia OEV EXEI avoepEp8Ei. 
Tn)' KtVTPOU tJlJ;\lJTlJptdm:wv AGlJv(iw 210- 7793777 

2.8 TI lTpilT£I va vvwpi~nE O'Hlv lTEpilTTWO'f) lTOU rrapaAEitpuE KOlTOla 060''1 
Eav TTOpaAEi4l£TE IJIO 000'11, TTOPTE TIlV olltowe; lJoAI<; TO 8U1l1l8EiTE. Mflv TTaipv£TE 000 ooaEI<; 
TOUToxpova 

2.9 AVETTl8ulJ'1H<; EviPVE1E<; 
'OTTWe; ~E oAa TO epoPIJOKO, IJEPIKt<; epopt<; TTOpOUOIO~OVTOI oVETTl8ullflTEe; Evtpyme; 

01 oVETTl8uIJIlTEe; Evtpyme; IJTTOPOUV va ra~lvollfl80uv we; OepEIAOIlEVEe; OTflv epOPIJOKOAOyJK~ Opaall TOU 

epaplJOKou TTX E~04lEIe;, OllJoppoyia KOI EKKpiaEI<; OTTO TOV KoATTO, KVTlaIJOe; TOU olooiou KOI OVO~WTTUpWO'l 


TOU 0YKOU, ~ w<; TTEPIOOOTEPO YEVIKte; OVETTl8ulJflTE<; EVEPYEIE<; TTX ouaovE~ia OTTO TO YOOTPEVTEpIKO. 

TTOvoKtepoAoe;, ~oATl KOI OTTOPOOIKa KOraKpaTflOIl uypwv KOI oAwmKio, 

'Omv TtTOIEe; oVETTl80IJflTEe; Evtpyme; EivOI ool3opte;, EivOi ouxvci OUVOTOV va TE80uv UTTO tAf,yxo IJE IJIO oTTAr'] 

IJEiWOfl HIe; ooaoAoyioe; (EVTOe; TOU aUVlaTWIJEVOU EUpOUe; ooaoAoyia<;) xwpie; va ETTIlPwa8E[ 0 EAEyxo<; HIe; 

oa8EVEloe; 

'Exouv ovoepEp8Ei OEPIJOTIKO E~ov8~IJOTO (TTEpIAOIl130VOlltvwv IJEIlOVWlJtvwv mplTTTWOEWV TTOAUIJOPepOU 

Epu8~IlOTOe;, auvopolJOU Stevens-Johnson KOI epUOOAIOWOOUe; TTtlJeplyoe;) KOI OTTOVIO OVTlOpOOEIe; 

UTTEPEUOlo8flaiae; mplAolJl3ovolJtvou OYYEIOOIO~IlOlOe;. 


'Evo<; IlIKpO<; Opl8lJoe; 008EVWV IJE OO1IKE<; IJETa01aaEIe; ElJepovlaE uTTEpaol3wTIOll-lio KOlci TIlv EVOP~1l Tile; 

8Epomioe;. 

L.E 008EVEie; TTOU Aal-ll3avouv TOlJo~lepoiVIl ylo KOPKivo TOU IJOOTOU EXEI ovoepEp8Ei IJEiwOfl TOU opI81J0U TWV 
8P0I-l(3oKunopwv, auv~8we; I-l0vo 80,000-90.000 8P0l-ll3oKunopo ova KUI3' XIA. oAM IJEpIKE<; cpopte; KOI 
AlyoTEpa. 
L£ ao8EvEi<; aTOu<; oTToioue; XOPIlYEiTOI TOlJo~lepoivll EXEI TTEplypaepEi Evae; OP181-l0<; mpITTTWOEWV, OTTTIKWV 
olorapoxwv TTOU mPIAolJ(3avouv OTTOVIE<; ovoepopte; Ylo 80Awall TOU KEPOTOEIOOU<;, I-lEiwa fl Tile; OTTTIK~e; 
O~UTrlTO<; KOI 0IJepl(3ATlOTPOEIOOTT08EIO 'EXEI ovoepEp8Ei OU~IlI-lEVIl OUXVOTIlTO ElJepOVlafl<; KOTOPPOKHI OE 
auvouoal-l6 IJE Tfl xop~Yllall TOIJO~lepoiVIl<;· 
'Exouv ovoepEp8£1 TTEpITTTliJaEI<; OTTTIK~e; VEUPOTT08EIOe; KOI OTTTIK~e; vEUpiTIOOe; OE 008EVEie; TTOU AOIJ(3civouv 
ralJo~lepoivTl KOI, OE IJIKPO opl81J0 TTEplOTOTIKWV tXEI ETTEA8EI TuepAwall. 

'Exouv ovoepEp8Ei 1V0I-lUWIJOTO IJ~TpOe;, EVOOIJIlTpiwall KOI ciME<; oMolwaEIe; TOU EVOOlJI"lTpiou 
OUIJTTEpIA0I-l(3avOfJtvll<; um:pTTAoaio<; Kal TToAuTTOOO. 
L.E TTPOEfJlJllvOTTOUOIaKE<; YUVOiKE<; 011<; OTToiE<; XOPllyr'j8flKE TAMOXIFEN TTOPOlIlPr'j8IlKOV I-lEPIKt<; epopt<; 
KUOTIKo wo8flKIKO OOEVWIJOTO 
METa Tfl xop~Yllall TAMOXIFEN tXEI TTOPOTIlPTl8Ei AEuKOmvio, fJEPIKt<; epopt<; aE ouviSuoofJo IJE OVOIlJio 
KOI/r'j 8pOIJ130TTEVio L.E oTTcivlE<; mpITTTWaEI<; EXEI avoepEp8Ei OUOETEPOTTEVio, 11 oTToio fJEpIKE<; epopt<; I-lTTOPEi 
vo EivOi oo(3op~. 
YTToPXOUV aTOIXEio Ylo out,IlIJEVIl auxvoTflTO EfJepciv10Il<; laXOIfJlKWV OYYEIOKWV EYKEepoAIKWV ETTEloooiwv KOI 
8POIJ(30EIJ!30AIKWV ETTElaOoiu)v aUl-lmplAofJl3oVOIJEvll<; 8polJ(3wafl<; TWV EV TW (3ci8EI epAE(3WV KO; 
TTVEUIJOVIKr']<; EIJ(3oAr'j<; KOTO Til olcipKEIO 8EPOTTEio<; IJE TOlJot,lepoivll· 'OTOV TO TAMOXIFEN XPflOlIJOTTOIEiTOI OE 
ouvouoolJO IJE KunapoTot,IKOU<; TTopciyoVTE<; uTTciPXEI out,IlIJEVO<; KiviSuvo<; ElJepovlafl<; 8poIJ (3oEIJ(3oAIKWV 
ETTElOooiwv. 
L.uxvci EXOUV ovoepEp8Ei KpaIJTTE<; ara KOTW oKPO OE oa8EVEi<; TTOU AOIJ(3avouv TAMOXI FEN 
noAu aTTavlo, txouv ovoepEp8Ei TTEPIOTOTlKci olcifJWfl<; TTVEUfJoviTloo<;, 

H ml-lo~lepoivll EXEI ouoXETla8Ei fJE ou~~aEI<; TWV ETTITTEOWV TWV IlTTOTIKWV EV~UfJWV KOI OE aTTcivlE<; 
TTEpITTTwaEI<; IJE £vov 0Pl8fJo 00(30pOTEPWV IlTTOTIKWV OVWIJOAIWV TTOU TT£PIAOfJ(3civouv AlTTworj OIr'j81lafl TOU 
~TTOTO<;, xoAOamall. IlTTOTiTIOO KOI IlTTOTIKri v£Kpwar]. 
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2:nclVlo jJnopEi va OUOX(TI08Ei jJE TIlv XP~OIl TIl<; TO~JO~I<paiv~<;, OlJ~~OIl TWV EmnEOwv TlJJV TPIVAuKEPIOiwv 
TOU opou OE OpIOlJtvE<; nEpITTHJJOEI<; OE OUVOUOOIJO jJ£ nOVKpWTiTioa 

AU~IlI-l£VIl ouxvOTilTO EI-l<POV10fl<; KOPKivou TOU EVOOlJllTpiou KOI OOPKWjJOTWV IJ~TpO<; (KUpIWe; KOKO~8EI<; 
IJIKTOi 0YKOI Muller) EXEI ovo<pEp8£i OE oXtofl I-lE Trl 8£ponEio KOI Til OIOPKEIO 8EpOTTEioe; IJE TO 
TAMOXIFEN 
MflV OVflOUX~O(TE IJE OUTOV TOV KOTOhovo TWV OVETTl8uIJflTWV EVEPVEIWV nl80vw<; va W1V nopouOIo08Ei 
KOlJio ono OUTE<; 
EVlllJEpwOTE TOV VIOTPO ~ TOV <poPIJOKonolo 00<; EOV V0l-li(UE OTI nopouolO(OVTOI KonOIO ono TO 
noponovw ~ KonolO oMo npo13A~I-lOlO IJE TO OloKio 00<;. 

ITAMATH2:TE NA nAIPNETE TAMOXIFEN KOI ETTlKOIVWV~OTE I-lE TOV VIOTPO 00<; 01-l£OW<;, OE 
onOloo~nOTE ana TIt; nopOKOTW nEpITTHJJOEI<;: 
* Av EjJ<povioUE OUOKOAfO OTIlV ovonvo~, I-lE ~ xwpi<; np~~qJO OTO npoowno, TO XEiAfl, Trl VAwooo 

KOI/~ TO AOII-lo. 
Av EI-l<poviO(TE np~~II-lO OTO npoowno, TO XEillrL Tfl VAwooo KOI/~ TO AOII-lO, nou I-lnopEi va 
npoKOMoEI OUOKOAfO OTflv KOlonoofl 

Av qJ<pOViOETE np~~II-lO OTO XtPIO, TO n60lo ~ TOU<; OOTpovoAou<; 

Av EIJ<POVIO(TE KvioWOfl (<poyoupo IJE ~ xwpi<; E~ov8flf'JO) 


2.1 0 H~H:pOfJr1VIO Ar1~IlC; TOU rrpO'IOVT0C; 

AVOVP0<pETOI OTflv E~WTEPIK~ KOI WWTEp1Krl OUOKEUooio. 


2.11 IOIOiH:PlC; rrpoq)UM~llC; Via HI <puAO~1l TOU rrpo'iovToC; 

2.12 HI.UP0tJIlVio UAWTOioC; ovo9uilpllullC; TOU fPuMou oOllVIWV: 

3. nAHPO<1>OPIEr riA THN OP00AOriKH XPHrH TON <1>APMAKON 
* To <pOPIJOKO OUTO 00<; TO tYP04JE 0 VIOTpO<; 00<; 1J0vo VIO TO OUVKEKPllJtvO IOTPIKO Ooe; 
npol3Afll-lO. f1£v 80 nptnEI vo TO OIVETE OE oMo OTOIJO ~ VO TO XPflOllJOnOIEiTE VIO KonOIO 
oM~ n08flOIl, xwpi<; npoflvoujJEVW<; va EX(T£ oUIJ13ouAEu8EI TOV VIOTPO 00<;. 
* Eov KOTO Til OlopKEla TIl<; 8Epomio<; EIJ<POVI08£i KonOIO npol3Alll-lO IJE TO <POPIJOKO, 
£VIlIJEPWOTE Ol-ltOW<; TOV YIOlPO ~ TOV <POPIJOKOnOIO 00<; 
* Eov tX£TE onOloo~nOT£ EPWTIlI-lOlIKO yupw ana TI<; nAIlPo<popi£<; nou o<popouv TO 
<pOPIJOKO nou AOjJl3ov£T£ ~ XPEIO(WTE KoAuTEPfl EVfll-lEPWOfl Via TO IOTPIKO 00<; npol3hrwo 
I-lfl OIOTOO(TE va SflT~O£T£ TI<; n IIrlPO<pOpiE<; OUTE<; ono TOV VIOTPO rl TOV <POPI-lOKOnOIO 00<;. 
* ria va EivOI onOTEAwl-lOTIKO KOI Oo<poAt<; TO <pOPIJOKO nou 00<; XOprWrl8flKE 80 nptml vo 
A01J130V(T0i oUI-l<Pwvo IJE TI<; oOflyiE<; nou 00<; 068flKOV 
* no Tllv OO<pOAEIO 00<; KOI TIlV uYEio 00<; EivOI onopoiTflTO va Ol0130SETE I-lE npOOOXrl Ko8E 
nAflPo<popio nou o<popo TO <P0PjJOKO nou 00<; XOPllv~8flKE. 
* No I-lll OIOlIlPEiTE TO <poPIJOKO OTO AOUTPO, OIOTI fl SEOTfl KOI Il uVpooio IJnopEi vo TO 
oMolwoouv KOI VO TO KOlOOT~OOUV Eml3Aol3rl Via Tllv uVEio 00<; 
* f110HlP~OTE TO <P0PjJOKO OTOV 0PXIKO nEplEKTfl TOU<; 
* Eov 0 VIOlP0<; 00<; onOfPOOiOEI va OTOjJOl~OETE Tfl 8EponEio, KOTOOTPE4JTE TO unoAolTTo 
<pOp~OKO. 

* MIlV noipVETE TO <pOPIJOKO JJETO TflV fll-lEPOlJflvio Arl~ll<; nou OVOVPO<pETOI OTOV mplEK Tfl 
KOlOOTpt4JTE TO. 
* <l>UM~TE TO <pOPI-lOKO OE Oo<poAtC; IJtpOC; onou TO nOIOIO OEV IJnopouv VO TO OOUV ~ VO TO 
<PTOOOUV. To <pop OKO ao nopEi vo 13M ouv TO nOiOlo 
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4. 	 TPOnOr JlIA0ErHr 

To TAMOXIFEN xoprJYEiTOI fJE IOTpIK~ OUVTOY~ 

3 01 OIKOIOUXOI KOI OVTIITPOOWTTOI UTTOXPEOUVTOI ylO TrJV E(j)OPIJOY~ TrJC; OVWTtpW EYKUKAiou 

4. KOTomv TWV ovwTipw rrOllE! vo IOXUEI f'J urr' opieJ.l. 48048/17-7-2008 EYKUKAIOS TOU EO<ll. 

1. Er. ASTRAZENECA A.E. 

9EOTOKonOYAOY4&ArTPONAYTON 

151 25 MAPOYLI 


ArrooiKTES VIO EVtPVEIO : 	 H npoi"rTAMENH LlINrHI: JlYEn 
1. 	 rEE0A1llyr 


f\. Mwoy£iwv 136 

155 61 AS~vo 


2. 	 YTT. EpyooioC; ATTOOXOArJ0rJC; & KOIVWVIK~C; npooTOoioC; EAENH KPHTIKOY 

rEVIK~ r POlJfJOTEio KOIVWVIKWV AO(j)OAioEWV 

ll/vorJ AO(j)OA10!lC; AOStVEIOC; & MrJTPOTrJTOC; 


,.LTOOiou 29, 101 1 0 AS~vo Ii. 


(IJE TrJV TTOPOKArIOrJ EVrJIJEPW0rJC; TWV AmpoAIOTIKWV ~ ,', " 1"1
1 ~.~ 

. !'," ~TOIJEiwv TTOU TTOptxouv YYEIOVOIJIK~ nEpi8oA4JrJ) 	 \ i;' ,:. , 

3. 	 novEM~VIO IOTPIKO LuMoyo 

nAOUTOPXOU 3, 106 75 AS~vo 


(IJE TrJV TTOPOKArJOrJ EVrJfJtpworJ TWV 

TOTTlKWV IOTPIKWV LuM6ywv TrJC; xwpoC;). 


4 	 rIOVEM~vlo ¢OPfJOKEUTIK6 LuMoyo 

nElpOIWC; 134 & AyOSrJlJEPOU 

118 54 AS~vo 


(IJE TrJV TTOPOKArJOrJ £vrJlJtpw0rJC; TWV 

TOTTlKWV ¢OPIJOKEUTIKWV LuM6ywv TrJC; xwpOC;) 


5 	 novEM~VIO "EvworJ ¢OPIJOKOTTOIWV 

N00rJAEUTIKWV IOPUIJOTWV 

MIXOAOKOTTOUAOU 99,115 27 AS~vo 


6 	 I KA-¢opIJ/Kij YTT!lpwio 

Ay. Kwv/vou 8, 102 41 A8~vo 


7 orA KMooC; ¢OPIJOKEUTIK~C; nEpiSOA4JrJC; 

nOT!loiwv 30, 10677 ASijvo 


8. 	 OiKOC; NOUTOU nElpOIWC; 

K nOAOIoMyou 15 

185 35 nElpOIOC; 


9 	 OiKOC; NOUTOU A8~voC; 


rAOUOTWVOC; 2 & nOTrJ0iwv 

106 77 ASijvo 


10 	 KtVTPO llrJArJH1PIOOEwv 

NOOOKOIJEio noiowv "n.& A. KUPIOKOU" 

11527rouoi 


• .11 L¢EE 
AEWCP KrJCPloioC; 280 & Ayplviou 3 
152 32 XoMvop!, ASijvo 

12. novEM~VIO "EvwOrJ ¢OPIJOKO~IOlJrJxovioC; 


AOlJtjJo 7,11524 AIJTTEAOKrJTTOI, ASijvo 

13. LuMoyo AVT/TTWV ¢OPIJOKEUTIKWV Elowv & EIOIKOT~TWV 


OOOC; TOTOIOU 

180 XAIJ E8v1Kijc; ooou A8rJvwv-AolJioc; 

146 10 N. EPY0PAIA 


14 L'lEATio AyopovolJioC; 

nOVETTIOTrJlJiou 42, 106 79 A8tivo 


I::' 
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15. TEBE -	 Cl:>aPtJaKwTIKE~ YnIlPwl£~ 
Ay. KWVOTOVTivou 5 
10351 A0HNA 

16.MIl tJEAIl LUAhOYWV 
(6nw<; 0 TTivaKa~) 

ErOTEPIKH .AIANOMH: 
1. 	 /:::"/VOll <l>ap/Kwv M£A£T(.iJV & "Epwva<; 
2. 	 /:::"/v0ll NKWV YnllpwlWV EAtyxou npO/6VTWV 

TtJrltJo 'EKoooll~ & Kwo. Ano<pao£wv 
3. 	 rpalJlJOTEla ETIlOTrjIJOV1KOO "i.ul-IJ3ouAfou EYKpim:wv 
4. 	 rpotJtJOT£io /:::"£uT£poJ368tJIOU EmoTlltJ0vlKOu LUtJJ30UAiou 

MLfErl< 
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