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EAAHNIKH LlHMOKPATIA 


AAAHAEffYHZ:: 
ynOYPfEIO YfEIAZ:: & KOINONIKHZ:: 


E0NIKOr OprANlrMOr Q>APMAKON 
Mrooyriwv 284, 155 62 XOAOPY0<; 

OP0H EnANAI\H'PH 29-3-2010 

Ll/vOll LllolKIlTIKWV YrrIlPwlI.l.lV EAtyxou npo"iovTWv A0HNA,30-12-2009 

mIIlPOcpopir<;: Ll. TLANTE AP. npOT.: 91104 

TI1Atcpwvo: 213-2040000 


EfKYKl\lOr - AnOQ>ArH 

0EMA: Ko80plol-l0<; nrpiAIl4JIl<; XOpoKTIlPIOTlKWV TOU np0"iovTO<; KOI <1>uMo OOIlYlwV YIO TO 
XPØoTIl CPOPI-l0KWTlKWV rrp0l"ovTwv rrou mplEXouV OPOOTIKO OUOTOTIKO ACICLOVIR, 
KptlJa 5% (o"T'l O"uO"K£uaO"ia TWV 2g). 

"'EXOVTr<; urro4Jll: 
0) 	 TI<; olOTaÙrl<; TIl<; KOIVØ<; YrroupYIKØ<; Arrocpooll<; Ll Yf3 (0) 83657/2005 "nrpi £VOPIJOV101le; TIl<; 

EMllvIKØe; NOI-l08£oioe; IJr Hlv oVTioTOIXIl KOIVOTlKØ OTOV TOIJEO Tile; KUKAOcpopioe; 
....................... TWV CPOPIJOKWTIKWV rrp0"iovTWV, rrou rrpoOpiÚOVTOI YIO ov8pwTTlVIl XPØoll", 

(3) 	 TIlV urr' opI81J .. 8673/2/29-1-2009 Op8Ø ErrovaAIl4J1l ArrocpOOIle; npOEOpOU LlLlEO<1> 
(<1>EK.253/13-2-2009) "n£pi I-lETo!3i13oolle; OPIJOOIOTØTWV OTOU<; Lllw8uvTte; TOU EO<1>" 

y) Til fVWlJaTWOIl TOU ETTIOTIlIJOVIKOU LUIJ!30UAlOU EYKpiorwv ap. <1>-334/25-9-2009 

A n OQ>A rIZO Y M E  
1. 	 H nrpiAIl4J1l XapoKTIlPIOTIKWV TOU np0"iovToe; rrou rrrpltxouv 0pOOTIKO OUOTOTIKO 

ACICLOVIR OpiÚETOI we; £ÙØe;: 

1. ONOMArlA TOY Q>APMAKEYTIKOY npo"ioNTor 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 
Ka8£ 9 KptIJO<; mpIEX£1 50 mg aciclovir. 

3. Q>APMAKOTEXNIKH MOPQ>H 
KptlJo 

4. KAINIKEr nI\HPOQ>OPIEr 
4.1 0£pam:uTlKEI.) £vl)Ei,£11.) 

H KptlJO ACICLOVIR 2 9 rvoriKvural YIO Til 8£pamio TWV 10Y£VWV AOIIJWÙ£WV X£IA£WV 
KOI rrpoowrrou, rrou rrpOKAØ8IlKOV arro IOV 10 IOU orrAou tprrllIOe; (UrrOTpOTTlaÚwv 
£TTlX£iAIO<; tprrlle;)· 

4.2 l1oO"ohoyia Kat TpOTTOI.) xoPI'tY'lO"'l1.) 
H KpEl-la ACICLOVIR rrptrrri vo £cpaPIJOÚETOI ora rraoxovTO TIJI'tIJOTO TOU otPIJOTO<; 

rrtvT£ cpopte; TIlV IllJtpa O£ olaoTl'tlJOra mpirrou Twoapwv wpWV rrapoA£irroVTOe; Hl 

VUKTrpIVØ £cpaPlJoyr). 

H KptlJO ACICLOVIR, 80 rrpEml va £CPOPIJOÚETOI 000 TO ouvarov OUVTOIJOTrpO IJETa 

TIlV tvapÙ1l TIl<; AOII-lWÙ£We;. 

H 8£porr£io 8a rrptrr£1 vo ouvrXrÚETOI YIO TOUAOXIOTOV rtoo£pl<; IllJtpr<;. Eav 11 iOOIl 

o£v ([VOl rrAI'tPIl<;, 11 8£porrEio IJrrop£i vo ouv£Xl08rf YIO OKOIJO rrtvT£ Ill-ltp£<; TO 

IJtYIOIO. 
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01 a08EVEie; TTPETTEI va OUIJ[3ouAEuOV TOI va TTAEVOUV TO xtpla TOUe; TTplV KOI IJETCl Hlv 
£cpaPlJoyK HIe; KpElJae; Kal va OTTOCP£UYOUV va Tpi[3ouv TIe; TT MlVEe; K va TIe; ayyi<,:ouv IJE 
HIV mWETO Ka8we; E TOI IJnopEi va TTPOKAIl8£i ETTIOEivWO'l K IJE1(1000Il T'le; Aoi\-lW@'le;. 

4.3 Avnvl>d?EIC; 

H KpEl-ia ACICLOVIR avn:voEiKVUTOI OE a08EVEie; \-IE YVWOTK uTT£pEUal081l0fo O TIlV 

aKIKAo[3ipll, OTIl !3aAoKIKAo!3iP'l K OT'l TTpOTTUAEVIKK YAUKOAIl, � OE KOTTOIO a TTO TO 

OUOTOTIKO HIe; !300Ewe; Tile; Kptl-lae;. 


4.4 EIl>IKiC; npoEIl>olTOIIlOEIC; KOI 1l>loinpEC; lTpocpuAa?EU; KOTa T'l XPIlO'l 
H Kptl-lO ACICLOVIR nptnEI va XP'lOlI-iOTTOI£i TOI I-I0vov OTO npoowno KalaTa XEiMI. 
H Kpt\-lO ACICLOVIR OEV OUVIOTOTOI y'o EcpaP\-loy� OlOUe; !3AEvvoyovoue; onwe; MELA 
LTO OTOl-la, OTa l-IoTia � OlOV KOATTO, ETTEIOK IJnopEi va TTPOKOAtOEI EpE8IOl-lo. 
IOloiTEPIl npoooxr') TTpEnEI va OiVETOI y,a va anocpEUx8Ei 11 EK M8oue; Ecpapl-I0Yr') OTa 
1-I01la. 
LE oo!3opo aVOOOKOlWTaAI-iEVOUe; a08EVEie; ea TTptml va E@E Ta08Ei 'l mpiTTTwoll HIe; 
aTTO TOU O TO\-lOlOe; XOprlVr')OEWe; T'le; aKIKAo!3fplle;. LTOUe; a08EVEfe; OU TOUe; eo nptnEI va 
OUOTIl8Ei va OUI-I!3ouAEu8ouv TOV IOTPO 0XETIKO \-1£ Til 8EpaTTEIa onOlooor')nOTE 
AOII-IW�EWe;. 
H oo!3apoTIlTO TWV UnO TpOTTto<':Ouowv AOII-IW@EWV nOIKiAEI avoAoya I-IE T'lV 
ovoOOnOlllTiKri KOlOOTOOll TOU a08EVOUe;, Til OUxvOTIlTO Kal T'l OIOPKEIO TWV 
ETTElooolwv, TIlv tKTaOll Tile; nooxouooe; mploxr')e; TOU otpl-IOlOe; KOI TO EOV ri OX' 
unopxouv OUOlIlIJOTIKte; OVTIOpOOEIe;. 01 TTOPOyOVTEe; oUTol nptTTEI va AIlCP80uv UnOljJIl 
KOTO Til OlopKEla H]e; 8Epomfae;. H 8Epamla I-JTTopEi va onoTEAEiTai OTTO OUI-I!3ouAte; 
KOI OUI-ITTTWl-laTIKri unoOlr')pl�'l ri aTTO eEpamio Tile; olliae; T'le; VOOOU. Ta OW\-IO TIKO, 
ouva108'lI-lO TIKO KOI ljJUXO-KOIVWVIKO npo!3AriI-iOla, TTOU ETTtcptpouv 01 AOIIJW@EIe; TOU 
tpnllTO OIOcptpOUV avoAoya I-IE TOV 008Evri. no TO ,\oyo aUTO, 11 ETTtAOyr') 8EpanEiae; 
E�OP TOTOI ono TIlv KOlOOTOOIl TOU K08E a08Evr'). 

4.5 	AM'lAETTll>paOEIC; J.IE aMo cpOpJ.lOKEUTIKa lTPOi'6VTO KOI aMEC; J.IopcpiC; 
aM'lAEnil>poo'lC; 

01 aMIlAETTtOpOOEIe; Tile; oKIKAo!3iplle; I-IE oMo CPOP\-lOKO OE TOTTtKr') E<P0PI-Ioyri OEV EivOi 

yvwmte;. 

6Ev cpaivETOI va tXEI o'll-looio KOTO T'lV TOTTtKri Ecpap\-loyr;. 


4.6 	 Ku'lO'l KOI yoAouXio 

XPiJO'l KOTa T'lV KU'lO'l 


!:lEV unopxouv ETTapKr; 0la8tOll-i0 OTOIXEio y'o Til XPr')01l Tile; Kpt\-lOe; ACfCLOVIR KOTO 
Til OIOPKEIO Tile; Wr')OEWe; OE av8pWTTOUe; y'o va £K TIIJ'l8ouv TTt80vte; ETTI!3Ao!3Efe; 
Evtpyme;. LE OOKI\-Ite; OE <,:wa, TO cpoplJaKO onooEix81lKE O TI Eival ETTi!3Aa!3te;. H 
OUOTIl\-lOlIKri xopriYllOll Hle; OKIKAo!3fplle; OE 01E8vwe; anOOEKTte; npO TUme; OOKI\-Ite; OEV 
npOKOAWE E\-I!3PUOTO@IKte; r') TEpmOyOVEe; EvtpYEIEe; OE KOUvtAIO, apoupafoue; ri 
TTOVTIKOUe;. LE lJia \-Ill npOTUTTIl OOKI\-Iri OE opoupaioue; napOTIlPr')81lKOv oo!3opte; 
OIOTopaxte; OTllv OVOTT TU@1l aMo \-IOVO IJETO OTTO unOOEp\-lIKr') XOPriYllOIl, TOOO UljJIlA.WV 
06oEwv, nou TTt8avwe; npOKOAwav TO@IKOH]Ta Olil IJIlTtpa. H KAIVIKr') OUOXtTlOll Eivol 
a!3t!301'l. 
H Ka TOypa<pri nEplOTOlIKWV xpri0lle; TOU cpaplJOKOU OE EyKuoue; I-IETO TIlV KUKAO<popfa 
HIe; oKIKAo!3fplle; TTPOOt<pEPE OlOIXEio y,a HIV tK8wIl EYKUWV YUVOIKWV OE OA£e; TIe; 
cpop\-IaKOTEXvIKte; \-IOpcpte; TOU ACICLOVIR. Ta OTOIXEia aUTO OEV OElxvouv OU@1l01l 
O TOV apl81J0 EA.OnWI-IOlIKWV y£vvriOEWV I-IE Ta@U 008EVWV TTOU tAo!3av ACfCLOVIR 
OUYKPI TIKO \-IE TOV YEVIKO nA.1l8uo\-lO KOI onolworinoTE EAanWIJOlIKte; YEVVrioEIe; o£v 
XOPOKTllpi<':oVTOI ono KonOIO IJOVOOIKOTIlTO r') oUYK£KPll-ltvll 1-I0PCPr') nou va unooEIKvUEI 
lJio KOIVri allio. 
EnElor') Eni TOU nopOVTOe; TO mOIXEio aUTO EivOI aVEnapKri XOPIlYEiTOI KOTO Tllv KUIlOIl 
\-IOVOV ECPOOOV TO aVOIJEVOIJEVO OcpEAOe; Tile; 8EpanEfac; Y'O TlllJllTtpO umpovTloT08\-1i<':EI 
TOUe; TTt80voue; KIVMvoue; YIO TO tl-l!3PUO. 

nEplOplO\-ltvo OTOIXEfo OEixvouv TTWe; Il aKIKAo!3iPIl IJnopEi va OVIxvEU8Ei OTO IJIlTPIKO 
YOAO I-IETO OTTO OUOTrIIJOTIKr') XOPr')YIlOll DlJwe;, ano OTOIXEio <pOP\-IOKOKIVIlTlKr')e; 
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<pOfVETOI 011 OEV KOlEaTI1 OUVOlOV va npoaOloplaTOUV minEOo TI1<; OKIKAO!3iPI1<; I-Ino 

TI1V TOmKM 8EponEio I-IE OKIKAO!3fPI1. 

No 1-111 xopl1YEfwl KOTO Til OIOPKEIO TI1<; yaAouXfoe; EKTO<; EOV TO aVaI-lEV0I-IEVO O<pEAOe; 

Y'O Til I-1I1TEpa umpOVTlaw8l-1i(EI TOV m8avo Kivouvo YIO TO !3pE<pOe;. 


4.7 EmopoO'w; O'Hlv IKavoTIlTa ooriYIlO'Il() Kat XEIPIO'IJOU IJllxaVIl8(hwv 
!:.EV um'ipxouv nAl1po<popiEe; v,a TI1V mfopaal1 Tile; KpEI-IOe; ACICLOVIR aTI1V IKOVOTI1Ta 
oO.Yl1al1e; . XElplal·JOU Wlxavl1\.l0Twv. OaToao, OEV Eival m8avov va mIlPEo(EI 
apVI1T1KO TIe; OpaaTIlPIOHjTEe; OUTEe;. 

4.8 AVEmeU8'lTE() £vipYEI£() 
H oKoAou811 aUv8.KI1 EXEI XPilail-lOnol118Ei Yla TI1V KOll1yoplOnofl1al1 TWV 
oVEm8u\.lI1TWV opoaEwv we; npoe; Hl aUxvOTI1W - noM auxvd 2::1/10, auXvo 2::1/100 
KOI <1/10, 0XI auxvo 2::1/1000 Ka1 <1/100, ana via 2::1/10.000 Kal <1/1000, noM anovlO 
<1/10.000. 
IJlarapaxt� i5tplJaTO� K al uTT oi56p/Ou laTOU 
'OXl auxvo 
• 	 nOpOOIKO aia811\.lO Kauaou M TOOUNI\.lO \.lETa TI1V E<pOPI-IOYM Tile; KpE\.lOe; 

ACICLOVIR 
• 	 'Hmo NMpoval1 . anOAEmall TOU OEp\.lOlOe; 
• KVl1a\.loe; 

l:novla 

• 	 Epu811\.lO 
• 	 !:.EPI-IOTiTIOO ma<p.e; \.lETO TI1V E<pap\.loyM. 'Onou EXOUV yivEI OOKI\.lEe; EUOla8I1aiae;, 

01 ouaiEe; nou 0ll\.lIOuPYouv TI1V aVTiopoall EXOUV OEiNEI OTI auv.8we; EivOI TO 
auaTOTIKa Tile; Kpt\.lae; napa 11 aKIKAo!3iPll· 

IJlarapaxt� avoaoAoYIKOO auaTfJlJaTO� 
noM anovla 
• 	 A\.lWEe; OVTlopom:le; um:pEUOIa81laioe; nEpIAal-l!3avO\.lEVOU TOU aYYEIOOIOr;\.laTOe;. 

4.9 YlTEpooO'oAoyia 
YmpooaoAoy[a \.lETa ana TomK. E<papjJoy. oKIKAo!3ipIle; OEV EivOi m8avov va aUIJf3Ei 
A6yw Tile; mplOplalJtVI1e; OIOOEPIJIKr']e; onoppo<Pllal1e;. EVOEIKTIKa ava<ptpETOI OTI OEV 
nopOlIlPr']8I1KOV aVEm8u\.lI1TEe; Evtpyme; jJETO Til M4I11 ana TO aTO\.la 10 9 KpE\.lae; 
ACICLOVIR (500 mg aKIKAof3ipl1e;). 

5. <l>APMAKOJ\OrlKEI 1610THTEI 
5.1 <l>ap8aKoouva8IKt() IOIOTIlTE() 

KWOIKO() - A TC: 0068803 

H aKIKAof3iPIl EivOI tvae; aVTIIIKOe; nopoyovwe; nou EivOi 10IaITEpO opaaTIKOe; in vitro 
KOla TOU anAOU tpnl1TO<; (HSV), Tunou I KOI II TWV IWV (waT.pa OVE\.lEUAOYIO<;. 
METa TI1V EiaoOD TI1<; aE Eva \.lOAUa\.lEvO Kunapo 11 aKIKAol3iPIl \.lETOlptmTOI aE 
opaaTIK. Tpl<pwa<p0pIKr'] aKIKAol3iPIl. To npwTo aTOOIO OUT.e; TI)<; OIOOIKaaia<; analTEi 
TI1V napouaia Tile; HSV-KwoIKonollljJEVI1e; 8U\.l10IVIK.<; KIVaal1<;. 
H TplqJwacpoPIKr'] aKIKAol3iPIl opa we; ovoaToAEae; Kal w<; unOaTpW\.la TI1<; £IOIKr']<; Yla 
TOV tpnl1w DNA nOAU\.l£pOal1<;, anoTptnovw<; TI1V mpolTtpw auv8wI1 TOU DNA TOU 
IOU xwpi<; va ml1p£a(EI Tie; qJualoAoYIKEe; KunaplKEe; olaoIKaai£<;. 

H in vitro tK8wIl TWV IWV TOU anAou tpnl1To<; aTl1v aKIKAo!3iPl1 lJnOPEI va oOIlYr']a£1 0'£ 

\.l£IW\.ltVIl EUOIa811aia aTou<; 10Ue;. 01 loi aUTOi auvr']8w<; napouOIo(ouv tM£I4I11 Tr]<; 

KIVaal1<; Tile; 8U\.lIOivlle;· To tV(UIJO aUTO £iVOI unE08uvo Yla Tllv £v£Pyonoil1all Tile; 

aKIKAol3fpl1e;. OaToao, \.lEAET£e; a£ mlpajJOlo(wa tOEINav nwe; TO aT£AEXIl aUTo £[VOI 

AIYOT£PO loyova. 

naP0\.lOla aTEAEXIl IWV napOll1pM8l1Kav KOla KalpOUe; KOla Til OlaPK£la EAEYX6\.lEVWV 

Kal aVOIKTWV jJEAETWV aE Aiyoue;, wptw<; Kal aol3apa avoaoavmopK£ie; aa8£VEie; 6nwe; 

0'£ OtKTE<; \.loaXEUjJOTWV IJU£AOU TWV oaTWV r'] aE aa8EVEie; IJE EYYEV., l3apElo 

aUVOUoal-ltVIl avoaoaVEnapKEla. 

H ElJqJOVlal1 AOIIJWNEWV an6 aUTOOe; TOUe; 10U<; OEV EmOEivwaE TI1V KAIVIKr'] EIKOVO, EVW 

aE IJEpIKEe; mplTITWaEIe; 0 10<; ENa<pavia8I1KE ITaAI aUTOjJaTWe;. 
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KOla HI 8EpOnEfo TtTOIWV ooj3opa OVOOOOVEnopKWV 008EVWV, 80 nptnEI vo 
AOI-Jj3avETOI unoljJll 11 TIl80v¨ EKO©AWOI1 KOlWTOAl-Jtvwv, EUof0811TWV IWV. OOTOOO, 
XPElai;oVTOI nEploooTEPO OTOIXEfo ylO TO OUOXETIOI-JO I-JETOªU TI1<; in vitro EUo108110fo<; 
TOU IOU KOI TI1<; KAIVIK©<; oVTOnoKpfoEW<; OTI1 8EponEfo I-JE OKIKAoj3fPI1· 

5.2 Cl>ap8aKoKlvr)TlKES IliIOTr)T£S 
H OKIKAoj3fPI1 olompva TO otPl-Jo. To mfmoo I-JETa ana OIOOEPI-JIK¨ onoppo<P11011 
unEpj3ofvouv TO EMXIOTO OnOTEAWI-JOlIKa EnfnEoo OTOU<; 10TOU<; OE oT08EpOnOll1I-Jtvil 
KOlaOTOOIl. fJ.Ev KOltOTIl OUVOlOV vo npooolopl080uv EnfnEoo TI1<; OKIKAo[3fPI1<; OTO 
nMol-Jo I-JETa TI1V TOTIlK¨ 8EponEfo I-JE OKIKAoj3fPI1. fl' OUTO KOI TO OKOAou80 OTOIXEfo 
j3oofi;oVTOI OE ana TOU OTOI-JOlO<; ¨ EVOO<pAEj310 E<papI-JOY¨. 
o TIlO 0111-J0VTIKO<; I-JETOj30AfTI1<; EfvOI 0 9-carboxymethoxymethylguanine KOI <p8aVEI OTO 

10 tw<; 15% TI1<; nOOOTI1TO<; nou onEKKpivETOI OTO OUpo. H OKIKAoj3ipll TOU nMOI-JOlO<; 

omKKpivETOI Kupiw<; OI-JETal3AI1TI1 010 TWV VE<PPWV (I-Jtow OnElpOI-JOlIK¨<; 01118¨OEW<; 

K08w<; KOI I-Jtow OWAI1VOPIOK¨<; 01118¨OEW<;). 

LE 008EVEi<; I-JE CPUOIOAOYIK¨ VECPPIK¨ AElToupyio 0 XPOVO<; 111-J1i;w¨<; OTO nMol-Jo EivOi 

mpinou 3 WPE<; 
 H OtOI-JEUOIl I-JE TI<; npwT(ivE<; £iVOI 0XETIKa XOI-JI1A¨ (9-33%). Mv 
oV0l-JtvovTOI, Aomov, OAAIlAETIlOpaOEI<; nou vo txouv oxtail I-JE TI1V EKTOTIlOIl ono TI<; 
8toEI<; otOI-JEUOI1<;. 

KAIVIKES 8£Atns 
Mv unapxouv nAl1pocpopiE<; ylO TI1V miopool1 TI1<; OKIKAoj3iPI1<; XOPI1YOUI-JEVI1<; ana TO 
OTOI-JO ¨ I-JE EVOOCPAEj310 tYXUOI1, OTI1V ov8pwTIlVil YUVOIKEio YOVII-JOTI1TO. LE I-Jio I-JEAETI1 
20 opptvwv 008EVWV I-JE CPUOIOAOYIKO OPI81-J0 ompI-JOloi;wopiwv, 11 XOP¨YI1011 
OKIKAOj3ipl1<; ana TO OTOI-JO OE 060EI<; tw<; 1 9 I1I-JEPl1oiw<; ylO OlaOTl1l-JO I-JtXPI KOI tª1 
I-J¨VE<; OEV tOEIªE VO tXEI KAIVIKa OI1I-JOVTIK© miopool1 OTOV OPI81-J0 TWV 
ompI-JOloi;wopfwv, TI1V KIVI1TIKOTI1TO ¨ Til 1-J0PCPoAoyio. 

5.3 npoKAlvlKo li£lio8Eva Via Tr)V aotpoA£la 
MEyaAO<; OP181-J0<; in vitro OOKII-JWV oEixvouv nw<;, OE nOAu UljJI1AE<; OUYKEVTPWOEI<;, 
I-JnopEi vo OUI-Jj3ouv XPWI-JOOWI-JIKt<; j3Mj3E<;. KOla Til OlaPK£lO in vivo I-JEAETWV, OEV 
nopOll1p¨8l1KE XPWI-JOOWI-JIK« j3Mj3I1· 
H OKIKAoj3ipll OEV tOEIªE KOPKIVOYOVO OpaOIl OE 1-J0Kpa<; OlaPK£lO<; I-JEA£TE<; OE 
opoupofou<; KOI novTIKoU<;. 0<; Enf TO nAEfoToV OVOOTptljJII-JE<; OVETIl8uI-JI1TE<; 
OVTIOpaOEI<; OTI1 OTTEPI-JOlOytvWI1 OE OUVOUOOI-JO I-JE YEVETIK¨ TOªIKOTI1TO OE 
opoupoiou<; KOI OKUAOU<; txouv OVOKOlvw8Ei I-JOVO OE OOOEI<; OKIKAoj3ipl1<; nou 
unEpj3oivouv KOla noM EKEivE<; nou XPI1011-J0nOIOUvTOI 8EpanEUTIKa. MEAETE<;, OE Mo 
YEvEt<; novTIKwV, OEV OnOKaAUljJOV miopool1 TI1<; OKIKAOj3ipl1<; OTI1 YOVII-JOTI1TO. 

6 Cl>APMAKEYTIKA XAPAKTHPlrTIKA 

6.1 KaroAovos £Klioxwv 

6.2 Aou8l3aroTr)ns 

H Kptl-JO ACICLOVIR OEV npoopii;ETOI YIO OVaI-JEIª11 I-JE oAAa <pOPI-JOKO. 

6.3 ;lopK£la 9wr')S 

6.4 llilainp£s TTpOtpUAO:£IS KaTo Tr) tpuAa:r) TOU TTPO"iovTOS 

6.5 Cl>uor) Kal OUOTaTIKO TOU TT£PIEKTr) 

6.6 Olir)Vi£S Xpr')o£WS Kal X£IPIO8OU 
fJ.Ev E[VOI onOpOfTI1TE<;. 

7 KA TOXOr THr ABEIAr KYKJ\OCl>OPIAr 

8 API0MOr ABEIAr KYKJ\OCl>OPIAr 

9 HMEPOMHNIA npOTHr ErKPlrHr I ANANEOrH THr ABEIAr 
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10 HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

2. To <J>uMo O(5IlYlwv yla TO XpXaTIl q>aPIJOKWTIKWV TlPOIOVTWV TlOU TlEPIEXOUV OPOOTIKO 
OUOTOTIKO ACICLOVIR OprÙ£TOI We; EÚÛe;: 

1. npOr.610PlrMOr <J>APMAKEYTIKOY rlPo"ioNTor 

1.1 OvolJaara: 

1.2 	 ruv9Eall: .6paaTIKX ouaio: Aciclovir 

'EK(5oxa: 


1.3 <J>aplJaKOTExvIKX IJOpq>X: KpElJo 

1.4 nEplEKTlKOTIlTa aE (5paaTIKIl ouaia: KOSE VPOIJIJOP'O KpEjJOe; TlEPIEXEI 50 mg 
aciclovir (5%). 

1.5 nEplypaq>1l - ruaKEuaaia: 

1.6 <J>aplJaK09EpaTTEUTIKIl KaTllyopia: AVTt-IlKOe; TlOpOVOVTOe;. 

1.7 YTTEU9uvoS KuKAoq>opiaS: 

1.8 napaaKEUaaTXS: 

2. TI nPEnEI NA fNOPIZEI 0 Ar0ENHr riA TO <J)APMAKO. 

2.1 rEVIKiS nAIlPOq>opiES. 
To aciclovir OVOOTEAAEI TO EVÙUIJO DNA TlOAUIJEPOOfl TOU IOU TOU OTIAOU EpmlTOe;, 
OTlOTPETlOVTOe; TOV TlEpalTEpW TlOAAOTlAOmOolJO TOU. 

2.2 Ev(5EiYEIS 

H KPEIJO ACICLOVIR 29 EVOEiKVUTOI Via Tfl SEpoTlEio TWV 10VEVWV AOIIJWÚEWV XEIMwv KOI 

TTPOOWTlOU, TTOU TlpOKAÛSflKOV OTIO TOV 10 TOU OTIAOU EpTlr]TOe; (UTlOTPOmaswv ETIIXEiAIOe; 

EpTlIle;)· 


2.3 AVTEV(5EiYEIS 

H KPEjJO AC/CLOVIR OVTEVOEIKVUTOI OE OOSEVEie; IJE IOTOPIKO UTlEPWOIOSflOioe; OTO aciciovir, Û 

OE tva OTIO TO OUOTOTIKO Tfle; !3aofle; Hle; KpEIJOe;. 


2.4 EI(5IKiS TTPOq>UAQYEIS Kal TTpoEI(5oTTolllaEIC; KaHl Til XPllafJ 
2.4.1 r EVIKO 
H KPEjJO TlPETlEI va XPIlOlIJOTlOlEiTOI IJOVOV ETlOVW OTO TlPOOWTlO KOI OTO XEiAfl· 
H KpEjJa OVTEVOEiKvuTOI Via E<POPIJOVÛ OE !3AEvvovoVOue;, OTlWe; IJEOa OTO OTOlJa, OTO lJaTtO Û 
OTOV KOATlO, KOSWe; IJTlopEi va TlpoKoMoEI EPESIOIJO. /oloiTEPIl TlPOOOXÛ TlPETlEI va OiOETOI Via 
Trlv aTlo<puvÛ ETlo<pÛe; Tile; KpEIJOe; IJE TO lJono 
H KptjJa OEV OUVIOTaTOI Via XPÛOIl OTIO OVOOOKOTEOTOAIJEVOUe; OOSEVEie;. 01 OOSEVEiC; OUToi So 
TTPETTEI va OUIJ!30UAWTOUV TOV 100pO 0XETtKa IJE Tfl 8EPOTlEio OTlOIOOOÜTlOTE AOIIJWÚEWe;. 
H KptlJO ACICLOVIR 2 9 TlPETlEI va XPflOlIJOTlOIEiTOI IJOVOV ETlOVW OTO TlPOOWTlO KOI OTO 
XEiA'l. 

2.4.2 KUllall 

AEV uTlaPXouv ETlOPKÛ OTOIXEio 0XETIKa IJE Til XPÝOfl Tile; KptIJOe; ACICLOVIR KOla TflV KOflOr] 

Via TIlV EKTilJflOfl T1180vwv ETII!3AO!3WV ETIIOpOOEWV. 

ETlEIOÛ mi TOU TlOpOVTOe; TO OTOIXEio EivOI ovmopKÛ xoprWEiTOI KOla TflV KUflOfl IJOVO E<pOOOV 

TO OvalJEVOIJEVO O<pEAOe; OTIO HI 8EPOTlEio Via Tr] I-lflTEPO uTlEpavTtoTo8lJiÙEI TOUe; T118ovoue; 

KIVOOVOUe; Via TO EI-l!3pUO. 

riOPOKOAOOIJE va OUIJ!3ouAw8EfTE TOV IOTpO oae; 0XETIKO jJE Tr] XPÛOr] Hle; KptIJOe; ACICLOVIR 

KOTO H) OlaPKEIO Tr)e; KUflOlK 
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2.4.3 rOAouXio 

8£v unoPXouv mapKT aTOlx£ia aXHIKo 1..1£ HI xpTall TIl� KptlJa� ACICLOVIR KOla Til vaAouxia 

Via Hlv £K TilJllall TTl8avwv mll3Aal3wv £TTlopoa£wv. 

napaKOAOUIJ£ va aUlJl3ouM:u8£iT£ TOV lOT po aa� aXHIKO 1..1£ Til xpTall TIl� KptlJa� ACICLOVIR 

KOTO Til Ol(:lpK£la TIl� vaAouxia�. 


2.4.4 ETTi6paO'Il O'Tllv IKOVOTIlTO o6rlY1l0'1lJ KOI X[IPIO'I·JOU JJIlXOVfJI..UlTWV 

8£v unopxouv nAIlPoepopi£� aX£TlKO I..l£ Tllv miopaall TIl� KptIJa� ACICLOVIR aTllv IKavorrlTO 

OOTVlla'1� KOI X£lplalJou WlxavllIJOTwv. Oaroao, o£v £ivOl TTl8avr'j IJia oualJ€vri� miopaall O€ 

aUTt� TI� opaaTIlPloTIlT€�. 


2.4.5 IOloiT[p[J TTPO[JOOTTOIrlO'W'; YIO TO TT[pJ[XOJJ[VO iKOOXO 

nplv KOVH€ XPTOIl TIl� KptlJa� ACICLOVIR, OUIJl3ouAw8€iT€ TOV IOTPO � TOV epapIJaKOTTOIO 

aa�. Eov tXH€ VVWOTr'j umpwOIa81laia a€ Konoio ano TO tKooxa H)<; KptIJa<;, aVT€vo€iKVUTOI 


11 XPr'j01l TIl�· 


2.5 AMIlA[TTl6paO'[IJ JJ[ oMo (flapJJOKO ., ouO'i[J 

01 aMIlA€TTlOpoa€l<; TIl<; TOTTIKO €(paPIJoEOIJ€VIl<; KptIJa<; ACICLOVIR I..l€ oMa epoPl..laKa O€V 

€Ivai vvwaTt<;. AAAIlAmiopaall alllJaiv€1 TTW<; (epaplJaKWTIKo) npoIovTO, OTOV 

XPIlOllJonOIOUvTOI TOUTOXPOVW<;, IJTTOPOUV va €nIlP£oaouv TO tva TI<; £vtpY€I€<; Kal/r'j TI<; 

aV€TTleUIJIlT€<; €vtpY€I€<; TOU oMou. 


2.6 AOO'OAOyio 

H Kpt lJa ACICLOVIR nptml va £epaPIJOE€TOI aTl<; noaxoua€<; mploxt� 5 <popt<; Tllv IlIJtpa a€ 

olaaTrilJOTa TT€pinou 4 wpwv, napaA£inovTO<; Til VUK T£PIVri £epaplJoyr'j, 

H KptlJa ACICLOVIR 8a nptTT€I va £<paPlJoE€Tal 00'0 TO OUVOTOV auvTOIJOT€pa IJHO Tllv tvapA1l 

TIl<; AOIIJWA£W<;. 

Na nAtvH£ TO xtpla aa<; nplv Kal IJHO T'1V €epaplJovri TIl<; KptlJa<; Kal va anoep€uV€T€ va Tpi13H£ 

TI� nAllvt<; ri va TI<; avviEH£ 1..1£ Tllv mTOtTO Ka8w<; tTOI IJnop€i va npoKA ll8€i £TTlO€ivWOIl ri 

IJnOOOall TIl<; Aoil..lwAIl<;· 

H 8€pan€ia 8a nptml va auv£xiEHOI Via TOuMXlaTov Ttaa£pl<; IllJtp€<;. 

Eov 11 iaall O€V £ival nAr'jPIl<;, 11 e€pamia IJnop£i va auv€Xla8€i Via aKOlJa 5 IlIJtp€� TO noM. 

Eov £TTlIJ£iv€I 11 nArwri va aUlJl3oUA€UT£iT€ TOV IOTPO aa<; 


2.7 YTT[POOO'OAOyio - AVTlJJuwTTlO'Il 

8€v unopxouv nAIlPoepopi£<; Via TI<; €TTlOpOa£l<; IJla<; umpooaoAovia<; IJ€ Kptf,Ja ACICLOVIR. 

Eov tX€T€ alJepll30Afa aX€TIKO IJ€ IJla (TTl8avr'j) UTT€pOOaOAovia, aUlJl3ouAw8£iT£ TOV IOTPO aa<;. 


2.8 AV[lTl9uJJflT[J [vipY[I[J 
Mnop€i va €lJepavla80uv 01 aKOAOu8€<; aV£TTl8uf,JIlT€<; €vtPV€I€e:;: 
• 	 nOpOOIKO ai081lIJa Kauoou ri TOouAiIJOTO<; f,Jnop€i va €lJepavlaeouv I..lUO Tllv €epapjJovr'j. 
• 	 'HTTIa Aripavall ri anoAtTTlall TOU OtPf,JOTOe:; tX€! miolle:; napOTIlPIl8€i. 
• 	 L€ IJIKPO aplelJO aa8£vwv txouv avaep€p8e:f €pUelllJa KOI KVIlOlJoe:;. 
• 	 L€ onovl€e:; TT€pJTTTWa€Ie:;, f,Jnope:f va €jJepavlae€[ o€pf,JOTiTioa €A maeprie:; IJ€Ta ano TOTTlKr'j 

€<paplJovri. AnOT£A£aIJOTO OOKljJWV wOIaellaiae:; tO€IAav OTI aUTO IJnopd va npoKA'le€i 
TO0'O ana TO aUaTOTlKO TIl<; l3oalle:; TIl� KptjJae:; 000 Kal ano TIlV lOla TIlV aOlKAol3iPIl. 

• 	 YnoPXouv noAU anovl€<; avaepopte:; OIJWIl� aVT iopaall<; umpwOI08f1oiae:; TTOU 
n€p1Aal..ll3dv£1 aVV€looiolllJa IJHO ano TOTTIKri xpriaf1 aOlKAol3iPIle:;. 

Eov napOTIlPria€T€ onolworinOT€ oM£e:; aV£TTl eulJf1T€<; €vtPV€I£� nou o£V avaeptpovTOI 
napaTTdvw, OUlJl3ouAw8€iT£ TOV IOTPO ri TO <papf,JaKOnolo aa<;. 

2.9 TI nptn€1 va vvwpiEn£ aTllv n€piTTTwall nou napaA€[ljJOT€ va KOVH€ KOTTola 
€epapjJovri 

Edv A€xoan€ va KOVn€ lJia €epapjJovri T'1 <; KptlJae:; ACICLOVIR, KOV€Tt TflV TO Tax(mpo 
ouvaro. Eov o 1..1 we:; dvOI ax€06v wpa Via T llv mOIJ€vf1 £<paPjJovri, TTapaKOf,JljJH€ Tllv £<papjJovri 
nou napaA€iepeIlK€ KOI aUV€xiOT€ f,J€ Tf1V £nolJ€vf1 aTIl aUvllelalJtvll wpa, 
Mil OJTTAaOlOEn€ TIe:; £<paplJovt<;. 
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2.10 HfJ£pofJ'1vio AI'JN£wc;; TOU npoIovTOC;; 
H KP£ÞO ACICLOVIR o£v TTP£TT£I va XPTlOlÞOTTOI£iTOI Þ£TO Trlv TlÞ£poÞr)vio Aßà£W<; TTOU 

oVOYP0<P£TOI OTr) ouoK£uooio. 

2.11 liSlOiT£P£C;; lTpOq)UMN£IC;; VIa T'1 q>uAoN'1 TOU lTPO"iOVTOC;; 

2.12 HfJ£pofJ'lvio T£A£UTOioC;; ovol:l£t.iJP'1a'lC;; TOU q>uMou oiS'lVu.iJv 

3. 	 nI\HPO¢OPIEl: riA THN OP80l\OrlKH XPHl:H TON ¢APMAKON 

• 	 AUTo TO <pOPIJOKO TTpoopiá£TOI JJOVO ylO TO OUVK£KPIÞtVO IOTPIKO 00<; TTpO[3ArWO. l::.£v 80 
TTptTT£1 va TO OiV£T£ O£ 6AAO 6TOÞ0 ß va TO XPIlOlI-I0TTOI£fT£ O£ OAAIl TTo81l01l xwpi<; 
TTPOIl YOUl-ltvw<; va tX£T£ OUjJi30UAWT£i TO VIOlpO 00<;. 

• 	 Eov KOTO Til OIOPK£lO T Il<; 8£POTT£fo<; £I-I<POVIOT£I KOTTOIO TTpo[3AIlI-I0 Þ£ TO <P0PjJOKO, 
£VIlÞ£PWOT£ OlJtOW<; TO VIOTPO (10<; ß TO <pOPI-IOKOTTOIO 00«;. 

• 	 Eov EX£T£ OTTOIOOßTTOT£ £PWTIlI-iOTIKO Vupw OTTO TI<; TTAIlPO<popf£<; TTOU o <popOUV TO 
<P0PjJOKO TTOU AOjJi30V£T£ ß XP£IOáWT£ KoAUT£PIl £VIlI-iEPWOIl YIO TO IOTPIKO 00<; TTP0[3AIlI-I0 
jJll OIOTOá£T£ va áIlTßO£T£ TI<; TT AIlPO<popi£<; OUTt<; OTTO TO V lOT pO 00<; ß TO <pOpÞOKOTTOIO 
00<;. 

• 	 no va £IVOI OTTOT£AWI-IOT IKO KOI Oo<poAt<; TO <pOPI-IOKO TTOU 00<; XOPIlVß8IlK£ 80 TTptTT£1 va 
AOÞi3ov£TOI ouÞ<pwvo 1-1£ TI<; OOIlVf£<; TTOU 00<; 068IlKov. 

• 	 flo Tllv OO<pOA£IO 00<; KOI Tllv uV£io 00<; £ivOi oTTopoiTIlTO va OIOi3oo£T£ Þ£ TTpoaoxâ Ko8£ 
TT AIlPo<POPlo TTOU o<popo TO <pOPIJOKO TTOU 00<; XOPllyß8IlK£' 

• 	 No IJ Il OIOlIlP£IT£ TO <pdPjJOKO O£ £PIJOPIO TOU AOUTPOO, OIOTI 11 áEOTIl Kat 11 uvpoafo I-ITTop£i 
va OAAOlwaouv TO <pOPI-IOKO KOI va TO KOTOOTßaouv £TTli3Aoi3t<; YIO T IlV uy£ia 00<;. 

• 	 ria lJ£yoAUT£PIl OO<pOA£IO KPOlOT£ OAO TO <pOpÞOKO O£ oa<poAt<; I-Itpo<; ÞOKPIO OTTO TTOIOIO, 

5. TPOnOr AIA0ErHr 
To <pOPI-IOKO aUTO XOPlly£iTOI KOI xwpf<; IOTPI Kâ auv TOYß. 
TIlA. KtVTPOU l::.IlAIlTIlPI60£wv 2 10 7793777 

3. 01 OIKOIOUXOI KOI OVTITTPOOWTTOI UTTOXP£OUV TOI Via Tllv £<poPI-IOVß TIl<; avwTtpw £YKUKA[OU. 

4. 	 Karomv TWV avwrtpw TIaUEI va 10xu£11l UTT' opI8Þ. 66746/ 16- 10-2008 EVKUKAIO<; TOU 
EO¢, 5% auaKtuoaio TWV 2G. 

: 
ET, 	GLAXOSMITHKLlNE AEBE H AIEY0YNTPIA A YEn 

I\EO¢. KH¢ILlAl: 266 
152 32 XA!\ANl':.PI ATTIKHl: Ap. A. KOYTrOYKH 

1. 	 YTTouPy£io Yy£io<; & KOIVWVIKß<; AAAIlA£Vyull<; 
lJ./voll ¢OPIJOKWV & ¢oPlJoK£iwv 
APIOTOTtAOU<; 17, 10 1 87 A8r;vo 

2. 	 rEE8Nl':.Yr 

1\. Mwoy£iwv 136 
155 6 1  Aeßvo 

3. 	 YTT. Epyoofo<; ATToaxoAlloll<; & KOIVWVIKß<; npooTOoio<; 
r£VIKß rpolJl-IOl£io KOIVWVIKWV AO<pOAio£wv 
l':.Ivoll AO<POA101l<; A08tv£10<; & MIl TPOH)To<; 
LTOOfou 29, 10 1 10 A8ßvo . 
(IJ£ Tllv TTOPOKAlloll £VlllJtpwoll<; TWV AO<pOAI OTIKtil.V . -: 
TalJdwã TTOU TTOptXOäv Y Y£IOVOIJIKß n£pi89ålpq) "'::'�"�':"" 

4. nov£MIlVIO IOTPIKO l:uMovo 

rL� 'rrIN 


nAOUTOPXOU 3, 106 75 A8ßvo 
(IJ£ Tllv TTop6KAIl01l £VlllJtpwoll 

' • 

[ Jii.:1 *  ,I I 

TWV 
TOTTlKWV IOlPIKWV LuMoywv TIl<; xwpo<;) 

5. 	 nov£AArivlo 'EvWOIl ¢?PIJOKOTTOIWV 
Kopuá1l 6, 1 17 43 A81lvO 
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6. 	 nOVEAA¶VIO ¢OPIJOKWTlK6 2..0Moyo 

nElpOI(.iJµ 134 & Ayoerwtpou 

118 54 Ae¶vo 

(IJE Hlv rropOKArlOr] Evrwtpwor]µ TWV 

TOlTIKWV ¢OPIJOKWTlKWV 2..uM6ywv Trlµ xwpoµ) 


7. 	 novEM¶vlo 'Evwor] ¢oPIJOKorrOlwv 

NOOIlAWTlKWV 10puIJOTWV 

M1xaAaKOrrouAou 99, 115 27 Ae¶va 


8. 	 IKA-¢aPIJ/K¶ Yrrr]pmia 

Ay.Kwv/vou 8,102 41 A9¶va 

orA KAaooµ ¢OPIJOKWTIK¶µ riEpieoA4JIlµ 

nOTr]oiwv 30, 106 77 Ae¶va 


1O. OiKOµ NOUTOU nElpOlWµ 
K. nOAOIoA6you 15 


185 35 nElpaloµ 

11. 	 OIKOµ Naurou A9¶vaµ 


rAauoTwvoµ 2 & nOTlloiwv 

106 77 Ae¶vo 


12. 	 KtVTPO illlAIlTIlPlom::wv 

NOOOKOIJEio no!owv "n.& A. KuplaKoO" 

11527 rouo! 


V13. l:¢EE 

I\. KIl<Ploioµ 280 & Ayplv!ou 3 
152 32 XaMvopl ATTlKr'jµ 

14. 	 novEMr'jVIO "Evw0'l ¢OPIJOKOJ)IOIJ'lxovioµ 

AOIJ4Jo 7,11524 Al-lmAOK'lrrol, Ae¶va 


15. 
006µ TOTo'iOU 

180 XAIJ. E9vIK¶µ 0000 Ae'lvwv-AalJiaµ 

146 10 N. EPYGPAIA 


16. 	 il EArio Ayopovol-'ioµ 

nOV£1TIOUllJiou 42, 106 79 Ae¶va 


17. TEBE ¢OPIJOKWTIKtµ Yrrr]pmiEµ -

Ay. KWVOTOVTivou 5 

103 51 AGHNA 


18. 	 M'l lJtAr] l:uM6ywv 

(6rrwµ 0 rrivoKoµ) 


ErQTEPIKH AIANOMH: 

1. 	 ilIvor] A·IOAOYIlO'lµ npdi6vTWV 

rpOlJl-'OTEio A' TI-'r)I-'OTOµ EITIOTr]IJOVIKOU 2..ulJ¸ouAiou EYKpfo£wv 


2. 	 ilIvor] il/Kwv YrrrlPw1wv EAtyxou npoI6vTWV 

Tl-lfJl-lo 'EKOOOr]µ & Kwo. Arro<pooEwV 


3. r palJlJOTEio ilWTEpOJ)o91-'10U ElTIOTr]IJOVIKOU 2..ul-IJ)0uAiou 
En/OPGEl: EnANMH4JEILl2010 
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