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ErKYKAIOr An04>AIH-

0EMA Kaeoplol.1oe; n£piAIlLllIle; XapaKTIlPloTIKWV TOU npOIOVTOe; KOI $OAAO OOIlVIWV Via TO XP¸OTIl 
<papl.10KEUTlKWV rrpOiOVTWV rrou mpl£XOUV OpaOTlKO OUOTOTIKO LACIDIPINE 

"ExOVTEe; urroLllIl: 
a) 	 Tie; OIOTO¹£Ie; Tile; KOIVr)C; YrroupVIKr)e; Arro<paollC; lIYf3 (a) 83657/2005 "n£pl (VOPIJOV10IlC; TIl<; EAAllvIKr)C; 

NOl.1oe£Oia<; 1.1£ Tllv aVTioTolXIl KOIVOTlKr] OTOV TO 1.1£ a Tile; KUKAo<popiac; .................... TWV <papllaKEUTlKwv 
rrpoYovTwv, rrou rrpoopi<OVTOI Via av8pwmvIl XPr)0Il", 

º) TIlV urr' ap181J. 8673/2/29-1-2009 Op8r) ErravoAIlLllIl Arro<paollC; npOEOpOU lIL/EO$ 
($EK253/13-2-2009) "n£pi I.1HaºfºoollC; aplJOOIOTrlTWV OTOUC; lIl£u8uVT£C; TOU EO$" 

V) Ti<; fVWI.1OTEOOfJC; TOU EmoH1J.10VIKOO IUIJºOUAiou EVKpioEWV ap. $-16. $-15,$-14/25-1-10 

AnO<l>ArlZO YME 
1. H n£piAfl4Jfl XapaKTflPIOTlKWV TOU nporovTO<;; rrou TT£PI£XOUV OpaOTIK O OUOTOTIKO LACIDIPINE 
opiN£Tal w<;; £OP<;;: 

rlEPII\H4JH TON XAPAKTHPlrTIKON TOY rlPOTONTOr 

1. ONOMAEIA TOY <l>APMAKEYTIKOY llPOIONTO:E 

2. llOIOTIKH & llOEOTIKH EYN0EEH 

Ka8E 610KIO nEpl£XEl 2mg, 4mg i] 6mg lacidipine. 

3. <l>APMAKOTEXNIKH MOP<l>H 

4. KAINIKEE llAHPO<l>OPIEE 

Ev8dKVUTat ym TYJ 8EpanEia TYJS un£pTaCH1S !Jovo wu i] crE cruv8uacrFo J.U: 6.UouS 
aVTlUm:pTacrlKoDS napayovTES, nEplAaGlPavoHtvrov TroV p-a8pEvEpylKcDV avacrwAtrov, TroV 
810UPYJTlKcDV Kat Trov avacHoAtrov MEA. 
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AaOEVt:lC; !l£ TIna'ttKll aVEnupKEW 

AaO£vElc, /1E V£tpP1KD av£7tuPKEw 

XpTIaTI 

XPllaU a£ TIAIKWnt£VOuc, 
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Ev1jAlIceq 

H aUV1C>1:W).1£VIl apXl1<ll 60al1 ElVat 2mg ).1ia cpopa 'tllV l1).1£pa. 

H O£panEla 't11e; un£p'taal1e; np£n£l va npoaapIlO�£'tat ava'Mya ).1£ 't11 aopapO'tl1'ta 't11e; 

Ka'taa'taal1e; Kat 'tl1v a'"COĄnKi! aVHl7tOKpl01l. H 50011 ).1nopEl va aU?110£i ).1£XPl 4mg 


l1).1£pl1aiooe; Kat av ElVat avaYKaio ).1£XPl '"CO avw't£po 6mg l1).1£Pl1aiooe; acpou ooO£i apKE'tOe; 

xpovoe; yw va Ola7tla'tooOEl l1 nA:rIPl1e; cpap).1aKoAoyucil OpU01l '"COU cpap).1UKou. L'tl1v npa?l1 0 

xPovoe; aU'toe; O€V np£n€l va ElVat ).11KpO't€pOe; ano3A €\OO).16.8Ee;. ea np£n€l va 

)ca).1\av£'tat 'tl1v iow wpa KUOE l1).1£pa, Ka'ta np01:1).111al1 '"CO npool. H Aa010miVll XOP11YEhat 

onowo"n01:€ wpa aE ax£al1 ).1E 'ta Y€U).1a'ta. 


HaYffiY" ).1E Aa01omivl1 ).1nopEl va 0UVEX10'td an£pIOp10'ta. 


L£ aaOEVEle; ).1E T]na'ttK" voao TI PlOOWO£011l0't11'ta 'tou cpap).1aKOU ouva'tal va aU?T]Od Kat 
11 uno'ta01KTJ opa01l va £nnaO£i. LE atn£e; ue; nEpm'twa£le; T] apX1KTJ 60al1 np£n£l va 
).1£1000£1 a'ta 2mg ).1ia cpopa 'tT]V T]).1£pa. 

KaOwe; 11 Aa010miVll o£v anopuAA£'ta1 npaKuKu ow 'toov v£cppwv, o£v anan£hat 
'tpononoil1aT] 't11e; ooaoAoyiae; a£ aaO£VEle; ąlE V£CPP1KTJ av£nupK£w. 

a£ natOla 
L1EV unuPX£l E).1n£lpia Yia 't11 xp"al1 'tT]e; AaalomiVlle; aE natolu. 

H apXIKTJ 50011 Yia '"COue; 11AtKlW).1£VOUe; £lvat 2 mg ).1ia cpopa 'tT]V l1).1£pa. A v XP£taaOd 11 
MaT] DUva'tat va aU?110El aE 4 mg ).1ia cpopu 'tT]v T]).1£pa ).1E'ta ano 4 £POO).1ao£e;. 

AV1:EVOElKVlHat a£ aaO£vEie; ).1E un£pEUa10011aia a£ on0100"n01:E ano 'ta 0Ua1U'ttKu '"COU 
npoYov'"COe; " a£ allie; oruoponuploiv£e;. Eni01le; a£ a't£voo01l aop't"e;, KUl1aT], yaAouxia. Na 
).111V XPl1(1).10n01ElLat Yia I:hua'tl1).1a £voe; ).1T]voe; ).1€'tu ano £).1cppaY).1a 'tou ).1uoKapolou. 

L£ £IOlK£e; ).1EAb£e; T] AaalomiVll £XEl OEl?£l OU o£v EnT]pEuS£l '"COV aU1:O).1aua).1o '"COU 
cp4ĆOK0).1OOU, O1hE npOKaAEl napu'ta01l 't11e; ayooYl).1o'tT]me; a'"COv KOAnoK01AtaKo KO).1OO. 

EV 'tOU't01e;, Oa np£nEl va Al1CPO£l un' O'l'T] T] O£ooPT]uKTJ ouvm0't11'ta nou £X£l tvae; 
aV1:aYffiv1a'tTJe; '"COU aa\£0'riou va EnT]p£a�£l 'tTl opaa'tlKO't11'ta 'tou cp4POK0).1POU Kat 'tOU 
KOAnOK01A1aKou KO).1OOU, Kat Y1' au'to '"CO cpUp).1aKO Oa np£n£l va xpT](1).1ono1£hat ).1£ 
npoaox" a£ aaO£v£ie; ćl£ npounapxoua£e; oW'tapaxte; a'tl1 opaaUKo't11'ta 1:OU cp4OOK0).1POU 
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a£ aa8I.:vt:i� Kat a£ repOKAlVtK£� )leA£T£�, 11 AaalbmlVll OeV aV£(JT£tAe 

T] AacrtbmiVll Oa rep£re£l va XP11crt)loreott:lTat 11£ repoaoXTJ ae aa8ev£i� )l£ 

aVereapKeta� TT]e; Lapp AaKTaGl1� TJ ouaareoppoq>l1(J11 

aA ou)liVll Kat al-oYuYAuKorepwTetVll, at: 

bbYEn-E.4250-13/2 
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Kat 1:OU KOAreOKotAtaKOU KOăl OU Kat YI.:V1Ka al.: aa8l.:vci� Ill.: olaTapax£� T11� KapOtaKTJe; 


aYO)YlI.l.OT11Tae;. 


'OreO)� EXCl avaq>l.:p0ci Kat )ll.: aUOU� orubP07Wpl01V1KOU� aVLayO)vlaT£e; aa ccJLiou 11 

AaalSmiVllrepErel.:l va XPT]al)lOreOlt:lLat Ilt: repoaOXTJ al.: aaOl.:vci� )It: auyyl.:vTJ, TJ 

Tt:K)lT]plO))l£Va I.:reiKT11T11 t:1Cl)lTJKUVGl1 LOU QT blaaLfJ)laTO�. 

H AaatbmiVllrep£ret:t I.:rei(J11� va XP11al)lOreOlciTat )It: repoaOXTJ al.: aa8cvt:l� ot oreoiOt 

Aa)l aVOUv auyxpovw� q>aP)laKa reou t:ivat yvwaTO on £1ClIlT]KUVOUV TO QT OtaaTT])la, 

orew� avnappUO)ltKa Ta91�I Kat Ill, TptKUKA1Ka aVnKaTa8AlmtKa )leP1Ka aVLt'l'UXO)(JlKa, 

aVT1 tonKa (re.x. epUOpOIlUK1V11) Kat )l£ptKa aVLtl(JW)ltV1Ka (re·x· Tt:pq>t:vaoiVll). 


Lt: UYtt:l� t:8t:AovT£�, 

T11 (JUmaAnKOT11La TOU )lUOKapbiou. 'Orewe; Kat )It: alliue; avaaToAeie; TWV otaUAWV 

aa e(JTiou , 

)lClO))ltVee; KapblaKt� eq>eOpt:lt:�. 


'OreO)e; Kat )le aAAOue; btuoporeUpt01V1KOU� aVTaYWVtmE� aa t:aTiou, T] AaCHomiVllreptret:l 


va XOpT]yehat )le repoaOXTJ ae aa8evde; )It: aaw8TJ aT118ayXll TJ )It:Ta areo repoaq>aTO 

£)lq>paY)la TOU )luoKapoiou ( A£ret: reapaypaq>o 4.3). Na OlaKOmELat T] aywYTJ at: a(J8£vde; 

reou e)lq>aVl(JaV KapotoYt:vE� shock TJ aTT]OaYX11 (Je aUVLO)lO Sla(11)la )lELa TT]V tvapYT] T11e; 

aywyTJ�· 


H AaatomiVllrep£re£l va XOPllYt:lLat Ilt: repoaoXTJ at: aaE)t;vde; Ilt: T]reanKll aVt:reaPKeta , 

E:1Ct:tOTJ Ilreopd va aUYT]Ot:i.11 avnuret:pTacrtKTJ Opaa11 ( A£ret: reapuypmpo 4.2 �oaoAoyia). 


�t:V ureapxouv aTotxda reou va bt:lXvoUV on 11 AacrtbmiVll Ilt:twvt:t TT]V avoXTJ aT11 YAUKOS11 
TJ OTt auaSEl TOV tAcYXO TWV Ola T]nK<:DV aa8eV<:Dv. 

AUTO 1:0 q>ap)laKO reeptEXCl AaKTOS11· Aa8t:vei� )It: areUvta KAT]POVO)llKa repO ATJ)laTa 

ouaav£Yiae; (JTT] yaAaKLOST] , 

YAuKoST]�-yaAaKTOST]e; ot:v rep£reet va Aa)l aVOUV aUTO TO q>aP)laKO . 


4.5 Alll]A£1tlOpcl(JE1C;)lE clAAa (j)ap)laKEU'TlKcl lIpO'iOVTa Kat cl'AA£C; )lOPG>EC; 

aAATlA£lIiopaol]C; 

LUYXP0VT] XOPTJYTla11 AacrtomiVlle; Ąlt: uUOU� reapayovn;� reou eivat YVO)(JLO on EXOUV 

ureow(JtKTJ bpaaT] reeP1Aa)l aVO)lEVWV TWV aVLtUreepLacrtK<:DV reapaYOVTWV (re.x. 
OtoUPTlnKa,  -abPeVepytKOUe; avaaToAei� TJ ava(J1:OAei� MEA), MVaLat va repoKaA£a€t 

e1Ctnpoa8eT11 UreOTa(HKTJ bpaa11· 

Ta £relm:ba T11� AaatSmlVT]e; aTO reAaC5lla MvaTat va aUą1180uv )It: T11 crUYXpoVll XOPTJY11Gl1 
crt)l£nSiVlle;· 

H AacrtSmlv11 GUVOt£Tat Ile n� repwTetv£�, 
)l£yaAo  aO)lo (>95%). Le 1l£A£Te<; St:v txouv otarel(JLW8ei ClblKa repo ATJ)laTa 
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aAAllA£niopacHI� f..l£ (Juvl18El� avrlUn£PtaCHKoU� napuyovr£� onw� n·x· OlOUPllUKU T] f..l£ 
olyo�iVYj, TOApoU1:af..lioll, pap<papivll. 

'01t(:u� Kat J.l£ UAA£� oroOpOm)ploi.v£� 11 Aa(JlomiVYj, o£v npEn£l va Aaf..lpuV£Tat ąt£ XUf..l0 ano 
grapefruit £n£loi) f..lnopd va f..l£taPA118£i 11 plOom8£01f..lOTllTa Lll�· 

Ć£ KAlV1KE� f..l£UT£� (J£ a(J8£vEi� J.l£ f..l£taJ.lo(JX£U0l1 TOU v£<ppou (JTOU� onolou� XOP11Y£hat 
KUKAo(JnopiVYj, 11 AaCHomiVYj aVETp£\v£ Tll J.l£lWf..lEVY) v£<pptKf] poi) Kat (JnElpaJ.lauKi) 
oli)0l10l1 nou npoKaAEi 11 KUKAo(JnopiVYj. 

H AamomiVYj npEn£l £ni(Jll� va XPll(J1J.lOn01£hat J.l£ npo(Joxi) (J£ a(JO£vd� 01 onOlOt 
AaJ.lPUVOuv (JU'YXPOVW� <pUpJ.laKa nou dvat YVW(J1:0 on EmJ.lllKUvOuv TO QT olU(JUIJ.la, 
onw� avnappU0J.llKU TaSll� I Kat III, TP1KUKA1KU avrlKata8AmuKu J.l£plKa avrHvuxw(J1KU, 
avuplOT1KU (n.x. £PUOpOIlUK1VYj) Kat IlEp1Ka avrll(JTalllV1Ka (n·x. TEp<p£Vaoi.VYj). 

H AamomiVYj 1l£1:aPOAls£Tat ano TO KUToXPwlla CYP3A4 Kat, W� EK TOlnou, aU'YXpoVYj 
xoPi)Yl10l1 oUCHmv nou npoKaAouv 0l1llavuKf] ava(JTOAT] T] EnaywYT] TOU KUToxpmllaTo� 
CYP3A4, IlnopEi va £nllPEa(J£t TO IlE1:aPOA1(JIlO Kat TllV anopoAT] Tll� AaCHomlVYj�. 

4.6 KUllGll Ko:t yaAouXla 

KUllGTt: 
Ynapxouv nOA1) m:;plopl(J�lEva (JTOtxEia ym Tllv a(J<puAEla TTt� AaCHomlVYj� (J1:11V KUll(JTJ. 01 
IlEUn;� (J£ Sma OEV £xouv o£i';El u:paToYEv£0TJ i) otatapaXE� (JTTJV avanTuSTJ (pUnE 
napaypa<po 5.3). 
H Aa(JlomiVYj OEV 80. nptnEl va XPTJCHIlOnOt£hat KU1:a Tll OtapK£m LTJ� KUTJ(JTJ� napa 
Ilovo av 1:0 mOavo o<PEAo� ym Tllll11TEpa avrt(J1:a8Ilis£1 TOV m8avo Kivouvo av£m8ullTJTWv 
£v£pY£lmv Y1a TO t�lPpUO i) 1:0 v£Oyvo. 
00. npEnEl £ni(Jll� va AaIlPaVnat un' 0'1'11 TJ mOavoTllTa ou 11 AaCHomiVYj Ilnopd va 
npoKaU(J£l XUAa(JTJ TWV Adwv lluIKmv lVmv Tll� IlT]Lpa� KaTu Tll olupK£la TOU TOKELOU. 

raAouxia: 
MEAtT£� (J£ sma nou a<popou(Jav TTJV anEKKpl(Jll TOU <papllaKou (JTO yUAa, EXOUV Od�£l OU 
TJ Aa(JlomlVll (T] Ot ll£mpoAh£� Tll�) m8avov va anEKKpivovrat (JTO J.lTJ1:P1KO yUAa. 
H AamomiVYj OEV 80. npEn£l va XPTJCHIlOnOt£hat KaLU Tll olupK£la 1:11� yaAouxia� napa 
1l0VO av TO nt8av6 o<p£Ao-; ym TTJ IlTJTEpa avrwTa81lis£l TOV m8av6 Kivouvo o.v£1ttOuJ.lTJ1:WV 
£v£pY£lmv ym TO v£Oyvo (pAEn£ napaypa<po 5.3). 

4.7 E1tlbpUGU<; (JTTtV lKavoTTtTa oMlYllGll5 Kat XUP1GI·lOU Il11Xavcbv 
Kallio. YV())(JTi). 
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J1POK£lI.U':vOU vu rep00btOptCH£i 11 0UXVOT11'tU TOW uV£retODIl11T(DV £V£PYW:OV (ureo reoM 

cruxvte; tffie; OXt cruxvte;) XP110tIlOreOti]0l1Kuv b£bolltvu ureo KAtVtKte; 1l£)J;T£e; £updue; 

tnu011e; (b111l00t£UJltv£e; Kat Jlll). 

rtu TllV TUætVOJlll<J'll Tlle; cruXVoT11Tue; XPllGtJloreOti]OllKUV Ot reUpUK(lTffi KUVOV£e;: 

reOAD cruxvte; 2: 111 0, 


0uxvte; 2: 111 00 Kat < 111 0, 

OXt cruxvt<; 2: 111 000 Kat < III 00 

0TC(IVt£e; 2: III 0000 Kat <1/1000, 

reOAD 0reUV1£<; <1/10000. 

H A.a0tbmlvy] £iVat cruVi]Offie; KUAU UV£KTO. L£ Op10Jltvu UTOJlU Jlreopd vu £1lq>uvt08oDV 
i]m£e; uv£1ItODJl11T£e; £v£py£t£e;, 01 oreol£e; 0X£1:l(OV'tUt Jl£ Tll YVffi0Ti] TOU q>UPJlUKOAOY1Ki] 
bpU<J'll, T11v re£ptq>£p1Ki) UYY£lOb1U0TOAi]. Amtc; Ot UV£TC18DllllT£<; £vtpY£t£e; (£TCt<J'llJlU0Jl£V£<; 
11£ #) dvat cruvT]8ffi<; reupObtKte; Kat cruvT]Offie; reuptpXOV'tU1 omv cruv£Xi(£'tUl 11 xopi]Yllc:ITJ 
Tll<; A.aGtomtVY]e; 11£ TO iotO 0000AOY1KO 0Xi]JlU. 

LUXVt<; K£q>UA.aAylU #, SUAll # 

DOAD 0reuv1£e; TpOJlOe; 

I:uxvte; Ai00llJlU rrUAJlWV #, mxuKupoiu 
'OXt 0uxvte; Emodvffi01l Tlle; repoureuPxou0W; 

0TT10UYXlle;, AlTC08uJliu, UTC(lTU01l 

'Oreffie; Kat 11£ TOUe; UAAOUe; otUoporcuptVlOlVlKODe; UVTUYffiV10Tt<; U0f3WTlOU 0£ tvu IltKpO 
UptOJlO UTOJlffiV tX£l uvu<p£p8£l £mbdvffi<J'll Tlle; repoureuPXOU0Ue; 0T1l8uYXlle;, 1b1UiT£pU Jl£TU· 
TTlV £VUPæll Tlle; xopi]Y1l01le;. A mo elvat re£pl000T£PO m8uvo vu m)Jlf3d 0£ u00£vcie; Jl£ 
crullTCTffiJlUnKi) l0Xat1l1Ki) KupotOreuO£ta. 
AYY£laKE:; Ol(tTapaXE:; 


Luxvte; 'Eæu'Vll # 


Luxvte; ra0TptKU £VOXAi]JlaTU, VUUTlU 
'OXt cruxvte; Ym:preAu0iu TffiV ODAffiV 

AlaTapaXE:; TOU OEpJlaTO:; Kat T01) 1)1TOOOP101) 10TOD 

Eæuv81l1lU (rr£p1AUJlf3UVOJl£VffiV TOU 
£pu8i]JlUlOe; Kat lOU KV1l01l0D) 
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XOP11YTj(=hIK£ lıacnomiVll napm:TJpTjEhlKav (JTJJlavrlKES £DVOYK£S £1tlOpa(J€lS £n! 'tWV 
Jl£TU-ATJ'tci)V 'tTJs IMT. 

5.2 Cl>apJlaKOKlVTJTLK£<; l010"1"TJ"1"£<; 

H AacnomiVll ElVat oD(Jia Jl£ D\J1TJATj AmoqHAia. 
H AacnomiVll anoppo<paTUl ypTjyopa aAAa 0Xl (J£ Jl£yaAo nO(JocrTo ano 'to ya(J'tp£vr£PIKo 

(JwATjva omv XOPTJy£hat ano 'to (J'tO/1a Kat D<pi(J'ta1:at £K1:£mJlEVO /1£m-OAtcrJlO npWTTJC; 
(hOOOD (J1:0 Tjnap. H anOADTTJ -tOOta8Wt/10TTJm KD/1aivETat n£pinOD (J1:0 10%. Ot /1EytcrT£S 
1tDKV01:TJ1:£S (J'tO nAa(JĲla £1tlTDnaVOVml /1£m#u 30 Kat ISO N::1tTwv. To <papJlaKO 
an£KKpiv£1:at KDpiwS ow. TJnanKOU /1ETa-OAl(JJlOU (noD n£pIAaĳ!-aV£l (JDJl/1£1:0xTj TOD 

KD1:0XPW/1a'tOC; P450 CYP3A4). L1£V Dnapxouv £VOd#£lS on TJ McnomiVll npOKaAd 
£naywy1] Tj ava(JToATj 1:WV TJnUnKWV £vSU/1WV. Ynapxouv 4 KUPIOl /1£1:U-OAlT£e; nOD 

napoucnaSODV UcrT]JlaV1:11 EWs Ka/1iu <pUP/1UKOoDVa�ltKTj opa<JT). D£pinoD 'to 70% TTJe; 
XOpTJYou/1£Vlle; M(JTJe; uno-an£1:at Dno JlOp<pTj Jl£TU-OAlTWV (Jm Konpuva Kat Ta unOAoma 
we; /1ETapOAlT£s (JTU OUpu. 

o /1E(JOS xPOVoe; DnOOmt,ucna(J/10U 1:TJe; AucnomiVlls KDJluiv£Tat Jl£TU#U 13 Kat 19 wpffiv (J£ 
(JTa8£ponotTJJl£Vll Kma(JTU<J11· 

Tu ('}'T)JlUvnKa 'tO#lKoAoYIKa £uPTJ/1ma Jl£ TTJ M(JlomiVll Tjmv UVU(JTpE,!,lJla Kat (JDJlpUTa 
/1£ ne; YVWcrTEC; <papJlUKoAOytKEe; opa(J£ts 1:WV avmYWVt<JTWV TWV OtUUAWV u(JpwTioD (J£ 

u'!'TJAtC; M(J£te;: /1£tW/1EV11 (JD(JmATlKOTTJTU 'tou /1DOKUpOiou Kat Dn£pnAa(Jia TO)V OUA.roV (J£ 
apoupulOus Kal (JKUAODs, Ka8wS Kat OU(JKOtAt01:TJ'W (J£ upoDpaioue;. 

L1£V unTjp#av £vo£i#€le; 'tO#tKT]e; opa(JTJs (J1:TJV UvanTD#TJ /1£1:a uno XoprrYlWTJ AU(JtomiVlls 
(J£ EyKDODe; apoupaious Tj KOUV£AlU. L£ Jlia /1£At1:TJ £niopu(JTJe; crTTJV YOVt/10TT)Ta Kat crTTJV 
avanapuywytKT] lKaVOTTJTU (J£ upoupuiouC;, napuTTJpTj8TJK£ £Jl-pUOTO#tKOTTJ1:a (J£ TO#lK{;S 
yta 'tTJ JlTJ'tEpa Mm:lC;, (JUJl<pWVU /1£ TT)V ava/1£VOJl£Vll <papJlaKOAOYIKT] opa(JTJ 'tWV 

aVTUymVtm:wv 'tWV OtaU/,WV a(J-w'tiou (J't0 JlDO�lTJ'tPtO, £VW UU#TJ(JTJ TTJe; OtapK£t{l(; TT)e; 
KUTJ('}'T)C; Kat OU(JKOAl£S K(l'ta 'tTJ OtapK£tU 'tou 'tOKETOU nUpaTTJpTjOTJKUV (J£ U\J1TJAts M(J£te;. 
Eivat yvw(J'to on 01 uvmywvtcrnĴe; 'twv OIUUAWV u(JP£(JTiou nap£Jl-aivODv <papJlUKoAoYIKa 
(J1:TJv <pU(JtO/,OYIKT] fcenoDpyiu TOU JluoJlTJTpioD KUTa 'tTJ OtapK£ta 'tOD 'tOK£'tOU, /1£ 

anOT£A£(JJla /1£lW/1EVll (Ju(JmATtKOTTJm. 

H Aa(JIomiVll o£v TjTav yOVO'tO#lKT] (J£ Jliu (Ju(J'tOtXiu KDnapwv, (J£ in vitro Kat in vivo 
OOKt/1u(Ji£s' ,:l£V unTJP#£ {;VO£t#TJ oDVTJTlKlle; KUPKlVOYOVOD opa(JTJC; (J£ novriKta. 'Onwc; Kat 
/1£ aUODe; UVTUYWVl(J'tEe; TWV otaU/cwv u(J-£(JTiou, Un:T]p#£ UU#TJ(JTJ crTTJV (JUXVOTTJTa 'tWV 
KUAoTjOwv OYKWV 'tWV ola�lWWV KDnapwv HOV 0PX£WV (J£ Jlia /1£1..tTT) KUPKtVOY£V£<JT)e; (J£ 
apoupUiODe;. Q(J'tO(JO, 01 £VOOKptVtKOi JlTJXavtcrJlOl nou n:t(J1:£unat on £/1nAtKovrat (JTTJV 
npodTJ<JT) um:pnf..{l(Jl.w; 'twv Ola/1£(Jwv KDuapwv Kat aO£VWJlaTWV (JTOV apoupuio, o£v 

tcrxU0DV (J1:0V av8pwno. 
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L£ TOl;lKOAOY1KEC; �£At1:£C; £n:avaAa��avO�£VI1C; 86<J11C;, 1:a £UPTJ�a1:U ma n£tpa�a1:0SWa, 
1:U onoia (J1)<JxnisOV1:Ul �l£ 1:0 npocpiA ampaAElac; 1:11C; Aa<JIOmtVllC; <J1:0V uvepwno, TJ1:UV 
avnmp£n:1:U Kat aV1:UVaKAOU<Jav nc; cpap�aKoouva�lKtc; £1tl0PU<J£lC; 1:11C; Aa<JIOmtVl1C;. 

6. <llAPMAKEYTIKEI: I1AHPO<llOPIEI: 

6.1 KaTaloyoe; JiE TU EK&OXU 

6.2 AO"uJiAUTOTllT£e; 

Ka�ia yvw<J1:TJ 

6.3 AuipKEta sUBle; 

6.4 I&talT£pEC; 1tpocpulaBE1C; KUTa T11 qr6luS11 TOU rrpoi:ovToC; 

Ta bl<JKla ea np£7t£l va np0<JTU1:£UOV1:at ano 1:0 11ltaKO cpwc; Kat va acpatpouv1:at uno 
TO blister 01:UV npOK£l1:at va XP11<JIIlOnOt11eOUV. 

L£ n£pimw<J11 nou 1:0 OO<JOAOytKO <JXTJ�a ananEl Tr] ATJ\fI11 �t<Jou Ol<JKIOU 4mg, TOT£ 1:0 

aXPTjolllOnOl11To TJIll<JU 1:0'0 bl<JKtOU nptn£l va cpuAaX1:£l �t<Ja <J1:O blister 1:0'0 Kat va 
XP11<JlllonOl11ed �£<Ja <J£ 48 ffipEC;. 

6.5 <ll1)0"1l Kat O"UO"TUTlKa TOU m:pltKTll 

BAtn£ oO<JoAoyia Kat Tponoc; XOPTJY11<J11C; 

6.7 KaTox0C; 'tllC; a&£luc; KU KlocpopiuC; 

7. API0MOL A-EIAL KYKAO<IJOPIAL 

8. HMEPOMHNIA THI: ANANEQI:HI: THI: AAEIAI: KYKAO<llOPIAI: 

9.HMEPOMHNIA THI: (MEPIKHI:) ANA@EQPHI:HI: TOY 
KEIMENOY 
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2. 	 To ipUAAO OOT\')'tWV ,),lO. TO Xpi'\O'TT\ ipUPfJUKEl.lTlK<OV npo"ioVTO)V no'\) m:ptEX°'\)V 

OpUO'TlKO O''\)O'TUTlKO LACIDIPINE Opi.£TUl O)/ E0i'\/ : 

<l>Y AAO O%HrHIN rIA TO XPH:r.TH 

1. llPOI:%IOPI:r.MOI: <l>APMAKEYTIKOY llPOIONTO:r. 

1.1 	 Ovopa(Jia: 

1.2 	 EvvOtXJ1J: LJ.po.crrl1dl OUOto.: Lacidipine (Aa0'l6mtVl)) 

'EKooxo.: 


1.3 	 lPapP(J.I(oTCXVlIOl popqni: 

llE:P'E:ICTI1((Jr1]To. (JE: opa(JTlIal oV(Jfa: 

Ka8£ OlO'KtO 1C£PltX£l 2mg, 4mg it 6mg lacidipine. 

1.5 	 llE:Plfpaqnl-EV(JI(waCJia: 

1.6 	 lPappal(oOE:pmfwTlIol 1((J.T1Jyopia: 

AV1tU1C£P1:0.01KO/o.vraywvlO'1:its 610.UAWV o.oPW1:tou. 

1.7 	 YndJljuvOt; KUKAocpopia<;: 

1.8 	 IIapa(Jl(E:va(JTJjc:;: 

TI llPEllEI NA rNQPIZETE rIA TO <l>APMAKO llOY I:Al: XOPHrHI:E
I: AI: 

Ot 1CA1)pO<.popi£S o.ULOU LOU <.pUAAo.oiou o.Vo.<.ptpOVlat fJOVO 01:0 (J1)')'KEKPt/l£VO <.papfJo.Ko. 
Do.paXo.AOUfJ£ Olo.pa01:E Ltc; npocH:KuKa. 00. Oo.s OWOOUV cr11/lo.VltK£S nA1)po<.popi£S, o.Ua 
o£v Imopouv va cro.s LU £srl'Yitoouv OAo.. Eav £X£l£ KanOl£C; £PU)lito£ts ij o£v dcrT£ 
OiYOlJPOl "(W Kan, PWLijCH£ 1:0V to.1:PO ij 1:0 <.po.pJ.1a.K01WtO Oo.s· 

2.1 	FE:Vll(ic:; llJ..qpOlpOpit:c:;: 

H Ao.O'lomiVl) £ivat tv as £KAEKnKos lO'XUpOS o.Vlo.YWVtCHits 1:WV OWUAWV o.crpw1:iou 1:WV 
Aciwv fJlJ1Kwv tVWV 1:WV o.yy£iwv Kat KUpiws 1:uN upnlPtoAiwv. AUTij 11 EVEPYEto. Ex£t wS 
o.nOlEAEOfJa. 1:1) fJctW011 1:WV n£pt<.p£ptKWV o.v1to1:ao£wv 01:1)v KUKAo<.popio. Kat nTWO'l) 1:11S 
a.P1:11pt(1.J(l1S mto£ws· 
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2.2 Ew5eiqw:;: 
EVOElKVUlat yta HI O£ponEio T1']Ø un£pm()1']Ø ÙlOVO lOU i] ()£ ()1)VOUO()ÚO ÚE UAAOUC; 
oVllunEpmmKOUØ nopUYOV1EC;, nEpIAoÚPOvoÚtvrov TroV P-OOPEVEPYIKWV OVO()lOl,£rov, lrov 
OlOUp1']llKWV Kat lroV OVO()ToA£rov MEA. 

2.3 AVTeV&iqel(;: 
A VT£VOEiKVUTat ()E 0()8EvEiC; Ú£ unEpEUow01']()io ()E onOlooi]nOlE 01£0 10 ()1)()TOnKU lOU 

npo"i6vlOØ i] ()£ aAA£C; orooponuplOlv£C;. 

Eni()1']<; ()£ ()l£Vro()1'] OOPli]<;, KU1']()1'], yo/,OUXio. No Ú1']V xp1']mÚOnOlEh01 Y10 Ola()T1']ÚO EVOC; 

Ú1']vo<; ÚEla 01£0 £Ú<PpOYÙlO TOU ÚuoKopoiou. 


2.4 ElI5udC; 1fPOrpVJ..a.qelC; 1(0.1 1fPOE:u501fOnjaelC; KOTa. Tll XPQlJll: 
2.4.1 FE:vl/ca. 

H AamomtVl'] 00 nptnEl vo xp1']mÚOnOlEhat ÚE npo()oxi] aE O()OEVEt<; ÚE npoDnapXOU()EC; 
OlULUpOXt<; ()11'] OPO()llKOT1']LU lOU <PAEPOKOÚPOU Kat lOU KOAnOKOlAtaKOU KOÚPOU Kat 
YEVIKU aE O()OEVE.i<; W Olompoxt<; 11']<; KOP010Ki]<; OyroYlÚOT1']TO<;. 

H Aa()lomiVl'] nptnEl vo xp1']mÚonOlEhat ÚE npoaoxi] ()E O()OEVEiC; ÚE ()1)YY£vij, i] 
lEKÚ1']P\())Útvo EniKl1']l1'] £1tlÚi]KUVGl'] lOU QT olomi]ÚoTO<;. 
H Aa()lomiVl'] nptn£l Eniml<; VO xp1']mÚonOl£hat ÚE npo()oxi] ()E O()OEv£l<; 01 on010l 
AOÚÛUVOUV ()uyxpovro<; <papÚOKO nou £lvat yvro()la on £mÚ1']KUVOUV 10 QT Ola()T1']ÚO, 
onro<; OVTIOppUOÚlKU laÜEroc; I Kat IlI, lP1KUKA1KU OVllKomOAmllKU, ÚEpIKa 
OV1Hl'uxromKu, OVTIPlOllKU (n.x. EpUOpOÚUKiVl']) Kat ÚEp1Ka ovn"i()mÚlVIKU (n.X. 
lEP<P£VOOlVl']). 

LE uyu:;(<; EOEAOVT£C;, ()E oaO£v£i<; Kat ()£ npOKA1vIKtc; Ú£A£lE<;, 1'] AO()lOmlV1'] o£V ovtmElAE 
1:1'] ()1)()10AllK011']10 1:0U ÚUOKOpO(OU. H AomomlVl'] 00 nptnEl vo xp1']mÚon01Ehat ÚE 
npo()oxi] ()£ O()OEVEiC; Ú£ ÚElroÚtVE<; KOpotaK£<; E<PEOpElEC;. 

H AomomlVl'] nptnEl vo XOPllYEhat ÚE npo()oxi] ()£ oaOEVEiØ ÚE oal00i] ()1:1']Ouyx1'] i] Ú£lU 
ono npoa<p01:o tÚ<ppoyÚo TOU ÚuoKopoiou (pA£nE Kat 2.3 AVTEvoEiÜElC;). No oWKonTETat 
1'] oyroyi] aE O()OEvEiC; nou £!,l<puvmov KOPOlOYEV{:C; shock i] m1']Oayx1'] ()£ ()UVTOÚO 
OlU()T1']ÝO ÝETU l1']V £vopÜ1'] T1']<; oyroyi]C;. 

H AoalOmlVl'] nptnEl vo XOPllY£lTat Ú£ npo()oxi] ()£ oaO£vEic; ÚE 1']nonKij OVE1t<XPK£lU, 
£nEloi] Ýnop£i vo OUÜ1']OEi 1'] ovnDn£pm()tKll OPU()1'] (pA£n£ 2.6 C1oaoAoyio). 

C1EV umipxouv ()TOlXEio nou vo oEixvouv on 1'] f,.cwlomiVl'] Ú£lWVEl l1']V ovoxi] ()11'] YAUK6t;;1'] 
i] on OAAat;;El lOV tAEYXO Trov OlOÛ1']nKWv O()OEVWV. 

AU10 lO <PUpÚOKO n£pltXEl AOKT6t;;1']. A()OEvEiC; Ú£ anuvlU K/,1']pOVOÚlKa npOpA'lwmO 
OU()OVEÜtOC; aTl'] YOAOKTOt;;1'], oVEnUpKEto<; Tl']<; Lapp AOKTUGl']C; i] ou()onoppo<p1']Gl'] 
yAuKOST]<;-YOAOKTOs1']<; o£v nptn£l va AoÚpavouv oUT6 10 <pUpÚOKO. 
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2.4.2 KVl1(}TI Kat yoJ.ODXia 

Ki)'flOTJ: 
YTUiPX01)V reOAU m:plOptcrllEVa cr1:otxda yta 'tTlV ampaAEta '[11'; Aacrtbmhllle; m::TJv KUTJcrTJ. Ot 
JlEAE'[£e; crE t;ooa bEV EX01)V oEis,Et '(EpaWYEv£crTJ ij Ota'[apaxte; C51:TJV avare'(us,TJ· 
H AaCHbmiVTJ bEY fla repbrEt va XPTJCHJlOreOtEi'(at Kata '[TJ btapK£ta '(TJe; KUTJGTJC; reapu J.lOVO 
av W mflavo O<pEAOe; yta Til 1ll],(Epa avucrmflJlit;Et '(ov mflavo KivbUVO av£mfluJll]'(wv 
EVEPYW:DV yta '(0 tIlPP1)O ij '(0 vcoyvo. 

ea repEreEt EreiGTJe; va AaJlVaVEmt ure' O\)ll] TJ m8avo'(l]'(a o'(t TJ AambmiVTJ JlreopEi va 
repoKaAEcrEt xaAacrl] '(wv AEiwv l·m"iKoov woov '(l]e; Ilij'(pae; Ka'(a '(TJ blapKEta '(01) WKEWU. 

rUA01)XlU: 
MEAE,(Ee; crE t;ooa reou a<popoucrav '(l]v aretKKptcrl] wu <papjlUK01) crw yaAa, txouv bEiSEl OU 
TJ A.acrtbmiVTJ (ij at IlE'[aVoAhEC; '(l]e;) mOavov va areEKKpivov'(at crw jlTJ,[PIKO yUAa. 
H AaCHomivTJ bEV 8a reptreEt va XPl]crtjloreOlElcat Ka'(a '(TJ olapKEla '(l]C; yaAouxiac; reapa 
J.lOVO av W m8avo O<PEAOC; yta '(l] IlTJ,[Epa avucrmOjlit;Et wv m8avo KivbUVO aVEmfluJ.l TJHOV 
EVEpy£tOOv yta W vcoyvo. 
2.4.3 Xplj(Jl1 (Je 7fau5ui 
L1EV ureapxn Ejlrenpia yta '(l] xpijcrTJ '(l]e; AamomiVTJe; O£ reatblu. 

2.4.4 E7flopa(Jw; (JTl1v IIcavOTl1Ta ooljYl1(Jl1C; Kat Xelpl(JJlOD Jll1xaVWv 
KaJlia yvwcr'[ij. 

2.5 A))'l1Ae7flOpa(Jw; JIG riJJ.a qJapJlaKa tj OD(JieC;: 
LUYxpOVTJ xopijYTJOTJ AambmtVl]C; Jl£ UAAOUC; reapaYOV'[EC; re01) £iVat yvwcr'[o OU EXOUV 

ureo'(amKij opaGTJ reEpIAajlVaVOjltvwv '(wv avuum:p'(acrlKoov reapayoV'(wv (re.x. 

OlOUpTJUKa, Kat p-abpEVEpyIKOUe; avacrwA£ie; ij avao'(oA£i.c; MEA), buva'(at va 

repoKaAEcr£t £mrepoo8£'Cl] ureommKij bpaGTJ. 

Ta Ereire£oa '(l]C; AamomiVTJe; ow reAucrlla ouvamt va aus,TJ8ouv Jl£ '(l] cr'6YXPOVl] xopijYTJoTJ 

crljlEUOl.VTJ<;· 


H AumomiVl] (J1)VOE:£mt jlE nc; repw'(Elv£<;, aApoujliVl] Kat al-OSUYA1)KOrepW,(ElVTJ, crE 

JlEyCtAO paellO (>95%). I:E jlEAE,(£C; o£v EXOUV otamcr'(w8£i ElotKCt repopA1lJla'(a 

aAATJA£reiopacrTJC; JlE (1)vi10£1e; aV'(tUreEp'[ucrlKouc; reapCtyov'(£c; orewe; rr·x· OlOUPl]UKCt r, ġt£ 

btyos,iVl], wApo1)mjliol], pap<papl.VTJ. 


H AamomiVl], o£v repErrn va AaIlPav£'(at jlE X1)jlo areo grapefruit £re£tor, jlreop£i va 

ll£mVAl]eEi TJ plOoWO£mJlo'[l]'[a '(l]C;. 


I:E KAtVtKEe; Jl£AE'(£e; O£ acrOEvEie; jl£ jl£mjlOoXEUGTJ W1) v£<ppou cr'(01)<; oreoiouc; xopTJydmt 
KUKAOOreopiVl], TJ AamomiVl] aVE,[pE\)IE '(TJ jl£lWJl£Vl] V£<PPlKij por, Kat OreEtpajla,[lK"ij 
Olr,OTJGTJ reou repoKaA£l l] KUKAocrreopiVl]. 
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IJe 1Cepi1CTWIJ1j 1COV 1CapaJ.ebpCTe va m:1pCTe 

l.\l.\YEn-E4250-13/2 
(240) 

1:UJ.11tTW J.1UTU 
Ta UVUfllOVOJ.lCVa O'UJ.ln'H.Dfla'La Oa ll'LaV napa'LlOLaW:VT] nlOpUplOpU<ll aYYlOlOOlaO'LOAll J.110 

UnOLaO'11 Kat 'LaxuKapoia. BpaOl)KapOia ll napU'LaO'11 111S KOAnoKOlAlUKi]S ayroYIJ.lO'L11LaS 
OlOroP11LlKU J.lnopd va lOfl<pavlO'80uv. 

0lOpum:iu 
ßlOV DnUPXH €lOlKO aV1iOoLO. I1pEn€l va lO<papJ.l0O'Oouv La YlOVIKU J.lE1pa lOUYX0l) 'L11S 
KapOlaKi]s AlOlLOupyias Kat Ka1aAA11Aa DnoO'111pIKLIKU 8lOpanlOD'L1KU J.lE1pa. 

TIJ1. KivTPOV ilIJAIJTIJpU1IJewv: 2107793 777 

2.8 	 Tl 1Cpbw va yvwpii;eTe 

KO:1CO/a &hIJl: 
Euv np£nH va AaflPUV€LlO 10 <puPJ.laKO cruVlOXWS Kat napaA€l\jJlO1lO J.lia 86cr11, npEnlOl va 
nUplO1lO 'L11 860'11 aD'Lll 10 LaXU1EPO ODVaLOV. Euv, lOV LOUL01S, nATJO'lut;H TJ wpa ylU 1TJV 
moJ.l€V11 MGT], J.lTJ j,ap€1:€ 'LTJ 860'11 nOD napaAt:l\jJaLE, aAW (J1)VEXicrTE KaVOVIKa 1TJ 
OEpUn€la. 

2.9 	 AVe1Cl8uflIJTer:; eViP),eler:;: 
I1pOKHJ.lEVOD va npocrolOpIGL€l TJ (J1)XVOeTJ'La nov aVlOTClOUJ.lTJerov EVEpYEIWV (ano nOAu 

cruXVES Ewe; 0XI cruxvES) XPTJO'lJ.lOnOlllOTJKav 8lO00J.lEVa ano KAIVIK£S J.llO},£TES EDplOias 

EKLacrTJS (8TJJ.l00'llODflEVlOS Kat J.lTJ)· 

rlU TTJV LaàtVOJ.l11O'TJ TTJS cruxvo'LTJ'Las XP11O'lJ.lOnOlllOTJKaV Ot napaKaTro KavovES: 

nOAD (J1)XVES 2: III 0, 


O'DXV£S 2: 11100 Kat < III 0, 
0Xl cruXVES 2: II J 000 Kat < J 1 J 00 
O'naVlES 2: ]IJ 0000 Kat <]/1000, 

nOAD (JnuvtlOS <l/l 0000. 

H j.aO'lomiVT] £lvat crl)V1'l9ros KaAu aVlOKT1l. I:lO oplO'J.lEva UlOJ.la J.lnoplOi va lOJ.l(j)avtO'Oouv 
llTCllOS avmt8UJ.lTJ'LlOS lOV£PYEtES, Ot onoiES O'XETisOVLal J.lE T11 yvrocrTll lOU <papJ.laKoAoyuGl 
OPUO'11, TTJV m:pt<plOptKll aYYH081aO'1:0),ll. Al)'n�s 01 aVETCl8uJ.l111lOS CVEPYEtE<; (ETClGT]J.lacrJ.l£vlOS 
J.110 #) £lvat cruvijOros nap08tKES Kat crl)vijOros napEPXOVTat OTav (J1)VEXit;ETat TJ XOPllYTJO'TJ 
111<; AacrtotniVT]S J.110 LO i810 80O'OAoytKO O'Xllfla. 

I:DXV£<; KE<pa),aA yia #, t;aATJ # 
I10/cD (JnUVtES TpOJ.lOS 
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llL'lYEn-E4250-13/2
(240) 

E1tl6£ivcoa11 l11e; npovnapxouaae; 
L1110a'YX11e;, AtnOOUllia, un61aa11 

'OnCOe; KUl Il£ lOUe; aAAOUe; 61v8ponuPlv161V1KOUe; aVlaycoVtal£e; aapEa110U a£ tva 1l1Kp6 

aplOll6 U16IlCOV EX£l avwj)£pOd £1tl6£ivcoa11 l11S npovnapxouaw; a1i]OaYX11e;, l6tai1£pa IlE1a 
T11v apxi] l11S Xopi]Y11a11e;· AU10 dVUl n£ptaa61£po 1tl9avo va (JUIlPd a£ aaO£vdc; 11£ 
(JUlln1collanKi] taXUllllKll Kap8tOnaO£ta. 
AyyeulKtc; OUlTapaxtc; 
LUXVtC; 'Eàmjfl1 # 

LUxv£c; LlOllaXtKi] 61ampaxi], vaulia 
'OXl auxv£e; Yn£pnt.aaia TOW OUACOV 

AtaTapaxtc; TOU otpJIaTOC; Kat TOU U1l000PlOl) taTOU 

EàaV011lla (m;pt/,aIlPaVOIl£VCOV lOU 
£puOi]llalOS KUl '[OU KVytaIlOD) 

Lnavt£e; Ayy£tOoi811ßLU, KYi6COa11 

AlaTapaxtc; TWV v£q>pWV Kat TWV Oupoq>opWV oowv 
LUXVtC; DOAuoupia 

revIKtc; otaTapaxtc; Kat KaTacrTam:1C; TllC; 0(01) xoPItYTJ(HIC; 
LUXV£C; EàaaOEvlayt, 01811110. # 

llapaKAlvlKtc; eFZTu(JelC; 
LUXVtc; A vaalp£'V1Illl aUàl1all 111C; aAKaA1Ki]c; 

<pcompaluaytc; (Ot KAtV1Ka aytllavnK£S 
aUàIta£tC; laàlVolloDV1Ul coe; 6Xl ouxvte;) 

Mllv aY11ouxi]m:u; 11£ amov 10V KU1:aAoYo nov aV£1tlSUllll1COv £V£pyClWV. D1SaVa}e; va Il11V 
napOU01ao£'[£ Kallio. an6 amts. Enio11e;, nEl't£ 010 YtU1p6 oae; onOt06i]nol£ £V6XA11lla 
napa111PYtO£1£ KUl nou 6£v n£p11l£VU1£. 

2.10 Hf/£pOjUIVia J..Jj)11C; TOD npoiOvToC;: 
Mll XPl1011l0nOtcln; 10 npoi:ov IlETa l11V 111l£pOIl11vi.a nou avaYPU<pETUl 0'[11 (JUoK£uaoia 
lOU. 

2.11 Iblainp£c; npotpDJ..o.�£I(; I'la Trf tpvJ..a)lJ TOV npofovTOC;: 

To. 610Kia So. nptnCl va npoo1Ul£UOV1Ul ano 10 l1/,taKO <pcoe; KUl va WPUlPOUV1Ul ano 10 
blister 61av np6K£t1Ul va XPll011l0nOlllSoDV. 
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JlE ne; ObYJyiES nou aa;; MOYJKav. 

Kat avnnpoaronot unOXP£OUVWt yta TIlv 

�-------------.-- .---------�-

KaAun:PlJ aapaA£ta KpmaLE papJlaKa JlaKpla 

KOIVOTTOil]CJI] 

ATTooiKTES Yla EvtpYEIO : 

t::.t::.YEn-E.4250-13f2 
(240) 

L.:E reEpirC1roaYJ reou 10 boaoAoytKO axilJla arearr£1 "CYJ AiI\jJYJ JllGO'0 blaKiou 4mg, "CO"CE 10 
aXPYJatJlonotYJ"Co ijJltau LOU blGK10U Jlreopti va Q)1JAaX"C£1 JlEaa aLO blister lOU Kat va 
XPYJalJlOnOlYJOEt JlEaa aE 48 ropE;;. 

<DUA.UaaE"Cat JlaKpHl areo "Co. natbui. 

2.12 HJlepOJl1Jvia TeAeVTaiac; ava()eWp1J(J1JC; ipVM.OV 001J'Y1WV: 

-

3. nAHPOfl>OPIEE rIA THN OP00AonKH XPHEH TQN fl>APMAKQN 
• To <.papJlaKO au"Co LO Eypa\jJE 0 yta"Cpo;; aa;; JlOVO Yla "Co auYKEKP1JlEVO ta'rp1Ko aa;; 

npo½AYJJla. ¾EV npEn£l va LO bivELE aE aAAa alOJla ij va LO XPYJatJlOn01ElLE yta KanOta 
aAAYJ na8YJaYJ, xropis npoYJyoUJl£vro;; va EXE"CE auJl½OUA£u8d "Co Yla"Cpo aas. 

• Eav Ka"Ca "CYJ btapK£la "CYJ;; 8Epan£1a;; EJl<.paVtaOti KanOlO npopArIJla JlE LO q>aPJlUKO, 
EVYJJlEproa"CE LO yta"Cpo aa;; ij LO <.papJlaKOnOlo aw;. 

• Eav EXE"CE OnOtabijno"CE Epro"CYJJlanKa rUpro uno n;; nAYJpo<.popiE;; nou a<.popo'0v aLO 
q>aPJlaKO nou AaJlPaVE"CE ij XPE1a¿£(J"CE KUA'0"CEPYJ EVYJJlEproaYJ Y1a LO ta"CPlKO aas 
npo½AYJJlU JlYJ bl(J1;aa£LE va ¿YJ"Cija£L£ ns nAYJpo<.popiEe; uu"c£e; uno LO ylU"CpO aa;; ij LO 
<.papJlaKOnOlO aae;. 

• rta vu dvat ureOLEA£aJlanKO Kat ua<.paAte; "Co <.paPJlUKO nou au;; XOPYJyijOYJKE 80. np£nEl 
va AaJlPaVELat a'0Jl<.prova 

• rta "CYJv Ua<.paAEta Kat "CYJv uy£1u au;; EiVat anapahYJlO va btaPaa£LE Jl£ npoaoxij KaO£ 
nAYJpoq>opia ltoU a<.popa aLO <.paPJlaKO nou aas XOPYJyijOYJKE. 

• MYJ btaLYJP£1n: La <.papJlaKa a£ EpJlapla 10U AOU1P0'0, blon YJ ¿Ea1YJ Kat YJ uypaaia 
Jlnopd va La aAAOlroaouv Kat va 10. KaWG1ijaouv £JTtpAaPiI yta TIlV urda aae;. 

• MYJv KpaLaLE <.papJlaKa nou bEV W Xp£la¿£(J1E iI nou txouv ijbYJ AiIÀ£t. 
• flO. 	 OAa La ano La nalb1a. 

4. TPOnOE AIA0EEHI: 

To <.papJlaKO XopYJYEhat Jl£ taLP1Kij auvwyil· 

3. 01 blKatO'0XOl E<.papJloyij TIl;; avroLEpw 

EYKUKAtOU. 

4. KaLOJTtV "Cwv avwLtpw na'0El va lGxUEl YJ EYKDKAlO;; JlaS Jl£ ap. 76844/26-11-08 

: 
ET.1. BOEHRINGER INGELHEIM EI\M"i.. AE H .ll.INTPIA AYEn 

EAAHNIKOY 216777 EMHNIKO 
2. 	GLAXOSMITHKLlNE AEBE 


I\. KH<t>12:1A"i.. 266 XAAANllPI15232 


2. rEE8A1llyr 
t\. Mwoy£iwv 136 
155 61 A8Ava 



'EvWOIl <l>apÏaKoTTolwV 
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3. 	 Yrr. Epyaoiae:; ATTaoxoAllolle:; & KOIVWVIKÎe:; npoowoiae:; 

r EVIKÎ r paÏÏOT£ia KOIVWVIKWV AmpaAioEwv 

11/voll Ao<poAIOIle:; AoStvElae:; & MIlTPOTIlWe:; 

Lwoiou 29, 101 10 ASÎva 

(ÏE Tllv TTapoKAlloll £vllÏtpwolle:; TWV Ao<paAIOTlKWV 

TaÏ£iwv TTOU TTaptxouv YYEIOVOÏIKÎ nEpiSaAlIJll) 


4. 	 navEAAÎvlO larplKo LuAAoyo 

nAOUTOPXOU 3, 106 75 ASr'\va 

(ÏE Tllv TTapoKAlloll EVIlÏtpwoll TWV 

TOTTlKWV larplKwv LuAAOywv H]e:; xwpae:;). 


5. 	 nav£AAÎvla 
Kopu<1l 6, 117 43 ASÎva 

6. 	 nav£AAr'\vlo <l>apÏaKEUTIKO LuAAoyo 

n£lpOlWe:; 134 & AyaSIlÏtpou 

118 54 A8r'tva 

(Ï£ Tllv TTapoKAlloll £VIlÏEpwOIle:; TWV 

TOTTlKWV <l>apÏaK£UTlKWV LuAAoywv Tile:; xwpae:;) 


7. 	 nav£AAr'\vla 'Evwoll <l>apÏaKoTTolwV 

NOOIlAEUTIKwv 10pUÏOTWV 

MlxaAaKoTTouAou 99, 11527 ASr'tva 


8. 	 lKA-<l>apÏ/Kri YTTflPwia 

Ay.Kwv/vou 8,102 41 A8Îva 


9. 	 orA Kl\oooe:; <l>apÏaKEUTlKr'te:; n£pi8aAlIJlle:; 

naTrjOiwv 30, 106 77 ASÎva 


10. 	 OiKOe:; NauTOu nElpOlWe:; 
K.naAOIoA6you 15 


18535 n£lpaloe:; 

11. 	 OiKOe:; NaCHou ASÎvae:; 


rAauenwvoc:; 2 & narlloiwv 

10677 A8r'tva 

KtVTPO 11IlAIlTIlPIOO£wv 

NOOOKOÏ£io naiowv ''n& A. KuplaKou" 

11527 rouoi 

J 13. L<l>EE 
I\. K'l<p1oiac:; 280 & AYPlviou 3 

152 32 XaAdvopl ATTIKÎe:; 
14. 	 nav£AAÎvla "EvWOIl <l>apÏaKoÐloÏ'lxaviac:; 

l\oÏlIJa 7, 115 24 AÏTT£AOK'lTTOI, ASr'\va 
15, LuAAoyo AVT/TTWV <l>apÏaKEuTIKWV E,owv & EIOIKOTr)TWV 


Oooe:; Tarofou 

180 XAÏ. E8vIKÎe:; ooou AS'lvwv-l\aÏiae:; 

146 10 N. EPY8PAIA 


16. 	 l1£ATlo AyopavoÏiae:; 
nav£TTloT'lÏiou 42, 10679 ASr)va 

17. 	 TEBE - <l>apÏaK£uTIKtc:; YTTflPWiEC:; 
Ay. KwvoravTivou 5 


103 51 A8HNA 

18. 	 Mil ÏtAil LuAAOywv 


(OTTWC:; 0 TTivaKac:;) 


ErnTEPIKH bIANOMH: 
1. 	 /1./vOil AÑloAOYilOIlC:; npoToVTWV 


r paÏÏOT£ia A' TlJrII-JOTOC:; ETTIOTlljJoVIKou LUjJÐouAiou EYKpio£wv 

2. 	 !:Jvolll1/Kwv YTTllpwlWV EM:yxou npOTOVTWV 


TÏr)lJa 'EKoOOIlC:; & Kwo. ATT0<P00£wv 

3. r paÏÏaT£ia l1£uT£poÐaSjJlou ETTIOTIlÏOVIKou LUÏÐOUAiou 
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