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.t./VOf"] .t.IOIKf"]TlKWV YlTf"]PWIWV EAtyxou IlP0"iOVTWV 

IlArlPo<popiE<;: E. XANTZH 

Tf"]AECPWVO: 210-6507200 


ErKYKAIOr - AIlOCl>ArH 

0EMA: Ka80plolJo<; IlEpfAf"]41f"]<; XapaKTf"]ploTIKWV TOU IlP0"iOVTO<; KOI <t>uMo OOf"]Ylwv Via TO XP�OTf"] 
cpaplJaKWTIKWV rrp0"iovTWV rrou rrEpl£XOUV OpaOTIKO OUOTOTIKO NITRENDIPINE 

'Exovu:<; urr041f"]: 
TI<; OIOTOoEI<; Tf"]<; KOIV�<; YrroupVIK�<; Arrocpaof"]<; .t. yr3 (a) 8365712005 "I1Epl EvapjJovlof"]<; Tf"]<; 
EMf"]VIK�<; NOjJo8wfa<; I-.IE Tf"]V aVTfoTOIXf"]. KOIVOTIK� OlOV TOjJ£a Tf"]<; KUKAocpopia<; 
....................... TWV cpapjJaKWTlKWV rrp0"iovTwv, rrou rrpoopiāOVTOI Via av9pwTTlvf"] XP�Of"]", 

B) Tf"]v urr' apI8jJ.: 8673/2/29-1-2009 Arrocpaoll Ilpo£opou .t.VEOll> (<t>EK.253/13-2-2009) "IlEpf 
lJ£TaBiBao f"]<; apjJooloT�TWV OTOU<; .t.lw8uVT£<; TOU EO<t>" 

V) Til rVWIJOTEUOf"] TOU ETTlOTf"]IJOVIKOU l:UIJBOUArOU EYKpioEWV ap.¢- 41/10-2-06 

A Il O Cl> A rIZO Y  M E  

1. 	 H IlEpiAIl41f"] XapaKTilP10TlKWV IOU IlP0"iOVTO<; cpapjJaKEUTlKWV rrp0i"ovTWV rrou rrEpl£XoUV 
OpaOTIKO OUOTOTIKO NITRENDIPINE, OpiĂETOI w<; Eo�<;: 

nEPII\H'I-'H TON XAPAKTHPlrTIKON TOY npo"ioNTor 

1. ONOMAI:lA TOY <PAPMAKEYTIKOY rlPQ'iONTOr 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 
Eva oloKio 10mg TTEPIEXEI 10mg nitrendipine 
'Eva oloKio 20mg TTEPIEXEI 20mg nitrendipine 

ria TOV rrArlP'l KOTaAoyo TWV EKOOXWV I3A. rrapaypacpo 6.1 

3. <PAPMAKOTEXNIKH MOP<PH 
b.loKio 

A6HNA, 19-6-09 
AP. IlPOT.: 44728 
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4. KAINIKEI: nAHPOCJ)OPIEI: 

4.1. 0EpaTT£uTIKi& EVOEi'EI& 

YrrtpTOoll 

4.2 (oO'oAovia KOI Tp6TTO& XOP)VI"JO'I"J& 

4.2.1 

H 8EparrEia rrptTw va E¾OTollrKEuETOI avo'Aoya IlE Til ¿apuTIlTO Tile; vooou oE Ko8E 

rrEpirrTworl¾ExwprOTo. 

Av OEV tXEI OpioEI aMrwe; 0 IOTpOe;, E<papIlOÀOVTOI 01 aKo'Aou8Ee; ooao'AOYIKte; 

KOT£U8UVTÁPIE<; ypallllt<;: 


• 1 oloKio VlTpEVOlTTiv'1<; 10mg ouo cpopt<; Tllv 'lll£pa (rrpwi KOI ¿poou) Á 

• 1 oloKio vlTpEvomivll<; 20mg 1 <popo Trlv '1lltpa (rrpwO. 

Av arralTOUVTOI U4J'1'A6TEPE<; OOoEIe;, Eival OUVOTÁ '1 aTOolaKÁ au¾'1o'1 T'1<; '1IlEP'1oiae; 000'1<; 

aE 1 x 2 oloKia vlTpEvomiv'1e; 20mg, (TO rro'Au 40mg VlTpEvomiv'1 ouvO'AJKO '1jJEP'1oiw<;). 


cr'w T]7rap. Eno!1eVIDS cruvlo"'rU'W1, 01 ucr8EVc1S !1e TJnunKl'J 
oucrACllOupr1U vu SeKlVOUV 'tTJ 8epundu !1e TTJ XU!1TJAO'tepTJ ouvu't¦ oocrTJ (Smg V11:peVOl7rlVTJS = ] /2 
o1mcio V11:peVolmvTJS lOmg ITJf.li;pu), !1e npoo"£KnKl'J nupuKoAOu8TJC>TJ 'tTJS KAlVtKtlS uv'tunoKplO"TJS 
!1LaS Kat 'to uvnunepnlCHKO unO't£AeO"!1U lOU <pUP!1UKOU !1nopel vu eiVat mo evTOVO Kat 
nupUTe'tU!1evo. 

2:£ a.cr8EV£tS !1e !1elffi§TJ V£<PP1Kl'J AetlOUpriu OEV unut't£hat 10LahepTJ npoO"up!10r¦ 'tTJS 
000"0 Aorius. 

4.2.2 
To olaKio KOTarrivETOI KOTO Kav6va Of...OK'A'1PO jJE 'Aiyo uypo JJa*i JJE XUJJo grapefruit) 
jJETO TO YEujJOTa. 

o 8Eporrwv JOTpO<; 8a Ka80pioEI T'1 OlopKEla T'1<; 8EparrElae;. 

H £vai08IlT'1 aTo cpwe; opaaTIKÁ ouaia TWV oloKiwv rrpOOTOT£UETOI arro cpuMo ahoulliviou. 
rra aUTO TO hoyo, TO oloKia So rrptm:1 va a<palpOUVTOI arro T'1 auoKwaoia TOUe;; ajJtawe; 
rrplv arro T'1 XpÁo'1. 

4.3 AVTt:vi5d'E I& 

H VlTp£volTTiv'1 OEV 8a rrptrrEI va XOP'1y£iTOI: 

oE aoSEv£ie; IlE YVWoTÁ urrEpWal08'1oia oT'1 VlTpEvolTTiVIl 
oTIl OlopKEla Tile; £YKUIlOoUVlle;; KOI Tile;; ya'Aouxiae; 
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AlTO Tllv q.m£fpa IJE TOV aV1OywvlOT$ ao[3EoTiou vlcpEomiv'l, 9a TTPETTEI va avaIJEVETOI, OTi 
'l Plcpal-lTTlKivll ETTlTaXUVEI TO IJE1O[3oAIOIJO T'le; VITPEVoITTiv'le; Aoyw EV)UI-IIK$e; ETTaywy$e; Kal 
ETTOIJEVWe; TTl9avov va I-Illv ETTlTUYXOVOVTOI IKavoTTol'lTiKO ETTiTTEoa VITPEVOmiv'le; OTO 
TTAOOl-ia. 

LE a08EV£fe; IJE oo[3ap$ olOTapax$ T'le; 'lTTOTIK$e; AEIToupyiae;, rJ ETTiopao'l Tile; VITpEvomivllC; 

IJTTOPEi va aU8'l9Ei KOI va TTapOTa9EI. 

L' aUTEe; TIe; TTEpmTWOEIe;, 'l 9EpaTTEia 9a TTPETTEI va apxi)EI I-IE T'l XalJ'lAOTEP'l OUVOTrl 000'l 

(5mg VITPEVOmiv'le; ::: 1/2 oloKIo vlTpEvomiv'lC; 10mg/rJI-IEpa) Kal 0 a09EVrle; va 


Ta oloKia 10mg TTEPIEXOUV AaKTO)'l. A09EV£fe; I-IE crrrovia KA'lpoVOIJIKO TTpo[3A$lJara 
aVEKTIKOTIl1Oe; m'l yaAaKTO)'l, I-IE aVETTopKEla Lapp AaKTOOIle; M I-IE OUVOPOIJO 
ouoaTToppOCP'lO'le; yAuKO)'le;-yaAaKTO)Ile; OEV TTPETTEI va TTaipvouv aUTO TO cpOPl-laKO. 

4.5 AAAIlA£TTJlipoo£JI!; J,J£ oAAa <papJ.laK£UTIKo TTpo"i6vTa KOI OAA£C; J,Jop<ptl!; 
aAArJA£TTiopao Ill!; 

H VITpEvomivn I-IE1O[3oAi)E101 IJEOW TOU KUTOXPWIJOTOe; P450 3A4, TO OTTOlO [3pioKETal TOOO 
OTOV EVTEPIKO [3AEVVOYOVO 000 KOI OTO $TTap. <POPl-laKa TTOU £iVOI YVWOTO on avaoT£AAOUV 
$ ETTOYOUV aUTO TO EV)UĉIKO OUOT'll-ia IJTTOpOUV va IJETa[3oAAouv T'lV TTPWT'l oiooo M T'lV 
Ko9apo'l T'le; VITpEvOmiV'le;. 

AvaaTOM:i: TWV f3- UTTOOOXtwv KW/f} oAAa aVTlUmpWOIKO cpOPJlaKa 
H aVTIUTTEpTOOIK$ OpOO'l Tile; vlTpEvomiV'le; I-ITTOPEi va EVICJ)(u8E! IJE avaoTOAEie; TWV [3-
UTTOOOXEWV KOI I$ ohAo aVTIUTTEP1OOIKO <pOPlJaKa. 

a- aopEVEPYIKOi aTToKAElaTt: 
LE 1OUTOXPOV'l oywyM I-IE a- aopEVEpYIKOUC; aTTOKAEIOTEe; OTTWe; 'l TTpo)ooiv'l, EXOUV 
TTaparIlP'l8£i Op80OTOTIKEC; OIOTopaxEe;. 

lJ/OUPfJTlKG 
TOUTOXPOV'l XOPrlY'lO'l OIOUPIlTIKWV I-ITTOPEi VO OO'lY$OEI OE OU8'lI-iEVIl VOTPIOUPIl0'l. 

MuoxaAapWTIKG 
H OIOPKEIO KOI 'l EV100'l OpOO'le; TWV IJUOXOAOPWTIKWV OTTWC; TO TTOVKOUPOVIO IJTTOPEi va 
EVIOxu9Ei UTTO T'l 8EpaTTEio I-IE vlTpEvomiv'l. 

LIJlETIofvfJ, PavlT/ofvfJ 

H all-I£TlliivrJ, KOI O£ tJlKPOUpO f3a8J.1o 11 pavlTlliivIl, J.lTTOPOUV va oOllVf}oouv Of. 

au^.,o., TWV £TTlTTiowv Till!; VITp£VOlTTiVIlC; OTO TTAOOJ,Ja KOI £Tal va f.VIO"XUO"OUV TO 

aVTIUTTf.pTaalKO OTTOTtAf.O"tJa. 

lJlYo;iVfJ 
H TOUTOXPOV'l XOPrlY'lO'l vlTpEvomiVIle; KOI olyo8iv'le; IJTTOPEi VO TTPOKOAEOEI au8'lO'l TWV 
ETTmEOWV T'le; olyo8ivlle; OTO TTAoolJo. ria TO Aoyo aUTO 01 008EV£fe; 80 TTPETTEI VO 
TTOPOKOAou80uV1OI Yla OUI-ITTTWIJOTO UTTEpooooAoyioe; OTTO olvoĊiv'l, EOV EivOi aTTOpoiT'lTO 
IJE TTPOOOIOPIOIJO TWV £TTmEowv T'le; olyo8iv'le; OTO TTAoolJa KOI EAonw0'l Tile; 000'le; TOU 
yAUKOoio'l 000 XP£IO)ETOI. 
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PlcpaJ.1rrtKivf] 
H plq>afJTTlKivI"] ETTaYEI 10xupa TO OUOT'lJ,Ja TOU KUTOXPWfJOlOe;; P450 3A4. METa Hl 
OUVxoP%yl"]ol"] J,JE plq>afJTTlKivI"], I"] !3100Ia8EOIfJOTI"]Ta TI"]e;; vl TpEvomivI"]<;; OTTW<;; KOI aMwv 
OIOOPOTTUPIOIVIKWV aVTaYWVIOTWV ao!3EoTiou, EAanwvETOI Ol"]fJaVTIKa KOI aUTO tXEI oav 
ouvtTTEla HI J,JEiwol"] TI"]<;; aTTOTEAEOfJOlIKOTI"]Tae;; TI"]e;; vl TpEvomivI"]<;;. 

XUJlOC;; grapefruit 
o XUfJOe; TOU grapefruit avaoTtMEI TOV O@EIOWT IKO fJETa!3oAIO'J,JO TI"]<;; vlTpEvomivI"]e;;, tTOI 
WOTE I"] TaUTOXPOVI"] MlJJI"] XUfJOU grapefruit oOl"]YEi OE au@I"]ol"] TWV ETTlTTtOWV TI"]e; 
vl TpEvomiVIle; OTO TTAaofJa Kal ETTOJ,Jtvwe;; OE au@rlJJtvo aVT IUTTEPTaOIKO aTTOTEAEOJ,Ja. 
ME !3aoll TIlV EJ,JTTElpia JJE TOV aVTaYWVIOT% ao!3EoTfou, VIq>EOlTTivI"] , J,JETa aTTO TaKTIK% XP%O'I"] 
XUJJou-grapefruit-;-oule-TO-crvTluTTEp TaOIKo-aTToTtAEOpa-PTTOPEi··va OlapKtoEI TouAaXloTov 3 
'lJ,JEpEe; JJETa TI"]V TEAw TOia A%lJJI"] TOU XUJJou grapefruit. 

(/)atvuToiVf]. tpatV0{30p{31TOVf], KOp{30J.10(UTivf] 
/J.EV tXEI 0lE@ax8Ei Eniol"]J,JI"] J,JEAtrl"] aMIlAETTiopaol"]e;; rrou va Epwva TO OUVI"]TIKO 

aMIlAEniopaol"]e; avaJ,Jma OTIl vlTpEvomivI"] KOI OE aVTlorraoJ,JwoIKa. nap' oN aUTa 11 

q>alvuTo'iVI"] , I"] q>OIvo!3ap!3lTovI"] Kal I"] Kap!3aJ,Ja8EnivI"] EivOI yvwO'Toi w<;; OUVI"]TIKOi ETTaywyEie; 

TOU KUTOXpWJJOlOe;; P4503A4. ETTmpo08ETO TOUTOXPOVI"] XOP%yl"]ol"] aUTwv TWV 

aVTloTTaoJ,JwolKWV Kal TWV q>apJ,JaKwv nou oXET i8oVTOI oTEve oOJ,JIKa JJE Til vlTpEvomivI"], 

EJ,Jq>aVWe; EAanwoav TI"] !3100Ia8EOIJ,JOTI"]Ta TOU<;;. ETTOJ,JtVWt:;, J,J TTOpEi va avaJ,JtvETOI J,Jla 

MlvlKa OXET I8OJ,JEVI"] J,JEiwol"] TI"]<;; !3100Ia8EOIJJOTI"]TOe;; TI"]<;; VITpEVOmivI"]e;; KOI OUVETTWe;; J,Jla 

J,JElWOl"] OTI"]V anOTEAmJ,JaTiKOTI"]TO. Eav I"] 0001"] TI"]e;; vlTpEvomiVIle;; aU@I"]8Ei KOla TI"] 

OUYXOP%yl"]Ol"] JJE TI"] q>OIVOTO'ivl"] , TI"] q>OIvo!3ap!3ITOVI"] % TI"]V Kap!3aJ,Ja8ETTivI"], 80' rrptTTEI va 

AI"]q>8Ei UrrOljJIl J,Jla J,JEiwol"] OTI"] 0001"] TI"]<;; VITpEVOmivI"]t:; OTOV I"] 8EpanEia J,JE TO 

aVTlorraoJ,JwolKa olaKonEi. 


Dantrolene 

o ouvouaoJ,Joe;; anoMEloTWV olauAwv ao!3EoT iou Kal dantrolene Eival OUVI"]TIKWe; 

ETT IKivOuvoe;. 'EXEI TTEplypaq>Ei OE 8wa OTI JJETa arro tyxuol"] Dantrolene tXEI TTPOKAI"]8Ei 

KOIAlaK% JJapJ,Japuy%. 


KETOKOVO(O},f], ITpoKova(o},f], tp},ouKova(o},f] 
/J.EV tXEI 0lE@ax8Ei Eniol"]J,JI"] J,JEAtTI"] aMI"]AErriopaol"]e;; TTOU va Epwva TO o uvIlTIKO 
a AAI"]AEniopaoll<;; avaJ,JEoa O'TI"] VITpEVOmivI"] Kal TI"]V KEToKOVa8oAI"], TIlv I TpaKOva8oAI"] Kal TI"] 
q> AouKoVa8oAI"]. ¢>apJ,JaKa aUT%e;; TI"]e;; KOl I"]yopia<;; EivOI YVW OTO OTi avaoTtMouv TO 
KUToxpWJ,Ja P 450 3A4, Kal TTOIKi AEe;; aMI"]AETTlOpaOEIe;; txouv avaq>Ep8Ei Yla aMoue;; 
OIOOPOTTUPIOIVIKOU<;; aVTaywVloTte;; ao!3EoTiou. EnoJ,Jtvwe;; orav XOpl"]YOUVTOI aTTo TOU 
OTOJJOlOe; JJa8i J,JE TI"] Vl TpEVOlTTivI"], J,Jla oflJ,JavTIK% aU@I"]Oll OTIlv OUO'TI"]J,JOlIK% 
!3100Ia8mlJ,JoTI"]Ta TI"]e;; vlTpEvomivI"]e;,Aoyw J,JEIWJ,JEVOU J,JETa!3oAIO'J,JOU rrpWTI"]e;; OIOOOU, OEV 
fJnopEi va anoMEloTEi. KOla TI"] ouyxoP%yl"]ol"], 11 apTI"]plaK% niEol"] 80' nptnEI va 
TTapaKoAou8EiTOI Kal, Eav EivOi aTTapaiTI"]TO, 80' rrpETTEI va A'1<P8Ei urroljJI"] J,Jla IJEiwol"] OTI"] 
000t'] Tile; vlTpEvomiVI"]e;;. 

NEtpa(06ovf] 
/J.EV EXOUV 0lE@ax8Ei Eniol"]JJEe; J,JEAt TEe; aMI"]AEniopaol"]e;; Yla va 0IEPEUVI"]8Ei I"] OUVI"]TIK% 
aMI"]AEniopaOll avaJ,JEoa OTIl VITpEvOmivI"] KOI T'1 VEq>a8oOOv'1. AUTO TO aVTIKOla8 AmTKO 
q>aPlJaKO, tXEI avaq>Ep8Ei va EivOI tvae; 10XUpOe;; avaoToAEa<;; TOU KUTOXpWJ,JOlOe;; P 450 
3A4. EnOfJEvw<;;, OEV J,J TTOPEi va anoKAEl08Ei TO OUV'1T1KO J,Jlae;; aU@I"]0'1e; TWV 
OUYKEVTPWOEWV TI"]e;; vl TpEvomivI"]e;; OTO nAaoJJa KOla TI"] OUYXOP%yl"]Ol"] JJE vEq>a8oOOv'l. 
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4.7 ETTlopao£le oUlv IKavOTl1To 00r1Y11011e Kat X£IPJ(JtJOU Pl1xaVWV 

0<; anoTtAEOlJa aVTiopaofl<; OTfl 8EpanEia -nou IJnopEi va TTOIKiMEI OE tVWOfl an6 (lTOIJO 
OE OTOIJO- EivOI OUVOTO va EnflPEaoTEi fl lKaVOTflTO OOrlYflO'l<;; rl XEIP10I-l0U IJflxavwv. AUT6 
oUlJl3aiVEI IOlalTtpw<;; KOTO TflV tvap�fl Tfle; 8EpanEiae;, TflV OVTIKOTOaTaOfl I-lE OiacpopET1K6 
np0"iov Kal OE ouvouaoIJ6 IJE TO olV6nvEUlJa. 

4.8 AV£TTl9uI-l11T£e £vipY£I£e 

r£ £A£yxolJ£V£e tJ£ pl acebo KAlvlKie p£Atr£e, ovmpip911KaV 01 lTapaKaTW 
aV£lTI9upl1T£e £vipY£I£e KaTl1yopIOlTOll1ptv£e ava OUXVOTl1Ta Kat opyavlKo OUOTl1pa 
(status: 12.0S.1997) 

rUXVOTl1Ta AV£1TI9upl1Tl1 EvipY£IO NITRENDIPINE Pl acebo 
(n=802) (=S4S) 

noAu ouxvte (?: 10%) 
NEUPIKO oOOlru.lO: nOvoKtcpaAo<; 11.0 7.5 

ruxvie (?: 1% Kat <10%) 

OpyavlOIJOe; oa ouvoAo: Ao8tvEIa 0.9 
KapolaYYElaKo oUaTfllJa: 

nEnT1KO oUaTl1l-la: 
METal3oAlolJo<; & OIOTpOCPIKt<; 
avwl-laAiE<;: 
NEUPIKO OUOTfll-la: 

DXI ouxvie (?: 0.1% Kat <1%) 

KapOlaYYElaKO OUOTl1l-la: 


nEnTIK6 OUOTfllJa: 


MUOOKEAETIKO OUOTfllJa: 

NEUPIKO OUOTfllJa: 


AvaTTVEUOTIKO OUOTfllJa: 

Lltpl-la & OEPIJOTIKOi OXflIJOT10IJO[: 


01 TTIO ouxvie aV£TTl9UPl1T£C; 

Ai08r1l-la naAlJwv 
A YVEloolaOTOArl 
NauTia 

O[OfllJa TWV ocpupwv 
ZoAfl 

novoe; OTO OTrl8oe; 
Ynowofl 
TaxuKOpoia 
KOIAlaKOe; novae; 
LlUOKOIAIOTflw 
Llloppola 
LlUOnElIJia 
EIJETOe; 
MuaAyia 
NEUPIKOTflW 
TpolJoe; 
IAIYYo<; 
Lluonvola 
KVflOIJO<; 
E�ov8fll-la 

1.6 
3.7 
1.1 

5.0 
3.2 

0.4 
0.4 
0.7 
0.6 
0.2 
0.6 
0.5 
0.5 
0.4 
0.7 

0.1 
0.9 
0.4 
0.2 
0.5 

LlIOTapaxte; Tfle; Opaofle; 0.5 
80Arl opaofl 0.1 

£vipY£I£e p£ flaol1 oA£<;; TIe KAIVIKtC; 

0.2 
0.9 
0.4 

1.5 
2.6 

0.4 
0.2 
0.2 
0.2 
0 
0.2 
0.7 
0.2 
0 
0 

0 
0.4 
0.4 
0 
0.7 
0 
0 

p£AtT£e p£ Til 
VITP£VOllTiVl1 KaTl1yopIOlTOll1tJtv£e ava OUXVOTl1Ta Kat opyavlKo OUOTl1tJa (n=6720 

ao9£v£ic;, status: 21.4.97) 
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AVHTl8UIJ'1Trl EvipYEla 

noAu O'uxvic; (2: 10%) 
KapolOYYEIOKO OUOHH.lO: 
NEUP1KO ouorr\l.JO: 

I:uxviC; (2: 1% KaJ <10%) 
OPyavlolJ0<; oa aUVOAO: 

KapolOYYElaKo ouO'nwa: 

nWTlKO OUaTfllJa: 

METOÕOAIOIJO<; & OlaTPOcplKE<; avwlJaAiE<;: 

NEUPIKO oOOTlWo: 


AYYEIOOIaOTOAÔ 
nOVOKEepaAo<; 

Ao9EVEIa 
AiO'8rlIJa rrOAIJWV, TOxuKapoia 

OiofjlJa TWV ocpupwv 
ZOA'l 

Nm,fria 

'OXI ciuxvi�-(�-0�1% KaJ <1%) 
KapolaYYElaKo oOaTlwa: ÖT'l9dyX'l, rr6vo<; OTO oTI')80<;, 


uTforaofJ 

KOIAIOKO<; TTOVO<;, QUOKOIAIOT'lTO, 

OJ(lppola, QUOTTElvia, EIJETO<; 

MUOOKEAETlK6 000T'llJa: MuaAyia 
NEUPIK6 OOOT'lt.lO: NwplKorrlTO, rropOI08fjoia, TPOIJO<;, 

iAIYY°<; 
AVOrrvWOTIKO OOOT'llJa: Auarrvola 
AtplJa & OEPlJaTlKOi aX'llJaTlolJoi: KVfjolJ0<;, E×ov8fJlJa,KVrOWO'l 
EIOIKO OIa8'lTr;pla: LlloTOpax£<; T'1<; opao'1<;, 80Ar; 

6pao'l 
OUPOYEVV'lTIKO OOOT'llJa: Øux:voupia 

nOAuoupia 

I:TTCrVIEC; (2: 0.01 % KaJ < 0.1 %) 
nEmlKo OUOT'1lJa: MEl.lOVW IJEVE<; au`Mo£t(; 

'lTTOT I KWV EVaUIJWV 

ETTlTTpOO'8ET£C; aVETTl8ulJ'1T£C; EvipYflEC; IJE (300''1 aTTpoO'ooK'1T£C; avacpoptc; 

aV£TTl8ulJ'1TWV EVEPYEI(.l>V IJE T'1 VlTpfvolTTiv'1 KaT'1yopIOTTOII'WtvEC; avo O'UXVOT'1Ta Kal 
opyavlKo O'uO'T'1lJa UTTohoYIO'lJtvEC; IJE (300''1 T'1V iK9EO''1 TWV aO'9Evwv ( n=462 

avacpopic;, status: 15.04.97) 

noAu O'TTovIE\ :$;0,01% 
nWTlK6 OUOTfJlJa: YTfEprr Aaoia OUAWV 
AtplJa & OEPIJaT1KOi 0X'lIJOT10IJoi: fUvOIKOlJaOTia 
AilJa KOI J\ElJepIKO OUaT'llJa: J\r.uKorrEvio,aKoKKloKUTTOPWOIl 

4.9 YTTEPOOO'ohoyia 

L£ TTEpiTTTWO'1 UTTEpooooAoyim;1 TO`IKOT'1TO<; Sa TTPETT£I VQ qValJEVQVTOI OUlJmWIJOTa DTTW<; 
£`QlfJ'1, TfovoK£cpaAo<;, TTTWO'1 T'1<; apT'1plaKM<; TTiwr]<; Kal lJ£ To13oAN T'1<; KapolaKM<; auxvoTIlTO<; 
(TOxuKOpoia b I3paouKapoia). 

To TTP WTO S£paTTwTIKo IJETPO Sa TTP£TTEI va SEWP'1SEi r] TTAuo'1 OTOIJOXou, Tr]V oTToia TTP£TTEI 
va aKoAouSba£1 xopMY'1a'1 CPUTIKOU ovSpaKa. Ga TTP£TfEI va TTapaKoAou8ouVTOI 01 aWTlK£<; 
A£l ToupyiE<;. Av UTfOP`EI TToM lJ£yoAr] TTTWa'1 T'1<; apT r]plaKri<; TTiEO'1<; ouvla ToTOI '1 xopbYlla'1 

7 

http:15.04.97
http:OOOT'lt.lO
http:ouorr\l.JO
http:OUOHH.lO


Kw(5IKO< 

66YETI-E.42S0-13/2 
(24a) 

VTOTTOI-IIVr]  � VOpoop£voMvr] . Go TTP£TT£I vo 008£i TTPOOOX� O£ TTl8ov£  TTOP£V£PY£I£  Tr]  . 
KOT£XOAOl-livr]  (£IOIKa O£ OIOTOpOX£  TOU KOPOIOKOU pu81-10u). 

Av TTopOUato08Ei PPOOUKopoio, onw  OUVIl8iĈ£ral OTl  IT£pmHA.lO£I  UTT£pooooAoyio  R 
To@iKWOr]  1-1£ aMou  ovraYWVIOT£<; oopwTiou, OUVIOTaral mpoTTivr] � opomp£voAivr]. 

M£ POOr] Tr]V £I-ITT£lpio TO@IKOTr]ra<; 1-1£ oMou<; ovraYWVIOTE<; oopwTiou, £TTOV£IAr]l-Il-Itv£  
£VQO<PAtPI£<; XOpr]Y�O£l(; calcium gluconate OYKOU 1 Oml � calcium chloride 10%, 
oKoAou80LIIJ£V£<; aTTo tyxuor] OIOt.UI-IOTO<; (TTpOOOX� OHlv uTT£paOpWTlOll-lio) EXOUV Wt; 
OTTOTEAwl-lo Tr] yp�yoPI1 P£A Tiwor] TWV OUI-ITTTWI-I0TWV. 01 Km£xoAal-livEĉ'KCTO KOlpbUt;, EXOUV 
<pOVEr OTTOT£AWI-IOlIKE<; OE T£ TOI£t; TT£ pmnA.lo£ 1<;, I-IOVO OE I1EyoAE:t; OOOEI<;. H £ TTOKOAou8r] 
e£panEia ea npE TT£1 va KOlw8uvnOI aTTO ra npo£@opxovra OUl-lnnA.lI-IOlO. 

H £@WOWI-IOlIK� OTTOTOhiKWOr] O£V £ival TTOt.U £ATTloo<popo (PA. napoypo<po 5.2) KOI o£v 
U TTOPX£I EI-ITTElpia O£ OUTDU TOU £ioou  Til 8£ponEio. 

5. <t>APMAKOAOriKEI: 1.o.IOTHTEI: 

5.1 <l>aPlJaKo(5uVaIJIKic,; 1(510Tr)TEc,; 

ATC; C08CA08 

<PapJiaKOeEpaTTWTlKf] KaTT}yopia 
H vlTp£vomivll, r] OpOOTlK� ouoia TWV oloKiwv TOU <P0PI-I0KOU, Eivol EVat; OTTOKA£IOT�t;; TWV 

olouAwv OOPEOTiou TOU TUTTOU 1,4- OIOOPOTTUPIOIVWV, nou opo Wt; OVTlOTTEpraatKo. 


Qt; OTTOKA£IOT�<; TWV olouAwv oop£oTiou, r] vI Tp£vomivr] ovoOTtA£! Tr]V olal-l£l-IppOVIK� £ioooo 

IOVTWV aopwTiou ora Kunopo TWV A£iwv I-IU'iKWV IVWV TWV oyy£iwv. 

AUTo £TTI<pEP£1 ra KOTW8! OTTOT£At0I-l01O: 


npooraoio ano OU@r]I-IEVIl £IOpO� aop£OTrou 010 Kunapo 
AVOOTOA� Tr]<; I-IUOY£Vr]TIK�t; auoToA�<; TWV £@apTWI-I£VWV aTTO aOp£OT!O AE'iwv I-IU'iKWV 
IVWV TWV oyy£iwv. 
EAonwoll Tr]<; n£pl<p£pIK�t; OVTIOTOO£Wt; 
M£iwor] 1r]<; no80AoYIKO aUhr]I-IEVIl<; opTr]plaK�t; TTiEollt; 
Mio �TTla VOlPIOUpr]TIK� ETTiopoor], 10ioiTEpa OTr]V OPX� TIlS 8£POTTEiOt; 

5.2 ¢)aplJoKOKIVr)TIKEc,; IOIOTr)TEc,; 

ATToppo<pr)O"r) 
METo Tllv aTTo TOU OTOI-IOTOS XOPRYr]OIl oloKiwv VITpEvomivr]S, '1 OpOOTIK� ouoio vl Tp£vomivll, 
anoppocp0101 1OXtWt; KOI 0XEOOV TTA�pw<;. 0 pu8l-1ot; OTTOPpoCPIlOIlt; £ivOI TT£piTT OU 88%. 01 
I-I£YIOTEt; oUYKEvrpwo£l<; OTO TTAool-la ETTlTUYXOVOVTOI a£ 1 1-1£ 3 Wp£t; I-IETO Til XOPRYr]OIl, I-IE 
I-IEOO opo I-IEYIOTWV oUYKEvrpwo£wv OTO nAool-IO 4.7 1-19/1 (vITp£vomivll oloKia 10mg) KOI 6.1-

19 I-Ig/l (vlTp£vomlvll oloKio 20mg) aVTioTolxa. 

EholTiOt; TOU alll-l0VTlKOU <pOlV0I-IEVOU TTPWTr]t; OIOOOU, r] OUaTIlI-IOlIK� 0Ia8£0I1J0Tr]1O Tr]t; 
vITp£vomivr]t; £ivol 20-30%. 

KOTOVOIJ( 
H vlTpEvomivll OWI-IEU£101 aTTo TI<; TTPW TETv£<; TOU TTAoal-lOloS (AEUKwI-IOTivll) OE TTOOOOTO 96-
98%. KOTO OUVETT£IO, TO <popl-laKO O£V KOlOV£I-IETal 1-1£ olarriouar]. 0 0YKO<; KaTOVOI-IRt; aE 
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omSEpº KOTaOmOrj £iVOI TTEpiTTOU 5-9 I/kg l3apoue; OW I-lOTOe; , oTT6TE rj Olf.lOOIºSllOll º 11 
TTAool-locpoipEOIl OEV EivOi OTTOTEAEOI-lOTlKEe;. 

MHa5oAlcrI-l661 
M£1a TT] Xop�yT](lT] arro TO (HO�a, T] vnp£vomivT] 1)rrOK£lTUl (l£ EVTOVO Il£Ta�0A.1(l�0 rrpri:nT]e; 010801) Ka1 

aopavEie;. A1YOTEPO arro TO 0.1 % 86ClT]e; XOpT]Y01)�EVT]e; arro TO (lTO�a arrElOCpivETUl We; avaAAoiwTT] vnp£vomiVT] 

(lTa oupa. H vnp£VOmlVT], (l£ 1l0PCP� �ETaPOAmOV, arrEXKpiv£Ta1 K1)piWe; ).LEm:u TWV VEcppcbv (rrEpirrou 77% OO(lEWe; 

ano TO C!TO�a). H noaoTT]Ta rr01] <l£V arr£KKpiv£TUl �taw TWV VECPProV, arrOflUAAETa1 �£(lW TWV XOAT]<pOpWV aTa 

l(OlIpava. 

H TEAIKº IlI-lITTEpiOOoe; »Wºe; Trje; VlTpEVOlTTiVIle; £iVOI Via TO oloKia 10-22 WpEe;.. METa Tllv 
ETTiTEU¼1l ora8EpOTTOIrll..JtVIle; KOTaomOIle;, OEV tXEI ovocpEp8£i KOl-lia OUOOWPWOIl OUTE VIO Til 
OPOOTIKº ouoia OUTE VIO TOUe; I..lEral3oAiTEe;. 

H VlTpEvolTTiVIl aTTEKKpivETOI Kupiwe; I-ltow I..lEral3oAIKºe; olaolKaoioe; OTO ºTTap KOI we; EK 
TOUTOU So TTptTTEI vo oV0l-ltVOVTOI OU¼lll-ltvo ETTiTTEOO OTO TTAaol-lo OE OOSEVEfe; I-l£ xp6VIEe; 
TTOSºOEIe; TOU ºTTOTOe;. EVTOUTOIe;, OEV EivOi oTTopalrrlHl 11 1TpOOOPI-lOVº Trje; ooooAoviae; OE 
aoSEvEie; fjE VECPPIKº OUOAEITOUPVio. 

5.3 npoKAlvlKc OEOOJ.lEVa VIO Trlv acrcpcAtla 

5.3.1. TO7IK6T'lTa 

O7da TO7IK6T'lTa 
METa aTT6 EcpaTTa¼ XOPºVIlOIl UI.jJIlAwv 060EWV aTT6 TO OT61-la, I3PESIlKE 6TI 11 VlTpEVOlTTiVIl EivOi 
EAacppwe; TO¼IKº 1-l6vo moue; apoupaioue; KOI ora KouvtAla.. LTOU<; oKuAoue; 11 aTT6 TOU 
OTOI-lOTOe; XOPIlVOUI..lEVIl VlTpEVOlTTiVIl I3pt8rjKE I-lETpiwe; TO¼IKº. METa aTT6 EvoocpAtl3la 
XOPºVIlOIl. 11 vlTpEvolTTiVIl I3ptSIlKE Ka8apa TO¼IKº OE 6Ao TO EIOIl »wwv TO oTToia EAtVXIlKOV. 
01 O'll..laVTIKte; olacpopte;. TTOU 0IlI-lEIWSIlKav aval..lEoo OT'lV aTT6 TOU oT6fjOTOe; KOI TIlV 
EvoocpAtl3la XOPºVIlOIl, I-l TTOPOUV va E¼IlVIlSOUV aTT6 Til I-lIKpr; OlOAUT6TIlTO Tile; VITPEVOlTTiVIle; 
OTO VEp6. nptTTEI vo UTTOTE8Ei, 6TI 11 VlTpEVOlTTiVIl UCPIOTOTOI Ka8i»1l01l oTT6 olaAUl-lara UI.jJIlAºe; 
oUYKtvTpWOIle;. 6rav TO oloAul..lora aUTa tPXOVTOI OE ETTacpr; J..lE TO vaOTpIK6 uvp6. 

Ta oTToTEAtOI-lOra EPWVWV VIO TIlV o¼Eio TO¼IK6TIlTO I-lETa T'lV aTT6 TOU Or6I-lOTOe; KOI TIlV 
EvoocpAEl3la XOPºVIlOIl OUVOl.jJi»OVTOI OTOV TTOPOKOTW TTivOKa: 

EiiSoe; 006e; XOpºVIlOIle; LD50(mg/kg) 

2540 

Opla EI..lTTlOTOOUVIle; 

Apoupoioe; OTT6 TO OT61-l0 >10000 

KOUVEAI OTT6 TO or61-l0 ca.2500 

LKUAoe; OTT6 TO OT61-l0 >100, >250 

nOVT IK6<; EvoocpAEl3iw<; 39 
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Apoupoio<; EvoocpAE>iw<; 12.6 11.2-14.2 

KouvtAI EvoocpAE>iw<; ca. 2.5 

LKUAo<; EvoocpAE>iw<; >2.5, >3.2 

MEAtn:) 4 £13001.J(lOWV Via ulTo*Eia aVEKTIKoT'1Ta 


.6.60EI <;  IJtXPI KOI 1OOmg/kg >opou<; m.DIJOTo<; XOpI"}YOUIJEVE<; OlT6 TO OT61J0 YIO 4 E>OOIJOOE<; 

OE opoupoiou<; ETOV KoAo OVEKTt<; xwpi<; tVOEI�1"} OVETTl8uIJI"}TWV 

LKuAorlAal3ovOOOEI<; OlT6 TO OT61J0 1,3 KOl 10mg/kg l3opou<; OWIJOTO<; w<; oloAu\Jo OE 
KOljJouAE<; (EAOTfvl"}<;. 01 K AIVIKt<; KOI lT080AoyoOVOTOIJIKEe:; E�ETOOEIe:; OEV EOEI�OV EVOEi�EJ(; IJI") 
ovoXr'je:;. 01 IOTOlT080AoYIKte:; E�ETOOEIe:; tOEI �OV \JIKpte:; OTOUe:; 8I"}AoEIO£ie:; IJUEe:; TIl<; 
OPIOT EpFe:; KOIAio<; OE 1 olT6 TO 4 (wo TI")<; 01J000e:; TWV 1 Omg. AUTF 11 oAAoiwoll 8EWp E8I"}KE 
OlTOTEAEOIJO EKTETOlJtvlle:; CPOPIJOKOOUVO\JIKr'je:; opooTlK6TIlTOe:; KOI 6XI lT PWTOPXIKrle:; TO�IKrl<; 
>Aol3lle:;· 

Mlo T UTTlKE oVT iopOOIl, TTOU lTOPOTIlPEiTOI OE oKuAoue:;, EivOl 11 TTp6KA1"}0'l 01l\JOVTlK r'je:; TTTWOIl<; 

Tile:; TTiWIle:; \JETO OTT6 XOPrlyrlOll CPOP\JOKOOUVO\JIKO TToAu 10XUPWV 060EWV TToAAwv 

OVTlUTTEPTOOIKWV, E�' olTioe:; Tile:; OVTOVOKAOOTlKrle:; oopEvoAIVIKr'j<; OVTiopOOIl<;, KOI 'l £IJCPOVI0'l 

VEKPOYEVWV IJETOl3oAwv OTI"}V TTEPIOXrl T 'l<; EVOOKOpOIOKFe:; OTOI13000e:; Tile:; OPIOTEPr'j<; KOIAioe:; (I") 

OTTOrO EivOI 10101TtPWe:; woi081lTil OTIlV tAAElljJll o�uYOVOU) K08we:; KOI OTOV 8uAo£10F lJu. To 

cpOlv6\JEVO TTOU TT£PIYPOCP 'lKE, OEV EivOl ETTO\JEVWe:; TTPWTOPXIKO TO�IK6 OUT E ocpop o EIOIKO Til 

vlTpEvomivll· 


M£AtTE) 3 \J'1VWV Via UlTOXPOVIO aVEKTIKOT'1Ta 
LE IJIO \JEAtTIl 3 IJIlVWV, opoupoiol tAo>ov Il IJEPF OIEe:; 060EIe:; 30, 100 KOI 300mg 
vlTpEvomivll<;/kg l3opou<; OW\JOTO<; \JE 0100CPOYIK6 owAEvo. H 06011 TWV 300mg/kg 130poue:; 
OW\JOTOe:; TTPOKOAEOE \JIO EAocpPIO OU�lloll TI"}e:; KaTOvoAwOIl<; VEPOU KOI OTO ouo cpuAo. L' OUTF 
Til ooaoAOYIKrl OIJOOO 01 TllJte:; Tile:; Ouproe:; TOU opou rlTOV EAocppo OU�Il\JtVE<; OTO 81lAUK6 (Wo. 
IOTOTT080AoYIKO OEV UTTrlP�OV EVOEi�EI <;  I3A613 Ile:;· LT Il IJEM:TIl OUTrl 060EIe:; 300mg/kg 136poue:; 
OW\JOTOe:; tYIVOV OVEKTt<; OTT6 TO 0POEVIK6 (WO KOI 060EIe:; 100mg/kg l3opoue:; OW\JOTO<; oTT6 
TO 81lAuKO (wo xwpi<; KO\Jio I3Aol3ll. 

LKUAOI 8EPOTT EUT'lKOV OTT6 TO OT6\J0 YIO TPEIe:; \JrlVEe:; IJE OOOEIe:; vlTpEvomivlle:; 1, 2.5 KOi 
6.25mg nitrendipine/kg l3opou<; OWIJOTO<;. To \J6vo TT080AoYIKO EUPIl\..lO OTIl IJEAtTIl OUTr'j F TOV 
11 IJETOT6TT1011 TOU OIOorr'j IJOTO<; -ST OTO HKr OE 2 oTT6 TO 6 (WO T ile:; UljJ I"}Ar'je:; oOOOAOYIKO 
01J000<;. 01 IJETOI30Ate:; OTO HKr 8EWpE8IlKOV we:; OIOTOPOXte:; T'1<; ETTOVOTT6AwOIl<;, 01 OTToiEe:; 
TTpoKAr'j8IlKOV OTT6 OU�rH.itvll cpOPIJOKOOUVOIJIKr'j opoOTIK6TIlTO. 

MEAtTE<; OE TTl8r'jKOU<; Rhesus KOi OE \JTTO\JTTouivou<; \JE E�OIP ETIKO UljJIlAte:; 060EI<; (320 KOi 
480mg/kg l3opoue:; OWIJOTOe:;) oOEYI"}OOV OE TTTWOIl Tile:; 8upo�ivlle:; TOU opOU. H Tnwoll TWV 
ETTllTtOWV Tile:; T 4 TTPOKOAEOE oU�llol"} OT llv TSH, lTOU OOr'jYIlOE OE IOTOTT080AoYIKO 

OVIXVEUOI \..lE<; IJ ETOl3pAte:; \..lE Tllv tVVOIO HIe:; TSH-E�op TWIJEVIle:; aU�lllltv ll<; OPOOTIlPI6TIlTOe:; TOU 
8UPEOEI OOUe:;. ME TOUT6XPovil XOPEYIlOIl Tile:; T 3 we:; 8EpOTTEia UTTOKOTQOTaOIle:;, OEV umlP�E 

OU�1l01l TI"}e:; TS H. KO\Jio \JETOl3oAr'j OTO 8UPEOEI0r'j OEV TTapOUOIQOTIlKE OTa (WO, TTOU 
8EpoTTEUTilKOV IJE TOV Tp6TTO oUT6. 

ATT'w8ErOe:; TO�IKrl >Ao l3ll OTa ETTl8uAI0 TOU 8UPEOEI OOUe:;, r'j 11 01OT6pO�1l TOU O�OVO TOU 
UTT 080AOIJOU Tile:; UTT6cpUOIl<;, TTOU va lTpOKoAEiTOI OTT6 Til nitrendipine, IJTTOPEi vo arroKAEloTEi. 
L E  rrEp I006TEPOUe:; oTT6 200 008EVEi<;, OTOUe:; oTToioue:; XOPlly r'j8IlKE vlTpEvomivll OE OOOEIe:; tw<; 
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LlLlYEI1-E.42S0-13/2 
(24a) 

oOKq.JOoia fjIKpOTTUp�VWV OE TTOVTIKla Via Trj OIEPEUVrjOrj XPWfjOOWfjaTlKWV fj£TaAAo�EWV, Kal 
rj OOKII.JOoia dominant-lethal test Via Trj OIEPEUVrj0ll EIOIKWV ETTITTTWOEWV KaTe TO OTOOIO Trjt; 
OTTEPlJaTOVtVEOrjt;. Kallia aTTO aUTtt; TIt; OOKlllaoiEt; OEV tOEI�E ll£To""a�IOVOVEt; ETTlOpaOEIt; 
Tile; VlTpEVOlTT fVrjt;. ETTITTAtov, KalJia aVrjOUXrjTIK� ETTiopaOll OEV !3pt91lKE OTle; OOKllJaoiEe;, TTOU 
a<popouv aTTpOvpalllJOTIOTIl OUV9EOrj DNA (UDS) � OTIe; OOKllJaoiEt; KUTTapovtVVrj0llt; OE 
Kunapa CHO. 

6. <l>APMAKEYTIKEr nAHPO<l>OPIEr 

6.1 KOTOAOY0';; 1..1£ TO EKZ>OXO 

6:2-Aau \JjjOToTIlT£<; 
IJ.Ev UTTOPXOUV vvwartt; aaUIJ!3aTOTIlTEt; IltXPI o�IlEpa 

6.3 1l1opK£10 GWr1';; 

6.4 EIZ>IKE';; TTpoq)uAOH£I';; KOTO Til cpu.AoH1l TOU TTpo'iOVTO';; 
H opaaTIK� ouaia £iVOI waia91lTrj aTO <pwt;. 

fI' aUTO TO Aoyo, TO oJoKia TTptTTEI va a<palpouvTOI aTTO Til auoKwaofa alJtaWt; TTplV Trj 

xop�VIlall· 


6.5 <l>uall KOI aUaTaTIKO TOU TT£PIEKTIl 

6.6 OZ>llyi£.;; XPrlall.;;/X£lpla\Jou 
To <paplJaKO OEV 9a TTptTTEI va xoprjVEfwl !JETO TrjV lllJEpolJrjvia A��rjt; TOU. 

H 9EpaTTEia IJE NITRENDIPINE 10 Kal NITRENDIPINE 20 aTTalT£! TOKTlK� laTPIK� 

TTapaKoAou9llall. 

¢uAaaO£TE TO <pOPlJaKO lJaKplO aTTO TO TTOIOIO. 

LE TTEpfTTTwall <pap!JaKwTIKwV orjAIlTrjPIOOEwv ETTlKOIVwv�aH: IJE TO: 

KENTPO IJ.HI\HTHPIALEDN (TIl A: 2107793 777, A9�va). 


7. KATOXOr AL\EIAr KYKAO<l>OPIAr 

8. API0MOr AL\EIAr KYKAO<l>OPIAr 

9. HMEPOMHNIA THr npOTHr AL\EIAr/ANA0EOPHrHr THr AL\EIAr 

KYKAO<l>OPIAr 

10. HMEPOMHNIA ErKPlrHr/ANA0EOPHrHr THr nEPIAHI.VHr TON 

XAPAKTHPlrTIKON TOY npOIONTOr 
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��YED-E.4250-13/2 
(24a) 

2. To <PuMo OO'lYH.)JV yla TO Xpr;OT'l cpapfJaKEUTIKWV npoTOVTWV nou nEplEXOUV opaOTIKO 
OUOTOTIKO NITRENDIPINE Opi½ETOl We;; E¾r;e;; : 

<l>YAAO 01lHrlON riA TO XPHI:TH 

1 i npOEAIOPIEMOE Cl»APMAKEYTIKOY npOIONTOI . ' 
F 

I 

1.1 OvolJaaia: luaKia 10mg & 20mg 

1.2 Iuv9£all: llpaoTlKr; ouoia 
EKGOxa 

: NITpEVOmIV'l 
: 1l10Kio'-10mg: 
1l10Kio 20mg: 

1.3 <l>aplJaKOT£xvIK., IJOPCP,,: 	 1l10Kio 
1.4 	n£pl£KTIKoTIlTa a£ OpaaTlK., ouaia: 'Eva oloKio 10 mg nEplEXEI 10 mg vlTpEvomiv'lC;; 

'Eva oloKio 20 mg nEplEXEI 20 mg vlTpEvomiv'lC;; 
1.5 n£plypacp.,- IuaKwaaia: 
1.6 <l>aplJaKo9£paTTEuTIKr'] KaT'lyopia: 	 AVTIOnEpraOiKO 
1.7 YTTEU9uvoC; KUKAocpopiac;: 

1.8 napaaKwaaTr']c;: 

2. TI nPEnEI NA rNCPIZETE riA TO Cl»APMAKO noy EAE XOPHrHEE 0 
rtATPOE IAE 

2.1 r£vIKtc; TTAIlPOcpopi£c; 

H VITpEVOmiv'l Eival fJla ouoia nou avriKEI OT'lV KOl'lyopia TWV avraywvloTWV aa!3EoTiou Kal 

aUYKEKplfJEVa aTle;; oIOoponupIOivEe;;. H ouaia aUTri avaaTEMEI T'lV naSoAOYIKr; E lapo., IOVTWV 

aa!3EaTiou ara Kunapa TOU fJuoKapoiou KOl ra Ada fJu'iKa KllTrapa TWV ayydwv. AnoTtAEafJa 

T'le;; opaa'le;; TOU cpapfJaKOU EivOl 'l fJEiwa'l T'le;; apT'lPlaKrie;; niEa'le;;. 

2.2 Evo£iF£IC; 

H VITpEVomiv'l XP'lOlfJOnOIEiTOl yla Til SEpanEia T'le;; aU¾'lfJEV'lC;; apT'lplaKf}e;; niw'lC;;, 


2.3 	 AVT£vo£iF£IC; 
Onwe;; laXUEJ yla ra nEpJaaOTEpa cpapfJaKa 'l vlTpEvomiv'l OEV Sa nptnEI va 
XP'lOlfJonolEirar aT'lv EYKUfJOaUV'l Kal TO S'lAaafJo. 
rE nEpinTWa'l nou EiXOlE aMEpYIKr; aVTiopaa'l r; Kanora aauvriS1aT'l aVTiopaa'l fJE 
aMo cpaPfJaKO T'le;; iOlae;; KOl'lyopiae;; (avraywvlaTEC;; aa!3EaTiou), Sa nptnEI va 
EV'lfJEpWaETE aXETlKa TOV YIOlPO aae;;. 
H vlTpEVOmiv'l OEV nptnEI va AafJ!3avETOl rauToxpova jJE TO aVTI!310TIKO plcpajJTIlKiv'l. 
Enia'le;; EV'lfJEpWaTE TO YIOlPO oae;;, orav 'l niwr; aae;; EiVOl xajJ'lAr;. 

2.4.1 	 rEVIKa: Eav unocptpETE Kal ana aMEe;; naSriaEIe;;, onwe;; 'lnaTlKf} aVEnopKEla, Sa 
nptnEI va EV'lfJEpWaETE TO YIOlPO oae;;, Enio'le;; Sa nptnEI va ETIlKOIVWVr;OETE fJE TO 
YIOlPO aae;;, EOV KOla Til xoPriY'lOIl EfJCPavloT£i novoe;; oro OTriSOC;;. 
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O8O. Epu8pOIlUKivll. 

��YETI-EA250-J3/2 
(24u) 

2.4.2. 	 HAIKIWf../EVOI: LlEV UTnlPXOUV EIOIKE<;; TTpo<puAa8EIo # avaYK'1 TTpOoaplJoy#<;; T'1<;; 
ooooAovia <;; Via TOU<;; '1AIKIWIJEVOU<;; ao8EvEi<;;. 

2.4.3 	 KU'1<JI1: H XP#OIl T Il<;; VI TpEvomiVIl<;; KOla Hl OlapKEla rr]<;; EVKUIJOOLJVrl<;; a TTaVOpEUETal. 

2.4.4 	 raAouxia: H XOP#VIlOIl TIl<;; VlTpEvolTTiVIl<;; KOla Til OlapKEla TOU 81lAaoIJOU 
aTTavopEUETOI. 

2.4.5 	 nOiOIO: LlEV uTTapxouv EIOIKE<;; TTpQ(puAa8EI<;; # avaYK'1 TTpoOaplJov#<;; T'1o ooooAoyia<;; 
Yla TO TTOIoia TTOU uTTof3aAAovTOI OE 8EpaTTEia IJE vlTpEvomivll· 

2.4.6 	 ETTlOPO<JEIS <JTI1V IKaVOTI1TO OOrlVI1<JI1S KOI X£IPI<Jf../ OtJ f../I1Xavwv: I\oyw T WV 
olacpopnlKcDv -avTlopaoEwv aTTo aTOIJO OE aTOlJo. IJTTOPEi va ETTIlPEaoTEi 11 IKavoTIlTO 
EVEPVOU<;; OUIJIJETOXr']<;; aTllV OOIKr'] KUMocpopia # TO XEIPIOIJO WlxaVlllJaTwv. AUTO 10XUEI 
IOlaiTEpa KOla TIlV EVap81l T'1<;; 8EpaTTEiao, T'1V a VT IKOT aaraoll f../E ola<popETIKO TTP0'iOV KOI 
OE ouvouaolJo IJE TO OIvonvWlJa. 

2.4.7 	 npO£IOOTTOJrlCE1S VIO Ta iKooxa: Ta oloKia 10mg TTEPI£XOUV AaKTo9ll. A08EVEi<;; IJE 
oTTavla M'1poVOIJIKa TTpof3MllJma a VEKTlKoT'1TO<;; orr] vaAaKT691l, IJE aVETTapKEla Lapp 
AaKTaoll<;; # IJE OUVOpolJo ouoaTTopp6cpll01l<;; yAuK6ĝ'le;-yaAaKT691le; OEV TTPETTEI va 
TTaipvouv aUT6 TO <paPlJaKO. 

2.5 	 AAAI1AETTIOpaCEIC; f../E aAAa <p0pf../aKa rl OU<JiEC; 
ea TTP£TTEI va YVWpi9ETE, 6TI 11 TOuToXPOVIl xopfjYIlOIl VlTpEvolTTiVIle; KOI aAAwv 
cpaplJaKwv. TTOU IJEIWVOUV T llv apTIlPlaKr'] TTIEoll. f../TTOPEi va EXEI we; a TToTEAEolJa Hl 
IJEvaAuTEPIl IJEiwoll T Il<; apTIlPlaK#e; TTiEoll<;;· 
ea TTPETTEI va EVIlIJEPWOETE TOV Ylmp6 oa<;;. 6TOV TOUT6xpova IJE Til VlTpEvolTTiVIl 
TTaipvETE KOI aAAa <paPlJaKa 6TTWe;: 

• KapoloAoVIKa/avTluTTEpraOlKa: f3-avaoToAEI<;;. a-aopEvEpVIKOi aTToKAEIOTE<;. OlouPIlTIKa. 
oaKTuAiTloa (olyo8lvll) 

• 4>aPl-laKa Via Til 8EpaTTEia TOU EAKOU<;: OII-lETlOivll. pavlTloivll 
• Plcpal-lTTlKiVIl 
• MuoxaAapWTIKa 
• XUI-l6e; grapefruit (YKPEITT<PPOUT) 


ATTO<PEUYETE Til Ar']4J'l T'1<; VlTpEVOlTTiv'1<;; IJE XUIJO VKPEITT<PpOUT Vlmi EXEI TTapmllPIl8Ei OTi 

a u8avEI 11 opaoll TOU Kal IJTTOpEi va EXOUIJE IlEvaAuTEPfJ IJEiwoll H]<; apTIlPlaK#<;; TTiEOIl<;, 

11 oTToia IlTTOpEi va'olapKEoEI TouAaXloTOv 3 IlIl£PE<; IlETa T llv T EAwraia A#4J1l TOU XUI-l0u 

YKP£ITTCP pOUT. 


I\ovw TOU 6T1 11 VlTpEVOlTTiVIl IlETaf3oAi>ETOI IJtow Ev6<; EV>UIlIKOU OUOT#llmo<; 

(KUToxpwlla P450 3A4). EiVOl TTl8avov cpaPlJaKa TTOU avaOTEAAouv (KETOKOVa>oA'1, 

I TpaKova >oAIl. cpAouKova9oAIl. vEcpa9oOOVIl. f3aATTpo'lKO 

TpoAwVOPOIlUKivll, Mapl8polJUKivll, PO818pOIJUKiVil. a IJTTpEvaf3ipll, plTovaf3ip'1. 

Ivolvaf3ip'1. vEAcplvaf3ipll. oaKoulvaf3ipll. quinupristin/dalfopristin). r'] ETTayouv a UT O  TO 

EV>UIJIKO OUOTlllJa (cpOlVUTO'lV'1. cpOlvof3apf3ITOvll. Kapf3alJa>ETTiv'1), va IJETaf3aAAouv T'1 

f3loola8EOIIJOT IlTO T'1<; VlTpEVOlTTiVIle; WI KOla OUVETT£lCl TO a VT10m:pTOOIKo aTToTEAEolla. 


ETTio'1<; 0 ouvoua01-l6<; aTTOMEIOTWV olauAwv a of3EoTiou Kal dantrolene EiVOl OuvllTIKa 

ETTlKivouvoe;. 'EXEl TTEplvpacp£i OE 9wa OTI IJETa a TT6 tvxUO'1 dantrolene EXEI TTpoKAIl8Ei 

KOIAlaK# llaplJapuv#. 
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aTTo TOV YIOlpo Kal va EsOl0I-lI KEUETOI avaAoya I-IE 
Til xal-1llAOTEPIl 00011 

1 oloKio vlTpEvolTTiVIle; 10mg/ I1JJtpa). 

AlYO uypo 
TO YEUl-laTO. 

8EpaTT£iaĈ_ 

I-IETO<popa TOU 
lOIl. 

210 77 93 777 

TI") opaoll TOU (aYYElooloaroA%), OEV EivOI 

A08EVEic IJE 1 . .lEIWIJEVn OTTOTIKO AEIToupyia 

A<J6£vetC; U£ !l£tQ)!lf:vn V£q?Pl1o] k£tW1)pyiu 

Xopt)ynon 
(OXI 

H vnpEYbmivll /1E1:UªoA.i«€Lat (no i)nup. Eno/1f:vQ)S O1.lVt<J'ttl:rm, Ot U<J6EYEiS /1E T]nunKi) 

oO<JokoyiuS· 

t1t1YED-E.42S0-J3/2 
(24a) 

2.6 	 lWO"oAoyia 
H ooooAoyfa TTPETTEI va Ka80 pi|ETOI 
Til f,)apuTIlTO Tile; UTTEpTOOIle;· H 8EpaTTEia TTptTTEI va apxf|EI I-IE 

(10mg VITPEVOlTTivI")e;= 
H ouv%81le; ooooAoyia Eival: 
1 oloKio TWV 10mg 2 <popte; Tllv Ill-ltpa (TTpwi KOI f,)paou) % 
1 oloKio TWV 20mg 1 <popa TI")V Ill-ltpa (TTPWi) 
H avwn:PIl ooooAoyia TTOU I-1TTOPEITE va TTapETE, I-1ETa OTTO OUVEVVOIl0l") I-IE TO YIOlpo 
oae; £iVOI 40mg IlI-lEpl")oiwe; (1X2 oloKia VITPEVOlTTivI")':; 20mg). 

bucrkel'roupyia.-vu-S£KtVOUV1:11 6EpunciulIlO'tT]XU/111k6't£pT] OUVU1;i) M<JT] (Smg vnp£vomivllS = 

1/2 oundo vnpEYbtmVllS lOmg 111/1epu), /1£ npo<J£KnKi) nUpaKokou6T]<J1l1:T]S dtvtKi)s 
uv'tunOKpt<JT]S /1tUS Kat 'to uvnun£p'tucrtKO unO'tEk£<J/1U 't01) <pap/1UKOU /1nOPet va etVat mo 
€VLOVO Kat nupu't£'rU/1£VO. 

L£ u<JOEYetS /1£ /1£1Q)/1f:vT] V£q:>P1Ki) kel1:oupyiu bEY unat't£ha.l 101aiLEpT] rrp0<Japfloyf} 'tT]S 

To oloKio KOlaTTivETOI KOla Kavova OAOKAI")pO I-IE JJaFi JJE XUJJo 

grapefruit) I-IETa 


o YlOl po.:; oa.:; 8a K08opioEI TI") OlapKEla TI")e; 

H EUai081")TI") OTO <pw<; opaOTIK% ouoia vlTpEVOlTTiVll TTpoarOlEUETOI aTTo <puMo 
aAOUI-IIViou. ria aUTO TO AOYO, TO oloKia 8a TTptTTEI va a<pOlpOUVTOI aTTO TI") ouoKEUaofa 
TOUe; Ol-ltOW<; TTplV aTTO TI") XP%OIl. 

2.7 	 YTTEpl:)OO"OAoyia- AVTIJJETWTTlO"ll 
LE TTEPITTTWOW; UTTEpooooAoyia<;/TOsIKOTIlTOe;, TTapOTI")p%81")KE ausl")Ol") TI")<;I-Ila 
OUXVOTIlTO<; TWV aVETTl8ul-II")TWV EVEPYEIWV (tsOlVll, TTOVOKt<pOAO<;. l-1£iwol") TI")<; 
opTIlPlaK%':; TTiEol")<;. TOXUKOpoiai f,)paouKapofa). 
LE TTEpiTT TWOIl UTTEpOOOOAOyio<;, OTTOITEiTOI a08EV% OTOal-l£Ol1 
VOOOKOI-IEio, OTTOU yiVETOI I") KOTaMIlAIl aVTII-IETWTT 
TI")A. KtVT POU .Lll")AI")TI")plam:wv: 

2.8 	 TI TTPETTEI va YVWpiFETE O"Tllv TTEpiTTTWO"I") TTOU TTapoA£iqJ£T E va TTapETE JJia l:)oO"I") 
Eav tXETE TTapaA£itpEI I-lio 00011, 8a TTpEm:r va aVTlKOTaOT%OET£ TO TOXlJTEPO ouvolo. H 

ETTOI-IEVIl 0001") 8a TTPETT£I Yla TO oloKia 10mg va EivOi 12 WPE<; KOI Yla TO oloKio 20mg, 
24 WPE<;. 

2.9 	 AVETTleUJJI")T£G EvtpYEIEG 
DTTwe; Ka8E <papl-laKO, tTm KOI I") NITRENDIPINE I-ITTOPEi va TTpoKaAtoEI aVETTl8ul-II")T£<; 
EvtpYEIE<;. noMt<; aTTo aUTte; txouv OXtOl")I-IE 
ETTIKivoUVE<; Kal UTTOXWpouv al-ltow<; I-IETa TI") olaKoTT% TOU <papl-laKou. 
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(3 Aq 1-1 a . 1-1£ TO . qioP!JaKO, 

��YEn-E.4250-J3/2 

(24a) 

AVETTl8uI-IIlTEe; EVtpYEIEe; Tile; KOTllyopioe; OU T�e; £ivOi 01 OKOAOu8Ee;: TTOVOKtcpOAOe;, 
tO04-'Il, KOKKivIOI-IO TTpomimou, TTP�OII-IO OTOUe; oOTpoyaAoue;, TOXUKOpoio KOI cOAOOO, 
'MAEe; OVETTl8ul-I'1TEe; EvtpYEIEe; EivOI: EUKOAIl KOTTWOIl, OOUVOl-lio, VOUTio KOI OlapPOIO. 
LTTOVIOTEPO l.mopEi va EI-ICPOVI080uv: OUOKOAio O T'1V OVOTTVO�, TTOVOe; oroue; 1-10Ee;, 
TPEI-I0UAO, vWPIKOTIlTO, TTOVOe; OTO OT�eOe;, TTOPOI081l0io, OEPl-larIKte; aVTlOpOOEIe; KOI 
l-lEiwO'1 Tile; TT1EOIle; TaU OiI-lOTOe; KaTW OTTO ro CPUOJOAOYIKO. LTIlV TTEPITTTWOIl OUT� 
I-ITTop£i va EX£TE AITT08ul-lfo � Taoll YIO AlTT08ul-lio. ETTlKOIVWV�O TE I-IE TO YIOTPO OOe;, 
oTToioe; TTl80vwe; va ooe; I-IEIWOEI Til ooooAoyfo. 
Karo Til OlapKEIO 1-I0KPOXPOVI0e; 8EpoTT£i0e; TToparllP�8llKov YUVOIKOI-IOOTia KOI 
uTTEpTTAaoio TWV OUAWV, TO oTToia UTToxwPlloav TEAErwe; I-IE Ta Til OlaKOTT� Tile; 

8EpaTTEiae;. 

LE I-IEI-I0VWI-IEVEe; TTEPITTTWOEIe; TTapOTIlP�8IlKav: olorapoxte; OTllv Opaoll, olarapaxte; 

OTllv-'1TTaTi Kŀ-AElT0U pyis--( aUŁf)ofJ-TIle;-aAxaAI K�e;-q>uraq)arOOIl e; KOI/� O T  Ilv 'SG 0T, 

SGPT), K08we; KOI TTOAuoupfa, 11 oTToia 0I-lWe; I-ITTOpEi OTTO larpIK�e; TTAWpOe; va EivOI 

ETTl8uI-II1T� OE a08EvEie; I-IE aUOIlI-lEVI1 OPTIlPIOK� TTiEO'1. 

LE Ka8E aVETTl8uI-Ill TIl EvtpYEla 8a TTPETTEI va OUI-I(3ouAWTEIrE TOV YIOTPO oae;, a oTToioe; 

80 oae; OWOEI Tie; aTTapaiTIl TEe; oOllyiEe; (OUVEXI0'1 Tile; 8EpaTTEiae;, OlaKOTT�, TTpOOapl-loy� 

Tile; ooooAoyiae;, EpyaOTI1PlaKO EAEYXO). 


2.10 HtJEpoJ.Hlvia AI']8'19 TOU TTpo·i6vTO9 

Avaypacp£TOI OTllv EOWTEPIK� Kal EOWTEPIK� ouoKwaoia. 

LE TTEpiTTTWOIl TTOU 11 IlI-lEpOl-lllvia aUT� EXEI TTaptA8EI, I-Illv ro XPIlOlI-IOTTOI�O£T£. 


2.11 	 IOlaiTEpE9 TTpocpuAa8EI9 Via T'1 cp(jAa8'1 TOU TTpo"'6vTO9 
H vl TpEvolTTiVll, 11 opaorlK� ouoia TOU cpapI-I0KOu, ElVOI cpw TOwai08llTIl. ria TO AOYO 
aUTO, TO oloKia 8a TTPETTEI va acpOlpOUVTOI aTTO Til ouoKcuaoia TOUe; aI-lEOWe; TTplV aTTO 
Til XP�OIl· 
cDUAOOOEn: TO cpapl-laKO OE I-IEpOe; OpOOEPO KOI OE 8EPI-IOKpaoia 0XI I-IEyaAuTEPIl aTTo 
2SoC. 

Ta cpOPl-laKa OEV TTptTTEI va aTToppiTTTOVTOI oro VEPO Tile; aTToxtrwolle; � O TO OKouTTiola. 
PWT�OTE TO cpap!JaKOTTOIO oae; TTWe; va TT£ TOOETE TO cpOPl-laKa TTOU OEV xpElacOVTOI TTla. 
AUTO ra !JErpa, 80 (301l8�00uv aTllV TTpOOTOoia TaU TTEpl(3aAAoVTOe;. 

nTTW9 6Aa TO cpoptJaKO va q>uAOUUETaJ llaKPJ(l OTTO TO TTaJOIO. 

3. nI\HPOCl>OPIEr riA THN OP00l\OrlKH XPHrH Cl>APMAKQN 

-To cpOPl-laKO aUTO aae; TO EypmVE a YIOTpOe; aae; !JOVO v,a TO aUYKEKpl!Jtvo larplKO oae; 
TTpo(3AIll-la. bEV 8a TTptTTEI va TO oiVETE aE aMa OTOl-la � va TO XPIlOJ!JOTTOIEIrE Yla KaTTOla aMIl 
TT0811all, xwpie; TTPOIlYOUl-ltvwe; va tX£TE aUI-I(3ouAw8£i TO Ylarpo aae;. 
-Eov KOTO TIl OlopKEla . Tile;· 8£paTTEfde; El-lcpaVl08£i KOTTOIO riP"O 
EVIlI-IEpwaTE Ol-ltawe; TO Ylarpo � TOV cpaPl-laKOTTOIO aae;. 
-Eov tXETE OTTOlaO�TTOTE EPWTI1I-1OTIKO yupw aTTO TIe; TTAIlPOcpopiEe; TTOU acpopouv TO cpOPl-laKO 
TTOU Aal-l(3av£TE � XPEI0cE08E KaAUTEPI1 EVI1I-1EPWOIl yla TO larplKO oae; TTpo(3Al1l-1a 1-111 OIOTOOE TE 
va cIlT�OE TE Tie; TTAIlPOcpopiEe; aUTte; aTTO TOV YIOTPO oae; Ii TOV cpapl-laKOTTOIO oae;. 
-ria va EivOI aTTOTEA£Ol-IOTIKO Kal aocpaMe; TO cpap!JaKO TTOU oae; XOPlWri81lKE 8a TTptTTEI va 
Aa!JłOVEral OUl-lcpwva I-IE TIe; OOIWiEe; TTOU aae; 008'1Kav. 
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KOIVOrrO(1) 0"1]: 

ArrOOEKTE£; Via EVEPVEla : 

3. 

88 YEU-E.4250-1312 

(24a) 

-riO TrW OercpOAEU:l ero<; KOI Tllv UYE10 ero<; Eivol OTTopoiTIlTO va olo!3oerETE I-IE TTpoeroXf] Ko8E 

TTAIlPOcpopio TTOU ocpopo TO CPOPI-IOKO TTOU ero<; XOPllyf]8IlKt:. 

-No WI OIOTIlPEiTE TO CPOPI-IOKO erE EPI-IOPIO TOU AOUTPOU, olon 11 iterTIl KOI 11 uypoerio I-ITTOPEi va 

oMolwerouv TO CPOPI-IOKO KOI VO TO KmocrTf]erouv ETTI!3Ao!3t<; v,a TIlV uYEio ero<;. 

-No 1-111 KpmoTE CPOPI-IOKO TTOU DEV TO XpEloiEerTE TTMov rl TTOU EXOUV rlOIl ArljEI. 

-rio I-IEYOAUTEPIl oercpoAElo KpmoTE OAO TO CPOPI-IOKO erE oercpaAt<; I-IEPO<; I-IOKPIO OTTO TO TTOIOIO. 


4. TPOnOE LilA0EEHI 
To CPOPI-IOKO OUTO XOPIlYEiTOI I-I0VO I-IE ImplKrl eruvTOyrl· 

3. 	 01 OIKOIOUXOI KOI OVTITTPOOWTlOI UTlOXPWUVTOI Y'O HIV ECPOPIJOyf} HIe;; OVWTEPW EYKUKAioU. 

4. 	 KOTOTIIV TWV OVWTEPW TlOUEI va IOXUEI Il EYKUKAIOe;; IJOe; ]JE op 39155/24-10-96(Op8A 
ETlOVaAll4-'1l 27-2·1998) 

Er. : BAYER EI\J\A:2: ABEE 
:2:wpou 18-20 15125 MAPOYLI A0HNA 

1. YTIOUPYEIO YYEIOe;; & KOIVWVIK�e;; AMIlAEYYUIle;; 
lJ./voll ¢>0PIJOKWV & ct>OPIJOKEiwv 
APIOTOTEAOUe;; 17, 101 87 A8r'Jvo 

H AIEY0YNTPIA a YEn 

2. rEE8A1lJ. yr 

4. 

5. 

6. 

llovEMAvlo IOTplKo :2:uMoyo 
IlAouTapxou 3, 106 75 AeAvo 
(IJE Tllv TlOPOKAIlOIl EVIlIJEPWOIl TWV 
TOTIIKWV IOTplKwv :2:uMoywv Tile;; xwpoe;;). 

llovEAA�VIO "EvWOIl ¢>0PlJOKOTlOIWV 
Kopu�1l 6, 117 43 AeAvo 

llovEM�vlo ct>OPIJOKEUTIKO :2:U AAOYO 
IlElpolwe;; 134 & Ayo81lIJEpoU 
118 54 A8�vo 
(]JE Tllv TlOPOKAlloll EVIlIJEpWOIle;; TWV 

ap_ A. KOYTIOYKH 

TOTIIKWV ¢>OPIJOKEUTIKWV :2:uM6ywv Tile;; xwpoe;;) 

7. 	 llovEMr')vlo "Evwoll ct>OPIJOKOTlOIWV 
NOOIlAEUTlKWV lopulJoTWV 
MIXOAOKOTlOUAOU 99, 115 27 A8Avo 

8. 	 I KA-¢>OpIJ/Kr'J YTlIlP£Oio 
Ay.Kwv/vou 8, 102 41 A8r'Jvo 
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4. 

��YETI-E.42S0-13/2 

(24a) 

9. 	 Of A KAaoo<; ¢OPI-lOKEUTlK©<; n£piSoAlfJll<; 

IlOTIlOiwv 30, 106 77 AS©vo 


10. 	 OiKO<; NOUTOU n£lpOIW<; 

K.lloAOIoMyou 15 

185 35 n£lpOIO<; 


11. 	 OiKO<; NOUTOU AS©vo<; 

fAouOTWVO<;2 & nOTlloiwv 

106 77 AS©vo 


12. 	 KtVTPO LlIlAIlTIlPIOO£wv 

NOOOKOI-I£io Iloiowv "Il.& A. KUPIOKOU" 

11527 fouoi ASªvo 


13. 	 L¢EE 
.. / I\. Boo. f£wpyiou 50 & M. Aoio<; 


152 33 XOMVOPI, ASªvo 


14 . 	 llov£AA©vlo "EvWOIl ¢OPI-IOKO«IOI-Illxovio<; 

/\Ol-llfJo 7, 11524 AI-ITT£MKIlTTOI, AS©vo 


15. 	 LOAAoyo AVT/TTWV ¢OPI-I0KEUTIKWV Elowv & EIOIKOTªTWV 

006<; T OToTou 

180 XAI-I. ESVIKª<; ooou ASIlVWV-/\0l-lio<; 

14 6 10 N. EpuSpoioATTIK©<; 


16. 	 MArio Ayopovol-lio<; 

llov£TTIOTql-liou 42, 106 79 ASªvo 


17. 	 TEBE - ¢OPI-lOKEUTlKt<; YTTIlPwi£<; 

Ay. KwvoravTivou 5,103 51 AS©vo 


18. 	 Mlll-ltAIl LuAA6ywv 

(6TTW<; 0 TTivOKO<;) 


ErOTEPIKH l1IANOMH: 
1. 	 Ll!voll A¬loMYIlOIl<; IlpoT6vTWV 

0) TI-IªI-Io A¬loMYIlOIl<; ¢OPI-I0K£UTlKWV IlpoT6vTWV 
13) fPOI-II-IOT£io A' TI-IªI-IOTO<; ETTIOTIlI-I0VIKOU LUl-ll3ouAiou EYKpio£wv 

2. 	 Ll/vOIl IlAIlPOcp6PIlOIl<; & LlIlI-I. LXtO£WV 
3. 	 Ll/vOIl ¢Op/KWV M£Anwv & "Ep£uvo<; 

Ll/vOIl Ll/KWV YTTIlPWIWV EAty xou 	IlpoT6vTWV 

TI-IªI-Io 'EKOOOIl<; & Kwo. ATTOcpaO£wv 


5. 	 f pOI-lI-lOT£io Ll£UT£PO«aSI-lIOU ETTIOTIlI-I0VIKOU LUI-l«ouAiou 

IT6/09 
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