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ErKYKAIOr Ano¢>ArH 

0EMA Ka8oplof..loe; nEpiAJ']ljJf']e; XapOKTf']pIOTIKWV iOU npOfOVTO<; KOi <DuAAou OiSJ']Ylwv Yla TO XP~OTf'] 

rpOPl1aKEUTIKWV npolOVTWV nou nEplEXoUV iSpaOTIKO OUOTOTIKO CLARITHROMYCIN, 110Prp~ 
ETTIKOAUIJIJEVO l.u: AnTTO UIJEVIO oloKio 250mgITAB, ETTIKOAUIJEVO IJ£ AnTTO UIJEVIO oloKio 
500mg/TAB & AIOKIO EAEYXOIJEVIl<; OTIOOiOIJEUO'l<; 500mg1TAB. 

"EXOVTE<; unOljJf'] 
a) TIe; OIOTO~£I(; TJ']e; KOIVr']e; YnoupYIK~e; Anorpaof']e; tiyr3 (0) 83657/2005 "nEpl EVOPf..l0V10f']e; Tf']e; 

EAAJ']VIK~e; N0l108wiae; 1-1£ IJ']V oVTioTOIXJ'] KOIVOT1Kr'J OTOV TOI1EO TJ']e; KUKAorpopfoe; 
, TWV rpapl1aK£UTlKWV npOIOVTWV, nou npoopisOVTOI yla av8pwmvr] XP~OJ']", 

~) TrjV un' apI811.43391/23-06-2010 AnorpooJ'] npotiSpou EO<D (<DEK 1 052/TElJxoe; t,[(mpo/12- 7­
2010)"nEpi I1ETO!3I!3ooEwe; OIKOIWI-10TOe; unoyporp~e; ano TOV npoEiSpo EO<D npoe; TOUe; 
np0l'oTOI1EVOUe; iSIEU8uvOEWV EO<D" , 

y) 	 Tf'] rVWI10TEUOJ'] TOU EmOHlI10vIKOU l:UI1!3ouAfou EYKpioEWV T 11 r'J 110 A', op, <D-357/05-11-20 10 

AnO<tlArIZOYME 

1 A) 	H nEpiAJ']ljJJ'] XOPOKH1PIoTIKwv TOU npOIOVTOe; rpapl10KEUTIKWV npolovTWV nou nEplEXoUV 
iSPOOTIKO OUOTaTlKO CLARITHROMYCIN" 110Prpr'j ETTlKOAulJlJEVO IJE A£TItO UIJEVIO oloKio 
250mgITAB & ETTlKOAulJEVO IJ£ A£TIto UIJEVIO oloKio 500mg/TAB, opfsETal we; E~rie; 

nEPIAHlJ.'H TON XAPAKTHPlrTIKON TOY npO'iONTOr 

1. ONOMArlA TOY <l>APMAKEYTIKOY rlPO'iONTOr 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 

KaeE OIOKIO TIEPIEXEI 250 mg ~ 500 mg Clarithromycin, 

ria TOV nA~pt1 KaraAoyo TWV EK06xwv, i3A, nopaypocpo 6 1 
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To OKoAouOo qJc'1PfJoKo £ivol YVWOH) ~ unonm OTI £nrlP[()~OUV TIC; OUYK£VTPWO£l<; H1C; 

KAOPIOPOfJUKIVr]e; oro nAaOfJO MnopEi va onom:lTOI pUOfJIOr) Tr)e; ooooAoyioe; ~ 
£VOMOKTIK~ OEpon£lo 

Efavirenz, nevi rapine, rifampicin, rifabutin KOI rifapentine: 

loxupoi £noywy£ie; TOU OUOT~jJOTOC; fJETof3oAIOjJOU jJEOW TOU P450 onwe; TO efavirenz, 

nevirapine, rifampicin, rifabutln, Kal rifapentine fJnopEi va ETTITOXUVOUV TO jJETaf3oAIOIJO Tr)C; 

KAopI8polJuKivr)e; KOI, we; £K TOLITOU, va IJ£IWOOUV TIC; OUYK£VTpWOEIe; Tr)e; OTO nMolJo EVW 

Ou~aVOUV TIe; OUYK£VTpWO£Ie; Tr]C; 14-0H KAOPIOPOIJUKivr)e;, £Voe; IJET0f30AiTr) nou £nior)e; 

EivOi OPOOTIKOC; tVOVTI TWV IJIKpof3iwv. Ecpooov 01 OVTIIJIKpof310Kte; OpOO£Ie; Tr]e; 

KAoPISOIJUKivr)e; KOI Tr)e; 14-0H KAapISpolJuKivr)e; £ivol OIOqJOpETIKEe; YIO OIOqJOPETIKO 

IJIKP0f310, TO OVOIJEVOIJEVO OEpon£uTIKo onOTEAEoIJo jJnop£i va EnllP£OOTEi KOla Tr]V 

TOuToXpoVIl xop~Yr)or] Hle; KAoPISPOIJUKivr)e; KOI TWV EV~UIJIKWV Enoywytwv 


Fluconazole 
TouToXPovr) XOP~yr)or) fluconazole 200 mg IlIJ£pr)oiwe; KOI KAoPISPOIJUKivr)e; 500 mg Ouo 
qJOpEe; r)jJEpr)oiwe; O£ 21 uYIEie; ESEAovTte; OO~Yr)OE O£ OU~~OEIe; Tr]e; Cmin KOI Tr)e; AUC OTr) 
IJtoll OTOSEP~ KOlOOTOOIl Tr)e; TO~r)e; TOU 33% KOI 18% oVTioTOIXO Ot OUYKEVTpWOEIe; TOU 
EVEPYOU IJETof3oAiTIl 14-0H-KAopIOPOIJUKivl1 OE OTOSEP~ KOlOOTOOIl OEV £nI1P£OoTI1KOV 
0l1jJavTIKo Tr)V TOUTOXPOVr] XOP~Yl1oll Tr]C; fluconazole. 6£v anaIH:lTOI puOIJIOr) Tr)e; 
ooooAoyioe; Tr)C; KAapl8polJUKivl1e; 

6lYD~ivn 
H olyo~ivr) O£WpEiTOI tva unooTpwlJO yla TOV jJETOqJOptO £KpO~e; P-glycoprotein (Pgp). H 
KAoPISPOIJUKivr) EivOi YVWOTO Oll ovooTtAAEI TI1V Pgp 'OTOV r) KAoPIOpOjJUKivr) KOI r) 
olyo~ivll XOPIlYOUVTOI jJo~i, r) ovooToA~ Hle; Pgp ono TI1V KAoPISpOjJuKivr)lJnopEf va 
OOr]y~OEI OE oU~r]lJtvr) tKS£Or) OTIl olyo~ivr). AU~r)lJtvo EninEOo olyo~ivlle; OTOV opo OE 
a08£VEie; nou AOjJ!3ovouv TOUTOXPOVO KAaplOpojJuKivll KOI olyo~ivr) txouv Enior)e; 
ovmpEpOEi OE IJEMTEe; f,lETO Tr) KUKAocpopio. Konolol ooOEv£ie; £jJqJovloav KAIVIKO or)IJEio 
OUf,lf3OTO IJE TO~IKOTIlTO ana olyo~ivr), OUlJnEpIAojJ!3oVOIJEVr)C; OUVr)TIKO SoVOTr)qJOpoe; 
appuSjJioe;. 01 OUYKEVTpWOEle; Tr)e; olyo~ivr)e; OTOV opo 00 nptn£1 va £"-tYXOVTOI npoo£KTIKO 
OTov 01 ooS£v£ie; AOIJf3ovouv TOUTOXPOVo olyoE,ivr) Kol KAoPISpOjJUKivr) 

KOAXIKIVI) 
H KoAXIKivr) £ivOi unOOTpWjJo YIO TO CYP3A KOI yla TO jJETOqJOptO Hle; £KpO~e;, P­
yAuKOnpwn:ivr) (Pgp) H KAoPISPOIJUKivr) KOOWe; KOI TO oMo jJoKpoAiolO £ivOi YVWOTO Ylo 
Tr)V ovooToA~ Tr)e; CYP3A KOI Pgp 'OTOV r] KAapISpOIJUKivr) Kol r) KoAXIKivr) XOpr)YOUVTOI 
TOUTOXPOVO, 11 oVOOTOA~ Tile; Pgp KOI/~ Tr)e; CYP3A ana TIlV KAoPISpOjJUKivr) £[VOI TTlSavo 
va OOl1y~OEI OE oU~r)jJtvll tKSWr) OTllv KoAXIKivr). LUVIOTOTOI 01 OOSEVEie; va 
nopoKoAouSOUVTOI YIO KAIVIKO OUlJnTwlJOlO AOyw Tr)e; TOC,IKOTr)TOe; Tr)e; KoAxIK[Vr)e; (f3A 
napoypoqJo 44) 

ZICD pou CIVI) 

H TOUTOXPOVr) XOP~Yr)or) ana TO OTOIJO oloKicuv KAoPISPOIJUKivr)C; Kol ~loo!3ouoivlle; O£ 
£vrlAIKoue; 008£VEie; npoof3£f3Ar)IJEVOUC; ana TOV 10 HIV, IJnop£i va oOr)y~o£1 OE lJ£iwor) TWV 
OUYK£VTPWO£WV Tr)e; ~loof3ouoivr)e; O£ oTOS£ponolr)IJEvr) KOlOOTOOr). En£lo~ r) 
KAapISpOIJUKivr) qJOiV£TOI va nop£lJnooi~EI Tllv onoPPoCPIlOIl Tile; (loof3ouoivlle; orav OUT~ 
AOIJf3ov£TOI TOUTOXPOVO ono TO OTOIJO, r) oMIlAEniopoor) OUT~ IJnop£i va onoqJ£uxS£i O£ 
lJ£yoAo f3oSlJo ov 11 KAoplOpolJuKivll KOI Il C;loof3ouoivr] AOfJf30VOVTOI O£ OIOqJOP£TIKEC; 0JP£e; 
H oMr]J\tniopoor] OUT~ O£ qJoivuOl va EKOr)Ac0V£TOI O£ nOIOIOlpIKOUC; ooS£vEie; 
npoof3£f3Ar]f,lEVOUe; ono HIV nou noipvouv £VOlwPlllJo KAoPISPOfJUKivr)e; f,lo(i fJE 
C;loof3ouoivr) ~ dideoxyinosine. 



O)!IAodX OA3rlOldold311 olA 101A00AudoXAno 0)!orld9dl 00Q 01 AOlO SO!AoyoooQ SU1 umnl3rl 
101!3110110 AT\lSU1 UA9rl 3)!USyAudoX UAI)!nrlodSldoy)! U ADl9 AO)!USydu1Odoll nOll A(y)AI3)!3 

S3d319yurhn %017 nOll!d311 AOIY SUA!)!nrlodSldoy)! SUI xew:> 10)! :>nv S3rlll lonOl OAOrl 
3)!USyAudoX JIAeUlnbes 01 1'1019 AO)!USydu1Odoll nOll A<:Jlno S3d3lOyurhn %L8 ~ 10)! %LL ~ 

UOOlD91O)! yd3S0lD 30 JIAeUlnbes nOI xeLU:> 10)! :>nv S~ril1 orl03y~lOllO )(Y) 3Xi3 )~IAOy3S3 
)131An 2: ~ 30 ()(Y)!OUd3rlu S~dodl SI3dl Bw 002: ~ )UA!1OY3) ol>mrho)! 9>myorl) JIAeUlnbes 10)! 

(S(lI!oud3riu )3dodl Of,1Q Bw DOS) SUAJ)!nrlodSldoy)! uouAydoX uAodX9lnolSuoodQ!1l3YUYYO 
)Y)!lln3)!orldodl SurlodQjdlrlo SO!rlU~13Q9110 13Xd911n 1D>l VEdA:> nOl Si3YOlDOAO 

10)! o1Orl(Y)dlDolln 101'113 JIAtwmbes 01 10)! uAJ)!nrlod8Idoy)! U '0)!orld9dJ Od319dlrlV 

J!Al:w!nbes 

')U09dQ SY)!IAoyo)!orldodJ 
SUA~rl0131Odoll y SUA~rlu~no o1Orl<:Jl11rlno 10)! Oj3rluo olA OA3lD IDlAOXA~y3 

01'1 1311~dllUA!)!nrlodSldoy)! 10)! 810z8uOJ8J11 oAodX9lnDl AnoA9grloy nOll Sj3A3S0voriOOYll 
OlD )UAJ)!nrlodSldoy)! SUI OQ311!113 01 130y~no 01'1 j3dOllri 810Z8UOJeJlI U <:JA3 orl09Y 11 

OlD 810zeuOJeJ11 Slu OQ311J1l3 01 130l}~no 01'1 1013X~QA3 UA!)!nriodSldoY>l HuoodQ!1l3YUyyO 
Y>lllnJ>lorldodJ uriodQ!dlrlo Olri 30 i3AuQO nOll )9AOA3A 'VEdA:> nOl Si3YOlDOAO 

10>1 o1Ori<:JdlDolln 101'113 810zeuoJeJ11 U 10>1 uA!>lnrlodSldoY>I U 'D>lorld9dl 01 Od319dlrlV 

alozeuo:leJII 

)U0931(Y)dll )j3YOlDOAO 3rllDlA00AudoXAno 01'1 1311~dll oS A3Q S(Y)!OUd3rlU 
6w 000 ~ A(y)1 )3d310yoA3rl )uAI>lnriodSldoY>I )1309\l)UAI>lnrlodSldoY>I )Ul ydJdori 

UyUYY91O)1 Ojri SDlA<:JIOllOrlloudX %9L 910>1 1013A<:JllOY3 01'1 1311~dll SUAj>lnriod81doY>l 
uooQ U 'uIWIlW DE> SUA!AI103d>l uodoS9>1 3ri Sj3A3800 31%09 910>1 I013A<:Jll0Y30A 

1311~dll SUA!>lnriod8IdoY>I SUI U09Q U '(Ulwllul 09 )(Y)~ DE )UAJAI103d>l uodoS9>1) 0IAdn0ll3Y 
Y>llddJ3A oldl~ri 3rl Sj3A3800 31 '0!Adnoll3Y Y>llddJ3A yyorlo 3rl Sj3A3S00 30 SOjAoyoooQ 

SUI UO(Y)j3ri U UIUl!odollO 1013AJd>l A3Q ')UA!>lnrlodSldoY>l SUI )nOdf,13 00>l11n3110d38 
nOY9A3rl nOI (Y)A9VJIAeUeZele nOl :>nv )UI %82: UOU~C1D Ojrl 3ri 'uA!>lnriodSldoy)! 
-HO-p l AUlD U03S>I~ AUlD %OL 910>1 uO(Y)j3rl Olrl 10>1 uAj>lnrlodSldoY>l UlD SUD38>1~ 

SUI )~dodJ 2: uou~r:m Olrl orlD3y~10110 )(Y) AOXj3 (S(Y)!OUd3rlU ododl olrl 6w 0017) JIAeueZele 
3rl )(Y)loud3rlU )~dodJ 00Q Bw 009) )UAI)!nrlodSldoY>I )Ul uouAydoXAno H )UOOdQ!1l3YUYYO 

SU)!llnJ>lorldodJ SUrlodQldJrlo )Olrl U~13Q9110 13Xd911n 10>1 VEdA:> nOl )j3YOlDOAO 
10)1 o1Ori<:JdlDolln IOAj3 JIAeuezEqe 01 10>1 UA!>lnrlod8Idoy)! U 'o>lorld9dJ Od319dJrlV 

J!AeUeZel''Q' 

'UdjgOAOlld 3rl )(Y)A9dXAno 10lAr,wAudoX 
01'1 /311~dll A3Q od~rlu AUI 6 ~ 9110 )3d3lnyoA3ri )uA!>lnrlod8IdoY>I )1309\l%SL 01 OlD>I 

1013A(;mrl U09Q U UIW/IW OS A(y)1 Ud319d>llrl SUA!AI103d>l uod089>1 3rl )131'13800 31nolrly 
01 (10)1 1013A<:J13rl u09Q U UIW/IW 09 S(Y)~ OS )UAjAI103d>l uodoS9>1 3d )j3A3800 31 :o1OduXo 

9>11AoyoooQ 08noY9>1o Dl IDlAOAj3lOdll SOjAdn01l3Y SY)llddJ3A )Ul UO(y)I11>1~ 3d )131'13800 
31 'SUA!>lnrlod8IdoY)l SUI Ul>113Q 00>l11n3110d3S nOY9A3rl nOI (Y)A9Y So!AoyoooQ )Ul UO(y)13rl 

101]3110110 A3Q 0iAdn0ll3Y Y>llddJ3A l})lIAoyolondJ 3rl )j3A3S00 31 SUA!)lnrlod8IdoY>l HO-(:I-p l 
)Ul )U03SAf)00Ig )Ul yYOlDOAO )UdYYll 3>1USydu1OdOUud!gOAOlld 3ri uouAydoX uAodXAno 

Ul 910>1 %LL (10)1 :>nv U 10>1 %2:8l 9lD>I UIW:> U '% l E 9lD>I 3>1usy~no )uA!>lnrlodSldoY)I 
)Ul X8lU:> H)UA!>lnrlodSldoY)l )Ul 00rlOlyog013rl nDl YYOlDOAO Y)lllAOriUO 

Orl03Y310110 1'100 3X,3 ')OlDrl9lD nO! 0110 )3d<:J 2: l 380>1 )UA!)lnrlodSldoY)I 6w ODS 10)1 S3d<:J 
8 3S9)1 ')UdlgOAOlld Bw 002: uouAudoX uAodXA00 U 119 3~13Q3 uqY3rl U>lIlUAI)lO)mrldodi OIV\J 

Ud!90AOlld 



UI\»fnrlod8IdoY>I ULD I\ryll\3800 )OpllOd38 )3d:Jrlu 01d0rlrlOlO>l301Q 
~ 9110 Ud310yoA3rl 1013:nAoYOlln I\ryll\3800 I\M1 U038>1:J HO:mrld9ch 010 UD38>1:J 

I\Lao 00101110 -nOllio UO~Xo U 1380ldo 0/\ ~ )nOI 01l.J191\XnO U 08do j3LDIAoYOlln 01\ 91>11ch3 
31011\9ll 101\13 1\3Q ')n08:JA3rl nOY9glchrlo 9rlon8UYll 01\:J 9110 9>1111\0Y383 1011\0d~cho1\0 »lnO 

)1309dQ111\0 10 119 nOl MA9V)UI\!>lnrlod8IdoY>I )Ul )UOn3rlO~QOllO )u03rl9 1\(y)1~1O>lll>13Id3ll 
/ I\rylchdorl/\(Y)l /\MY9 I\ryl13Ad3/\3 I\M1Uri081ll3/\0 1\(y)1 I\(Y)Y9 urhO/\00 olrl PY31Oll0 z: )O>lOI\JU 

O)31U19>111>13Id311 / ):Jchdori )3>1I13dodmIQ )~YYOll 30 pdochoY>ln>l ul\l>lnriod8ldoY>I H 

~ )o)IOA!U 

(0 ~n > 'omn <: ):JI\Xno) 01lJ191\XnO 10>1 SOlOrll,.l1ono 
nOl\9Ado oldoAulO>I 910>1 1011\od~cho1\0 S313Ad~1\3 S31Url081l131\0 IO)3QY3rl S,?>lII\IY>I 30 

uI\l>lnriod81doY>I 1\0gOY:J nOll SI31\3800 30 )313Ad,?1\3 S31Url0811131\0 Sa 131\XPQ ~ SO>lOI\]l1 0 

1\01l\oXurl 00rlOldl3X 10>1 SlJouA~Qo 01U191\0>ll I\UlD )1309dQ1ll3 I\O>lU8ydulOdOill\3\] 

A<:>AoXlul l)oriDldl3X 10)1 )uDl.ll\~Qo 0·1I..I.19AO)l1 AU.1D ) I3Dl;>dQIII3 L'v 

OY9A 01\1ll01d81\0 OLD 1013l\jd>l>l3 ul\]>lnrlod8IdoY>I Ho/\ngl\j:>! 
91\08111 /\01 13:;nrl80LDIl/\od3lln )OY3ch9 01\3ri91\3rlOl\0 011\93 S91>13 ')U S31\~ri Snol01dll )13dl 

Snol 910>1 Od31JOIQI '1019LDIAnO 3Q )(y)30yn>l )U1 013>1d91Q U1 910>1 )Ul uo~dX U 01001 Ol\] 
J38M1083glll3 13X:J 1\3Q 9rlooyue 01 10>1 UOU0)1 I\U1 910)1 SU/\l>lnrlod8IdoY)I SU1 013Y9choO H 

o!XnoyoA 10)1 lwul)f 9'17 

(Vv ochodA9doll 
'Y8) ul\!>lnrlod8IdoY>I I\ULD JII\eUOllJ nOl SI300dg S3/\3rloX3Q1\3 10 urh9lln 1011\01\98rloy 

01\ 13ll~dll 08 'J!l\euOlU 3rl 10113AudoXAno JI1\8Ulnbes 01 1\01QJll\eUOllJ/JIl\eumbes 
013ll0d38 Ul 3rl 1\0>lue~dLJlodOll nOlll\(y)309d9 1\(y)1 S,?>llln3ll(Y)00dilllI\0 

101\13 I\uri 0/\ pdowi nOL 01\9rl Jll\eulnbes 3rl /\oI\IA,? nOll SlJOOdQIll3YUYYO 
S~>llln3)1oridoch )3qY3rl 9110 )130ydLaodoUJl1\8Ulnbes SUI\!lOY3) nO!>lorho>l 

noduY>lo nOl uoydX UL 3rll\O>lU8Udu1Odoll nOll1\M309dQ I\(1)L S~>lllmllMOodllllI\O 

101\13 I\uri DI\ 13dollrl SUI\!lOY3) Ol>lorhO>l 9>1oyorl 01 3>1U8UIOllOrlloudX n01l9 SUOOdQ!1l3YUYYO 
SU>llln3>lOrldoch)3qY3rl OllO )130UdUlOdOIJ 138U13Y3r1l\noX;> nOll )1300Q SilO OrlUlDOIQ 

(nl'~) 

~![ I 'U;C:v]-U:L\\7\7 



!Ii 

LDHAoYOIDnch uri 0!Adn0ll3Y ~J)lIlO11H 
SQ>ndOlln>lOlOllU SOd3l>IL 

SQ'>IllOlDOYOX SOd31>11. 
UDOlDQYOX lpllOllH 

OQIl!lOllH 
OI3'>1dl;)1l31\0 LI>lllOllH 71\MdQchUyoX I\Ml 10>1 SOlOllY nOl S~XOdOlOl\7 

I\Mll\OQO I\Ml SQriDllOriMdXOilV 
SODDf!1yA SUi SQriDllOriMdXOllV 


OQllllOrlOq 

OQll!DDMYJ 


----------~OQ!l!103d'AOll OPlO I 
I 

)OlOrl~HDno 00>ld31A3dlDOA 001 )lXOdO!O~ 

O!QdO'>lnXOl Y>l0IY10>l I 
oriUch9dAoIQdO'>lOdl'>13YU I 

OlD 10 SOlOriYlDOIQ nOl UD019 doU I S8jU10d 8p s8pesJo1 )~XOdOlOIQ S3>101Qdo>l 
~--------------~---------

)~ogri:3 

SOAAIYtl' 
UDMchf!1>l , n081\!dngoy nOl 10>1 )Q1M nOl S~XodolOl\7 

o!rlDodoU 
o!Dn3ADn\7 

O!riDOI\V 
o!DmAv 

UY9Z! 
!oriDOlli SOlOrlywnD (lo'>lldml\ nOl )~XOdOlOl\7 

~------------,------~"---~~-~----------

O!l\ll(lV 
SoXA\;;j 

urn1Y891O>l 
UDU !OilOllMDOdllOil V 
UDOlD91O'>I Y'>IlwXAni 

)QrlDIYOlOI\ODOdllOll V 
UDU8 D!OQn3rh 

yXodOlOlQ Y'>llDMXnrh 

)OlOriywnD (lO'>lllUIOllODOI\O nOl S~XOdOlOl\7 

)OlOriywnD (lO>Hchrl3Y I 

nOl S~XodolOl\7 

)13DMl1DOdoll 10>1 

o!domoY)I(l)f Alu 913rf O!d1311ri3 -~)JI3Ad~A3 S:ulJli~1811L3AV 

l )O)fOA!U 



II 

oriQ>m i3X~ 1\3Q nOll no>mridodJ nm uDl\nd>mriollo opXOlI\Lu 3rl 1011\0)lll(Y)13r1111\0 
01\ 13ll~dll :mDQQ )~~ly08d3iln 3ri 1011\0)I13XD nOll )13DQdQll1\0 )31Uri081ll31\0 10 

O!rim~oiln 10~ 0!riI0IYO~OilnQdodJld3llrinD lPIOl\odOll 'nOQ~ilIil3 nO~IIUOI\ l,lyog013rl 
3DlJIDnodoll IO~ )ul\!~nrlod8Idoy~dA 9 3g0Y~ )UXOd01OIQ )l,l~IYOilIQ Q~ldolDl 3X!3 )OIOilO 

o )YI\38DO )01\3, 'olOrlr;HilrinD Q~ld311\3dlDOA 1001\01\~ri01\0 01\ 13il~dil )UI\!~nriod8Idoy~ 

)OlUlODOil )UYOA3riUrhyy Ul 013ri 11Q 131il0~odill\noXdQiln nOil )~dodJol\o )11 OilV 

)ojdno )~rlll )31\~riu~no )UDj1l3 1\0DO!Dnodoil )3Q9rio )~~IAoYODOQ )illnO o(lQ )llD 
1\t;J1\38DO QlDOOOll Od31Qd~lri 01\3,1\(Y)!Y013ilOrilO 10~ 1\(I)!dlOdJOOrllo 1\t;J)lmy 1\(1)1 UO(Y)13ri 

y)llAoY080ll 10)1 id8S 10)1 i08S 1\(y)1 UOU~00 y)llAoY080ll l,l)lll1\OrlUO 1\000!OnOdOil 
od~rlu I\La )ul\!)lnriodSldoY)l 6w 000 ~ I\ogoy~ nOil 1\t;J1\3800 1\(1)1 %£-2: nOilld3ll 'Old~Hld)l 

01 ~)1no 3V\J 'O!OOril)lOQ ul\~rild)l3)1Ano 389)1 30 ()~riI1 )3d31t;J1O)I 10)1 )3d31t;J1\0 )3!od)lO 
)11 )0l1\0!3Y)lOilO) )31\~rlAodolOIQ 01\011\~ 1\01Y 1\3Q nOil l\t;Jrill uonyQl\o I\UlD 3)1UlD!00g 

l\(Y)d13riodoil 1\t;J)uAoYOlg 1\(1)1 uouAoyol~O U ')131\38DO )00InO )nOI\~riyolDOlO~OOOI\O )n01~ 

o!riolDodU~ Io)! 'O!l\il(lO 'OIOl\ilonQ 
Od31QII\01l0 l\o)lU8d~dJol\Vid8S )U1 10)1 i08S )Ul UDU~00 'Syo>lO )Ul )~XOdOlDIQ 

'01U1QIYI0)lonQ '0!AyoyodJ3)l ')9ri01d(l)313ri 'orlU8I\Q~3 '010dd91Q 'uAY9 9)l0IyI0~ 'Suo(l3A 
SLauD(Y)!oyyO 'lo13ri~ 'O!lnOI\I\OlY )(Y)!OUd3riU )ul\!)lnriod8IdoY)I 6w OOO~ 1\01\d10ll~ 

nOll S13l\38DO 9110 Od31QI\Xno l\o)lu8d~dJol\0 nOil )130QdQll1\0 Spl\3rionQ 10 ')3~IYYI\3 3~ 

UYO)lD0Q S~dodJ S~YYOll 3~dulln 'OlOril,lDOI\ 01\3ri9vvogri3doil oyyo QllO Y /\IH oOQI\ 
U1 QilO o1Orit;Jlilrino 01\3rip)lOlln OlD l,lul\!~nrlod8Idoy~ I\UlD 1\1l080QOllO 01\ I\oollodollrl 

08 nOill\t;J13Ad31\3 l\(I)lUri081ll31\0 Il~013rl UDld)lQIQ U 'OIQ!dUl)1ogo)lnrl QllO SI3~t;JriIOY 
olA OlOrll,llDOIQ 9~ll\odX OY9A3rl olA 10)1 )1309Q )3Y9A3rl 3D 3)1U8yAUdoX UI\!~nriod8Idoy)I U 

SnO!OllO )nOlD '011!0 0YY9 Y SOIV QllO 0ml1UloilODOl\0 n01 yYOlDOlO~ 3rl Spl\3800 Snoq 
5f3As(JDD 5noA7rlVDiDDiD>lODOAD 50 5stsAd71\s 5!lAsrlonv 

( S V 10)1 Vv odJodA9doilyg) 10101\98 1m P8d3dJOl\0 I\noX~ SpI\38DO 
)nOI01l9)1 3~013)ld9ll31\0 Y~lddJ31\ 3rl SI31\3800 30 I\O)lUlD!I\OdJrl3 1\(I)IOilO 1\(1)1 )13 )~~ld3rl 
'SnOI\;1ri(l)I~IYU )nOlD 9)11QI3 'SUI\I)lIXYO)l )U1 10)1 SUI\!)lnrlod8IdoY)I SU1 uDydX UI\OdXQln01 

I\Ul 3ri SUI\!)lIXY0)l SU1 OlLJIQ){I~Ol I\La olA o!dodJoY)ln)l I\U1 913rl S~dodJol\o 13~d91ln 1\n0X::l 

SUOll3A SUI uO(Y)!oyyo 10)1 )oDo(l)yA SUl )9rlOllOri(Y)dXOllO 
Sorilrh~dlDOI\O S~dodJ );1)1ld3rl 101pdulOdoil uY9jod1l3riO 3rilO1pAudoXAnD 1\010, 

1'~O)lorld9(j) 01\3rl(wALJdoXAnD 911O~ olOrl~JDOI\ 01\3fl!3>iOiin9Q"0800 3rl!383Ql\nO 13X~ 9~11\3 nOil 
1 uoog~~ od9dJUlOI\08 3ri 013)1d9ll31\0 U~llOllU P8d3dJOl'I0 13X;1 'SI30t;Jlilld3ll )311\9ll0 0YOll 3~ z 

UI\!)lnriod8IdoY)I 3ri 011\9ilD !38d3dJ01\0 I\noX~ salulod ap sapeSJOl 
)
, 10)1 olQdo~nX01 Y)lOIYIO)l '.10 )OlOriYlDOIQ n01 UOl\n)lyrilil3 'oIQ!yod~ori 0YY9 3ri )(1)110. , 

SI3D913~3 )~)lll\ly)lodoU 
r--.~---,-~-----------.~-------t----~--.----.-~.--

UD3ri91Q oQll!ddJ3N I\(Y)QO 
l\(I)dQdJodno 1\(y)1 10)1 l\(Y)ddJ31\ 1\(y)1 S~XOdOlOlv 

oriU81\9~3 
UO(Y)QII\ >1 I 

uDnYQd~31\ U>llridJQlil] n01DI ' 

(1l1'( ) 

~ :~I'(I~~I ~I InAvv 



Ol\ori UY9)Odl13riO 9lln )3Q9rio )11 3rl uOld~A00 30 UYO)Odll3rlO 10~ 
L)I\I~nriod8Idoy~ Olln 1\(1)1\3800 )3Q9rio )110 Od319d>llri 9~111\0riLJD 3~dl;Jlln OPllod38 Lu 913rl 

)31\Uri 9 )nOlD 1\\;11\3800 1\(t)1 )~llodlOlln 9lDOOOll 01 'uqY3ri 389)1 3:S01\9ri uY9)odll3rio 
I\La 1\080y~ nOll )131\3800 )nOlD % ~ 9110 Od319d)llri lO~ 'UY9)odll3rio I\U1 3ri 9rioonQI\no 

30 UI\!>lnriod8Idoy~ 1\080Y~ nOll )!31\3800 )nOlD %OL 9110 od31nyoA3ri 1\01Y )UO(t))!d)l3 
9lDOOOll oo~ri 01 '0 ?1 :) '8 )31~Y3ri )1l~uY9)odll3riO I\U1 01\9ri 1\080Y3 nOll )P1\3800 

)nOlD ~ 9lDOOOll 30 Ol\9rl 10)1 UY9)od1l3rio 3ri UI\!~nriod8Idoy~ 1\080Y~ nOll )!31\3800 
)nOlD %08 ouo 011\0ll 9lDOOOll 30 1J0IAd H nOl UO(t))!d~3 3)1U8(t)lDIHOIQ V U1~Y3riu11 

)3d~rlu 82: olA UY9)od1l3rlO 
AU1 OA9rl /\080y~ )P/\3800 10 'noXA3Y3 oQ9rlo 389~)3d~rlu v~ /\QYllIll3 olA (0 

?1 J '8 )31~Y3rl) )(t)!OUd3rlU 6w 02: ~ (V UqY3ri) 6w OV uY9)od1l3riO )(t)8noyo~0 1m )3d~rlu 
v~ olA )MIOud3rlu 6w Ov uY9)od1l3rlO 3rl 9rloonQ/\no 30 SMjoud3riU )~dod'l £ 6w OOS 

u/\l)lnrlod8IdoY)I 3rl )uOM)]d)l3 0!311od38 /\OgOY3 1J0IAd <H 9110 u~(t)rl!oy U/\~rlMlO83gl113 
3ri )O)lY3 0)llynUOQO)l3QMQ 3ri Sp/\3800 ')3QY3rl )~yd'lfll )~YllIQ )3/\3ri9XA3Y3 9YO)! V 3:S 

OrlljXD 9>tlln:l110d1(} 9Y11lV 

0j311od38 
~YllIQ U1 /\080y~ nOll /\~)/\3800 A(y)1 %09 11/\0/\~ OPllod38 ~YllId1 I\LJlA08oy~ nOll I\~A3800 

A(y)1 %06 OlD UOIAdH n01 uO(Y))!d)l3 U8X(1313ll] <S3d~rlu v~ olA )M!oud3riU 6w OV 
uY9)odll3riO 3ri 9rioonQAno 30 )M!oud3riU S~dod'l £ 6w OOS u/\!)!nriod8Idoy)! ~ )3d~riu 
L olA ~ )3d~rlu 0 ~ olA od~riu /\La )~dod'l 2: 6w OC: Y SM!oud3riu 6w 02: uY9)odu3rlO lO)l 

)(Y)!OUd3riu )~dod'l 2: 6w 000 ~ U/\!YYI)lI~OriV 3ri 9rioonQAnO 30 'od~riu /\U1 S~dod'l 2: 6w OOS 
UAI)!nrlod8IdoY>I 3ri )UOM)ld)!3 O!3uod38 /\ogoy~ 'UOIAd H 9110 u~(Y)rl!oy U/\3rl(Y)lOg3gl113 

3ri SO>lY~ 0)!IYnl)lOQO)l3Q(Y)Q 3rl )]3/\3800 'Uqy3rl yyd'lnl I,JYllIQ u/\3rl9XA3Y3 oWY9110 Olrl 3i 
OrlljXD 9>tlln1110d1() 9Y11ldl 

S0!3ll0d38 )Y>lllId>l>l311I\O 
)ol/\odXod~ori U>lA9AO /\U1 10)! nOYnl)!9QO)l3Q(Y)Q n01 )no)!y~ nOl )YllodlOlln 01LJ191\XnO 

La 9>111/\orluo 13/\(y)13ri (lOd(Y)ynll nO!QldU1)!ogo>lIY3 n01 UOM)!d>l3 H %06 nOl 91000011 
OlD lO13Xd~/\o i}od(Y)ynll 0IQ!dul>lOgO)!IY3 9110 u~(Y)ri!oy U 'noYnl)!9QO)!3QMQ )O>lY~ oli 

)O>ly~ 9>111113ll 01 3rl 91\3lD 10132]13Xono (UOIAd J8peqo::J118H) (lodMynll 0IQ!du1>10g0)!IY3 01 

53!domodl.lyu 5:DIIlOriMdl.lYllriO::I 

<96'LvL 10/\]3 Sod99 o)loldorl 010IYld1I/\o13)10 10>1 
uY9/\083ri 'uY9I\08IO /\Ll1o LanyolQ 10~ 9d3/\ 010 u1nY91Qo 'UI\O~O ~d>l1ll 'uriooo 'Udll09 DI'\ 
10l13)19dUV u/\!~nriod8nd3yn83rl-0-9 10/\P ul\!~nriod8Idoy~ U o/\~rild)!3)!'\n:rSu/\!)!nrlod8nd3 

)U1 OIY(lDlOQ 9)!1/\01~Oy OlD Q'H:) oQ9rlo 3ri 9 UO~8 UlD )oQorio )Y)!lyn~odQn 
)La )UOOlD91O)!01ln /\o.lodu '9>11101811/\0 9)!IQlyod~orl 9)!1138/\nolriu 10/\13 ul\!>lnriod8IdoY>I H 

60V::HOr:)lV )9)!IQ(Yl>l 

::I31H10lVI ::I3).tIJOVO).ntlAldV$ 'S 

uod089)1 Y>llOI\011d3U 
Yuodo8o~orllO I\U1 9110 9>11ll\OrluO 1013293duU3 1\3Q 9do 1\0lD )u/\!~nrlod8Idoy~ 

)Lu url8910 U 'oIQlyod:mrj oyyo 01 3rl 10~ )(tllloodqrl ml1~ldLJloolln 3rl IO~ !38UdloddollO 

()) 1-") 

~I-();(I -UI,\..vv 



\1\ \ [ I J~ I ~I) (1- I _~ 

( .')" ) 

AAAa eEpam;UTlKO uXrJl1ara EKpi(wuryt; EAIKo{3aKTryploiou TOU rruAwpou 
H KAOPISPOIJUKiVrj tX[1 XPIlOIIJOnOIIlS£I KOI m OAAo. oX~lJaro S£pom:io<; YIO TflV £Kpi~uJOfl 
TOU H pylori, onw<; 

Clarithromycin IJ£ bismuth subsalicylate KOI ranitidine 

Clarithromycin IJ[ metronidazole Kal omeprazole ~ lansoprazole 

fl EPWVO oUV£Xi~ETOI KOI IJE OAAE<; 6pOOTlKE<; OUOiE<; OE OUVOUOOIJO IJE 

KAopI8p0 l-luKivll· 


MIKpofjloAoyia 

H KAOPISPOIJUKivfl OOKEi Tflv OVTI~OKTIlPIOIOK~ TIl<; 6paofl OTTO Tfl ouvo£O~ Tfl<; IJE TI<; 

PI~OOWIJIOKE<; UTT0I-l0VaOE<; 50S TWV woioSflTWV ~OKTIlPloiwv, OVOOTEAAOVTO<; tTOI Hlv 

TTpwn:lvIK~ ouvS£O~ TOU<; 


H KAaplSpol-luKiVIl tXEI oEi~EI aploTIl opaofl in vitro EvavTiov TOOO TWV ~OKTflPIOIOKWV 


on:AEXwv ovmpopa<; 000 Kal OUTWV TTOU OTTOI-lOVWVOVTOI Kara Tflv KAIVIK~ npaf,fl EivOi 

TTOAU OpOOTIK~ EVOVTIOV I-lEyaAr]<; TTOIKIAio<; oEp6~IWV KOI oVOEp6~lwv Gram-8ETIKwV KOI 

Gram-OpVflTlKWV I-lIKpoopyavlolJwv. 01 EAOXIOTE<; OVOOTOATIKt<; OUYKEVTPWOEI<; (MICs) 

KAapiSpOIJUKivfl<; Eivol ouv~Sw<; Kara tva log2 OpoOTIKon:pE<; ana TI<; MICs Ttl<; 

EPUSPOIJUKivfl<; 


To. EpyaOTr)plaKa OTOIXEio OEixvouv ETTiofl<; OTI fl KAOPI8p0I-lUKivrj tXEI aplOTrj opaorj 

EVOVTiov TWV Legionella pneumophila KOI Mycoplasma pneumoniae l:TOIXEio in vitro KOI In 


vivo oEixvouv on rj KAOPI8poIJUKivr] £ivOi opoonK~ EVOVTiov KAIVIKW<; Orjl-l0VTlKWV 

IJUKO~OKTrjPIOIOKWV OTEAEXWV 

'EXEI ~OKTrjPIOKTOVO opaofl Kara TOU Helicobacter pylori KOI rj opaofl OUT~ EivOi mo 'OXup~ 


OE OUOtTEPO pH TTopa OE Of,IVO. To OEOOl-ltvo in vitro oEixvouv OTI TO OTEMXrj 

Enterobacteriaceae KOI Pseudomonas Ka8w<; KOI 6AAO IJIl ~UI-lOUVTO Tfl AOKTO~fl Gram 

OpVrjTIKa OEV EivOi woio8rjTO OTrjV KAOPI8poI-lUKivrj. 


H KAOPISP0I-lUKivrj anooEixSrjKE OpOOTIK~ EvovTiov TWV TTEPIOOOTtpwv OTEAEXWV Tl0V 

KaTw81 I-lIKPOOPYOVI0I-lWV in vitro KOI OE KAIVIKtC; AOII-lWf,EI<;, OTTW<; TTEplypa<pETOI ora 

KE<paAOIo 

L10l:0AOfiA KAI ENL1EI=EIl: 


AEP0J3101 Gram-GolKoi IJIKpooPyoVlGlJoi 

Staphylococcus aureus (OX' OVSEKTIKOC; orr) I-lESIKIAAivrj) 

Streptococcus pneumoniae 

Streptococcus pyogenes 

Listeria monocytogenes 


AEp6J3lol Gram-ApvllTIKoi IJIKpoopyavlulJoi 

Haemophilus influenzae 

Haemophilus parainfluenzae 

Moraxella catarrhalis 

Neisseria gonorrhoeae 

Legionella pneumophila 


AAAoI MIKpoopyavJ(]lJoi 

Mycoplasma pneumoniae 

Chlamydia pneumoniae (TWAR) 

Chlamydia trachomatis 


Mu KoJ3oKTllpiolo 


I .' 
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• Mycobacterium chelonae 
• Mycobacterium fortuitum 
• 	 Mycobacterium avium complex (MAC) TTOU aTTon::A£iTOI OTTO 

-Mycobacterium avium 
-Mycobacterium intracellulare 

• Mycobacterium leprae 
• Mycobacterium kansasii 

H napaywy~ ~-AOKTOI-j()Or]e; O£ <pOiV£TOI vo £nr]pEo~£1 Tr] iSPOOTIKOTr]TO Tr]e; 
KAOPISpO~UKivr]e; 

2:.HMEI02:.H To nEploooT£PO oT£M:m oTO<puAOKOKKOU avS£KTIKOU OTr]IJ£SIKIMivrj KOI 
o~aKIMivr] £ivOi OV8£KTIKO KOI OTr]V KAoPISPOIJUKivr]. 

EAIKoPOKH1Pioio 
Hellcobacter pylori 

L£ KoMltpYW:e; TTOU tYlvov TTplV ana Tr] O£pon£io, onoIJOvw8r]K£ H. Pylori KOI 01 MIG's Tr]e; 
KAapISpo~UKivr]e; npooolopioTr]KOV TTplV ono Tr] 8£pon£io O£ 104 OOSEVEie; Ana aUTOue; 
TtooEple; ooS£v£ie; £ixov OVS£KTIKO on:M:XIl, ouo OoS£VEle; £ixov £VOIOpEOr]e; £uoloOr]oioe; 
OT£M:Xr] KOI 98 ooSEv£ie; ElXOV WOiOSr]TO OT£M:Xr] 

To oKoAouSo in vitro O£OOIJEVO £ivOi OIOSEOIIJO, oAAo I) KAIVIKr) TOUe; olUlOoio Eival 
9yvwOn] H KAoPISPOIJUKivr] oEixv£1 in vitro OpOOTIKOTr]TO £VOVTIOV TWV TT£PIOOOTEPWV 
oT£A£xwv TWV oKoAou8luV jJlKpOOPYOVIOPWV EVTOUTOIe;, 11 oo<poA£lo KOI OPOOTIKOTr]TO Tr]e; 
KAoPI8po~UKivrJC; OTI1 8£POTT£io TWV KAIVIKWV AOIIJW~£WV nou O<p£iAOVTOI OE OUTOUC; TOUe; 
jJIKpOOPYOVIO~OUC;, o£v EX£I OKOIJI1 onoo£lx8£i IJ£ KOTOMr]AEe; KOI KOAO £A£YXOjJ£VEe; 
KAlviKte; jJ£AET£C; 

AEp6PIOI Gram-GoIKO! !-'IKPOOpYOVIO!-'O! 
Streptococcus agalactiae 
StreptococcI (Group C, F, G) 
Viridans group streptococci 

AEp6PIOI Gram-ApVI)TIKOi !-'IKPOOPYOVIO!-'oi 
Bordetella pertussis 
Pasteurella multocida 

Avmp6plol Gram-GolKoi !-'IKPOOPYOVIO!-'oi 
Clostridium perfringens 
Peptococcus niger 
Propionibacterium acnes 

AVOEp6Ploi Gram-ApV'lTIKOi !-'IKPOOPYOVIO!-'oi 
Bacteroides melaninogenicus 

LTTlpoxoin<,; 
Borrelia burgdorferi 
Treponema pallidum 

KO!-,TIuAOPOKT'lpiOIO 
Campylobacter jeJuni 
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6. <l>APMAKEYTIKEL nI\HPO<l>OPIEL 

6.1 KaHlAoy0C; £KOOXWV 

6.2 AUUIJParOT'1T£C; 

Ka~ia YVWOT~. 

6.3 ~lapK£la ~w~C; 

6.4 IOtail£P£C; TTpoc.puAa~£IC; Kala T'1 c.pUAa~'1 TOU TTpo'iovTOC; 

6.5 <l>uu'1 KOI UUUTOTlKa IOU TT£ptEKT'1 

6.6 OO'1yi£C; XP~UIlC; Kat X£lPIUIJOU Kat aTTOpp1lV'1C; 

Ka~ia £IOIK~ UTIOXP£WOrj. 

7. KATOXOL THL A~EIAL KYKI\O<l>OPIAL 

8. API0MOL A~EIAL KYKI\O<DOPIAL 

9. HMEPOMHNIA npOTHL A~EIAL KYKI\O<DOPIAL 

10. HMEPOMHNIA ANA0EOPHLHL TOY KEIMENOY 

1 B).H nEpiArJ4JrJ XOPOKTrJPIOTIKWV TOU npol6VTOt; c.pOp~OKEUTlKWV ITPOIOVTWV ITOU TIEplEXOUV 

OPOOTIKO OUOTOTIKO CLARITHROMYCIN, ~opc.p~ l'.JOKio EMYXOIJEV'lt; orrooi:OIJEUO'lt; 
500mg1TAB, opi~ETOI Wt; E~~t; 

nEPII\H4JH TON XAPAKTHPILTIKON TOY npOfONTOl: 

1. ONOMALIA TOY <DAPMAKEYTIKOY npo'loNTOl: 

.:'0 



,\:'\'1[11-1::·' 50-1 
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2 	 nOIOTIKH KAI norOTIKH rYN0ErH 

Ko8E OIOKIO EA£yXO~Evfle; ono6to~EUOtle; nEplEXEI 500 rng Clarithrot11cYln 

riO TOV nA~Ptl KOTOAoyo TWV EKOOXWV. (3A nopoypmpo 6.1. 

3. <J>APMAKOTEXNIKH MOP<J>H 

4. Kl\lNIKEr nI\HPO<J>OPIEr 

H KAaplOpo~UKivfl EVOEIKVUTOI orr) OEpanEio AOI~W~EWV npoKoAou~EVWV ono 
EUoioOflTOUe; OE OUT~ ~IKPOOPyOVIOI.JOUe;, onwe; 

• 	AOI~w~£I(; TOU KOTWTEPOU ovonvEuOTIKOU OUOT~IJOTOe; oUlJnEpIAo~(3ovolJtvtle; 

• 	Try; (3poyxiTlom:; KOI 
• 	Tr]e; nVEUlJovim; ono TtlV KOIVOTtlTO ria Tr] 8EponEia Tr)e; nVEUlJovioe; ono Til KOlvOTIlTO 

XPI101IJOnOIOUvTOI ouv~8wC; ouvouao~oi aVTI(3IOTIKwv (KUpIWC; (3-AoKTOIJIl ~E 
fjoKpoAioll). LE Ko8E nEplnTwoll npbm va AOIJ(30VOVTOI UnoljJfl 01 E8vIKEe; 
KOTEU8uVT~pIEe; oOllyiEe; ylo H) 8EpanEio Tile; TTVEUlJoviac; OTTO Tfl KOIVOTtlTO 

• 	AOI~W~EIe; TOU OVWTtpoU OVOTTVEUOTIKOU OUOTrIIJOTOe; OUIJTTEPIAoiJ(3oVOIJEVtlC; TtlC; 
PIVOKOATTiTIOOC; KOI TtlC; <POPuyyoOlJuyooAiTlooe;. EIOIKO, OTflv OTPETTTOKOKKIK~ 
<P0PUYYOOfjuYDoAiTioo TTptTTEI vo XPIlOllJOnOIEiTOI we; EVoMOKTlK~ 8EPOTTEiO, OE 
008EVEIC; OTOUe; OTToiouC; DEV fjTTOPEi vo XOPflYIl8Ei fl 8EPOTTEI0 npwTIlC; EKAoy~e;, TTOU 
EivOi fl nEvlKIAAivfl LTo PEUIJOTIKO TTupno, fl KAOPI8pOIJUKiVfl EivOi YEVIKO 
onOTEAEOIJOTIK~ OH)V EKpi~WOIl TWV OTPETTTOKOKKWV TOU OTOIJOTO<pOPUYYO. OOTOOO, 
ETTI TOU TTOPOVTOC; unopxouv TTEPIOPIOlJtvO IJOVO DEOOlJtvo TTOU Vo onoOEIKvUOUV Tr1V 
onOTEAwlJOTIKOTtlTO TflC; OTflv TTpo<puAo~fl ana PEUIJOTIKO nupETO 

• 	AOIIJW~EIC; TOU OtPIJOTOC; KOI TWV 1J0AaKWV 1J0piwv (n.x. 8UAOKITIOO, KunopiTIOO 
EpuoiTTEAoC;) 

4.2 	 l1ouoAoyia KOI Tporroc; XOPrlYIlUf)C; 

EV~AIK£C;: H ouv~811C; OUVIOTWIJEVfl 00011 TI1C; KAapl8polJUKivl1C; OTOUC; EV~AIKEC; EivOi tva 
oloKio EAEYXOIJEVI1e; onooto~EUOI1C; TWV 500 rng TI1V IllJtpO 1J0~i IJE TPO<p~. LE (3apuTEpEe; 
AOlfJW~EIe;, fl ooooAoyia f,JTTopEi va aU~110Ei OE 2 oloKia EAEYXOIJEVtle; onootOIJEUOI1e; TWV 
500 mg E<pc'ma~ fllJEPl1oiwe; 01 OOOEIe; nptnEI va AalJ(30VOVTOI TI1V iOlo wpa Ko8E fll-lEpa. H 
ouv~811e; OlopKEla TI1e; 8EpanEiOi; EivOi 6 EWe; 14 fll-ltpEe; 

nOlOJ(] avw TWV 12 nwv: Onwc; KOI OTOUe; EV~AIKEC; 

nOiOla KaTw TWV 12 nwv: 80 npETTEI va XOPtlYfl8Ei 11 nOioiOTpIK~ ~op<p~ 
KAOP 18po ~UK IV fle;. 

To oloKio EAEYXOIJEVI1C; onooto~EUofle; KAoPI8poIJUKIVI1e; 500 rng OEV nptTTEI vo 
XOPtlYOUVTOI OE 008EVEie; IJE OflIJOVTIK~ VE<PPIK~ oVEnopKElo (Ko80p0tl KPEOTIVIVtle; KOTW 
TllJV 30 ml/mln). OUTOUS TOUS 008EVEiS fJnopouv va XOprlYfl8ouv TO %Kio 

'I 
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npOOOX~ XP£la~UOI £1TiOIl~ TTPO~ TO £vi5£XOfj£VO OIOOTOUpOUfj£VrJ~ OVTOX~c: IJUOE,u 
KAOPI8pOfjUKivfl~ KOI allAwv POKPOAli5iwv Ko8w<; KOI AIVKOPUKivfl~ KOI KAIVTO\JUKiVIl<; 

4.5 AAAilAnnopaom;; ,.U: oAAo <pOPPOK£UTIKO lTPO'iOVTO KOI oAAEc, pop<ptc, 
oAAilAEmopaOEWV 

AVTloppu9jJIKa 
"Exouv ovorp£p8£i (fjUa 1flv KUKAOrpopio), TT£PIOTOlIKa Torsades pointes KOla TrW 
TOUTOXPovfl XOP~YrJOfl KAOPI8pojJUK[Vfl~ KOI KIVIOivrJ~ ~ olooTTUPOjJiOIl<;. 80 vo 
£A£YX£TOI TO IlMKTPOKOpOIOyparpfljJo YIO TTOpaTOOIl TOU OIOOT~fjOlO<; OT KOla Til 
OUYXOP~YllOll TIl<; KAOPI8pOfjUKivfl~ jJ£ TO rpaPjJOKO aUTo. To £TTiTTU50 TWV rpOPjJaKLJJV 
OUTWV OTOV opo TTPETW VO £A£YXOVTOI KOla Tfl i5laPK£IO TIl~ 8£POTTEiO<; jJ£ KAOP18pojJUKivil 

AMfJAETT/Opom:u:; oXHu;OIlEvn; IlE TO CYP3A 
H oUYXOP~Yfloll TIl~ KAOP18pojJUKivrJ<;, YVWOTOU ovooTOMo TOU CYP3A, KOI £VO<; 

rpOPjJOKOU TTOU jJ£TOf30Ai~uOI Kupiw~ jJEOW TOU CYP3A £vi5EXETOI VO oUVOO£U£TOI OTTO 

ouE,rJorJ TIl~ OUYKEVTPWOIl~ TOU rpOPjJOKOU TTOU jJTTop£i VO OUE,~O£I ~ VO TTOPOT£iv£1 

OjJrpOT£P£~ TI~ 8£pOTT£UTIKt~ i5pao£l<; KOI TI~ oV£TTl8Ul1rJT£<; £vEpym<; TOU OUYXOPflyoUI1£VOU 

rpOpfJOKOU. 


H KAOPI8pOfjUKivfl TTPE1TEI VO XPIlOljJOTTOI£iTOI jJ£ TTPOOOX~ OE oo8£v£i<; TTOU AOfJ~OVOuv 


8EPOTT£io jJ£ ollAo rpOPfjOKO TTOU £[VOI YVWOTO w<; UTTOOTPWfjO TOU EV~UI10U CYP3A, £IOIKO 

EOV TO UTTOOTPWfJO EX£I TT£PIOPIOI1EVfl OPIO OOrpOA£IO<; (TT.X. KOp[30110~£TTivrJ) KOI /~ TO 

UTTOOTPWfJO I1£TO[30Ai~£T0I £KTEVW<; OTTO TO EV~UjJO aUTO 


npETT£1 va TTpOOOPfJO~£TOI fl i5oooAoyio KOI, OTOV £ivOi £rpIKTO, npbw vo EAEYXOVTOI OT£VO 

01 OUYK£VTPWO£I<; OTOV opo TWV rpOpfJOKWV nou fJET0130Ai~ovTOI Kupiw<; jJEOW TOU CYP3A 

OE oo8£v£i~ TTOU AOfJ[3ovouv TOUTOXPOVO KAOPI8pofJUKivrJ 


To OKOAou80 rpOpfJOKO ~ KOTrJyopi£<; rpOpfJOKWV £ivOi YVWOTO ~ UTTOTTTO jJU0130AIOfJOU OTTO 

TO ii5lo lootv~Ul10 CYP3A oATTpO~OAOfJll, OOT£fJl(OAfl, Kopl3ofJo(£TTivll OIAOOTO~OAr], 


OI~oTTpiofl. KUKAoonopivfl, i5l00TTUpofJii5rJ, TTOPOYWYo £pyoTOfJivrJ~, fJE8uAnp£ovl~0A6vrJ, 


A0[300TOTivrJ, OII1~OOTOTivfl, I1li5o~oMl1rJ, op£npo~oArJ, ono TOU OTOjJOlO<; OVTITfIlKTIKO (TT.X. 

[3oprpopivrJ), TTlfJo(ii5ll, KIVIOivrJ, PlrpOfJTTOUTivrJ, OIAi5£VOrpiArJ, TOKPOAlfJOU<;, TEprp£voi5ivfl. 

TPIO~OAOfJrJ KOI ~IVI3AOOTivrJ· CDapfJOKO nou OllArJA£TTlopouv fJ£ TTOpOfJOIOU~ fJrJXOVIOl1ou<; 

jJEOl0 oMwv IOO£V~UfJWV TOU KUTOXPWI1OlO~ P450 TT£PIAOfJ[30Vouv Til rpOlVUTOivfl, 

8£OrpUAAivrJ KO I 130ATTPOOTIl 


0wq>uAAiVI), Kop{3ojJa(ElTivl) 

To OTTOT£AEOfJOlO KAIVIKWV I1EAETWV i5£ixvouv OTI UTT~PE,£ I1IKP~ oAM OTOTIOTIKW<; 

OflfjOVTIK~ (p:s;O.05) ouE,flofl TWV ETTITfEOl0V 8£OrpullAivrJ<; KOI KOpI30fjO~£TTivrJ~ OTrlV 

KUKAOrpopio KOTO Tfl oUYXPOVIl XOP~YflO~ TOU<; 11£ Tflv KAopl8pofJuKivll· 


01 OKOAou8£<; OAArJA£TTli5paO£I<; TTOU oXETi~oVTOI fJ£ TO IOOEV~UfJO CYP3A tXOUV 

TTOPOlIlPIl8£i fj£ TrW Epu8pOfj UKivrJ KOI /~ I1E TrJV KAOPI8pojJUKivrJ OUl1rplJ.JVO 11£ TrJV EPTT£lpio 

fJETa TrJV KUKAOrpopio 


AvaoToAEi<; TI]e; HMG-CoA PEOOUKTOOI)<; 

'OTTW<; PE 6AO TO 110KPOAioI0, tXEI ovorpEp8Ei OTi rJ KAOPI8pOfjUKivfl ouE,aV£1 TI<; 

OUYK£VTPWO£I<; TWV OVOOTOAEWV TrJ<; HMG-CoA p£i50UKTaOfl<; (n.x. A0[30OTOTivfl KOI 
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H xplioll TWV aKoAou8wv q>apl-'OKluV aVT£yo£iKVUTal aUO
m8aVOHllae; ylO. oo~apte; aAAIlAEmOpOO£IC;: 

TIlPO A6yw Tile; 

LI(aTTpiiSll 
H olsOnpio'l jJETO!3oAis£Tat OTO ~nop OTTO TO tVSUjJO CYP 3A4 EnEIO~ 01 o~oMe; KOI TO 
fJOKpOAioIO, OTTWe; 'l KAOPISPOiJUKiv'l, ovoOTtMouv TO tVSUjJO aUTO, 'l OUYXPOVfl XOP~Y'lOfl 
T'le; OIs0npiO'le; iJE TIe; ouoi£(; oUTte; I-JTIopEi va OU~~OEI TOV Kivouvo EI-H.paVIO'le; OIOTOPOXWV 
TOU KOPOIOKOU puSjJou (ETIljJ~Kuvofl TOU OIOOTr'ljJOlOe; OT, KOIAIOK~ TOXUKOpoio, KOIAIOK~ 
jJopjJopuy~ KOI Torsades Pointes) [1,.,0 TOUTO va jJ'l oUYXOPflYEiTOI 'l ol~onpiofllJE TO 
<paptJOKO aUTO 'Exouv nOpOlflP'lSEi nopOjJOIEe; EKO'lAWOEIe; OE ooSEv£ie; nou tnatpVOv 
ouYXpovwe; KAOPISPOjJUKivfl KOI TIliJo~iOfl ((3A nopaypo<.po 43) 

TEpq>£vaiSivl] 
OVO<pEpGEi Oll TO 1J0KPOAioiO Tpononolouv TO IJETO(30AIOjJO Tfle; TEP<PEVOoivfle; iJE 

onOT£AEOIJO Tflv oU~flofl TWV EnmEowv TEp<.pEVOoiv'le;, il onoio tXEI nEPIOTOOIOKa 
ouoX£T108Ei JJE KOpOloKte; oppuGjJiEe; onwe; ETIljJ~KUVOil TaU OIOOT~IJOlOe; OT, KOIAIOK~ 
TOXUKOpoio, KOIAIOK~ jJOPIJOPUY~ KOI Torsades de pointes ((3A. nopaypo<.po 4 3). Mia 
jJEAtT'l OE 14 uYIEie; ESEAovTte; moue; onoioue; fl KAoPISPOtJUKivfl xop'ly~8flKE nopaAA'lAO jJE 
T'lV TEp<.pEvooivll £O£l~E oU~floil TOU O~IVOU IJETO!3oAiTil Tfle; n:p<.pEvooivile; OTO omAaOlo ~ TO 
TpmAOOIo OTOV opo KOI ETIlIJ~KUVO'l TOU OIOOT~IJOTOe; OT, xwpie; OiJWe; va nopOTflPilSOUV 
KAIVIKa OVIXVEUOIIJEe; ETIlOpaOEIe; ((3A. nopaypo<po 43) IlopojJolo Eniopooil tXEI 
nopOlilPflSEi KOla Tfl XOP~YflOil OOTEiJl~OAIle; OE OUVOUOOiJO JJE aAAo 
fJOKPOAioIO. EpyoTa IJ iVI]/OlUiSpOE PYOTOlJ iv I] 
Avo<.popte; JJETa Hlv KUKAO<.popio txouv oEi~EI OTi Il ouyxoP~YilO'l Tile; KAOPISPOjJUKivIle; iJE 
TilV EPYOTOlJiVil ~ Trl OIUOPOEPYOTOlJiVil OUVOOEUTflKE JJE o~Eio TO~IKOT'lTO ana EPUOI!3WOll 
OAUPO TTOU XOPOKTilPisETOI OTTO 0YYEIOOnOOfJO KOI 10xoliJio TWV aKPWV Kat aAAwv 10TWV 
OUiJnEplAOIJ(30VOiJtvou TOU KEVTPIKOU NWPIKOU ~um~IJOlOe;. AVTEVOEiKVUTOI fl TOUTOXPOVfl 
XOP~Y'lOil Tile; KAOPISPOjJUKivIle; KOI TWV <.p0PlJaKWV OUTWV WA nopaypo<.po 4 3) 

EmDpaaE/( aMwv cpap/JaKEuTIKWV rrpoi-6vTWV amy KAapl(}po/JUKivrz 

To OKOAOUGO <.paPfJOKO £iVOI YVWOTa ~ unoTTTo OTI EnllPEa~OUV TIe; OUYKEVTpWOEIe; Tr)e; 
KAopIGpOiJUKiVIle; OTO TTAOoiJO MTTOPEi va onomiTOi puGlJlOil Tile; ooooAoyioe; ~ 
EVoAAOKTlK~ GEponEio 

Efavirenz, nevirapine, rifampicin, rifabutin Kal rifapentine: 
loxupoi EnoywYEie; TOU OUOT~jJOlOe; IJETOPOAIOtJOU jJEOW TOU P450 OTTWe; TO efavirenz, 
nevirapine, rifampicin, rifabutin, Kat rifapentine fJTTOPEi va ETiiTOXUYOUV TO IJETO!30AIOiJO Tile; 
KAopIGpOIJUKiVIle; KOI, we; EK TOUTOU, va tJEIWOOUV Tie; OUYKEVTpWOEIe; Tile; OTO nAaOfJO EVW 
OU~clVOUV TIe; OUYKEVTpWOEIe; Tile; 14-0H KAOPI8pOiJUKivfle;, EVOe; jJETOPOAiTil TTOU ETTioile; 
EivOi OPOOTIKOe; £VOVTI TWV jJlKpo(3iwv E<.pooov 01 OVTlfJIKpOPloKte; 5paoEIe; Tfle; 
KAOPISOfJUKiv'le; KOI Tile; 14-0H KAOPISPOiJUKivlle; EivOi OIO<.pOpETIKte; ylo 51O<pop£TIKa 
fJIKpOPIO, TO OVOiJEVOjJEVO SEPOTTEUTIKO onOTEMofJo jJTTOPEi va ETTilPWOTEi KOla TflV 
TOUTOXPOVil XOP~YIlO'l Tile; KAopl8pojJuKivlle; KOI TlvY EV~UfJIKWV EnOYWYEWV 

Fluconazole 
ToUTOXPoVil XOP~Yflo fl fluconazole 200 mg il iJEpflOiwe; KOI KAOPISPOiJUKivile; 500 mg 5uo 
<.popte; iljJEPilOiwe; OE 21 uYIEie; ESEAovTte; OO~YilOE OE OU~~OEIe; Hle; Cmin KOI Tile; AUC OTil 
jJEO'l oT08EP~ KOlclOTOOIl T'le; Ta~'le; TOU 33% KOI 18% oVTioTOIXO 01 OUYKEVTpWOEIe; TOU 
EVEPYOU jJETOpoAiT'l 14-0H-KAOPI8pojJUKivil OE OTOOEP~ KOlaOTOO'l OEV ETTilPEaOTilKOV 
0llfJOVTlKa TIlv TOUTOXPOVfl XOP~Y'lOfl Tile; fluconazole. [l,.Ev onolTEiTOi puOiJ10'l T'le; 
iSoooAoyioC; Tile; KAOPIOPOtJUKiv'le;. 
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atazanavir (400 mg IJio cpopo flIJEPflOiwe;) EiXav u)e; onoTo.,£OlJO lJio Ol')(,flOfl 2 cpOpEe; Tfle; 
EK8£Ofle; OTfl KAOPI8poIJUKivfl KOI IJla IJEiwOfl KOTO OTflv £K8wfl OTflv 14-0H­
KAapl8polJUKivfl, IJE lJio OU(,flOfl 28% Tfle; AUC TOU atazanavir. I\oyw TOU IJEYOAOU 
8£ponwTIKou £upoue; Tfle; KAapI8poIJUKivfle;, OEV Kpiv£TOI anopaiTflTfl fl IJEiwOfl Tfle; 
ooaoAoyiae; OE 008EV£ie; IJE OIJOA~ VECPPIK~ AEIToupyio ~E a08EVEie; IJE IJErPIO VECPPIK~ 
AEIToupyio (Ko8apofl KP£OTIVivfle; 30 twe; 60 mLlmin), fl ooofl Tfle; KAOPI8poIJUKivrJe; nptnEI 
va EAanwvETOI KOTO 50%. L£ 008£vEie; IJE Ko8apofl KpwTlvivfle; <30 mLlmin, fl OOOfl 
KAapl8polJuKivlle; nptnEI vo EAonwvETOI KOHl 75% XPflOlIJOnOIWVTOe; lJio KOTOAAIlAfl 
1J0PY~ Tfle; KAOPI8poIJUKivfle; l'.ooEIe; KAopl8polJuKivlle; fJEYOALmpEC; TWV 1000 mg 
IlIJEprJoiwe; OEV nptnEI vo ouyxoPrJYOUVTOI IJE OVOOTOAEiC; rrpwTEOofle; 

Itraconazole 
AlJyon:pa TO yaPIJOKa, fl KAapI8poIJUKivfl KOI fl itraconazole EivOi unooTpwlJOTa KOI 
OVOOTOAEie; TOU CYP3A, YEyovoe; rrou OOflYEi OE lJia alJepiopOlJfl epaPlJaKEUTIK~ 
oMflAEniopaofl, H KAapl8pOl-JUKivfl EvOtX£TOI va au(,~oEI TO ErrirrEOa Tile; itraconazole OlO 
rrMolJa EVW 11 itraconazole IJrrop£i va au~~oEI TO ErrirrEOa Tfle; KAapl8polJuKivlle; OTO 
rrMofJa, A08EW:ie; nou AalJf3ovouv TOUToxpova itraconazole Kal KAapl8poIJuKivIl rrptrTEI va 
EA£YXOVTOI OTEVO Yla OllIJEia Kal OUlJrrTWIJOTa aU~fllJtvlle; ~ napOTETOlJtvfle; 
epaPlJaKoAoYIK~e; Opoolle;, 

Saquinavir 
AlJyOTEpa TO epoPlJaKa, fl KAOPl8poIJUKivfl KOI TO saquinavir Eival unOOTpWIJOTa Kal 
avaoTOAEie; TOU CYP3A KOI urroPXEI anooEI(,1l lJiae; alJepiopOIJIle; cpaPlJaKEUTlK~e; 
oAAflAErriopaofle;, TauToXPovll XOP~YflOfl KAapl8polJUKivflC; (500 mg Ouo yO pte; flIJEpfloiwC;) 
KOI saquinavir (lJaAaKO K04JOKla ~EAOTivfle; 1200 mg TpEIe; yOpEe; rWEPfloiwC;) OE 12 uYIEie; 
E8EAovTte; EiXE we; arroTtAEOlJa TllJte; AUC KOI Cmax TOU saquinavir OE oT08EP~ KOTOOTOOfl 
177% Kal 187% U4JflAOTEpEe; OUTWV nou napOTIlP~8rJKav orav TO saquinavir xoprw~8rJKE 
IJOVO TOU. 01 TllJte; AUC KOI Cmax TrJe; KAapl8polJUKivrJe; ~TOV nEpinou 40% U4JIlAOTEPEC; 
EKEivwv nou napOTrJP~8rJKav OTOV rJ KAapl8poIJUKivrJ XOPfly~8rJKE lJovrJ TrJe;, flEV anOlTEiTOI 
IJEiwOIl Tile; ooooAoyiae; orav TO OUO epOPlJaKa OUYXOPIlYOUVTOI Yla nEplOplOlJtvo XPOVIKO 
OIOOTlllJa OTle; OOOEle; nou tXOUV IJEAETfl8Ei napOTflP~OEIe; ano IJEA£TEe; yaPlJaKEUTlK~e; 
aMIlAEniopaolle; onou XPflOIIJOnOI~8rJKE TO lJaAaKO K04JOKIO ~EAOTivrJe; IJnopEi va IJrJv EivOi 
aVTllTpOOWnWTIKte; TWV 0POOEWV nou nopOTflP~8rJKav IJE Til XP~OIl TOU OKArJpOU 
Ka4JaKiou ~EAOTivrJe; saquinavir. IlopOTIlP~oEIe; ano IJEA£TEe; epaPlJaKEUTIK~e; 
oAAflAEniopaolle; nou tYIVOV IJE saquinavir IJOVO TOU IJnopEi va IJflv EivOI 
aVTllTpOOWnEUTIKte; TWV OpaOEWV nou napOTrJP~8llKav fJE Tfl 8EparrEia 
saquinavlr/ritonavir, 'Orav TO saquinavir ouyxoprWEIral IJE ntonavir, 8a nptnEI va 
AafJf30VOVTOI uno4Jfl 01 EVOEXOIJEVEe; OpOOEl<; TOU ritonavir OTflv KAapI8poIJUKivrJ (f3A 
napoypacpo 4.4), 

4,6 KlH1U'1 Kal yaAouxia 

H aOyOAEla Tile; KAapl8polJUKivrJe; KOTO TIlV KUIlOIl KOI TO 8rJAaOIJO OEV tXEI ElTIf3Ef301W8Ei 
flla TOUTO fl XP~Ofl TrJe; KOTO TrJ OlopKEla TrJe; KUflOrJe;, 1010iTEpa KOTO TOUe; TpEIe; npWTOUe; 
IJ~VEe; TrJe;, OE OUVIOTOTOI, EKTOe; av TO avalJEVOIJEVO OcpEAOe; unEpOVTlora8lJi~EI TOV 1TI8avo 
Kivouvo H KAapl8poIJUKivrJ EKKpivETOI OTO av8pwlTIvo YOAa 

flEV urroPXouv OTOIXEla 0XETIKO IJE Tflv ErriopaorJ TOU npo'iOVTOe; OTflv IKavoTIlTO OO~YIlOfle;. 
KOTO Tfl OlopKEla Tfle; OO~YflOfle; ~ XElPIOIJOU IJflxaVrwoTwv npEnEI va ArJy8Ei un04Jfl TO 
EVOEXOIJEVO ElJyOvlofle; ~OArJe;, 
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L1IOTapoxt~ TOU WTO~ KOI TOU Aa[3upivSou 

TOU yaoTp£vT£PIKOU 

L1IOTapaxte; TOU ~TTaTOe; KOI TWV 

L1IOTapaxte; TOU otpiJOTOe; KOI TOU 
IOTOU 

TWV VECPPWV Kal TWV 

Tile; y Awoooe; 
TWV OOOVTWV 

AY£uoio 
AvooiJio 
L1uoy£uoio 
napooiJ ia 

KwcpWOIl 

Torsades de Pointes 
napoTOoll TOU olaOTrliJOTOe; OT OTO 
IlA£KTpO KO pOloYPoCPIl iJo 
KOIAlaK~ TOxuKapoia 

'Exouv UTTOP~EI avocpopte; iJETO Tllv KUKAocpopia yla TO~IKOTIlTO Tile; KoAxlKivlle; IJE 
TOUTOXPOVIl XP~OIl KAaplSpolJuKiVIl~ Kal KoAxIKivlle;, £IOIKO OTOUe; IlAIKIWiJtvoue;, IJ£PIKtC; EK 
TWV oTToiwv EiJcpavioTIlKOv OE ao8£vEie; IJE V£CPPIK~ aVETTopKEIO L£ TETOIOUC; OOSEVEie; txouv 
ovacpEpSEi KOI SOVOTOI (f3A, TTapoypacpo 44 & 4 5) 

4.9 YIT£POoooAoyia 

ATTO TIC; ovacpopte; TTOU UTTOPXOUV TTPOKlJTTW OTI iJETO Til Ar'jlfJIlIJEyoAIlC; TToooTIlTae; 
KAaplSpolJuKivlle; TTptTT£1 va ovalJtvovTOI yaoTpEvTEPIKO OUIJTTH.0iJOTa 'Evac; OOSEV~C; 0 
oTToioC; £IXE IOTOPIKO OITTOAIKrl OIOTOpaXrle; tAa[3E 8 yp KAapI8poIJUKivr]e; KOI TTapouoiao£ 
IJEToj3oAr'j VOIlTIKOU £TTlTTtOOU. TTopavolKrl OUiJTTEPlcpOPO, UTTOKOAIOllJio KOI UTTO~OIiJio 
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AAAol MIKpoopyavlolJoi 
Mycoplasma pneumoniae 
Chlamydia pneumoniae (TVVAR) 
Chlamydia trachomatis 

MUKoPaKTrlpiola 
Mycobacterium chelonae 
Mycobacterium fortuitum 
Mycobacterium avium complex (MAC) TTOU OTTOT£At:iTaI OTTO· 

Mycobacterium aVlum 
- Mycobacterium intracellulare 

Mycobacterium leprae 
Mycobacterium kansasii 

H TTOPOYWY~ P-AOKTaI-lOOlle; O£ <.pOiV£TOI va £TTIlP£OS£11ll OPOOTIKOTIlTa Tile; 
KAopI8p 0I-lUKIVIle;· 
LHMEIOLH To TT£PIOOOTEPO OT£A£XIl OTa<.pUAOKOKKOU OV8£KTIKOU OTfl 1-l£81KIAAivll KOI 
O~OKIAAivfl £ivOi OV8£KTIKO KOI OTflv KAOPI8p0I-lUKivfl. 

EAIKopaKTrlPiolO 
Helicobacter pylon 

L£ KOAAI£PY£I£<; TTOU £YIVOV TTplV OTTO Tfl 8£POTT£io, OTTol-lovw8flK£ H.pylori KOI 01 MIC's Trle; 
KAopI8p0l-luKivIle; TTPOOOIOpioTflKOV TTprv OTTO Tfl 8£POTT£io O£ 104 oo8£v£ie; ATTo OUTOUe; 
T£OO£ple; oo8£v£ie; £IXOV OV8£KTIKO OT£A£Xfl, ouo oo8£v£ie; [[xov EVOIOI-lEO'le; £uOIo8flOioe; 
OT£A£XIl KOI 98 oo8£v£ie; £ixov £uoio8flTa OTEA£Xfl· 

To oKoAou80 in vitro O£OOIJ£VO £IVOI 0Io8£OIIJO, aAM; I) KAlvlKrj TOU, omJOoia (ivOi 
ovvWOTI)._H KAopl8pol-luKivIl oEixv£1 in vitro OPOOTIKOTflTa £vovTiov TWV TT£PIOOOT£PWV 
oT£A£xwv TWV OKOAou8wv I-IIKPOOPYOVIOIJWV. EVTOUTOIe;, fl OO<.pOA£IO KOI oPOOTIKOTIlTa Tfle; 
KAopI8p0l-luKivIle; OTIl 8EPOTT£io TWV KAIVIKWV AOll-lw~£WV TTOU o<.pEiAoVTaI O£ OUTOUe; TOUe; 
I-lIKPOOPYOV10I-l0u<;, o£v £XEI OKOl-lfl OTTOO£IX8£i I-l£ KOTOMflA£e; KOI KOAO £A£YX0I-IEV£<; 
KAIVIK£<; I-l£AETE<;. 

AEp6Ploi Gram-0ETlKoi IJIKpoopyavlalJoi 
Streptococcus agalactiae 
Streptococci (Group C, F, G) 
Viridans group streptococci 

AEp6plOi Gram-Apvr]TlKOi IJIKpoopyavlolJoi 
Bordetella pertussis 
Pasteurella multocida 

Avmp6plol Gram-0ETIKoi IJIKpoopyavlolJoi 
Clostridium perfringens 
Peptococcus niger 
Propionibacterium acnes 

Avmp6plol Gram-Apvr]TlKOi J.lIKpooPyav1olJOi 
Bacteroides melaninogenicus 

LTTlpoxain<; 
Borrelia burgdorferi 
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In vivo: To OTTOTEMojJOTO TWV fJEAETWV OE (wo £6EI~OV OTI r] oT08Wl Tr]e; KAOPI8pojJUKivr]e; 
DE OAOUe; TOUe; IOlOUe; EKTOe; TOU KEVTPIKOU VEUPIKOU OUOT~jJOTOe; ~TOV TToMoTTAaOIO T'le; 
OTCl8jJr]e; TOU (jl0PjJOKOU OTr]V KUKAO(jlopio 01 UtjJr]AOTEpEe; OUYKEVTpWOEIe; TTOpOTtlp~8r]KOV 
Kupiwe; OTO ~TTOP KOI OlOV TTVEUjJOVO OTTOU rJ ovoAoyio 10TOU TTpOe; TTAOOIJO E(jl80m: 10 we; 

H (.paPjJOKOKIVrJTIK~ Tr]e; KAOPI8pojJUKivr]e; Eivol jJtl-ypOjJjJIK~ XOpr]youjJEVrJ OE OOSEVEie; jJE 
TPO<.p~ OTrJ ooooAoyio TWV 500 mg 'lIJEPrJoiwe;, r] KAopI8poIJuKivIl EAEYXOIJEVr]e; 
OTTOOEOIJEUOr]e; tOEI~E OE oT08EPOTTOlrljJ£Vr] KOTOOTOOr], jJEYIOTO 0POAOYIKO ETfiTTEOO TWV 
1,3 KOI 0,48 mcg/ml YIO T'lV KAOPISPOjJUKiv'l KOI T'lV 14-0H KAopl8pojJuKivIl oVTioTOIXO 
OTTOU 'l ooooAoyio ou~~SIlKE OTO 1000 mg r]jJEPlloiwe;, OUTEe; 01 TIIJEe; OE oTOSEpoTTOlrJjJEvll 
KOTOOTOOrJ ~TOV 2,4 jJg/ml KOI 0,67 jJg/ml oVTioTOIXO H IljJlTTEpioooe; oTTO!3oA~e; TOU 
jJrJTPIKOU <.pOPJ,JOKOU KOI pno!3oAiTr) ~TOV Tr]e; TO~EWe; TWV 5,3 KOI 7,7 wpwv oVTioTOIXO. 0 
(jlOIVOjJEVOe; xpovoe; rJJ,JI~W~e; Tile; KAopl8pojJuKivIle; KOI Tr]e; 14-0H KAOPISPOpUKivr)e; 
TTopouoiooov OU~IlTlK~ TOOil OE UtjJr]AOTEpEe; ooooAoyiEe;. 

H OTT0!30A~ OTTO TO Oupo OVEPXETOI OTO 40% TTEpiTTOU Tr]e; XOpr)youjJEvIle; oOOlle; TrJe; 
KAapISpopUKivr]e;. H OTT0!30A~ OTTO TO KOTTPOVO OTO 30 % TTEpiTTOU 

YVI£i~ EeL"ovTi:~: L:E 008EVEie; 01 oTToiol £Xouv Ao!3EI TPO<.p~ XOPIly~8r]Kov 500 mg 
KAOPISPOjJUKiv'le; EAEYX0J,J£vIle; OTTOOEOjJEUOr]e; oTTa~ r]jJEPlloiwe; KOI 01 jJ£YIOT£C; oTo8J,JEe; Tile; 
KAOPISPOJ,JUKivr]e; KOI Tr]e; 14-0H-KAOPI8pojJUKivr]C; ~TOV 1,3 KOI 0,48 mcg/ml OVTIOTOixwe;. H 
!3loAoyIK~ r]J,JITTEpioooe; ~w~e; Ylo TrJ jJrJTPIK~ ouoio KOI TO J,JETO!3oAiTrJ ~TOV TTEpiTTOU 5,3 KOI 
7,7 WpEe; oVTioTOIXO 'OTov XOPr]y£iTOI KAOPI8poiJUKiv'l EAEYXOiJEVrJe; onoCitOJ,JEUOr)e; 
1000 mg iJio (jlopo r]iJEpr]oiwe; (2 x 500 mg) 11 Cmax YIO Tr]V KAopl8poJ,JuKivll KOI TO 
iJETO!3oAlT'l Tr]e; ~TOV TTEpinou 2,4 mcg/ml KOI 0,67 mcg/ml OVTIOTOixwe; H !310AOYIK~ 
IliJlTTEpioooe; (w~e; yla Tr] W1TPIK~ ouoio OE ooor] 1000 mg ~TOV nEpiTTou 5,8 WpEe;, EVW YIO 
TO 14-0H PET0!30A!Tr] ~TOV nEpinou 8,9 WpEe;. H Tmax KOI YIO Til OOOrJ TWV 500 mg KOI YIO 
Tr] ooor] TWV 1000 mg ~TOV TTEpiTTOU t~1 WpEe; LE oT08EPOTTOIr]IJEVr] KOTOOTOOr] TO ETTimoo 
Tile; 14-0H- KAoPI8popUKivr)e; OEV OU~~8rJKOV avoAoYIKO iJE Tr] ooorJ TrJe; KAopl8polJuKivlle; 
KOI 0 (jlOIVOJ,JEVOe; xpovoe; 'l1J1(W~e; Tile; KAopI8poJ,JuKivlle; KOI Tile; 14-0H-KAopI8pOIJUKiVIle; 
OEixv£1 OU~r]TlK~ rOar) OE pEyoACm:pEe; ooooAoyiEe; AUT~ rJ iJr) YPOJ,JJ,JIK~ <.pOPIJOKOKIVIlTIK~ 
OUfJnEpl(jlOpo Tr)e; KAopI8pOIJUKiVIle; O£ OUVOUOOIJO iJE Tr] YEVIK~ EAOnw0'l TOU OXrJiJOTIOIJOU 
TTpolOVTWV 14-uopo~uAiwOrJe; KOI N-OTfOiJE8uAiwOlle; OE pEyoAUTEpEe; ooooAoyi£e; o£ixvouv 
OTI 0 IJETO!3oAIOiJOe; TrJe; KAoPI8p0J,JuKivrJe; UTTOKEITOI OE OUTte; Tie; UtjJrJAte; ooooAoyi£C;. 

H OnOIJOKpUVOr] TrJe; KAOPISPOiJUKivr)e; ono TO Oupo £ivOi TTEpiTTOU 40% TrJe; ooor)e; Hle; 
KAoPISPOiJUKivrJe;. H oTTo!3oA~ OTTO TO Konpovo EivOi TTEpinou 30%. 

AaeEVEi~: H KAoPISPOfJUKiv'l KOI r] 14-0H-KAopISp0J,JuKivil KOTOV£J,JOVTOI £UPUTOTO OTOUe; 
IOTOUC; KOI OTO uypa TOU 0PyovIOiJou. nEpIOpIOJ,J£VO OEOOlJtvo ono IJIKPO OPISIJO 008EVWV 
EO£I~OV OT!, J,Jno OTTO per os XOP~yr]or], r] KAOPI8poiJUKivr) O£v £TTlTUYXaV£1 OrJiJOVTIKte; 
OUYK£VTpWOEIe; OTO £YK£(jloAoVWTIOio uypo (0£ 008£VEie; IJE <.pUOIOAOYIKO OliJOTO£YK£(jloAIKO 
(jlpoYiJO 01 OUYKEVTpWOEIe; KAoplSpoiJuKivrJe; ~TOV Tile; TO~EWe; TOU 1 twe; 2% TWV 
OVTIOTOixwv £TTlTTtOWV OTO TTAoopo) '0, OUYK£VTpWO£Ie; TWV 10TWV Eivol ouv~Swe; 
TToMoTTAoOl£e; OTTO Tie; OUYK£VTpWO£Ie; TOU opou nopoo£iYiJOTO aVTIOloiXwv 
OUYKEVTPWO£WV OE Imoue; KOI OTOV opo OiVOVTOI nopaKOTW 

L:YfKENTPQL:H PDO 250 mg ova 12wpo 
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IJUKo[30KTrlPI0IoKte; AOI1J0J~EIe; tOEI~E OT! fl KAOPIOPOIJUKiVfl ~TOV l-liO OO<.pOA~e; KOI 
OTTOTEAEOI-lOlIK~ SEPOTTEio OTOV XOPflYOUVTOV EiTE lve; 1-l0VOSEPOTTEio EiTE OE OUVOUOOIJO I-lE 
~1i5o(3ouoiVfl ~ OIOEo~ulvooivfl· To TTOiOIOlPIKO EV0I0JPfll-l0 KAOPI8p0I-lUKivfle; XOPfly~8flKE IJE 
060fl 7 5 ~ 15 ~ 30 mg/kg ova fllJtpO OE ouo OlflpflIJEVEe; OOOEIe; 

nQPOlflP~8flKOV I-lEpIKEe; OTOlIOTIKWe; OflIJOVTIKEe; ETTIiSpoOEIe; OTI<; <.pOPIJOKOKIVflTlKte; 
TTOpOlJtrpou<; OTOV 'l KAOPl8poIJUKivfl XOPflYrl8flKE I-lE OVTIPETpoiKOU<; TTOPOYOVTE<; 
EVTOUTOIe;, OUTt<; 01 IJETOf30At<; ~TOV ~ooovoe; OfllJooio<; KOI OEV O~IOAOYOUVTOI w<; KAIVIKO 
0flIJOVTIKE<; 600EIe; KAOPI8p0I-lUKivfl<; tw<; KOI 30 mg/kg ova fll-lEPO OTTOOEiXSflKOV KOAO 
OVEKTE<;. 

H KAOPISP0I-lUKivfl ~TOV OTTOTEA£OI-lOlIK~ Olfl SEPOTTEio TWV OIOXUTWV AOIIJW~EWV TOU M 
avium complex OE TTOliSIOlPIKOU<; OOSEVEi<; I-lE AIDS, EVW OE IJEPIKOU<; 008EVEi<; 
OTTOOEiXSflKE OUVEXI~OI-lEVfl OTTOTEA£OlJOlIKOTflTO Tfle; SEPOTTEio<; OE XPOVIKO OIOOT'lIJO TTOVW 
OTTO 1 £ro<;. 

KAIVIKrl Ef,.nTErpia af. aa8f.vf.ic; 1Jf. 1J1l-IJUKof)aKTllpIOlaKEC; AOIIJW~f.rc;: 2.E KAIVIKt<; 
IJEAtTE<;, ooofl KAOPI8poIJUKivfl<; 7,5 mg/kg (3opoue; OE ouo olllPlll-ltvEe; OOOEI<; (bid) 
OTTOOEiXTflKE OO<.pOArl<; KOI OTTOTEAEOIJOlIK~ OTIl 8EPOTTEio TWV TTOiOIOlPIKWV 008EVWV IJE 
AOlfJW~EI<; ylO TI<; oTToiEe; OTTatTEiTOI OTTO TOU OTOIJOlOe; OVTIf310T1Krl 8EPOTTEio 'Exouv 
o~IOAoYflSEi TTOVW OTTO 1200 TTOIOIO, flAIKio<; OTTO 6 IJflVWV tw<; 12 ETWV, I-lE IJEOfl wTinoo, 
<.popuyyinoo, AOIIJW~EI<; TOU OtPIJOlO<; Kat AOIIJW~EI<; TOU KOTWTE pou OVOTTVEUOTIKOU 
OUOTrlIJOlOe;. 

2:E QUTte; TI<; IJEAtTE<;, i560fl KAOPISp0l-luKiVIle; 7,5 mg/kg (3opOUt; OE Mo OlflPrWtvEt; OOOEIe; 
(bid) tc5EI~E oUYKpioll-lfl KAIVIKrl KOI (3oKTIlPloAoYIK~ OTTOTEA£OlJOlIKOTflTO OE TTOPOYOVTEt; 
ovo<.popOt; TTOU TTEPIEAOIJ(30VOV m:vlKIMivfl V, OIJO~UKIMivfl, OIJ0~UKIMivfl/KA0(30UAOVIKO, 
EpuSPOlJuKivll OISUAOOUKKIVIK~, KE<.pOKAOPIl KOI KE<.poopo~iAIl. 

LUYXPOVI1 XOPrlYll a lllJf. olJf.TTpa~6AI1: npOYI-l0l0TTOlrl8 fl KE I-lEAtTfl I-lE KAopl8p0l-luKivll 
OTr] ooooAoyio TWV 500 mg 3 <.pOpEt; 'lIJEPlloiwt; OE OUVOUOOIJO IJE OIJETTpO~OA'l 40 mg 
E<.pciTTO~ flIJEPflOiwt;. KOla Til XOPrlYflOIl Tile; KAOPISP0I-lUKiVIlt; wt; 1-l0VOSEpOTTEioe; OE 
ooooAoyio 500 mg 3 <.poptt; IlIJEPlloiwt; KOI OE oT08EpoTTOlfll-lEVil KOlOOTOOIl 01 I-ltOEt; Tll-lt<; 
Tfl<; Cmax KOI Cmin rlTOV Tfl<; TO~EW<; TWV 3,8 I-lg/ml KOI 1,8 I-lg/ml oVTioTOIXO ETTiofl<; 01 IJtoE<; 
TIIJE<; Tfl<; AUC TIl<; KAopI8p0l-luKivll<; r']TOV 22,9 IJg x h/ml, TOU T max KOI TIl<; flfJlTTEPI660u 

O~8 

~W~<; r']TOV 2,1 h KOI 5,3 h OVTioTOIXO 

2.TIlV iOlo fJEAtTfl OTOV XOPrlyr']SIlKE KAopl8p0l-luKivll 500 mg 3 <.popt<; IlI-lEPfloiw<; OE 
OUVOU00I-l0 I-lE Tllv OIJETTPO~OAfl OTIl ooooAoyio TWV 40 mg E<.pOTTO~ IlIJEPlloiw<;, 
TTOPOTIlPr']8IlKE OU~1l01l TOU Xpovou fllJl~Wrl<; KOI AUC TIl<; OI-lETTPO~OAfl<;. 2:TO OUVOAO TWV

o24 

E8EAoVTWV 11 I-lEOfl AUC TIl<; oI-lETTpo~oAIl<; OU~rlSIlKE KOla 89% KOI 0 I-ltoo<; Xpovo<;
o24 

fllJl~Wrl<; TIl<; Korel 34% KOla Til oUYXPOVrj XOPrlYrjor'] TIl<; I-lE KAOPI8p0I-lUKivrj OE OUYKPIOIl 
I-lE Til XOPrlYIl0rl TIl<; OI-lETTPO~oAIl<; lJovll<; KOla Hi XOPrlYfl0rl TIl<; IJE Tllv OI-lETTPO~OAIl KOI OE 
ow8EpoTTOIllIJtvil KOTOOTOOIl fl Cmax, Cm,n Kat AUC • TIl<; KAOPI8p0I-lUKivfl<; OU~rl8flKOV KOla

O 6 

10%, 27% KOI 15% OVTioTOIXO OE OUYKPIO'l I-lE TI<; TlI-lE<; TTOU ETTETEUX81l00V KOla Til 
XOPrlYflOIl KAOPISP0I-lUKivfl<; I-lE placebo 

2.E oT08EpoTTOIIlIJ£Vfl KOTOOTOOfl 01 OUYKEVTPC00EI<; Tfl<; KAOPI8poiJUKivll<; OTfl YOOTPIKr'] 
(3Atvvo 6 WPE<; IJETO OTTO Til XOPrlYIl0rl Tfl<; r']TOV KOla 25 <.popt<; IJEYOAun:pE<; OTflV OI-lOOO 
8EPOTTEio<; KAOPI8pOIJUKivfl<;-OIJETTPOi:;OAfl<; OE OUYKPIOfl iJE TIlV 0iJOOO KAOP18poiJUKivfl<; 
IJOVfl<; 6 WPE<; IJErO Tfl XOPrlYflOfl, 01 IJtOE<; OUYKEVTpL;JOEI<; KAopl8pOiJUKivll<; OTO yoorplKO 
10TO UTTrlP~OV 2 <.popt<; iJEYOALm:pE<; KOla Tfl oUYXpoVfl XOPrlYIlOfl KAOPI8poIJUKivfle; KOI 
OIJETTpO~OAfl<; OE OUYKPIOfl iJE Tfl XOPrlYflOfl KAOPI8poIJUKivfl<; fJE placebo 

35 

http:AOIIJW~f.rc
http:aa8f.vf.ic


[\('1, ') EXl rel])1 I.~:; 

(2'\11 J 

5.3 npoKAIVIKQ OEOOjJEVO YIO Trlv oo<paAElo 

O~Eio, jJEooTTp68EOI.Hl KOI Xp6vlo TO~JK6T'lTO: 'EYlvov IJ£AtT£<; O£ TTOVTlKOU<;, £TTIIJU<;, 
oKuAou<; KOJ/~ TTl8~KOU<; IJ£ xop~YrjOrj KAoPI8poIJUKIVrj<; OTT6 TO OTOIJO. H OlapKEIO TIl<; 
XOPrlYIl0rj<; KUIJOIVOTOV OTTO IJio £c.p' aTTO~ 000r] IJEXPI nTOV£ IAl1IJIJEV£<; rjIJ£P~OI£<; 
xoprlV~O£l(; £TTI 6 ouv£X£i<; IJ~v£<; 

01 IJ£AtT£<; O~£IO<; TO~IKOTr]TOe; O£ TTOVTIKOU<; KOI £TTilJue; U5£I~ov IJIO TT£piTTTWOl1 8avaTOu 
£vo<; £TTilJuoe; oAM KOVEVO 80VOlO OTO TTOVTiKIO KOla Til xop~Yr]Or] OTTO TO OTOIJO 5 g/kg 
lB. L 2::uv£TTW<; 11 IJEOil 80VOlr]c.pOpOe; 00011 ~TOV TTavw OTTO TO 5 g/kg TTOU £ivOJ 11 IJEYIOTI1 
00011 TTOU £ivOi OUVOlOV vo XOPIlYIJ8Ei 

KOlJla OUOIJ£vri<; £TTiopOOil o£v oTToo081lK£ OTIlv KAoPl8poIJUKivil O£ TTl8riKOU<; TTOU EAo~ov 
100 mg/kg TIlv rllJEpO £TTi 14 OUV£x£le; IlIJEP£<; ri 35 mg/kg TI1V lWEPO £TTI 1 IJrlVO ETTioll<; 
o£v TTOPOlIlPri81lKOV OuolJ£vEie; £TTlOpaOEIe; O£ £TTi~.JUe; TTOU EAo~ov 75 mg/kg TIlv I1IJEPO £TTi 
1 IJ~vo, 35 mg/kg TIlv rWEpo £TTi 3 IJ~VE<; ~ 8 mg/kg TIlv IlIJEPO £TTI 6 IJrlV£e; 

01 oKuAol ~TOV TTlO £uol081lTOI OTIlv KAopl8poIJuKivil TTOU ovtx811KOV 50 mg/kg TIlv IJlJtpo 
£TTi 14 IllJtp£e;, 10 mg/kg TIlv rWEpo £TTi 1 KOI 3 IJrlv£e; KOI 4 mg/kg Trlv rl\JEpo £TTi 6 lJ~v£e; 
XWple; OUOIJ£V£I<; £TTlOpciO£Ie; 

2::TI<; TO~IKE<; 000£1<; TO KUPIOT£PO KAlvlKa OllIJ£io TTOU TTOpOlIlP~8rjKOV OTI<; IJ£AET£e; oun':e; 
~TOV EIJUOI, oouvoIJio, IJ£IWIJEVI1 KOlovaAcJ)orj TPOc.p~<; KOI oU~110ll TOU ~apou<; OWIJOlO<;, 
ol£AoPPOIO, Q(j)uoaTwOl1 KOI UTT£PKIVIlTIKOTrFO. Iluo OTTO TOU<; 10 TTl8riKou<; TTOU EAo~ov 
400 mg/kg TrjV IlIJtpO oTT£~iwoov Tllv 81111IJEpo Tl1e; 8£POTT£io<; M£plKoi OTTO TOU<; TTl8~KOU<; 
TTOU £TTESrjOOV IJua OTTO xoPriYllOIl 400 mg/kg Trlv lllJEPO £TTI 28 l1IJEP£<; TTopouoiooov O£ 
IJ£pIKte; IJ£IJOVWIJEV£<; TT£PITTTWO£I<; KiTPIV£<; K£VWO£I<;, 

To KUPIO oPYOVO-OTOXOe; OTI<; lO~IKt<; 000£1<; O£ oAo TO £IOIl TWV TT£IPOIJOlOSWWV ~TOV TO 
riTTOP H IlTTOlOTO~IKOTrje; O£ oAo TO £101l OI£TTlOTWV£TO IJ£ H1V TTpOWprj OU~rjOl1 TWV 
OUYK£VTPWO£WV Trl<; OAKOAIK~e; c.pwoc.pOlaOl1<; lOU opOU, TIl<; oAOVIVrj<; KOI Trj<; OOTTOPTIK~<; 
0IJIVOTpovoc.pEpaOIle;, Trj<; yaIJIJO-yAOUTOIJuATpooc.p£paOrje;, KOl/rj Trje; yOAOKTIK~<; 
OWOpOYEvaOrje;. H OIOKOTT~ TOU c.popIJaKOU oO~YrjO£ O£ £TTavooo OTl<; rl TTpOe; Tie; 
</JuOIoAoYIKE<; TlIJE<; OUTWV TWV OUYK£KPIIJEVWV TTOpOIJ£TpWV 

AMo OPyovo TTOU TTpoo£~A~81l00V oAM OTTOVIOT£PO OTI<; olac.pop£c; IJ£A£T£e;, ~TOV TO 
OlOIJaXI, 0 8uIJO<; KOI aMol A£IJ</Jo£lo£iC; 10TOI, Ko8w<; KOI 01 v£</Jpoi ETTlTT£</JUKiTle; KOI 
OOKPUPPOIO TTOPOlrjpri8rjKOV IJOVO O£ oKuAoue; IJETa OTTO ox£oov 8£POTTEUTIKE<; 000£1<; 2::Tle; 
IJOSIKE<; 000£1e; TWV 400 mg/kg TrjV rWEpo, \J£pIKoi oKuAol KOI TTi8rjKOI TTopouoiooov 
80A£pOTrjTO KOI Irl oiorjlJo lOU K£pOlO£IOOUe;. 

rOVljJ6TrlTO, OVOTTOPOYWYI'J KOI n:POTOytvEO'l: M£A£r£e; YOVIIJOTIlTO<; KOI OVOTTOpOYWYrle; 
EO£I~OV on rjIJ£Prl0I£<; 000£1<; 150-160 mg/kg O£ 0PO£VIKOUe; KOI 811AuKOU<; £TTiIJu<; o£v £ixov 
OuoIJ£v£ie; £TTlOpaO£Ie; OTO Y£V£T~0I0 KUKAo, Hl YOVI\JOTrjTO, TOV lOK£TO, TOV opl81J0 KOI Trj 
~IWOIIJOTrjTO TWV OTTOYOVWV Iluo IJ£AET£e; T£POlOYEV£Orje; O£ £TTiIJu£e; Wistar (IJ£ XOPrlYIlOIl 
OTTO TO OTO\JO) KOI Sprague-Dawley (IJ£ XOPrlYIl0rj OTTO TO OTO\JO KOI £vOoc.pAE~iwe;), lJio 
\J£AtTl1 O£ AWKa KOUVEAIO NEoe; Zl1Aovoio<; KOI \JIO iJ£AtTIl O£ Kuvo\JoAOyoue; TTl8rlKOue; 
EO£I~OV OTI Il KAoPl8po\JUKivrj o£v EX£I T£POlOY£V£TIK~ £TTiopoorj Movo O£ \JIO 
oUIJTTArjpwlJOTlKrl \J£A£Trj O£ £TTIIJUe; Sprague-Dawley IJ£ TTop6\J01£e; 060£le; KOI OUOIooTIKa 
6\J01£<; OUV8rlK£e;, TTOPOlIlP~811K£ \JIO TToAu \JIKPri, OTOlIOTIKWe; \Jll Orj\JOVTlK~ £TTiTTTWOr] 
(TT£piTTOU 6%) KOPOIOYY£IOKWV ovw\JoAlwv 8£wPrl8I1K£ OTI 01 ovw\JoAi£e; OUTEe; o</J£iAoVTOI 
O£ oV£~apTrjTrj EKc.ppooll Y£V£TIKWV oMoywv OTrjV oTTolKio. Iluo \J£A£T£e; O£ TTOVTIKOUe; 
EO£I~OV KU\JOIVOIJ£Vrj £TTiTTTWOll AUKOOTOIJOlOe; (3-30%) \JETci OTTO OOOEle; 70 </Jopte; 
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UI+H1A6H:p£~ OTTO TI~ OVWTOn:~ OUV~8EI~ 8EpOm:UIIK£~ 600£l~ OTOV ov8pWlTO (500 mg x 2) 
01 OVW~.JOAIE~ OUTt~ OE 010TTlOTW8qKOV OfjWs aE Mow; 35 cpopt~ UljJrlA6TEpE~ OTTO 11~ 
OVWTOT£<:; OOOEIS TTOU OUVIOTWVTOI OTOV ov8pwlTO, YEYOVOs TTOU OqfjOIVEI aT! TTPOKEITOI ylO 
TO~IKOTr)TO OTfllJflTf:PO KOI OTO Efj(3pUO fjOAAOV TTOPO TEPOTOYEV£TIK~ ETTIOpOOq 

'EXEI OE1X8EI OTI OTOV TTi8flKO, fl KAOPl8pOIJUKivfl IJTTOpEi va TTPOKOMoEI OTTWAEIO TOU 
EfJf3puou OTOV XOPflY£lTOI OTTO Hlv 20~ fWEPO Tfls KU~OEW<;, OE TTEpiTTOU 6EKOTTMOIo 600q 
OTTO Trlv OVWTOlfl ouv~8fl 8Epom:UTlK~ OOOfl TTOU XOPflYEiTOI OTOV OV8PWTTO To CPOlVOfjEVO 
aUTO OTToo08flKE OTflV TOSIKOTflTO TWV TTOAU UljJflAWV 600EWV TaU CPOPIJOKOU OTfl IJflTEPO 
LUfjTTAflPWfjOTIK~ fjEMTfl OE EYKUOU<; TTl8~KOU~ iJE 600EIS IJEYOAUTEPEs KOla 2,5 tws 5 
CPOPEs OTTO Tfl fjtYIOTfl ouv~8fl fl1JEP~0I0 OOOfl, OEV E6EI~E OUYKEKPliJEVO Kiv6uvo YIO TO 
EIJf3puo 

H 60K1fJOoiO 80VOTflCPOPOU OUVOIJIKOU OE TTOVTIKOUS fjE 1000 mg/kg Tflv fllJtpO (TTEpiTTOU 70 
CPOPEs TfllJEYIOTfl KAIVIK~ fliJEP~0I0 ooofl OTOV OV8pWTTO) ~TOV oo<.pws OPVflTIK~ YIO 
IJETOAAOSIOYOVO OpaOfl KOI 1-110 I-IEMTfl Tfj~iJoTOs 1 OE ETTilJus TTOU tAO(3ov IJEXPI KOI 
500 mg/kg Tflv flfjEPO (TTEpiTTOU 35 CPOPEs Tfl fjtYI01flIlIJEP~0I0 8EPOTTEUTlK~ 600fl OTOV 
aV8pWTTO) ETTi 80 fllJtp£(,;, OEV tOElsE A£lTOUPYIK~ UTTOYOVllJOTflTO OTO 0POEVIKO ~wo TTOU 
EKTt8flKOV OTflv TTOPOTETOlJtvfl OUT~ XOPrlYflOfl TTOAU UljJflAWV OOOEWV KAOP18po1JUKivfls. 

MnaAAa~lOyivf:or]: MEMTES YIO oSIOAOYflOfl TaU fJETOAAOSIOYOVOU OUVOIJIKOU Tfls 
KAOPl8pOIJUKiVfls TTPOYIJOTOTTOlri8flKOV OE OOKlfjOoi£<; TOOO iJE IJfl EVEPYOTTOlfl~Jtvo 000 KOI 
IJE EVEPYOTTOlfllJEVO IJITOXOVOPIO riTTOTO<; ETTlIJUWV (Ames Test) To oTTon:MoIJOlO TWV 
iJEAETWV OUTWV OEV EOE1SOV IJETOAAOSIOYOVO OUVOIJIKO OE OUYKEVTPWO£IS TOU cpoPIJOKOU 
IJEXPI TO TToAu 25 meg avo TpU(3Aio LE OUYKEVTPWOfl TWV 50 meg, TO CPOPIJOKO riTOV TOSIKO 
YIO OAO TO OTEMXfl TTOU OOKllJOOTflKOV 

6. <l>APMAKEYTIKEL: nI\HPO<l>OPIEL: 

6.1 KaroAoy0<; aooxwv 

6.2 AOUl-lparOH1H<; 

KOfJio YVWOTri 

6.4 IOlaiHpf:<; TTpOq>UA6~(I<; KaHl HI q>uAa~fl TOU TTpo'ioVTO<; 

6.5 <f>uorJ KOI OUOTOTIKO TOU TT(P1EKHI 

6.6 OOIWif:<; XPrl0rJ<; KOI Xf:lpr<Jl-l0u 

7. KATOXOL: THL: A6.EIAL: KYKI\O<f>OPIAL: 

8. API0MOL: A6.EIAL: KYKI\O<f>OPIAL: 

9. HMEPOMHNIA npOTHL: EfKPIL:HL:/ANANEOL:HL: THL: A6.EIAL: 

10. HMEPOMHNIA ANA0EOPHL:HL: TOY KEIMENOY 
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(=' 40 ) 

T'l~ 8EpOnEioe;. tJrl OIOKOljJ£TE Til XOP~VIlOil TOU «OVOjJO npOIOVTOe;». 2:uvEXioTE Til 8EponEia 
VIO OOEe; rllJtpEe; ooe; EXEI ouonioEI 0 YIOTpOe; ooe; 

Eav napETE IJEYOAUTEP., 000., «ovoIJo npo"ioVTOC;;» ana Hlv KavovlKri 
Ano TIe; OVocpopte; nou unopxouv npoKuTTTEI OT! jJETO Til A~ljJll IJEYOAIl<; noooTIlTOe; 
KAopl8pojJuKivlle; nptnEI va avojJtvovTOI YOOTPEVTEPIKO OUlJnTWIJOTO 010VETIl8uIJIlTEe; 
OVT/()pOOEIe; nou oXETi~oVTOI IJE um:p(3oAIKte; OOOEI<; TTptnEI va oVTllJuWni~ovTOI IJE Tllv 
TOXEio onoIJoKpUVOIl TOU CPOPIJOKOU nou OEV tXEI OKOIJO onoPPoCPll8Ei KOI IJE 
unooTIlPIKTIKO IJ£TPO 

2:' aUTte; TIe; TTEPITTTWOEIe;, EVIlIJEPWOTE TO YIOTPO OOe; ri TO KtVTPO l'.IlArlTIlPIOOEWV, TIlA. 
2107793 777 A8~vo 

Eav ~EXacrETE va naPET£: TO «ovoIJa npoYovTOC;;» 
Eov ~EXOOETE jJio OOOfl, nopTE Tfl 000fl110U ~EXOOOTE TO OUVTOIJOTEPO OUVOTOV, KOI IJETO 
ouvEXiOTE IJE Tllv KOVOVIKrl 00<; 060q (300EI TOU KOVOVIKOU TTPOypOIJIJOTOe; TTOU oae; tXEI 
OWOEI 0 YIOTpO<; 00<; 
MIlV nopnE omAri 00011 YIO va OvonAI1pWOUE Tfl 00011 nou ~EXOOOTE 

4. nl0ANEr ANEnl0YMHTEr ENEPrEIEr 

OnWe; OAO TO CPOPIJOKO, tTOI KOI TO «ovojJo npoIOVTOe;» fJnopEi va TTPOKOAtoEI 
OVETIl8ulJI1TE<; EvtpYEIEe; ov KOI OEV nopouOIo~OVTOI OE OAOUe; TOUe; ov8pwnoue;. 

Eov Konolo OVETTl8ujJI1TIl EvtpYEIO yivETOI oo(3oPri, ri OV TToPOTIlPrio£TE Konolo 
OVETIl8ufJIlH1 EvtpYEIO TTOU OEV OVOcptPETOI OTO nopov CPUAAO OOIlYIWV, TTOPOKOAEi08E va 
EVllfJEpwOET£ TO YIOTPO ri TO CPOPIJOKOTTOIO OOe; 

01 aV£Tfl8uIJIlTE<; EvtpYEIE<; nou OVOCPEPOVTOI OUXVOl£PO £ivOi l'.loppola, tjJETOI, KOIAIOKOi 
TTOVOI, VOUTio. OUOTT£ljJio, 0£PfJOT1KO E~ov8rijJOTO, TTOVOKtcpOAOe; KOI OAAoiwOIl Tfl<; YEUOIl<; 

METa Tflv KUKAOcpopio TOU cpoPfJOKOU ovOcptp8'lKOV Eniolle; 01 KOTW81 oV£TIl8uIJIlT£e; 
EvtpYEIEe;: 

KOVTlVTiOOfl TOU OTOIJOTO<; 
AEUKon£vio, 8pOjJ~oKuTon£vio 
OVOCPUAOKTIKrl oVTiopOOIl, unEpEUOI081l0io 
UTTOYAUKOljJio 
ljJUXWOIKri OIOTOPOXr'], ljJEUooi081l01l, oTTonpoooVOTOAIOfJOe;, OUYXUT1Kr1 KOTomooll, 
oTToTTpoowTToTToillOIl, KOT08AlljJfl, oyxoe;, ounvio, OVWIJOAO OVEIPO 
oTToojJoi, ~OAIl, oYEUaio, ovoojJio, ouoYEuoio, TTOpoofJiO 
KWCPWOIl, iAIYYO<;, EIJf)Ot<; 
torsades de pointes, TTOPOTETOjJtvO qt IlAEKTPOKOPOIOYPOCP~IJOTO<;, KOIAIOKrl 
TOXUKOpoio 
o~£io TTOYKP£OTiTloo, yAWOOITIOO. OTOIJOTiTloo, OTTOXPWjJOT101J0<; Tile; yAWOOO<;. 
anOXPWIJOTIOfJOe; TWV OOOVTWV 
rtTTOT1Krl OV£TTOPK£IO, rtTTOTiTlOO, IlnOT1Krl XOAOOTOTlKrl, iKTEPO<; XOAOOTOT1KOe;, iKlEpOe; 
IlnOTOKUnopIKO<;, IlTTOTIKri AEITouPyio jJll CPUOIOAOYIKri 
OUVOpOjJO stevens-jonhson, TO~IKri ETiiOEPfJ1Kri VEKPOAUOIl, KvioWOIl, E~ov8rtfJO 
VEcppiTIOO OIOjJEOIl 
KpEOTlviVIl oifJOTO<; ou~rwtvll, IlnOTIKO EV~UfJO OU~lllJtvo 
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Cf>Y/\/\O 06HrtON XPHl:Hl:: n/\HPO<DOPIEl: rtA TON XPHl:TH 

6raKia EAEYX6fJ£VIl<; Ano5£ofJWoll<; 500 mg 
(KAapIOpofJuKivll) 

6ro!3aon: npooEKT1Ka oA6KAIlPO TO <puAAo OOIlYH.DV XPrl0ll<; npOTOU apxiOEH va 
naipV£TE aUT6 TO <pappaKO. 

ctJUAOf,TE aUTO TO <puMo 00rJYIWV Xp~Ofle; 'lowe; XPElaoTEI va TO 010f300ETE f,OVO 

Eov tXETE TTEPOITtpw OTTOpIEe;, PWT~OTE TO YIOTPO ~ TO <paplJaKOTTolO oae;. 

H OUVTOY~ Yla aUT6 TO <pOPlJaKO xoprlV~SrJKE Yla oae; . !::,EV TTptTTEI va OWOETE TO 

<p0PlJaKO OE oMoue;. MTTOPEi va TOUe; TTPOKOMo£1 f3Mf3fl, OKOlJa KOI OTOV TO 

OUIJTTTWIJOTO TOUe; £iVOI fOIO IJE TO OIKO oae; 

Eov KOTTOIO OVETTISUlJrJTrl EvtpYEla yivETOI oof3op~, ~ av TTOpOTflP~OET£ KOTTola 

oVEmSulJflTfl EvtpYEla TTOU OEV OVO<ptPETOI OTO TTapov <puMo OOflYIWV, 

TTOPOKOAEioS£ va £VflIJEPWOET£ TO YIOTPO ~ <paPIJOKOTTOIO oae; 


To rrap6v <puAAo OOIlYHi)v nEpl£XEI: 
1 TI £ivOi TO «ovolJa TTPO'IOVTOe;» KOI TTOla EivOi rJ XP~Ofl TOU 
2 TI TTptTTEI va YVWPI~ETE TTPOTOU TTOP£TE TO «ovolJO TTpo'fovTOe;» 
3 nwe; va TTOPET£ TO «OVOIJO TTpOIOVTOe;» 
4 nlsov£e; OV£TTlSUlJflT£e; £vtpYEIEe; 
5 nwe; va <pUAOOOETOI TO «ovolJO TTpOIOVTOe;» 
6. /\omEC; TTArJpmpopi£e; 

1. TI EINAI TO «'ONOMA npOfONTOl:» KAI nOlA EINAI H XPHLH TOY 

To «ovolJa TTPOIOVTOC;» £VO£iKVUTOI Yla Hl S£poTT£io AOllJwf,£wv TTOU o<pEiAoVTOI OE 
Euoi08rvoue; O£ aUTO IJIKpoopyavlOlJouC; TtTOI£e; AOllJwf,EIe; EivOi 

1 J\OIIJWf,EIC; TOU KOTWT£POU avaTTVEUOTIKOU OUOT~fJOTOe; (TT-X- f3POYXiTIOO, TTVEUlJovio) 
2 J\OlfJWs£lC; TOU avwTEpoU OVOTTVEUOTIKOU OUOT~fJOTOC; (TT.X <papuyyiTloo, IYfJopiTIOO) 
3. /\OlfJWSW; TOU OEpIJOTOe; Kal TWV fJaAaKWv 1J0piwv (TTX 8uAaKiTloo, KunapiTloo, 
EpuaiTT£Aae;). 

2. TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO «'ONOMA npo'i'oNTOl:}) 

MIlV napEH TO «'ONOMA npo'i'oNTOL}} 
O£ TTEpiTTTWOfl oMEpyioC; (UTTEpWOI08flOioC;) OTO 1J0KpoAI0IKO aVTlf3IOTIKo ~ OE 

OTTOIOO~TTOTE oAAo OUOTOTIKO TOU «ovofJa TTpo·loVTOe;». 

OE TTEpiTTTWOfl TTOU UTTO<pEPETE aTTo oof3ap~ VE<PPIK~ OVETTopKEla TOT£ EVOElKVUVTOI 

TO aTTM oloKio KAapl8polJuKivfle; TWV 250 mg. EVfllJEPWOTE TO YIOTPO OOe; 

IJO~I IJE <pOPIJOKa TTOU TT£PIEXOUV OOTEfJl~oAfl (astemizole), OI~oTTpiofl (cisapnde), 

mlJo~iOfl (pimozide) T£P<PEVooivfl (terfenadine) KOI EpYOTOIJIVfl ~ OIUOPOEPYOTOlJivfl. 


npOOHTE IOlaiT£pa blE TO «'ONOMA npo'l'oNTOL» 

l:E nEpinTwoll VE<pprKrl<; aVEnapKna<; 
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nciVTOTE va TToipVETE TO «OV0I-l0 TTpOIOVTO~» OUOTrlPci oUI-lCPCIJVO I-lE 11(:; OOqyiE~ TOU YIOTPOU 
OO~ Eov tXETE OI-lCPI~OAt£~ PWT~OTE TOV YIOTPO ~ TOV CPOPI-lOKOTTOIO OO~ 

Evi}IIIKEC; 

H ouv~8r]e; OUVIOTlDI-l£vq 56or] TOU «ONOMA npOIONTOL» OlOUe; £V~AIK£e; EivOI tva 
cHoKio £A£YX0I-l£vqe; oTToiStOI-l£uoqe; TWV 500 mg Tr]V IWEpo I-lo~i I-l£ TPOCP~ 

L£ ~apLmp£e; AOll-lw<;£le; r] iSoooAoyto I-lTTop£i va oU<;r]8£i O£ iSuo oloKio EA£YX0I-l£VIle; 
OTTOO£OI-l£UOIle; TuN 500 mg Tr]V r]l-ltpo 01 560£1e; TTptTT£1 va A0I-lf30VOVTOI Trlv iiSlo lDPO 
Ko8£ rwtpo. H ouv~8r]e; OIOPK£IO Tr]e; 8£poTT£ioe; £ivol 6 Ewe; 14 r]l-ltp£e; 

nO/QU] avw TWV 12 tTWV 

OTTWe; KOI OTOUe; £V~AIK£e;. 

nO/QH] KaTw TWV 12 tTWV 

00 TTptm:1 va xoprWr]8£i TO £VOIWPr]I-l0 KAOPI8poI-lUKivr]e; 

Av UTTOcptP£T£ OTTO oo~op~ V£CPPIK~ OV£TTOPK£lO, £Vr]I-l£PWOl£ TO YIOTPO ooe;. L£ OUT~ Tr]V 

TT£pinTWOr], TO «ONOMA npOIONTOb EA£YX0I-lEVr]e; ATTOOtOI-l£UOr]~ O£V TTptTTEI va 

XprjOlI-l0TTOIEiTOL LE OUT~ Tr]V TT£piTTTl!JOr] I-lTTOPEi va xopr]Yr]8ouv TO iSlOKio OI-lW'le; 

OTTOO£OI-lEUOr]~. 


AKOI-lO KOI OV r] KOTOOTOOr] Tr]e; uy£tOe; Ooe; tX£1 ~EATIW8£i ~ OTTOKOTOOT08£i TTplV TO TtAo~ 


Tr]~ 8EpOTTEioe;, I-lr] iSIOK041ETE Tr] XOP~Yr]Or] TOU «OV0I-l0 npOIOVTOe;». LUVExion: Tr] 8Epon£io 

ylO OOEe; r]l-ltp£e; ooe; tXEI OUOT~OEI 0 YIOTpOe; 00(; 


Eov nOPOE IJEyoAlJTEP'1 000'1 «OVOlJa TTpo'ioVTO<;» ano H!V KavovlK~ 


Ano TIe; OVocpopte; TTOU UTTOPXOUV TTPOKUTTT£I OTI I-lUO Tr] A~41r] I-lEyoAqe; nOOOTr]TOe; 

KAOPI8pOI-lUKiv'le; TTpEn£1 vo OV0l-ltVOVTOI YOOTPEVT£PIKO OUl-lnTWI-lOTO 01 OVETTl8UI-lr]TE~ 


OVTliSpoO£Ie; Trou oX£Ti~oVTOI IJE unEp~oAIKte; OOOEIe; nptTTEI vo OVTIIJUwni~oVTOI /J£ Tr]V 

TOx£ia OnOI-lOKpUVOr] TOU CPOPI-l0KOU TTOU OEV tXEI OKOIJO onoppocpr]8Ei KOI IJE 

unoOTr]pIKTIKO IJtTPO 

L' OUTte; Tie; TTEPITTTWO£Ie;, £vrw£pWOT£ TO YIOTPO OO~ ~ TO KtVTPO L'lr]ArlTr]PIOOEWV, Tr]A .. 

2107793 777 A8~vo. 


Eov ~EXOOHE va noPOE TO «OVOIJO npo"OVTO<;» 

Eov ~EXOO£T£ lJio iSoor] , nopTE Tr] 560r] nou ~£xaooH: TO OUVT0I-l0TEPO iSUVOTOV, KOI IJ£TO 

ouvEXioT£ I-lE Tr]V KOVOVIKrl ooe; ooor] ~OOEI TOU KOVOVIKOU TTpoypal-ll-lOTOe; TTOU oae; tXEI 

iSWOEI 0 YIOTpOe; ooe; .. 

Mr]v TTOP£T£ iSITTA~ iSoor] Y'O va ovonAr]pwo£T£ Tr] iSoor] nou ~EXOOOT£ 


4. meANEr ANEm0YMHTEr ENEPrEIEr 

Om.lJe; oAo TO cpapIJOKO, £TOt KOI TO «OV0I-l0 npO'IOVTOe;» I-lTTopEi va npoKoAEo£1 
OVETTl8ulJr]TEe; £vtpY£I£e; OV KOI O£V nopouOtO~OVTOt O£ oAoue; TOUe; ov8pwnoue;. 

Eov Kanom OV£TTl8UIJr]Tr] £vtpY£IO yivuOI Oo~op~, ~ OV TTOpOTr]p~O£TE KOTTOIO 
OVETTl8ul-l'lTr] £vtpy£lo nou OEV OVOcptP£TOI OTO nopov cpuAAo oiSrWlwv. TTOPOKOAEi08£ va 
£VflfJ£PWOUE TO YIOTPO ~ TO CPOPI-l0KonOlo OOe; 

01 OVETTl8Ul-lqTEe; EvtpY£I£e; nou OVOcptPOVTOI OUXVOTEPO EivOi L'liappolo tl-l£TOI, KOIAlaKO! 
nOVOI, vouTio, iSUOnE41io, iSEplJOTIKO E~ov8~I-lOTO, novoKtcpoAoe; KOI oAAoiwor] Tfle; YEuoqe; 
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3. 01 OIKOIOUXOI KOI oVTmp6ownoi unoXPEouVTOI Yla TrJV upapfJoYrJ TrJ<; OVWTtpW EYKUKiliou 

4 	 KmoTIlv TWV OVWTtpw nouEI va IOXUEI rJ EYKUKilIOC; fJo<; fJE op 68728/24-10-2008 

KOIVOTTOinol): 
1. 	ET. ABBOTT LABORATORIES EAAAI ABEE H ANAnJ\. npOlnAMENH llllYEn 

I\. BOYAIArMENHI 512. 
17456 AAIMOI 

ANNA KAn:J<t>H 

ATTOOEKTE( yia EvipYEIO : 

1 YnouPYEio YYEioC; & KOIVWVIK~C; AililrlMyyurJC; 


t:.lvorJ <t>oPfJOKWV & <POPfJOKEiwv 

APIOTOT£ilou<; 17, 101 87 A8~vo 


2 	 rEEOAl.0.yr 
A. M£OOYEiwv 136 
155 61 A8~vo 


! ~..... ~ 
 . \ .. ;" 

3. 	 Yn. EpyooioC; Anoox6i1rJorJ<; & KOIVWVIK~<; npqo-marq~ .•.. 

r£VIK~ r POfJfJOTEio KOIVWVIKWV AoepoilioEWV ­
.0./vorj AoepoillorjC; Ao8tv£loC; & MrJTp6TrjTO<; 

ITOOiou 29,101 10 A8~vo \ 

(fJE TrjV nopoKilrjorj EvrWtPWOrj<; TWV AO(poilIOTIKt.D.\.t,> ' 

TotJElwv nou noptxouv YYEIOVOfJIK~ nEpi8oil4Jrj) .~,. 


4 	 nov(}"A~vlo ImplKo 'LuMoyo 

mOUTOPXOU 3, 106 75 A8r']vo 

(fJ£ TrJV nopoKArjorj £vrw£pworj TWV 

TOTIlKWV IOTPIKWV IuM6ywv TrjC; xwpoC;) 


5. 	 novEAiI~VIO <P0PtJ0K£UTIKO 'LuilAoyo 

nElpOIWC; 134 & Ayo8rjtJtpou 

118 54 A8~vo 


(IJE TrjV nopoKArj01l EVrjfJ£PWOrj<; TWV 

TonlKwv <P0PfJOKEUTIKWV 'LuAMywv Trj<; xwpoC;) 


6 	 nov£M~v'o 'Evworj <P0PfJOKOnOlwv 

NoorjAEuTlKWV liSpulJOTWV 

MlxoiloKOnouAou 99, 115 27 A8~vo 


7 	 IKA-<POPIJ/K~ Ynrjp£Oio 

Ay Kwv/vou 8, 102 41 A8rlvO 


8. 	 OrA KMiSoc; <P0PfJOK£UTIKr']<; n£pi8oil4JrJC; 

nOTrJoiWV 30, 106 77 A8rlvO 


9 	 OiKOC; NOUTOU n£lpOIWC; 
K. noAoloMyou 15 

185 35 n£lpOIOC; 


10 OiKO<; NOUTOU Ae~va<; 


rAauoTwvoC; 2 & nOTrjoiwv 

106 77 A8rlvO 


11 KEVTPO DrJArPrJPIOO£WV 

NOOOKOfJ£io noiiSwv "n& A KUPIOKOU" 

11527 rouoi 


J12 	 'L<PEE 
A£w(j) KrJeploioC; 280 & AYPIViou 3 
152 32 XOMVOPI, A8rlvO 

http:rEEOAl.0.yr
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13 	 nov£AA~vlo "Evwofl cDOPiJOKO~IOlJflXOVIQ(; 
/\OlJljJO 7, 11524 AlJmMKflTTOI, A8~vo 

14 	 LuAAovo AVT/TTWV cDOPiJOKEUTlKWV Elowv & EI(5IKOT~TWV 
OMC; TOToiou 
180 XAiJ. E8vIK~C; ooou A8flvwv-/\oiJfoC; 
146 10 N, EPY8PAIA 

15. 	 L'I£ATIO AvopovoiJioC; 
llovETTIOHliJfou 42, 106 79 Ae~vo 

16. 	 T EBE cD0PiJOK£UTIKEC; YrrrlPwi£c; 
AV, KWVOTOVTivou 5 
10351 A8HNA 

17. 	 Mr] iJEAr] LuAAOvwv 
(orrwc; 0 TTivOKOC;) 

EI:OTEPIKH f1IANOMH: 
1. 	 L'l/vor] cDop/KWV MEAnwv & "EpEUVOC; 
2. 	 L'l/vor] L'l/KWV YTTrJPWIWV EAtVXou npOIOVTWV 

TiJ~iJo 'EKOOOr]C; & Kwo. ATTOQ)OO£wv 
3. 	 rpOiJiJOTEiO ETTIOTlliJOVIKOU LUiJ~ouAiou EVKpioEWV 
4. 	 r POiJiJOTEio L'lEuTEpO~deiJIOU ETTIOTfliJOVIKOU 2:uiJ~ouAfou 
8M 09/2011 
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