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ErKYKAIOr - AnOCl>ArH 

0EMA K08oplojJoe; nEpiAflljJIle; XOPOKTIlPIOTIKwv TOU npOIOVTOe; KO! <PuAAou OOflYIWV YIO TO Xp~OTr] 

c.p0PjJOKEUTIKWV TTPOIOVTWV TTOU TTEPltxOUV OPOOTIKO OUaTOTIKO CLARITHROMYCIN, jJopc.p~ 
K6vu; VIO oloAuJ.l0 rrpoc;; tVxu(11'J 500mgNIAL. 

"EXOVTEe; UTTOljJr] 
a) OIOTci~EIe; Tr]e; KOIV~e; YTTOUpYIK~e; ATToc.paor]e; l'.yr3 (0) 83657/2005 "nEpl EVOPIJOVIOIle; TIle; 

EAAIlVIK~<'; NOjJo8wio<; JJE Tr]V OVTioTOIXIl KOIVOTIK~ OTOV TOjJ£O TIl<; KUKAoc.popio<; 
. TWV c.p0PjJOKEUTIKWV TTpoIOVTWV, TTOU TTpoopi~oVWI YIO ov8pwTTlVIl XP~OIl", 

P) Tr]v UTT' opI8jJ43391/23-06-2010 ATTO<pOOr] npo£opOU EO<P (<PEK.1052/TElJxo<,; MUTEpo/12- 7
2010)'TI£pi jJEWr3Ir300EW<; OIKOIWjJOTO<; uTToypOc.p~e; OTTO TOV n POEOPO EO<P TTpO<'; TOU<; 
TTpoloTOjJEVOUe; OlEU8uvOEWV EO<P", 

y) TflivwjJOTEUOIl TOU ETTIOTfll-l0VIKOU L:ujJr3ouAiou EYKpioEWV TjJ~jJo A, op.<P-357/05-11-2010 

AnOCl>ArIZOYME 

H nEpiAllljJrj XOPOKTIlPIOTIKWV TOU npOIOVTOe; c.pOpIJOKEUTIKWV TTpoioVTWV TTOU TTEPI£XOUV 
iSPOOTIKO OUOTOTIKO CLARITHROMVCIN, jJopc.p~ K6vlC;; VIO oloAuJ.lo rrpoc;; tvxuor] 500mgNIAL, 
Opit;ETOI we; E~~e; 

nEPIAH4'H TON XAPAKTHPlrTIKON TOY npo'loNTor 

1. ONOMArlA TOY <l>APMAKEYTIKOY npo'ioNTor 

2. nOIOTIKH KAt nOrOTIKH rYN0ErH 

CLARITHROMYCIN 50 mg/ml. 

ria TOV rrA~pr) KOTOAoyo TWV £K06xwv. [3A. rrap6ypocpo 61. 

3. <l>APMAKOTEXNIKH MOP<l>H 

KoV/(; Yla oloAulJo rrpoc; tyxuor) 500 mg/vial. 

http:oloAuJ.lo
http:oloAuJ.l0
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4. KI\INIKEI: nI\HPO<l>OPIEI: 

H KAapI8pofJUKivfl I. V. EVOEiKVUWI aTil 8EpanEia AOlfJW~EWV npOKaAOUfJEVWv 
ana wai081lTOUe; OE aUT~ fJIKpoopyavIOfJOUe;, onwe; 

• 	AoqJW~EIe; TOU KaTWT£POU avanvwoTIKOU OUOT~fJaTOe; oUfJnEpIAafJf3ovOfJ£VIle; 

o 	 Tile; f3POYXiTIOOe; Kal 
o 	 Tile; nVEUfJovioe; ana Trw KOlvOTilTO riO Ttl 8Epom:ia Tile; nVEUfJovioe; ono 

Til KOIVOTtlW XPflOlfJonOIOUVTOI ouv~8we; OUVOUOOfJof OVTlf310TIKWV 
(Kupiwe; f3-AOKTOfJIl fJE fJaKpoAiOll), LE Ko8E nEplnTW0tl np£nEI va 
AafJf30VOVTOI uno4JIl 01 E8vIK£e; KOTEU8uVT~pIEe; oorwiEe; ylO Ttl 8EpanEia 
Tile; nvwfJoviae; ana Ttl KOIVOTtlW 

• 	AOlfJW~EIe; TOU aVWT£poU OVOnVEUOTlKOU OUOT~fJaTOe; oUfJnEpIAafJf3avofJEVIle; Ttle; 
PlvoKoAniTIOOe; KOI Ttle; <popuyyoafJuyooAiTloae;, EIOIKO, OTIlv oTpEnToKoKKIK~ 
tpapuyyoafJuyooAiTioa np£nEI va XPllOlfJOnolEiTOI we; EvoAAaKTIK~ 8EponEia, OE 
ao8EvEfe; OTOUe; onofoue; OEV fJnopEi va XOPllytl8Ei tl 8EpanEia npwTtle; EKAoy~e;, nou 
E[VQI tl nEvlKIAAivtl. LTOV PWfJaTlKO nupno, tl KAopl8pofJuKivil Eival YEVIKO 
anOTEAEOfJaTIK~ OTtlV EKpisWOtl TWV oTpEnToKoKKWV TOU OTOfJaTO<popuyya OOTOOO, 
Enl TOU napoVTOe; unopxouv nEpIOpIOfJ£VO fJovo OEOOfJ£Va nou va anooEIKvUOUV TtlV 
aTTOTEAWfJaTlKOTtlTO Ttle; OTIlv TTpo<puAa~tl OTTO PWfJaTlKO nupno 

• 	"OlfJW~EIe; TOU O£PlJaTOe; KQI TWV fJaAOKWV fJopiwv (n.X.8uAoKITloa, KunaplTloo, 
EpuoinEAOe;) 

• 	LU~.JTTAtlPWfJaTIK~ 8EPOTTEio OE YEVIKEUfJ£VEe; ~ EVTOTTlOfJ£VEe; AOIIJW~EIe; OtpEIAOfJEVEe; OE 
oTUna fJUKof3aKTtlPiola (TTX. Mycobacterium avium, Mycobacterium intracellulare, 
Mycobacterium chelonae, Mycobacterium (ortu/tum KOI Mycobacterium kansas/I) 

4.2 AOClol\oyia Kat TPOlTO<; XOpJiYflClfl<; 

H aUVIOTwfJEVtl ooooAoyia Tile; KAapl8pofJuKivIle; I. V. EivOi 1 9 TIlv tlfJ£pa OlllPlllJ£VO OE 2 
iOE~ OOOEIe;, fJE £yxuoll fJUO ono TTpo08ntl apaiwotl fJE KaTOAAilAO EVOO<pAtf310 OIOAUfJa, 
OE OIOOTtllJa 60 AEnTwv. H KAapl8pofJuKivil OEV np£nEI va XOPilYEiTOI E<pona~ ~ fJE 
EVOOIJUIK~ £VWIl, 

LlOCloAoyia a£ aae£v[i~ jJ£ jJuKof3aKTIJPIOtaKi~ AOljJw{£I~ 

napo TO YEyovoe; OTI IJ£XPI Twpa OEV UTTOPXOUV OTOIXEia Yla TIlV EVOO<pAtf310 XP~Oll Ttle; 
KAopl8polJuKivIle; OE aVOOOKaTaOWAfJ£VOUe; a08EVEie;, unopxouv OTolXEia Yla TflV ana TOU 
OTOfJaTOe; Xp~Otl Ttle; OE o08EvEie; IJE AoifJW~tl HIV. 

ria EV~AIKEe; IJE YEVIKWfJ£VEe; ~ EVTOTTlOfJ£VEe; AO'fJW~EIe; (TTX, M. avium, M intraceliulare, M, 
chelonae, M Fortuitum, M kansasii) OUVIOTOTOI 11 ono TOU OTOfJaTOe; XOP~Y'lOfl 
KAOPI8poIJUKiv'le; ETTIKOAUfJfJ£vo fJE AEnTO UfJ£VIO oloKio 500 mg/tab KOI 'l OUVIOTWfJEV'l 
oooll EivOi 1000 mg 'lIJEPtloiwe; OE 600 10Ee; OOOEI<;. H OUVIOTWfJEV'l OOO'l aTTO TOU 
OTO~OTO<; ow nOIOIO EivOi 15-30 mg/kg f3opou<; KAapl8poIJUKIVil KOKKia Yla TTOOlIJO 
t:vOIwprwo 250 mg/5rnl TrjV tlfJtpO at: ouo 060EI~ 
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H KAOPIBpOIJUKivfl OTTOpOAAETOI Kupiwe; OTTO TO ~TTOp ATTOlT£iTOI OUVETTWe; TTPOOOX~ KarO 
Tfl XOP~YflOfl TOU <P0PIJOKOU OE OOOEVEie; IJE olaropax£e; Tfle; flTTOTIK~e; A£lToupyiae;. 
IlpoooX~ XPEIO~ETOI ETTiofle; OTOV fl KAOPIOPOIJUKivfl XOPflYEiTOI OE OOOEVEie; IJE VE<PPIK~ 
avmopKEIO IJ£TPIOU ~ OopopOU poOIJOU KOI OE 008EVEie; IJE UTTOKOAIOIlJio (ETTlIJ~KUVOfl 
OlaOT~lJaroe; aT). 

KOAXIKiVr] 
'Exouv UTTOP~EI OVo<popte; IJ£TO Tflv KUKAO<popia ylO TO~IKOTflTO Tfle; KOAxIKivfle; OTOV 
OUYXOPflYEiTOI KAapiOpOIJUKivfl, EIOIKO OlOUe; flAIKIWIJEVOUe;, IJEpIKEe; EK TWV oTToiwv 
EIJ<pavioH1KOV OE OOOEVEie; IJE VE<PPIK~ aVETTopKEIO 2.:E TtTOIOU':; OOOEVEie; EXOUV ovotpEpO£i 
KOI Bovarol (pA TTopoypa<po 45. 

npOOox~ XPEIO~ETOI ETTiofle; we; TTpOe; TO EVOEXOIJ EVO OIOOTOUPOUIJEVfle; OVTOX~e; lJ£Ta~u 
KAOPISPOIJUKivfle; Kal oMwv 1J0KPOAIOiwv KOSWe; KOI AIVKOIJUKivfle; KOI KAIVOOIJUKivfle; 

4.5 AAArV\fmopacrw; !.If: aAAa <pap!.laKEUTIKa rrpo'i6vTa KOI aAAf:C; !.IOp<ptc; 
aAArJAfTTiopacr rJC; 

AVTlappuBIJIKa 
'Exouv ova<pEpO£i, (IJETO Tflv KUKAo<popio), m:ploTOlIKO Torsades de Pointes KOTO Tflv 
TOUTOXpovfl XOP~Yflofl KAoPISPOIJUKivfle; KOI KIVIOivfle; ~ ouoOTTUpolJiofle;· 80 TTptTTEI VO 
£f..£YXETOI TO flAEKTPOKopOIOypa<PflIJO ylO TTapOTOOtl TOU OlaOl~IJOTOe; aT KOTCl Tfl 
oUYXOP~Yflofl Tfle; KAoPIOPOIJUKivfle; IJE TO <pOPIJOKO OUTa. To ETTiTTEoo TWV <pOPIJOKWV 
OUTWV OlOV opo TTP£TT£I vo £f..£YXOVTOI KOla Tfl OlaPKEla Tfle; OEpoTTEioe; IJE KAOPIBpolJUKivfl 

AMIJM:mopaOD<; aXETI(opEVC:<; pc: TO CYP3A 
H oUYXOP~Yflofl Ttle; KAOPIOPOIJUKivfle;, YVWOTOU ovaOloAta TOU CYP3A, KOI Ev6e; 
<pOplJaKOU nou IJETOpOAi~£TOI Kupiwe; IJtow TOU CYP3A EvOtXETOI VO oUVOO£UETOI on6 
ou~~otl Ttle; OUYKEVTpWofle; lOU <p0PIJOKOU, nou IJnopEi va OU~~OEI ~ vo TToparEivEI 
OlJtpOTEpEe; Tie; S£POTT£UTIKEe; OpOOEIe; KOI TIe; OVETTl8UlJtlTEe; EvtpY£IEe; TOU ouyxoPflYOUIJEVOU 
<papIJOKOU 

H KAOP18pOIJUKivfl nptn£1 VO XPtlollJonOIEiTOI IJE TTPOOOX~ O£ OOOEVEie; TTOU AOlJpaVOUV 
B£ponEio IJE oMo <pOPIJOKO nou EivOi YVWOTO we; unOOTpWIJO TOU EV~UIJOU CYP3A. EIOIKO 
EOV TO unOOTpWIJO tX£! nEpIOp10IJtVfl OPIO OO<pOA£loe; (nx· KOPf30IJO~["fTivfl) KOI /~ TO 
UTTOOTPWIJO IJETOf30Ai~ETOI £KTEVWe; ana TO tV~UIJO OUTO. 

nptn£1 va TTpOOOPIJO~ETOI fl ooooAoyio KOI, OTOV EivOi E<pIKTO, TTptnEI vo £f..£YXOVTOI OlEVO 
01 OUYKEVTpWO£Ie; OTOV opo TWV <pOPIJOKWV nou 1J£T0f30Ai~oVTOI Kupiwe; IJEOW TOU CYP3A 
OE OOSEVEie; nou AOIJf3ovouv TOUTOXPOVO KAOPISPOIJUKivtl 

To aKoAouOa <pOPIJOKO ~ KOTtlyopiEe; <P0PIJOKWV £ivOi YVWOTO ~ unonTO IJ£TOPOAIOIJOU an6 
TO 1010 IOOEV~UIJO CYP3A: OAnpO~OAOlJtl, OOlqJI~OAtl, Kopf301J0~Enivfl, OIAOOTO~OAfl. 
OI~anpiotl, KUKAoonOpivtl, ouoonupalJi0tl, nopoywyo EPyarolJlvtle;, AO f3OOlarlvtl, 
IJ£SUATTPEOVI~oMvtl, IJIOo~oAOlJtl, OIJEnpO~OAtl. an6 OTOlJarOe; OVTITItlKTIKO (TT·X· 
f3op<popiVtl). TTllJo~iOtl, KIVIOivfl. pl<p0lJnouTivfl, OIAOEVO<P iA fl. OIlJpaOTOTivfl tacrolimus, 
TEptpEVooivfl, TPIO~oAOlJtl KOI f3IVf3AOOTivfl ct:lOPIJOKO TTOU aMflA£TTlOPOUV IJE TTOPOIJOIOUe; 

,1 
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KAOPI8pOfJUKivll<; 2:E ao8EVEi<; fJE EKnTluOIl TIl<; VE<PPIK~<; AEIToupyia<; npOTEivoVTO! TO 
OKOAouSa OOOOAOYIKa OX~IJOla 

LE aoSEVEi<; IJE Ka8opo~ KPEOlIVivll<; 30 60 ml/min Il OOOIl IJEIlDVETOI KOla TO ~IJIOU 

LE ao8EVEi<; IJE KaGapOr] KPEOlIVivr]<; IJIKPOTEPIl TWV 30 ml/mm Il OOOIl fJEIWVETOI KaTel TO 
75% ~OOEI<; KAOpIGpOIJUKivll<; IJEyaAlmpE<; ana 19 Tllv rlIJEpO OEV npETTEI va XOPIlYOUVTOI 
ouYXpovw<; IJE ritonavir. 

AJlcpjOpOJlE~ (/)aPJlaKWTlKi~ AMIJM;mop6aEl~ 

Atazanavir 
AIJ<POTEPO TO <papIJOKO, Il KAapl8polJUKivr] KOI TO atazanavir EivOi UTTOOTpwlJOla KOI 
avaoTOAEi<; TOU CYP3A KOI uTTaPXEI on60EI~r] lJio<; olJ<PiopOIJIl<; <pOPIJOK£UTIK~<; 
OMr]AETTiopOOIl<;. H ouyxoP~Ylloll Tr]<; KAOpIGpOIJUKivll<; (500 mg ouo <pOPE<; IlIJEPIlOiw<; IJE 
atazanavir (400 mg lJio <popa IlIJEPIlOiw<;) Eixov w<; OTTOTEAEOIJO lJio OU~IlOIl 2 <pOPE<; TIl<; 
EK8EOIl<; OTIl KAOPI8poIJUKivr] KOI IJIO IJEiwOIl KOla 70% OTr]V EKGEOIl OTr]V 14-0H
KAOPI8poIJUKivr], IJE lJio OU~r]OIl 28% TIl<; AUC TOU atazanavir. 1\6yw TOU IJEyaAou 
GEpOTTEUTIKOU EUPOU<; Tr]<; KAOpIGpOIJUKivll<;, OEV KpivETOI oTTopoiTIlTIl IlIJEiwOIl TIl<; 
ooooAoyio<; OE oOGEvEi<; IJE OIJOA~ VE<PPIK~ Awoupyio LE OOGEvEi<; fJE IJETPIO V£<PPIK~ 
AEIToupyio (KaGopoll KpwTlvivll<; 30 EW<; 60 mLlmin), r] OOOIl TIl<; KAopIGpolJuKivr]<; TTPETT£I 
vo £AonWVETOI KOla 50%. LE ooG£v£i<; IJE Ka80por] KpwTlvivr]<; <30 mLimin, Il OOOIl 
KAopIGpOIJUKivr]<; TTPETT£I vo EAonWVETOI KOla 75% XPIlOlIJOTTOIWVTO<; lJio KOlaAAIlAIl 
IJOP<P~ TIl<; KAopI8polJuKivll<;· ~OO£l<; KAOPI8poIJUKivll<; lJ£yaAuT£pE<; TWV 1000 mg 
IlIJEPlloiw<; o£v 80 TTPETTEI VO ouyxopr]YOUVTOI IJE OVOOTOAEi<; TTPWn:aoll<; 

Itraconazole 
AIJ<POTEPO TO <paPIJOKO, Il KAoplGpoiJuKivll KOI Il itraconazole £ivOi unOOTpwlJOlO KOI 
OVOOTOA£I<; TOU CYP3A, y£yovo<; TTOU oOr]y£i OE lJio oiJ<PiopOIJIl <pOPIJOK£UTIK~ 
oMIlAETTiopoor] H KAoplGpoiJuKivll EVOEXETOI VO OU~~O£I TO £TTiTTEOO TIl<; itraconazole OTO 
TTMoiJo EVW Il itraconazole iJTTop£i vo OU~~OEI TO ETTiTTEOO TIl<; KAopIGpOIJUKivll<; OTO 
TTAOOIJO. AOGEvEi<; TTOU AOiJf3avouv TOUTOXPOVO itraconazole KOI KAopI8poIJuKivil Go TTPETT£I 
VO £A£YXOVTOI oT£va Ylo 0lliJElO KOI OUIJTTTWIJOTO OU~lliJEVIl<; ~ TTOPOlETOIJEVIl<; 
<pOPiJOKOAOYIK~<; Opaoll<; 

Saquinavir 
AiJ<POT£PO <pOPIJOKO, Il KAoplGpoiJuKiVIl KOI TO saquinavir EivOi UTTOOTPWiJOlO KOI 
OVOOTOA£I<; TOU CYP3A KOI uTTaPXEI OTTOOEI~1l iJio<; 0iJ<PiopOiJll<; <pOPiJOKEUTIK~<; 
oMIlAETTiopOOIl<;. TouToXPOVIl XOP~YIlOIl KAopIGpOIJUKivll<; (500 mg ouo <pOPE<; lliJ£Plloiw<;) 
KOI saquinavir (".WAOKO KOljJOKIO ~£AOlivll<; 1200 mg TP£I<; <pOPE<; lliJEPlloiw<;) O£ 12 uYIEi<; 
EGEAoVTE<; £iXE w<; OTTOTEAi:OiJO TliJ£<; AUC KOI Cmax TOU saquinavir OE OTOGEp~ KOlooraoll 
177% KOI 187% UljJIlAOTEP£<; OUTWV TTOU TTOpOlIlP~GIlKOV OTOV TO saquinavir XOPlly~GIlK£ 
iJOVO TOU. 01 TlIJE<; AUC KOI Cmax TIl<; KAopiGpOiJUKivll<; ~TOV TTEpiTTOU 40% UljJr]Aon:pE<; 
£KEivwv TTOU TTOpOlIlP~8IlKOV OTOV Il KAoplGpOiJUKiVIl XOPlly~GIlK£ iJOVIl TIl<;· ~£V oTTomiTOI 
iJEiwor] TIl<; ooooAoyio<; OTOV TO ouo <POPiJOKO OUYXOPIlYOUVTOI ylo TTEPIOPIOiJEVO XPOVIKO 
OIOOTIWO OTl<; 500EI<; TTOU EXOUV IJ£AETIl8Ei. nOpOlIlP~OEI<; OTTO IJ£AET£(; <pOPiJOK£UTlK~<; 
oMIlAETTiopOOIl<; OTTOU XPIlOliJOnol~GIlK£ TO iJOAOKO KOljJOKIO ~EAOlivll<; iJTTOPEi vo IJIlV EivOi 
OVTITTPOOWTTEUTlK£<; TWV opaOEWV TTOU TTOpOlIlP~8IlKOV iJE Til XP~OIl TOU OKAIlPOU 
KOljJOKiou ~EAOlivll<; saquinavir. nOpOlIlP~O£I<; ana iJEAET£<; <pOPIJOKEUTIK~<; 
aMr]AETTiopoor]<; TTOU £YIVOV iJ£ saquinavir iJOVO TOU iJTTOPEi va IJllv £lVOI 
OVTITTPOOWTT£UTIKE<; TWV opao£wv TTOU nopOTIlP~8IlKOV iJE Til GEpOTT£io 
saqumavir/ritonavir Drav TO saquinavir OUYXOPflYElTOI IJE ritonavir, 80 rrpETT£I va 

s 



() 

--_. 
o/\~rlujno orlnl/\~ O)lI1OllU 

)oAY9 I 

OQ11!83Ych 

0!OU8010n3 

)U03/\~ )UO~8 )U1 ~/\orlA3Ych 

)013ri~ • 

0!lt13110nQ • 

)oAY99>10IYIO>l 

O!inO/\ 

010dd91Q 

/\1 U/\!)lnriod8IdOY)I /\U1 olA o/\yltiJ" 

)~/\Xn::{ 

)~/\Xn::{ 

)130013j3 )~)lI/\ly)lodoU 

,,)uouA~doX 
r)OQO )U1 )1301:;)10010)1 

10>1 )~XOd01OIQ )~>l1/\3J 

)01Orl~lDno 00>lld31/\3dlDOA 

n01 )~XOdOlOl'V 

S01OrlQi6no . 

nO>lldn3/\ n01 )~XOd01OI'V . 

~ 50)lOA!U 

'(0 ~n > '00 ~H <' )~/\Xno) 01U191\XnO 10)1 )01Orl~lDno nO/\9Ado oJdoAu1O)I 910)1 

1011\0d~cho/\0 )313Ad~1\3 .:l31url0811131\0 10 ')~chdorl S01Orl910 9110 SI1 3rll\mu8UdulOdoll 

nOll 9>1llOlDld311 SUO!113 )(y)119 S3QY3rl S~)lll\ly)I 30/\I ul\!>lnrlodeldoY>I 1\080y~ 
nOll )131\3800 30 S313Ad~1\3 )3IUrl081113/\0 )11 13/\XJ3Q ~ ')O>lO/\!l1 01\(Y)rlr)11\3 1\t;l>lllOl1U 

1\(y)1 uoujr)O ~>lIQodollI0>l ')uor)3A ,)Lu UO(Y)jOYYO '0!Ayoyoch3)1 /\Ol~ ')313Ad~1\3 ')3IurlneI113/\0 

')3YYV '010dd91Q 10>1 1013rl~ 'uAY9 9)10lYIO)l '01m3110nQ '0!1nOI\YUQ '01Orl~yXOI\3 

O)lld311\3dlDOA /\Ol~ Od3191\Xno /\o)lued~cho/\o nOll ')01Orl910 9110 SUI\!>lnrlodeldoy)I 

)UI )313Ad~1\3 )3Iurl0811131\0 10 '')3>1IY~1\3 30 I\O)lUe~IOll01OrlAodll nOll ,)~rlDIOQ ')~)lll\ly)I )11::{ 

OY9A O/\Illt;lde/\O 

OlD 1013/\!d>l)l3 ul\!)lnrlode1doY)I H ')UOU0>1 ')U1 ')3/\~rl ')n01t;ldll ')13d1 Sn01 910)1 Od31!01QI 

'ol\nQ/\I)I 9/\08111 1\01 131!rleolDI1/\od311n )OY3ch9 01\3rl9/\3rlO1\0 01 1\93 ')91)13 '1019lD1I\nO 

1\3Q )(y)30~n)l SU1 013)1d91Q U1 910)1 SU1 uoydX U 01001 01'VJ3e(y)lOg3gl113 13X~ 1\3Q 

orlooyue 0110)1 UOUr)I /\Ul 910>1 ')ul\l)lnrlodeldoY)I ')U1 ')uouA~doX )OI8~ychoQI\3 D13Y9chon H 

01Orl0YOIQ 0I8~ychoQ/\3 0YY9 3rl SUI\!>lnrlod8IdnY>I 

')U1 Olu19108rlno ~>llonch U1 olA )3QY3rl ')~)lI/\ly)I 13/\!A I\noX~ /\3Q od3rl~0 IdX~1I\I 

(\7 \7 ochodA9doll 
Y8) u/\l>lnrlodeldoY>I I\UlD JI/\8UOjlJ n01 ')1309dQ ')31\3rl9X3Q1\3 10 U(!i911n 1011\Ol\Ogrloy 

(II \. ( I 


~'r I 'O<;(rJ-1 LJ ,t... 'VV' 




/,,/1, Y ErJ- E.4 250-l3/3 

O'ln) 

EfJTTElpia /lETa TI7V KUK}.ocpopia 

H KAOPI8po~UKivr) KUKAOCPOPEI aE nOAA£<; OIOCPOPETlKt<; ~opcpt<; I mpIEKTIKOTr)TE<; 0 
niVOKO<; 2 anoTEAEi ~ia OUVOLVr) OAWV TWV aVETIl8u~r)TWV EVEPYEIWV oAwv TWV ~opcpwv I 
m:pIEKTIKOT~TWV Tr)<; KAapI8po~UKivr)<; ou~m:pIAa~~avo~£vr)<; Tr)<; KAapI8po~UKivr)<; IV. 
I\oyw TOU OTI 01 aVTHSpOoEI<; aUT£<; avacptpovTOI £8£AoVTIKO ano tva nAr)8ua~o aIJCPI~oAOU 
~Eyt8ou<;, OEV E(VOI novToT£ ECPIKTO va unoAoYloTEi op80 r) auxvoulTO TOU<; ~ va opla8Ei r) 
axtar) aiTlou OITIOTOU Olr)V tK8wr) OlO cpop~aKo H £K8wfl TWV ao8Evwv unoAoyiSETOI 
~EyaAuTEPfl ano1 OlaEKOTo~~UPIO fl~tPE<; 8EpanEia<; ao8Evwv Olfl KAapI8po~UKfvfl. 

niVOKO<; 2 

AVETIl9('IJ'lT£<; EvtPVEIE<; - E~1TElpio ~na T'lV KUKAoq>opio 


KOI napaOITWaEI<; 

paxt<; TOU Ol~onolr)TIKOU KOI TOU 
auaT~~OTo<; 

OIOTapax~ 
4Jwoaio8flofl 
AnonpooavOToAlo~6<; 


IUYXUTlK~ KOTOOTOOfl 

Anonpoawnonoir)ofl 

KOT08AlljJr) 

Ayxo<; 

Aunvia 

nE 

Illimapaxt<; TOu VEUPIKOU auoT~~OTO<; 
i 

Inoo~oi 

ZOAfl 
Aywoia 
Avoo~fa 

lluaywoia 

lllOTOpaxt<; TOU WTO<; Kal TOU Aa~upiv8ou 

Torsades de Pointes 
napoTOor) TOU olaaT~~OTo<; QT aTO 

napoa~ia 

KwcpWOfl 
'IAIYYO<; 
E~~ot<; 

! r)AEKTpoKapoloypocpfl~a 
. KOIAlaK~ TOXuKapoia 

KapOlaK£<; OIOTapaxt<; 

lllOTapaxt<; TOU yaaTp£vT£PIKOU OUOT~~OTO<; I O~Eia naYKpwTiTioa 'fAwaafTIOa 
ITO~OTfTIOO 


Anoxpw~OTla~o<; Tfl<; yAwaoa<; 

'--___ . ___________....... ~!!t:)X2WIJOTlgiJOS TWV g06vTwv
J 
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LTOU<; OVOOOKOTOOTOAIJEVOU<; 008EVEi<; OUTOU<;, fl ot,IOAOYflOfl TWV ~IOAOYIKWV TTOpOiJtTPWV 
~oojOTflKE OTflv aVOAuOfl TliJWV TTOU OEV ~TOV EVTOVO OIOTOPOYIJEVE<; (OTTOKAEioVTO<; TI<; 
OKpoiE<; OVWTEPE<; KOI KOTWTEPE<; T1iJt<;) OE Kel8E OUYKEKP1iJtVfl OOKllJooio ME aUTO TO 
KPIT~PIO. TTEpiTTOU 2 3% TWV 008EVWV TTOU EAO~OV 1000 mg KAopl8polJuKivIl<; Tflv fllJEPO 
TTopouoiaoov OflIJOVTlK~ TTo80AOVIK~ out,flOil TWV SGOT KOI SGPT KOI TTo8oAOVIK~ 
IJEiwOll TWV AEUKWV OllJoocpolpiwv KOI OIIJOTTETOAiwv 'Eva IJIKPOTEPO TTOOOOTO 008EVWV 
OTI<; OUO oUTt<; OOOOAOVIKt<; OlJelOE<; TTopouoiooov ETTiofl<; oUt,IllJtvE<; TllJt<; oupio<;. 

4.9 YrrEpooooAoyia 

LE TTE piTTTwofl UTTE p~OAIK~<; OOOll<;, Il XOP~Vflofl Tfl<; KAopl8polJuKivIl<; I. V. rrptTTE 1 vo 
OIOKOTTTETOI Kal va OPXi~EI Il E<t>OPIJOV~ UTTOOTflPIKTlKWV IJtrpwv 

ATTO TI<; ovo<t>opt<; TTOU UTTOPXOUV TTPOKUTTTEI OTI IJETel Til A~ljJil IJEVOAfl<; TTOOOTrlTO<; 
KAOPI8pOIJUKivfl<; TTptTTEI va OVOlJtVOVTOI VOOTPEVTEPIKel OUIJTTTWIJOTO 'EVO<; 008EV~<; 0 
OTToio<; EiXE 10TOPIKO OITTOAIK~<; OIOTOpOX~<; tAO~E 8 VP KAopI8pOIJUKivIl<; Kat rropouoiOOE 
IJETO~OA~ VOilTIKOU ETTlTTtOOU, TTOpOVO(K~ OUIJTTEPICPOPel, UTTOKOAIOllJio KOI UTTOt,OIlJio. 01 
OVETTl8UiJflTE<; OVTIOPOOEI<; TTOU 0XETiSOVTOI IJE UTTEP~OAIKt<; 000£1<; TTptTT£1 vo 
OVTllJETWTTiSOVTOI IJE TflV TOX£lO OTTOlJelKPUVOIl TOU CPOplJOKOU TTOU OEV tXEI OKOIJO 
OTTOPPOCPfl8Ei KOI IJE UTTOOTilPIKTIKO iJETpO. 'OTTW<; KOI iJE TO elMo IJOKPOAiOIO, fl oTo8iJfl Tfl<; 
KAOPI8poIJUKivfl<; OlOV opo OEV ErrllPEo~ETOI 0lllJoVTlKel OTTO Tllv olIJoKo8opOfl ~ 
TTEPITOvoiK~ Kel8opor] 

5, <PAPMAKOAOnKEr 1f110THTEr 

KWOIKO<; ATC: J01 FA09 

5.1 <PaPtJaKoouvat.JIKt~ IOI6TJ1TE~ 

H KAOPl8poIJUKivfl EivOI fliJIOUv8ETIKO iJOKPOAIOIKO OVTI~IOTIKO, TTpolov UTTOKOTelOTOOfl<; Tfl<; 
UOpOt,UAIK~<; 0iJeloo<; OTil 8tor] 6 IJE 0lJelOO CH 30 OTO AOKTOVIKO OOKTUAIO Tr]<; 
Epu8poiJUKivfl<;. LUVKEKP1IJtVO Il KAopl8poIJuKivil EivOi 6-0-IJE8uAEpu8poiJuKivil A npOKEITOI 
Via elOTTPr] , elOOIJr] OKovIl, OOIOAUTfl OTO VEPO KOI OIOAUT~ OTflv 0I8ovOAr]. IJE80VOAil KOI 
oKETovnpiAlo. To iJOPIOKO ~elpo<; EivOi 747,96 KOI Il XiliJIK~ OOiJ~ fl OKoAou8rr 
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H KAop18pOfJUKivr] OOK€! Tllv OVTI~OKTflPI610K~ Trl<; iSpaor] ana Tfl ouvowrl Trl<; I-l[ TI<; 
PlpOOWI-lIOKEC; unojJovaOEC; 50S TWV EUoi08flTWV ~OKTIlPIOiwv, OVOOTEMoVTOC; ETOI Tllv 
npwTUvlK~ OUV8EO~ TOUC; 

H KAoP18p0I-lUKivfl EX£I aploTIl opaoll in vitro £vovTiov TOOO TWV [30KTIlPIOIOKWV 
OT€A€xwv ovo<popac; 000 KOI aUTwv nou onojJOVWVOVTOI KOla TflV KAIVIK~ npa~r]. 
noAl! OpOOTlK~ £vovTiov l-l€yaAIlC; TTOIKIAioC; oEpo[3iwv KOI ovmpopiwv Gram-8£TIKwV KOI 
Gram-opvflTlKwv jJIKpOOPyOVIOjJWV, 01 EMXIOT£C; ovooTOAlIKEC; OUYK£VTPWO€IC; (MICs) Tr]C; 
KAoPl8pojJUKivflC; €ivOi ouv~8wc; KOla EVa log2 OPOOTlKOT£P£C; ana TIC; MICs TflC; 
£pu8po/JUKivflC; 

To OTOIX£io in vitro KOI in vivo oEixvouv €nioflC; OTi fl KAoPl8pojJUKivfl EX€I aploTfl opaofl 
£vovTiov TWV Legionella pneumophila KOI Mycoplasma pneumoniae, 'EX£I [30KTflPIOKTOVO 
opaoll KOla TOU Helicobacter pylori KOI fl opaofl OUT~ EivOi TTlO 10XUp~ a£ OUOEr€PO pH 
napa O€ OC,IVO, LTOIXEiO in vitro KOI in vivo o£ixvouv OTi fl KAopl8p0I-lUKivfl £ivOI OpOOTIK~ 
£vovTiov KAIVIKWC; 0fll-l0VTIKWV I-lUK0[30KTflPIOIOKWV OT£A£xwv, To O€OOjJEVO in vitro 
O€ixvouv OTI TO OT€AEXfl Enterobacteriaceae KOI Pseudomonas K08wC; KOI aMo jJll 
~UI-lOUVTO Til AOKTO~fl Gram OpVIlTlKa O£v £ivOI [Uoi081lTO OTflv KAOPI8p0I-lUKiVfl 

H KAoPI8p0I-lUKivll anoo£ix8IlK€ OpOOTIK~ €vOVTiov TWV n£pIOOOTEPWV OT£A£xwv TWV 
KaTw81 I-lIKPOOPYOV10I-lWV in vitro KOI OE KAIVIKEC; AOII-lWC,£IC;, onwc; n£plypa<.p£TOI OTIC; 
nopoypa<pouc; 4,1 & 4 2, 

Arp6/3lol Gram-GolKoi I-IIKpoopyav10I-l0i 

Staphylococcus aureus 

Streptococcus pneumoniae 

Streptococcus pyogenes 

Listeria monocytogenes 

Arp6/3lol Gram-ApvllTIKoi I-IIKpoopyavl0l-l0i 

Haemophilus mfluenzae 

Haemophilus parainfluenzae 

Moraxella catarrhalis 

Neisseria gonorrheae 

Legionella pneumophila 

AAAol MIKpOOpyav10I-l0i 

Mycoplasma pneumoniae 

Chlamydia pneumoniae (TWAR) 

Chlamydia trachomatis 

MUKo/3aKTllpiolO 

1~ 
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Mycobacterium chelonae 

Mycobacterium fortuitum 

Mycobacterium avium complex (MAC) TTOU OTTOU.!lEiTOI OTTO 

- Mycobacterium avium 

- Mycobacterium intracellulare 

Mycobacterium leprae 
Mycobacterium kansasii 

H TTOPOYWY~ f3-AOKTOIJOOll<; O£v <poivuOl VO £TTflP£O~£1 Tfl OPOOTIKCHIlTO TIl<; 
KAOPISPOIJ UKivll<; 

2::HMEI02::H To m:ploooH:PO oT£Mm OTO<puAOKOKKOU OVS£KTIKOU OTIlIJ£SIKIAAivll KOI 
O~OKIMivll £ivOi OVS£KTIKO KOI OTIlv KAOPISPOIJUKivll. 

EAIKo~OKTrlPiOlo 

Helicobacter pylori 

2::£ KoAAI£PY£I£<; TIOU £YIVOV TTplV OTTO Til S£pom:io, OTToIJOVWOflK£ Hpylori KOI 01 MIC's TIl<; 
KAOPISPOIJUKivIl<; TTPOOOIOpioTflKOV TTplV OTTO Tfl S£poTT£io O£ 104 ooO£v£i<;. ATTo OUTOU<; 
T£OO£P£I<; ooS£v£i<; £ixov OVS£KTIKO OT£A£XIl, Ouo ooS£V£I<; £ixov £vOIOIJ£oll<; WOIoOlloia<; 
oT£MXIl KOI 98 ooSEv£i<; £ixov woioOllTO oT£MXIl 

To OKOAOUSO in vitro O£OOIJEVO £ivOi OIOStOIIJO, 011.11.0. I] KAlvlKrj TOUe; at]lJouio (iVai 
o.YVWUTf). H KAOPIOPOIJUKivIl o£ixv£1 In vitro OPOOTIKOTIlTO £vovTiov TWV TT£PIOOOT£PWV 
OT£A£XWV TWV OKOAOUSWV IJIKPOOPYOVIOIJWV. EVTOUTOI<;, Il OOzpaAEIO KOI OPOOTIKOTIlTO Tfl<; 
KAOPISPOIJUKivIl<; OTIl O£POTT£lO TWV KAIVIKWV AOIIJW~£WV TTOU 0ZP£lAOVTOI O£ OUTOU<; TOU<; 
IJIKPOOPYOVIOIJOU<;, O£v tX£1 OKOlJfl OTTOO£IXS£i IJ£ KOTOAAflA£<; KOI KOAO £A£YXOIJ£v£<; 
KAIVIKf':<; IJ£!I£T£<; 

A(p6~IOI Gram-0nlKoi fJlKPOOPVOVIUfJoi 

Streptococcus agalactiae 

StreptococcI (Group C, F,G) 

Viridans group streptococci 

A(p6~IOI Gram-Apv'1T1KOi fJ1KPOOPVOVlUIJoi 

Bordetella pertussis 

Pasteurella multocida 

AVO£:PO~IKOi Gram-0nlKoi fJ1KPOOpvov,ufJoi 

Clostridium perfringens 

Peptococcus n 

Propionibacteriulll acnes 
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AVO£POrsIKOi Gram-ApVrplKOi ~IKpoopvovla~oi 

Bacteroides melaninogenieus 

LTIlpoxoiT£<; 

Borrelia burgdorferi 

Treponema pallidum 

KO~TTU'\OrsOKTrIPiOlo 

Campylobaeter Jejuni 

o KUPIOS IJ£TO~oAilr]S Tr]S KAopiGpOIJUKivr]s OlOV 6v8pwno KOI OE m8~Kous £iVOI EVOs 
~OKTr]PIOKTOVOS iSPOOTIKOS IJ£TO~oAiTr]<;, r] 14 (R)-uiSpo~U-KAopISpOIJUKivr] (14-0H
KAOPI8poIJUKivr]) 0 IJETO[3oAiTr]s aUTos (ivOi E~ioou iSPOOTIKOS ~ 1-2 <popts AIVOTEPO 
iSPOOTIKOS ono Tr] IJr]TPIK~ ouoio Via TOUS nEploooTEPOUs IJIKPOOPVOVIOIJOUs EVW OTOV H. 
influenzae nopouOIo~E' iSmAoOlo iSPOOTIKOTr]TO. H IJr]TPIK~ ouoio KOI 0 14-0H-IJET0[3oAiTr]S 
OOKOUV EiTE OSpOIOTIK~ £iTE OUVEPVIOTlK~ iSpoor] in vitro KOI In vivo OlOV H mfluenzae 
ovoAovws TWV ~OKTr]pliSlaKwv OTEAEXWV 

H KAoP18po1JUKivr] onoiSEixGr]KE 2-10 <popts iSPOOTIKOTEPr] Tr]S EPUSpolJuKivr]s OE 
n£lpOIJOlIKO IJOVTtAo ~wwv IJE AoilJw~r]. AnoiSEix8r]KE Via nopoiSEIVlJa, iSPOOTIKOTEPr] Tr]S 
EPUSPOIJUKivr]s OE OUOlr]IJOTIK~ AoilJw~r] novTIKoU, OE unoiSoplo anOOTrllJa novTIKoU KOI OE 
ovonv£UoTIKts AOIIJW~Els novTIKoU O<pEIAOIJEVEs OE S. pneumoniae, S aureus, S 
pyogenes and H. influenza. AUT~ r] iSPOOTIKOTr]TO ~TOV nEploooT£PO EIJ<POV~S OE xoipous 
guinea IJE AoilJw~r] ono Legionella. Mia EviSonEplTOvalK~ Mar] KAoPISPOIJUKivrjs 
1.6 mg/kg/rwtpo ~TOV iSPOOTlKOT£Pr] anD 50 mg/kg/r]lJtpa £pU8pOIJUKivr]<; 

T£aT wota9Ilaia<; 

0, noooTIKts IJEGOiSOI nou npouno8trouv lJ£Tp~OEIS Trjs iSlOlJtTPOU Tr]s ~WVrjs ovaoTOA~s 
iSivouv Trlv mo aKpl[3~ EKTilJr]Orj Tr]S wOloGr]oios TWV ~OKTr]PliSiwv OE OVTIIJIKpO~laKo 
nopovwvo. LUVIOTOTOI IJt8000s IJE Tr] Xp~or] iSioKWV ElJnOTlolJ£VWV IJE 15 meg 
KAoplGpOIJUKivrjs Via TIs iSoKllJooiEs wOloSr]oios (Kirby-Bauer diffusion test) 01 EPlJrjv£iEs 
ouoX£Ti~ouv TiS iSlOlJtrpoUs TWV ~wvwv ovooToA~s TOU OiOKOU wOIoGr]oios IJE TIs TIIJ£s 
MIC Trjs KAaplGpolJUKivrjs 01 MIC npooiSlopi~oVTOI ~60EI TWV IJE80iSwv iSloAuTonoir]or]<; IJE 
~WlJo KptaTOs KOI ovap. 

ME Tr] IJ£GoiSo OUT~ 0 XOPOKTr]PIOIJOs TOU EPVOOlr]piou "woioGr]TOs", Or]lJaiVEI OTI 0 
naSovovos IJIKPOOPVaVI0I-l0s SEWPEiTOI OVTOnOKplVOIJEVOs OTr] GEpanEio 0 
XaPOKTrjPIOIJOs "OVSEKTIKOS" Orjl-loiv£1 OTI iSE GEwp£iTOI mSovo 0 noSovovos 
IJIKPOOPVOVIOIJOs va onoKpl8£i Olr] 8EponEia. 0 xapaKTr]plOIJOs "1J£Tpiws Euoio8r]TO" (~ 
EviSIOIJEOOS) Or]lJaiVEI OTI TO GEponEUTIKO onoTtAwlJa TOU <papIJOKOU IJnopEi va £ivOi 
OI-l<pi[3oAo ~ OTI 0 IJIKpOOpvaVIOIJOs 80 I-lnOpOUoE va Eival woio8r]TOs OE I-lEvoAuTEPES 
iSOOEIS Euoio8r]TOS EivOi OTOV rj MIC EivOi .:::2 IJg/ml TOU <p0PIJOKOU KOI OVS£KTIKOS Drav r] 
MIC EivOi .::::8 IJg/ml 



/\6 VFll-J .,1250· 13'-' 
(.? 'I (! ) 

5.2 <POPIJOKOKIV'lTlK£<'; IOIOT'lT£<'; 

H ([lOPIJOKOKIVflTlK~ Tfle; KAOPISPOIJUKIVfle; XOPllyoUIJEVfle; ono TO OTOIJO EXEI IJEAETflSEI 
OIE~ODIKO OE DIO<pOpO dDfl ~WWV KOI OE EV~AIKEe; KOI OlTEDEIXSIl CHI ElVOI IJfl ypOIJ~JlK~ 01 
IJEAEn:e; OUTEe; U5£lsoV 6TI fl KAOpI8pOIJUKIVil orroppo<pOTaI EUKOAO KOI yp~yopo IJE OnOAUTfl 
~10610SEOIIJOTIlTa Tfle; H:lSEWe; TWV 50%. DEV OIOTTlOTWSIlK£ ouoOWPEUOfl ~ Tporrorroiflofl 
TaU IJETa~OAIOIJOU Tile; OE KOVEVO £iooe; ~WWV KOTO TIe; rrOAAOrrMe; XOPflV~OEIe;. H A~ljJfl 
TpO<p~e; AIVO rrplv orro Tfl XOP~VIlOIl, OUsOVEI Til BIOOI08WIIJOTflTa Tile; KAOPISPOIJUKiVfle; 
KOHl 25% 

In vitro: MEMTEe; In vitro EDElsov OTI 11 KAoplSpoIJuKivll OEOIJEUETaI IJE Tie; npwT£Tv£e; TOU 
nACtOfjOTOe; OTOV ovSpwno KOTO 70% m:pirrou OE SEporrEUTIKEe; OUVKEVTpWOEIe; TWV 0,45 
we; 4,5 mcg/ml. H IJEiWOIl Tile; OEOIJEUO~e; Tile; OTO 41 % VIO OUVKEVTpWOEIe; TWV 
45,0 mcg/ml EPIJIlVEUET0I1TI80vwe; we; KOpWIJOe; TWV OlllJEiwv OEOIJEUOfle; AAAO, TO 
<pOIVOIJEVO OUTO rropOlflP~SIlKE IJOVO OE OUVKEVTpWOEIe; Tfle; KAOPI8pOIJUKivfle; KOTO nOAU 
IJEVOAUTEpEe; orro Ta SEporrEUTIKO ErrirrEOO TOU <pOpfJC1KOU. 

In vivo: To OrrOTEMolJOlO IJEAETWV OE ~wo EOEISOV OTI fl OTo8IJil Tile; KAOPI8pOIJUKivfle; OE 
OAOUe; TOUe; 10TOUe; EKTDe; TOU KEVTPIKOU VEUPIKOU OUOT~IJOlOe; ~TaV rroMonAOOIO Tile; 
OTelSIJfle; TOU <pOpIJOKOU OTIlV KUKAO<j)opio 01 UljJflAOTEpEe; OUVKEVTpWOEIe; nopOT'lp~8IlKOV 
Kupiwe; OTO ~nop KOI OlOV nv£uIJOVO orrou fl OVOAoVio 10TOU rrpoe; nAOOIJO (lin) E<pSOOE 
10 we; 20. 

YYIEic.; EBEAoVTtc.;: IE IJIO KAIVIK~ IJEAETfl OE EBEAOVTEe; 11 KAoPISPOIJUKivflIV. xop'lV~BIlKE 
OE 600EIe; TWV 75, 1 250 ~ 500 mg OE DlelAulJO 100 ml VIO 30 AEITTO KOI OE DooEIe; 500, 
750 ri 1000 mg O£ DIOAUIJO 250 ml VIO 60 AEnTo. H IJEOIl OVWTEpfl oUVKEVTPWOIl (Cmax) 
Tile; KAopl8pofjUKiVIle; KUIJOvOflK£ ono 5,16 IJg/mllJETO orro 00011 500 mg IJEXPI 9,40 IJg/ml 
IJETcl orro 00011 1000 mg ( EYXUOIl 60 AEITTWV) H IJEOfl OVWTEprl oUYKEVTPWOIl (Cmax) Tile; 
14-0H KAOPI8pOIJUKiVfle; KUIJov8flKE orro 0,66 fjg/ml IJETO orro 0001l 500 mg IJEXPI 
1,06 IJg/mIIJETO ono OOOfl 1000 mg (EVxuOIl 60 AEnTwv) 

H IJEOfl TEAIK~ flIJioEIO ~wri Tile; IJflTpIK~e; ouoioe; OTO rrAOOIJO, ~TaV OOOO£sOPTWfjEVIl KOI 
KUIJov8flKE ono 3,8 WPE<; IJETel OTIO 00011 500 mg IJEXPI 4,5 WpEe; IJETO ono 00011 1000 mg 
(Eyxuofl 60 AEnTwv) 0 IJEOOe; xpovoe; IlIJiOEIOe; ~w~e; TOU 14-0H IJETof3oAiTfl 010 nAOOIJO 
EOEISE Konolo OOOOESOPTWIJEVIl OUsflofl OTIe; IJEYOAUTEpEe; OOOEle; KOI KUIJov81lKE ono 7,3 
WpEC; IJETO ono 06011 500 mg IJEXPI 9,3 WpEe; IJETO ana OOOIl 1000 mg (EYXUOIl 60 
AETITWV) H fjEOIl AUC EDElsE IJio IJIl ypOIJIJIK~ DoooEsOPTWIJEVfl OUSflOIl VIO Tfl IJIlTPIK~ 
ouoio Tile; TOsEWe; TWV 22,29 hlJg/mllJETO ono DOOfl 500 mg IJEXPI 53,26 hlJg/mllJETO on6 
Doofl 1000 mg H IJEOfl AUC Via Tflv 14-0H-KAOPI8poIJUKivll KUlJov81lK£ ono 8,16 h.lJg/ml 
IJETel ono 00011 500 mg IJEXPI 14,76 h IJg/ml IJETO ono DOOfl 1000 mg (EVxuoll 60 AEnTwv) 

IE IJio KAIVIK~ IJEMTfl 7 rllJEpWV XOPflV~8IlKOV rroMorrMe; DOOEIe; KAopl8poIJuKivlle; IV TWV 
125 KOI 250 mg OE TEAIKO oloAulJo 100 ml VIO TIEPIOOO 30 AEnTwv KOI 500 KOI 750 mg OE 
TEAIKO OIOAUIJO 250 ml VIO nEpiooo 60 AETITWV 01 000£1<: XOPflV~OIlKOV K08E 12 WpEe;. 

IE aUT~ TlllJEMTflll IJEOIl TIIJ~ Tile; OUVKEVTpWOfle; Tile; KAOPIOPOIJUKivll<: (Cmax) OE OlOOEP~ 
KOTelmOOfl OUs~8IlKE ana 5,5 IJg/mllJETel orro 00011 500 rng OE 8,6 IJg/ml IJEHJ ono ODOfl 
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750 mg H PEOIl H:AIK~ ll[JioEla ~w~ ~lav 5,3 l~JPE<; [JETel ana EVxuoll OOOfle; 500 mg Via 
nEpiooo 60 AEmwv KOI 4,8 WpEe; !JETO ana 0001l 750 mg VIO 60 MnTo. 

H nopOTflpoU[JEVIl [JEOfl TI!J~ Cmax OE OTOSEP~ KOTOOTOOIl VIO TOV 14-0H !JETO~oAiTIl ~TOV 
1,02 !Jg/mljJETO ana ooofl 500 mg KOI 1,37 [Jg/ml !JETO ana 0001l 750 mg 01 !JEOOI TEAIKOi 
XPOVOI fl!JiOElae; ~w~e; VIO TO fJETO~oAiTfl ~TOV 7,9 Kal 5,4 WPE<; Via TIe; OOOEIe; TWV 500 KOI 
750 mg oVTiOlOIXa !JEV OIOTIlOTWSflKE Toofl OOOOE~OPTflofl<; 

ME 250 mg QUO <p0pEe; Tllv rwtpo ana OTOjJOTOe;, 01 fJEVIOTEe; oTo8IJEe; KAoplSpofJuKivlle; OTO 
nMofJa OE OTOSEP~ KOTOOTOOfl ETIlTUVXOVOVTOI JJETO ana 2-3 fljJEpEe; KOI EivOi KOTe) !JEOOV 
opo 1 meg/ml Via Tflv KAapl8pofJUKivfl KOI 0,6 meg/ml VIO TOV 14-0H-IJETOpoAiTIl. H 
~loAoVIK~ fl!JITIEpioooe; ~w~e; VIO TfljJflTPIK~ ouoia Kal TO jJETOpoAiTIl EivOi 3-4 WP£(; KOI 5-6 
WpEe;, aVTloTOiXw<; 

ME 500 mg ouo <pOpEe; Hlv fllJEPO ana OTOpOTO<; fl Cmax Tfle; KAaplSpopUKivfle; KOI Tile; 14
OH KAaplSpOfJUKivfle; OE oT08EP~ KOTOOTOOfl ETiiTEUXSflKOV !JE Tflv nEpnTIl 00011· METa TIlV 
nElJnTIl Kal Tflv EPOOPfl OOOfl fl Cmax KAapl8popUKivlle; KOI 14-0H KAaplSpop uKivlle; OE 
OTOSEP~ KOTOOTOOrj EivOi Tfle; TO~rje; TWV 2,7 pE 2,9 meg/ml KOI 0,88 pE 0,83 meg/ml, 
aVTloTOiXw<; I' OUT~ Tfl ooooAoyio rj rWITIEpiooo<; ~w~e; Tile; fJIlTpIK~e; ouoiae; EivOI 4,5 !JE 
4,8 WpEe; KOI Tfle; 14-0H-KAapISpojJUKivrje; EivOi 6,9 jJE 8,7 WpEe; IE oTOSEpOnOllllJEvll 
KOTOOTOOrj, 01 OTOSfJEe; Tfle; 14-0H-KAopISpojJuKivlle; OEV aul',ovovTOI KOT' ovoAovo TpanO [JE 
Tllv OU~rjOfl Tile; ooaoAoyioe; Trje; KAopl8popuKivlle; EVW fl <pOIVOfJEVIK~ rjplTIEpioooe; ~w~e; 
TOOO Tile; KAaplSpopuKiVIle; 000 KOI TOU uOpOI',UAIWPEVOU PETO~oAiTIl Tile;, OEiXVEI auI',IlTIK~ 
TOOfl OE fJEyoAuTEpEe; ooooAoyiEe;. AUT~ IlPIl-ypap!JIK~ <pOPfJaKOKIVrjTIK~ OU!JnEpl<popa Tile; 
KAapl8pojJUKiVrje; OE OUVOUOOjJO fJE Tfl YEVIK~ EAOnworj TOU 0XlljJaTiOpou npolovTWV 14
uopo~uAiwOfle; KOI N-onojJESuAiwofle; OE pEvaAuTEpEe; ooooAoyiEe; oEixvouv OTi 0 
!JETOf3oAIOjJOe; Tile; KAapiSpOjJUKivlle; unOKEITOI OE KOPW!JO 0' aUTEe; TIe; Ul\JIlMe; ooooAoviEe; 

o KUpIOe; puopoAiTlle; OTO nAao!Ja ~TOV TO ETIlpEpEe; 14 (R)-·OH- KAoPISP0!JUKivfl !JE 
UlfJllAOTEpa EninEoa Tile; TO~EW<; TWV 0,5 pg/ml KOI 1,2 !Jg/ml pua ana TaU OTOPOTO<; OOOEIe; 
250 KOI 1200 mg aVTioTolXO METa Til XOP~VflOIl ana OTOIJaTOe; E<ponal', OaOEWV 250 ~ 
1200 mg fl anopOKpuvOfl Tile; KAapISp0!JuKiVIle; ana TO oupa aVTloTolXEi OTO 37,9% Tfl<; 
PIKpoTEPIle; 0001le; KOI OTO 46,0% TIl<; pEVoAuTEPfle;· H ano~oA~ Tfle; KAopl8popuKivlle; ana 
TO Kanpova Elval 40,2 KOI 29,1% aVTloToiXwe;. 

Acr8EvEi~: H KAaplSpolJuKivll KOla 14-0H-PETof3oAiTfle; Tfle; KOTaVEfJOVTOI wpUTOTa OTOUe; 
10TOUe; Kal OTO uypo TOU OPyOVIOpOU. nEplOplOPEVO oEooPEVO ana PIKpa apl8po aoSEVWV 
EOEI~av on, pETa ana per os XOP~Y'lOrj, 11 KAoPl8pojJUKivrj OEV ETIlTUVXaVEI 0flpavTIKEe; 
OUVKEVTPWOEI<; OTO EYKE<paAovwTlaio Uvpo (OE a08EvEie; pE <puOIoAoVIKO OIPOToEVKE<paAIKo 
<ppaypo 01 OUYKEVTpWOEIe; KAapl8popuKivlle; ~TOV Tfle; Ta~EW<; TOU 1 EWe; 2% TWV 
aVTloTOixwv EnlTIEOWV 010 nAaolJo). 01 OUVKEVTpWOEle; TWV 10TWV EivOi ouv~Sw<; 
noMonAaOlE<; ono TI<; OUVKEVTPWO£1(; TaU opOU. nopooEivpaTO OVTIOTOixwv 
OUYKEVTPWOEWV OE 10TOU<; KOI OTOV opo OiVOVTOI napaKaTW 

IyrKENTPQIH [JETa 250 mg avo 12wpo 


10TOe; (meg/g) OpO<; (meg/ml) 
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Trl~ KOI C rrlin ~TOV Tfle; Ta~EWe; TWV 3.8 jJg/ml KOI 1,8 jJg/ml oVTioTOIXO ETTiofle; 01 jJtoEe; 
TqJEe; Tile; AUC Tile; KAOP18pojJUKivfle; ~TOV 22,9 jJg x h/ml, TOU Tmax KOI Tfle; rl\JITTEpIOOOU

0·6 

~w~e; r'jTOV 2,1 h KOI 5,3 h oVTioTOIXO 

LTrlV iOlo jJEAETIl OTOV XOPllyr'j8IlKE KAoPI8pojJUKivil 500 mg 3 epopte; IljJEPIlOiwe; OE 
ouvouoojJo jJE Tflv OjJETTpO~oAfl OTIl ooooAoyio TWV 40 mg EepaTTO~ rljJEPlloiwe;, 
TTOpOlIlP~8IlKE oU~IlOIl Tile; fllJlTTEPIOOOU ~wr'je; KOI AUC Tile; OIJETTpO~OAfle;· L10 OUVOAO

o24 

TWV E8EAoVTWV fl jJtOrj AUC Trje; OjJETTPO~OAIl<; OU~~8rjKE KOla 89% KOI fl IJtOrj
0·20 

fllJlTIEpioooe; ~wr'je; Tile; KOla 34% KOTCl Tfl oUYXPOVfl XOPrlYrj0rl Trje; IJE KAoPI8poIJUKivfl OE 
OUYKPIOrj jJE Trj xopr']Yrj0rl Trj<; OIJETTpO~OArje; 1J0VIle;. KOla Trj XOPr']Yfl0r'j Trje; IJE Trlv 
OjJ£TTpO~OAfl KOI OE Ol08EPOTTOIIWtvil KOlaOTOOrj rj CnO eY , C""n KOI AUC • Trje;

O 8 

KAapl8polJUKiVrje; OU~rl8IlKOV KOTO 10%, 27% KOI 15% OVTioTOIXO OE OUYKPIOrj IJE TIe; TllJte; 
TTOU ETTETEUX8rjOOV KOTO Tfl XOPrlYrj0fl KAOPI8pOIJUKiVrje; jJE placebo. 

LE oTo8EPOTTOIflIJtVrj KOlOOTOOrj 01 OUYKEVTpWOEIe; Trje; KAOPI8poIJUKivrje; OTfl YOOTPIKrl 
[3Mvvo 6 WpEe; IJETO OTTO Til Xopr']YrjO~ TrjC; r']TOV KOTO 25 epopte; IJEYOALJTEpEe; OTflv OIJOOO 
8£pOTTEioe; KAoPI8poIJUKivfle;-0IJETTpO~oAflC; OE OUYKPIOrj IJE TrjV OIJOOO KAoPl8polJUKivrje; 
1J0vlle; WpEe; IJ£TO Til Xopr'jYrjOrj, 01 IJtOEe; OUYKEVTpWOEIe; KAOPI8pOIJUKiVrje; oro 
YOOTPIKO IOTO UTT~P~OV 2 epopte; IJEyoAuTEpEe; KOla Trj OUYXPOVrj XOPrlYrjOrj 
KAapJ8po1JUKiVrje; KOI OjJETTpO~OArje; OE OUYKPIOrj IJE Tfl XOPr']Yrj01l KAopl8polJuKivlle; IJE 
placebo 

5.3 npOKAIVIKO o£ooJJtva yla TI1V aa<poA£1a 

O~£ia TO~IK6TI1TO: LE 600 OIOepOpETIKte; IJEMTEe; OE TTOVTiKIO fl L050 Tile; KAOPI8pOIJUKIVIle; 

LV. r']TOV Trje; TO~EWe; TWV 184 mg/kg KOI 227 mg/kg AUT~ ~TOV IJEpIKte; epopte; U\fJrjAOTEPIl 
OTTO Tllv L050 OE opoupoioue; (64 mg l3oorje;/kg). 01 TJjJte; oUTte; r']TOV XOjJrjAOT£pEe; OTTO TIe; 

oVTioTOIXEe; TllJte; IJETO oTT6 XOP~YIlOlllJtow aMwv oOWv OE TTOVTiKIO. LUIJTTTWIJOTO 
TO~IK6TIlTOe; KOI OTO ouo TTElpOIJOlO~WO ~oov IJEIWlJtVrj OPOOTIlPl6TIlTO, Olo~io, OKOUOIEe; 
KIV~OEIC;, TpOIJOe;, OUOTTVOIO KOI OTToolJoi 

H aUTo\fJio KOI 01 IOTOTT080AoYIKte; E~£TaOEIe; TWV ETTI~WVTWV TTOVTlKWV Tile; IJEAETfle; 6TTOU 
OlOTTlOTW8flKE jJ 10 L050 TWV 184 mg/kg OEV tOEI~E oMoyte; OUOX£TI~OjJEV£e; IJE Til 

xoPr']YIl0rj Tile; KAOPI8pOIJUKiVrje; LV. OjJwe; OTIe; OMEe; jJEAtTEe; OE TTOVTIKOUe; KOI opoupoioue; 
UTT~P~OV EjJepOVr'] EUPrllJOlO TTVWIJOVIKOU OIOrlIJOlOe; IJE OfllJEio OIOXUTOU OKOUPOU KOKKIVOU 
OTTOXPWjJOlIOIJOU TWV TTVWIJOVIKWV Ao[3wv OE IJEPIKO ~WO TTOU TTtGOVOV OIJEOO. nop6Ao 
TTOU Il XOPr']Yrj01l TOU epOPIJOKOU E1XE TTOp61J010 OTTOTEMOIJOTO KOI OTOUe; TTOVTIKOUe; KOI 
OlOUe; opoupoioue;, r']TOV TTEPIOOOTEPO TO~IK~ OTOUe; opoupoioue;. 0 oKpl[3r'je; IJflXOVIOIJoe; 
TO~IK6TrjTOe; OEV IJTTOPEOE vo TTPOOOIOPI08Ei. nop6Ao TTOU TO OJ'WEio o~Eioe; TO~IKOTrjTOe; 
tOEI~OV oVTiopoorj OTT6 TO KEVTPIKO VEUPIKO OUOlrjlJO, TO EjJepOVr'] WPrljJOTO Trje; VEKpO\fJioe; 
to£I~OV oMoyte; OlOUe; TTVEUjJOVEe; OE IJEpIKOUe; TTOVTIKOUe; KOI opoupoioue;. 

H o~Eio TO~JK6TrjTO EVOOepAtl3loe; XOPrlYrjOrje; WPIKWV IJETO[3oAITWV EKTIIJr']8IlKE moue; 
TTOVTlKOUe; KOI OVOeptP£TOI OlOV KOTW81 TTivOKO' 

::0 




;";6. Y n-E.42S0-1 -' 

(:2 4 (1) 

M4 (descladinosyl) 256 

Muo[3oAiTfle; M5 (Isohydroxy) 

To OUIJTTTWIJOTO TO~IKOTrlTOe; m:pH:AolJ[30vov OVOOToA~ Tile; KiVIlOIle;, OVOTTVEUOTlK~ 
OUOXEPEIO KOI KAoVIKOUe; OTTOOIJOUe;. EivOi TTpO<pOVEe; OTI Il TO~IKOTIlTO TWV IJETO[3oAITWV 
OUTWV EivOi oUYKpiolIJIlIJE EKEiVIl Tfle; KAoPI8pOlJu.<lVfle; TOOO TTOIOTIKO 000 KOI TTOOOTIKO 

O~UC; <pAEfjIKOC; EPE8IOIl0C;: To OIOAUIJOTO KAopl8polJuKivlle; LV. 0~loAoy~8IlKOV YIO TTl80v~ 
olTio EPE8101J0U OTle; ETTI<pOVEIOKEe; <pAt[3Ee; OUTIOU KOUVEAIWV. AUT~ IlIJEAETIl EO[I~E OTI fl 
XOP~YflOIl [<POTTO~ OOOEWV TToAu U4JIlAwv OUYKEVTPWOEWV (7,5 EWe; 30 mg [3ooll/ml) ~TOV 
IJETpiwe; [pE810TlKEe; 

Yrro~Eia TO~IKon1Ta: MEAt TEe; UTTO~Eioe; TO~IKOTIlTOe;, OIOpKEIOe; TTAtOV TaU EVOe; IJIlVOC;, IJE 
EVOO<pAt[310 XOP~YIlOfl KOI OE 06oEIC; 15, 50 KOI 160 mg/kg [3opouc; Tflv fllJEpo, 
TTPOYIJOTOTTOI~8flKOV O£ opoupoioue; KOI 5, 15 KOI 40 mg/kg [3opouc; Tllv [WEPO OE 
TTl8~KOUC; 01 U4JflAOTEP£C; OOOEIC; TTOU xoprlY~8flKoV OTIC; IJEAtTEC; TTPOOOIOPIOIJOU TaU 
8EPOTTEUTIKOU EUPOUC; OlOUC; opoupoiouC; (EUpOC; 20-640 mg/kg/lllJEPO) KOI OTOUe; TTl8~KOUC; 
(EUpOe; 5-80 mg/kg/lllJEPO) EOEI~OV OUOlflIJOTIK~ TO~IKOTIlTO OTO ~TTOp, xoAfl<p0po KOI 
VE<ppOUC;. AUTo EivOI TO iOlo IJE TO oPyovo OTOXOUC; TTOU [3pE8IlKOV OTIC; IJEAETEC; OTTOU 
XOPfly~8flKE fl KAoPl8poIJUKivfl OTTO TOU OTOIJOTOC; 

H EIJ<POV10fl oo[3opou <pA£[3IKOU EPE8101J0U OTIC; IJEAtTEe; OIOpK£lOe; EVOe; IJflVOe; OlOUe; 
opoupoiouC; KOI OlOUC; TTl8~KOUC; IJE 600EIe; 160 mg/kg [3opouc; KOI 40 mg/kg [30pouc; 
oVTiolOlXO OEV ETTETpnvov Tfl XOP~Yflofl OPKETO UlVflAwv OOOEWV WOTE VO OTTOOEIX8Ei fl 
TO~IKOTflTO OTO OPYOVO OTOXOUC;. AUTo OUVE[31l TTOpO TIC; TTPOOTT08EIEC; OU~1l0flC; Tfle; OOOflC;, 
OU~OVOVTOC; TOV OYKO KOI IJEIWVOVTOe; Tflv TOXUTflTO EYXUOIlC;· 

01 OTO~IKte; 06oEIe; OE opoupoiouC; KOI TTl8~KOUe; TTOU TTPOOOIOpioTfl KOV OTIC; IJEAtTEC; 
UTTO~EioC; TO~IKOTflTOC; OIOpKEIOe; EVOe; IJIlVOC; ~TOV 50 KOI 15 mg/kg/fllJEPO oVTioTOIXO KOI 
aUTO o<pEJAoTOV OTO <pAE[3JKO [pE8101J0 OE U4JflAOTEpEe; OOOEIe;. 

EllfjpUOTO~IKOH1Ta OE apoupaiouc;: XOPlly~8flKE KAoPl8pOIJUKivfl [300fl Evoo<pAE[3iwe; OE 
opoupoioue; OE oooll 15, 50 KOI 160 mg Ikg/lllJEPO IJEOW H]e; <pAt[3oc; OTrlv oupo 
[lIOTTlOTW8flKOV 0IlIJOVTIKO OUIJTTTWIJOTO TOsIKOTIlTOC; OTlllJllTEpo OE 06oEJC; 
160 mg/kg/lllJtpo (IJEiwor) [3opoue; KOI IJEIWIJEVIl TTpooArJ4JrJ TPO<p~C;) KOI OE OOOEIC; 
50 mg/kg/rJlJtpo (IJElwIJEvll TTpooArJ4JrJ TpO<p~e;). TOTTlK~ ETTiopoOIl OlO TTEIPOIJOTOSWO TTOU 
EAo[3ov U4JIlAtC; OOOEIC; TTEpIEAalJ[3ovE TTprJOIJEVfl, IJwAwTTlolJtvfl, VEKPWTIK~ KOI oTTwAEIO 
TIJ~IJOTOC; Tile; oupae;. [lEV 0IlIJElw8rJKE ETTiopoorJ OTO OfllJEio EIJ<PUTEUOflC; TWV [1J[3puwv ~ 
OTIC; EIJ[3puIKEC; OTTOppO<p~OEIe; [lEV 010TTlOTW8rJKOV OTTAoXVIKtC; ~ OKEAETIKtC; oVWlJoAiEe; 
O<pEIAoIJEVEC; OTfl XOP~YflOrJ TOU <P0PIJOKOU EKTOe; OTTO OOOOEsOPTWIJEVIl TOOIl OlflV OUsrJ0fl 
TOU TTOOOOTOU TWV OPOEVIKWV EIJ[3puWV OTO OTToio OEV Eixov KOTtA8EI 01 0PXEIe; Oc; EK 
TOlJTOU, TTOpO Tfl OflIJOVTIK~ lO~IKOTIlTO OTlllJflTEPO TTOU EKOflAw8rJKE IJE <pA£[3IKO EPE8101J0, 
IJEIWIJEVrJ TTpooAfl4JrJ TPO<p~C; KOI IJEiWOIl lOU [3opoue; OE OlOTTlOTw8flKE EIJ[3PUOTOSIKOTrJTO , 
EIJ[3pu08vflOlIJOTIlTO ~ TEPOTOYEVEOrJ IJE OTTOIOO~TTOTE OOOrJ 

ElJfjpuoTo~IKOH1Ta OTa KouvtAIO: LE OIJOOEC; ~EUYOPWlJtvwv KOUVEAlwv 068flKE 
KAoPI8poIJUKivrJ ~601l €vbo<pM:[3iuJ~ OE b60uS 3, 10 KOI 30 mg/kg/rHJtpa Eva 8~t\UK6 OTO 
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7. KATOXOl: THr A~EIAr KYKI\O<lJOPIAr 

8. API8MOr A~EIAr KYKI\O<lJOPIAr 

9. HMEPOMHNIA npOTHr ErKPIl:HLlANANEOl:Hr A~EIAr KYKI\O<lJOPIAr 

10. HMEPOMHNIA ANA8EOPHrHr TOY KEIMENOY 

2 . 	 To cDuAAo OorWH.Dv VIO TO XP~OHI CPOPIJOK£UTlKWV lTPOIOVTWV lTOU IT£PIEXOUV OPOOTIKO 
OUOTOTIKO CLARITHROMYCIN, lJapcp~ K6vlC; yla OH1AuIJo rrpoc; tYXU(Hl 500mgfV1AL, opi~uol 
w<; 

<lJYI\.I\.O O~HrlON XPHl:Hr: nI\.HPO<lJOPIEr riA TON XPHl:TH 

KOVI(:; Y'O olaAulJo rrpo<; tYXUOIl 50 MG/ML. 

( KAapl8polJuKivll) 

~taJ3aOT( TTPOOEKTIKa oAoKAIlPO TO qHJAAo OOIlYIWV XPriollt;; TTPOTOU apxiOET( va 
TTaipVHE aUTO TO <paPlJaKO. 

CPUAO~H: aUTO TO <puMa OOrjVIWV Xp~Otle; -lowe; XP£looT£i va TO OIO~OO£T£ ~ovo. 
txu£ n£polTtpw onopi£e;, PWT~OT£ TO VIOTPO ~ TO <pOPPOKOlTOIO OOe; 

H OUVTOV~ Via aUTO TO <pOPPOKO XOPtlV~etlK£ Via OOe; . /:,£V nptn£1 va OWO£T£ TO 
<pOPPOKO O£ oMoue;. MlTop£i va TOUe; lTpOKOAEO£1 ~M~Il, OKOPO KOI OTOV TO 
oupnTWpOTO TOUe; £'VOI 1010 p£ TO OIKO Ooe; 
Eov KonOIO OV£lTIeUWlTtl £VtPV£IO ViV£TOI Oo~op~, ~ ov nOpOTtlP~O£T£ KonOIO 
OV£TTleUPtlTIl £vtPV£IO nou O£V OVO<ptP£TOI OTO nopov <puMo 00tlVll0V, 
nopoKOA£ioe£ va £vflP£PWO£T£ TO VIOTPO ~ <poPPoKonolo ooe; 

To rrapov <puAAo OOIlYIWV TTEPI£XE1: 
1 TI £ivOi TO «OVOPO npoIOVTOe;» KOI nOla £'VOI tl XP~Otl TOU 

2 TI nptn£1 vo vvwPI~£T£ npoTOu naP£T£ TO «OVOPO npOIOVTOe;» 

3 nwe; vo lTOP£T£ TO «OVopo lTPOIOVTOe;» 

4 nleovte; OV£lTIeUPtlT£e; £vtpv£I£e; 

5 nwe; vo <pUAOOO£TOI TO «OVOPO npOIOVTOe;» 

6 J\OllTte; rrAtlPo<popi£e; 


1. TI EINAI TO «ONOMA npO'IONTOr» KAI nOlA EINAI H XPHrH TOY 

AVTI~IOTIKO Via Ttl e£pon£io AOlpw~£wv ana IJIKPOPIO woioetlTO OTtlV KAoplepOpUKivtl· 

To «OVOPO npo"fovTOe;}) I V £VO£iKVUTOI OTOV OlTOIT£iTOI lTOP£VT£PIK~ e£pon£io OTrlv 
OVTIIJ£TWlTIOrj WOiOerjTWV jJlKPOOPVOVIOPWV OTle; oKoAou8£e; n08~0£1e; 

http:OorWH.Dv


(JI 

1. 	 i\OljJW~EIC; TOU KOlWTE:POU oVOnVEUOTIKOU OUOT~jJOlO<; (TT.x(3POYXiT1C;, TTvwjJovio) 

2 	 i\OljJW~EI<; TOU OVWTE:POU OVOTTVEUOTIKOU OUOT~jJOlOC; (TT·X tpopuyyiTlC;, IYIJOPITIC;) 

3. 	 i\OljJW~EI<; TOU OE:PjJOlO<; KOI TWV jJOAOKWV jJopiwv (TT.X8uAOKiTl(;, KunopiTl<;, 
EpuoiTTEAo<;) 

4 	 IUjJTTAIlPwjJOlIK~ 8EPOTTEio OE YEVIKEUjJEVE<; ~ EVTOTTlOjJEV£(~ AOljJW~EI<; OtpEIAojJEVEe; 
OE cnuTTo jJuKO~OKTllpiolo (TT.X Mycobactenum avium, Mycobacterium 
intracellulare, Mycobacterium chelonae, Mycobacterium fortuitum, KOI 
Mycobacterium kansasii) 

2. 	 TI IlPEIlEI NA rNOPIZETE nPIN NA nAPETE TO «ONOMA npo'ioNTOL}} 

MIlV TTOPHE TO «ONOMA IlPOfONTOL» 

OE TTEpiTTTWOIl oMEpyioe; (UTTEpEUOI081l0io<;) OTO jJoKpoAIOIKO OVTI~IOTIKO ~ OE 
OTTOIOO~TTOTE oMo OUOTOTIKO TOU «ovojJO TTpOIOVTOe;». AVTIOpOOEIe; OMEPYIKEe; ~ 
UTTEPEUOI081l0ioC; TTPETTEI VO OVTljJ£1(jJTTi~oVTOI JJE OjJEOO UTTOOTIlPIKTIKo jJE:TPO 
1J0~i jJE tp0PjJOKO TTOU TTEPIEXOUV oOTqJI~OAIl, OI~OTTp[Ofl, TTljJo~iOIl, TEptpEVOO[vfl KOI 
EPYOTOjJivfl ~ OIUOPOEPYOlOl-livr) 

npOUHTE IOIOiTEPO \..IE TO «UNOMA npOfONTOL» 

LE TTEpiTTTWU'l VE<PPIKrl<.; OVETTOPKEIO<.; 
IE TTEpiTTTWOTl EYKUjJOOUVTle; ~ 8flAOOjJOU 

IE TTEpiTTTWOr) flTTOTlK~C; vooou 

Eov vlw8£1E ~OMOEe; KOla Tfl 8EPOTTEio IJE «OV0I-I0 TTPOIOVTOe;)), XPEIO~ElOl TTPOOOX~ 


YIOl! I-ITTOPE! fl ~OAIl OUT~ VO ETTrlPEOOEI TIlV IKOVOTIlTO OO~Yr)Ofle; ~ XEIPIOIJOU 

Wlxavwv 

IE TTEpiTTTWOfl uTToKaAlaljJiae; 

IE TTEPITTTWOEIe; ETTilJovTle; Oloppolae;. 

IE TTEpiTTTWOfl lOUTOXPOVrjC; Xop~YTloTle; I-IE KOAXIKivr] 

IE TTEpiTTTWOTl oo~ap~e; Kal TTapOlElOIJEVrje; AoijJw~r)e; 


IE TTEpiTTTWOfl ETTIOEivwOfle; OUIJTTTWI-IOTWV oo(3op~e; l-Iua08tvElac; 


"rlljJil OAAWV <paplJoKWv 

napaKaAEi08E va EVIlI-iEPWO£1E TOV YIOlPO ~ TOV tpapl-laKOTTOlo aae; EOV TTaipv[lE rl EX£1E 
TTOPEI TTpootpOla oAila tp0pjJaKa, aKolJa KOI aUTO TTOU OEV oae; EXOUV XOPflYfl8Ei \JE 
OUVTOY~. 

01 OKOAou8EC; aMTlM:TTlopOOEIe; TTOU oX£Ti~oVTOI I-IE TO 100E:V~UIJ0 CYP3A EXOUV 
TTapOTTlPfl8Ei JJE Tflv Epu8pojJUKivfl KOI/~ jJE Tllv KAOPI8p0I-IUKivr) 1-1£10 Tr)V KUKAotpopia 

~;:>waTE TO YIOTPO 00<:;, EOV TTaioVE.!..LP.9ppaKO TTOU TTEPIE:XOuv8EO(j)uMivO. {3..QATTPOIKO 

o~u, KapI30IJO(nrivn, OIAOOTO(OAO. OI(oTTpioo olyo~ivo .. KOAXIKivO,OTTO OTO~ 

aVTlllOKTIKO (TT. X J30ptpap[vo), TTO poywyo EpyOlO blivo~. OIUO pOE: OYOTO blivo, Tolo(oMb!!l 

lJIoo(oMb/~ATTQQ~9MbJl1.L.JJE8uATTP£(5~1(0A6vn, OlooTTuPQillo~~vuToivnLClgl..EJII(OAO, 
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AETno UlJtVIO CHOKio 500 mg/tab KOI 11 ouvloHjJIJEVIl MOrJ EivOi 1000 mg rJjJEprJoiw<; OE ouo 
iOE<; OOOEI<; H OUVIOTl0IJEVrJ 600rJ OTTO lOU OTOIJOlO<; OW nOiOIO EivOi 15-30 mg/kg !3opou<; 
«ovolJa npolovTO<;}) KOKKia VIO noollJo EVOIwprwa 250 mg/5ml Trlv IllJtpa OE ouo OOOEI<; 

Eni TOU nopovTO<; OEV unopxouv OTolXEia nou va unooTrJpi~ouv TrJV Evooc.pM!31O XOP~VrJorJ 
TIl<; KAapl8polJuKivll<; OE naH)lo. 

H EvoocpM!3la 8EpanEia IJnopEi va nEplopi~ETOI OE 2-5 rJlJtPE<; OTO !30pIG nooxovTo 008EV~ 
KOI nptnEI va aVTIKa8ioTOTOI IJE 8EpanEio ana 10 OTOlJa OTOV aUTO EivOI OUVOTOV KOTO TrJV 
KpiorJ TOU VIOTPOU 

a08EVEi<; jJE tKnTw0rJ TrJ<; VECPPIK~<; AElToupvia<; IJE Ko80porJ KPWTIVivrJ<; KOTW TWV 
30 ml/min, 11 00011 TIl<; KAOPI8poIJUKivrJ<; nptnEI va EAonwvETal OTO 1/2 TIl<; KOVOVIK~<; 
OUVIOTWIJEVIl<; ooorJ<;, 

OOfJyi£~ yla TfJ XPrJUfJ 

To TEAIKO OIGAUIJO Via tvxuorJ nopooK£uO~ETOI w<; E<;~<; 

E6v napnE IJEyaAunpl1 ooul1 ({ovo~a npo'iovTo<;» ana TI1V KavovlK~ 
LE nEpinTwoll unEP!3oAIK~<; ooorJ<;, 11 XOP~VIlOIl TOU «ONOMA npOIONTOL» LV nptnEI 
va oioKonTETOI KOI va OPXi~EI 11 EcpaPIJOV~ unooTrJplKTlKWV jJtrpwv 

Ana TI<; ovacpopt<; nou unopxouv npoKunm OTI IJETG Til A~ljJll IJEVOAIl<; noooTIlTO<; 
KAopl8polJuKivll<; nptnEI va ovalJtvovTOI VOOTPEVTEPIKO OUlJnTWIJOTO 'Eva<; 008EV~<; 0 
onoio<; EiXE 10TOPIKO lJaVIOKOTa8AmTIK~<; ljJuXWOIl<; tAa!3E 8 Vp. KAapl8polJUKivll<; KOI 
napouoiom: ljJUXIKt<; OIOTOPOXE<;, nopavo'IK~ oUlJnEplcpopO, unOKOAlOllJio KOI uno<;OIlJio 01 
oVEm8uIJIlTE<; aVTlOpGOEIC; nou oXETi~oVTOI IJE unEp!3oAIKt<; 000E1<; nptnEI va 
aVTIIJETwni~ovTOI IJE Tllv TOXEiO anolJoKpuvoll TOU cpaplJoKou nou OEV tXEI OKOIJO 
anoppoCPll8Ei KOI IJE UTTOOTIlPIKTIKo IJtTpO. Onw<; KOI IJE TO oMo 1J0KPOAioI0, 11 oTo8jJIl TIl<; 
KAopl8polJuKivll<; OTOV opo OEV ETTIlPEO~ETOI 0IlIJOVTIKo OTTO Tllv 01IJoKo8apoll ~ 
TTEPITOVOIK~ Ko80POll, 

l:' OUTt<; TI<; nEpmTwoEI<;, EvqlJEPWOTE TO VIOTPO 00<; ~ TO KtVTPO f.\.IlAIlTIlPIOOEWV, 
H)A,. 210 77 93 777 A8~vo 

E6v ~ExauETE va napETE TO «ovolJa npo'jovTO<;» 
6.Ev EcpaPIJO~ETOI 

4. nl0ANEr ANEnl0YMHTEr ENEPrEIEr 

OTTW<; oAO TO cp6PlJoKo, ETOI KOI TO «OVOjJO TTpoloVTO<:;» jJnopEi va TTPOKOAtOEI 
oVEm8uIJIlTE<; Evtpvm<; av KOI OEV nopouOIO~OVTOI OE OAOU<; TOU<; av8pwnou<;. 

Eov Konola aVETTl8uIJilTIl EVtPVEIO ViVETOI oo!3op~ ~ OV TTOpOTIlP~OETE KOTTola 
aVETTl8ujJilTIl EVtPVEIO nou OEV avocptpETol 010 napov cpuAAO OOIlVlwv. nopOKOAEi08E va 
EVlljJEPWOETE TO VIOTPO ~ TO CPOPIJOKOnOIO 00<; 
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LE EV~AIK[S. 01 ouojJ[v[iS OVTIOpOmlS nou ovacPEp81lKOV OUXVOHPO cmc 008EVEiS nou 
EnOlpvov 1000 mg KAOPI8pOIJUKivIlS IlIJEPIlOiwS ~TOV vOUTio, EIJUOI, o""oiwOIl TIlS 
YUJOIlS, KOIAIOKO OAYIl, OIOPPOIO, [~6v81lIJO, jJETEluPIOjJOS, KUpOAOAyio, OUOKOIAIOTIlTO, 
OIOTOPOXES TIlS OKO~S, OU~IlOIl TIlS SGOT KOI TIlS SGPT. AvocpEp81lKov onovlOTEPO 
ouonvolO, ounvio, KOI ~IlPOOTOjJio. 

LTOUS OVOOOKOTOOTOAIJEVOUS 008EV[iS OUTOUS, Il O~IOAOYIlOIl TWV (310AOYIKWV nOpOIJETpWV 
(300iOTIlKE OTllv OVOAUOIl TljJWV nou O[V IlTOV EVTOVO OIOTOPOYIJ£VES (onOKA£iovTOS TIS 
oKpoiEe; ovwnpES KOI KOTWTEpEe; TIIJ£e;) OE K08E OUYKEKPIIJEVIl iSOKllJOoio ME aUTO TO 
KPIT~PIO, nEpinou 2 3% TWV 008EVWV nou £A0(30V 1000 mg KAOPI8poIJUKivilS TIlV IlIJEPO 
nopouoiooov OIlIJOVTIK~ n080AoYIK~ OUsllOIl TwV SGOT KOI SGPT KOI n080AoYIK~ 
~_H:iwoll TWV A£UKWV OIjJoocpOlpiwv KOI OIIJOnETOAiwv. 'Eva IJIKPOTEPO nOOOOTO 008EVWV 
OTIS OUO OOOOAOYIKtS OIJOiSES OUTEe; nopouoiooov [niOIlS OU~IlIJEVES TIlJtS BUN. 

5. nor NA <DYI\ArrETAI TO «UNOMA npor-ONTor)} 

No IJIl XPIlOIIJOnOIEITE TO «OVOIJO npOIOVTOe;» IJETO Tllv lljJEPOPllvio A~~IlS nou OVOCPEPETOI 
OTO KOUTi. H fllJEPOIJIlVio A~~IlS EivOi 1'1 T[A£UTOio IlIJEPO TOU IJ~VO nou ovocptpnOi 

To CPOplJOKO O[V nptnEI va onoppinTovTOI OTO VEPO TIlS onoXETEuollS ~ OTO oKouniolO 
Pwn:iOTE TO zpoPlJoKOnOlo aos nws va nETO~ET[ TO ZPOPIJOKO nou iSEV XPEIO~OVTOI mo 
AUTO TO jJETPO 80 (301l8~aouv OTllv npoOTooio TOU n[pl(3oMovTOs_ 

6. 1\0lnEr nI\HPO<DOPIEr 

H iSpOaTlK~ ouoio EivOi KAoPI8poIJUKivil 
To 0""0 OUOTOTIKO EivOi 

Ej..J(paVIUIl TOU «ovoJ.la rrpo'iovTO<;» KOI rr£pl£X0J.l£Vo TIl<; uuuK£uauia<; 

KaTOXo<.; aoria<.; KUKAoq>opia Kal rrapavwvo<; 

napaUK£uaUTt')<; 

To napov <puAAo OOIlVIWV XPt')UIl<.; £VKpi8IlK£ Via uA£uTaia <popa UTJ<; {1lJ.l£p0J.lllvia} 

3 01 (liKOIOUXOJ KOI oVTmpoownol unoXPEouVTOI VIO Hlv ECPOp)JOV~ Tfl<; OVWTEPW EVKUKAiOU 

4 KOTomv TUN OVWTEPW nOUEJ VO JOXUEJ fl £VKUKf-JOC; )JOe;)JE op 68731/24-10-2008 

KOIvonoioao: . ,'- -;..-'-;- '~" 
1. ET. ABBOTT LABORATORIES~AMrAeEE"'. 

A. BOYAIArMENH2: 512.. 

17456 AAIM02: 


ANNA KATLI<DH 

,,~~ ; 
! 
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~~()OiKn:<; Via EviPVEIO : 
1 Ynoupy£io Yy£ioC; & KOIVWVIKTlC; AAATlll£yyuTlC; 


I::./VOTl CDoPfJOKWV & CDoPfJOK£iwv 

APIOTOTtAouC; 17 101 87 AB~vo 


2 	 IEE0AJI::.yr 
1\ M£Ooy£iwv 136 
15561AB~vo 

3. 	 Yn Epyooioe; AnooxoATloTle; & KOIVWVIK~e; npooTOoioe; 
l£vIK~ I POfJlJOTEio KOIVWVIKWV AmpoAio£wv 
1::./v0Tl AmpoAloTle; AoBtvEIOC; & MTlTPOTTlTOC; 
LTooiou 29, 101 1 0 A8~vo 
(IJE TTlV nopoKATlorJ £VTlIJ£pwoTlC; TWV AOl:poAIOTlKWV 
TOIJEiwv nou noptXouv YYEIOVOjJIK~ nEpiBoA4J'l) 

4 	 novEAA~VIO IOTPIKO 'iuAAoyo 
nAOUTOPXOU 3, 106 75 AB~vo 
(fJE TTlV nopoKATlorJ EVrJlJtpworJ TWV 
TOTIlKWV IOTPIKWV 'iuAAoywv TrJC; xwpoe;). 

5 	 novEAA~VIO QOPIJOK£UTlKO 'iuAAoyo 
nElpOIWC; 134 & AyoBrwtpou 
118 54 AB~vo 
(IJE TrJV nopoK"rJ0rJ EvrwtpW0rJe; TWV 
TOTIlKWV QOPfJOKEUTIKWV 'iuAAoywv TTle; xwpoC;) 

6 	 nov£A"~vlo 'Evw0rJ QOPlJoKOnolwv 
N00rJlI£uTIKWV IOPUIJOTWV 
MlxoAoKonouAou 99, 115 27 AB~vo 

7 	 IKA-CDoPIJ/K~ YnrJP£Oio 
Ay Kwv!vou 8, 102 41 A8~vo 

8 	 OIA KAOooC; CDOPIJOKEUTlK~C; nEpi8o"4JflC; 
nOTTloiwv 30, 106 77 A8~vo 

9 	 OiKOe; NOUTOU n£lpOIWC; 
K. nO"OIoMyou 15 

185 35 nElpOIOC; 


10 OiKOC; Nouwu A8~voe; 
l"ouoTWVOC; 2 & nOH)Oiwv 
106 77 AB~vo 

11. 	 KtVTPO I::.TlArprJPlooEWV 
NOOOKOIJ£io noiOwv "n.& A KUPIOKOU" 
11527 louoi 

12 	 'iCDEE 
I\Ewl:p.KflI:pIOioC; 280 & Ayplviou 3 
152 32 XOAOVOPI, A8~vo 

13. 	 novEAA~VIO "EvWOfl QOPIJOKo[310iJllxovioC; 
I\OIJ4JO 7, 11524 AiJTIEMKrJnol, A8~vo 

14. 	 'iuAAoyo AVT/nwv CDOPIJOKEUTlKWV EtiSwv & EIOIKOT~TWV 
006C; TOTOIOU 
180 XAIJ. E8vIKr)e; ooou ABrJvwv-l\olJioe; 
14610 N. EPY0PAIA 

15 	 1::.£"Tio AyopovolJiOC; 
nOVETIIOTIWiou 42, 106 79 A8~vo 
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b.b. YEIl- E.4250·13/3 
(240) 

16. 	 TEBE - <t>OPIJOKWTIKtC; Ym]pEOiEC; 
Ay. KWVOTOVTivou 5 
10351 AGHNA 

17 	 Mil )JEArj LuAAoywv 
(OTTWC; 0 TTivOKOC;) 

ErOTEPIKH hIANOMH: 
1 h/vof) <t>Op/KWV MEAETWV & "EpEUVOC; 
2 h/vof) h/KWV YTTIlPwlWV EAEyxou npOIOVTWV 

TIJ~)Jo 'EKOOOf)C; & Kwo. ATTmpao£wv 
3. r PO)J)JOTEio ETTlOTrj)JOVIKOU LU)JfjouAiou EYKpio£wv 
4. r POIJ)JOTEio h£uT£pofja8)Jlou ETTIOTIl)JOVIKOu LUIJfjouAiou 
8.M.09/2011 
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