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ll/vafl fllOIKflTIKWV YnflPWIWV EAEYXOU npoI6vTWV A0HNA,16-3-2009 
nArlP0q>OpiEC;: fl. TrANTE AP. npOT.: 13431 
TflAEq>WVO: 210-6507200 

ErKYKAIOI - AnO<l>AIH 

0EMA: KaSoplO'lJ6C; nEpiAfl4JflC; XapaKTflPIO'TIKWV TaU npoI6vTOe; KOI <l>uMo OOflYIWV YIO 
TO XP~O'Tfl q>0PlJaKEUTIKwV npoTovTWV nou nEplEXoUV opaO'TlKO O'UO'TOTIK6 
METRONIDAZOLE - VIO xoPftVIlO'Il OlTO TOU O'TOJ.lOTOC;, lTOPEVn:PIKft, KOAlTIKft & 
6EpJ.lOTIKft· 

'ExOVTEe; uno4Jrj: 
a) 	 TIe; OIOTO~EIe; Tile; KOIV~e; YnoupYIK~e; An6q>oafle; flyr3 (a) 83657/2005 "nEpl EVapIJOvlO'fle; Tfle; 

EMIlVIK~e; NOlJoSwiae; IJE Tflv aVTiO'TOIXfl KOIVOTlKrl O'TOV TOIJEO Tfle; KUKAoq>opiae; 
........ , ........ , ..... TWV q>apIJOKEUTlKWV npo"i6YTwv. nou npoopi~OVTOI Yla ovSpwmvll xp~ar(, 

13) TIlV un' ap,91J.: 8673/2/29-1-2009 opSr'j mOVOAfl4Jfl An6q>aO'fle; npOEOpOU flLJEO<l> 
(<l>EK.253/13-2-2009) "nEpi IJETOl3il3oO'fle; aPIJOOIOT~TWV O'Toue; flIEUSUVTte; TaU EO<l>". 

y) Tfl rVWlJoTwall Tau EmaTfllJOVIKOU LUIJ130UAfou EYKpiaEWV op.<l>-348/31-10-2008 

AnO<l>AIIZOYME 

1. 	 H nEpiAflljJfl XapaKTflPIO'TIKwv TOU np0"i6vTOe; cpapl..l0KEUTlKWV npo"iovTWV nou nEplEXoUV 
OPOO'TlKO auO'TOTlK6 METRONIDAZOLE, Opi~ETOI we; E~~e;: 

nEPIAHI.JIH XAPAKTHPIITIKON TON npo"ioNTON 

nov rlEPIEXOYN OI APAITIKO IYITATIKO
L ____________«_M_E_T_R_O_N_ID_AZ_O_L_E_l_)_____________---l 


1. EMnOPIKH ONOMAIIA TOY <I>APMAKEYTIKOY npo"ioNTOI 

2. nOIOTIKH KAI norOTIKH IYN0EIH O'E 6poO'TIKa O'uoTOTlKa 

Metronidazole 

3. <I>APMAKOTEXNIKH MOP<I>H: 

no XOPT]Y11011 aTTo rou oroparo{, TTapEVTEpIKT], KoA TTlKT], 6EppaTIKT] 


4. KAINIKA rTOIXEIA: 

4.1 Ev6d~EIC;:. 
KoA1TIKT] XOPT]Y11011: 
TPIX0I..l0VaoIKr'j KoAniTle;. 

XOPT]Y11011 aTTo TO oropa: 

EXEI OVTmopoO'ITlKr'j Kal OVTI130KTflPIOKr'j OpdO'fl nou nEplopi(nal O'm; AOII..lW~EIe; nou 

ocpEiAOVTOI aE Euoia91lTO aTfllJnpOVIOO~OAfl Eiofl: 

- LUI..lTITWI..lOT1Krl 0l..loll3aowafl an6 Entamoeba histolytica 

- T PIX0I..l0VOOIKEC; AOII..lW~EIe; ouponoloYEvvflTIKOU auaTr'II..lOTOe; 
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- /\olJ~AfoOIl 

- 4JEUOOIJEIJ~pOVWOIle; KOAiTle; 

- npoEVXEIPIlTlK~ TTPOETOllJOOio (OE EVXElp~OEIe; TTOxtOe; 


EVTtpOU, UOTEPEKTOlJte;, OIOKOATTIKte; XElpOUpvIKte; mE~~OOEIe;) 
- LuvtXloll ovwv~e; (IJETO OTTO TTOPEVTEPIK~ XOP~VIlOIl ) AOIIJW~EWV TTOU o<pEfAOVTOI OE 
OVOEpO~IO ~oKTllpfolo, loiwe; 010 Bacteroides fragi/is. 

- LTTOVIWTEpEe; TTOPOOITWOEIe;, OTTWe; ~oAOVTloioOIl we; EvoAAoKTIKO <pOPIJOKO KOI 
0poKouvKouAlooll· 

nap£vr£pIKf] xopf]YIJOIJ: 
EXEI OVTITTOpOOITIK~ KOI oVTI~OKTIlPIOK~ OPOOIl TTOU mplopf~ETOI OTle; AOIIJW~EIe; TTOU 

o<pEiAOVTOI OE EUof081lTO OTIlIJETPOVloo~6A1l £1011: 

- GEpOTTEio XEIPOUPVIKWV (TT-X- IlTTOlIKO OTTOOTIlIJO, EVOOKOIAIOKO OTTOOTI'IIJOlO, mpITOViTIe;, 

AOIIJW~EIe; XOAIl<P0pwv, 1J0IEUTIKte; KOI VUVOIKOAOvIKte; AOIIJW~EIe;) KOI oAAwv AOIIJW~EWV OTTO 

OVOEpO~IO ~OKTllpiolo 


- npO<pOAO~1l IJETEVXEIPIlTIKWV AOIIJW~EWV OTTO OVOEpO~IOUe; IJIKPOOPVOVIOIJOOe; OE EVXElp~OEIe; 


TOU VOOTPEVTEPIKOO ~ Tile; mplox~e; TOU TTPWKTOO 

- AlJol~aowOIl (oo~op~) EVTOTTlOlJtvll OTO tVTEPO KOI OTO ~TTOp. 


hEp~aTlK~ XP~OIl: 

GEpomio oo~opwv KOTOOTOOEWV po06Xpou OKIJ~e;. 

4.2 t.oooAoyia: 
KoATTlKf] xpf]OIJ: 
T PIXOIJOVOOIKr'] KOATTiTIC;: 

"Eva (1) KOATTIKO uTT08ETO IlIJEPlloiwe; OE OUVOUOOIJO IJE 8EPOTTEfo OTTO TO OTOIJO 

Via 7 IllJtpEe; (~A. KOlWTtpW). 

H oOVXPOVIl 8EPOTTEfo TOU OUVTPO<pOU EivOi oTTopoiTIlTIl. 

H 8EPOTTEio IJE IJETpoVloo~6A1l OEV TTptTTEI va OIOPKEi TTOVW OTTO 10 IllJtpEe; KOI va 

mOVOAOIJ~OVETOI TTOVW OTTO 2-3 <popte; TO XPOVO. OTOV OTTOITEfTOI EnOVOAIl4l1l Tile; 8EponEfoe; 

TTptTTEI IJETO~O TWV 8EPOTTEUTlKWV 0xrlIJOTWV va IJWOAO~Ei OIOOTrjlJO 4-6 E~OOlJaowv. LE OUT~V 


Tllv mpimwoll ViVETOI opi81J1l01l TWV AEUKWV TTPIV, KOla KOI IJETO OTTO Ko8E 8EPOTTEUTIKO OX~IJO. 


rIO TIlV OTTO<pUV~ Tile; movolJ6AuVOIle; TTptTTEI va UTTO~OAOVTOI OE 8EPOTTEio KOI 01 000 

OOVTPO<pOI. LTOV ovopo XPIlOlIJOTTOIOOVTOI 01 fOIEe; 060EIe; ana TO OTOj.JO , Via TO fOIO XPOVIKO 

o I ClOT 11 IJO . 

A 110 ro orOl1a: 
TPIXObJOVOOIKr'] KOATTiTIC;: 

250 mg TpEIe; <popte; Tllv IllJtpO mi 7 IllJtpEe; ~ 500mg Ko8E 12 WPE<; mi 7 qlJtpEe; ~ E<pOTTO~ 

06011 2g ~ OE OUVOUOOIJO IJE KOATTlK~ 8Epomio 500mg IlIJEPllofwe; OTTO TO OTOIJO OE 000 060EIe; 

j.Jo~i IJE tva KOATTIKO UTT08ETO IlIJEPlloiwe; Via 7 OUVEXEie; IllJtpEe;. 

H 8EPOTTEio IJE IJETpOVIOO~oAIl OEV TTptml va OIOPKEf TTC1VW OTTO 10 qlJtpEe; KOI va 

ETTOVOAOIJ~OVETOI TTOVW OTTO 2-3 <popte; TO XPOVO. OTOV OTTOITEfTOI EnOvOAIl4l1l Tile; 8EpOTTEioe; 

TTptml j.JETO~O TWV 8EPOTTEUTIKWV OXIlIJOTWV va IJWOAO~Ef OIOOTIlj.JO 4-6 E~OOj.Joowv. LE OUT~V 


Tllv mpimwoll ViVETOI opi81J1l01l TWV AEUKWV TTPIV, KOTO KOI IJETO ana Ko8E 8EpomuTIKo OXI'IIJO. 

ria Tllv OTTO<pUV~ Tile; ETTovOIJ6AUVOIle; TTptTTEI va 

UTTO~OAOVTOI OE 8EponEfo KOI 01 000 OOVTPO<pOI, OKOj.J1l KOI EOV 0 OOVTpO<pOe; OEV tXEI 

OUIJTTTWIJOTO (OKOIJIl KOI EOV OEV EfvOI 8ETIKO TO EPVOOTIlPIOKO EUP~IJOlO). 


LTOV ovapa XPIlOlIJOTTOIOUVTOI 01 iOIEe; 060EIe; OTTO TO OTOIJO, Via TO fOIO XPOVIKO OIOOTIlIJO. 

AlJol(3aowori:· ". 
EV~AIKEe;: 750mg TpEIe; <popte; IlIJEPlloiwe; Via 10 IllJtpEe; 
nOiOIO: 12-16 mg/kg BL avo 8wpo, Via 10 IllJtpEe;. 
H XOPr']VIlOIl IJETpovloo~6AIle; OEV OTTOKAEiEI Tllv OVOVKIl TTopoXtTEUolle; TOU IlTTOlIKOO 
OIJOI~OOIKOU OTTOOT~IJOlOe;. 
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Ao bl!3Aioao: 

EV~AI KE<;: 250mg ova 8wpo £TTl 5-7 rll.J£pE<; Ii 2g TI')V flllEPO £TTi 3 auvEXEI<; nll£pE<;. i:.E OVSEKTlKt<; 

mplTTnilaEI<;, 750mg TpEI<; <popt<; TI')V rw£po ETTI14 I)l.1tPE<;. 

nOiOIO: 5mg/kg Si:. TpEI<; <popt<; TI)V fllltpo £TTl 5 I)I.1EPE<; (I.1EyiaTI) 560'1) 300mg I)I.1Epl)aiw<;). 


AVTII..lEn.IJTTlaO AOIIJW{EWV OTTO OVOEP0!310UC; UIKPOoPyovlaI..lOuc;;: 

500 mg ova 8wpo. 

napEvn:pIKWe;;: 

H lTapEvn:pIK~ xop~Yllall Tl"1C;; Ilnpovloa~6AI1C;; lTEplOpr~ETal Yla TOUe;; 
ao9EvEic;;, OTOUC;; OlTOrOUC;; OEV IlTTOpEi va XOPl1YI19Ei alT6 TO oT6lla. 
XOPIlYEirol I.1E ~pooEio EVOO<PAE~IO Eyxual). 

AVTll..lETWTTlao AOIIJW~EWV OTTO ovoEpo810UC; IJIKpOopyovlalJouc;: 

EvIiAIKE<;: 01) 560'1) E<POOOU XOpl)YOUVTOI 1Smg/kg Si:. KOIIlETO OTTO 6 tiJPEI) 7,S mg/kg Si:. KOSE 6 
WPEI), auv!iSwl) ETT! 7-10 I)I.1EPE<; I)I.1EPllaiw<; (I) 1010 ooaoAoyio I.1lTopEi vo xopl)YI)S£I OTTO TO 
Ol0l.10, ov TO ETTITPETTEI I) KOTOaTOal) TOU aoSEvou<;). 
npO(J)uAa~o aTTO IJETEYXEIPOTIKEC; AOIIJW~EK 
H XOP~Yl1ol1lTptm:1 va Eival ~paxEiac;; OlapKElae;; KOI auvliSw<; TTEPIOpi~ETOI OlI)V 
m:pIEYX£IPI1TIKI'I TTEplooo YIO 24 tiJPEI) KOI TTOTE TTdvw OTTO 48 wP£I). 
EvIiAIK£<;: 15mg/kg Si:. 11£ Eyxuall 30-60 A£TTTWV, 11 oTToio TTpEml vo EX£I OAOI(Al)pwSd 
1 wpa TTplV TI)V EYXdPl)ol1. i:.TI1V auvEX£IO 7,5mg/kg Si:., avo 6wpo. 

AlJ018dowao: 

EvIiAIK£<;: 750 mg avo 8wpo. 

nOiold: 7,S mg/kg SE ova 8wpo. 

H xopliY'1al) I.1ETpOVIOa~OA'1<; o£V OTTOKA£i£1 TI)V OVOYKIl TTOpOX£TWal)l) TOU I1TTOTIKOU 

OIlOI~OOIKou oTToaTI'II.1OTOI). 


l1EPllaTIK~ XP~OIl: 

E<papI.16~ETOI A£TTr6 OlpWI.10 YEAI)I), KPEIlOI) Ii YOAOKTWIlOTOI) aTl<; TTpOO~EI3Arll.1EV(1) TT£PIOXE<; TOU 
otPI.1OTOI) ouo <pOpEl) T'1V I1IlEPO, TTpwi KO! I3poou. 01 TToaxoua£<; mploXEC;; TTPETT£I vo 
KaSapi(;ovTo! TTplV aTT6 T'1V E<paPl.1oYIi. H OIOPK£lO T'11) 0ywYIi<; va ll'1v umpl3alvEI TI<; 9 
£f3ooIJOO£<;. na T'1 l.1op<P1i TOU YOAOKTWIlOTO<; I.1TTop£i vo TTapOToS£f I.1EXPI TI<; 12 £I3Ool.1ooE<;. H 
oUVEXla'1 TI)<; aywYIi<; TTtpOV OUTOU TOU XPOVIKOU olaOlIiI.1OTo<; So alTo<poOlaS£I aTT6 TOV IOTPO 
ovoAoya 1.1£ Til aO~OpOT'1TO TI)<; KOTOOlOal1<;. 

4.3 Avn:vod~EIC;;: 


YTT£pwOIaSllalo 011) I.1ETpOVloo~oAIl KO! Y£VIK6TEPO aTI<; IIJIOa~6A£<; Ii OTO EKooxa TOU 

TTpoI6vTO<;. 


4.4 IOlain:pu; lTpOEIOOlTOI~OEIC;; Kal IOlOin:PEC;; lTpOlpUAa~EI<; KaTa Til XP~OI1: 

H IlETpovloa~6AI1 XOP'1y£iTOI 1.1£ TTpoaoxli 0'£ OT0l.10 1.1£ laTopIK6 OIl.1oTOAoYIKIi<; ouaKpaaio<;. i:.£ 

OUTOU<; TOU<; oaS£v£l<; TTPETT£I VO TTapaKoAouS£iTOI 0 apISI.101) TWV AWKOKUTTOpWV. Na 

OTTOIp£UYETOI O£ TTop<pupia. 

E6v UTTOPXOUV Myol TTOU £TT1f36Mouv T'1 xopIiY'1a'1 T'1<; I.1HpOVIOa(;6A'1<; yial.1£YOAUT£PO 

XPOVIKO 010aTflI.10 aTTO OUTO TTOU auvliSw<; aUVIOT<lTOI, auaTliv£TOI '1 ol£~aywYIi OII.1OTOAoYIKWV 

£M..yxwv, £IOIKO TOU aplSIlOlJ TWV AWKOKUTTdpwv TOKTIKO Kal 01 oaS£v£l<; TTPETT£I va 

TTapoKoAouSOOVTOl YIO aV£TTISOIl'1T£<; £vEpym<; OTTW<; TT£PI<P£PIKIi VWPOTToS£la, TTopOlaS'1ai£<;, 

oTO~ia, (;6A'1, £TT1A'1TTTlKOU<; arroal.1oLJ<;. 
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H I-lETpoVliSo~6AIl nptnEI va XOPIlYEiTOI I-lE TTpoaoXr'] aE oaSEVEI<; I-lE EVEpya r'j !30pla<; jJOp<pr'j<; 

XPOVIO voar'jI-lOlO TaU nEpl<pEpIKOU r; TaU K.N.L., mEliSr; UTTapXEI Kivouvo<; ETiioEivwall<;· 

H jJETPOVIOO~OAIl EiVOI KoM OVEKTr; ana TOU<; IlAIKIWjJtvOU<;. OaToao, Myw jJIO<; 

<poPjJoKOKIVIlTlKr;<; I-lEAtTIl<; auaTr;vETol TTpoaoxr; OTOV XOPIlYOUVTOI jJEyaAE<; 06aEI<; aE OUTf;V Tllv 

ojJaoo oaSEvwv. 


KOla Til SEpomfo jJE I-lETpOVIOO~OAIl !-mopEi TO Oupo va EjJ<pOVr~OVTOI EpuSpa (Myw TOU 
I-lETO!30AITIl TIl<; jJETpovIOO~OAIl<;)· 
LuaTr'jVETOI TTpoaoxr; KOla Til xoPr;Yllall aE oaSEvEi<; jJE aO!3opr; IlnOTlKr'j \3M\31l 1/ jJE IlnOl1Kr) 
EYKE<POAOTTOSEIO. LE oaSEvEi<; I-lE I-lll oVTlpponOul-lEvll Klppwall r;nOlo<; 11 Mall TTptn£1 va 
jJEIWVETOI aTO r']jJlau TIl<; auvr;Sou<; 06aEw<;. Myw OU~Il\.ltvou KIVOUVOU OVmISU\.Ir;TWV 
£VEPYEIWV. 
H TOuTOXPovll XPr;all KOATIlKWV unoStTwv I-lE TTPO<pUAOKTIKO r; OIO<PPOY\.lO \.lnop£i va ou~r']aEI 
TOV Klvouvo pr)~Il<; TOU EAoaTIKou. 
LuviaTaTOI 01 oaSEvEi<; nou XPllaljJonolouv aKEUaO\.lOlO \.lETpOVloo~oAIl<; YIO TOTIlKI/ E~WT£PIKI/ 
XPr']all va ono<p£uyouv r) va n£plopi~ouv 010 EAaXIOlo Tllv un£p!3oAIKI/ tKSwll TWV 
8EpOnEUO\.ltvwv nEploxwV TOU otp\.lOlO<; OlOV I/AIO r'] aE TExvIlTt<; TIlwt<; UTI£PIWOOU<; 
OK Tlvo!3oAlo<; 
To aKEUda\.lOlO YIO iSEP\.lOlIKr) XPr;all OEV nptTTEI va E<POP\.lO~OVTOI nAllaiov T'l<; TT£pIOXr;<; TWV 
0<p80A\.lWv. 

• 	 ATTO TOU aTopoTOC; aVTlTTfjKTIKrJ aywytJ (n)nou {3opcpoplvfjt;;): EvioXUOIl TIl<; OVTrnIlKTlKr)<; 
Opdo'l<; KOI OU~Il\.ltvo<; Kivouvo<; OII-l0PPOYIWV, nou npoKOA£lTOI ana TO \.lEIW\.ItvO 
\.lETO!30AIO\.lO 010 r)nop. LE nEpimWOIl ouYXOPr']Yllall<;, nptnEI va nopOKoAouSEiTOI TIlO 
auxvd 0 Xpovo<; np08p0l-l\3ivll<; KOI KOTO Til OldPK£lO T'l<; 8EponEio<; I-lE jJ£TPOVIOO~6AIl 
nptnEI va npOOOP\.lO~ETOI 11 OVTITIIlKT1Kr'j oywyr'j. 

• 	 AleJO: H \.lETpoVloo~6A1l \.InopEi va au~r;OEI TO min£oa TOU AISiou OTO nMa\.la. LE 
aa8EVEf<; 01 onoiol \3pIOKOVTOI uno oywyr'] jJE AiSIO EVW AaIJ\3avouv \.lETPOVliSO~OAIl, nptml 
va napaKOAou80uVTOI 01 OUYKEVTPWOEI<; A!8iou OTO nAaO\.la, 'l KpWTlviVIl KOI 01 
IlAEKTpoMTE<;. 

• 	 KUMOGTTOpIVfj: Kivouvo<; aU~1l01l<; TWV mrntOwv KUKAOOTTopiVIl<; OTOV opo. E<pooov 11 
GuYXopr;YIlOIl S£Wp£iTOI ovaYKaio, nptn£1 va TTapaKOAou80uVTOI OTEVd 11 KPEOlIVlvll KOI 11 
KUKAoanopivll O1OV opO. 

• 	 (/>mvo{3ap{3mj}..fj KOI cpmvuToTvfj: H <pOlvo!3ap\3ITdAIl KOI 11 <pOlvUToTvll £nlTaxuvouv TO 
\.lET0\30AIO\.lO T'l<; \.lETPOVIOO~OAIl<; jJE anOTEAEOjJO 01 aUYK£VTPWO£I<; T'1<; 010 nMojJo va 
EivOI \.lIKpOTEP£<; OTTO TI<; avajJEvo\.l£VE<;. H I-lETpoVliSa~oAIl \.lnop£! va IJElWOEI T'lV OAIKr) 
Kd8apoll TIl<; <pOlvuToTvll<; jJE anOTEAW\.lO ETTI\.lr;KuVOIl TOU Xpovou ll\.lioEla<; ~wr;<; T'l<;. 

• 	 XlpwOivf]: H 01 1.1 ETloiv11 avomtMEI TO \.lETa!3oAlojJO T'l<; jJETpOVliSo~OAIl<;, onOTE EjJ<pavi~oVTOI 
ou~rwtva mim:oo OTO TTMa\.lo. 

• 	 5-cpf)oPJOOUPOKfAfj: L£ auyxopr)Y'lOIl \.lE 5-<p80pI00upaKiA'l EAanWVETOI 'l KdSopo'l TIl<; 5­
<p80PI00upaK1A'l<; OOIlYWVTO<; OE OU~1l01l T'l<; TO~II<OTIlT(l<; TIl<;. 

• 	 OTOV AO\.l!3ovETOI \.lo~i \.IE OIVOTTvwpa npOKOAEi T'lV E\.l<pdviOIl OVTfopOOIl<; Tunou 
OlooUA<PIPOjJll<; (onw<; E~04''l, tjJE1O<;, TOXUKopoia). KOTa ouvtm:la nptnEI va onO<pEUYETOI 
11 OUYXPOVIl Ar;4''l I-lETpOVloa~OAIl<; jJE OIVOTTVEUjJOlWOIl O,!.KOO),OUXO nOTd, KaSw<; KOI 
<pdp\.l0Ka nou nEp,txouv OIVO\.lVEUjJO oAKoMIl· 

• 	 4JUXWOlKt<; aVTlopaow; txouv ava<pEpSEi OE aaSEvEi<; I-lETd ana TOuTOXpovll OUOT'ljJOTIKr'] 
XOPr)Y'lOIl \.lETpOVIOO~OA'l<; KOI OIGOU}..CPlpOpfjt;;. 

• 	 BouGou}..cpavfj: H \.lETpovloo~6AIl EvotXETal va au~r;aEI TO minEoa TIl<; !3ouaouA<pdv'l<; 010 
nMa\.lo, YEYOVO<; nou \.lnopEi va npoKoAtoEI aO!3apr; TO~IK6TIlTO ana Til !3ouoOUA<pdVIl. 
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4.6 KUI')(HI KOI yaAouXla: 

H IJETpoVloo~6AIl olompva TOV TTAOKOUVTO KOI EIOtPXETOI TOXtW~ OTllv KUKAoqlOplo lOU 

EIJ~PUOU. H uTTapxouoo ElJmlpio Y'O Til XP~OIl Hl~ IJETpovloo~6AIl~ KOTa Tllv KUIlOIl EivOi 

ovmopK~~. H lJ£TpoVloo~6AIl XOPllyoulJEVIl aTO TTElpOlJ0l6~wo OE IJEyaAE~ 06oEI~ EIJ<povl~EI 


TEpOloy6vo Opaoll. 


KOla Til OUOH1IJOlIK~ XOP~YIlOIl 11 IJETpOVIOo~6AIl OmKKprVETOl OTO IJIlTPIK6 yaAo OE 

OUYKEVTPWOEI~ iOE~ IJE OUTt~ TOU TTMOIJOlO~. 


H IJETpOVIOO~6AIl OEV TTptml va XOPIlYEiTOI KOla TIlV TTEpfooo TIl~ KOIlOIl~ KOI TIl~ yOAoUXrO~, 

EKT6~ Eav KPl9Ei OTTOAUTW~ oTTopoiTIlTO. 

To miTTEoo TIl~ lJ£TpoVloo~6AIl~ aTO oilJo IJETO oTT6 lOmK~ E~WTEPIK~ E<pOPIJOY~ £lVOI oo<pw~ 


XOIJIlMTEPO EKEivwV TTOU EmTUyxovoVTOI \JETa Tllv TTOPEVTEPIKI'I I'j Tllv oTT6 TOU oT6\Jaro<; 

XOP~YIlOIl. H TomK!'J XP~OIl TIl<; \J£TpoVIOO~6AIl<; KOTO Tllv KUIlOIl KOI Hl yOAouXio 90 TTptTTEI va 

yivETOI 0<pnuar091J1090uv TO OVOIJEVO\JEVO O<ptAIl ylO Til IJIlTtpo OE oxtoll \JE TOU<; m90vou<; 

KIVOOVOU~ Y'O TO tlJ~PUO KOI TO vEOyv6. 


4.7 ElTlopaol') OTI')V IKaVOTI')Ta o~riYl')ol')C; Kaf XEIPfOllOU 11l1xavl1\.1oTwv: 
01 009Ev£i~ 90 TTptTTEI va TTPOEIOOTTOIOUVTOI Y'O TO EVOEX6\JEVO ElJcpaV101l<; OUYXUOIl<;, ~aAIl<;, 
lVEUOOl09~OEWV, OTTOO\JWV !'J TTOPOOIKWV OIOlOPOXWV TIl~ OPOOIl<; KOI va TOU<; OUOTI'IVETOI va 
JJl"IV OOIlYOUV ~ XElpi~OVTaI IJIlXOVI'jIJOTO E<pOOOV EIJ<POVI090uv TtTOIO aU\JTTTW\JOTO. nptml 
ETTrOI"]<; va AOIJ~aVOVTOI UTT64J1l 01 m90vt<; oMIlAEmopaOEI<; \JE Til OIOOUAcplpa\JIlI'j/KOI TO 
o,v6TTVEU\JO. 

4.B AVE1TI9ullIlU<; EVtpYEIE<;: 
• raOTpEVTCPJKt~ l5JaTapaxi~: 

EmYOOTplKO aAyo~. VOUTio, t\JETO<;, OlappOIO, OlO\JOliTlOO, yAwooiTl60. OTOIJOTlK~ 
I3AEwoyoviTloo, \JETaMIK~ YEUOIl. OIOlOPOXt<; TIl~ YEUOIl<;, ovopE~io, ~llpOOTo\Jio, OE E~OIp£TIKt<; 
TTEPITTTWOEI<; OVOOTptlVllJ1l TTOYKPEOTiTlOo. 

• AVTJl5paaCJ~ urrEpEuaJ(161Jaia~: 

E~ov9qlJO, KviowOIl, TomKO 0109QIJ0 KOUOOU, KVIl0\J6<;. Epu9p6TIlTa, TTUP£TO~. 0YYElooiOIl\JO, OE 
E~OIPETIKt<; mpITTTWoEI<; OVO<pUAOKTlK6 shock, TToM OTTavlo cpAUKTOIVw61l E~ov9r'IIJOlO_ 

• nEplfpCpIK6 KOJ K.N.T.. : 

Kt:cpoAaAyit:<;, orraollof, /;OA'1, fAtyyo<;, AfJeapyo<;, rrt:plcpt:ptKt7 aJOe'1T1Kf} vwporrOeEfa. 

LE TToAu arrovlE<; m:pITTTWoEI<; ovocptp91lKOV EYKEcpoAoTT09EIO (rr-x- ouyxuOIl) KOI UTTO~U 
TTOPEYKECPOAu51KO OUVOPOIJO (TT-X- Olo~io, ouoop9pfo, OIOlOpOX~ TIl<; l3aololl~, vuoTOY\J6<; KOI 
TPO\JO<;), TO oTToio E~ocpovi~oVTOI \JE Til OIOKOTT~ TOU cpap\JOKou. 

• Y'UXlaTpIKt~ l5Jarapaxi~: 

4JUXWOIKE<; OIOTapaxt<; OU\JTTEPIAOIJ130VOlJtvwv OUYXUOIl<; Kal 4JEUOOl09!'JOEWV. 

• OrrTIKi~ l51arapaxi~: 

nOpOOIKO, OIOTOPOXt<; TIl<; 6pOOIl<; 6TTW<; OITTAWTTia, \JuwTTia .. 

• AIJ1aToAoYIKi~{jlaTapaxi~: 

noAu urrovta txouv avacpt:pet:f rrt:pmrwo£l<; aKOKKloKurrapaJllia<;, OUDETt:porrt:via<; Kal 

epOIl{3oKuTTaporrt:vla<;. 6rrw<; Kat AWKorrt:vla (avaorptlptll'1). 


• -Hrrap: 

no;\(! urrovla t.xouv avacpt:pet:f rrE.pmrwoE.l<; avaorpt.IpIIl'1<;, 11'1 CPUOJOAOYIKt7<; AE./TOupyla<; rou 
t1rraro<; Kat XOAOOTOTlKt7 '1rrorirtoa. 
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• ~M£!;': 

lJuooupJa, KUOTiTloa. 

Kara Tf} OEppaTlKI] xpl]OfJ '1 p£Tpovloa(6AfJ aTTopporpaTa! E.MX1ora Kai '1 OUYKtvTpwOI] TfJt;; aro 
TTMopa Elva! apE},f} Tta. 01 aVETTleOpfJTEt;; EvtpY£I£t;; TTOU avarptp8fJKaV TTapaTTavw PE TfJ 
oUarfJpaTlKI] xopl]YfJOfJ OEV tXOUV avarpEp8EJ pE Tf}V TOTTlKI] xopI]Yf}OfJ, avacptp8f}Kav opwt;; 
oaKpOppOla, orav Erpapp6(aa! TT},fJOJOV TWV orp8a},pwv, TTapoolKI] Epu8pOTfJra Kal E},acppa 
{fJPOTf}Ta, tYKaupa Ka! EPE810POt;; TOU otppaTOt;;. 

4.9 YTTEpooOOAOyio: 

'Exouv ovocpEp8EI~m:plmwoEl~'-urrEpooooAoyI0~ EK M90u~. K08w~ KOI YIO A6you~ OUTOKTOVlo~ 
IJE arr6 TOU oT6IJaTO~ XOP'lYOU~EVE~ Ecporra~ 060EI~ ~tXPI KOI 12 9 ~ETpOVIOO~6Afl~. To 
OUlJTTTWIlOTO mploplo9'lKOV OE t~ETO. OTo~ia KOI EAOcppa~ 1l0PCP~~ orrorrpooovaTOAI0l10. 
IJ.EV urroPXEI KarrOIO EliSlKO aVTliSoTO YIO T'lV OVTIIlETlOTTl0'l T'l~ urrEpiSoooAoyla~ orro 
I1ETPOVloo~6A'l. LE mp1mw0'l rrou urropXEI UTTOljJIO Yla IJEyaA'l~ tKTOO'l~ O'lAflT'lPioOfl. 80 
rrptml va EcpoPllo~ETOI oUllmwlloTIK~ KOI urroOTflPIKTlK~ OVTlIlETWTTl0'l. 
YmpiSoooAoyio orro TOTTlK~ E~WTEPIK~ ECPOPIlOY~ Elvol E~OIPETIKa orri80vo va OUIJ!3Ei. LE 
rrEpimw0'l umpiSoooAoylo~ TO CPOPIJOKO rrpErrEI va OrrOIJOKpUVETOI IJE EKrrAU0'lIlE XAIOp6 
VEpO. 

5, <l>APMAKOI\OrlKEI Il!.IOTHTEI: 
KWOIKO~ ATe: 
P01AB01 AVTITTOpaOITlKo! OVTITTPWTO<WIK6 
J01XD01 AVTI!30KT'lPIOK6 YIO OUOT'lIlOTlK~ XOP~Y'lo'l 
G01AF01 AVTIIlIKpo!3loK6 ouporroloYEW'lTiKOU OUOT~110TO~ 
D06BX01 XrtllEl08EPOTTEUTIK6 YIO TOTTlK~ XP~O'l. 

5.1 Il>OppOKOOUVOPJKt~ JOI6TI1TE~: 
AVTlPIKpol3,aKo rf}t;; opaoat;; TWV ViTPO -5- Iploa(o},Jwv. 

AVTIVIKpofjlaKo rpaUlla 
-Luv~8w~ woio8'lTO Eio'l ( lTOODaTO rrovw orro 90%) 

Peptostreptococcus, Clostridium perfrigens, Clostridium difficile, Clostridium sp., 
Bacteroides sp" Prevotella, Fusobacterium, Veillonella. 
-Av8EKTIKO EliS'l (mpirrou KOla 50%) 

Propionibacterium, Actinomyces, Mobi/uncus 
-Ei0'llTOU OEV £ivOi lTOVTO wolo8'lTO (TO TTOOOOTO TOU~ lTOIKiAAEI. H EUOl08'loI0 OEV IJrropEi va 
TTPOOOIOPIOTEi xwpi~ aVTI!3loypalllJa) 

Bifidobacterium, Eubacterium 
-AVTl1TapOOlTlK~ OpaO'l 

Entamoeba histo/ytica, Trichomonas vaginalis, Giardia intestinalis 

H IlETPOVliSo<OA'l XP'lOlIJOrrOIEiTOI orr6 TTOAAa XPOVIO YIO T'l 8Eparr£ia TWV TPIXOIJOVaOIKwv 
AOII1W~EWV TOU OUPOTTOIOYEVV'lTIKOU OUOT~lJaTO~, T'lV 0lJol!3dOw0'l KOI Tfl AOIl!3Alo0'l. EivOi 
lTAtov yvwoT6 6T1 'l IJETpOVIOO~OA'l opo OTTOTEAEOIlOTlKW<; KOI ETTI TWV UTTOXPEWTlKW~ 
avaEpot3lwv IlIKpo!3iwv. TWV orroiwv 'l EAaxioT'l OVOOTOATjK~rrUKVOT'l<; 'KOI 'l EAOXICH'l 
!30KT'lPIOKTOVO~ oUlJrrimouv IlE OlTOTEAEOIlO T'lV TOXUTOT'l 8EpOmUTlK~ OVTOTTOKPI0'l. 
H IlETPOVIOO<6Afl iSEV tXEI alJEO'l OpaO'l EVOVTI TWV oEpo!3lwv lJIKpooPYOVIOIlWV. To oEp6t310 
IJIKpO~IO rropolJtvouv OVETT'lptOOTO orr6 TI~ OUYKEVTPWOEI~ T'l~ lJETpOVIOO<OAfl~ OTOU<; IOTOU~. 
ElJTTElplo orro 008EVEi~ 01 OTTolol 8EpomuTIlKov IlE IJETPOVIOO<OAfl EOEI~E OTt EivOI KOAW~ 
OVEKT~ KOI 6TI TO Errimoa TOU q)QPllaKOU OTO aillo KOI TOU<; IOTOU~ EivOi KOTa rroM UljJflA6TEpa 
arr6 EKEiva TO orroio 8EWPIlTIKW<; arronouvTOl Yla Ilia ETTlTUX~ OVTIIJIKp0!310K~ 8Epomio. 
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ETTlnMov 11 I-lETpOVIOa~o}.1l £IVOI IKav~ va mpao£1 TOV aII-lOTo£YK£<pa}.IKo <ppay~o KOI 01 
8£panwTlK6:; OUVK£VTPWOW; OTO mploooT£pa uvpa TOU OW~OTO<; (n.x. OiE}.O, xo}.~, oupa, 
al-lVlaKO UVpo, va}.a KOI nuov anoarllflOTIKWV KOI}.OTllTWV) £IVOI 10IaiTEpa U4JIlM<;. 
o fJrlxaVlofl0<; OpaOll<; TIl<; I-lETpOVIOa~OArI<; OTIl po06XPOU aKfl~ napal-lEVEI 0YVWOTO<;, a}'M TO 
ola8toll..la <paPI..I0KO}.OVIKO OEOOIJEva unOOIl}.WVOUV OTI 11 OPOOTIKOTIlTO TIl<; J3aol~ETol OTIlV 
OVTlI30KTIlPIOK~ KOlI r'J OVTI<p}.EYI..IOVWOIl OpaOIl· 

5.2 <PapJ.laKOKIVI1TIKt~ IOI6TI1TE~: 
EvtOlpo 6ujAupa: 
KaravoblO: 500mg I..IETpOVloa~o}.Il<; XOPllVOUI..IEVIl EVOO<p}.EJ3iw<; I..IE E<pono~ tyxuol) OIVEI OE 20 

}.mTo IJtoll oUYKtvTPWOIl 181..1g/ml. 

EVxuoll K08£ 8 WPE<; OIVEI fltOI) oUYKtvTpwoll 18flg/ml. 

EVxuOIl Ko8E 12 WPE<; OIVEI fltoll oUYKtvrpwoll 13IJg/mi. 

X povoe rllJioEIOe ~wrj<;: 8-10 WPE<;. 

LUVOWQ I1E npwTEivK A08EVr'J<;, }.lyWT£PO TOU 10%. 

H OIOXUOI) ([VOl TOX£lo KOI 0lll..loVTlKr'] OTOU<; TTVEUI..IOVE<;, TO VE<pPO, TO ~nap, TO otpl..lO, 

TI) X0}.r'J, TO OIEAo, TO OWIJOTIKO uypo KOI KO}.TTlKO uypo. 


nEpVO TO <PpoYI..I0 TOU n}.oKouvTO KOI OVIXVEUETOI aro I..II)TPIKO Vo}.o. 

MET0!30}.IObloc;: 61vEI QUO I..IETaJ3o}.iTE<; nou EXOUV aVTlJ3aKTIlPlaKr'] OpoOll10 tw<; 30%. 
Ano!3o}.!']: 2:UYKEVTPWVETOI OTO ~nop Kal OTI) xo}.~. 

AnoJ3oMETol Kupiw<; I..IE TO oOpa (60-80%), mpinou OE nooooTo 20%, 

OI..l£1OI3}.I)TIl Kal XpwJJOTi~EI TO oupo Epu8pa ~ KO<pt. 

AnoJ3oMuOi OE JJIKPO J308flo ano TO Konpovo (6-15%). 
2:E nEpimwol) OIfJOOIU}.IOll<; 11 JJET~OVIOO~O}.11 onoJ3aMETOI TOXtW<; KOI 0 Xpovo<; 

IlJJlo£la<; ~w~<; E}.OTTWVETOI OE 2 11 h. 


Xopf]YI1O'I1 aTTO TO O'10pa: 
TOXEio onoppo<pI)OIl, TO 80% OE 1 mplnou wpa. 

01 l1iYIUTE<; OUYK£'VTPWO£'I<; TTP000I10/(i(ouv I1E OUTt.<; I1W1 OTT6 Evoo<pAt.{3/0 xopf]Yl1011 ol1oiwv 

060EWV KOI WlTuYXOVOVTOI oTT6 20 AETTTO iw<; 3 WPE<;. 


H l3,oolo8Eoll..loTI)TO flUO ano XOPr']Ylloll ono TO OToIJa £ivOI 100%. 
!:,£V I..IETOJ3oMETOI 0llIJOVTIKO IJ£ ouyxoPr']Ylloll TPO<pr']<;. 
KoravolJ!']: XOPr']YI)Oll l..I,a<; (601)<; 500mg OIVEI IJETO ano 1h IJtoll I..ItYIOTI) 
oUYKtvTPWOIl 1o1..1 g/m I. 
X povoe oblfo£lae (woe: 8-10 h. 
l:uvowD u£ npWTElw:C: A08EVr']<;, IJIKPOTEPIl TOU 20%. 
OYKOC KOTavobJ/')C: nEpfnou 40 }.iTpa. 
BloI../ETa!3oAlouo<;: 61v£1 000 J3aolKoO<; flETOJ30AiT£<; fJE o~EIOWOIl, 
-aAKo}.IKO<; I..IUoJ3oAiTIl<; flE aVTIJ3oKTIlPIOKr'] opaol) OE ovoEP0J3I0U<; IJIKpooPyavl0I..IOO<; mpinou 
30% ono aUT~ TIl<; I..IETpOVIOO~6AI)<; KOI xpovou I)I.JioEIO<; ~w~<; 11 WPE<; nEplnou, 
-O~IKO<; l-l£1oJ3o}.ITI)<; fJE aVTIJ3oKTIlPIOKr'] opOOI) mpinou 5% TI)<; JJETPOVIOO~O}.I)<;. Ano!3oM: 
Kupiw<; ano TO oOpa, onou I) flUPOVloo~oAIl KOI 01 O~EIOWIJtVOI flETal3oAlT£~ Elval mpinou TO 
60-80% TIl<; XOPIlYI)8Eloa<; 0601)<;. LUYKEVTPWVETOI KUpiw<; OTO r']nap KOI OHI xoA". 

KoATTlKf] xopf]YI1O'I1: 
Muo anO XOP"YI)OI) I..Itow TIl<; KoATTlK~<; 0000, .~ OUOTfl~OTiK~ opooll EivOi XO·flIlA". 
o Xpovo<; IlflioEla<; ~wr']<; Eival 8 tw<; 10 WPE<;. 

iJ.cPl1arIKf] xpf]a l1: 
METa TIlV TOTTlKr'] XP"OIl 1 l..I0vo Vp0I..IIJopiou O£Pl..larIKOU voAoKTwl-lOTo<; I..IETpovloa~oAIl<; OTO 
npoowno OWOEKO <pUOIO}.0YIKWV av8pwnwv, ovmptp81lKaV I..Itoa aVWTara mimoa 
flETpOVloa~oAIl<; OTOV opo HI<; TO~EW<; TWV 34,4 ng.mr1 (OIOKOflOVOIl 19,7 tw<; 63,8 ng.mr\ 

7 

http:JJET~OVIOO~O}.11
http:I-lETpOVIOa~o}.1l


All.YETI-E.4250-] 312 
(24u) 

H TJ\J~ aUT~ £ivOI \JIKpoT£PIl TOU 0,5% TWV \JEOWV aVWTOTWV £TTlTTEOWV \J£TpovIOO<oAIl~ OTOV 
opo ora lOla oTo\Ja \J£TO Til XOP~YIlOI1 £VO<; \JOVO OTTO TOU OTO\JaTO~ oloKiou \J£Tpovloa<oAIl<; 250 
mg (\JEOI1 TI\J~ Gmax 7248 ng.mr1, oloKu\Javoll: 4270 EW<; 13970 ng.mr'). 01 XPOVOI T'ag KOI 
T max Yla Til \J£TpovIOa<OAIl \J£TO lllV TOTTlK~ XP~OIl yOAOKlW\JalO~ £lxav TTapa109£i 01l\JaVTIKO (p 
< 0.05) O£ oUYKPIOIl \J£ lllV aTTO lOU OlO\J01O~ XP~OIl· 
M£TO lllV TOTTlK~ XP~OIl O£P\JOTIKOU YOAOKTW\J01O<;. TO mITT£OO TOU UOPO~U\Jt1O~OAIHI OTOV opo 
~lOV KaTW lOU TTOOOTIKO TTPOOOIOpiol\Jou opiou TIl<; ovaAUOIl<; TOU <pop\JaKOU « 9,6 ng.mr1) YIO 
Tllv TTA£IOlVll<Plo TWV XPOVIKWV 011\J£lwv. 0 uOpO~U\J£1O~OAiTl1~ Gmax \JETa Tllv TOTTlK~ t<pop\Joy~ 
lOU yOAaKlw\JOTo~ KU\JOIV01OV KClTW TOU TTOOOTIKO TTPOOOIOpfOl\JOU opiou EW~ 17,3 ng.mr . 
H AUG \J£TO aTTo Tllv TOTTlKJi XP~OIl 1 YPo\J\Japiou \J£lpovloo<oAIl~ ~TOV 1,4% TIl<; AUG \Jio) 
£<pOTTO~ OTTO TOU OTO\J01O<; 06011<; \J£Tpovloa<oAIl<; TWV 250 mg (\Jtoo~ opo<; =971.1 ng.hr.mr 
KOI KOHl TTpootYY101l67207 ng.hr.mr1

, aVTloTOlXO). 
MHO Tllv t<POP\JOY~ ytAIl<; 0,75% 11 \JEYIOTIl oUYKtvTpwoll OTO TTMo\Ja £IVOI 66ng/ml., mplTTou 
100 <POPE<; \JIKpoT£PIl OUT~<; TTOU £TTlTUYXOV£TOI \J£TO OTTO \Jio t<pOTTO~ 06011 OTTO TO OlOIlO 250 
mg. 
M£TO OTTO £<POP\JOY~ 19 KPE\JO<; OTO TTPOOWTTO 11 \JEOIl oUYKEvrpwoll 010 TTMo\Ja £IvOI 
32,9ng/ml., mpiTTou 100 <pOPE<; IJIKpoT£PIl OUT~<; TTOU mlTuyxovETOI \JETO OTTO ilia £<pOTTO~ 06011 
OTTO TO OTO\JO 250 mg. 01 \JEYIOT£<; OUYK£VTPWO£I<; £TTlTuYXdvov101 O£ XPOVO \JETO~O 6 KOI 24 
wpwv, £vw \J£Ta OTTO TOU OTOIJOTO<; XOP~YIlOIl £TTlTUYXOVOVTOI O£ Xpovo \JETO~U 0,25 KOI 4 
wpwv. 

5.3 npOKAIVIKO C1TOIXEfo VIO TrIV OOqlOAEIO: 
H \JHPOVIOO<oAIl XOPllyoUIJ£VIl 010 mlpalJOTo<wo O£ \J£YOA£<; O6otl<; £\J<pavi<£1 T£POTOYOVO 
OpoOIl· 
H \J£ToMo~loyovo<; OPOOTIlPI6TIl1O TIl<; \J£Tpovloo<oAIl<; EX£I OTTOOtIX9£f Ot O£IPO OUaTlll.l0TWV 
l30KTIlPlaKwv OOKI\JOOlWV in vitro. 
Lt OOKI\Jooi£<; in vivo. o£v TTPOKOAW£ Tllv 0lljJlouPyio \JIKPOTTUpJiVWV OTO TTOAUXPW\JO<pIAO 
£PU9POKUTTOPO TOU \JU£AOO TWV OOTWV O£ TTOVTIKOU<; TTOU UTT£I3A~91l0av O£ £VOOTT£pllOva'iK~ ~ 
OTTO lOU aTO\JOTO<; 9£pomio \J£ 060£1<; tw<; 1500 KOI 2000 mg.kg-1 avrlolOlxa. 9£POTT£io KOla 
TIlV OTToio UTT~PXOV £!J<pav~ 0111.1£10 KAIVIK~<; TO~IKOTIl1O<;. L£ jJEAETIl KaMIEPY£IO<; TWV 
A£\J<pOKUTTOPWV TOU TT£PI<ptPIKOU ai\JoTO<; TOU OV9PWTTOU Yla Tllv TTp6KAIl01l oMolwo£wv OTO 
XPWI-JOOW\JOTO. 11 \J£Tpovloa<oAIl o£v <povIlK£ va TTPOKOA£I aMolwo£l<; O£ KOAMpY£I£<; 
A£IJ<POKUTTapWV TOU mpI<p£pIKOO OI\J01O<; TOU OV9PWTTOU, \J£ \JEYIOTIl TljJ~ OOKII.l0oio<; TO 10 mM. 
oTTouoio ~ TTopouolo jJ£TOI30AIKr)<; £v£PyoTTollloll<;. 
H opoOTIlPIOTIlTO TIl<; \JETpovIOO<oAIl<; w<; KOpKIVOy6vou TTOPOYOVTO KOTO Tllv OTTO TOU OTOI.I01O<; 
XOPr)YIlOIl tX£1 \J£A£T1l9£i O£ opoupolou<;. TTOVTlKOO<; KOI hamsters. 01 OX£TIKt<; \J£A£W;; EO£I~OV 
TTW<; 11 OTTO TOU OTO\JOTO<; XOPllyoO\J£vll lJ£TpovIOO<OAIl aTToT£A£i TTOPOYOVTO OU~Il\Jtvll<; 
ouxvOTIlTO<; OYKWV OTOU<; TTV£U\JOV£<; O£ TTOVTIKOU<; KOI TTl9av6v KOI oMwv OYKWV. 
OUIJTT£pIAolJ~avo\Jtvwv OUTWV OTO ~TTOP aTou<; apoupolou<;. AVTioTpo<pa. O£ ouo 010 l3iou 
IJ£AtT£~ KapKlvoytvWIl<; O£ hamsters o£v OlaTTlOTw9IlK£ 0 1010<; OUOXWOlJo<;. ETTITTAEOV. O£ \Jio 
\JEAETIl 01aTTloTw911K£ OIlIJOVTIK~ oU~1l01l 0YKWV OTO otplla OTTO umplwo£l<; aKTiv£<; O£ 

TTOVTlKOU<; xwpi<; TPIXWTO TTOU aKoAou90000v £voompITOVOrK~ 9£paTT£la \J£ IJ£Tpovloa<oAIl (15 

\Jg ova 9 OW\JOTIKOU l3apou<; KOI ovo rj\Jtpa YIO 28 £1300\J00£<;). 

H arwoolo OUTWV TWV OTTOT£AWIJOTWV YIO TIlV £~WT£PIKJi xpJioll TIl<; \J£TPOVIOO<O,),Il<; Yla Til 

9£pomia TIl<; po06XPou OKIJ~<; o£v tX£1 oTToo0<PIlVIOT£1 KOI IJETa aTTo O£KOO£~ mpITTTwo£l<; 

OUOlIl\J01IKJi<; XPJioll<; TIl<; ouolo<;, o£v txouv 01l1.l00lwT£i aTolX£io TTOU vo UTTOOIlAWVOUV TTW<; 11 

lJ£Tpovloo<oAIl OXETi<£TOI \J£ OUV0I.IIKO KapKlvoYEvwll<; aTOV OV9pWTTO. nap' OAO TTOU 11 

OTTouo0l6TIlTO OUTOU o£v EX£! OTTOOO<PIlVlaT£i YIO TOV av9pwTTo, 90 TTptTT£1 vo OUOl~VETOI OTOU<; 

o09£v£i<; va OTTO<p£Oyouv r) va TT£PIOpl<ouv aTO EAaXlaTO Tllv UTT£PI30AIKJi EK9£01l TWV TT£PIOXWV 

TTOU 9£pomuovTol \J£ jJ£TPOV100<OAr;l OTOV ~AIO ~ Tllv tK9wIl aUTWV O£ T£xvIlTt<; TTllyt<;·· 

uTT£PltiJOOU<;OKTlVO~OAio<;, OTTW<; TO IJIlXOVr'UJ01O T£XVlllOU \JOUpIOIJ01O<;. 

t:.£v TTap01IlP~9IlKOV OIl\J£io TTPWTOTT090u<; O£P\J01IKOU £p£910\JoO O£ KOUVtAIO \JETa Tllv £<p' 

OTTO~ O£P\J01IK~ XPJioll TOU YOAOKTW\J01O<; \J£TpovIOO<oAIl<; £VTO<; 24wpou O£ OTTO~WfJtvo KOI 

\J1l OTTO~£OlJtvo otP\JO TO OTToio tX£1 UTTOOT£i mioWIl· 


6. (J)APMAKEYTIKA rTOIXEIA: 

6.1 KaTo,),0V0<; fJE TO tKOOXO 
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6.2 Acrull!3aToTIlT£l:; 

6.3 .o.lopK£la ~wl'Jl:; 

6.5 (J)uall KOJ aUaTaTlKO TOU ll£PI£KTIl 

6.6 Ol)llyi£l:; XPrlalll:; , X£IPlaIJou IJllxavlllJ(lTWV 
OTTWC; OVo<ptP£TOJ 0'10 K£q>aAOIo 4.2 1l00'0AoVio 

7. API0MOI MEIAI KYKAO(J)OPIAI: 

8. HMEPOMHNIA THI npOTHI MEIAII ANANEOIHI THI MEIAI KYKAO(J)OPIAI: 

9. HMEPOMHNIA THI (MEPIKHI) ANA0EOPHIHI TOY KEIMENOY: 
-**_.*******.*.**.*****.****.**.**.****••••**•••**.***.****.*.**••*.*.**************.*••••****** 

2. 	 To ¢luMo OO'lVIWV VIO TO Xpr;O'T'l q>OPIJOK£UTIKWV TTpoToVTWV TTOU TT£PIEXOUV OPOO'TlKO 
O'UOTOTIKO METRONIDAZOLE, Opl~£TOI we; £~r'ie;: 

(J)YMO O.o.HrlON riA TO XPHITH TON 
nov nEPIEXOYN OI .o.PAITIKO IYITATIKO 

«METRONIDAZOLE» 

[ 1. npoIll-loPIIMOI TOY 4>APMAKEYTIKOynpo"ioNTOI 

1.10voIJaaia: 

1.2 IuvO£all: llpaOTIKr; ouala: 

"EKOOXO: 


1.3 €l>0PIJaKoT£xvIKI'J IJOpq>l'J: 

1.4 n£pl£KTIKOTIlTO a£ 

l)paaTIKI'J ouaia: 

1.5 n£plypa<p1'J - IuaKwaO'ia: 

1.6 (J)aplloKoOEpallwT1Krl KaTllyopia: 

1.8 napaaKwaaTI'Jl:;- IUO'KwaaTrll:;: 

Metronidazole 

ria XOpr;V'lO''l aTTo TOU O'TolJaTOe;. TTOP£VT£pIKr;. 
KoATTlKr;. O£PIJOTlKI'J 

AVTITTOpOO'ITIK6/oVTITTPW1O~WIKOI AVTllJlKpoj3faKo 
OUPOTTOIOV£VV'lTiKOU O'UO'TI'JIJOTOC; 
X'l1l£lo8£pOTTWTlK6 VIO TOTTlKr; Xpr;a'l. 

2. TI npErIEI NA rNOPIZETE riA TO (J)APMAKO nov IAI XOPHrHIE 
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To <paplJaKWTIKO aUTO TTP0"iOV mpIEX£1 lJ£TpOVloa<OAI'], Eva <poPlJaKO TTOU XPI']OIIJOTTOI£iTOI Via 
TI'] 9£paTT£la TWV TPIXOIJOVaowv TOU OUpOTTOIOV£WI']TlKOU OUOTrllJaTO<;, TrjV aIJOI~aowal'], TI'] 
AalJ~Aiaol'], TI']V aVTlIJ£TI..i.lTTlol'] Aorl.J(.i.l~£wv aTTo ava£po~rou<; IJIKpOOpvaVlolJoO<; KOI TI'] 9£pamla 
oo~apwv KOTaoToo£wV po06Xpou aKIJ~<;. 

KoA7TlKIj xopljYI]UI]: 
TPlxoIJovaOIK~ KOATTiTl<;. 

XopljYI]UI] aTrO TO UTOJ.la: 

EX£I aVTlTTapaOITlK~ KOI aVTI~OKTI']plaK~ OpOOl1 TTOU TT£PIOpl<£TOI OTI<; AOIIJW~£I<; TTOU 

O<p£lAOVTOI O£ wa1091']TO OTI'] lJ£TpOVloa<OAI'] £101']: 

- LUIJTTTWlJaTlK~ aIJOI~aowOl'] aTTO Entamoeba hislo/ytica 

- T PIXOIJOvaoIKE<; AOIIJW~£I<; OUPOTTOIOV£WI1TIKOO OUcrT~IJOTO<; 


- Aa IJ ~Aiaoll 

- ljJwOOIJ£IJ~POVWOl']<; KOAiTl<; 

- npO£VX£IPI']TlK~ TTpO£TOrlJaOla (0£ £VX£IP~O£I<; TTOXEO<; 


£VTEPOU, UOT£P£KTOIJE<;, OlaKOATTlKE<; X£IPOUPVIKE<; £TT£IJ~OO£I<;) 


- LUVEXIOl'] avwy~<; (IJ£TO aTTO TTap£vT£pIK~ XOP~VIlOll ) AOIIJW~£WV TTOU O<p£rAOVTOI O£ 

ava£po~la ~aKTI1piola, 10iw<; OTO Bacteroides fragi/is. 


- LTTavlwT£p£<; TTapaOITWo£l<;, OTTW<; ~aAavTIOlaol1 w<; £VaMaKTIKO <poPlJaKo KOI 

0poKouvKouAiaoll· 


napEVTt.plKIj xopljYI]UI]: 
EX£I aVTlTTapaOITlK~ KOI aVTI~aKTI']plaK~ OpOOl1 TTOU TT£PIOpi<£TOI crn<; AOIIJW~£I<; TTOU 
O<p£iAOVTOI O£ wai091lTO crTIl lJ£Tpovloa<oAIl £Iorr 
- 0£pamla X£IPOUPVIKWV (TT.X. I1TTOTIKO aTTocrTIlIJa, £VOoKoIAlaKo aTTOOT~lJcrTa, mplToviTl<;, 
AOIIJW~£I<; XOAIl<P0pwv, IJOIWTIKE<; KOI VUVOIKOAOVIKE<; AOIIJW~£I<;) KOI oMwv AOIIJW~£WV aTTO 
ava£poj3la j3aKTI1piola 
- npO<pOAa~I'] I-I£T£VX£IPIlTlKWV AOrIJW~£wv aTTo ova£poj3lou<; I-IIKpoopyavlol-l00<; O£ £VX£IP~O£I<; 
TOU vaoTp£vT£PIKOU ~ TIl<; TT£PIOX~<; TOU TTPWKTOO 
- Al-lolj3aowOl'] (ooj3ap~) £vTOmOI-lEVIl OTO EVT£PO KOI OTO ~TTap. 

6£PJ.laTIKr'j Xpr'jU'1: 

0£pamia ooj3apwv KOTaon'lo£wv po06Xpou aKIJ~<;. 

Ym:pWOIOeIJofa OTIJ I-U:TpovIDa(oJ..IJ KOI Y!VIKOT£pa OTl~ IpIDa(oJ..!~ if om f.KDOXa TOU TTpO)OVTO~. 

2.4 EI~hKt<; TTpo<puAa~£I<; KOI TTPO£IOOTTOIr'jU£I<; KaTa T'1 xpr'jU'1: 

2.4.1 TEVIKO: 
H l-I£Tpovloa<oAIl XOPIly£lTOI 1-1£ TTpOOOX~ O£ OT0l-la 1-1£ 10TOPIKO OIl-1aTOAoVIK~<; ouoKpaofa<;. L£ 

aUToO<; TOU<; a09£v£i<; TTPETT£I va TTapaKoAou9dTOI 0 apr9lJo<; TWVAwKoKunopwv. Na 

aiTo<p£uy£TOI O£ TTOp<pUpra. 

Eov UTTOPXOUV Myol TTOU £TT1j3oMouv TI'] XOP~VIloll TIl<; l-I£Tpovloa<OAIl<; Yla lJ£yaMT£po 

XPOVIKO OIOcrTIllJa OTTO aUT6 TTOU ouv~9w<; OUVIOTOTOI, OUOT~V£TOI 11 oJ£~avwyr'J allJOTOAOYIKWV 

£AEyXWV. £IOIKO TOU apI91J00 TWV AWKoKunopwv TOKTIKO KOI 01 a09£v£i<; TTPETT£I va 

TTopaKoAou90uVTOI Yla aV£TTl9UIJI1T£<; £VEPY£I£<; OTTW<; TT£PI<P£PIKr'J v£upoTTo9£la. TTapaI091loi£<;, 

OTa~la, <OAI1, £TTIAI']TTTIKOU<; aTTaalJoO<;. 

H lJ£Tpovloa<oAIl TTptml va XOPIlV£iTOI IJ£ TTPOOOXr'J O£ acr9£v£!<; IJ£ £v£Pyo rl j3aplo<; 1J0P<Pr'J<; 

XPovla VOO~lJaTO TOU TT£PI<P£PIKOO ~ TOU K.N.L.• £TT£10r'J UTTOPX£I Kivouvo<; £TTlo£ivwol1<;. 
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Kani Tfj e£pam:.ia /J£ /JETpovu5a(6;\fj /JTTop£f TO oupa va £/J<pavf(OVTaJ tpuepa (;\6yw TOU 
IltTa{3o;\fTfj Tfj~ /JHpOVIOa(6Afj~). 

rUOT~VETOI npooox~ KaHl Tr] XOP~YllOIl OE a09EVEie; I.IE oof3ap~ IlnOlIK~ f3Mf31l ~ I.IE IlnOlIK~ 

EYKEq>aAono9Ela. i:E a09EV£le; j.JE 1.111 aVTIPPoTTOUj.J£VIl KippWOll ~naTOe; 11 MOil TTpEnEI va 

j.JEIWVETOI OTO ~j.JIOU Tile; ouv~90ue; MOEWe;, Myw aU~Ilj.JEvOU KIVOUVOU aVETIl8uj.J~TWV 


EVEpVW.iJV. 

H TOUTOXPOVIl XP~OIl KOATIlKWV un08ETWV j.JE npOq>UAaKTIKO ~ oloq>paVj.Ja I.Inop£I va aU~~OEI 


TOV Klvouvo p~~Ile; TOU EAaOTIKOU. 

i:UVIOTOTOI 01 a08EVEre; nou XPIlOllJonOIOUv OKEUOOIJOTa I.IETpovloa~6AIle; Via TOTIlK~ E~WTEP1K~ 


XP~OIl va anOq>EUVOUV ~ va mplopl~ouv OTO EMXIOTO Tllv~unEP!3oAIK~ EK8EOIl TWV 

8EpanEUOj.J£VWV nEplOXWV TOU OEpj.JOTOe; OlOV ~AIO ~ OE TEXVIlTEe; TTlwte; umplwoou<; 

aKTlVo!3oAia<; 

Ta OKEUaOI.lOTa Via OEPIJaTlK~ XP~OIl OEV nptnEI va Eq>apIJ6~oVTOI TTAllolov TIl<; mpIOX~<; TWV 

0q>8aAJ,JWV. 


2.4.2 HAIKIWptvOI: 
H IJ£TpovIOa~oAIl EivOi KaAO aVEKT~ aTTo TOUe; IlAIKIWJ,Jtvou<;. 00TOO'O, Mvw IJlae; 
q>aPIJaKoKlvIlTIK~<; IJEAETIle; OUOT~V£TOI TTPOOOX~ OTav XOPllvoOVTOI J,JEvaAE<; 06O'EIe; OE aUTllv Tllv 
OJ.Jaoa a09Evwv. 

2.4.3 XptjCTI] KOTa TI]V KUI]CTI1: 
H J,JETpovloa~oAIl OEV nptml va XOPIlVEiTOI KOla TIlV mplooo TIl<; KUIlO'Ile;, EKTO<; EOV Kpl8Ei aTTO 
TOV IOlp6 anoMTw<; anapalTIlTo. 

2.4.4 XptjCTI] KOTa TI] olapKt/o TI]{ yoAouXio{: 

H J,JETpovloa~oAIl OEV npEnEI va XOPIlVEITOI KOla TIlV nEplooo Tile; VaAOUXrae;, EKT6<; Eav Kpl8Ei 
ana TOV laTpO anoMTWe;; anapalTIlTo. 

2.4.5 nOlOla: 
H XP~O'Il O'E nalola j.Jnopd va ViVEI IJOVO Via Tie; EVOt:i~Ele; nou nEPIVpaq>OVTOI O'TO KEq>OAOIO TIl<; 
«AoO'oAoviae;}) Via nOiOla. 

2.4.6 ETTiopOCTI1 CTTI]V IKOVOTI]TO OOtjyI]CTI]{ KOI X£IPICTPOU PI]XOVl1paTwv: . 
01 a09EVEie; 9a npEnEI va npoElooTTOIOUVTOI Via TO EVOEXOIJEVO EJ,Jq>avlolle;; O'Uyxuoll<;, ~OAIl<;. 
4JEUOOlO'8~OEWV. crnaoj.Jwv ~ napoolKwV OIOlapaxwv Tile; 6paO'Il<; KOI va TOUe; O'UOTl'lVETOI va 
j.JIlV OOIlVOUV ~ XElpi~oVTOI j.Jllxav~j.JOla Eq>OOOV EJ,Jq>avI080uv TETola O'Uj1TTTWj.JOTa. ea npEnEI 
miOIle;; va AaJ,Jl3ovovTOI Un04J1l 01 TIl8aVE<; aAAIlAmlopaoEIe; J,JE Til olO'ouAq>Ipaj.Jll ~/KOI TO 
OlvonvWJ,Ja. 

2.4.7IolOiT£pt{ TTPOE.IOOTTOltjCT£/{ ylO TO TT£PltXOP£VO £KOOXO: 
6EV unapxouv IOlaiTEpE<; npOEloonOI~OEIe; Via TO nEpIEXOj.JEva tKooxa. 

• 	 ATT6 TOU O'T6/JaTO~ aVrITTfjKTlKf] aywyf] (TUTTOU (3ap<papfvfj~): EvlcrxuOIl Tr]<; aVTITTIlKTlK~<; 
opaO'Ile; KOI ou~r1JJ£Voe; Klvouvoe; alJ,JoppaYIWV, nou npOKOAEiTOI ana TO IJEIWj1EVO 
J,JETO!30AI0j16 OTO ~nap. i:E TTEpiTTTWO'Il oUYXOP~YIlOIl<;, npETTEI va napaKoAou8EITOI TIlO 
O'uxva 0 XPOVOC; np09poj1f3lvlle; Kal. KaHl Til Olllpwa Tile; eEpa1Tdae;.j.JEJ,J£TpOVIOa~OAIl· 
npEnEI va npooapJ,JO~ETOI 11 aVTITTIlKTIK~ aywy~. 

• 	 IIlelo: H J,J£Tpovloa~oAIl J,JTTOPEi va aU~~OEI TO EninEoa TOU AI8iou O'TO nMol.la. i:E. 
a08EvEI<; 01 onoiol I3piO'KovTOI un6 oywy~ IJE AlelO EVW Aal.ll3avouv J,JETpOVIOO~6AIl, TTPE1TEI 
va nopaKOAou80uVTOI 01 O'UYKEVTpWO'EIe; AI8iou OTO nAaO'j1a, 11 KpWTlvlVIl Kal 01 
IlAEKT poMn:e;. 

• 	 KUKAOOTTOp[Vfj: Kivouvoe; aU~1l01l<; TWV ETiinEOWV KuKAoOlToplvlle;; O'TOV opo. Eq>ooov 11 
oUYXOP~Ylloll 9EWPEiTOI avaYKaia, npEnEI va napaKoAou80uVTOI on:va 11 KpwTlviVIl KOI 11 
KuKAocrnopivll OTOV opo. 
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• 	 CJ>alvo{3ap{3lTtJAf/ KOI q>atvUToll1f/: H CPOlvol3oPl3lToAIl KOI 11 cpolvuToTvl1 EnlTOXUVOUV TO 
!-IElO130AIO!-lO TI1S !-I£TpOVIOO~OAIlS !-IE OnOTEAWIJO OJ OUYKEVTPWOEIS TI1S OTO nAOOIJO va 
EivOi IJIKPOTEPES ono TIS OVOIJEVOIJEVES. H IJETpOVIOO~6A11 \-mopd va \-1EIWOEI TI1V OAIKri 
Ko90pol1 TI1S cpolvUTOTvl1S J.JE onOT£AwJ.J0 ETTlJ.J~KUVOI1 TOU Xpovou 11\-1loEloS ~w~S TI1S· 

• 	 LIPWoivlj: H olJ.JETloivl1 OVOor£AAEI TO J.JElOl3oA10\-10 TI1S J.J£TPOVIOO~OAI1S, OnaTE EJ.Jcpovl~oVTOI 
OU~IlJ.JEVO EniTTEOO OTO nAOoJ.JO. 

• 	 5--q>eoplooupaKfAlj: LE ouyxopriYl1oq \-1E 5-cp90p100UpOKIAI1 EAOlTWV£TOI 11 Ko90p0l1 TI1S 5­
cp90PI00UPOKiAI1S OOI1YWVlOS OE OU~11011 TI1S TO~IKOTI1TOS TI1S· 

• 	 OTOV A0J.JI30VETOI J.Jo~1 J.JE olv6rrvwpa npoKOAEf TI1V EJ.JcpOVIOI1 oVTiopool1S Tunou 
OIOOUAq>IP0J.JI1S (onws £~04JI1, £J.JETO<;, lOXUKOpofo). KOla ouv£nEIO np£nEI va onoq>EuYETOI 
11 oUYXPOVI1 Ari4J11 J.JETpOVIOO~OAI1S J.JE OIVOTTVEUJ.JOlWOI1 nOTa, Ko9wc;; KOI q>OPJ.JOKO nou 
nEpl£XOUV OIVOJ.JVEUJ.JO. 

• 	 4JUXWOIKtS OVTlOPOOEI<; txouv ovocpEp9E(OE 009EVEiS--J.JETO -anOTOuTOXPOVI1 OU01I1\-1OlIK~ 
XOP~YI1011 \-1£TpOVIOO~OAI1S KOl oloouAq>lptJpf/r;. 

• 	 BouooulIq>tJvf/: H \-1ETpOVlOO~OAI1 EvotXETOI va OU~r;OEI TO EninEoo TI1<; 130uoouAcpovI1S OTO 
nMoJ.Jo, YEYOVOc;; nou J.Jnopd va npoKOAtoEI ool3opr; TO~IKOTI1TO ana Tl1l3ouoouAcpovl1. 

MlIljAETTloptJoElr; p£ TOTTlKtiJ(; upappo(6p£vlj p£Tpovloa(6Af/ OEV avapl.vovTaJ. 

2.6110ooAoyia: 

Ko}.mKt] XPt]Cl'l: 
TPlXOIJOVOOIKrj KoAniTl!;: 

'Eva (1) KOATTIKO uno9£T0 I1J.JEPl1oiwS OE ouvouooJ.Jo J.JE 9EponEio ana TO OTOJ.JO 

YIO 7 I1J.JtpES (1311.. KOlWTEpW). 

H oUYXPovl1 9EponEfo TOU OUVTpOq>OU EivOi onopoiTI1TI1. 

H 9EPOTTEio J.JE IJUpoVloo~6A11 OEV nptTTEI va OIOPKEf novw ono 10 I1J.JtpES KOI va 

EnovoA0J.Jl3ovuol novw ana 2-3 cpopts TO XpOVO. OTOV onolTEiTOi EnOvoAI14Jf} HI<; 9EPOTTElo<; 

nptnEI J.J£TO~U TWV 9EPOTTEUTlKWV 0XIlI..10TWV va fJWOAOI3Ei OIOOTlWO 4-6 E1300fJOOwv. LE OUT~V 

Tl"lv nEpimwol1 yivETOI opf9fJI1011 TWV AEUKWV nplV, KOla KOI fJETO ana Ko9E 9EPOTTEUTIKO OXt1J.JO. 

ria TI1V onocpuy~ TI1S WOVOfJOAUVOI1S npEnEI va unol3oAovTOl OE 9EponEfo KOI 01 000 

OUVTPOCPOI. LTOV OVopo XPI101fJOnOIOUVTOI 01 10lES 060EIS ono TO OT0\-10 , YIO TO 1010 XPOVIKO 

01001111..10. 


A7TO ro Clropa: 
TPIX0I.JOVOOIKr'J KOAnim:;: 
250 mg TPEIS cpopts TI1V I1fJtpO wi 7 l1\-1tpES t1 500mg K09E 12 WPE<; wi 7 I1J.JtpE<; ~ Ecpono~ 
06011 2g r; OE ouvouooJ.Jo J.JE KOATTlKt1 9EPOTTEio 500mg I1J.JEPl1oiwS OTTO TO OTOJ.JO OE 000 060EI<; 
fJo~1 fJE tva KOATTlK6 un08£T0 I1J.JEPl1oiwS YIO 7 OUVEXEI<; IlfJtPES. 
H 8EponEio J.JE J.JETpOVIOO~OAI1 OEV nptTTEI va OIOPKEi novw ono 10 flJ.JtPE<; KOI va 
WOVOAOlJl3oVETOl novw ana 2-3 cpopts TO XPOVO. OTOV onolTEITOl EnovoAI14JIl TI1<; 8EponElo<; 
nptnEI fJ£TO~U TWV 8Epom:UTlKWV OXI1J.J0TWV va J.JWOAOI3Ef OIOO1I1J.JO 4-6 E1300fJOOwv. LE oUTriV 
Tf}V TTEpimwol1 yiv£TOI opi81J1101l TWV AEUKwv nplV, KOTO KOI fJETO ana K09E 8EponEUTIKo oxr;J.Jo. 
rIO TIlV onocpuyr; TIl<; wovofJoAuvollS nptTTEI va 
uno!3oAovTOI OE 8EponEio KOI 01 QUo OUVTpOCPOI, OKOJ.JIl KOl EOV ° OUVTPOCPOS OEV tXEI 
OUfJTTTWJ.JOlO (OKOfJl1 KOI EOV OEV E(VOI 8ETlKO TO EPYOOTI1PIOKO EUPriJ.J0TO). 
LTOV ovopo XPIlOlfJOnOIOUvTOI 01 101E<; OOOEI<; ana TO O1OJ.JO, YIO TO 1010 XPOVIKO OIOOT/WO. 
A\.lol!3oowon: 
Evr;AIKEc;;: 750mg TPEI<; cpopts IlJ.JEPl1oiw<; YIO 10 I1lJtpE<; 
nOlOU]: 12-16 mg/kgBL avo. 8wpo, YIO 10 IlfJtPES. 
H XOPt1YI101l fJ£TPOVIOO~OAI1S OEV onoKAEiEI Tllv ovoYKIl nopoX£TEUOI1t;; TOU I1noTIKou 
01..1011300IKOU onooTrifJOlO<;. 

J\oIJI3AlooO: 

EvriAIKEt;;: 250mg avo 8wpo wi 5-7 I1fJtpES r; 2g Tllv I1fJtpO wi 3 OUVEXEiS ll\-1tPE<;. LE OV9EKTIKtS 

nEplTTTwoEIS, 750mg TPEIS cpopts TI1V I1J.Jtpo wi 14 I1J.JtpES. 

nOlOla: Smg/kg BL TpEIS cpopts H]V I1J.Jtpo wi 5 IlIJ£PE<; (J.JEyloTI1 Mall 300mg I1IJEPllolwS). 
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AVTlUETWTTlOr AOIUWt£wv OTTO ovo£pol3louS; bIIKpoopy:ovlOUOUC 


500 mg ova 8wpo. 


napEVTEpIKW<;: 

H TTOP£VT£pIKr; xopr;Vlloll TI1<; ~ETpovl(So~oAIl<; mplopl~ETOI VIO TOU<; 
a08EVcfe;, OTOUe; oTTofoue; ocv IJTTop£f va xoprlYfl8Ef aTT6 TO or6l1a. 

XOPI1V£ITOI ~£ (3poo£fo £VOOc.pAt(310 tVxuOIl· 

AVTI!.JETWTTlOO AOIIJwt£wv oTT6 ovo£p6!3louc UIKPOOPyOVIOUOUC;: 


Evr;AIK£<;: 0<;06011 £c.po(Sou XOPllvoOVTOI 1Smg/kg sr KOI tJETO oTT6 6 WPE<; 7,5 mg/kg sr KOeE 6 

wp£<;, ouvr;8w<; £TTl 7-1 0 'l~tp£<; Il~EPlloiw<; (11 1(S10 ooooAoVio I..lTTOp£1 va XOPIlVlleEI OTTO TO 

OTO~O, OV TO ETTlTptTTEI 11 KOTOOToOIl TOU OOeEVOO<;). 

npog?OAotn OTTO UET£YXEIPOTIKtc; AOI\JW~£I(:;: 


H xoPI'lVlloll TTptTTEI vo EivOI (3poxElo<; OIOPKElo<; Kol ouvriew<; mplopl~ETOI OTllv 

mplEVXEIPIlTlKri TTEpiooo VIO 24 WPE<; KOI TTOTt TT(lVW OTTO 48 WPE<;. 

EVr;AIK£<;: 1Smg/kg sr ~£ tVxuOIl 30-60 A£TTTWV, 11 oTTolo TTptml va tXEI oAoKA'lPwe£i 

1 wpo TTplV Tllv £VX£ipIlOIl. rTllv ouvtX£lo 7,5mg/kg sr, avo 6wpo. 


Abl oI1300WOO: 

EVr;AIKE<;: 7S0 mg ova 8wpo. 

nOl(SIO: 7,S mg/kg sr ova 8wpo. 

H XOpr;VIloll tJETpovloo~oAIl<; o£v oTTOKA£iEI TIlv OVOVKIl TToPOXtTEUOIl<; TOU IlTToTiKOO 

0~OI(300IKOO OTTooTritJOTO<;. 


AEPJ.lOTIKri xPrial1: 

Ec.poPiJ6~ETOI A£TTTO OTPWtJO VtAll<;, KpttJO<; I'l VoAOKTW~OTO<; OTl<; TTpoaf3E(3ArltJtvE<; TTEPIOXt<; TOU 

otPtJOTO<; (s00 c.popt<; Tllv Il~tpo, TTpwi KOI f3PdOu. 01 TTOOXOUOE<; mploxt<; TTptTTEI va 

Koeopl~oVTOI TTplV OTTO Tllv Ec.pOpiJOVr;. H (SIOPK£lo TIl<; ovwvri<; va WlV ump(3olv£1 Tl<; 9 

Ef300tJOO£<;. rio Til ~opc.pr; TOU voAoKTWtJOTO<; ~TTop£i va TTopOTOeEi ~tXPI TI<; 12 £(3oo~dO£<;. H 

ouvtX1oll TI1<; ovwvr;<; TTtpOV oUTOU TOU XPOVIKOO (SIOOTr;~OTO<; eo OTTOc.pOOlOe£i OTTO TOV IOTp6 

OVOAOVO ~£ Til oo(3opoTIlTO TIl<; KOTOOTOOIl<;· 


2.7 YTTEp(5oooAoVio - AVTlJ.lETWTTlOIl: 

"Exouv ovoc.p£p8£i TT£PITTTWOEI<; um:pOOOOAOVlo<; £K Meou<;, KOeW<; KOI VIO Mvou<; OUTOKTOVio<;. 
~£ OTTO TOU OT6~OTO<; XOPIlVOO~EV£<; £c.pC.ITTO~ 060£1(; IJEXPI KOI 12 9 IJETpovl(So~6AIl<;. To 
OUtJTTTWtJOTO mplopioellKOV OE ttJETO. OTo~io KOI EAoc.ppO<; ~opc.pri<; oTTOTTpOOOVOTOAI0~6. 
hEV um'lpXEI KOTTOIO EIOIKO oVTioOTO Via TIlv oVTI~ETWTTlOIl TIl<; UTTEPOOOOAOVlo<; oTT6 
tJETpoVIOO~6AIl. rE mplTTTwoll TTOU UTTOPXEI UTToljJlo VIO ~EVOAIl<; tKTOOIl<; 0llAIlTIlPioOIl. eo 
TTptTT£1 va E<pOp~O~ETOI OUtJTTTWtJoTIKr; KOI UTTOOT'lPIKTIKr') OVTltJETWTTl0'l. 
Ymp(SoooAoVlo OTTO TOTTlKr; E~WTEpIKr; Ec.pOp~Ovr; £iVOI E~OIP£TIKO oTTleovo va ou~(3EL rE 
TTEpiTTTWO'l UTTEPOoooAoVfo<; TO c.paPtJoKO TTptTTEJ va OTTOJ,JOKPUVETOI IJE (KTTAUO'l tJE XAlop6 
YEP(]. 

KtVTPO 61lA'lTrlPlaO£WV - Ae~vo, TIlA.: 210 77 93 777 

2.8 AVETnOuJ.lIlTE<; EvtPVEIE<;: 

• raaTp£vT£PIKl:~ olarapaxt~: 

EmyooTpIK6 oAyoe;, vaurfa, tI1CTOe;, Oloppola, OTol1arfTloa, yAwoofTloa, oTOl1aTlKTj 
fjAEvvoyovfTloa, l1uaMIKTj ycuofl, olampaxte; rfle; YCUOfle;, avopc{ia, {flPOOTOl1fa, ac C{OIpwKte; 
mplTTrwooe; GvaorptfIJll1fl TTaYKpwrfTloa. 
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• AVTl{jpao£/~ um;p£ualo8IJoio~: 

E~ov8rllJa, Kviowal"], TOTTIKO aia81"]~a Kauaou, KVI"]aj..lOe;, Epu8pOTI"]TO, TTUPETO<;, aYYElooiOl"]j..Ia, 
aE E~OIPETIKt<; TT£PITTTWO£Ie; ava(jlUAaKTIKo shock, TToM arravla cpAUKTOJVWOl"] E~aVe~j..IaTO. 

• n£pltp£pIK6 Kal K.N.I.: 

Kc:q>aAaAyiv;;, oTTaapoi, (aAI], rAIYYo~, Af}fJapyo~, TTC:PIq>C:PIKIj alOfJl]TlKIj vwpoTTafJna. 

LE TToM arrovl£e; TT£plmwaEIe; ava(jltp81"]KaV EYK£(jlaAoTTo8£la (TT.X. auyxual'")) KOI UTTO~U 
TTapEYKE<paAll5IKo auvopoj..lO (TT.X. aTO~ia, ouoap8pia, olmapaxl'j TI'")e; 1300Ial"]e;, vuaTOy~oe; Kat 
TPOIJ0<;), TO oTTola E~acpavi<oVTOI j..I£ TI"] OlaKOTT~ TaU cpapj..IOKOU. 

• IfIUXlaTpIKi~ {jlarapaxi~: 

4JuxwOIKte; olaTOpaxte; aUj..ITTEplAaj..ll3avoj..ltvwv ouyxual"]e; KOI 4J£UOOlae~aEwv. 

• OrrTIKi~ {jlarapaxi~: 

napOOJKO, olmapaxte; TI"]e; opaalle; OTTW<; omAwTTia, j..IuwTTia. 

noAu aTTav/a txouv avaq>c:pfJc:i rrc:pITTTl.i.JoC:l~ aKoKK10KUTTGPG!pia~, OUOHc:pOTTC:Vra~ Kal 
fJpop{3oKuTrapOTTlvia~ OTTW~ KG! }.£;uKorrc:via (avaOTptl./l/Pf}). 

• -Hrrap: 

noAu arrav/a txouv avaq>c:pfJc:f TTlP/TTTWOW:; avaO'Tptl./llpl]<;, PI] q>uO/OAOY/KIj<; Amoupyia<; TOU 
IjTTaTO<; KG! xoAoO'raTIKIj f}TTarfT/oa. 

'AAA£~: 

lwO'oupla, Kuarinoa. 

Kara Tf} O£PIJaTlKI'l XPrlO'1 f} PETpov/oa(oAf} aTToppoq>aTaI c:M1x/O'ra Kal f} O'UYKtvTpwO'Ij Tf}<; 0'10 
TTAaopa Eival apEAf}Tta. 01 aVETT/fJupf}TE~ EvtpYl:lE~ TTOU avaq>tpef}Kav TTapaTTavw J.1E Tf} 
O'UO'Tl]paTlKIj xopljYf}O'I] DEv txouv avaq>EpeEf pE Tf}V TOTT/KIj xopIjYf}O'I], avaq>tpel]Kav opw<; 
oaKpuppo/a, orav Eq>appo(HG! TTAf}O'iov TWV oq>fJaApwv, TTapoOIKIj EpufJPOTf}TG KG! EAaq>pa 
{f}POTf}TG, tYKaupa KG! EpEe/OpOC; TOU otppaTo~. 

2.9 TI lTptlT£1 va vvwpi~£1 0 aO'9£vl'ls 0'£ m:pilTTWO''1lTOU lTapaAdll'£1 va lTap£1 
KOlTOla 000''1: 

E6v TTapaA£f4JETE va TTOPETE j..Ila Mal'") KOI TO aVTIAIlCP8£iTE aUvTOl-/a, TOT£ IJTTOpE[ va n6p£TE Til 

000'11 nou TTapaA£f4JOTE KOI va aUVEx1aET£ KaVOVIKO TIe; mOj..l£VEe;. 

E6v OJ..lw<; TTAIlOlO<£1 a Xpovo<; AI'j4JI"]e; TI"]<; mOI-/EVIle; Malle;. TOT£ I-/nopEi va napaAEi4JETE TI'") 

00011 nou ~ExoamE Kat va n6pETE KaVOVIKO TI"]V EnOj..lEvll. 


2.10 TI lTptlT£1 va vvwpi~£1 0 aO'9£vl'Js Via T'1V '1IJ£poIJ'1via AI'l~'1S TOU lTPOTOVTOS: 

I1EV TTptTTEI va XPIlOlj..lOnOIEiTOI IJETO TI"]V I"]I-/EP0l-/llvia AI'j~I"]<; nou avaYP0(jlETal aTIl auaKEuaaia. 

2.11 IOlOiTEP£S lTPOCPUACi~£IS Via T'1 cp(iAa~'1 TOU lTpo'iovTOS: 

2.12 HIJ£poIJ'1via uAwTaias ava9£wP'1O'llS TOU q>uAAou 00'1VIWV: 
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3. nAHPO<l>OPIEI riA THN OP00AOriKH XPHIH TON <l>APMAKON 

To CPOp~OKO aUTO 00<; TO EYP041E 0 YIOTPO<; 00<; /JOVO Y'O TO OUYKEKPI/JEVO 10TPIKO 00<; 
TTpOI3ArWO. Mv So TTptTTEI va TO OIV£1E OE oMo OTO/JO ~ va TO XPflOlIJOTTOIEiTE Y'O KOTTOIO 
oMfl TToSflOfl, xwpl<; TTPOIlYOU/JEVW<; va EX£1E OU/J130UAEuSEi TO YIOlPO 00<;. 
Eov 	KOla Tfl OIOPKElO Tr1<; SEPOTTEiO<; E/JCPOVIOSEi KOTTOIO TTPOI3AfllJO I-IE TO CPOPIJOKO, 
EVIlI-IEPWOTE o~tOW<; TO YIOTPO 00<; ~ TO CPOp~OKOTTOIO 00<;. 
Eov EXETE OTTOIOO~TTOTE EPWTIl/JOlIKO yupw OTTO TI<; TTArlPocpopiE<; TTOU ocpopOUV TO 
CPOPI-IOKO TTOU AO/J130VETE ~ XPEIO~EOSE KOAUTEPIl EVfllJtpwOfl YIO TO 10TPIKO 00<; 
TTpOI3AfllJO /Jfl OIOTOO£1E va ~IlT~O£1E TI<; TTAIlPOcpopiE<; OUTt<; OTTO TO Ylmpo 00<; ~ TO 
CPOPIJOKOTTOIO 00<;. 
flo va E[VOI OTTOTEAEO~OTIKO KOI OocpoAt<; TO CPOp~OKO TTOU 00<; XOPfly~SflKE So TTptTTEI 
va AOI-l130V£1OIOU~CPWVO~E TI<; OOllyIE<; TTOU 00<; 06SflKOV. 
ria Trlv OOCPOAEIO 00<:; KOI Tllv uyEio 00<; ElvOI OTTOpoiTflTO va 0101300ETE ~E TTPOOOX~ 
Ko8E TTAflPOcpopio TTOU ocpopo TO CPOpfJOKO TTOU 00<; xopl1Y~8IlKE. 
No fJll oimllPEiTE TO cpoPfJOKO OE EPI-IOPIO TOU AOUTPOU, ETTEIO~ fl ~EOTIl KOI 11 uypooio 
~TTOPEi va oMolwoouv TO CPOpfJOKO KOI va TO KOTOOTl;OOUV ETTII3AOl3t() Y'O TIlV uyEio 00<;. 
No fJllv KpmoTE CPOpfJOKO TTOU OEV TO XPEIO~EOTE TTAtOV ~ TTOU ~Ofl EXOUV A~~EI. 
ria ~EyoMTEPIl OOCPOAEIO KpmCITE OAO TO CPOp~OKO OE OOCPOAt<; fJtpo<; fJOKPIO OTTO TO 
TTOIOIO. 

To cpdp~OKO aUTO XOPIlYEiTOI fJE ImpIK~ OUVTOY~. 

3. 	 01 OIKOIOUXOI KOI OVTlTTPOOWTTOI UTTOXPEOUVTOI YIO TIlV ECPOPfJOY~ Tfl<; OVWTtpW EYKUKAiou. 

4. 	 KmoTTlv TWV oVWTtpW TTOUEI va IO)(UEI fl EYKUKAIO<; /J0<; /JE op. 41093/5-8-2003 

KOlvolToiuao: 
ET. : SANOFI AVENTIS AEBE H AIEY0YNTPIA AYEn 

AEOq,. ryrrpOY 348 - KTiplo A' 
17674 KAAAI0EAATTIKHr 

AlTOotKTEC; Via EvtpYEla : 
1. 	 YTTOUPyEiO YYElo<; & KOIVWVIK~() MAIlAEYYUfl<; Ap. A. KOYTIOYKH 

l1/vOIl <l>0PIJOKWV & q,0PIJOKEiwv 
APIOTOTtAOU<; 17,101 87 A8~vo 

2. 	 rEE0NI1yr 

A MEOOYEiwv 136 

155 61 A8~vo 


3. 	 YlT. EPyooio<; ATTooxoAfloll<; & KOIVWVIK~<; npoOToofo<;' 

rEvlKI'J rpo~lJmEio KOIVWVIKWV AOCPOAloEWV 

I1IvOIl AocpoA101l<; AoStvEIO<; & MIlTPOTIlTO<; 

rTOO[OU 29, 101 10 A8~vo 


(~E Tllv TTOPOKAIlOIl EVIl/JEPWOIl() TWV AOCPOAIOTlKWV 

Tol-lEiwv TTOU TTOptxouv YYEIOVOfJIK~ nEpl8aXI.jJIl) 


4. 	 nOVEAA~VIO ImplKo ruXAoyo 

nXOUTOPXOU 3, 106 75 A8~va 


(~E Tllv TTOPOKAIlOIl EVIl~tpwoll TWV 

TOTTlKWV IOTPIKWV ruXAoywv Hl<; xwpoc.;). 


5. 	 novEM~vla 'Evwoll <POp~OKOTTOIWV 


Kopu~'l 6, 117 43 A8~vo 
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6. 	 nav£M~vlo $OPIJOKWTlKO 'i.OMoyo 

nElpOIwt; 134 & Aya8q IJtpou 

118 54 A8~va 


(IJE TI'}V napoKAlloll EvqlJtpwollt; TWV 

TOTTlKWV $oPlJaKWTlKWV 'i.uM6ywv Tilt; xwPOt;) 


7. 	 novEM~VIO 'EvWOIl $oPIJOKOnOlwv 

NOOIlAWTlKWV 10puIJOTWV 

MlxoAaKonoOAou 99, 115 27 A8~vo 


8. 	 IKA-$aPIJ/K~ YnllPwio 

Ay.Kwv/vou 8,102 41 A8~vo 


9, 	 OrA KMoo<; $OPIJOKWTlKJi<; nEpi8oAIVIlt; 

nOTllofwv 30, 106 77 A8~vo 


10. 	 OiKOt; NOOTOU nElpOIW<; 
K. nOAOIoMyou 15 

185 35 n£lpOIOS 


11. 	 OIKot; NOLnou A8Jiva<; 

r AOOOTWVO<; 2 & nOTIlOfwv 

106 77 A8r)va 


12. 	 KtVTPO 61lAIlTIlPIOOEWV 

NOOOKOIJEiO noiowv "n.& A. KuplaKoO" 

115 27 r ouol A8Jivo 


1.3:' 	 'i.¢EE'.---"". 
A. KIl<ploio<; 280 & AYPlvlou 3 

152 32 XoMvopl ATTlKt}t; 


14. 	 novEMJiVlo "Evwoll ¢OPIJOKO~IOIJIlXOviot; 


AOIJIVO 7, 115 24 AlJnEA6KIlrrol, A8t}vo 


15. 	 'i.OMoyo AVT/rrwv <l>0PIJOKWTlKWV Elowv & EIOIKOTt}TWV 

006t; TOTOlou 

180 XAIJ. E8vIKt}S 0000 A81lvwv-AolJfot; 

14610 N. EPY8PAIAATTIKH'i. 


16. 	 6£ATio AyopovolJiot; 

nOVETTIOTIlIJ10U 42, 106 79 A8t}vo 


17. 	 TEBE - $OPIJOKWTlKt<; YrrllPwiES 

Ay. KWVOTOVTlvou 5 

10351 A8HNA 


18. 	 Mil IJtAIl 'i.uM6ywv 

(6rrw<; 0 rrfvoKos) 


ErnTEPIKH l1IANOMH: 
1. 	 l1lvoll A~loMYllOIlt; np0'i6vTwv 

a) TIJt}lJo A~loMYllOllS <l>0PIJOKEUTIKWV npOT6vTWV 
~) rpolJlJOT£io A' TIJ~IJOTOS ETTlOHlIJOV1KOU 'i.ulJ~ouAlou EYKpioEWV 

2. l1lvoll ¢Op/KWV M£AETWV & "Epwvot; 	 , 
3, 	 f).lvoll 6/KWV YrrllP£OIwv EMyxou npoI6vTWV 


TIJJilJo 'EKoooflS & Kwo. Arro<poo£wv 

4. r POlJlJOTEio 6wT(po~o81JIOU ETTlOTIlIJOV1KOU 'i.ulJ!3ouArou 

ErKJ2009 
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