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ErKYKJ\lor - AnO<I>ArH 

0EMA: 	Ka8opI0~oe; nEpiAIlLjJfle; XOPOKTIlPIOTIKwv TOU npOIOVTOe; KOI <DUAAOU OOIlYIWV ya TO XP~oTfl 
cpaplJOKEUTIKWV npolovTWV TTOU TTEP1txouv OPOOTIKO OUoTOTIKO TINIDAZOLE 

'ExOVTEe; UTTOllJrl 

0) TIe; oIOTaf,EIC; Tfle; KOIV~e; YTTOUpYIK~e; ATTOcpOOI1e; L'lyr3 (0) 83657/2005 "nrpi lVOPlJOvlolle; Tfle; EAAflvIK~e; 


NOlJo8EOioC; lJE Trlv oVTioTOIXfl KOIVOTIK~ OTOV TOlJlO Hie; KUKAOcpopioe; TWV CPOPlJOKEUTIKWV 

TTpoloVTWV, TTOU TTpoopi~oVTOI YIO ov8pwmvil xp~or(. 


f3) Tllv un' opi8lJ·· 43391/23-6-2010 ATTOCPOOIl npOEOpOU EO<D (<DEK 10521TEUXOe; I1EuTEpo/12-7-2010) 

« nEpi lJETOf3If3aoEwe; OIKOIWjJOTOC; uTToypOcp~e; OTTO TOV n POEOPO EO<D TTpOe; TOUe; TTpOleJTOlJEVOUe; 

olEu8uvm:wv EO<D». 

y) Tfl rVWlJClTEUofl rou EmOHllJOvlKOU LUlJf30UAiou EYKpioEWV, TlJ~jJo A' op. <D-265/15-7-2010 


AnO<I>ArIZOYME 

1. 	 H nEpiAflll!fl XOPOKTflPIOTIKWV TOU npO'fovTOe; CPOPlJOKEUTIKWV TTpoioVTWV TTOU TTEpltXOUV 0POoTIKO 
oUOTOTIKO TINIDAZOLE Opi~£TOI we; Ef,~C; 

nEPII\H41H TON XAPAKTHPlrTIKON TOY npO'iONTOr 

(TIVIOO~OAIl) 

1. ONOMArlA TOY <I>APMAKEYTIKOY npo'ioNTor 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 

L'lpOOTIK~ ouoio. Tlvloo~OAIl 


rio TOV TTA~PIl KOTaAoyo TWV EK06xwv, !3Mm TTOpaypOcpo 61 


3. <I>APMAKOTEXNIKH MOP<I>H 

EmKOAulJlJEVO lJl Mmo U~tVIO oioKio. 

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

4.1 0EpaTTEuTIKiC; EVOEi~EIC; 

1 TplxolJOvaOwoll TOU oupoTTolOYEvvllTIKOU OUoT~IJOTOC; OTIC; yuvoiKEe; KOI TOUC; DVOpEe; 

2 8oKTIlPIOK~ Ko}miTIOo 

3 Of,Eio EAKllJTIK~ oUAiTIOO 
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4. !\ol-l~AiOOIl 

5 OSEia ~ unoSEio OI1l8IlTIK~ EVTEPIK~ OI-lOl(3oowoll (OUVIOTOTOI 11 ouyxoP~YllorJ ol-lol(3aOOKTOvoU TOU 
ouAou TOU EVTtpOU 

6 A[JOI(300IKO IlnOTIKO onooTrJ/Jo 
7 !\OIIJWSEIC; oq)ElAO/JEVEe; OE OVOEP0(310 /JIKp0(310 KOI IOlaiTEpa OE EiorJ (30KTrJPIOEIOWV, onwe; TO Eu8poUOTO 

KGI TO /JEAoVIVOVOVO, KAwOTIlPloiwv, Eu(3oKTllpiwv, cpou~o(3oKTIlPloiwv, TTETTTOKOKKWV, 
nETITOOTpETITOKOKKWV KOI (3olovtAEe;. 2:E (3oplte; AOIIJWsEIe; oUVOUO~ETOI IJE oMo OVTIj310TIKO ovaAoyo /JE 
Tllv unEu8uvil XAwpioo. 

8. npoAIlTITIKO OTIe; EYXElp~OEIe; TOU nOXEOe; EVTEPOU KOI Tile; [JIKp~e; nuEAou. 

4.2 ~oooAovia KOI Tpono<; XOPrlYIlOIl<; 

A. npoAllnTlKa OTI<; ryxrrprlGn<; naxto<; rVTtpou KOI IJIKPrl<; nutAou . 

.EVrjAIKEC; 

XOPIlVEiTOI [Jia ECP' onos MOil 2 9 ana TO OTO/JO, 12 WpEe; mpinou nplv ana Til XElpOUPVIK~ mE[J(3ooll 

nOiOIO OAIKioC; KOTW TWV 12 ETWV 

To unoPXovTO OTOIXEio OEV ETiiTpEnOUv TOV OKPI(3~ Ko80P10/JO Tile; ooooAovioe; OE TTOIOla KOTW TWV 12 

ETWV, Via Tllv npocpuAosll ana TIe; OVOEpo(3IEe; AOIIJW~EIe;. 


B. 0rpanria avarp6!3lwv AOIJ.1w~rwv (h (3opIEe; AOIIJW~EIe; oUVOUO~ETOI IJE oAAa aVTlplOTIKO 

avaAoyo J.1r TIlV unru8uvIl xAwpioa) 


EvrjAIKEC; 

Mio OPXIK~ 06011 ECP' ono~ 2 9 Tllv TTpwTIl Il[JEPO 11 onoio oKoAou8EiTOI one 06011 1 9 IlI-lEPIlOiwe; ECP' 

ono~ ~ OE QUO 660EIC; TWV 500 mg Ole; IlIJEPlloiwe;. 


8Epomio 5-6 IlIJEPWV EivOi ouv~8we; EnopK~e; oAM 11 OIOPKEIO Tile; 8EpOTTEioe; npETTEI vo Ko8opi~ETOI [JE 

(30011 TO KAIVIKO OEOOIJEVO KOI IOIOiT£PO OTOV 11 TTA~PrJe; KOTOOTOA~ Tile; Aoil-lWsrJe; OE 0PI0I-lEVO OIl[JEio 

TOU 0PVOVIO[JOU EivOi oUOKoArJ· 


Av 8EWPIl8Ei ovoYKoio 11 OUVEXIOIl Tile; BEponEioe; nEpov TWV 7 IlI-lEPWV, OUVIOTOTOI °TOKTIKOe; KAIVIKOC; 

KOI EPVOOTrJPIOKOe; EAEYXoe; TWV OOBEVWV. 


nOIOIO OAIKioC; KOTW TWV 12 ETWV 

To unoPXovTO OTOIXEio QEV ETiiTpEnOUv TOV (]KPIf3~ Ko8oPIClIJO Hle; QoooAovioe; OE nOiEilcI KClTW TWV 12 

nwv Via Til 8EpunEiu TWV ovm:po(3lwv AOIIJW~EWV 


r. BaKTIlPIOK~ KoAniTloa 

EvoA~e; 


2 9 ana TO OTO[JO OE [Jio Ecp'ono~ 66arl 


,E:VO"IKEC; 

Mia ECP' cmos ooor] 2 9 ono TOU OTOIJOTOe; 


E. Tp1X0J.10vaOWGIl TOU ouponoloyrvvllTlKoU GUGTlit-JaTO<; 

METa TIlV OPIOTIK~ olOYVWOIl Aoi[Jw~lle; nou ocpEiAETOI OTrJV TnchomQnas Vaginaiis OUVIOTOTOI Kalil 
TOuTOXPOVIl 8£ponEio TOU oEsouaAIKou OUVTpOcpOU. 

npOTllJQTEO 8EpanEuTIKo OXOlJa OE EvOA~ 
Mia ECP' cmos ana TOU OTO[JOTOe; 00011 2 9 
2:E OPIO[JEVEe; nEpmTwOEIe; OUVOTOV vo KOTOOTEi ovoYKoia 11 Enovaxop~YIlOIl Tile; noponovw 0001le;, Via 
/Jio OKO[J1l cpopo. 

nOiOIO 

Mia [CP' cmos MOil 50-75 mg/Kg (3opou C; 
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IJnopEi va q.J(pavloT£i aVTiopaoll oloouA<plpOIJIle; (un£pallJia lOU npoownou, KOIAlaKo (jj'VIl, tIJETOI, 
TOxuKapoia) 

¢aPIJOKO napolJolae; XIlIJIK~e; OOIJ~e; mpIAalJ~avOlJtvlle; TIl<; Tlvloa~oAIle; txouv OUOXETIOT£i IJ£ OIO<pOp£e; 
vEUpoAoYIKte; OIOTapaxte; onw<; ~oAIl, iAIYYO, OTa~ia, n£pl<pEpIK~ v£uponoS£la Kal onaviwe; onoolJOUe; Av 
Karo Til OlopK£la TIl<; S£pan£ia<; IJ£ Tlvloa~oAIl napouOIaoTouv naSoAoYIKO v£UPOAOYIKO 0lllJEio 11 S£pan£ia 
npETTEI va olaKOnT£TOI. 

Eni lJaKpO XOp~Yllolle; ~ £TIavaxop~YIlOIle; OUVIOTOTOI 11 napaKoAouSlloll TWV A£UKWV OIlJoo<palpiwv. Eni 
IlnaTIK~e; aV£TIopKElae; 1llllJlmpioooe; ~w~e; £TIIIJIlKUVETOI KOI £TIOlJtvw<; analT£iTOI avoAoVIl npooaPlJoy~ 
lOU oOOOAOYIKOU OX~IJOTOe;, EVW o£v £nIlP£o~£TOI ana Tllv V£<PPIK~ av£nopK£la. 

naVTWe; iowe; XP£IO~ETOI KOI O£ aUT~ Tllv n£pimwoll lJ£iwOIl Tile; ooooAovia<; AOyw OSpOIOIle; IJETa~oAIKwV 
nopaywywv. 

4.5 AM'lAnnopeow:; I-'E eMo q>0PPOKWTIKO TTPO"iovTO KOI eMu;, I-'opq>ic; oAA'lAnTiopoo'lC:; 

AAKOOA: H oUYXPovll XP~OIl TIl<; Tlvloa~oAIl<; KOI aAKooA IJnop£i va npoKaAEoEI aVTiopaoll oloouA<pIPOIJIl<; 
Kal So nptml va ano<pEuYETOI (~A. napoypa<po 4.4 - ElolKte; n pO£loonOI~o£l<; Kal npQ(puM~£Ie; KOTO Til 
XP~OIl) 

AVTITIIlKTIKO: <PoPlJaKa IJE napolJOla XIlIJIK~ OOIJ~ tX£1 o£IXS£i OTi £VIOXUOUV TIe; OpOO£I<; TWV ana TOU 
OTOlJarOe; aVTITIIlKTIKWV 01 XPOVOI npoSpolJ~iVIle; nptn£1 va napaKOAouSoUVTOI OT£VO Kalil 00011 TWV 
aVTlTIllKTIKWV nptn£1 va npoOaPIJO~ETal avoAoya IJ£ Tie; avoYK£<;. nlSavov onw<; Kal IlIJ£Tpovloa~oAIl va 
au~ovEI Tllv IlIJITI£piooo anoIJOKpUVOIle; ana TO nAoolJa TWV KOUlJaplVIKwV aVTITIIlKTIKwv. 

4.6 Ku'lO'l KOI voAouXio 

Kuoorr 

01 VlTpOIIJIOa~oA£<; ava<ptp£TOI OTI txouv IJETaAAa~loyovO, T£POTOYOVO Kal KapKlvoyOVO 0poOIl O£ 0plolJtva 

n£lpaIJOTO~wa. 


H Tlvloa~oAIl oltpXETal ana lOV nAaKouvTO. MoolJtvoU OTI 11 £niopaoll TWV <papIJOKWV Tile; OlJooae; aUT~e; 


OTIlV ovomu~1l TOU £IJ~PUOU £ivOi OyvWOTIl, 11 XP~OIl Tile; Tlvloa~oAIl<; KOTO TO npWTO TPilJl"lvo Tile; KUIlOll<; 

aVTEvOEiKVUTOI. 


!:lEV unopxouv Evo£i~£Ie; IJEXPI O~IJ£pa ~AanTlK~<; £niopaoll<; TIl<; Tlvloa~oAIl<; KOTO Til OIOpKEIa TWV 

npOKExwprwtvwv OTOoiwv TIl<; KUlloll<;, aAM 11 XP~Oll TOU <papIJOKOU KOTO Til OIOpKEIa TOU O£UTEPOU KOI 

TpiTOU TPIIJ~VOU TIl<; KUIlOIl<; OUVIOTOTOI IJOVO £<p' OOOV unoPX£1 anoAuTIl avoYKIl (~A. napoypa<po 5.3­
npoKAIVIKO OEOOlJtva Yla TIlv ao<poAEla). 


H Tlvloa~oAIl anEKKpivETOI OTO IJIlTPIKO yoAa. H Tlvloa~oAIl IJnopEi va aVlxvEuETOI OTO IJIlTPIKO yoAa Yla 

mploooTEPO ana 72 WPE<; IJETO Til XOP~YIlOI"1. 01 IJI"1TtPE<; OEV nptml va SI"1M~ouv TO VEOYVO TOUe; 

Karo 11"1 OIOpKEIa KOI Yla lOuMXIOlOV 3 I"1lJtPE<; ana Tile; OlaKon~<; TI"1<; TIVIOa~oAI"1e;. 


4.7 ETTiopoo'l OT'lV IKOVOT'lTO OOr;V'lO'lC:; KOI XEIPIOpOU P'lXovwv 

H miopaoll TI"1<; TlvIOa~oAI"1e; OTIlv IKavoTIlTO OO~YI"10ll<; ~ X£IPIOIJOU IJIlxaVwV o£v tXEI IJEAETI"1SEi. 
nOVTW<; Xp£lo~ETal npooox~ AOyw TWV ava<pEpOlJtvwv vWPOAOVIKWV OIOTapaxwv KOI Tile; aVTiopaol"1e; 
oloouA<pIPOIJI"1<; (~A. 4.8). 

4.8 AVETTl9uP'luC; EVtPVEIEC; 

01 avo<pEpOIJEVEe; aVETIl8uIJIlTEe; Evtpyme; Eival KOTO Kavova aouv~SEI<;, EAa<ppte; Kal aUTo"ioOlIJ£e;. 

AUTOVOIJO NEUPIKO LUOTl"1lJa: unEpOIlJia TOU npoownou 

IEVIKte; L'i.IOTapaxte;: nupnoe;, Konwoll 

4 
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5.2 <Pap~a KOKIV IlTI Kt<; 1010TI11£<; 

AnoppOCjlr]Grl H TIVIOO(OAr] onOppOCjloTOI TOxtwe; KOI E~ OAOKA~pOU UOTEPO ana TOU OTOlJOTOe; xop~Yr]or] 


LE iJEAETEe; iJE uYIEie; ESEAovn'e; nou tAo~OV 2 9 ana TOU OTO~OTOe; TIVIOO(OAr], TO iJEYIOTO EninEOo OTO 

n AOof-io Tr]e; To~r]e; TOU 40-51 mcg/ml, EnllE UXS~ KOV EVTOe; ouo wpwv KOI f-1EIW8r]KOV OE 11-19 mcg/ml OTle; 

24 WpEC:; 

01 nUKvOTr]T£e; Tr]e; TIVIOO(OAIlC; OTO nAoOf-iO f-1EIWVOVTOI ~pOOEWC; KOI IJnOpEi va OV1XVEUTEi OUT~ OTO 

nAOolJo OE nUKvoTr]TEC; ~tXPI 1 mcg/mllJETO noptAEuOr] 72 wpwv ana Til A~ljJll TOU CjlOPIJOKOU ono TO 

OTOiJO. 

H IllJITIEpiOOoe; onO~OA~C; Tile; TlvIOO(OAIle; ana TO nMof-io Ku~oivETOI IJETO~U 12-14 wpwv 


KOTOVOIJ~ H TIVIOO(OAr] KOTOVtIJETOI Euptwe; OE OAOUC; TOUe; 10TOUe; TOU OWIJOTOe; KOI C>lEPXETOI mior]e; TOV 

OI~OTOEYKECjlOAIKO <j)POVIJO, ETIlTUYXOVOlJtvwv KAIVIKWe; onOTEAEOIJOTIKWV nUKvOT~TWV OE OAOUC; TOUe; 

10TOUe;. 0 Ef-ICjlOV~e; OYKOC; KOTOVOIJ~e; TOU <j)0Pf-loKOU EivOI mpinou 50 AiTPO nEpinou nooooTo 12% Tile; 

TIVIOO(OAIle; OTO nAC10f-iO OEOIJEUETOI ono TIC; npwTElvEe; TOU nAOOiJOTOC; 


An0f-loKpUVOll H TIVIOO(oAIl onEKKpivETOI 010 TOU ~nOTOe; KOI TWV VECjlPWV MEAtTEe; Eni UVIWV OT0f-lWV 

ont6EI~OV OTI IJETo 5 IlIJtpEe; 60-65% Tile; XOPr]Yfl8Eior]e; 0601le; TOU <j)0Pf-loKOU ono~oMETOI ono TOUe; 

VElPPOUC; KOI nooooTo 20-25% 

Tile: 0601le; omKKpivETOI OVOAAoiL0TO. Ewe; KOI 5% Tfle; XOPflYr]8Eiolle; 6oOIle; ono~oAAETOI iJE TO Konpovo 


MEMTEe; OE OOSEVEie; IJE VECjlPIK~ oVEnopKElo (K08oPOll KpEOTlviVIlC; <22 ml/min) unooEIKvUOUV OTI OEV 

unOPXEI OTOTIOTIKWe; Ollf-lOVTIK~ IJETO~OA~ TWV CjlOPIJOKOKIVIlTIKWV nopOiJtTPWV Tile; TIVloa(OAr]C; OTOUe; 

OOBEVEie; OUTOUC; WA nopoVPo<j)o 42 - !J.oooAoyio KOI TponOe; XOp~VIlOlle;). 


5.3 npoKAIVIKa OEOO~tVO Via Hlv aa<paAEIa 
Kmomv EPEUVWV OE opoupoioue; 01 onoiol tAo~OV 100 mg ~ 300 mg TlvIOO(oAIle;/Kg ~opoue;, OEV 
nopOTIlP~Or]KE Eniopoor] OTIl YOVIIJOHPO, OTO aWIJOTIKO ~opoe; TWV EVIlAiKWV KOI TWV VEOVEVVIlTWV 
nElp0I-IOTO(WWV, OTIlv Kuo<j)opio, OTllv Enl~iwofl ~ OTIl VOAouXio Yn~p~E lJio EAO<j)po WI Or]~OVTIK~ 
OU~llOll TOU ~oSIJOU onoppo<j)IlOIle; mi Xop~YIlOIle; Tr]e; 0601le; TWV 300 mg/Kg ~opoue; LE IJEAETEe; 
o~EioC; TO~IKOTIlTOe; OE (wo IJE novTiKIO KOI opoupoioue;, r] LDso Via TO TTOVTiKIO ~TOV >3600 mg/Kg YIO 
TIlV ana TOU OTOIJOTOe; XOP~VIlOr] 110 TOUe; opoupoioue;, Il LDso ~TOV >2000 mg/Kg Via Trlv ono TOU 
OT6~JOTOC; XOP~YIlOll. 

6. <PAPMAKEYTIKEr nI\HPO<POPIEr 

6.1 KmaAovo<; E KOOXWV 

6.2 AOU~POT6H]H<; 

6.3 lliapKEIO ~Wrl<; 

6.5 <Duol1 KOI OUOTaTIKa TOU nEpltKTr] 

6.6 IOlaiTEPE<; npoq)UM~EI<; anoPPIlJ1Il<; Kal aAAo<; XElPIO~O<; 

6.7 KaTOX0<; TI1<; aOElae; KUKAmpopia<; 

7. API0MOr A~EIAr KYKI\O<l>OPIAr 

6 



/'../'.. YEII-E.42S0- ) 3/4 
(24a) 

8. HMEPOMHNIA npOTHr ErKPlrHLlANANEOrHr THr A~E1Ar 

9. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

2 	 To C!lullAo OOIlYIWV Yla TO XP~OHl cpap~oKEuTIKWV npoYovTwv nou nEplEXoUV opaoTIKo OUOTOTIKO 
TINIDAZOLE opii;ETOI w<; E~~<;: 

<l>Y/\/\0 O~HrION XPHrHr 

1.1 
1.2 	 ruv8£of] • L'lpaoTIK~ ouoio: Tlvloai;oAIl 

• EKooxa 
1.3 <l>OP~OKOT£xvIKi:<; jJopq>i:<;: EmKOAu~~EVO ~E AEmo U~EVIO oloKio 

14 n£pl£KT/TO O£ OpOOTIKt; ouoio: 

1 5 n£plypoq>t;-ruoK£uooia: 

16 <l>ap~aKo8£paTT£UTlKtl KaHlyopia: AVTI~IKpO~laKO I oVTmpwTOi;wIKO 

1 7 YTT£u8uvo<; KuKAoq>opia<;: 

1 8 napaoK£UaaTtlc:;: 


~np-EnEl NA rNOPIZETE riA TO <l>APMAKO rl0YL~LXOPHrHIE 0 rIATP~ALJ 
2.1 	 f£VIKi:<; TTArlPoq>opi£<;: 

To «ONOMA npOfONTOb nEplEXEI Tlvloai;oArl, Eva cpap~aKo nou XPr]OIIJOnOIEiTOI ylO Tr] BEponEio 
AOIIJW~EWV OCPEIAo~EVWV OE Oplo~Eva ~IKpof3la KOI npwToi;wo. 

22 	 Evo£i~£IC:;: 

To «ONOMA npOIONTOL» EVOEiKVUTOI ylO Tr] BEponEio Tr]<; TPIXO~ovoowor]<; TOU ouponolrJTIKOU 
OUOT~~OlO<; OE OVTPE<; KOI yuvaiKE<;. Tr]e; f3aKTr]ploK~<; KoAniTloae;, Tr]<; o~Eio<; EAKWTIK~<; ouAiTloa<;. 
Tr]<; Ao~f3Aiaor]<;. Tr]e; o~Eio<; KOI uno~Eioe; OlllBrJTIK~<; EVTEPIK~<; o~olf3oowor]<;. TOU O~OI[300IKOU 
IlnOTIKOU onooT~~OTO<;. oVOEPOf3IWV AOI~W~EWV (OE ~apIEe; ovaEpo[3IE<; AOI~W~EI<; ouvouoi;nol W 
ollAo OVTIf3IOTIKO avoAoyo IJE Tr]V unEu8uvr] xAwpioa) KOI npoAIlnTIKo OTI<; EYXEIP~OEI<; TOU naXEoe; 
EVTEPOU KOI Tr]<; ~IKp~e; TTUEAou. 

2 3 	 AVT£VO£i~£I<;: 


To «ONOMA npO'rONTOb OEV TTpEnEI va xopr]YEiTOI KOTe] TO TTPWTO Tpi~r]vo Tr]<; KUr]Or]<;. OE 

8r]Mi;ouOEe; IJr]TEpEe;. OE aoBEVEi<; IJE opyavlKE<; vEupoAoYIKEe; OIOlOpOXEe;. OE 008EVEie; ~E 


OI~OTOAoYIKt<; OIOTOpOXte; ~ IOTOPIKO TETOIWV OIOlOPOXWV KOI OE aoBEVEi<; W YVWOT~ 


unEpEUOIoBr]oio TTpOe; OTO CPOp~OKO 


24 	 EIOIK£:<; TTpoq>uAa~£I<; Kat TTPO£IOOTTOltlO£l<; KOla HI xptiarr 
241 	H TOuTOXpoVil Xp~or] OAKooAouxwv TTOTWV TTPETTEI va OTTOCPEUYETOI EVW OE TTEpimwor] r]nOlIK~<; 

OVEnOpKElOe;. E~cpOVIOr]e; vEupoAoYIKWV OIOlOPOXWV KOI ETTi ~aKpae; XOpr]Yr]or]<; ou~[30UAEUTEiTE TO 
YIOlPO 00<; IE ~aKpo XOP~YIlOr] ~ ETTovaxop~Yr]Or] OUVIOTOTOI r] TTapoKoAou8r]Oll TWV AEUKWV 
OI~oocpOlpiwv 

24.2 	To CPOp~OKO XPr]OI~OTTOIEiTOI OTIlv iOla OOOil KOI OTOUe; r]AIKIWIJEVOU<; OOBEVEie; 
24.3 	To cpop~aKo OEV nptTTEI va XOPilYEiTOI KOTO TO npwTO Tpi~r]vo Tr]<; KUr]Or]<; EVW TO OEUTEPO KOI TpiTO 

Tpi~r]vo XOPilYEiTOI ~ovo OV UTTOPXEI aTToAuTil avoYKil 
24.4 	01 8r]Mi;ouOE<; ~r]TtPE<; OEV TTptTTEI va BIlMi;ouv TO vEOyva TOUe; ~txple; OTOU naptf.,8ouv 


TouMXIOTOV 3 r]~tPE<; OTTO TIl<; olaKoTT~<; TOU «'ONOMA npOIONTOL». 

245 	To uTTapxovTO OTOIXEio OEV EmTptTTouV TOV OKPI[3~ KoBoPIOIJO Tr]<; ooooAoyioe; OE TTOIOIO Kcnw TWV 

12 ETWV. Yla Tr]V TTpOcpUf.,O~r] OTTO TI<; avaEp0[3IE<; f.,OI~W~EI<; 
24.6 	XPEIOi;ETOI TTPOOOX~ KOla Tr]V oO~Yr]Or] ~ XEIPIO~O [3apElwv ~r]XOVr]~OTWV Aoyw TOU KIVOUVOU 


mBavwv vEupoAoYIKWV OIOTOPOXWV KOI Tr]<; aVTiopaor]e; C)joouAcplpo~r]<; ~ETO ono M14Jr] 

OIVOTTVEU~OlWOWV TTOTWV. 


2.47 	 To o/oKio mpIEX[{ Tr7 XPWOTlKf] orange yellow S sllnset yellow FCF (E11O) TTOll ,.mopE! va 
TTpoKaMoEI aVTlOpoo[/(; aAMpVIKOU TUTTOU TTEpIAa/Jf3avo/JEvoU TOU aUe/JaTO~. AUTo Eival mBaVOTEpo 
va Oll/Jf3Ei OE aTo/Ja TrOU EivOi aAMpVIKO OTf]V aompivf]. 
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2.6 
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2.9 

2.10 

2.11 
2.12 
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AM'lAnnopaow.; ~£ aAAa q>ap~aKa: H xp~or] aAKooAouXwv nonDV nptml va anocpEuY£TOI ~tXPI 
TouMXIOTOV 72 WPE<; ~£TO Tr] olaKon~ TOU «ONOMA npO"fONTOL». Av naipv£TE aVTITTr]KTIKO 
ou~~OUAEUTEiTE TO YIOlPO oa<;. 
~oooAoyia: LUVIOTOTOI va Aa~~OVETOI TO «ONOMA npo"fONTOL» KOla Tr] OlopKEla TWV YEU~OTWV 
~ ~£TO ana aUTO. 
1. npOAOTTTIKO OTIC; EYXElprjoEIC naxtoe:; EVTtpOU Kal bJlKprje:; nutAou - Ev!'JA/KEC;: 2 9 ECP' ona~ ano TO 
OTo~a 12 WPE<; nplv Tr]V ETTt~~aor]. naJal(l: ~Atm TO 2.4.5. 
2. GEpamia avaEpo!3lwv AOII.JwE,Ewv - Ev!'JA/KEC;: 2 9 ECP' ona~ Tr]V npwTr] r]~tpa Kal OTr] ouvtXEla 1 
9 ECP' ona~ Hlv r]~tpa ~ OE 2 OIr]pr]~tvE<; 06oEI<; ETTi 5-6 IwtPE<;. fro SEpamia nou olapKEi novw 
ana 7 r]~tPE<; ou~~OUAEUTEiTE TO YIOlPO 00<;. naJa/a: ~AtnE TO 2.4.5. 
3. BaKToplaKrj KoAiTloa - Ev!'JA/KEC;: 2 9 ECP' ona~ ano TO OTo~a 
4. Os,Eia EAKWOOe:; ouAiTloa- Evf]A1KEC;: 2 9 ECP' ona~ ana TO OTo~a 


5 TplxobJovoOWOO TOU ouponoloYEvvOTIKOU OUOTrjbJOlOC;- Ev!'JA/KEc;:Mia ECP' ona~ 060r] 2 g. M£TO 

Hlv OPIOTIK~ OIOYVWOr] ana Trichomonas vaginalis OUVIOTClTOi r] TOUTOXPOVr] SEpanEia TOU 

oE~ouaAIKou OUVTPOcpOU. naJa/a: Mia ECP' ona~ 060r] 50-75 mg/Kg ~opou<;. 110 Hl Aoi~w~r] aUT~ 


~nopEi va XPElaoTEi Enavaxop~Yr]or] Tr]<; 060r]<; Yla ~ia aKo~r] cpopo. 

6. /\abJ[3Aiaoo- Evf]A/KEC; Mia ECP' ona~ 060r] 2 9 ano TO OTO~a. naJa/a: Mia «P' ona~ 060r] 50-75 

mg/Kg ~opou<;. 110 Tr] Aoi~w~r] aUT~ ~nopEi va xpElaoTEi ETTavaxop~Yr]or] Tr]<; 06CJr]<; Yla ~ia aKo~r] 


cpopo. 

7. Os,Eia rj unoE,Eia olo8oTIKrj EVTEPIKrj abJol[3oowoo- Evf]A/KEC;: Mia ECP' ona~ 060r] 2 9 ano TO OTo~a 


ETTi 2-3 r]~tPE<;. naJal(:1: Mia ECP' ona~ 060r] 50-60 mg/Kg ~opou<; ETTi 3 OUVEXEi<; r]~tPE<; 


8. AbJOI!3aoiKo onOlIKo anOOTObJa- Evf]A/KEC; 'Evap~r] SEpanEia<; ~E anA~ r]~Ep~OIa 060r] 1,5-2 9 

XOpr]YOU~EVr] Eni 3 r]~tPE<;. MnopEi va OUVEXIOTEi ~tXPI 5 r]~tPE<; av OEV Eival anoTEAEO~OlIK~ r] 

TPI~~EPr] SEpamia. naJa/a: Mia anA~ r]~Ep~OIa 060r] 50-60 mg/Kg ~opou<; ETTi 5 CJUVEXEi<; r]~tPE<;. 


Xprjoo OE NE<PPIKrj £lIOlapaxrj 

IEvIKo, OEV EivOi anapaiTr]TE<; npooap~oyt<; Tr]<; ooooAoyia<; OE aoSEvEi<; ~E Enr]pEOo~tVr] VECPPIK~ 


AEIToupyia. OOTOOO, KaSw<; r] Tlvloal;oAr] aTTo~aKpuv£TOI EUKoAa ~E Tr]V OI~OOIUAICJr], ~TTOPEi va 

analTr]Souv EnmAtov 06oEI<; Tlvloal;oAr]<; npo<; avanA~pwCJr]. 


YTupooooAoyia - AVTI~HlJJTTlO'l: £lEV unOPXEI EIOIKO aVTioOTO yla Tr] SEpaTTEia Tr]<; UTTEp~oAIK~<; 


060r]<; ~E TIVIOal;oAr]. H aVTI~£TWTTlOr] yiV£TOI ~E OU~TTTW~OlIK~ KOI SEpamia UTTOCJT~PI~r]<;. H nMor] 

OTO~OXOU ~nopEi va Eival XP~OI~r] H TIVloal;oAr] aTTo~aKpuv£Tal W al~ooluAIOr]. 


Av£nr9u~'1nc; £VEPY£I£C;: 01 avacpEpo~EVE<; aVETTlSu~r]TE<; EvtpYElE<; Eival KOla Kavova aouv~SEI<;, 


EAacppt<; KOI aUTo"lOCJI~E<;. AUTOVO~O VEUPIKO OUOTr]~a: unEpOl~ia TOU npOOWTTOU. IEvIKt<; 

£lIOlapaxt<;: nup£TO<;, KOTTWOr]. KEVTPIKO KOI nEplcpEplKO NEUPIKO LUCJTr]~a: l;oAr] , KEcpaAaAyia, 

unOloSr]oia, napaloSr]oia, TTEPICPEPIK~ VEUponoSEla, OIOlapaxt<; 0I0Sr]TIKOTr]TO<;, iAIYYo<;. ATO~ia KOI 

napoolKoi £TTIAr]TTTOEIOEi<; onao~oi tXOUV mplypacpEi £TTi xop~Yr]Or]<; ~EyoAr]<; 060r]<; 

laoTpEvTEPIKO KOIAlaKO oAyo<;, avopE~ia, OloppOla, TPIXWT~ yAwooa, yAwooiTloa, vauTia, 

OTO~OliTloa, t~£TO<;. AI~onOIr]TIKO OUOTr]~a: napOOIK~ AEUKonEvia. l'ltp~aJnpooapT~~Ola: 


aVTlopOOEI<; unEpEUOIoSr]oio<;, EviOTE oo~apt<;, Eival OUVOlOV va OU~~OUV OE onOVIE<; nEpITITWOEl<; 

~E Tr] ~opcP~ OEp~aTlKOU E~av8~~OlO<;, KVr]O~OU, Kviowor]<; KOI aYYEIOVEUPWTIKOU OIO~~OlO<; 


AI08~OEI<; ~£TaMIK~ YEUOr]. OuponOIr]TIKO OUOTr]~a: OKOTEIV~ XPWOr] TWV OupWV ME OUYXpovr] 

A~ljJr] aAKooAr]<; ~nopEi va npoKAr]SEi aVTiopaor] oloouAcplpo~'l<; ~E E~tTOU<;, KOIAIOKO oAyr] KOI 

EpUSpOTr]TO TOU npoownou. H SEpanEia ~E TIVloal;oAr] I-mopEi va ETTITEivEI TO ou~nTW~Ola TUXOV 

unoPxouoa<; KaVTIVTioor]<; Onw<; KOI ~E TO oMa OUYYEV~ cpop~aKO, TO «'ONOMA npo"foNTOl:» 

~nopEi va npoKaAtoEI napoolK~ AEUKoTTEvia .. 

TI TTpiTT£I va yvwpi~£1 0 aoB£vric; o£ TT£piTTTWO'1 TTOU TTapaA£ilJ.l£1 va naP£1 KaTTOla 000'1: 

Eov nptnEI va Aa~~OVETE TO CPOp~OKO OE KaVOVIKO XPOVIKO OlaOT~~Ola Kal TTapaAEiljJETE ~ia ooor], 

So TTptnEI va TTOPETE Tr] ooor] aUT~ TO TOXUTEPO OUVOlOV. Eov, EV TOUTOI<;, TTAr]OIOl;EI r] wpo Yla Tr]V 

Eno~Evr] 06CJr] ~r] M~ETE Tr] 060r] nou napaAEfljJOlE, aAM ouvEXioTE KavovlKo Tl'1 SEpamia 

H~£po~'1via Ari~'1C; TOU TTP0'iOVTOC;: Avaypocp£TOI OTr]V E~WTEPIK~ Kal EOWTEPIK~ ouoKEuaaia. LE 

nEpiTTTwCJr] nou r] r]~Epo~r]via aUT~ tXEI noptASEI ~r]v TO XPr]OI~OTTOI~OET£' 


10JOinp£C;TTpoq>uAa~£IC; Yla T'1 q>uAa~'1 TOU TTP0'iovTOC;: £lEV unopxouv.. 

H~£po~'1via nA£uTOiac; ava9HiJp'10'1C; TOU q>uAAou OO'1YlliJv: 


nJ\HPO<l>OPIEr riA THN OP00J\OrlKH XPHrH TON <l>APMAKON 
- To cpop~aKO aUTO 00<; TO typaljJE 0 YIOlpO<; 00<; ~OVO Yla TO CJUYKEKPI~tVO IOTPIKO 00<; TTpo~Ar]~a 


l'lEV SO TTptnEI va TO OiVETE OE oMa OTO~a ~ va TO xpr]OI~onOIEiTE Yla KonOla oMr] noSr]or], xwpi<; 

npor]you~tvw<; vo tX£TE OU~~OUAEUTEi TO YIOlPO 00<;. 

- Eov KOla Tr] OlopKEla Tr]<; SEpaTTEia<; E~cpaVIOTEi KOTTOIO npo[3Ar]~a ~E TO cpopl-laKO, EVr]~EPWOTE 


a~tow<; TO YIOlPO 00<; ~ TO cpap~aKOTTOIO 00<; 
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- Eov EX£TE OnOIOO~TTOH: EPWHHJOTIKO yupw OTTO TI<; TTArlPOcpopiE<; TTOU OCPOpOUV TO cpaPIJOKO TTOU 
Ao~f36vETE ~ XP£IO~[GTE KoALJTEPIl £VIlIJEPWOll YIO TO IOTPIKO OOe; TTpof3AIlIJO IJil OIOTOO[T[ VO 
~IlT~OETE TIe; TTAIlPO<popi£e; OUTEe; OTTO TO YIOTPO Ooe; ~ TO <pOPIJOKOTTOIO Ooe; 
- ria va EivOi OTTOT£AEOIJmIKO KOI oo<poM<; TO <pOPIJOKO TTOU 00<; xoprlY~81lKE 80 TTptTTEI va 
AOfJi3oV£TOI OUfJ<pwvo IJE TI<; oOllyi£(:; TTOU 00<; 0681lKov 
- ria TIlv OO<pOA£IO 00<; KOI lllv uVEio ooe; £ivOi onOpOiTr]TO va 010(300£T£ IJE TTpOOOX~ K08E 
TTAIlPO<popio TTOU o<popo TO CPOplJOKO TTOU ooe; XOPIly~81lKE. 
- No IJil OIOTilPEiTE TO CPOPIJOKO OE EplJOPIO TOU AOUTPOll, VIOli '1 (EOTIl KOI '1 uypooio IJTTOPEi va 
oMolwoouv TO CPOplJOKO KOI va TO KOTOOT~OOUV ETTI(3Ao(3E<; Ylo TqV uYEio ooe;. 
- No IJIlv KpmoTE <poPfJoKO TTOU OEV TO XPEIO(EOTE TT Mov ~ TTOU ~O'l txouv A~sEl 
- rio IJEyo,\(mpll OO<pOA£IO CPUMST£ oAo TO <pOPIJOKO OE oo<poM<; fJEPO<; fJOKplO OTTO TO TTOICilO 

-----' 

4. TPOnOr L\IAGE:EHr: To <pOPIJOKO OUTO XOPIlYEiTOI IJOVO fJE 100PIK~ OUVTOY~ 

3 01 OIKOIOUXOI KOI OVTlTTPOOWTTOI UTTOXPEOUVTOI YIO lllv E<pOPfJoy~ TIl<; OVWTEPW EYKUKAiou 

4. 	 KOTomv TWV oVWTipw TTOll£! va IOXIlEI 11 un' opi8\J. 21262/7-6-1995 (Op8r'] ETTov6ArpPYl 8-4-1996) 
EYKIlKAIOC; TOU EO<J> 

KOIVOTTOiJ]ol): 
ET PFIZER EAAA"i. AE H ANAn!\, npO'I:ETAMENH L\L\YEn 


AEOctJ,ME"i.OrEION 243 

15451,N,4'YXIKO,ATTIKH 


MIPANTA X. LlOYTH, MD, PhD 

ATTOOi:KTEC; Via £vtpV£la : 

rEE8A/L'1yr 

A MWOYEiwv 136 

155 61 A8~vo 


2 	 Yn. Epyooio<; ATTOOxoAIlOIle; & KOIVWVIK~C; npooTOoioC; 
rEVIK~ rpOfJfJOTEio KOIVWVIKWV Ao<poAioEWV 

~.. ! I' .;-r ,.. , .. T , , , ',\L'1/vOil Ao<poAlollC; A08EVEI0C; & MIlTPOTIlTOC; 

2:wOiou 29, 101 1 0 A8~vo 


(~E Hlv TTOPOKAIlOIl £VllfJtpwollC; TWV Ao<poAIOTIKWV 

TO~jEiwv TTOU TTOptxouv YYEIOVOfJIK~ nEpi8oAljJrj) 


3. 	 novEM~VIO ImplKo HlMovo 
nAOUTOPXOU 3, 106 75 A8~vo 
(~E Hlv TTOPOKAlloil £VrjfJtpwoll TWV 
TOTTlKWV ImplKwv 2:uMoywv Trj<; xwpo<;). 

1-.U.·. ;-(~I ./~i·"J\H"4. 	 novE,\A~vlo ct>OPfJOKEUTIKO 2:u,\}..OVo "---'-_..-"
nElpOIWC; 134 & Ayo81liJtpou 

118 54 A8~vo 


(fJE Hlv TTOPOKAIlOIl £VlliJEPWOrjC; TWV 

TOTTlKWV ctJ0PIJOKEUTlKWV 2:uMovwv Tile; xwpOC;) 


5 	 novE,\A~vlo 'EvWOIl ct>OPIJOKOTTOIWV 
NOOIlAEUllKWV 10PUIJOTWV 
MlxoAoKOTTouAou 99, 115 27 A8~vo 

6. 	 IKA-<lloPIJ/K~ YTTilPEOio 
AyKwv/vou 8, 102 41 A8~vo 

7 OrA KAOOo<; ct>OPIJOKEUTIK~C; nEpi8oAljJllC; 
nOTrjoiwv 30, 106 77 A8~vo 

8 	 OiKOC; NOUlOU nElpOlWC; 
KnoAOlO'\oyou 15 
185 35 nElpOIOC; 

9 	 OiKOC; NOUTOU A8~voe; 
rAOUOTWVOe; 2 & nOTlloiwv 
106 77 A8~vo 

10. 	KtvTPO L'1r]AIlTrIPIOOEWV 

C) 



6L'lYEn-E.42S0- ) 3/4 
(240) 

NOOOKO~Eio noiOwv "n& A KUPIOKOU" 

11527 louOi 


/ 11 l:ct>EE 
/\EWcp. K'lCPloioC; 280 & Ayplviou 3 
152 32 XOMVOPI, A8~vo 

12 novEM~VIO ''EVWO'l ct>op~a KO~IO~'lxoviac; 
/\a~ljJa 7, 115 24 A~mMK'lnol, A8~va 

13 LuMoyo AVT/nwv ct>ap~oKEuTIKWV Elowv & EIOIKOT~TWV 
006C; T oTO'IO u 
180 XAI..J. E8vIK~C; OOou A8'lvwv-/\a~iac; 
14610 N EPYGPAIA 

14.L'lEATio Ayopavo~ioc; 
nOvEmOT'lfJiou 42, 106 79 A8~vo 

15TEBE - ct>apfJOKEuTIKtC; YnrlPEOiEC; 
Ay KWVOTOVTivou 5 
10351 AGHNA 

16 MfllJtAfl LuMoywv 
(onwc; 0 nivoKOC;) 

ErQTEPIKH f1IANOMH: 
1 lllvoll ct:>ap/Kwv MEAuwv & "EpEuvac; 

2 L'l/vo'l L'l/Kwv Yn'lPEOIWV EAtyxou npOIOVTWV 


TfJ~lJa 'EKOOOflC; & Kwo AnOcpaOEWV 

3 IpOlJ~OTEia EmOTflfJOVIKOU LUfJ~ouAiou EYKpioEWV 

4. IpolJ~OT£ia 1l£UTEPO~a8fJIOU EmOTfllJovlKOU LUfJ~ouAiou 

ML/1-2011 

JO 


