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L1/voll L110IKIlTIKWV YTTIlPEOIWV EMvxou npO·IOVTWV A0HNA, 24-3-2011 

nllIlPOcpopiE<;;: M. IAPMOYIAKH AP. nPQT.: 21912 

TIlAtcpwvO 210-6507200 


EfKYKI\IO[ - AnO<l>ArH 

0EMA 	Ka8oplojJoC; nEpillll4JllC; XapaKTIlPloTIKWV TOU npOIOVTOC; KOI <!JuMou OOIlYIWV Yla TO XP~OTIl 
cpapjJaKEUTIKwV TTpoloVTWV TTOU TTEPI£XOUV opaOTIKo OUOTOTIKO LOPERAMIDE HYDROCHLORIDE, 
yia OTTO TOU CnoIJOTo<; XOPIlYOUIJEVO CPOPIJOKEUTIKO IOloOKEUaOIJOTO, OE TTEPIEKTIKOTIlTE<; 
2mg/IJovaOO 000'1<; KOI <JuoKwooia EW<; 6 IJOVaoE<; 

EXOVTEC; UTT04J1l 
a) TIe; OIOTO~EIe; Tile; KOIV~e; YTTOUpvIK~e; ATTOcpOOfle; L1yr3 (a) 83657/2005 "nEpl EVaPfJOvIOIle; Tile; EMIlVIK~C; 
NOjJo8wiae; fJE Trlv oVTioTOIXIl KOIVOTlK~ OTOV TOjJ£O Tile; KUKAocpopim; ... . ... TWV cpapfJOKEUTIKWV 
TTP0"lOVTWV, TTOU TTpoopi~oVTOI Yla ov8pwTTlVIl Xp~Olln, 
~) Tllv UTT' api8fJ·: 43391/23-6-2010 ATTOcpaoll npOEOpOU EO<!J (<!JEK 10521TEUxOe; MUTEpo/12-7-2010) 
«nEpi jJETO~I~OOEWC; olKOIwjJaTOe; UTTOVPOCP~C; OTTO TOV npOEOpO EO<!J TTpOe; TOUe; TTpoloTOfJEVOUC; 
OlEU8uvOEWV EO<!J» 
V) Til fVWjJOTEUOIl TOU ETTIOTlljJOVIKou IUjJl3oulIiou EYKpioEWV , TfJ~fJo A" ap. <!J-181/10-5-2010. 

AnO<l>ArIZOYME 

1. 	 H nEpillll4J1l XapaKTllplOTIKWv TOU npolOVTOC; cpapjJaKEuTIKWV TTpo'IOVTWV TTOU TTEplEXOUV OPOOTIKO 
OUOTOTIKO LOPERAMIDE HYDROCHLORIDE, yla OTTO TOU <JTOIJOTO<; XOPllyoUIJEva 
CPOPJ.l0KEUTIKO 10IoOKEUaOIJOTO, OE TTEPIEKTIKOTIlTEe; 2mg/J.lovaoo OO<JIle; KOI OUOKEuooio EWe; 6 
IJOV60E<;, Opi~ETOI we; E~~C; 

1. EMnOPIKH ONOMALIA TOY <l>APMAKEYTIKOY npo"ioNTOr: 


2. nOIOTIKH KAI nOrOTIKH [YN0ErH <JE OpooTIKa <Ju<JTOTlKa: 

KoBE K04JOKIO oKlIll po TTEPIEXEI 2 mg uopoXlIwpIK~e; AompajJioflC;. 

Ko8E OIOKio, ETTIVAwOOIO oloKio ~ oloKio olaomlpojJEvO OTO OTOjJO TTEPI£Xt:I 2 mg uopoXllwpIK~C; 


1I0TTEPOjJioiK 


3. <l>APMAKOTEXNIKH MOP<l>H 

KOljJOKIO oKlIll po 


" L110Kio 

.. ETTlV"woOio oloKio 

o 	 i'>loKio OIOOTTEIPOjJEVO OTO oTojJa 

4. KI\INIKA rTOIXEIA 
4.1 0EpaTTEUTIKEC; EVOEi~EI<; 


H uopoXlIwplK~ AOTTEpafJiOIl EVOEil(vUTOI Yla HI OUjJTTTWjJOTIK~ OVTljJETWTTlOIl Tile; o~Eioe; jJll OIjJoppaVIK~C; 


OIOppOIOe; 

Eov UTTOPXEI oilJO OTa KOTTPOVO I'j TO OUJ.lTTTWIJOTO ETTlJ.lEVOUV TTtpOV TWV 48 wpwv va ~IlTlleEi 

IaTPIKI'j aUlJl3ouAil. 
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4.2 l'J.oIToAoyia KOI TPOTTO<; xoPriYr]ITr]<; 

EVf];\IKEC; KaJ TWIGla avw TWV 12 rrwv Apxll,we; 4mg KOI aKoAOu8we; 2mg !Jno ana Ko8E OlappolK~ 
KtvWGrl MtYIOHl rllJEp~OIa Mall 8mg 

nOlO"] KaTW TWV 12 £TWV 
H XP~OIl Tile; UOpOXAWpIK~e; Aon£pOIJiolle; OE nOiolo 2- 12 nwv nptml va yiv£wl uno Tllv KaSoor;YIlOIl 
YIOlpOU. l'J.EV OUVIOTOWI OE nOiola I1AIKiae; KOTl.U TWV 2 nwv. 

HJ..1K1WfJi:vol 

l'J.Ev XPElo(nOi npooap~oyr; Tile; Malle; OTOUe; I1AIKlw~tvoue; 

NECPPIKI] aVETTapKEIG 

Mv XPEIO~EWI npooap~oyr; Tile; Malle; OE ao8EVEie; ~E VE<ppIKr; aVEnapKEla. 

HTTaTlKI] aVETTapKEIG 

Mv unopxouv ola8tOliJa <pop~aKoKlvIlTIKo OEoo~tva OE ao8EVEie; W IlnOlIK~ aVEnapKEla. H UOpOXAWPIKll 
Aompo~ioll nptnEI va XPllol~onolEiwl ~E IOlaiTEPIl npoooxr; OE aUTOUe; TOUe; aoSEVEie; Myw TOU 
EAaTTl.JJ~tvou ~Ew!30AIO~OU npwTIle; 01060u (!3Atn£ 4.4 IOlaiTEp£e; npo£loonolrioEIe; Kal IOlaiTEpEe; 
npo<puM~EIe; KOTO Tllv XPrioll) Mv OUVIOTClTOi OE mpmTwOEIe; ool3apr;e; IlnOlIKr;e; I3MI3I1e; 

4.3 Avn:voEi~EIC; 


AVTEVO£iKVUWI OE aTO~a ~E YVWOTri UTT£PEUOI08Iloia OTIl AOnEpaiJiOIl r; ow tKooxa TOU OKEUOO~OTOe;. 


H UOpOXAWPIK~ AonEpa~iOIl OEV nptnEI va XPIlOl~onolEiwl oav TTPWWpXIKr; 8Epamia OE ao8EV£ie; ~£ 
o~Eia OUOEvTEpia, 11 onoia xapaKTllpi~EWI ana ai~a ow Konpava Kal uljJllAO nupno. 

!1EV TTptTTEI va OiO£TOI UE au8EvEic:;; 

- ~E o~Eio EAKWOI1 KOAiTlOa, 

- iJE i3oKTIlPlaK~ EVTEpoKoAiTloa nou npoKaAEiwl ana 011181lTIKOUe; opyavlo~oue; OUiJnEplAaiJi3avOiJEVWV 

TIJJV Salmonella, Shigella KOI Campylobacter, 


iJE ljJEUOOiJEiJ!3pavw0rJ KOAiTioa nou ouoxni(Ewl iJE Til xpr;oll OVTI!3IOTIKWV 

IEVIKoTEpa rJ UOpOxAWpIKr; Aon£pa~ioll OEV npEnEI va XPIlOliJonol£iTOI OE nEpmTwOEIe; nou avaaTOAr; Tile; 
nEplowATIKOTIlWe; nptnEI va anO<jl£uYETOI Kalil xpr;oll TOU TTptn£1 va olaKonTEwl OWV napouOIa(ovTOI 
ouoKOIAIOH1W, KOIAlaK~ olaTOorJ r; KAIVIKa <palvo~Eva OlEAOUe; £IAwu r; EVOEi~£Ie; TOSIKOU iJEYOKOAOU. 

En£lor; rJ 8£pamia TrJe; olappolae; IJ£ UOpOXAWpIKr; Aon£palJioll £ivOi ~ovo ITU~nTWiJOlIK~, ITE n£pmTwa£le; 
nou 11 OloPPola iJnop£i va aVTI~nWTIla8£i aITlOAoYIKO, nptn£1 va npOTI!JoTOI 11 aITlOAoYIK~ 8£pan£ia 

4.4 IOlOiTEpEC:;; rrpoElooTTOIriaEIC:;; Kal IOlaiTEpEC:;; TTpocpuAa~EI<; KOla Tr]V xPriUr] 

LE ao8EVEie; iJ£ OloppOla, ~nopEi va E~<paVlo8Ei anWAEla uypwv KOI IlAEKTPOAUTliJV. LE TETOIEe; 
nEpmTWOEIe; 11 8£panEia avanA~pwOIle; !JE XOpr;YIlOIl KOlOAAI1AWV uypwv KOI rJAEKTPOAUTWV, EivOI TO HlO 
ITrJiJaVTIKO IJtTpO. 

IE o~Eio OloppOla, av O£V napOUOIoo8Ei KAIVIKr; I3EATiworJ iJtoa OE 48 wp£e;. 11 XOpr;YIlOIl Tile; 
UOpOXAWpIKr;e; AonEpa~iolle; npEnEI va olaKonEi KOI 01 aoSEVEie; nptnEI va au~!3ouAEu80uv TOV YIOTPO 
TOUe; 

01 ao8fVEie; ~E AIDS nou Aa~i3ovouv UOpOXAWpIKr; AonEpa~ioll Yla HI Oloppola, nptnEI va OlaKOljJOUV Til 
8EpalTEia OWV E!J<paVlo8ouv npw1iJa OIlIJEia KOIAIOI(~e; OIOTOOrJe;. Ynopxouv IJEiJOVw~tVEe; ova<popte; 
TOSIKOU IJEyaKoAou OE aa8EVEie; iJE AIDS nou EiXav AOI~WOrJ KOAiTloa npoEPxoIJEvll ano naSoyova ILlJV Kal 
i3aKTllpiwv KOI tKovav 8EponEia iJE UOpOxAWpIKr; AonEpa~iorJ. 

01 aoS£vEiC; ~E IlTTOTIKr; ouaAElToupyio TTptnEI va napoKoAouSOUVTOI aTEVa Yla Olll-'Eio 
TOsIKOTIlWe; ono TO KNI A.6ycu TOU IJEICUl.ltvou IKTOi30AIOI.lOU npC<)TIlC:;; oloi5ou. (i3A. 4.2 
60ooAovia) 



.A.. . .\ YETI-E. 12:'0-1 :,"1 
C·jU) 

EnEI6~ TO fjEyOAIJTEpO ~JEPO<; TOU epOPfjOKOU fjETOf30Ai~ETOI KOI 01 fjETOf30Aiw; TOU ~ TO OfjETo(3ArlTO 
epOPIJOKO OnEKKplVETOI OTO KOnpOVO. OEV £ivOi OTTOpoiH1Hl TTpOOapfjoy~ H1C; 6oOflC; OE oo8£v£ie; J-lE 
VEepPll(~ 6IOTOpax~. 

4.5 AAAIlMmopoa w'; fJo oAAo <pOPPOKO KOI oAAr.c:, pop<ptc:, oAAIlMrriopoarJc:, 
Eivol OVOIJEVOIJEVO OTi epaPJ-lOKO J-lE nOpOIJOIE<; epOPIJOKOAOYIKEC; IOIOTflTEC; J-lnopEi vo ETTilPEOCJOUV Hlv 
onoTEAECJfjOTIKOTilTO Hle; AOTTEpolJiOllC; 

Mil KAIVIKO OEOOJ-lEVO EXOUV oEi~EI OTI 11 AonEpofjiol1 EivOi EVO unOoTpWfjO P-YAuKonpwTEIVfle; TOUTOXPOVil 
XOP~Y'lOIl AOmpOfjiO'le; (EeponoS 00011 16mg) J-lE KIVIOivil ~ piTOvof3ipll. nou EivOi KOI 01 OUO UVOOTOAEie; T'le; 
P-vAuKonpwTEIV'le;. EiXE W<; OTTOTEAEOJ-lO OITTAOOIOOJ-lO w<; TpmAoOlOOfjO TWV EnmEOWV TrlC; AOTTEPOIJio'l<; 
OTO n MOfjo. H KAIVIK~ OUOXETI0'l OUT~<; Tile; epOpfjOKOKIV'lTlK~C; OMr]AETTiopOOfle; fJE OVOOTOAEiC; Tfle; P­
yAuKonpWTEIV'lC; OTOV fl AOnEpOfji0'l xoprWEiTOI OTle; OUVIOTWIJEVEC; MOEIC; (2mg, IJEXPI 16mg IJtVIOTr] 
flIJEP~OIO iSoOfl) , EivOi OVVWOTfl. 

4.6 KurWIl KOI yaAouXlo, 
XPrlall KOHl TrJV KU1lUll: 
nop' OAO TTOU OEV unopxouv EVOEisEIe; VIO T'lV UOpOXAWPIK~ AOnEpOlJiofl OTI tXEI TEPOTOYOVEC; ~ 
EIJf3puOTOsIKte; IOIOTflTEe;. TO OVOIJEVOIJEVO 8EPOTTEUTIKO oepEAo<; npETTEI vo OTOGIJi~ETOI EVOVTI TWV OUV'lTIKWV 
KIVOUVWV. TTpiV 'l UOpOXAWPIKtl AOTTEPOlJiOfl XOPflVfl8Ei KOla TflV OiaPKEIO T'le; EVKUIJOOUV'lC;. EIOIKOTEPO 
KOTO TO npwTO TpiIJflVO T'le; KUflO'lC; LE m:pITTTlDOEIe; nOpOTETOlJtVr]C; XP~O'lC;, Myw TWV OTTIOEIOWV 
lOlOTtl TWV TflC;, 01 EVKUEC; nptnEI vo AOIJ(3ovouv UOpOXAWPIK~ AOmpOJ-lio'l IJE IJEYOAfl TTpOOOX~. 

XPrl0IlIWTO IIlV yoAouXio: 
noAu IJIKPO TTOOcl TOU epOPJ-laKOU EJ-lepovi~oVTOI OTO IJ'lTPIKO yaAO riO TO Myo OUTO fl UOpOXAWPIK~ 
AOTTEPOJ-liO'l OE OUVIOTOTOI KOTO T'l OlOPKEIO TOU 8flAOOJ-lOU 

4.7 ErriopooTI OTllv IKOVOTIlTO OOrlYrJ(Jllc:, KOI XEIPI(JPOU PIlXOvIlJ.l0TWV: 
Konw0'l, ~OAr] tl unv'lAio IJTTOPEi va nopouCJlo080uv KOTO Tfl OlOPKEIO 8EponEioe; OIOPPO'!KOU OUVOPOIJou 
J-lE uopOXAWPIKtl AOnEp0J-li0'l ria TO Myo aUTO, EeplOTOTO! npooOXtl KOTO T'lV OO~YflO'l tl TO XElplOIJO 
J-lflXOVflJ-lC:'nwv, H UOpOXAWPIKtl AOTTEPOJ-liO'l KOS' OUTtl OEV EXEI Eniopoo'l OTflV IKOVOTflTO OVTiopoo'lC; 
(I3Mm 4.8 AVETTl8ujJflTEC; EVEPVElEC;) 

4.8 AVETTlSUfJIlTr.c:, EVEPYEIEc:, 

LTOIXEio KAIVIKWV IJEAETWV 

ll.iOOVTOI nEplAflnTIKo 01 aVETTl8uJ-lflTE<; EVEPYEIEe; nou ovoeptp8flKOV OVESOPTilTO ana T'lV OITlOAOYIKtl 
EKTiJ-lrlOil TWV [pr.UV'lTWV 

AVETTl8UJ-lflTEe; EvtpYElEe; OE OOeEVEiC; ~JE osEio OlOPPOIO 

01 oVETTl8UJ-lflTEe; EVEpYEIEe; J-lE (JUXVOT'lTO EJ-lepaVIOfle; 1,0% tl IJEyoAuTEPfl nou ovocpEp8flKOV TOuMXIOTOV 
TOOO OUXVO OE OOeEVEiC; nou EnOlpvov UOPOXAWPIKtl AOnEpOJ-liO'l 000 OE OUTOUC; nou AaJ-l(3ovav EIKOVIKO 
epOPJ-lOKO (placebo), napouOIo~OVTOI OTOV napaKClTW niVOKO 

I 
O~r.io .t.IOPPOla 

-~--- ~----~._-_.- ---. 
1 

YopOXAWPIKrl EIKOVIKO <pOPIJOKO (Placebo) 

Aorrr.pa fJ lOll 
i 

Apl8lJo<; aoSEvwv rrou EKavov SEporrr.ia ! 231 i 236 
I I 

fOOlPEVlr.P!I{E<; AVETTlSUfJlln<; 
I 

I 
Evi:PYElEc:,% 

I 
LlUOI(OlAIOTr)Ta 2,6% I 

I 
0.8% 

I I 
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01 OVETIl8u~IlTE<; EvtpYEIE<; ~E ouxvOTIlTO ElJCP6vIOIl<; 1,0% 'i fJEYOAlJTEPIl, TTOU oVOCPEPSIlKOV TTlO OUXva OE 
008£VEi<; TTOU ETTOIPVOV EIKOVIKO cpapfJOKO (placebo) OTTO OUTOU<; TTOU MfJ[3ovav UOpOXAWPIK~ AOTTEPOIJiO'l 
~TOV c'IlPoOTolJio, IJETEWPIOIJO<;, ETIlYOOTPIKO<; OTTOOIJO<; KOI KoAIKO<; 

I 
Xp6vIO 61oppOio 

-----~------~ - -- --- .-----.~-- - - ._-

YopoXAwplK~ EIKOVIKO q>OPIJOKO 

Aom:polJio'l 
(Placebo) 

Apl6lJot,; OU8EVWV TTOU i:KOVOV 6EPOTTEio i 285 277 
I 

I 

rOOTpEvTEPllci:t,; AVETTl8ulJ'lTEt,; 
!EVtpYEIEt,;% I 

I 

DUOKOIAIOT'lTO 53% 00%) 

I 

KEVTPIKOU KOI TTEplqJEP'KOU VWPIKOU 

UUOT~IJOTOt,; AVETTl6ulJ'lTEe; Evi:pyw:e;% I 
I 

I'IAIYYo<; 14% 07% 

I 


01 OVETIlSufJIlTE<; EVEPYElEC; IJE OUXVOT'lTO ElJcpavlo'lC; 1 ,0% ~ IJEYOALITEP'l, TTOU OVOCPEpS'lKOV TTlO OUXVO OE 
oo8EvEie; TTOU tTTOIPVOV EIKOVIKO cpaplJOKO (placebo) OTTO OUTOUC; TTOU AafJ[3ovov UOpOXAWPIK~ AOTTEPOfJiO'l, 
~TOV: vouTio, EfJETOC; IJETEWPIOIJOC;, ETIlYOOTPIO oAyoe;, ETIlyomplKoe; OTTOOIJO<; KOI KOAIKO<; 

AVETTISUIJ'lTEC; EVEPYEIE<; OTTO 76 EAEYXOIJEVE<; KOI 1J'l EAEYXOIJEVE<; IJEMTE<; OE OOSEVEie; IJE oc,Eio ~ XPOVIO 
olappola 

01 aVETTlSUfJ'lTEC; EVEPYElEC; IJE OUXVOT'lTO EfJcpavlo'l<; 1,0% ~ IJEYOAUTEP'l, OE 008EVEiC; OTTO OAEC; TIC; fJEMTE<; 
OiOOVTOI OTOV TTOPOKOTW TTivOKO. 

I 
O~Eio OIOPPOIO XPOVIO 610PPOIO I 'OAEt,; 01 l.nAtne;*I 

I 

i I 

Apl8pot,; OU8EVWV TTOU tKOVOV 1913 1371 3740
IIOEPOTTEio i

I I 

rOUTpEVTEpIKte; AVETTl8ulJ'lTEt,; I 
EvtPVE IEe;% 

I 

NOUTio 07% 32°;\, 18(1<, 

Dumol/llonli a 16°;;) I 19% 17% 

ETIlYOOTPlKoi oTToolJoi 0.5% 30% 14% 

I 
* OAol 01 ooGf.vEiC; OE bMc; TIC; IJEAETEC;, OUIJTTEPIAOlJpOVOIJEVUJV OUTWV OTOUC; OTTOIOUe; OEV KoSoplo81l1<E OV 
01 ovnn8ui-!IlTf.<; EvtpYEIEe; EfJcpovio8'lKOV OE oaSEVEic; fJE OE,EIU ~ xpavlo OlaPPOIU 

EWTTElpio WETO TOV KUKAO(()opia TOU TTpo'loVTOC; 
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01 TTOpoKOTW ou80PIJIlTE<; oVETfl8ufJ1lTEe; Evtpvme; txouv ovocpEp8Ei KOI VIO KoBE 0PVOVIKO OUOTIlIJO, 
KOTOlOOOOVTOI !300£1 TJle; OUXVOTJlTOe; q.JcpOVIOfle;, XPIlOlIJOTroIWVTOe; Tie; oKoAou8Ee; TTOpOooxte;: 

noAu ouxvo (>1/10) 

~uXvo (>1/100, <1/10) 

Aouv~8fle; (>1/1000, <1/100) 

2:navlo 1>1/10000, <1/1000) 

noAu OTTOVIO « 1Ii 0000), OUIJTTEPIAofJ!3ovolJtvwv 1(01 TWV IJEIJOVWfJtvwv TTEPIOTOTIKWV 


H OUxvOTflTO TTOU OiOETOI aVTOvoKM Tflv ovaAovio avo<popwv yla TIe; ou80pfJflTEe; OVETTl8UfJflTEe; EVEPvmc; 
KOI OEV OVTITTPOOWTTEUEI TTPOYfJOTIK~ TTEpiTTTLJJOfl ~ OUXVOTIlTO OTTWe; CPOiVETOI fJE TIC; KAIVIKEe; ~ 
ETTlOflfJIOAoYIKEe; fJEAtTEe; 

noAu OTTOVla E~ov8flfJa, Kviowor] KOI KVr]CJfJOe; 

MEfJOVOjJEVO TTEplOTOTIKO OYYEIOOIO~fJOTOe;, cpuooAloLiJOoue; E~ovB~jJOTOC;,- -OUfJTTEPIAofJ!30VOjJEVWV 
OUVOPOIJOU Stevens-Johnson, TToAufJopCjJou Epu8~fJOTOe; KOI TO~IK~e; ETTl6EPjJIK~C; VEKpoAuOIle;, EXOUV 
ovoCjJEp8Ei IJE Til XP~Ofl Tfle; u6poXAwpIK~e; AOTTEpOjJiofle; 

~WIJO we; OMTnTO. VEVIKO 

MEfJOVl;JjJEva TTEPIOTOTIKO OAAEPVIKWV aVTlopOOEWV KOI OE OPIOl-ltVEe; TTEPITTTWOEIe; oo!3opte; aVTlopOOEIe; 
UTTEPEUOI08flOioe; OUjJTTEPIAojJf3oVOjJEVWV OVOCjJUAOKTIK~C, KOTonAIl~iae; KOI OVoCPUAOKTOEIOWV oVTlOPOCJEWV 
EXOUV ovoCjJEp8Ei jJE TTl XP~OJl Tile; UOpOXAWpIK~e; AOTTEpOjJiolle;, 

l1IOTopOXEe; YOOTPEVTEPIKOU OUOTOIJOTOe; 

noAu onovlo: ETTIVOOTPIO 6Avoe;, EIAEoe;, KOIAIOK~ OIOTOOfl vauTia, 6UOKOIAIOTTlTO, EjJETOe;, jJEVOKOAo 
OUfJTTEPIAojJf3ovojJtvou TO~IKOU fJEYOKOAou (BAtTTE IOIOiTEpEe; TTpOEI60TTOI~OEJ(; KOI IOIOiTEpEe; TTpocpuAO~EIC; 
KOTO Til XP~OIl), jJETEWPIOjJOC; KOI OUOTTElIJio 

OUPOYEVVOTIKte; 

MEjJOVLUfJtvO TTEPIOTOTIKO ETTioxEOlle; oupWV, 

4JUXIOTpIKte; 

noAu OTTOVIO UTTVIlAio 

KEVTPIKO KOI nEplcpEplKO NEUPIKO ~UOTlJblO 
noAu OTTOVIO: iAIYVoe; 

'Evoe; opl8jJoe; OTTO OVETTl8ujJIlTEe; EvtpYEIEe; TTOU ovacptp8r]KOV KoTel Til OIOPKEIO TWV KAIVIKWV EPEUVWV KOI 
OTTO TIlV EfJTTElpio jJETO Tr]V KUKAoCjJopio Tile; AOTTEpOjJiolle; EivOi OUXVO OUIJTTTWjJOTO TOU UTTOKEijJEVOU 
010ppo'I1(00 OUVOPOIJOU (ETTIyaOTpIO oAyoC;! oloraofl, vouTio, [IJErOe;, ~TlPoOTOlJio, KOTTwoll uTTvr]Aio 
iAlyyoe; ouoKOIAIOTTlTO KOI jJETEWpIOjJOe;), AUTO TO OUjJTTTWjJOTO EivOi ouxvo oUOKoAo va OloxwploBouv OTTO 
OVETTl8ujJilTEe; EVEpyme; 

ME HI XP~O'l TWV ETTIyAwOOlWV OloKiwv IJEPIKOi oOSEVEie; ovtCPEPOV oio81ljJo jJUPjJilKioOIle; ~ KOUOOU OTil 
yJIWCJCJO OjJECJWe; JJETO Til A~4JTl TOUe; 

4.9 YTIEpoocroAoYIO 
LUJlTTTWJlOra , 
~E TTEpiTTTLJJOil UTTEpooooAoyioe; (oujJTTEPIAofJ!3ovojJEvIle; KOI Tile; UTTEp6oooAoyioe; OTTO r]TTOTIK~ 
6UOAEITOUpyio) IJlTOPEi va EjJCjJoVICJ8Ei KOTOOTOA~ TOU KN~ (A~8opyoe;, OUOXtPEIO OUVTOVIOfJOU, uTTvilAia, 
fJuCJr], fJU'IKrj UTTEPTOVio, ovaTTvEuaTIK~ KOTaaToA~) KOI at-Eoc;, To TTOIOIO o:ivol TTlO Euoia81lTO CJTa 
OTTOTEMojJOTO OTTO TO KN~ OE oUYKPIOIl jJE TOUe; EV~"IKEe; 
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H 8EPClIT[io EivOi OUiJTTTWIJOTIK~ KOI UTTOOT~PIKTlK~. LE 008EVEie; TTOU OEV EXOUV EiJETOUe;, TTptTTEI VO 
TTpOllVEITOI TTAuo~ OTOiJOXOU TTpO Tile; XOp~Y~OTle; EVEPYOU aV8pOKO nOOliJO EVOIWPlliJO EVEPYOU aV8pOKO 
nou 80 iS08Ei EVTOe; 3 WPllJV cmo Tllv KOTaTTooll TTle; AOTTEpoiJiolle;, EivOi TTl8ovov VO [JEI0JOEI Tllv 
onoppoepllOIl· 
Av E[JepOVI080uv OU[JTTTW[JOTO UTTEp6oooAoyiae;, [JTTOPEi vo XOP~YIl8Ei voAo~ovTl oav oVTioOTO. EnElo~ 11 
OIOpKEIa OpaOIle; Tile; AOTTEpOiJioTle; EivOi iJEVOAuTEPIl H]e; vOAO~OVTle; (1-3 WpEC;) iJTTOPEi vo XPEloo8Ei va 
ETTOVOATlep8Ei 11 XOP~YTlOIl TTle; voAo~ovTle; ETTITTMov, 0 008EV~e; TTptTTEI VO TTOPOKOAou8EiTOI oTEva, ylO 
TOUAOXIOTOV 48 WpEe;, OE TTEpiTTTWOTl EiJepaVIO~e; avoTTvEuOTIK~C; KOTOOTOA~e;. 

5. <PAPMAKOI\OrIKEL ILlIOTHTEL 

KWOlKoe; ATe A07 DA03 
CPOPIJOK08EpOTTEUTIK~ KOTTlyopio !\vTlTTpow8TlTIKO 

5.1 (j)aPfJaKOOUVa~IKi~ IOIOT'lT£e; 
H AOTTEPOiJioTl OUVOEETOI iJE TOUe; UTTOOOXEie; TWV OTTlOUXWV OTO EVTEPIKO ToiXWiJo. KOTa OUVETTEIO. 
OVOOTEAAEI TTlV OTTEAEU8EpLJJOil H]e; OKETuAxoAiVTle; KOI TuJV TTpOOTOyAovOIVWV, EAonWVOVTOe; tWI TTlV 
npow8qTIK~ TTEPIOTOATIKOTTlTO OU~OV6iJEVOU KOI TOU XPOVOU oloj300Tle; TOU EVTtpOU. H AOTTEpa[JiOTl ou~aVEI 
TOV TOVO TOU OepIYKT~PO TOU op80u, EAonwVOVTOe; tWI TIlV OKpawo KOI TTlV tTTEI~~ TTpOe; KEVWOTl. I\oyw 
T~e; [JEyaATle; XIl[JIK~e; ouyytVEIOe; TTpOe; TO £VTEPIKO TOixw[Jo KOI TOU UljJTlAOU [JETo~oAIKOU epOIVO[Jtvou 
TTpWTTle; OIOOOU, ~ AOTT£po[JiOTl 0XE66v O£V ep8avEI OTTlV OUOTTliJOTIK~ KUKAOepopio. 

5.2 <Pap~aKOl(lv'lTiKEt; IOI6T'lTE~ 


H AOTT£p0j..liOTl onOPPOepaTOI £uKoAa OTTO TO EVTEPO, KOI j..lETO[3oAi~£TOI OTO ~TTOp, OTTOU OU~EUVVUTOI KOI 

OTTEKKpivETOI j..lEOW TTlC; xoA~e; 


o xPOVoe; Tlj..lI~W~e; T~e; AOTTEpO[JiOTle; OTOV av8pWTTO EivOi mpiTTou 11 WpEe; j..lE OIOKU[JOV0'l 9-14 WpEe; 
MEMTEe; KOTOVOj..l~C; OE opoupoioue; tOEI~OV j..lIO uljJTlA~ OUYYEVEIO ylo TO EVTEPIKO Toixw[Jo [JE TTPOTi[JTloil 
npoe; ouviSwTl [JE TOUe; uTToOox£ie; TWV ETTlIJ~KWV AEiwv j..lUIKWV IVWV H OUVOWTl Tile; AOTTEp0j..liOIle; [JE TIe; 
TTpWTEIvEe; TOU TTAao[JOTOe; £ivol 95%, Kupiwe; [JE Hlv oA[3ou[JivTl H oTTtKKPIOIl TTPOV[JOTOTTOIEiTOI Kupiwe; iJE 
O~EIOWTIK~ N-OliJE8uAiwoTl, TTOU EivOi 11 KUPIO j..lETO~oAIK~ 066e; Tile; AOTTEp0j..liOTle; H OTTEKKPIOIl Tile; 
OIJEToi3oA10TIle; AOTT£pO[JiOIle; KOI TWV [JETOi3oAnwv VivuOI Kupiwe; [Jtow TWV KOTTpaVWV 

5.3 npoKAIVIKO aTolXEia yla T'lV aaq>oAEIa 

MEMT£e; TO~IKoTIlTOe; [JE Til AOTTEPO[JiOTl OlapKElOe; [JtXPI 12 [J~v£e; O£ OKUAOUe; KOI 18 [J~VEe; OE opoupoioue; 
iSEV tOEI~OV KO[JIO TO~IK~ iSpaoTl EKTOC; OTTO [JIO [JIKP~ EAonwoTl OTTlV OTTOKTIlOIl ~apoue; KOI OTTlV 
KOTOvoAwoTl TpOep~e; OE TljJEp~OIEe; 660EIe; [JEXPI 50mg/kg/ll[JEPO (30 epOpEe; [JEyOAUTEP~ OTTO TTlV iJEYIOTTl 
ov8pwTTlvil 66oTl) KOI 40mg/kg/lliJtpo (240 epopte; iJEYOAUTEPIl OTTO Tllv j..ltYIOTIl av8pwTrlvTl (6011) 
oVTioTOlXO To mimiSo iJll TO~IK~e; Opaolle; OE OUTte; Tie; iJEAtTEe; ~TOV 1,25mg/kg/Tl[JEPO (8 epopte; 
IJEyoAuTEPIl OTTO TTlV [JtVIOTll OVOpl!JTlIVIl OC)OIl) KOI 10mg/kg/TliJtpo (60 epopte; IJEYOAUTEPTl OTTO TTlV IJtYIOTIl 
ov(-)pwlrlvrj 00011) OTOUe; OKlJAoue; 1"01 moue; opoupaiouc; aVTioTolXO ATTOTEMofjOTO OTTO in vivo KOI in vitro 
~JtAEne; TTOU OIE~liX81l0ov tOEI~OV orl Il AompoiJiiSll o£v £ivOi yOVOTO~IK~ [:,EV UTT~P~E KO[Jla tvi5E1~1l 
KopKlvoytvwlle; L£ iJEMTEe; OvoTTopoywy~e;, TToAu uljJTlMe; 660EIe; AompoiJiiSTlC; (40 mg/kgl rwtpa- 240 
epopte; IJEyoAuTEPTl OTTO TTl iJtylOTIl ov8pGJTrlVil (6011) TTpOKaAEoov OIOTOpOX~ OHl YOVliJOTilTO KOI OTIlV 
ETrli3iwOIl TOU EiJ[3pUOU OE ouv6uoo[J0 iJE H] [JTlTPIK~ TO~IKOTIlTO enoue; opoupoioue;. XafjTlMTEpEC; 600EIC; 
OEV Eixov ETTiopOOTl OTTlV uVEio Tile; iJllTtpoe; ~ TOU EiJ[3pUOU KOI OEV milptooov TTlV TTEpl- ~ [JETO- YEvvIlTIK~ 

ovaTTTu~q 

npoKAIVIKtc; ETriOPOOEIC; TTOPOTIlP~8IlKOv iJOVO OE EK8to£le; TTOU 8EWp~8IlKOV TTOAU uTTEp[3oAIKEe; OE oxtail 
fJE TIlIJi:YloTTl av8pwTTlvTl tK8wll, uTToOIlAl;JVOVWe; [JIKP~ ouoXtTloll iJE Tllv KAIVIK~ TTpa~1l 

G. <DAPrJlAKEYTIKA Z::TOIXEIA 

6..1 KaToAoyoC; IJE TO EKooxa: 

6.2 AaUJ..lf3mOT'lTEt; KOiJio YVWOT~ 
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6.4 IOloin:pES TTpoq>uAo~EIS KOTO Tllv q>uAo~rJ TOU TTpo"iovTOe;: 

6.5 	<DlJ(TIl Kal aUaTOTIKO TOU TTEPIEKHI 

6.7 	K6Toxoe; HIe; aOEIOe; KUKAoq>opioe; 

7. APIOMOE A.6.EIAE KYKAO<DOPIAE 

8. HMEPOMHNIA THE npOTHE A.6.EIArfANANEOEH THE A.6.EIAr KYKAOCl>OPIAE 

9. HMEPOMHNIA THE (MEPIKHE)ANAOEOPHLHE TOY KEIMENOY 

2 	 To C!>uMo 00rJYI0JV Y'O TO Xpr'jOTil <P0PIJOKEUTIKWV TTpo'loVTWV TTOU TTEPIEXOUV 0POOTIKO OUOTOTIKO 
LOPERAMIDE HYDROCHLORIDE, Via ono TOU aT0I10TOC; XOPllvoUI1EVO q>0PI10KEUTIKO 
IOlOaKEUOafJOTO, aE TTEPIEKTIKOTIlHe; 2mg'~ov6oo ooallS KOI auaKwoaio EWe; 6 IJOVaOEe;, 
Opi(ETOI we; U~riS: 

Cl>YAAO Ol1HrlON riA TO XPHrTH 

1.1 Ovof.looio 

1.2 	 Luv8mrl t.POOTIKr'j ouoio: uopOXAWPIKr'j Aom:poIJioil 
'EKOOXO: 

1.3 	Cl>oPfJaKOHXVIK~ fJOpq>1'J KOlVOKIO OKAiWO 
t.IOKio 
ETTIyAwoOio blOKio 
t.IOKio OIOOTTElpOlJEVO OTO OTOIJO 

1.4 nEplEKTIKOHjTO OE OpOOTlKrl ouaio 
KoBE KOlfloKIO oKArJPO TTEPIEXEI 2mg uoPOXAWPIKriS AompolJioflS. 
Ko8E OICJKio, ETTIyAwoCJIo oloKio ri olCJIdo OIOOTTEIPOIJEVO OTO OTOfJO TTEPIEXEI 2 mg uopOXAlUPIKriS 
AompojJioflS 

1.5 	nEpIVpOq>~-rUOKEUOoio: 

1.6 CDOPIJOK08Epon£uTIKrl KOHlYOpio. AVTIOIOPPOIKO. 

1.7 Ym:u8uvoC; KUKAoq>opiae;' 

1.8 	nOpaoKEuOOTr)e; 

2. TI nPEnEI NA rNOPIZETE riA TO Cl>APMAKO nov EAr. XOPHrHEE 0 rlATPOr. EAr. 

2.1 rEVIICEe; nArlPotpopiEt; 
H u6poXAwPIKri AOTIEpOjJior) KOVEI Til OUOTOOIl T()JV KOTTPOVWV TTlO OUIJTTOyri KOI EAonWVEI TflV OUXVOTflTO 
TWV KEVWOEWV 

7 
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2.2 EVOEi~EIC;; 


H uopOXALuPIK~ AOnEpalJiO'l EVOEiKVUTOI yla T'l OUIJTITWIJOTIK~ OVTlIJElWTTl0'l T'l~ o~Eio~ 1J'l OIIJOPPOYIK~~ 


OIOPPOIOS 

Euv unopXEI oijJo OTa Konpovo rl TO oUjJnTwlJoTO ETIljJivouv nipov TWV 48 wpwv va <IlTr]8Ei 

IOTPII~rl OUIJ~OUArl· 

2.3 AVTEVOEi~EI~ 


M'lv XP'lOlIJOTTOIEiTOI TO «ONOMA npO}ONTO~» CJTI~ TTopoKcnw nEpITTTWCJEI~: 


" Av unoPXEI oilJo ora Konpavo ~ tXElE U4J'lAO TTUPElO 

.. Av tXElE cpAEYlJov~ OTO KOlWTEPO TIJ~iJO TOU EVTtpOU (n.x. EAKWO'l KOAiTIOO. ~OKT'lPIOK~ EVTEPOKOA,iTlOO 


~ 4JEUOoIJEiJ(3pavw0'l KoAiTioO oov onoTtAwlJo XP~O'l~ 0pIOiJtVWV OVTI!310TIKWV) 
~ Av tXElE OUOKOIAIOT'lTO ~ OIOYKW0'l OTllv KOIAIOK~ Xwpo 
o 	 Av tXElE UTTEPEUOI08'l0io OT'lV UOpOXAWPIK~ AOnEpOiJio'l ~ OE tva OTTO TO oMo OUOTOTIKO. 
o 	 Av tXETE OIOPPOIO iJETO ana TTPOOCPOT'l Arl4J'l OVTI(3IOTIKWV 

H UOpOXALJJPIK~ AOnEpOlJio'l nptnEI va OloKonEi OIJWO OTOV EiJCPOVI08Ei OUOKOIAIOT'lTO, KOIAIOK~ OIOTOO'l ~ 
EIAEoe; 

2.4.1 IEvlKu 

• 	 nopoAo nou 'l UOpOXAWPIK~ AOTTEPOlJiO'l mOIJOTO T'lV OIOPPOIO, OEV KOTOTTOAElJo T'lV OITio TTOU T'lV 
TTPOKOAEoE II' aUTO, npOTIIJc'lTOi OE OOE~ TTEPITTTWOEI~ EivOi ECPIKTO, va KOTOTTOAEIJOTOI KOI 'l OITio TTOU 
npOKOAWE T'l OIOPPOIO. 
OTOV tXElE OIOPPOIO 80 XOOETE TToMo uypo AUTO nptnEI va TO OVOnA'lPWOElE TTivoVTOe; iJEyoAE~ 
noo6T'lTE~ 0 CPOPIJOKOnOIO~ OO~ 80 OO~ npoiJ'l8EUOEI iJlO EIOIK~ OKOV'l nou nEpltXEI OOKXOPO KOI 
OAOTO AUTrl 'l OKOV'l OIClAUOVTO~ T'lV OE VEPO, 80 OO~ OvOnA'lpwOEI TI~ OTTwAEIE~ TWV OAOTWV ana 
T'lV OIOPPOIO 

• 	 LE TTEpinTWO'l o~Eio~ OIOPPOIO~, 'l UOpOXAWPIK~ AonEpoiJiOIl ouv~8we; OTOiJOTO ra OUiJTITWiJOTO iJtoo 
OE OIOOT'liJO 48 wpwv. Av aUTO OEV OUIJ[3Ei, TOTE nptnEI va OIOK04JETE T'l A~4J'l TOU CPOplJOKOU KOI va 
ETTlKOIVWVr']OETE iJE TO YIOTPO OO~ 

• 	 Av TTOOXElE ana AIDS KOI KOVElE 8EpanEio ylO T'l olcippOIO IJE UOpOXAWPIK~ AOTTEPOlJiO'l, OV OO~ 
nopouOIoo8ouv aUIJTTTWIJOTO OTTWC; IJETElJJPIOIJO~ (OIOYKWlJtV'l KOIAIO) OTOIJOT~OTE OiJtowe; T'l A~4J1l 
TOU KOI EV'lIJEPWOTE TO YIOlPO OO~ 

• 	 Av TTOaXElE ana KOTTOIO no8'lo'l TOU ~TTOTO~. TTptTTEI va EV'lIJEPWOElE TO YIOTp6 OO~, EnElo~ 80 
XPEloo8Ei va oa~ nopoKoAOu8Ei OTEV.OTEpO omv nOipVElE UOPOXAWPIKrl AOTTEPOlJio'l f'..EV OUVIOTOTOI 
OE TTEPITTTWOEI~ oo(3op~e; 'lnOTIK~~ (3M!3'l~. 

2.4.2 HAIKIWjJivol: 110 TOUe; IlAIKIWiJtvoue; 008EVEi~ OKOAou80uVTOI 01 YEVIKte; OO'lyiE~ Xp~O'le; TaU 
«ONOMA npO}ONTOL:» 

2.4.3 Kuqorr Av [ioT[ ryl\uoe; (1 OKOTTEUETE VO IJEivETE tYKUO~ nptTTEI vo rvrllJrpWOUE roy YIOlp6 ooe;, 0 

onoioe; 80 oTTocpooioEI ov TTptnFI I/O flCipu[ «ONOMA npO}ONTO~». 


2.4.4 loAouXia: Av 811Acl(llE10 IJWPO oue;, OEV nptnEI va noipvuE «ONOMA npOIONTOL», YIOII TTOAU 

IJIKPC) noaa qJ0PIJC1KOU 80 UTTOPXOUV 010 yOAO. 


2.4.5 nOlOIO: H Xp~o'l TOU «ONOMA npOIONTOL» OE nOiolo 2-12 ElWV nptnEI va yivElOI UTTO T'lV 

K080o~Y'lOIl IOTpOU. f'..Ev OUVI0TOTOI OE nOiolo 'lAIKiae; KOTW TWV 2 ETWV 


2.4.6 ETTiopaoil OT'1V IIWVOH]TO OOrlV'1or]C; Kal X£IPIOI.JOU lJ'1xaVrwOTwv: 

KOTIWOrj sOA'l ~ unv'lAio IJTTopEi va TTOPOUOIoo80uv iJE TrjOIOPPOlo rio TO AUYO QUIO, UjJlOICJIOI IIPOOOxr'l 

KClTO T'lV oo~yrla'l ~ TO XElplOIJO IJ'lXOvrwcnwv. 


2.5 AAAilAETriOpOOW; 11£ uAAo q>UPjJOKO rl OUOiEC; 

EvrWEpli]OTE TO YIOlp6 Ooe; ov noipVETE CPOpiJOKO nou ETTI!3poouvouv T'l AEITOupyio TOU OTOiJOXOU KOI TLJJV 

EVTtpWV \OVTlxoAIVEPYIKO). YIOli IJnopEi va E~OUOETEpwaouv TrjV OpOO'l T'le; UOpOXAWpIK~e; AOnEpOiJiO'le; 

To ETTIyALiJOOIO oloKio oloAuTOnolouvTOI OE Aiyo OEUTEpoAEnTO onlv ETTlCPOVEIO T'le; YAWOOOe; KOI Il 

KOTcinoo~ TOU~ yivETOI IJE TO OiElIo XuJpic; va XP£IOSETOI 11 lI~ljJl1 uypwv 
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2.6 t:lOooAoyio. 

H .MOfl TOU «ON,?MA n~OfONTOl:» nou rrptnEI va Mj3ETE ESOPTClTOi ana Tflv f")AIKia KOI TO Eiooe; Tfle; 
OIOPP?IOe; MnO~£lTE vo Aof3ETE TO «ONOMA npOIONTOl:» onOlao~nOTE wpo Tfle; f")/Jtpae;. To KOl)JOKIO 
AOIJf3avovTOI /JE AIYo VEPO 

EVI7AIKEr; Km rrmolCr t]AIKiar; 6vw rwv 12 miN 

APXlKl0C;- 4mg (2 K0lJ10KI0) Kat oKOAouBwe; 2mg (1 K0lJ10KI0) !JETO ana KoBE OloppolK~ KtvWOfl. Av 01 
~EVWOEIC;- OOe; YVOI OXfl/J~TIO"/JtVEe; ~ OEV EXETE ollAfl KEVWOf") TO TEII<:UTOio 24wpo, OEV nptrTEI va nopETE 
allAf") OOOf"). MEYIOUl f")!JEpf")OIO MOfl Smg (4 K0lJ10KI0 OE OICIOTf")/JO 24 wpwv) 

natOl<l KOTW TWV 12 ETWV 

H XP~Of") Tf")e; uOpOXAWpIK~e; AOTTEpO/Jiofle; OE nOIOIO 2- 12 ETtJJV TTptTTEI VO ViVETOI uno Tf")V Ko80i5~Yflofl 
VIOTpOU !:"EV OUVIOTC'lTOi OE natOlo f")AIKioe; KOTW TWV 2 ETWV 

LE lTEpiTTTWOIl nou tXETE o/Jcpll3oAio, PWT~OTE TOV YIOTPO ~ TOV cpop/JoKonolo ooe; 

NE(!lPII<I] oVErropKEIO 

!:"EV XpEIO(ETOI npoooP/Joy~ Tfle; oOOfle; OE OOBEVEie; /JE VECPPIK~ oVEnopKElo. 

HrraTIKrl aVEnopK£lo 
BA 2.4.1 

2.7 YTTEpooaoAoyio - AVTIJJETwITIarl 
Av nopETE /JEyoAil noooTflTO «ONOMA npOIONTOL», ETIlKOIVWVrlOTE IJE TO Y'OTPO, IOlaiTEpo ov 
nopouOIoOETE Konolo ana TO nopoKoTW OUlJnTWIJOTO. IJU"iKrl ouoKolJlJ1ia, OOUVTOVIOn:e; KIV~OEIe;, 
vw8pOTilTO ~ Esoo8EVfl/Jtvfl ovonvo~ 

nAl]pocpopiu; Via TO VWTp6 UE TTEpiTTTWUl] UTTEpoouoAoyia~." 
• xoprWiJOTE va;\o';6vt] 

.. Errava;\6{3uE Tl7v XOpr7VT]0"T] va;\o~6vt]C; PW] arro 1-3 WPEC;, av EivOi arrapaiTT]TO 

• rrapaKo;\oufJrjOT[ rov aoBEvrj Via 48 WPEC; Tou;\6X10rov 

THI\. KENTPOY 6HI\HTHPIArEON: 21077 93 777 

2.8 AVE1TI9uJJflTEC; EvtpYEIEC; 

To CPOP/JOKO EivOi ouv~Bwe; KOAc'! OVEKTO KOI AiYEe; oVEmBu/JilTEC; Evtpymc; EivOi m80vov vo EIJCPOVI080uv, 

av oKoAou81l80uv OWOTO 01 oOflyiEe; Xp~olle;. 


MnopEi vo E/JCPOVI080uv OUOKOIAIOTflTO KOI /JETEWpIOIJOe; (oloYKwoIl Tf")e; KOIAIOC;), onwc; KOI ouoKoAio KOTO 

Tllv oUPIlOIl· Av aUTO oU/JI3Ei, OIOKOlJ1TE Tfl A~lJ11l «ONOMA npOIONTOL:» ov TO OUlJnTWIJOTO OUTO E[VOI 

oof3opo, KOI oU!Jf3ouAEu8EiTE TO VIOTpO. 

EUOI081l0iO oro «ONOMA npOfONTOb TTX EKO~AwOfl /JE OEp/JOTIKO Esov8flIJ0 KOI KviGWOfl EivOi 

onovlo. noAu on6vl0 O/Jwe; IJnopEi va EKOflAw8Ei OE 00f30pOTEPEC; OVTIOpOOEIe; onwe; OVOCPUAOKTIK~ 


KOTonAfl~io, onon: nptnEI vo EVIl/JEPWOETE OIJEOWe; TO YIOTPO ooe; 

To nopoKoTW OUJ,JTTTlJJ/JOTO /JnopEi va nopouOIo080uv, oAA6 /JTTOPEi va npotpxoVTOI KOI ana Hlv iOlo Tf")V 

OIOPPOIO TTOVOe; OTflv KOIAIOK~ xwpo ~ GIOTOOfl, vouTia KOI t/JETOe;, KOTTWOIl, soAf") ~ VW8pOTf")TO, 

~llpOOlO/Jio. ME Tf") XP~OIl TWV EmyAwoOlwv GIOKiwv /JEPIKOi 008EVEie; ovtCPEPOV oio8rwo IJUP/JIlKioOIle; ~ 


Kouaou onl YAwooo O/Jtowe; IJETO Tf") A~ lJ1f") lOUe; 

Mfl OIOTOOETE VO OVOcptPETE Ko8E ollAIl OVETIlBu/JIlTIl EvtPYEIO OTOV YIOTPO ooe; ~ OTOV CPOPIJOKOnOIO 00<; 


2.9 HIJEpOIJIlvia Arl~flC; TOU rrpo'i6vToC; 

AVOypOcp£TOI OTflv E~WTEPIK~ KOI OTflv EOWTEPIK~ OUOKEUooio. 

Av OUT~ f") f")/JEpOIJf")vio tXEI noptA8EI, va /Jllv XPIlOljJOTTOI~OETE TO cpOP/JOKO. 


2.10 IOIOITEPEC; rrpQ(puAo~EIC; y,a TqV <puAo~q TaU TT pOY6VTOC; 

9 
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3. 	 nI\HPO<l>OPIEr riA THN OP00l\OrlKH XPHrH TON <l>APMAKON 

To CPOPl-lOKO aUTO 00<; TO EVpOljJE 0 VIOTPO<; 00<; iJOVO Via TO OUVKEKPliJEVO IOTplKG 00<; TTpo(3ArJl.Jo. 

Mv 80 TTPETTEI va TO oivEn:: OE oAAo OTOiJO ~ va TO XPilOIl-lOTTOIEin: VIO KOTTOIO oAAil TT081l0ll 

xwpi<; rrpOilVOUl-lEVW<; va EXETE oUiJ~ou1IEU8Ei TOV VIOTPO 00<; 


Eav I(OTO Tllv OIOPKEIO Tile; 8EPOTTEio<; ElJcpOVI08Ei KOTTOIO TTpo~AIll-lO l-lE TO CPOPiJOKO, 

EViliJEPWOTE OiJEOWe; TO VIOTPO OOe; ~ TOV CPOPiJOKOTTOIO Ooe;. 

Eov EXETE OTTOIOO~TTOTE EPWTIliJOTIKO Vupw OTTO TIe; TTAIlPOcpopiEe; TTOU ocpopOUV OTO cpaPiJOKO 

TTOU AOiJ(30VETE ~ XPEI6~EOTE KoALJTEPil EvrWEpwoll Via TO IOTPIKO 00<; TTpoI3AIll-lO, iJil 


OlmooETE va ~IlT~OETE TIe; nAIlPocpopiE<; OUTE<; ana TO VIOTp6 00<; ~ TO CPOPiJOKOTTOIO 00<; 

110 va EivOi onOTEAEoiJOTIKO KOI oocpoAEe; TO cpaPl-lOKO nou ooe; XOPIlV~81lKE. 80 npEnEI va 

AOiJ(3aVETOI OLliJcpWVO iJE TIe; OOllviEe; TTOU OOe; 6681lKOV 

110 TIlV OOCPOAEIO ooe; KOI TIlV uVEio Ooe; EivOi onopoiTilTO va 010(300ETE iJE TTPOOOX~ K08E 

nArlPocpopio TTOU OOe; ocpopa OTO CPOPl-lOKO nou ooe; XOPIlV~81lKE 


No l-lllv OIOTilPEiTE TO CPOPl-lOKO OE EPl-lOPIO TOU AOUTPOU, OIOTI Il ~Emll KOI Il uVpooio 

l-lTTOPEi va OAAolwoouv TO cpapfJOKO KOI va TO KmOOTf]OOUV EmI3Ao(3Ee; VIO TIlV uVEio Ooe; 

1\]0 fJIlV KpmOTE CPOPiJOKO nou OEV TO XPEIO~w8E nMov ~ TTOU EXOUV ~Oll A~~EI 


110 [..IEvoAUTEPil OOcpc:iAEIO KPOTOTE oAo TO cpc:iP[..IOKO OE oocpoAEe; iJEpOe; [..IOKPIc:i ono TO TTOIOIc:i 


4. 	 TPOTTO<; 0108E0I1<; 

I'uv OTTalTEiTOI IOTpIKr; ouvTayr; 


3 01 	 OIKOIOUXOI KOI OVTlTTpOOWnOI unoXPEOuvTOI YIO TIlV ECPOPfJOV~ Tile; OVWTEPW EYKUKAiOU. 

4 	 Kmomv TWV avwTtpw TIOUEI va laxuEI 11 UTI' apiSlJ. 21627/6-4-2005 EYKUKAIO<; TOU EO<l>. 

KOIVOTTOirWI) : 
ET. 	 JOHNSON & JOHNSON HELLAS AEBE H npo"irTAMENH Ll/NrHr LlYEn 


AlrlAI\EIA2: KAI EnlL:~AYPOY 4 

151 25 MAPOY2:1 


EI\ENH KPHTIKOY 

- ;\1"·' "'. i .. , 
ATTOOEKTEC; yla EVtpYEIO : 

1. 	 iEEGA/[I.Yi 
1\. MWOVEiwv 136 
155 61 A8~vo 

2 	 Yn. Epvooioe; AnooxoA'lCJIle; & KOIVWVIK~e; npooTCJOio<; 
iEVIK~ iPOl-ll-lOTEia KOIVWVIKWV AO<POAiOEWV 
[l./voil AocpoAlor]e; A08EVEIOe; & Mr]TpOTilTOe; 
2:Tooiou 29.101 10 A8~vo 
(fJE TIlv TTOPOKAiloil EVIl[..lEpWO'l<; TWV Am.poAloTIKl0v 
TOl-lEiuJV nou nopEXouV YVEIOVOl-lIK~ nEpi80AljJIl) 

3 	 novEAA~VIO IOTPIKO LuAAoyo 
nAOUTOPXOU 3,106 75 A8~vo 
(fJE TIlv TTOpOKAiloil EVIl[..lEpwoll TuJV 
TOTTlKciJ'J ImplKwv 2:uAAoywv Tile; xwpoe;) 

4. 	 novE/}"lvlo C!J0PfJOKEUT/I(O LuMovo 
nElpOlWC; 134 & Ay081liJEpoU 
118 54 A8~vo 
([..IE TIlV TTOpaKAilOil EVIlIJ£PWCJIlC; TW'J 

10 

i 1 

http:TTpo(3ArJl.Jo


'\\YErt-E.4.250-13 ,~ 
(2cJu)

TOITIKWV cDaplJoKEUTlKWV LuAA6ywv Trlc; XWPOc;) 

5 nOv[AA~vlo EVuJoil cDaplJoKonolwv 


NoollAEUTIKwv IOPUf../OTuJV 

M1XaAoKonouAou 99, 115 27 A8~vo 


6 IKA-cDaPIJ/K~ YnrlPEOio 

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


7. 	 orA KAdoo~ cDaPlJaKEUTIK~<; nEpi8aAljJrJ~ 

nOT'l0iwv 30, 106 77 Ae~va 


8. 	 OiKO<; NauTou nElpmw<; 

K naAOIoMyou 15 

185 35 nElpOIO<; 


9 	 OiKO~ NauToU A8rjva<; 

r AauoTwvO<; 2 & nml")oiwv 

106 77 Ae~va 


10, KtVTPO 6rJA'lTI")PIOOEWV 

NOOOKOIJEio naiowv "n.& A KUPIOKOU" 

11527rouOi 


112:cDEE 


!\EWCfJ KrJ<Ploia<; 280 & AYPlviou 3 

152 32 XOMVOPI, Ae~va 


12. navEAA~vlO "Evwo'l <llap/JOKoI3101J'lxavio<; 
!\0lJljJa 7, 115 24 AlJlTEMKilnol, A8rjvo 

13 2:uAAoyo AVT/nwv cDaplJoKEUTIKwv Elowv & EIOIKoTrjTWV 
066~ Taro'IOu 

180 XAIJ EeVIK~~ 0600 A8I")vwv-!\alJ ia<; 

14610 N EPYGPAIA 


146EArio AyopavolJia<; 
nOVWIOTrllJiou 42, 106 79 A8~va 

15TEBE - <PapjJaK£UTIKE~ YTTrJPwiE<; 
Ay KwvoravTivou 5 
10351 AGHNA 

16.M'lIJU1'l LuM6ywv 
(6nwc; 0 nivaKOC;) 

ErOTEPIKH ftIANOMH: 
1. 	 t:,.lvOil <!lap/Kwv MEAETWV & ''EPEUV~C; .. , 
2 	 lJ./VO'llJ./KWV YmlPEOIWV EMyxou POIOVTWV 

TJJrjIJo 'EKoOOIl<; & Kwo. ATTocpaoEw~ . 
I a OTEia EnroTrJIJOVIK00 LUlJl3ouAIOU EYKPIOEWV . ~. 	 ,~a00OTEia lJ.EuTEpol3a81J10U ETTIonwovIKo0 LUlJl3ouAIOU 
Ml:/3-2011 
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