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EJ\J\HNIKH l1HMOKPATIA 

ynOYPiEIO YiEIAI & KOINONIKHI 


AJ\/\HJ\E!lY H I 

E0NIKOr oprANlrMor <l>APMAKON 
M£OoV£iwv 284 155 62 XoAoPVoC; 

wwweofgr 

L'livoll DIOIKIlTIKWV YT1llPEOIWV 1:- Atvxou npOIOVTWV A0HNA, 24-3-2011 

nAllpocpopi£C; M. IAPMOYIAKH AP. npOT.: 21913 

T rlAtcpwvo 210-6507200 


ErKYKJ\lor - AnO<l>ArH 

0EMA 	KoSoplojJoc; n£piAIll(JIlC; XoPOKTllplOTIKWV TOU npOIOVTOC; KOI CDuAAou OOIlYIWV ylO TO XP~OTIl 

CPOPjJOKEUTIKWV npolovTWV nou HEpltXOUV 0POOTIKO OUOTOTIKO LOPERAMIDE HYDROCHLORIDE, 
VIO OTTO TOU OT0I10TO<; XOPllVOUI1[VO q>OPI10K[UTlKO 1010aKEU00I10TO, O[ TT[PI[KTlKOTIlT£<; 
2mg/t.JOvcloO 00011<; KOI OuoK[uoai[<; 12 110vclOWV KOI clVW Ko8w<; KOI O[ 110Pq>rl olpom O[ 
llEPI[KTIKOTIlTO 1mg/SML. 

f=XOV1EC; unol(J1l 
0) lie; OIUToi',£Ie; Tile; KOIV~e; YnoupYIK~e; AnocpOOIle; l1Yi3 (0) 83657/2005 "nEpl EVOPjJOV10IlC; Tile; lAAIlIIIKIlC; 
~~ojJotllOioe; jJf TIlV OVTioTOIXIl KOIV01IK~ OTOV TOjJEO Tile; KUKAmpopIOC; TWV CPOpjJClKEU1IK(~V 
npOloVTWV, nou npoopi~oVTOI Via ov8pwTTlvIl XP~OIl", 
13) Tllv un opiSjJ 43391/23-6-2010 Anocpooll npotopou EOeD (eDEK 1052/TEUXOe; MUTEpo/12-7-2010) 
«nEpi jJEToj3lj3ooEwe; OIKOIWjJOTOe; UTloypocp~e; ana TOV flpOEOpO EOeD npoe; TOUe; npololOjJEVOUe; 
OIEUSUVOEWV EOeD» 
V) TllivwjJOTEUOIl TOU EmoTIlJ,JovIKOU IUjJj3ouAiou EVKpiOEWV, TjJ~jJo A' op eD-181/10-5-2010 

AnO<l>ALlZOYME 

H nEpiAlll.PIl XopoKTIlPIOTIKWV TOU npOIOVTOe; CPOPJ,JOKEUTIKWV npolovTWV nou TTEpltXOUV OpoOTlKO 
OUOTOTIKO LOPERAMIDE HYDROCHLORIDE, VIO OTTO TOU OT0I1010<; XOPllvoul1rvo 
tp0PI10K£UTlKO 10100K[Ucl0I10TO, O[ TT[PI[KTIKOTIlT£<; 2mg/l1ovoOO 0001']<; KOI OUoK[uooir<; 12 
1J0VclOWV KOI ovw Ko8w<; KOI or 110pq>rl OIpom O[ TT[PI£KTlKOTIlTO 1 mg/SML, Opi~ETOI we; Ei',~e; 

1. EMnOPIKH ONOMALIA TOY <l>APMAKEYTIKOY npO"ONTOL 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH O[ OPOOTlKcl OUOTOTIKO 
KoBE KCllPOKIO oKAIlPO nEpIlXLI 21llg uopOXAWpIK~e; AOTTEPOjJiOIlC, 

To Silli OIpomou n£pIEXoUV 1mg ubpoXAwpIKr']e; AonEpoJ,Jiolle; 

K60£ ()lOKio, ETlIVAwoOIO oloKio ri oloKio OloOTIElpOfJEVO OTO OTOjJO nEpltXEI 2mg uopoXAwPIK11C; 

AOlILpOJ,Jiolle; 


3. <l>APMAKOTEXNIKH MOP<l>H 

• 	 KOl(JOKIO oKAIlPo 
• 	 IlpOTTl 
• 	 l1loKio 


EmvAwoOio oloKio 

• 	 /"-loKio OIOOTTElPOJ,JEVO OTO OTOjJo 

4. K/\INIKA rTOIXEIA 
4.1 	0[paTT[UTlKE<; [vo[i~[I<; 
H uopOXAWPIKri AonEpojJioll EVOEiKVUTOI Via Til oUjJnTWJ,JOTIKr'] oVTljJETwmOIl Tile; oi',Eiae; jJll OIJ,JOPPovIKrie; 
KOI Tile; xPOVIOe; OIOPPOIoe;. IE OOSEVEie; J,JE £IAEoOTOJ,JIO J,Jnop£i va XPIloljJonol1l8Ei Via Vo EAonwoEI TOV 
0PISjJO KOI TOV OVKO TWV Konp6vwv KOI VO oKAIlPUVEI Tllv oumaor'] TOUe; H XOprlVllori Tile; OE TIEPITTTWOEIC; 
xPOVIOe; olcippOloC; nptnEI va ViV£TOI ana EIOIKO IOTpO. 
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4.2 f',oooAoyia Kat TPOTTO<; xopr']y'l0'l<; 

QlEio OJQflPOIO EVI7;\IK£S KOI rTOIOla avw TWV 12 nwv ApxIKWe; 4mg KOI oKoAouGlue; 2mg fJub ono KoElE 

olOPPOIKIl KEVWOIl Av 01 KEVWOEIC; EivOi 0XllfJOTIOfJEVEe; ~ OEV EXUE oMIl KEVWOIl TO TEAEuTOio 24wpo, OEV 

11 pETIE I va nbpuE oMrJ oooll MEYIOTrJ IljJEP~OIO 0001l Smg (4 KOljJOKIO ~ 4 oloKio OE OIOOTllfJO 24 wpwv) 


nOIOIO 2-5 ETWV 1mg (1 jJtTPIO KOUTOAoKI OIPOTTl) TpEIe; (j)OpEe; TrJV rJfJEPO 
nOlOlC1 6-8 ETWV 2mg (2 fJtTPIO KOUTOMKIO OIPOTTI ~ 1 KOljJOKIO ~ 1 OloKio) Ouo (j)opte; Hlv IljJEPO 
nOiOIO 9-11 ETWV 2mg (2 fJf:TpiO KOUTOMKIO OIPOTTI ~ 1 KOljJOKIO ~ 1 OloKio) TpEIe; (j)OpEe; TrJV IlfJEPO 

TIe; mOfJEVEe; rJfJtpEe; Il MOil TTpOOOPfJO~ETOI ovoAoyo fJE TO OTTOTEAEOfJO, rJ jJEYIOTIl IlfJEP~0I0 Mall OEV 
npEnEI va unEp[3oivEI OUT~ Tile; 1~<; IlfJtpoe;. 

natOIO KOTW TWV 2 [TWV 

H XP~OIl Tile; UOpOxAWpIK~e; AOTTEpofJiOIle; OE nOiOIO KOTW TWV 2 ETWV OEV OUVIOTOTOI 

;>(POVIO OleJppOIO 
fVr'];\IK[C; OPXIK~ 060rJ 4mg KOI oKoAouGwe; 2mg JJETO ana Ko8E OIOppOIK~ KtvWOrJ twe; OTOU EAEYX8Ei rJ 
OIOPPOIO Luv~GIle; Mall OUVT~Pllolle; 4-8mg rJfJEPlloiwe; TTOU XOprJYOUVTOI m: fJio ~ ouo 06oEIe; MEYIOTrJ 
IlfJEP~0I0 MOil 12 mg (6 KOljJOKIO ~ 6 oloKio OE OIOOTllfJO 24 wpwv) npf:TIEI vo OTOfJOl~OEI Il XOP~YrJorJ 
Tfle; uopOXAWpIK~e; AOTTEpofJiOIle; OTOV 01 KEVWOEIe; yivouv (j)uoloAoYIKte; ~ OEV UTTOPXEI KtVWOrJ m: OIOOTlljJO 
12 lUpWV Eov Il OIOPPOIO OEV EAEYX8Ei fJE Tllv XOP~YIlOIl Tile; fJEYIOTIle; rJjJEp~OIOe; 0601le; TWV 12 me] ylO 10 
IlfJtpEe; npEnEI vo OloKomETOI rJ XOP~YIlOIl Tile; AOTIEpOjJiOIle; 

1101010 H UOpOXAWPIK~ AOTTEPOjJiOIl OEV OUVIOTOTOI OE nOiOIO YIO TrJV oVTljJETWTTlOIl TrJe; xpOVIOe; OIOPPOIOC; 

.HAlK/("JjJi: v0 I 


Mv XPEIO~ETOI TTpOOOpjJOY~ Tile; 0001le; OTOUe; IlAIKIWjJEVOUe; 


NU.pPIKr] OVETTaPKEIO 

Mv XPEIO~ETOI npooopjJoy~ TrJe; OoorJe; OE 008EVEie; jJE VE(j)PIK~ OVETTOpKEIO. 

HTTaTlKt'] aVETTaPKEIO 


Mv UTTOPXOUV OIOGEOIjJO (j)0PjJOKOKIVrJTlKO OEOOjJEVO OE 008EVEie; jJE rJTTOlIK~ OVE1TOPKEIO H UOpOXAldPIK~ 


Aompof.JiiSil npfTTEI vo XpilOljJonolEiTOI jJl 101oiT£PIl npooox~ OE OUTOUe; TOUe; ooGEVEie; Aoyw TOU 

EAOTTWfJEVOU jJcro[3oAlojJou npwT'le; OIOOOU ([3AtTTE 4.4 101oiTEpEe; npOEIOonol~OEIe; KOI 10IOiTEpEe; 

npo(j)uAcJi,ue; KOTO Tllv XP~oll) Mv OUVIOTOTOI OE TIEPITTTWOf:Je; oo[3op~e; IlTTOlIK~e; [3M[3Ile; 


4.3 AVH:VOEi~EI<; 

AVTEVOEIKVUTOI OE OTOfJO fJE YVWOT~ UTTEPEUOI081l0io OTrJ AOTTEpofJiOIl ~ OTO tKOOXO TOU OKEUOOfJOTOe; 

H uOpOXAWPIK~ AOTTEPOjJi0'l OEV OUVIOTOTOI OE TTOIOIO ylO TrJV OVTljJE1WTTl0rJ Tile; XPOVIOe; OIOPPOIOe; KOI OE 

nUiOlci qAIKioe; K01W IWV 2 ETWV ylO Tllv OVTljJETWTTloq Tile; oi,Eioe; OIOppOIOe; 


II UlJPOXAwpIK~ Aom:pojJi0rJ OEV TTptnEI vu XPrJ0ljJOTfOIEiTOI OOV TTPWTOPXIK~ 8EponEio OE 008[VEie; jJf 


o~Eio OUOEVTEpio Il oTToio XOPOKTllpi~ETol OTTO oijJo OTO Konpovo KOI uljJrJAo TTUpETO. 


f',EV TTPETTEI va OiOETO! OE aoSEvEi<; 


- jJE oi,Eio EAKWOIl KoAiTIOO, 

- jJE [3oKTIlPIOK~ EVTEPOKOAiTIOO TTOU TTPOKOAEiTOI OTTO OI1l8IlTIKoue; 0PYOVIOjJOUe; OUjJTTEPIAolJ[3oVOfJEVWV 

TWV Salmonella. Shigella KOI Campylobacter, 

- fJE ljJEUOOIJEIJ[3povw0rJ KoAiTIOO TTOU ouoXETi~ETOI fJE Til XP~OrJ OVTI[310TIKWV 


IEVIKOTEPO, Il UOpOXAWPIK~ AompolJiOIl OEV TTPETTEI va XPrJOllJOTTOIEiTOI OE m:pITTTWOEIe; nou OVOOTOA~ TrJe; 

TTEPIOTOAIiKOTrJTOe; nptlTEI vo onO(j)EUYETOI KOI q XP~OrJ TOU nptnEI vo OIOKonTUOI OTOV nopOUOIO~OVTOI 


OUOKoIAIOTIlTO, KOIAIOK~ OIOT00rJ ~ KAIVIKO (j)OIVOIJEVO OlEAouc, EIAEou ~ EVOEii,EIe; TOi,IKOU lJEyoKoAou 
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[nEIOr'] fl OEpaTTEin lr']e; Oloppolae; W UOpOXAWPIKr'] AonEpopior'] [ivol povo oUjJnTwjJOTIK~. OE nEpITTTWOEIe; 
nou fl 01CJppOIU jJnopEi vo OVTljJETwmoGEi OITlOAOYIKO, nptTTEI vo npOTliJOwl fl OITIOAoYIK~ GqJonEio 

4.4 IOlOiHP[(; npmloonollioEIC; KOI IOlOiHPEC; npOq>UAa~EIC; KOHl HIV xpr'jOr] 

LE ooGEVEie; JJE OIOPPOIO [lOIKOTEPO OTO HOIOIO, jJnopEi va EiJepOVI08Ei onwAElo uypwv KOI flAEKTpoAuTWV 
l:E TETOIEe; nEpITTTWOEIe;, r'] GEponEio ovonA~pwor']e; IJE xop~Yr']Or'] KOlOAAr']Awv uypwv KOI flAEKTpoAuTWV 
EivOi TO DlO Or']jJOVTIKO JJETpO. H xPriOr'] Tr']e; UOpOXAWpIK~e; AonEpOjJior']e; OE nOiolo 2- 12 ETWV ylO Tllv 
OVTljJUWDlOfl Tfle; o1',Eioe; lliOPPOIOe;, nptnEI vo yivuOI uno Tr']V Ko800~yr']0r'] YIOlpOU. 

LE o1',Eio OIOPPOIO OV OEV TIOPOUOIOOGEi KAIVIK~ ~EATiwor'] jJtoo OE 48 WpEe; ~ JJEOO OE 10 fljJtpEe; 
npOKEljJEvOU ylO XPOVIO OIOPPOIO fl xoPriYr']or'] Tr']C; uoPOXAWPIK~C; AompojJiofle; nptnEI vo oloKomi KOI 01 
ooGEvEie; nptnEI va oUjJ~ouAEuBouv TOV YIOTPO TOUe; 

01 OOBEVEie; jJE AIDS nou AOjJ~ovouv uopOXAWPIK~ AOnEpOiJiofl ylO H) OIOPPOIO nptnEI vo OIOKOljJOUV Tfl 
BEponEio OTOV EiJ(jJOVIOBouv npwliJa ofljJEia KOIAIOK~e; OIOTOOr']e;. Ynopxouv jJEjJOVWiJtVEC; avo(jJopte; 
T01',IKOU IJEYOKOAou OE OOBEVEiC; IJE AIDS nou Eixav AOIIJwor'] KoAiTloa npoEpxojJEVr'] ono na8oyovo IWV KOI 
~OKTflPiwv KOI EKOVOV 8EponEio jJE uopOXAWPIK~ AOnEpOIJior'] 

01 008EVEie; IJE flnOlIK~ ouoAmoupyio TTptnEI vo nopoKoAou80uVTOI OTEVO yla or']IJEio 
T01',IKOTflTOe; ana TO KNl: Aoyw TOU ~JElWIJEVOU IJETO~oAIOIJOU npwTr']e; OIOOOU ((3A 4 2 
60ooAoyio) 

ETTEIOri TO IJEyoAuTEpO JJEpOe; TOU epoPiJOKOU IJETo(3oAi~ETOI KOI 01 IJETO(3oAiTEe; TOU ~ TO ojJETol3AflT 0 
epOpIJOKO onEKKpivUOI OTO Konpava, OEV EivOi onopoiTflTr'] HpoOaPiJoy~ Tr']C; OOOflC; OE OOGEvEiC; ~jE 

VEepPIKri OIOTOpaXri 

4.5 AAAr]AEmopaOEIC; ~a aAAa q>Op~OKO KOI oAMc, ~opq>tc; oAAr]Mniopaor]C; 

Eivol OVOjJEVOjJEVO OTI epOpIJOKO IJE napOiJOIEe; epopjJoKoAoYIKEC; IOIOTr']TEe; IJnopEi vo ETTflPEOOOUV Tr']V 

OnOTEAEoIJOlIKOTr']TO Tr']C; AOTTEPOIJior']C; 


Mfl KAIVIKO OEOOIJ£.VO EXOUV OEI1',EI 011 r'] AonEpalJiOr'] EivOi tva UnOOTpWIJO P-yAuKoTTPWTEIVr']e; TOUTOXPOVr'] 
xoPriyr']or'] AOTTEpOfJior']e; ([(POTT01', ooor'] 16mg) IJE KIVIOivr'] ~ plTovo(3ipr'] nou EivOi KOI 01 ouo ovooTOAEie; Tr']e; 
P·yAuKonpwT£lVr']e;, EiXE we; OTIOTtAEoIJo omAoOloojJo we; TpmAoOlaOIJO TWV ETlmEowv Tr']e; AOnEpOIJibr']e; 
OTO nAoolJO H KAIVIK~ OUOXETIOr'] OUT~e; Tfle; epOPIJOKOKIVr']TIKrie; aAAr']AEniopoor']C; IJE ovaoTOAEie; Tr']e; P­
yAuKonpwTElvfle;, OTOV fl AOTTEPOlJior'] xopr']YEiTOI OTIC; OUVIOTWiJEVEe; OOO£le; (7mg, IJtXPI 16mg IJEyIOTr'] 
fl1JEP~0I0 000r']). EivOi oyvWOTfl· 

4.6 KUr]ur] KOI yoAouXio 
Xpr'jor] KOTO Trlv KUr]ur]: 
flop oAo TTOU OEV unopxouv EvoEi1',EIe; Ylo Tflv uopOXAWPIKri AOTTEpalJior'] OTI tXEI TEPOTOYOVEC; ri 
EIJf3puoT01',IKte; 1010TflTEe;, TO OVOIJEVOfJEVO 8Epom:UT1K0 oepEAoC; TTpEnEI vo OTOBlJil,ETOI tvavTI lWV OUVr']TIKWV 
KIVOUVWV, TTplV r'] UOpOXAWPIKri AOnEpalJior'] XOPflyr']8Ei KOla Tr']V OIOPKEIO TflC; EYKUIJOOUVr']e; EIOIKOTEPO 
KOTO IU TTPWTO lpilJr']vo Tr']C; KUr']Or']C;. LE TTEpmTWOEIC; TTOPOlETOIJEVr']e; XP~OflC;, Aoyw TWV 0l1l0E1()WV 
IOIOniTl.oJv Tr']C;, 01 iYKU'e; TTpEn£l VCl AOIJ~OVOUV UOpOXAWPIKri Aom:polJior']IJE IJEy6Ar'] TTpOOOm 

Xpr'jOr] KOTO Tr]V yaAouxio: 
noAu IJIKpO noaa TOU epOPIJOKOU EIJ(jJovil,OVTOI OTO IJr']TPIKO yoAa flO TO A6yo aUTO fl UOpOXAWPIK~ 
AOTTEpalJior'] O£ OUVIOTOTOI KOTO Tr'] OIOPKEIO TOU BflAaolJou. 

4.7 ErriopourJ UTrJV IKOVOTrJTO ooriYrJur]c, KOI XEIPIU~OU ~r]xavr]~oTwV 

KonwOfl, (oAr'] ~ unvflAio IJnopEi va TTapOUOIooBouv KOla H) OIOPKEIO BEpOTlEiaC; OIOPPOIKOU OUVOPOIJOU 
IJE UOpOXAWPIK~ AOTTEpalJiofl. flo TO A6yo OUTO, E<pIOTClTOi npooox~ KOla Tr']V Oo~yr']Or'] ~ TO XEIPIOjJO 
IJflXOVr']IJOTWV H UOpOXAWPIK~ AOTTEpa~liofl Ko8 OUT~ OEV tXEI nriopaor'] OTr']V IKOVOTr']TO OVTiopoo'lC; 
((3Atm 4 8 AVETlI8ulJr']TE<; Evtpyme;) 
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6i60Vl0i nEpIAr]1TT1KO 01 oVfm8uIJrllEC; fVtpYEIEC, nou ovOeptp8rjKOV OVE~OPTrjTO uno TrjV olTloAoYIK~ 

EKTiIJIlOrj TWV Epf.UVrjTWV 

AVETIl8LIIJrllEC; Evtpymc; OE 008EVEiC; IJE o~[io OIOPPOIO 

01 OVETrl8uIJrjTEC, EvtPYEIEC, IJE OUXVOTrjTO EIJepOVIOrjC; 1 ,0% ~ IJEYOAUTEPrj, nou ovOeptpSrjKOV TOuAoXIOTClV 
TOOO OUXVO OE OOSEVEiC; nou tnOlpvov uOpoXIILLiPIKIl AOlfEPOIJiOrj 000 OE OUTOUC; nou AOIJl3ovov EIKOVIKO 
epOPIJOKO (placebo), HOpOUOlO~OVTOI OTOV nopoKoTW nivoKo. 

O~Eio .t..IOppOIO 
I 

1­
YopoXAwplKri EIKOVIKO <pOPIJOKO 

AOTTEPOlJioil 
(Placebo) 

Ap10lJo<; oaOEvwv TTOU fKOVOV OEponEio 231 236 
I 

r-------------------------------------,-----------------,---------.--------------------­
roaTpEvnplKf<; AVETTlOUlJllTH'; 

EVfPYElE<;% 

flu OKOIAIOTrjTO 76% 08% 

01 OVETrl8uIJrjTEC, EvtpymC; IJE ouxvOHllCl qJepovlOrjC; 1 ,0% ~ IJEyoAuTEPrj, nou OVOepEpSrjKOV TrIO oUXVeJ Of 
OOSEVEic; nou tnOlpvov EI KOVIKO epOpIJOKO (placebo) ana OUTOUC; nou AOIJl3ovov u6poXAwPIKri AOl rEpOIJ iOrj. 
~TOV ~rjpomoIJio, IJETEWPIOIJOC;, EmyomplKoc; onooIJOC; KOI KoAIKOC; 

I 

, 
XPOVIO .t..IOPPOIO--- -----T---~ -­ _._-.-

YopOXAWPIKri EIKOVIKO <pOPIJOKO 
----

AonEpolJioil I 

(Placebo) 

I 
Ap10lJoC; oaOEvwv nou fKOVOV OEPOTTEio 285 277 

i 
r OaT pEvnplKf<; AVETTIO U IJ'lH<; 

EvtpYEIEC;% 
I 

6UOKOIAIOTrjTO 53% 00% 
I I 

I 

KEVTPIKOU KOI TTEplq>EPIKOU VEUPIKOU ! 

GUaTriIJOTO<; AVETTlOulJ'ln<; EvtpYEIE<;% 
I , 

I 
I 

IAlyYoC; 14% I 
I 0.7% 

I 
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01 OVf.TTl8lJ~.rrlT[(; [vtpYEIEe; iJE ouxvOHFo qJCjlOvIOIle; 1 ,oc/n ~ iJEYOAlJTEPIl nou OVOCjltpGIlKOV mo OUXVO OE 
OOBEVEie; 1l0U EnOlpvov EIKOVIKO CjlOpiJOKO (placebo) ana OUTOUe; nou AOiJ~oVOV UOpOXAWPIK~ AOnEpOiJioll, 
1l1OV VllUTIU EiJEroe,. iJETEWpIOIJOe; ETTlYOOTPIO oAyoe; ETTlYOOTpIKOe; onooiJOe; KOI KOAIKOe; 

AVEnrBuiJIlTEe; EVEpYEIEe; ana 76 EMYXOIJEVEe; KOI iJll EMYXOiJEVEe; iJEMTEe; DE ooGEvEie; iJE O~EIO ~ XPOVIO 
OIOPPOIO 

01 OVETTISUiJIlTEe; EVEPYEIEe; iJE OUXVOTIlTO EiJ<POV10Ile; 1,0% ~ iJEYOAUTEPIl, OE OOSEVEie; ana oMe; TIe; iJEMTEe; 
OiOOVTOI OTOV nopOKOTW nivoKO 

O~Eio OIOPPOIO XPOVIO ~IOppOIO OM<; 01 ~J[M:H<;' 

ApI8IJOC; oaSEvwv TTOU 1913 1371 3740 

tKovOV SEPOTTEio 

IraOTp£vHPI Kt<; I 
I

AV£TTlSlIIJ'lH<; 

EvtPV[lEC;% 

NouTlo 07% 32% 18% 

l1UOKOIAIOTIlTO 1.6% 1.9% 1.7°/cl 

EnryooTplKOi onooJJoi OSlo 3.0% 1.4% 

I 


• OAOI 01 OOSEVEIe; OE OAEe; TIe; iJEMTEe;. OUiJnEpIAOiJ~OVOiJEVWV OUTWV OTOUe, onoioue; OEV KoSopio81lKE OV 
01 OVETI!GUJJIlTEe; EVEpYEIEe; EiJ<povioGIlKOV OE OOBEVEie; IJE o~Eio ~ XPOVIO OIOPPOIO 

01 nOpOKCITW OUSOPJJIlTEe; oVEnrGuiJIlTEe; EVEpYfIEe; tXOUV OVOCjlEp8Ei KOI ylO KOSE 0pYOVIKO OUOTlliJO, 

KCl1 0 I ()OOOVTUI 1300[1 H]e; oUXvOTIlTOe; EJJ<POVIOIle;. XPIlOliJOnOIWVTOe; TIe; OKOAOu8Ee; nopoooxte; 


IloAu ouxvo (>1/10) 

L:uXV(] (>1/100, <1110) 

Aouvr'jOlle; (>1/1000, <11100) 

L:novlo (>1/10000, <111000) 

noMJ onovlo «1/1 0000), oUJJnEpIAoiJ~oVOJJEVWV KOI 1WV IJEiJOVWJJEVWV nEploTOTIKWV 


H ouxvOTIl10 nou OiOETOI OVTOVOKA6 Tllv ovoAoyio OVOCjlopwv ylO TIe; ouGOPiJIlTEe; OVETTl8UiJIlTEe; EVEpYEIEe; 

KOI OEV OVTlTTpOOWnEUEI npOYiJOTIK~ nEpinTwoll ~ OUXVOTIlTO onwe; CjlOiVETOI iJE TIe; KAIVIKte; ~ 


EHIOlliJIOAoYIKEe; iJEMTEe; 


noAu onovlo E~6vSrwo, KviOu)OIl KOI KVIlOJJOe; 

MEiJOVOiJEVO nEplOTOTIKO OYYEIOOIO~iJOTOe; CjluooAIOwOoue; E~ov8~iJOTOe;, OUiJHEPIAOJJf30VOiJEVWV 
ouvopoJJou Stevens-Johnson, noAuiJopCjloU Epu8~JJOTOe; KOI TO~IK~e; EnrOEPJJIK~e; VEKpoAuOIle; EXOUV 
OVOCjlEpi::JEi iJE Til XP~OIl Tile; UOPOXAWpIKIle; AompoJJiOIle;· 

MEiJOVWJJEVO nEplOTOTIKO OAAEPYIKWV OVTIOPOOEWV KOI OE 0PIOJJEVEe; nEpmTwOEIe; OO~OpEe; OVTIOpOOEIe; 
umpEUoloSIlOioe; OUJJTTEPIAoJJ13oVOJJEVWV oVO<PUAOKTIK~e; KOTOnAIl~ioe; KOI ovo<pUAOKTOEIOWV OVTIOPOOEWV 
EXOLJV OVOCjlEpSEi iJE Til XPrl01l Tile; UOpOXAWpIK~e; AompOJJiOIle;· 
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nO Au allovla EnlycioTplO oAyoe, EIAlOe" KOIAIUK~ 01010011, vouTio, ouoKolAIOTIlTO E!JUOC" !JEYOKOAo 
OUiJnEpIAolJj3oVOIJEVOU TO~IKOU iJEYOKOAou (BAtnE 10IOiTEPEC, TTpOEIOOTTOI~OEIC, KOI IOIOiTEPEC, npO<jluAO~EIC, 
KOTO Hl Xp~orJ), jJUEWPIOIJ0c, KOI OuonE4Jio 

QLJQQyEVVQTlKE( 

MEiJOVWiJtvo TTEPIOTOTIKO ElTioXE0rJc, oupwv 

~UXIOTPIKE( 

KEVTPIKO KOI nERlcpERIKO N~KO IUOTQblO 
noAu onovlo iAIYYoc, 

Evoc, opl8jJoe; OTTO OVETIl8UjJIlTEC, EvtpYEIEC, TTOU ovo<jlEp8rJKOV KOTO Til OIOPKEIO TWV KAIVIKWV lPEUVWV KOI 
ana TrJV EIJTTElpio iJETO TrJV KUKAocpopio TrJC, AOTTEpolJiorJe; EivOi ouxvo OUIJTTTWiJOTO TOU UTTOKEilJEVOU 
OloPPOIKOU OUVOPOIJOU (EmYOOTpIO oAyoc,/ OIOTOOrJ, vouTio. EiJETOe;, ~llpOOTOfJio KOTTW0rJ, unvrJAio, 
iAlyyoe;, OUOKOIAIOTrJTO KOI jJETEWPIOiJ0c,) AUTO TO OUiJTTTWiJOTO EivOi OUXVO OUOKoAo va 0loxwplo8ouv CWO 
OVETTl8ujJrJTle; EvtpYEIEe; 

ME TrJ XP~OrJ TWV EnlyAwOOlWV oloKiwv IJEPIKOi 008EvEic, OVE<pEPOV oio8rJiJO lJuplJrJKioorJe; ~ KOUOOU OTrJ 
yAwooo OIJEOWe; JJETO Til A·~4J1l TOUe; 

4.9 YIT£pooaoAoyio 
Luf-l TTTWJJa TO 

IE mpiTTTWOrJ um:pooooAoyioe; (ouiJmpIAolJj3oVOiJEVIle; KOI TrJC, UTTEpooooAoyioc, OTTO rJTTOTIK~ 

ouoAmoupyio), jJTTOPEi vo EIJ<POVI08Ei KOTOOTOA~ lOU KNI (A~80pyoc" OUOXEPEIO OUVTOVIOjJOU, UTTvrJAio 
jJU0rJ, jJUIK~ UTTEPlOVio, OVOTTVEUOlIK~ KOToalOA~) KOI EIMoe; To nOiOlo EivOi TIlO Euoio8rJTO OTll 
OITOTEMojJOTO ana TO KNI OE oUYKPIOIl jJE lOUe; Ev~AIKEe; 
()[PaTT cia 
H 8EPOll(io EivOi OUiJTTTWiJOTIK~ KOI UlTOOlrJPIKTIK~ IE 008EVEic, lTOU OEV EXOUV EjJElOUe;, nptwi va 
np0rJYEITCJI nAuorJ OlOjJOXOU npo TrJe; XOP~YrJ0llc, EVEPYOU OV8POKO nOOliJO lVOIWPrJiJO EVEPYOU 6v8pOKO 
nou 80 008Ei EVTOe; 3 wpwv cmo Tllv KOlOTTOOrJ TrJC, AOTTEPOiJi0rJc" EivOi m8ovov vo jJElWOEI Tllv 
ana ppo<p rJorJ. 
Av E!J<pOVI08ouv OUiJTTTWIJOlO UlTEpooooAoyioe;, IJnopEi vo XOPIlYrJ8Ei voAo~ovll oov oVTioOTO ElTEIO~ rJ 
OIOPKEIO opoorJc, TrJe; AompoiJiollC, EivOi jJEyoAuTEPrJ TIlC, voAo~6vllC, (1-3 WpEe;) IJnopEi vo XPElo08Ei vo 
movoArJ<p8Ei 11 XOP~YrJorJ TrJC; voAo~6vrJC; EnmAtov, 0 008EV~C; npEnEI vo nopoKOAou8EiTOI OTEVO. YIO 
TOuMXIOTOV 48 WpEe;, OE lTEpillTWOrJ EiJ<pOVIOrJC, ovonvEuoTIK~e; KOTOOTOA~C; 

5. <DAPMAKO/\OflKEL I~IOTHTEL 

KWOIKOC, ATe A07 DA03 
<DopjJoK08EponEuTIK~ KOTrJyopio AVTmpow81lTIKO 

5,1 <D0PIJOKOQUVOjJIKEC:; IOIOTrITEC:;: 

H AOTTEPOiJiorJ OUVOEETOI iJE lOUe; UTTOOOxEie; TWV omouxwv OlO EVTEPIKO TOixwjJo. KOTO OUVETTEIO, 
ovoOTtMEI TrJV oTTEMuGtpwoll TrJe; OKETUAxoAivrJe; KOI TWV TTpooTOyAovOIVWV, EAonwvovTOc, [TOI Tllv 
TTpow8rJTIK~ TTEploTOATIKOTIlTO oU~OVOlJf:vou KOI TOU Xpovou 0I0j300'lC, TOU EVTEpOU. H AompolJioll OU~OVEI 
TOV TOVO TOU O<PIYKl~PO TOU opGou, EAoTTWVOVTOC, ETOI Tllv oKpomo KOI T'lV ElTEI~rJ TTPOC, KEVW0'l /\oyw 
TrJC, jJEyoArJc, XIlIJIK~e; OUYYEVEIOe; npoe; TO EVTEPIKO TOixwlJo KOI TOU U4JIlAou IJETOj3oAIKOU <pOlVOiJEVOU 
npwTIle; 016i50U, rJ AonEpojJi0rJ 0XE06v OEV <pGOVEI OTllv OUOTrJjJOlIK~ KUKAo<popio. 
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5.2 <DOP!-IOKOKIVIlTlKi.e:; IOIOTIlHe:; 
H AOnEpOfJiOIl onOppOCjlOTOI UJKoAo OlTO TO EVH:PO. KOI f-lETo!3oAi(ETOI OTO ~nop, onou oU(UJyvuTOI KOI 
onEKKplvUOI fJEOLJJ Tile; xoA~e; 
o xpOVOe; IlfJl(W~e; Tile; A01TEPO fJiOIle; OTOV ov8pwn 0 EivOi HE PITfOU 11 WpEe; f-lE Olm. UfJovoll 9-14 WpEe;. 
MEAETEe; KOTOVOiJlle; OE opoupoioue; tOEI~OV iJlO UljJIlA~ OUYYEVEIO YIO TO EVTEPIKO TOixwiJo iJE npoTiiJ'lO'l 
rrpoe; OUVOEOIl f-lE TOUe; UTTOOOXEie; TWV ETrliJ~KWV AEiwv iJUIKWV IVWV. H OUVOEO'l T'le; AOTTEpOf-liolle; iJE TIe; 
TTpWT£lvEe; TOU TTAOOiJOTOe; EivOi 95%. Kupiwe; iJE Tllv oA!3ouf-liv'l H OTTEKKPIO'l TTPOYf-lOTOTTOIEiTOI Kupiwe; f-lE 
O~EIOWTIK~ N-OliJE8uAiwo'l nou EivOi 'l KUPIO fJETO!3oAIK~ oooe; T'le; AOTTEpOiJiOIle; H OTTEKKPIO'l T'le; 
0iJETO!3oAIOT'le; AOTTEpOf-liO'le; KOI TWV f-lETOf.)oAITWV yivETOI Kupiwe; iJEOW TWV Konpovwv 

5.3 npoKAIVIKO OTOIX£io yla T'lV oo<poAEIa 

MEAtTEe; TO~IKOT'lTOe; IJE T'l AOTTEPOf-liOIl OIOpKElOe; f-lEXPI 12 f-l~VEe; OE oKuAoue; KOI 18 iJ~VEe; OE opoupoioue; 
OEV tOEI~OV KOf-lIO TO~IK~ OpoOIl EKTOe; OTTO f-lIO iJIKP'l EACtnw0'l OT'lV OllOKT'lO'l !3opoue; KOI OT'lV 
KOTOvoAw0'l TPOCjl~C; OE 'If-lEp'lOlEe; 660EIC; iJEXpl 50mg/kg/'liJEpo (30 CjlOpEe; iJEyoAuTEPll ono Tllv iJtYIOTIl 
OV8PWTTIvil oooll) KOI 40mg/kg/lliJtpo (240 cpOpEe; iJEyoAuTEPIl OTTO Hlv iJEYIOTIl ov8pwmvil 660ll) 
oVTioTOlXO To mimou fJf'1 TO~IK~e; OpoOIle; OE OUTEe; TIe; f-lEAtTEe; ~TOV 1,25mg/kg/llf-ltpo (8 Cjlopte; 
f,JEyoAuTEPIl OTTO Tllv fJEYloHl ov8pwTrlv'l660'l) KOI 10mg/kg/'liJEpo (60 <popte; iJEyoAuTEPIl ana T'lV f,JEYIOT'l 
ov8pwmvil oooll) OTOUe; oKuAoue; KOI OTOUe; opoupoioue; oVTiOTOIXO AnoTEAt0iJOTO ono In vivo KOI in vitro 
f,JEAtTEe; nou 0IE~~X8'l00v EOEI~OV OTI Il AOTTEpO~liO'l OEV EivOi yOVOTo~IK~ fj,Ev UTT~P~E KOf,JIO EVOEI~Il 

KopKlvoytVEO'le;. LE JJEAtTEe; OVOTTopoywy~e;, TToAu UljJ'lAte; 06oEIe; AompoiJiollC; (40 mg/kgl 'If-ltpo- 240 
CjlOptc; f-lEyoALJTEpq ono Tq f-ltylorq ov8pwmv'l Mo'l) TTPOKOAEOOV OIOTOPOX~ OT'l YOVliJOTIlTO KOI OT'lV 
E111!3iwoll TOU Ef-l!3pUOU OE ouvouoof-lO iJE Til iJIlTPIK~ TO~IKOTIlTO OTOUe; opoupoioue; XOiJ'lAOTEpEe; 060£1(; 
OEV fixov ETTiopOOIl OTIlV uYEio Tile; f-lIlTtpOe; ~ TOU EiJl3pUOU KOI OEV EnllPEOOOV T'lV lTEpl- ~ f-lETO- YEVV'lTIK~ 
11 V l'1111U (, fl 

npoKAIVIKte; EmopOOEIe; nopOTIlP~8flKOV f-lOVO OE EK8tOEIe; nou 8EWp~8'lKOV TToAu UTTEpl3oAIKte; OE OXEO'l 
fJE Hl f,JtYIOTIl ov8pwTrlVil EKGWIl, UTTOOIlAwvOVTOe; f,JIKP~ OUOXf'TIOIl iJE TIlv KAIVIK~11PO~'l. 

6. <DAPMAKEYTIKA rTOIXEIA 

6.1 KOTaAoyoe:;!-IE TO [KOOXO: 

6.3 fj,I()PKEIO ~wrle:; 

6.5 <!>uo'l KOI OUOTOTIKO TOU THPI[KTrI. 

6.7 KClToxoe:; Tile:; ODEIOe:; KUKAo<popioe:; 

7. APIGMOr Afj,EIAr KYKJ\O<DOPIAL 

8. HMEPOMHNIA THr npOTHr Afj,EIArtANANEOrH THr A.lI.EIAr KYKJ\O<DOPIAr 

9. HMEPOMHNIA THr (MEPIKHr)ANAGEOPHrHr TOY KEIMENOY 
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2 	 To <D0AAO OOIlVlliJV Via TO XP~011l CjlOPIJOKEUTIKWV npo/6vTWV nou TTlPIEXOUV bpoOTIKG OU01OTIKO 
LOPERAMIDE HYDROCHLORIDE, Via ana TOU OTOtJOTO<; XOPilVOul-'Eva <papl-'aKEUTIKO 
IOIOOKf:UClOpaTa, Of: nf:pIEKTIKOT'lH<; 2mg/tJovaoa OOO'lC; KOI ouoKEuaoif:C; 12 povaowv KOI 
avw Ka6wc; KOI Of: tJoP<Prl mpom OE nEpl£KTIKOTilTO 1mg/5ML, Opi~ETOI we; EE,~e; 

CDYAAO O~HfION flA TO XPHrTH 

1.1 OvotJaoia 

1.2 	 rUV8EOil L\pOOTIK~ OUOIO UOpOXAWPIK~ Aom:polJioll 
EKOOXO 

1.3 	 CDoPtJo KOHXV1Krl tJoP<Prl K04JOKIO OKAIlPO 
IlpoTTI 
L\loKio 
ElfIVAWOOIO oloKio 
L\loKio OIOOTTEIPOIJEVO OTO O1OiJO 

1.4 nEpl£KTIKOTilTO Of: opaOTIKrl ouoia 

Ko8, K04JOKIO OKArlPO mplEXEI 2mg UOPOXAWpIKIle; AompolJiOIle; 

10 5ml OIpoTTl00 TTEplEXOUV 1mg UOpOXAWpIK~e; AOTTEpOlJiOIle; 

Ko8E OIOKio, EmVAwoOio oloKio ~ oloKio OIOOTTEIPOIJEVO 010 OTOIJO TTEPltXEI 2 mg UOpOXAWpIK~e; 


AompofJiOIle; 


1.5 	 nf:pIVP0<Prl-rUOKEuaoia 


1.6 CDOPl-'aKOSEpanEuTIKrl KaTilyopio AVTIOIOppolKO 


1.7 YnEuSuvoC; KUKAo<popiac; 


1.8 	 napaOKf:UOoTrl<; 


2. TI nPEnEI NA fNOPIZETE flA TO CDAPMAKO noy rAr XOPHrHrE 0 flATPor rAr 


2.1 fEVIKiC; nA'lpo<popiE<; 

H U6pOXAWPIK~ AOTTEpo~JiOIl KOVEI Til OUOTOOIl TltJV KOTTPOVWV TTlO OUfJTTOV~ KOI EAOTTWVEI Tllv OUxvOTIlTO 

TWV KEVWOEWV. 


2.2 EVOEi~EI<; 


H UbpOXAWPIK~ AOTTEPOlJioll EVOEiKVUTOI Via Til OUIJTTTWIJOTIK~ OVTIIJETWTTIOIl Tile; oE,Eioe; IJIl OlfJOppOVIK~e; 


KOI Tile; xpOVIOe; OIOppOIOe; IE 008EVEIe; IJE EIAEOOTOlJio IJTTOPEi va XPIl01IJOTTOl1l8Ei Via va EAOTTWOEI TOV 

oPI81J0 KOI TOV OYKO TWV KOTTp6vwv KOI va OKAllpuVEI Tllv OUOTOO~ TOUe;. H XOP~YIlO~ Tile; OE TTEPITTTWOEIe; 

xPOVIOe; OIOppOIOe; TTPETTEI va ViVETOI OTTO EIOIKO IOTpO. 


2.3 AVHVOEi~EI<; 


Mllv XPIlOllJOTTOIEiTOI TO «ONOMA npOIONTOI» aile; TTOPOKOTW nEPITTTWOEIe; 

• 	 Av unOPXEI oilJO 010 KOTTPOVO ~ EXETE U4JIlAO nupuo. 
• 	 Av EXETE CjlAEYIJOVIl OTO KOTWTEPO TIJ~IJO TOU EVTtpOU (n.x. EAKWOIl KOAiTIOO, ~OKTIlPIOK~ EVTEPOKOAiTIOO 

~ ljJEUOOIJEfJ~pOVWOIl KOAillOO oov OTTOTEMOIJO XP~OIlC; OplOIJEVWV OVII~IOTIKWV) 
• 	 Av EXETE OUOKOIAIOTIlTO ~ OIOVKWOIl OTIlV KOIAIOK~ Xwpo 
• 	 Av EXETE UTTEPEUOI081l0io OTIlV UOpOXAWPIK~ AOnEpOlJioll ~ OE EVa OTTO TO oAllo OU01OTIKO. 
• 	 Av EXETE OIOPPOIO IJETO ono TTPOOCjlOTIl A~4J1l OVTI~IOTIKWV 

H UOpOXAldPIKf) Acl1lfPCJlJi(J[) llptnEI va oloKom:i (llJfOO OTOV qJCjlovloGli bUOKOIAIOTIlTO KOIAICJKf) Glom or) ~ 
EIAEOe; 



'\,,\1'L11-1 ·L'-';O-I:l1 
(:)·1 (J ) 

2.4 EIOIKi:<; lTpOq>UAa~EI<; KOI HPOEIOOlTOllioEI<; KOTa HI xpr'jorr 

2.4.1 	 rEVIKa 
flopoAo TTOU fl uopoXAWPIKIl A01T£POfjiofl OlOfjOTO Hlv OIOPPOIO, OEV KOTOTTOA£fjO Tflv olTio TTOU Tflv 
TTPOKOA£o[ II' aUTO, TTpoTlfjelTOI OE OOEe; nEpITTTWOEIe; EivOi UPIKTO, va KOTonoAqJOTOI KOI fl olTio nou 
TTPOKOA£OE Tfl OIOPPOIO 

• 	 Orav £XETE OIOPPOIO So XOOETE noMa uypo AUTO TTp£nEI va ra OVOTT AflPWOUE niVOVTOe; fjEYOA£e; 
TTOOOTflTEe; AUTO EivOI TToA0 KpiOlfjO, IOIOiTEPO ora nOIOIO 0 <POPIJOKOnOIOe; OOe; SO OOe; TTPOIJflSE00EI 
IJIO £IOIK~ OKOVfl nou nEplEXEI OOKXOPO KOI oAora AUT~ fl OKOVr) 010A00VTOe; Hlv OE VEPO, So ooe; 
ovonArlPwoEI TIe; onWA£IEe; TlllV OAOTWV ono Tflv OIOPPOIO To OloAUIJO aUTO EivOI Elliofle; KOToMflAo 
YIO TO TTOIOIO 

• 	 IE mpiTTTwofl o~£ioe; c)J(lPPoloe;, fl uOPOXAWPIK~ AOTT£polJiOfl ouv~8we; OralJOTO TO OUfjTTTWIJOTO fjEOO 
OE OIOOlfliJO 48 wpwv KOI OE IIEpinTwofl xPOVIOe; OIOppOIOe; iJEOO OE OIOOTfllJO 10 fliJ£PWV Av aUTO 
OEV OUiJ(3Ei, TOTE npETTEI va OIOKOLVET£ Tfl A~LVfl TOU <P0PIJOKOU KOI va £mKOIVWV~OUE fjE TO YIOTPO OOe; 

• 	 Av nOOXUE ana AIDS KOI KOVETE 8Epom:io YIO Tfl OIOPPOIO iJE uopOXAWPIK~ AOnEpOiJiofl, ov ooe; 
nopouOIooS00v OUIJTTTWfjOra onwe; iJUEWpIOfjOe; (OIOYKWfjEVfl KOIAIO) OTOIJOT~OT£ OlJtowe; Tfl A~LVfl 

TOU KOI EvrlfjEPWOTE TO ylOTpo OOe; 
• 	 Av nooxu£ OTTO KOTTOIO n08flofl TOU ~nOTOe;, npEnEI va EVflfj£PWOETE TO YIOTPO OOe; £nElo~ 80 

XPEIOOGEi va ooe; nopoKOAou8£i OIEVOTEPO OTOV noipvu£ uopOXAWPIK~ Aom:poiJiofl. (l,EV OUVIOTOTOI 
OE mpITTTWOEIe; oo(3op~e; flTTOTIK~e; [3A6[3fle; 

2.4.2 HAIKIWJ-lfVOI: 110 TOUe; flAIKIWiJtvoue; OOSEVEie; oKoAou80uVTOI 01 YEVIKte; oOflyiEe; XPflolle; TOU 

«ONOMA npOIONTOb. 


2.4.3 KUllarr Av EiOT[ tYKUOe; q OKOlTEUUf VO WiVET£ tYKUOe;, npEnEI va EVfliJEPWOETE TOV YIOTPO OOC" 0 

oTToioe; 80 ono<pooioEI ov nptTTEI va TTOPETE «ONOMA npOIONTOL» 


2.4.4 roAouXio: Av 81lA6~£T£ TO fjWPO am" OEV npEml va TToipvm: «ONOMA rlPOIONTOL». YIOTi noAu 

iJlKPO noaa <p0PiJOKOU 80 unopxouv 010 yoAo 


2.4.5 nOiOIO: To «ONOMA npOIONTOL» OEV OUVIOTOTOI OE TTOIOIO YIO Tflv OVTliJETWTTlOq Tfle; XPOVIOe; 

OIOppOIOe; KOI OE TTOIOIO KOTW TWV 2 UWV YIO Hlv OVTliJUWmOfl Hle; o~Eioe; OIOppOIOe; LTD TTOIOIO 

XOPflYEiTOI iJOVO iJE IOTPIK~ OUVTOY~ 


2.4.6 Erriopooll aTllv IKOVOTqTO oor'jyqaq<; KOI XElplaJ-l0u J-lrIXOVr]J-l0TWV: 

Korrwofl ~OAIl ~ UTTvflAio IJnopEi va TTOPOUOIOOSOUV iJE Tfl OIOPPOIO 110 TO Aoyo aUTO, E<pIOTOTOI TTPOOOX~ 


Keno lflV OO~Yflofl ~ TO XElplOIJO iJflXOVflIJOTWV. 


2.5 AMr]AEmopoaEI<; J-lE oMo q>aPJ-lOKO r'j ouaiE<; 

EVfliJEPWOTE TO YIOTPO ooe; ov noipvETE <pOPIJOKO TTOU £TTI(3poouvouv Tfl Amoupyio TOU OTOiJOXOU KOI TWV 

EVTEPWV (OVTlxoAIVEPYIKO), YIOTi iJTTOPEi va E~OUOET£pwoouv Hlv OPOOIl Tile; uOpOXAWpIK~e; AOTT£pOiJiOfle; 


2.6 l'!.oooAoyio 

H OOOfl IOU «ONOMA nf'OIONl Ob nou nptnEI vo AO(3£TE E~OPTOTOI OTTO Tflv flAIKio KOI TO EiOoe; Tfle; 

lllCJPPOIOe; MnopEiTE va M[3UE 10 «ONOMA rIPO}ONTOL» onolao~nOTE wpo Tfle; fllJtpOe;. To K04JCJKlO 

AOiJ[30VOV10i iJE Aiyo VEpO. 

To EmyALiJoOio C)loKio oloAuTonolouvlOI Of: Aiyo OEUT£poAETTTO OTflv Em<pUVEIO Tile; YAWOlJOe, KOI I) 


KOTOTTOOfl TOUe, yivuOI iJE TO OiEAo xwpie; va Xp£IO~Eral fl A~LVfl uypWv. 


O~Eio OIQQPOIO EVi}),IKEC: KOI TTaIC)/I:] civw TWV 12 uwv ApxIKWe; 4mg (2 KOLVOKIO ~ 2 OloKio) KOI 
oKOA00Gwe; 2mg (1 KOLVOKIO ~ 1 OloKio) iJETO OTTO KOSE OloppolK~ K£vwofl MEYIOTfllliJ£P~0I0 MOfl 8mg 
(4 KOLVOKIO ~ OloKio) Av 01 KEVWOEIe; ooe; EivOI 0XfliJOTIOiJtvEe; ~ OV OEV EXETE oMfl Ktvwoll TO TE'\[UTOio 
24wpo, OEV n PETTEI va TTOP£T£ oAIIIl MOfl 

nOiOIO 2-5 uwv 1mg (1 iJETPIO KouraMKI OIpom) TPEIS <pOpES Tflv fllJtpO 
nOiOIO 6-8 £TWV 2mg (2 iJtTPIO KOUIOAOKIO olponl ~ tva KOLVOKIO ~ tva oloKio )Ouo <popte, Tflv rjiJtpo 
nOIOIU 9-11 £TWV: 2mg (2 jJtTPIO KOUTOAoKIO OIpOTli ~ EVa KOLVOKIO ~ tva OloKio) TpEIe; <pO pte; Tflv fliJtpo 
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TIC; EnOlJEVEC; rWEpEC; rl OOOr] TTpOOClPlJO~f.TOI ovo.iloyo lJE TO OlTOT£.ilEOlJO, r] lJf.yrOTr] rWfp~0I0 !SOOr] bEV 

npEnEI VU UTTEp!3oivEI OUT~ Tr]e; 1'1, rwtpOe; 


narora KalW lWV 2 uwv 

H XPrlOfl Tr]e; uopox.ilwpIK~e; .ilompOlJIOfle; DE nOiolo KOTW TWV 2 uwv bEY OUVIOTOTOI. 


2$pOVIO OIOQQQlQ 

EVi;AIK[~ OPXIK~ OOOfl 4mg KOI oKo.ilou8we; 2mg lJETO OTTO KoBE OIOppOIK~ K£vwofl EWe; OTOU E.ilEYX8Ei r] 

OIOPPOIO Iuv~BflC; 060r] ouvT~Pflofle; 4-8mg fllJEpflOiwe; nou XOpr]YOUVTOI OE fJio ~ ouo 06oEIe; Fov r] 

C)J()PPOIO OEV E.ilEYXBEi fJE Tr]V XOP~YflOfl Tr]e; fJEyIOTr]e; flfJEp~0I0e; OOO'le; TWV 12 mg YIO 10 'llJ£pEC; npiTfEI 

vo OIOKOTITETC11 'l XOP~Y'l0'l T'le; AOTTEPOlJiOflC; 


IE nEpinTwoll nou rXETf ofJ<jJl!3o.ilio, PWT~OTE TOV YIOTPO ~ TOV <jJ0PIJOKOnOlo ooe;. 

NE<PPIKQ OVEnaPKEIO 
f\,Ev XPElCl~UOI npOooPfJOY~ Tile; OOOIle; OE 008EVEie; fJE VECjJPIK~ OVEnopKEIO 

HrrOTlK~ OVEnaPKEIO 
BA 24 1 

2.7 YrrEpooaoAovio - AVTllJuwmarr 
Av nopETE fJfyO.il1l nOOOT'lTO «ONOMA rlPOIONTOI» ETIlKOIVWV~OTE IJE TO YIOTPO, IOIOiTEPO ov 
nopOUOIOOUE KonOIO ana TO nopoKllTW OUfjnTWfJOTO fJUfK~ OUOKolJl)Jio, OOUVTOVIOTEC; KIV~OflC; 

VW8POHlTO ~ E~ooGEVllfJtv'l ovonvoll 

nJ..'1Pocpopi£(; y/O TO Y/oTPO aE TTEpiTTTWOf] uTTEptJoaoJ..oyior;.· 

• 	 xoprlvI70TE vaAo~6vl7 
nravaAaf3[T[ TI)V XOPI7VI)OI) vaAoS()vI7C; /Jua ana 1-3 wpu;. av Eivat anapaiT'7To 
napaKoAoue/7on TOV aOeEVI7 Via 48 WPEC; TouA.aXloTOv 

TH/\. KENTPOY l'.HI\HTHPIALEON: 210 77 93 777 

2.8 AVEm8ulJ'1T£<; EviPVEIE<; 

To CPOpfJOKO EivOi ouv~BwC; KO.ilO OVLKTO KOI .iliYEe; OVETIlBufJ'lTEC; EvtpYElEe; EivOi IllGovOV va EfJ<jJOV1080uv 

ov oKo.ilouG'lBouv OWOTO 01 OO'lyiEC; XP~O'lC; 


MnopEi va EfJ<jJovloBouv ouoKol.illoTIlTO KOI fJUEWpIOlJOe; (OIOYKWOfl T'1e; KOI.ilIOC;). onwc; KOI ouoKo.ilio KOTCl 

Hlv oUP'lo'l Av OUTO OUfJ!3Ei OIOKOl)JTEI'l .iI~4J1l «ONOMA npOIONT02:» ov TO OUfJTITWlJOTO aUTO EivOi 

oo!3opo KOI OUfJ!3ou.ilEuBEiTE TO YIOTPO 

[=uOI08flOio OTO «ONOMA iIPOIONTOI» nx EKO~.ilWOr] fJE OEpfJOTIKO E~ov8llfJo KOI KvibwOfl Eivol 

OncJVIO nOAU onovlo olJwe; fJ1TOPEi va EKoll.ilwBEi OE 00!30POTEP£C; OVTIOpOOEIe; onwc, oVO<jJU.iloKTIK~ 


KOT(m.ilfl~io. onoTE nptnEI va EVIlIJEPWOUE OfJtowc; TO YIOTPO ooe;. 

To nopoKoTW OUIJTTTWfJOTo fJnopEi vo TToPOUOIooBouv, o.ilM IJnopEi va npotpxoVTOI KOI anD Tllv iOlo Tllv 

OIOPPOIO TTOVOe; OHlv KOI.ilIOK~ xwpo ~ OIOTOOIl vouTio KOI EfJETOe;. KorrW0'1. ~6.i11l ~ vwBpOTIlTO 

~flPOOTOfJio ME Trl XP~OIl TWV ETIlY.ilwoOlwv OloKiwv lJEPIKOi OOBEVEie; OVE<jJEPOV oioB'lIJO fJUPfJIlKiOOIlC; Il 

KOUOOU OTIl y.ilwooo OfJtowe; fJUO Hl .iI~ljJll TOUC; 

Mil OIOTOOETE va OVOCjJEpETE KoBE oMIl OVETIlBLJfJllHl EVEPYEIO OTOV ylOTpO Ooe; ~ OTOV <jJ0PfJOKOTTOIO ooe; 


2.9 HWPolJ'1via A~~'1<; lOU npo'I'OVlO<; 

AVOYP0<jJEWI OTIlV E~WTEPIK~ KOI OTflV EOWTEPIK~ OUOKEUooio 

Av OUT~ 'l 'lWPOfJ'lvio EXEI nOpEABEI va lJ'1v XP'lOlfJOTTOI~OUE TO <jJOPfJOKO. 


2.10 IOloiT£PE<; rrpOq)UAa~EIC; VIO l'1V <puAa~'1 TaU rrpol6vTO<; 
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3. 	 nI\HPO<DOPIEL riA THN OPOOI\OrlKH XPHLH TON <DAPMAKON 

-----.-~------.--.-- ..--. -.------- -------------­

To <jJ0PfJOKO aUTO OOC; TO tVpOljJE 0 VIOTpOe; OOe; fJOVO Via TO OUVKEKPlfJEVO IOTPIKO ooe; npopArwo 
Mv 80 nptnEI va TO OiVETE OE oAAo OTOfJO ~ va TO xprlOlfJOnOlEiTE Via Konolo oAAfl n08flofl 
xwpie; nporwoujJEVWe; va tXETE oUjJ~ouAEu8Ei TOV VIOTPO oae; 
Eov KOTO Tflv OIOPKEIO TflC; 8EponEioe; EjJCPOVI08Ei KonOIO npo~AfllJO jJE TO <jJ0PjJOKO 
EV'ljJEPW01E OIJEOWe; TO VIOTPO Ooe; ~ TOV cpopjJOKonOIO 00<; 
Eov EXETE onOloo~nOTE EPWT'lIJOTIKO Vupw ana TIC; nA'lpocpopiEe; nou ocpopouv OTO <POPIJOKO 
nou AOIJ~OVETE ~ XPEIO(EOTE KoAuT£Pfl £vfljJtpwOfl Via TO IOTPIKO OOe; npo~AflIJO, IJfl 
010100£1£ va (flT~O£1£ Tie; n AflPOcpopi£e; OUTte; ana TO VIOTPO ooc; ~ TO cpopjJaKonOIO OOe; 
110 va EivOi onOTEAEOjJOTIKO KOI oocpoMe; TO <jJ0PIJOKO nou oae; XOPflV~8flKE, 80 nptn£1 va 
AOIJf30VETOI oUIJ<jJwvo IJE TIe; OOflviEe; nou ooc; i568flKOV 
110 TflV aocpoAElo ooe; KOI TflV uV£io OOe; £ivol onopaiTflTO va Ola~OO£T£ jJ£ npooox~ Ko8£ 
nA'lpocpopio nou oae; ocpopo 010 CPOplJOKO nou ooe; XOPflV~8flK£ 
No IJflv OIOTflP£iT£ TO CPOplJOKO OE EPjJOPIO TOU AOUTPOU, 016TI fl (toTfl KOI fl uVpooio 
IJnopEi va aAAolwoouv TO <jJ0PIJOKO Kal va TO KOTOO1~OOUV £TII~Aa~tc; Via Tflv uV£io aoe; 
No fJflV KPOTOT£ cpoPfJOKO nou OEV TO XP£lo(£08E nMov ~ HOU txouv ~Ofl A~~£I 
110 IJEyoAuTEpfl oocpoAEIa KPOTC1T£ oAo TO cpoplJOKa O£ aocpaMc; jJtpoe; jJOKPIO ana TO nOiolo. 

4. 	 Tponoe; 0108£0'1<; 

ME laTplKr; ouvwvr; 


3 01 	 OIKOIOUXOI KOI ClvTmpoownol unoXPwuvTOI Via Hlv EcpapjJov~ Tfle; OVWTtpW EVKUKAiou 

t1 KmoTIlv TWV avwn:pw nauEI va IOXUEI '1 un' api8tJ. 2162716-4-2005 EVKUKAIOe; TOU EO<D. 

KOIvonoil)ol) : 

ET .. JOHNSON & JOHNSON HELLAS AEBE H npo"iLTAMENH L'1INLHL L'1 YEn 


AIIIA/\EIAL: KAI EnlLlAYPOY 1\ 

151 25 MAPOY2:1 


EI\ENH KPHTIKOY 

ArrOOEKTEC; yla EvipYEIa : ?~?' .. ---:~ -;~~-:'" E' ~ ;~-: ;_\: I ~;: F i: ,~\ T~~ n /~ 'J~) i~~ =:A
rEE8AILl YI 

. 


1\ MEOOyEiwv 136 
 /~;>-:~;!, '> '. (~7 c, '~:!;'i!';,;'~
155611\8~vo 

2 ~~'K~~~~~OIJe;0~E7~%~:lJ~~'~~~ ~~;~A~~E~:Poot~ioe; ... / ~~1/\
\ 	 I' I 

Ll/vOfl AocpoAlo'lC; A08tv£10C; & MilTPOTflTOC; '<" 	 / I 

LT06iou 29,101 10 A8~vo , ;·_~i:.nC~:'Ji\ )\()!\l!Oi l;\i~j'm
(iJE Tflv napoKAflofl £vfllJtpwoflC; TWV AocpaAloTIKWV '-.,.-..........__.'.. _...• ' 
TOfj£iwv nou noptxouv YV£IOVOIJIK~ f l£pi80AljJfl) 

3 Ilov[AA~vIO IOTPIKO i..uAAovo 
IlAOUTOPXOU 3, 106 7::' A8~vo 
(jJE Trlv nopclKAr]0fl rVr]~JlPwOfl TUJV 

II 



AA Y 1:I1-1~)5()-13/'1 
(:2·lu) 

TOTTIKWV IcnPIKWV LuMoywv Hl<; XCLJP0<;) 
4 	 nOVEf'A~VIO cD0PjJOKEUTIKO LuMoyo 


I IE IPC)JljJ<; 134 & AyoSraJtpOU 

118 54 AS~vo 


(~JE Hlv nopoKArlOll EVlljJ£PWOIl<; TWV 

TOTIlKWV cD0PjJOKEUTIKWV LuMoywv Hl<; xwpo<;) 


5 	 IloVEM~vlo Evwoll cD0pjJoKonolwv 

NoollAEuTIKWV 10pujJclTWV 

MlxoAoKOnouAou 99. 115 27 AS~vo 


6. 	 IKA-cDopjJ/K~ YnllPEoio 

Ay Kwvlvou 8, 102 1\ 1 AS~vo 


7 01A KMJoo<; cDOpjJOKEUTIK~<; nEpiSoAlVll<; 

nOTlloiwv 30. 106 77 A8~vo 


8 	 OiKOC; NOUTOU nElpOIW<; 

K nOAOIOAOYOU 15 

185 35 nElpOIO<; 


9 	 OiKOe; NOUTOU AS~vo<; 


IAOUOTWVO<; 2 & nOTlloiwv 

106 77 AS~vo 


10. KtVTpO 61lA1lH1PIOOEWV 
NOOOKOjJEio noiowv "n& A KUPIOKOU' 
. 11527louoi
J. 11 	 IcDEE 
!\EWq> Kflq>loio<; 280 & Ayplviou 3 
152 32 XOAOVOPI AS~vo 

12 	nov[M~vlo "EVWClfl cD0PiJOK0[310jJflxovio<; 

!\ojJljJo 7 11524 AjJlTEAOKflnOI, A8~vo 


13 LuMoyo AVT/nwv cD0PjJOKEUTIKWV Elowv & EIOIKOT~TWV 
006e; Tmolou 
180 XAjJ ESVIK~<; 000l! ASllvwv-!\ojJio<; 
146 10 N EPYGPAIA 

146EATio AyopovojJio<; 

nOVETIIClTlljJiou 42. 106 79 A8~vo 


15.TEBE - cDOPjJOKEUTIK£C; YnllpEOiE<; 

Ay KWVOTOVTivou 5 

10351 AGHNA 


16 Mil jJ£AIl LuMoywv 

(onw<; 0 nivoKO<;) 


ELOTEPIKH llIANOMH: 
6/vo1l cDop/KWV MEAETWV & "EPEUVOC; 


2 f',IVClIl f',/KWV YllllPEOIWV EAtyxou npOIOVTWV 

TiJ~jJo EKOOOIl<; & Kwo Anoq>ooEwV 


3 IpOjJjJOTEio EmoTfljJovlKOU LUjJ~OUAiou EYKpioEWV 

4. 	 IpOjJjJOTEio 6EuTEpo[308jJlou ETIlOTlljJOVIKOU LUjJ~OUAjOU 

Ml:/3-2011 

1:2 


