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ErKYKl\lOr - AnO<DArH 

GEIVIA 	 Ko8oplojJoe; nEpiA'l4J'le; XapaKT'lpIOTIKWV TOU npOIOVTOe; KOJ eDuAAou 00'lYlwv Yla TO XP~OT'l 
<P0PjJOKEUTIKWV npolOVTWV nou nEpltxouV iSPOOTIKO OUOTOTIKO AMBROXOL HYDROCHLORIDE, Via T1<:; 
iJop<pi<;: 
A. EviDliJo oloAuiJo 
B. KOiJJ-l1 OTTO TOll OTOiJOTO<; 
r. L'HGKio, rlpOTTl, KOKKio J-lIO<:; ooor]<:; Via TTOOlfJO uypo 

fl. K04l0KIO rrOpOHTofJEVr]<; onoOEowuOfJ<;, OKAfJpo 


EXOVTEe; uno4J'l, 
0) TIc, OIOT6~EIe; T'le; KOiV~e; YnouPYIKIlC; I''.no<poolle; L'lY13 (a) 83657/2005 'Tlcpl EVOPJ.10VlollC; T'lC; EAM1VIK~(, 
NOiJo8wiae; fjE Tllv aVTioTOIX'l KOIVOTIKI~I OTOV TOtJta T'le; KUKAo<p0pIOe; , TWV <pap~aKEuTIKGJV 
npolovTWV, nou npoopi~OVTOI yla avSpwmvll xprioll", 
[3) Tllv un apiSfj 43391/23-6-7010 Ano<poo'l npotopou EOeD (CDEK 1CJ52ITEuxoe;l'IEuT£po/12-l-?010) 
«11Epi iJ£w[3I[36oEwe; iSIKOIWjJOTOe; unoypQ(p~e; ana TOV npOu)pO EOCD npoc; TOUe; npoloTOjJtvouC; 
OIEUSUVOEWV EOCD», 
y) TIe; r-VWjJOTEUO£Ie; TOU EmoTlljJovlKOu LU~J[3ouAiou EYKpioEWV, TJ.1~J.1o 1\ ap CD-3?7/1-10-2010 KOI 
CD-368/511-20 1 0 

AnO<DArIZOYME 

A. 1 H IlEpiAIl4J'l XOpoKTI1PIOTIKwv TOU npOIOVTOe; CPOPjJOKEUTIKWV npolovTWV lfOU nEpltxouV opao I iKO 
OUOTUTIKO AMBROXOL HYDROCHLORIDE, YIO HI fJOpq>ij: EVEOIJ-lO oloAuJ-lo opj~£TOI we; E~~e; 

nEPII\H4'H TON XAPAKTHPlrTIKON TOY npo'iONTOr (SPC) 

1. EMnOPIKH OI'JOMArlA TOY <DAPMAKEYTIKOY npO'iONTOr 

2. nOIOTIKH &nOrOTIKH rYNGErH 

trans-4-[(2-amino-3,5-dlbromobenzyl) amino] cyclohexanol hydrochloride 

(=Ambroxol hydrochloride) 


1 cpuOIyyo = 15 mg 

3, <DAPMAKOTEXNIKH MOP<I>H 
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4. KI\!NIKA LTOIXEIA 

4.1. O£POTTEUTIK£e; EVOfi~fle; 


To [V[OIIJO oloAulJo ambroxol EVOEiKVUTOI ylO TOXEio 8EPOTT[UTIK~ oywy~ ~ onou OnOlTEiTal napE VTEPIK~ 


XOP~YTlOIl Yla T11 OUJ.1nrWIJOlIK~ 8Epam:ia KOlaOTOO£WV IJE OTOOIl Tile; r3Atvvlle; OTO EninEOO TOU 

TPOXEIO[3POYXIKOU otvopOU 
Ev~AIKEe; 

OE O~ElEe; r3POYXiTIOEe; 
-OE o~EiEe; r3poyxonvE UIJOVOn08E lEe; 
-Of ot,Eire; E~OpOEIC; XPOVIWV TTVEUIJOVon08E1l.0v 

4.2. /j.oooAoyio KOI TpOTTOe; XOP11Yllolle; 
30 mg/kg popoue; OWf,JOlOe; ova IlIJtpO, OIOIPEIJtvO OE Ttoorple; IJEIJOVWIJEVEe; 06oEIe; To oloAulJo 80 
TTptnEI va XOPllYIl8Ei IJtow oVTAioe; ouplyyoe; we; EVOOcpAtr310 tyxuoll ylO TOuMXIOTOV 5 AEnro 
H XOPflYfloll IJTTOPEi VO yivEI Evi)Of,JUIKWe; ~ EvoocpAE[3iwe; ~ 01' EYXUOEWe; ov KOI 11 UTTOOOPIO EcpOpf.-l oy~ EivOi 
Eniofle; KoAo OVEKT~. 
Evf)AIKE( 

ETTlTUYXcivovTOI YEVIKWe; KoM OTTOTEAtOf,JOlO IJE Tfl XOP~YIlOfl IJIOe; cpUOIYVoe; 2-3 cpOpEe; Trlv fllJEPO IE 
r30PltC, KOTOOlOOEIe; 11 ECP' cmoE, ooofl f,Jnopri vo out,1l8Ei OE 2 cpUOIYYEe; 
To EvtOllJO oloAulJa EivOI OUVOlO vo XOPIlYfl8Ei OE oToyollv tyxuoll ~JO(i iJE oloAulJa 5% yAUKO(Il<;, OloAuf,Jo 
5%, '\OIr3ouA6(Ile;, cpuOIoAoYIKOU OpOLJ ~ OIOAUIJOTOe; Ringer 
To [Vf:OIIJO OloAulJo ambroxol (pH 5,0) OEV 80 nptnEI va OVOIJEIYVUETOI iJE oMa olaAUfjOTO, OIOTI OUTO 
IJTTOPEi VO OOIlY~OEI OTfl 0IlIJlouPyio f,JEiYIJOlOe; IJE pH IJEyoAlmpo ana 6,3 IJE m8ovoTflTO EJ,Jcpovlolle; 
1(~iJOTOe; Tile; EAEu8EPIle; [300fle; UIJ[3poE,oAIle;, AOyw OU~flOfle; TOU pH. 
H nowvTEplK~ XOP~YflOIl TOU CPOPIJOKOU iJnopEi vo ouVOU008Ei iJE Tflv ano TOll Ol0iJOlOC; XOP~Y'lOIl H 
ouvr'lOfle; c')i(JpKEIO 8Epomioe; Eival 8 [We; 10 lliJtpEe; 

4.3. AVHVod~EIe; 


YnEpEuOI081l0io OTllv uOPOXAWPIK~ OIJr3po~oAIl KOI OTO ciAAo OUOTOTIKO TOU npoIOVTOe; 

No IJIl XOPIlYEiTOI KOTO Tfl OIOPKEIO Tile; KUIlOIle; KOI Tile; yoAouXioe; 


4.4. IOlOiHpEe; TTpofloorrolllm:le; & looiHpEe; lTpOq>UAO~EIe; KOTO TIl XPrjoll 
H on EUOEioe; EVOOcpAt[3lo XOP~YflOIl 80 TT pEnEI va YIVETOI [3paolwe; 

Kmo TTl XP~OIl TOU <P0PIJOKOU IJTTOPli vo npoK/\1l8Ei aU~llofl TOU OYKOU TWV pEuoTonOIOulJEVWV r3POYXiKW\/ 
EKKpioEWV KOI OV OEV anOIJaKpuvGouv iJE r3~xa EivOi TTPOTliJOTEPO va olaowATlvwVETOI 0 008EV~C; WOTE vo 
TTOpafJElvEI OVOIKTll fl ovanvEuOTIK~ Oooe; 
To npolov aUTO TTEPIEXEI AIYOTEPO ana 1 mmol vmpiou (23mg) ovo XOPIlYOUIJEVfl 00011, 6'lAoo~ 
OUOIOOTIKO EivOI «EAEu8EPO VOlpiou» 

IE nEpinTwoll EnflpEOOiJEVIle; VE<ppIK~e; AEITouPyioe; ~ oo[3op~c; flTTOlOTTo8Elae; TO ambroxol npEITEI vo 
XOPIlYEiTOI IJE npooox~ 'OTTWC; iJE oAo TO CPOPIJOKO nou iJETO(3oAi(oVTOI ana TO ~nop KOI OKoAou8Ei 
VECPPIK~ arrEKKploq roue;, EVOtXETOI va EIJCPOVIOH.i OUOOWpEUOq TWV IJETOf3oAITWV Tile; aiJPpo~oAIlC; nou 
0XTliJOTi08IlKOV OTO ~nop, OTOV UTTOPXEI OoPop~ VE<PPIK~ ovmopKEIO 

4.5 AMilAETTlopoow; IJE oMa q>opJ,JoKa KOJ aM£(:, J,Jopq>£e; aAA'lAfrriopao'l<; 

Mv unopxouv KAIVIKO OIlIJOVTlKte; OUOIJEVEie; oAAIlAEmopooEIe; IJE oAAo q>OpiJOKO 

METa Hl XOP~YIlOfl uIJr3poE,6AIle; 01 OUYKEVTPWOEIC; OVTI[310TIKWV (OiJ0E,uKIAAivll, KE<pOUpoE,if,Jll, 

Epu8pOfJUKivll) OTIe; (3POYXOTTVEUIJOVIKEe; EKKpioEIe; KOI OlO nTUEAu EivOI OU~'ljJtvEe; 


4.6. KlJr10'l KOI yoAouXio 

Xp~OI1 KOTO T'lV KUlloll: 

H OiJi3po~oAIl olonEpvo TOV nAoKouvTO H oocpoAElo KOTO Tfl OIOPKEIO Hle; KUIlOIle; OTOV av8pwno OEV tXEI 

OKOiJO OTTOOEIX8Ei 

H XPr'jorl TOU q>OPf,JOKOU OE OUVIOTOTOI KOla Hl OIOPKEIO Tile; KUflOIl<; 


Xp~OI1 KOTO Til OIOPK£IO Tile; yOAouxioe;: 
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5.3 	 IlpoKAIVIKcl O£OOllivo VIO Hlv aoq>oA£lo 

H uopOXAWPIK~ o~l[3pot,oAfl tXEI X0l-.HIAo OEiKHI o~Eioe; TOt,IKOTfllOe; 

MEAtW; movoAolJ[3oVOIJEVfle; Malle; ClITO IOU OTOWJTOe; IJE 660fl 150 mg/kg/fliJtpo OE iJUEe; (4 E[3C5oiJoOEe;) 
iJE 660fl 50 mg/kg/rwtpo OE miIJUEe; (52 KOI 78 E[300iJoOEe;), !JE 060fl 40 mg/kglrljJtpo, OE KOVIKAoue; (26 
E[300 !JOOEe;) KOI !JE 060 fl 10 mg/kg/fl iJtpO oc: oKuAoue; (52 E[300IJClOU;) OEV tOE It,OV KonOIO I::UOIOKPIT fl 
TO~IKOTflTO OE KoTTOIO OPyovo 

LE EVOOcpAt[3IEe; iJEAETEe; TOt,IKOTflTOe; TEOoOpWV E[300iJOOWV iJE uopOXAWPIK~ OiJ[3pot,oA'l XOPfly~e flKOV oE 
miiJUEe; 4,16 KOI 64 mg/kglrwtpo KOI OE oKuAoue; XOP'ly~8'lKOV 45,90 KOI 120 mg/kg/fljJtPo (EYXUOEIe; 3 
wpwv/fliJtpO) OEV U5EIt,ov oo[3op~ TOTTlK~ ~ OUOHliJOTIK~ TOt,IKOTflTO TTEPIAoiJ[30VOjJEVluV KOI 
IOTOno80AoYIKWV oMolwoEwv. OMe; 01 oVETTl8ujJIlTEe; EVEPY£IEe; rFOv OVOOTpEtj.JliJEe; 

H XOP~YflOfl 060Ewv uopOXAWpIK~e; OiJ[3pot,oAfle; ana TOU OTOjJOTOe; OTOV E~ETOOTflKE O£ OOOEIe; E0Je; KOI 
3000 mg/kg/fliJEPO OE mijJUEe; KOI 200 mg/kg/lliJEPO OE KOVIKAouC; OEV EOEIt,E EiJ[3pUOTO~IKEC; r'1 
TEpmoyoVIKEe; opcim:le; H YOVliJOTIlTO 0POEVIKWV KOI 8flAuKWV £TTiiJuwv OEV £TTflPEOOTflK£ iJE OOOEIe; EWe; KOI 
500 mg/kg/'l!JEPO 

To NOAEL OE !Jio TTEPIY£VVETIK~ KGI iJETOYEVVETIK~ iJEAtTIl ovonTu~fle; riTOv 50 mg/kg/fllJtpo .6001] 
uoPOXAWpIK~e; OIJ[3po~oAfle; 500 mg/kglrWEPo OE oKuAoue; ~TOV EAocppwe; TOt,IK~, KOOWe; EjJCPOVIODV 
EAonwwvo OWjJOTIKO [3opoe; 

MEAtTEe; yovOTo~IKOT'lTOe; TOOO in vitro (OOKliJOoio Ames KOI OOKljJooio XPWjJOOWjJlKWV ovwiJoAltJJv) 000 
KOI in VIVO (OOKliJOoiO iJIKpOTTUp~VWV iJuwv) OEV tOEIt,OV iJETOMot,loyovo 0PoOfl Tfle; uoPOXAWpIKrie; 
aiJ[3po~oA'le; 

H OiJ[3po~oAfl OEV EOEIt,E 0YKOYEVUIKO OUVOIJIKO OE iJEAETEe; KOPKIVOYEVEO'le; OE l-JUEe; (50,200 KOI 800 
mg/kg/fliJEPo) KOI mijJUEe; (65, 250 Kal 1000 mg/kgIrWEpa), [1 OlrJpKElO TWV iJEAETWV ~TOV 105 KOI 116 
E[300jJOOEe; oVTioTOIXO 

6. <DAPMAKEYTIKA rTOIXEIA 

6.1 KmoAoyoc; EKOOXWV 

6.2 	 AuuIlI3OTOTllT£C; 
To EVEOIiJO OloAuiJo ambroxol (pH 5,0) OEV 80 npUm vo OVOiJEIYVUETOI iJE oMo OIOAUIJOTO TWV OTToiwv 
TO pH EivOi iJEYOALITEPO ono 6,3 OIOTI jJTTopEi va TTpOKUtj.JEI , Aoyw ou~rim:we; TOU pH , KoSi~flOfl Tfle; 
EAEuStpoe; [3ooEwe; ambroxol. 

6.3 	 ~lapKElo ~wric; 

6.4 	 IOIOiHP£C; npOIpuAo~EIC; KOHl HI <puAo~'l TOU npoYovTOC; 

6.5 	 <Duull KOI OUOTOTIKO TOU nEpliKTIl 

6.6 	 OOIlYlrc; XPr'J0'lC;! XElp10I·JOU 
Mv ECPOPiJO~ETOI 

6.7 	 KClTox0C; H]e; OOEIDe; KUKAo<popioe; 

7. APIGMOr AllEIAr KYKAO<DOPIAr : 

8. 	 HMEPOMHNIA nPDTHr ErKPlrHr IANANEDrHr THr AllEIAr KYKAO<DOPIAL 

9. 	 HMEPOMHNIA THr (MEPIKHr) ANA0EOPHrHr TOY KEIMENOY 

4 
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2. To CDuMo OoqVlwv Via TO XP~OHl (POPIJOKEUTIKWV npolovTWV nou nEpltxouV bpOOTIKO OUOTOTIKO 
AI'v1BROXOL HYDROCHLORIDE, VIO Tq lJop<pr'r Ev[ollJo oHjAu~a opiC;uOl we; E~~e; 

<DYI\I\O Of1HfION flA TO XPHLTH 

1. npOLfJlOPILMOL 4>APMAKEYTlKOY npoiONTOL 

1.10NOMALlA: 

1.2 LYN0ELH 
LlpOaTlK~ ouaio: YopOXAWPIK~ ojJ!3po~oAq 


·EKOOXO: 


1.3. ctJAPMAKOTEXNIKH MOP4>H 

EVEOljJO OlclAUjJO 

1.4. nEPIEKTIKOTHTA LE LlPALTIKH OYLIA 

2 1111 EVEOljJOU OIOAlJjJOTOe; nEplEXoUV 15 mg UOPOXAWpIK~e; ojJ!3po~oAIle; 

1.5 nEPIIPA4>H-LYLKEYALlA: 

1.6 Q>APMAKOGEPAnEYTIKH KATHrOPIA: BMvvoAuTIKO 

·1.7 ynEY8YNO[ KYKI\0Q.10PIAL 

1.8 nAPALKEYALTHL 

1.9 LYLKEYM':THL 

12 TI-riPEnEiNA fNO-PIZETE riA TO <DAPMAKO-n6viAE XOPHr-HLE OhATPO£iAi-­
-- -----.-- --~,- --­

01 nAllpmpopiEe; OUTOU TOU ~uMooiou OVO~EpOVTOI jJovo OTO OUVKEKPljJEVO ~OpjJOKO 
IlopOKOAoujJE OIO~OO1E TIe; npOOEKTIKO Go Ooe; OWOOUV 0lljJOVTIKte; nArlPo~opiEe;, oMo OEV jJTTOPOUV va 
OOe; TO E~rlY~OOUv oAo. Eov EXETE KonOIEe; EPWT~OEIe; ~ OEV EioTE oivoupol Via OTlo~nOTE, PWT~OTE TOV 
VIOTp6 ~ TOV ~opjJOKonOIO OOe; 

2.1 fENIKEL nI\HPO<DOPIEL 

10 «ovojJo npoIOVTOe;» tXEI OEIX8Ei OTI ou~aVEI TIe; EKKpioEIe; TOU oVOnVEUOTIKOU EVIOXUEI Tqv nopoywV~ 
TOU [lll~OVEIOOpOOTIKOU nopayovTO TWV lTVEUjJOVWV KOI TrlV AEITOUPVio TWV KpOOOWV. AUTte; 01 OpOOEIe; 

txouv we; onOTEAwjJo Hl i3EATiwoq Tqe; po~e; KOI Hle; jJETO~Opcle; Tile; i3Mvv ile; (i3AEVVOKpOOOWT~ Ko80pOil) 
H (JU~lloq TWV EKKpioEWV KOI Hle; i3MVVoKpOOOWT~e; Ko80pOile; OIEUKOAuvouv Tqv onoxpEjJlIJil KG! 
()v(JKou~iC;ouv TO i3~xo 

2.2 ENLlEE:EIL 

To [VtOljJO OlclAU[.IO EVOEiKVUTOI Via TOXEio 8EponEuTIK~ OVWV~ ~ onou onOiTEiTOI nopEvTEPIK~ XOP~VilOil 
VIO Til OUjJnTW[.IOTIK~ 8EPOHEio KOTOOTOOEWV [.IE OTOOfl Tfle; !3MvVfle; 010 EnilTEOO TOU TPOXEIO!3POYXIKOU 
otvbpou 

E'J~AI KEe; 

LE o~EiEe; i3povxiTIOEe; 

LE o~EiEe; !3povxonvEU[.Iovona8E1EC; 

LE o~EiEe; E~OpOEIe; XPOVIWV nVEujJovono8EIWV 

2. 3 ANTENLlEI:=EI[ 


To (P0PjJOKO jJnopouv vo !3oil8~oouv TOUe; 0ppWOTOUe;, [.Inopouv ojJwe; va i5iljJIOUPV~OOUV KG! 

npoi3A~jJOTO, OTOV aUTO OE AO[.li30VOVTOI OUjJ(PWVO [.IE TIC; OOilViu;. 

YnEpEUOIo81loio OTflV uopoXAwplK~ OiJi3po~oAq KOI OTO oAAo OUOTOTIKO TOU npolOVTOe; 
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No ~Il XOPflYEiTOI 1(010 HI OloPKEIO HIC, KUrIOIlC, KOI Tile; YOAouXioc, 

2.4 EIL':dKEI npO<DY/\A=EII KAI EI~IKEL npOEIfl.OnOIHIEfI KATA TH XPHl:H 

2.4.1. f[VIKO: 

H OTHU8EIOC, EVo()(pMi3lo XOPIWflofl So nptnEI va yivuOI i3pootwc, 
K01C) Til XP~Ofl TOU cpoPiJoKOLJ iJnopEi VOI1POKAIlOEi oU~1l01l TOU OYKOU TWV pEuoTClnolOUfJEVWv !3POYXIKWV 
EKKpioEWV KOI OV OEV OnOiJOKpUVOOUv fJE i3~xo EivOI npOTlfJOTEPO va OIOOWArIVWV£TOI 0 OOOEV~C; WOTE va 
nopoiJEivEI OVOIKT~ 11 OVOllVEUOTIK~ Oooe; 

To npolov aUTO llEPIEXEI AIYOT[pO ono 1 rmnol vOlpiou (23mg) ova XOPflYOUfJEVO ooofl, OflAOO~ 
OUOIOOTIKO EivOI «EA£uOEPO VOlpiOLJ» 

h m:pinTwofl EnrlP£OOiJEvlle; V[(ppIK~e; A£lTOuPyioe; ~ ooi3op~e; fln01onoOEIOe; TO «OVOfJO npoIOVTOc,» So 

nptnEI va XOPflYEiTOI iJE TTpoOOXfl, Myw nIBov~c, ouoOwpEUOIle; TWV fJ ETo i30AITWV TflC, OlJl3po~6A 'le; TTOU 

0Xll~CJTIOTflKOV 010 ~nop 


2.4.2 XP~OIl KaTO Tllv KUI)Of): 


H UiSpOXAWPIK~ OfJi3PO~OAIl OlonEpvo TOV nAoKOuvTO H OOcpoAEIO KOla Til OIOPKEIO Tile; KUIlOIle; (nov 

oV8PWTTO OEV EXEI OKOfJO OTTOOEIXBEi 

H XPrloil TOU CPOpiJOKOU OE OUVIOTOTOI KOla Tfl OIOPK£lO Tile; KUllOlle; 


2.4.3 XP~OIl KaTO HI OIOPK[lO Tile; yoAouxioe;: 

H UOpOXAWPIK~ OiJi3po~OAIl EKKpivETOI OTO fJIlTPIKO VOAO 

H OOCPOAEIO ono Tfl XOP~YIlOIl TOU cpoPiJOKOU KOTO Til OIOPKEIO Tile; YOAouxioe; OEV tXEI OKOiJO onOOEIXSEi, 

~mOT[ OE OUVIOTOlUI ri XOP~YIlOIl TOU CPOPfJOKOU OE 8f]Ao(oUOEe; fJllTtpEC, 


'~2.4.4 Euiopaol) GTIlV IKavOTIlTO OO~VIlOIl KOI X[IP10f.10lJ f.1IlXOVIlI.H1TWV: 

f\,EV unopxouv EV(jEi~EIe; YIO Tllv ETTiopoor] OTIlV IKUVCJTrPO OO~YIlOIle; KOI XEIPIOiJOU iJIlXOVWV OIOTI OEV 
EXOUV 6IE~OXOEi OXETIKte; iJEAEHC; 

2.5 A/\/\H/\EntLWAIEII ME AI\I\A <DAPMAKA 'H OYLIEI 
f\,Ev UIlOPXOUV KAIVIKO 0llfJOVTIKEe; OUOfJEVEie; oMIlAETTlOPOOEIC; fJE OAAO cpOp~JOKO METa Til XOP~YIlOIl 
OfJ(3po~oAIle; 01 OUYKEVTpWOEIe; OVTll3lOTIKljJV (OiJo~uKIMivll, oEcpoupo~ifJll, EpuSpofJuKiVIl) OE 
I3povxoTTvEUiJOvIK!~e; EKKpioEIe; KOI OTO OiEAO EivOi ou~rllJtvEe; 
nplvnopUE aUTO TO cpciPfJOKO So np:~nEI \10 EXUE EVllfJEPWOEI TO YIOTPO OOe; Via Ko8E CPOPiJOKO TTou TLJXOV 
noipVETE QOPiJOKO EivOI KoBE npolov nou XOPIlYEiTOI KOI xwpic, IOTPIK~ OUVTOY~ 

2.6. 11 OLO/\ OIlA 
30 mg/kg l3opoue; OWiJ01Oe; avo lliJEPO, OIOIPEiJtvO OE TtooEple; iJEfJOVWfJtvEe; OOOEIe;. To OIOAUfJO 80 
nptnEI va XOPIlYIlGEi fJEOW OVTAioe; ouplVyoe; we; EvoocpM1310 tyxuOIl VIO TOUAOXIOTOV 5 AETna H XOP~VIlOIl 
fJnopEi va ViVEI EVOOfJUIKWe; ~ EVOOcpAEi3iwe; OI'EYXUOEWe; oV Kalil unooopio ECPOPfJOY~ EivOi ETTiollC; KoM 
OVEKT~. 

Ev~AIK[C;: 

ETTlTUVXOVOVTOI V£VIKWC; KoM OTTOTEMoiJ01O fJE Til XOP~YIlOIl fJIOe; cpUOIyyoe; 2-3 cpopte; Tllv rwtpo IE 

j30plte; KOlOOTOOEIe; 11 Ecp' OTTO~ 00011 iJTTOpEi va OU~1l8Ei OE 2 cpUOIYYEe; 

To EvtOl~JO OIOAUfJO EivOi OUV01O va XOPIlYIlSEi OE OToVOllv tyxuoll fJo(i fJE iSlOAUiJO 5(% YAUKO(Ile;, OIOAUIJC1 

5% AOIi3ouM(Ilc" <PUOIOAOVIKOU opou ~ OIOAUiJOTOe; Ringer H TTOPEVH:PIK~ XOP~VIlOIl TOU CPOpfJOKOU 

fJnopEi va ouVOU008Ei fJ[ Tllv OTTO TOU OTOfJOlOe; XOP~VIlOIl· H ouv~81le; OIOPKEIO SEpOTTEioe; [ivOi 8 EWe; 10 

IlIJt pEC; 


To EvtOliJO OIOAUiJO ambroxol (pH 5,0) OEV 80 TTptnEI va OVOiJEIVVUETOI iJE oMo OIOAUiJOlO, OIOTI OUTO 

fJTTOPEi va OOIlY~OEI OTIl 0ilfJIOUPVio iJEiViJOTOe; fJE pH fJEVOAUTEPO OTTO 6,3 ~E m80voTIlTO EiJCP6v10lle; 

1(~iJOTOe; Tile; EAEu8EPIle; (3001le; o~i3pO~OAIle;, Myw OU~IlOIle; TOU pH 


2.7 YflEPLlm:O/\OrlA - ANTIMETOnlLH 
MtXpl TWPO OEV EXOUV OVOCPEpSEi E~EIOIK[UfJtVO OU~llH.iJiJOlO unEpOOOOAOvioe; OTOV ovSpwno 

L£ nEpinTwoll uTTtp13001le; Tile; iSOOOAOyioC; OUVIOTOTOI OUfJnTW~OTIK~ SEPOTTEio 
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2,8 'TlllPEnEI NA rNOPIZETE:LE nEPInTO:LH nov nAPAI\EI4JETE NA nAPETE KAnOIA IlOl:H: 
Eov npr.1l£1 VO AOIJj30VU[ TO CPOPjJOKO OUVEXWe; KOI TTOpOAEiqJLTE jJio OOOfl, fTptTTU vo AOj3UE Tfl (Joorl 
CJUTlI 10 TOXUHPO OUVOTOV Eov EV TOUlOle;, T1AflOlO~lI fl wpo ylO TflV EnOjJEvrl OOOfl jJfl ;\Oj3UE T II OOOfl 
nOIJ llOpOA£lqJCJTE, OIlAO OUVEXICJTE KOVOVIKO Tfl 8EponEICJ 

2.9. ANEniGYMHTEL ENEPiEIEL 
OniJ..IC, iJf oAo TO (PClpjJoKo, jJEplKte; cpopte; nopouolO~OVTOI oV[TTl8u~flTEe; EvtpYEI[e; 

DIOTOP..QXEC; TOU ovooonOII]TIKou..QumrJlJOToc, L1IOTOpoXtC; TOU btpjJOTOC; IS.QI.. TOU UTTOOOPIOU 1Ql..0~ 


AvocpulloKTIKte; OVTIOpOOEle; OUjJTTEPIAOjJj3oVojJ£vfle; Tfle; OVOCPUAOKTIK~e; KOTonllfl~ioe;, OYVElooiofllJ 0, 

EC,ov8rHJo, KvibwOfl, KVflOjJoe; KOI OAArI UTTEPEUOl08flOio 


DIOTOQQl:te; TOlJ...'{.9QlPEVTEpIKOlJ OUOTrJjJOT0C; 

NOIJTio, qJETOe;, oIC1PPOIO, QUOTTEqJio KOI KOIAIOKOe; novoe; 


I\VOcptPEH OTO YIOTPO ooe; OTTol06~noH £vOXllflfJO nopOTflP~OET£ KOI TTOU OEV fTEPljJEVOTE 

2.10 HMEPOMHNIA /\H=H:L TOY npOIONTO:L 
Mil XPIlOlfJOTTOIEiTE TO npolov fJElCl Tflv IlfJEPOfJllVIO TTOU OVOypOCPETOI OTfl OUOKEUooio TOU 

2.11 IL'lIAITEPE:L npO<DY/\A=EIl: riA TH <l>Y/\A=::H TOY npolONTOL 

2.'12 HME::POMHNIA TEI\EYTAIAl: ANA8EOPH:LHl: <DY/\I\OY OIlHrION, 

3. fl/\HPO<DOPIEl: riA THN OP80/\OfiKH XPHl:H TON <DAPMAKON 


~l 0 CPOpfJOKO OUTO TO tVPOljJE 0 YIOTpOe; OOe; ~OVO Via TO OUYKEKplfJtVO IOTplKO ooe; npoj3ArJ ~O 


!lEV TTPETTEI vo 10 6iVETE OE 0;\;\0 01OfJO ~ VO TO XPflOlfJOTTOI£iH YIO KOTTOIO oMfl no81l01l, Xwpie; 

npoflyoUfJtvwe; vo tXETE ou~j3oUA£u8£i 10 VIOTPO ooe; 

F ov KOTO Tfl ()IOPKEIO ffle; 8lpOTT£ioe; £fJCPOVI08Ei KonOIO TTPOj3AflfJO fJE TO CPOp~OKO, EVflfJEPWOTf 

10 ViOl :i() Ooe; ~ TO CPOP\JOKOTTOIO OOe; 

[uv tXETE OffOloo~nOH EPLUTflfJOTIKO yupw ana Tie; nllflPocpopiEe; TTOU ocpopOUV TO CPOP~OKO 


nou AO~j30VETE ~ xp£16~EOTE KOMJTEPfl EVflfJtpwofl Via TO IOTplKO DOe; TTpoj3l1flfJO ~fl OIOTC1UE1E 

VO ~flT~OETE TIe; nAflPocpopiEe; OUTte; ono TO VIOTPO Ooe; ~ 10 cpoPfJOKOTTOIO OOe; 


• 	 [-10 vo EivOi OTTOT£A£OfJOTIKO Kol oocpoMe; 10 CPOPfJOKO TTOU OOe; XOPfly~8flKE 80 npEfTEI vo 
AOjJj36vETol oUfJcpwvo jJE TIe; oOflyiEe; TTOU OOe; oo8flKoV. 

riO TIlV oOCPOAEIO Kol TflV uVEio Ooe; EivOi onopoiTfllO vo 010j300ETE ~E npOOOXfl Ko8E 
nMIPocpopio nou ocpopo TO CPOP\JOKO TTOU ooe; XOPflV~8IlKE 
Mil 610TflPEiTE TO cpoPfJoKO OE EpfJOPIO TOU AOUTPOU, OIOTI Il ~tOTfl KOi Il uVpooio ~TTOPfi VD TO 
oMolwoouv Kol VO TO KOTOOT~OOUV ETTlj3Aoj3~ Ylo Tllv uYEio ooe; 

• 	 Mllv KPOTOTE CPOp~oKO TTOU 6EV TO XPEIO~EOTE ~ TTOU txouv ~Ofl A~~EI 


110 KOlluTEPfl oOCPOA£lo KpOTOTE oAo TO CPOPjJOKO jJOKPIO OTTO TO TTOiOIO 


4. TPOnOl: ~IA8El:Hl: 


To CPOP\JoKO XOPflVEiTOI ~E IOTPIK~ OUVTOV~ 
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B. 1 H IlrpiAIlllJr) XOPOKH)PI01IK(;JV TOU rlpolovTOc, q;OPIJOKUHIH';JV rrpol6vTWV TTOU fTEPIEXOU v OPOOTIKO 
OUOTOTIKO AMBROXOL HYDROCHLORIDE, Via Til fjOp<prr KOIJIJI ono TOU OTOfjOTO<; opi~uQ[ GJe; E~r'j<; 

nEPII\H41H TON XAPAKTHPlrTIKON TOY npOIONTor (SPC) 

1. EMnOPIKH ONOMArlA TOY <DAPMAKEYTIKOY npo·iONTor 

2. nOIOTIKH &nOrOTIKH rYNGEl:H 

trans-4-[(2-amlno-3,5-dibromobenzyl) amino) cyclohexanol hydrochloride 
(=Arnbroxol hydrochloride) 

3. CDAPMAKOTEXNIKH MOP<DH 

4. KI\INIKA rTOIXEIA 

0<; ~Or]8r]TIKO Yla Til pEUOTOnoilloil TWV [3AEVVWOWV EKKpim:wv Tile; ovonVEUOTIK~e; 000l! OE nEp!HH.inEiC; 
oi;miJv KOI XPOVIWV [3poyxonvEulJOvlKWV noEJr'jofuJV WpOYXiTIOO, EIJ<.pU0'ljJO, TPOXEIO[3POYXITIOO, XpOVllJ 
008IJOlIKr') i3poyximSo). 
Enioflc, f:VOEiKVUTCII ylO Tr]V npOAr]ljJr] TWV CJVOlIVEUOTIKWV EnmAOKWV JJETel ana KOTOKPOT'lOllllJJV 
EKKpioEWV IJUO OTTO jJEi~oVEe; XEIPOUpYIKte; ETTEIJi300EIC, OTO BWPOKO - ovw KOIAio KOI IJUO ana 
jJOKPOXPOVIO KOlOKAIOil 
KOTO Tr] OIOPKEIO Of,EIWV Ei;opOEWV TWV i3POYXiTIOWV TTPETTEI VO xopr]YEiTOI IJo~i IJE TO KOToAArlAo 
OVTIi3IOTIKC). 

4.2. lloooAoVio KOI TPOTTOC; xoPr'jVIlOIl<; 

Evr')AIKEC; KOITTOIOIO OVW TlJJV 12 UWV 

2 TfjJoXla KOjJjJEOe;, 3 <.popte; TIlv r]jJtpo. 

To GEpOTTEUTIKO mfOTEMojJo jJTTOPEi va EVIOxu8Ei jJE xopr)YIloil 2 TEjJOXiwv KOjJIJEOe; 4 <.pOpEe; H)V 'lIJEpO 


nDiOIO 6-12 uwv: 


1 TEjJOXIO KOIJjJEOe; 2-3 <.pOpEe; TrJV fljJtpo. 

To 8EpamuTIKo OnOTEAWIJO IJnopEi vo EVIOXUGEi jJE xopr')Yr]or] 1 TEjJOXiou KOjJIJEOe; 4-6 <popte; Trlv r]IJtpo 


L£ O~£iEC; KmoOToOEIe; TOU OVOTTVEUOTIKOU, EOV TO OUIJnTwjJmo o£v unoxwpouv ri X£IPOT£P£uouv KOTO TrJ 

OIOPK£IO H)e; oywYrie;, 80 nptn£1 vo ~rJTrJ8£i rJ OUIJ[30UAri TOU 8EpOTTOVTOe; Impou. 

To Ko8E Tq.J0XIO KOIJjJEOe; vo oloAunol oPyo OTO OTOIJO 

To <.poPIJOKO IJITOPEi vo AOIJi3ovnOi vo AOIJi30VETOI oVEi;oPTilTO OTTO TrJV npooAr]ljJrJ TpO<.prie; 


YnEpEuOIoGr]oio OTr]V uoPOXAWPIKr') oIJi3POi;OAr] KOI OTO oAAo OUOTOTIKO TOU npoIOVTOe;. 
No IJil xopr]YEiTOI KaTe) Til OIOPKEIO Tr]e; KUIlOlle; KOI Tile; yaAouXioe; 

AVTEVO[iKVUTOI O[ onOVIEe; nEpmTWOEIe; KAilPOVOjJlKWV KmOOTOOEWV, Tie; onoiEe; 0 008EV~e; IJITOPEi VO 
EIJ<jluviZ;£1 OOUIJf3OTOTr]TO jJf Konolo ono TO EKOOXO TOU npolovwC; (nupOKOAw O[il£ Tllv HOpc'JYpO<jiO 11 /l) 
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I\OIJQU jJEQ08wQcJKlOU 
NOUTiu, [~I[TOe;, OIOPPOIO, OUCJTlUPIO KOIAICJKO aAyoe;, OTOIJOTIKrl KOI cpopuYYIK~ unol08rloio, ~rlPo olOlJiCl 
~IlPOHlTO cpapuyyCl 

4.9. Ym:pooaoAoyio 

L U I-lTIH.DI-lOTO 

~J1tXPI TWPO O[V txouv ovo<pEpBEi E~EIOIKEU~J[VO OUlJnTwlJOTO UTTEpooooAoyioe; OTOV ovElpwno. 
0rpOTTrio 

ME [3CJOIl OVocpopte; OKOUGlO~ UTIEpooooAoyioe; KOI ovo<popte; IOTPIKWV A08wv TO nopOTIlPIlBtvTCl 
OUfJTTTGJ~IOTO EivOI OE oUlJcpwvio IJE Tie; yvwOTte; OVETTl8UIJIlTEe; EvtpYEIEe; Tile; UOPOXALJJPIK~e; OIJ[3po~oAIle; 
mil OUVIOTWjJEVIl ooooAoyio KOI ~JTTopEi va XPEIOOTEi OUjJnTWjJOTIK~ 8EpanEia . 

5. CDAPMAKO/\OflKEL IL'.IOTHTEL 

5.1 <l>0PI-l0KOOUVOPIKEC:; IOlcnrp£c; 

npoKAIVIKO, 11 uopOXAWPIK~ OiJf3po~oAfl, TO OPOOTIKO OUOTOTIKO lOU «OVOjJO npOIOVTOe;» tXEI OEIX SEi OTI 
OU~OV[I Tie; EKKpioue; lOU OVOfTVEUOTIKOU EVIOXUEI Tflv nopoywy~ TOU ETTlCPOVEIOOPOOTIKOU napoyovTO TtA.lV 
nVEUfJOVWV KOI TIlV Amoupyio TWV KPOOOWV AUTte; 01 opaOEIe; tXOUV we; OTTOTtMojJo Hl f3EATiwo fl Tfle; 
po~e; KOI Tfle; jJETOcpOpOe; HIe; [3MVVfle; ([3AEVVOKpOOOWT~ KoSOPOIl) BEATiwOfl Tile; [3AEVVOKPOOOWT~e; 
K(180pOfle; tXEI OEIXSEi OE KAIVIKEC; cpoPIJOKoAoylKte; iJEMTEe; H OU~flOfl TWV EKKpiOEiJJV KOI Tile; 
i3MvvnKpooowTrlC; K6SoPOfl~ OIEUKOAuvouv TflV onoXpEjJ4Jfl KOI ovoKoucpi(oLJIJ IIJ f3~xc 

10TIlKI1 aVOIoSIlTIK~ 0POOfl Tile; UOpoXAWpIKfle; OIJ[3po~oAfle; [XEI nopOTrJPIlBEi OE jJovTtAo ocpOoAlJou 
KOVIKAou, TO onoio IJlf0pEi vo E~flYIlSEi OTTO Tie; IOIOTflTEe; nou tXEI OTOV onol<AEIOIJO TLJJV olouAwv VOTpiou 
'EXEI anOOElxSEi In Vitro OTi 11 u6poXAwplK~ ajJf3po~oAIl anoKMiEI TOUe; olouAoue; vOTpiou, rJ OtOIJE uOfl OUTIl 
EivOi ovompE4JllJfl KOI E~OPTWjJEVrJ ano TrJ OUYKEVTPWOfl Tile; ouoioe; 

H om:AEuStpwOIl KUTTOpOKIVGjV 010 oilJO KaBwe; KOI TO KoBIlAwjJEvo OTOUe; 10TOUe; jJOVOTIUprJVO KOI 
noAuiJopcponuPflvo KUTTopa CPOVIlKE vo iJlIL0VOVTOI 0rJiJOVTIKO in vitro OliO Hlv uopOXAWPIK~ O~Jf3po~o'\'l 

L£ KAlviKte; wAtTEe; OE OU8EVEie; IJE novoAoljJo, 0 novoe; 010 cpopuyyo KOI Il EPUOPOT'lTO ~JElWOIlKOV 
OflfJOVTIKO. 

METO HI XOP~YIlOIl OfJ[3po~oAfle; 01 OUYKEVTpWOEIe; OVTI[310TIKWV (OlJo~uKIAAivll, KECPOUposilJll, 
£PU8POIJUKivll) OTIe; [3poyxonVEUIJOVIKte; EKKpioEIe; KOI OTO nTUEAo EivOi ou~rwtVEe; 

To «OVOIJO TIpoYovlOe;» A6yuJ Tfle; OUVSEOflC; TOU Eivol KOToAAIlAo Ylo olo[3flTIKoue; 

5.2 <l>OPIJOKOKIV'1T1KEC:; IOIOT'1U<; 

AnopPOCPllor) 

ct>OPIJOKOKIVflTIKte; IJEMTEe; E6EI~OV TOXEio onoppoCPllorJ TWV ono TOU mOjJOTOe; XOprJYOUfJEVWV jJopcpwv 

GiJEOrJe; onootojJEUO'lC; TrJe; uOpOXAWpIK~e; OIJf3po~oA'le;, IJE YPOlJjJlKOTrJTO 010 BEpamuTIKo EUpOe; TWV 

OOOEWV To IJtYIOTO EninEoci Tfle; OTO nAciojJa cp8ovouv EVTOe; 1 IJE 25 WpEe; YIO TIe; ono lOU OrOIJOTOe; 

jJopcptc; O~WrJe; anOOEOIJEU0rJe; KOI IJETa ono 6.5 wp£e; YIO TIC; IJOpcpte; f3pooEioe; onOOEOjJEUOr]e;, H 

onoAUTr] 13100108WIIJOTrJTO JJETO ano XOP~yr]OrJ oioKiou 30 mg f3ptBrJKE OTI EivOI 79 %. 

To KOljJOKIO f3pooEioe; onootOIJEuOrJC; TTOpOUOIO(EI OXETIK~ olOBwIIJOTrJTO 95% (KavovIKonolll~EvrJ MOrJ)' 

OE 0XEofl ~E TO oioKio TWV 30 mg 

H OXETIK~ f3100l08EOI~JOTIlTO TWV TElJoXiwv KOIJIJEOe; we; npoe; TO GlPOTTI ~TOV TIEpinou 110%. 


KOTOVObJrj 

H otOjJEUOlllJE TIe; npwTEivEC; OTO BEpanEUTIKO Eni1TEOo OTO nMIOIJO EivOI m:pinou 90% H KOTOVOjJ~ TflC; 

OiJ~po()oArJe; IJETG ono TOU OTOIJOTOe;, I.V KOI i.m XOP~YflOrJ ono TO ailJa OTOUe; 10TOUe; EivOi TOXEio KOI 01 

fJEYIOTEC; OUYKEVTpWOEle; TOU <p0PiJOKOU napOTflpouVTOI moue; nVEUfjOVEe; .0 oyKoe; KOTOVOIJ~C; IJETO OIro 

TOU OTObJOTOe; XOPliYrJ01l EKTIIJ~BIlKE OTI EivOi 552 L. 
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MuuBoAlo~OI OTTOWJKRUVOrt 
nEplTlOU TO 30% Hl<; ono TOU OTOiJOTOC; XOPflyouiJEvrl<; OOOfl<; OTTOiJOKplJVETOI iJtow TOU CPOlVOiJtvou 1TI<; 

TTP0JTI1C; OIOOOU. 

MEAtTES OE ov8pwTTlvo IlTTOTIKO iJlKPOOWiJOTO tOEI(;OV OTI TO OUVEV~UiJO CYP3A4 EivOi UTTEU8uvo ylO TOV 

iJ£To[3oAIOiJO Tfl<; UOpOXAWPIK~<; OiJi3po~oAIlC; OE 01f3PWiJov8povuAIKO O~U. 


H UOpOXAWPIK~ 0iJi3po(;oAIl iJETOf3oAi~ETOI Kupiwe; OTTO TO ~TTOp iJE yAuKoupovlOiwOIl KOI iJ£TOTpOTT~ OE 

01f3pwiJuv8povuAlK0 O~U (TTEpiTTOU 10 % Tile; MOIlC;) KOI OE iJEPIKOU<; ~ooovo<; 0lliJooiOe; iJETdf3oAfTEe; 

EVTOe; 3 lliJEpwv iJUO OTTO TOU o TOiJ01OC; XOP~YIlOIl, nEpinou 6 % Tile; 0001le; i3piOKETOI OE EAEu8EPil 

IJOPCP~, EVW mpinou 26 % Tfl<; 060fl<; !3piOKf:WI mil OU~EUYiJEVfl iJOPCP~ OTO Oupo 


o XpovoC; r]iJl~Wrl( OTO nAooiJo TlAr]0I0~EI TI<; 10 WpEC; H OUVOAIK~ K08opoll KUiJoivETOI mo 660 mL/mln 
iJE Til VECPPIK~ Ko8apOfl va OVOAOYEi OE nEpinou 8 % Hl<; OUVOAIK~e; KoSOpofle; , 

<D0PiJOKOKIVOTIKIj DE EIOIKOUC: nAIJGuolJouc: 

LE 008EVEi<; iJE fln01IK~ ouoAEIToupyio Il OllOIJOKPLJVOIl Tfle; uoOXAWPIKrl<; oiJi3po~6AIl<; EivOi iJElwjJtvll, jJE 

onoTtAEolJo va ETTlTUYXOVOVTOI EninEoo nMoiJOTOe; 1.3 twe; 2 cpopte; U4JIlMTEpo I\oyw TOU iJ Ey6Aou 

GEP0rTEUTIKOU EUpOUe; Tile; uopOXAWpIK~e; OiJi3po(;oAfle;, OEV EivOi onopoiTflTEe; pu8lJiOEI<; Tile; OOOOAoyioe; 


AAAo 
H IlAlKio KOI TO <puAo OEV CPOVIlKE VO ElIIlPfO~EI TflV <P()PjJOKOKIVIlTIK~ Tfle; uoPOXAWPIK~C; OjJi3PO(;o,\ Ile; OE 

KAIVIKO EninEC)O KOI ETTOjJEVWe; OEV onOITEiTOI KonOIO puGjJlOfl Tfle; 0001le; 

H TPOCP~ OEV i3pt8flKE OTI mIlPEO~EI Til !3looloGwljJOTIlTO Tfle; uoPOXAWpIKrle; ojJi3po(;oAfle; 


5.3 npoKAIVIKO o£oo~ivo VIO Hlv oaq>6A£lo 

MEAtTEe; ETTovoAojJi3ovojJEVfle; Malle; OTTO TOU OTOjJOTO<; jJE MOil 150 mg/kg/lljJEPo OE jJUEe; (4 E!360jJOOEe;) 
jJE Mall 50 mg/kg/lljJEPO OE mijJUEe; (52 KOI 78 Ei300IJOOEe;), jJE Mar] 40 mg/kg/r]jJtpo, OE KOVIKAoue; (26 
Ei300jJUOEC;) KOI jJE Mall 10 mg/kg/lljJEPo OE oKuAoue; (52 Ef300jJOOEe;) OEV EOEI(;OV KonolO EUOIOKPITIl 
TO(;IKOTIlTO OE Konolo opyovo 

LE EVOOcpAti3IEe; jJEAtTEe; TO(;IKOTIlTOe; TWOOpWV Ei300jJOOwv jJE uopOXAWPIK~ ojJi3po~oAfl xopr]y~8flKOv OE 
ETTiIJUEC; 4.16 KOI 64 mg/kg/lllJEPO KOI OE oKuAoue; xopr]y~8flKOV 45,90 KOI 120 mg/kg/r]IJEPO (EYXUOEIe; 3 
wPWV/r]JJEpO) OEV tOEI(;OV ooi3op~ TOTTlK~ ~ OUOTOIIJIK~ TO~IKOTIlTO TTEPIAolJi30VOjJEVWV Kal 
IOTOno80AoYIKWV OfljJEiwv OMe; 01 oVETTl8ujJIlTEe; EvtpYEIEe; ~TOV OVOOTpt4J1IJEe; 

H XOP~Ylloll MOEWV uOpOXAWpIK~e; oJJi3po~oAfle; ono TOU OTOIJOTOe; OTOV E(;ETOOTr]KE OE 600EIe; EuJC; KOI 
3000 mg/kg/lljJtpo OE EnijJUEe; KOI 200 mg/kg/lllJtpo OE KOVIKAoue; OEV tOEI(;E EjJi3puoTO~IKte; ~ 
TEPOTOYEVVETIKEC; Op60EIe; H YOVllJOTflTO 0POEVIKWV KOI 81l AuK wv ETTilJuWV OEV EnllPEOOTIlKE IJE <5ooEIe; EWe; 
KOl 500 mg/kg/lljJtpO. 

To NOAEL OE lJio mpIYEvvETIK~ KOI IJETOYEVVETIK~ IJEAtTIl Kat OV6TTTU~flC; ~TOV 50 mg/kg/lljJtpO. [l.ooll 
uOPOXAU)PIK~C; ojJf3po~oAIle; 500 mg/kg/lllJtpo OE oKuAoue; ~TOV EAo<ppwe; TO(;IK~, Ko8we; EIJCPOVIOOV 
EAonwjJEvo OWjJ01IKO i36poe; 

MElIETEe; yovOTO(;IKOTIlTde; TOOO in vtlro (60KljJooio Ames KOI oOKljJooio XPWjJOOWjJlKWV ovwjJoAlwv) 000 
KOI In vivo (OOKljJooio IJIKpOTTUp~VW lJuwv) OEV tOEI~OV IJEToAAo~IOYOVO oPc'l01l Tile; UOpOXAWpIK~e; 
OjJf3po(;oAIle; 

H UOpOXAWPIK~ OjJf3po~oAIl OEV tOEI~E 0YKOYEVETIKO OUVOjJlKO OE jJEAtTEe; KopKlvoytvWfle; OE jJUEe; (50,200 
KOI 800 mg/kg/lljJtpO) KOI ETTiIJUEe; (65, 250 KOI 1000 mg/kg/r]jJtpo), Il OIOPKEIO TWV jJEAETWV ~TOV 105 KOI 
116 E!300jJOOEe; oVTimolXo . 
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6. <lJAPMAKEYTIKA rTOIXEIA 

6.1 	 KOH1AoyoC; EKOOXWV 

6.2 	 AoulJl3monpEC; 
DEV Ec.pOPiJO(UOI 

6.3 	 illOPKEIO ~lllriC; 

6.4 IClIoinpEe; lTpo<puAa~oC; KOHl HI q>uAo~'1 TOU npo"lovToC; 

6.5 	 <DuO'l KOI OUOTOTIKO TOU T1EP1EKTrI 

6.6 	 OarlViEe; Xprjo'lC;IX£lplolJou 
DEV [c.poPiJO(UOI 

6.7 	 KClTox0C; Tqe; 00[10<; KUKAocpopiac; 

7. API0Mor Al1EIA KYKJ\O<DOPIAr : 

8. 	 HMEPOMHNIA npOTHr AL'l.EIAr IANANEorHr THZ:: Al1EIAr KYKJ\O<DOPIAr 

9. 	 HMEPOMHNIATHr (MEfLKHr) ANA0EOPHrHr TOY KEIMENOY: 

2 To <DuMo OOr]VIWV VIO TO XP~UTfl c.p0PiJOK£UTIKWV npolovTWV nou TTEPltxOUV bPOOTIKO OUOTOTIKO 
AMBROXOL HYDROCHLORIDE, ylO HI 1J0pq>ir KOIJIJI ana TOU OTOIJOTOC; OpiC,ETOI we; E1;~c; 

<DYI\J\O OL'l.HflON riA TO XPHrTH 

1. npOLfJ/OPILMOL <PAPMAKEYTlKOY npoi"oNTOL 

1.10NOMArIA: 

1.2 LYNGELH 
i'lpaoTIKrj ouoio: YopoXAwplK~ OiJPpo1;oAr] 
EKooxa 

1.3. CJ>APMAKOTEXNIKH MOP<PH 

KOiJ~JI OTTO OTOjJOTOC; 

1.4. nEPIEKTIKOTHTA rE LlPArTIKH OyrlA 

1.5 nEPJrPA<pH~LYLKEYALlA: 

MTlopri vo IHlv KUKAocpopouv oA£C; 01 OUOKUJuoiu:; 

1.6 <D,lI..PMAK00EPAIlEYTIKH KATHfOPIA: BAEvvoAuTIKO 
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1.7 ynEYGYNO'i KYKI\O<DOPIAL 

1_8 nAPA'iKEYAl:THL 

1_9 'iY'iKEYA'iTHL 

2. TI nPEnEI NA rNOPIZETE riA TO <DAPMAKO noY 'iA'f XOPHrH'iE 0 rIATPO'f 'fAr. 

01 TTA~pOcpopi£<; OUTOU 10U cpuMooiou OVOCPEPOVTOI ~ovo 010 OUYK£KPI~EVO cpoPiJOKO 
nopoKOllou~£ OI0[30OT£ TI<; TTPOO£KTIKO_ 80 00<; owoouv orWOVTIKE<; nllrlPoCPOpiE<;, oMo O£V iJnopouv vo 
00<; TO £~rJY~oouv 0110_ Eov EXU£ KOTTOI£<; £PWT~O£I<; ~ o£v £iOTE oiyoupol ylO OTlo~nOT£, P<.JJT~OTE TO 
YIOTPO ~ TO epop~OKonOIO OOe;­

2_1 rENIKE'i n/\HPO<DOPIE'i 
To epOp~JOKO EX£I o£IX8£i OTI OU~OVEI TIC; EKKpio£l<; TOU ovonv£uOTIKOU l~vloxu£1 Tflv nopoywy~ TOU 
ETIlepOVEIOOPOOTIKOU nopoyovTO TWV nv£u~J()VWV KOI Tflv Amoupyio TWV KPOOOWV AUTEe; 01 OpOo-EI<; EXOUV 
w<; onOTEAEO~O Tfl [3£ATiwOfl TrJ<; pOfl<; KOI Tfl<; ~£TOepOpOe; TrJ<; [3AtvvrJ<; (~AtVVOKPOOOWT~ Ko80po-fl) H 
oU~flOrJ TWV EKKpio£wv KOI Tfl<; [3AtvV(1KPOOOWl~e; Ko80porJ<; OIEUKOAuvouv Tllv OTTOXPEiJltIrJ KOI 
OIiOKOUeplZOUV TO ~-)~XO 

To cpoPiJOKO Aoyw TrJ<; OUV8EO~e; TOU EivOi KOTOMflAO Ylo OIO~rJTIKOUe; 

Oe; [30fl8rPIKO Ylo Tr! p<:iJOTonoi'lorJ TWV [3Atvvwowv EKKpio£wv Tfl<; OVOTTV£UOTIK~(; ooou OE n£plnTwo(;~ 
O~EIl;';v KOI Xpoviwv ~poyxonVWiJOVIKWV no8~oEwV ([3POYXiTIOO, £iJcpuorJ~o, TpOXEIO~poYXiTlOo, XPOVIO 
(108~JOTIKfl [3pOYXiTIOO) 
ETTlofl<; EVOEiKVUTOI YIO Tflv npoAflltlfl TWV ovonvEuoTIKWV £TTlnAOKWV OTTO KOloKpoTrJOfl TWV £KKpioEWV 
~[TO ana WiZOVE<; XEIPOUPYIKt<; Em:~~ooEI<; OTO 8WPOKO - OVW KOIAio KOI ~£TO ono ~OKpOXpOVIO 
KOTOKAIOfl 
Kmo Tfl OIOPK£IO O~EIWV E~OpOEWV TWV ~pOYXiTIOWV npETTEI VO XOPflYEiTOI ~oZi i-J£ TO KOTOMrJAo 
oVTI[310TIKO 

2_3 ANTENfJEEEIL 

To epoPiJOKO i-JTTOPOUV va [3orJ8~oouv TOUe; 0PPWOTOU<;, i-JTTOPOUV Oi-JWe; va OrJiJlOUPY~oouv KOI 
TTpo[311~iJOTO, OTOV OE AOi-J~OVOVTOI OUiJcpwvo i-JE TI<; oOflyiE<;_ 
AVTEVO£iKVUTOIOE 

YnEpEuOIoElrJ0io OTrJV UOpOXAWPIK~ o~~po~oArJ KOI OTO oMo OUOTOTIKO TOU TTPOIOVTO<; 
InovlEe; TTEPITTTWOEIe; KArJpoVOi-JlKWV KOTooTom:wv, OTIe; OTToiE(; 0 ooGEv~e; i-JTTOPEi VO £i-JepoviZ£1 

OOUiJ~OTOTrJTO ~£ KonOIO ono TO EKOOXO TOU TTpoloVTO<; (nopoKoAw oEiTE TrJV TTOPOYPOcpo 24) 
No iJfl xoprWEiTOI KOTO TrJ OIOPKEIO TrJ<; KUflofl<; KOI TrJ<; yoAouXio<; 

2_4 EI~IKE'i npO<DYJ\A:::::EI'i KAI EI~IKEr. npOEll\OnOIH~:EI'i KATA TH XPH'iH 

2.4.1. rEVIKO: 

Kmo TrJ Xp~orJ TOU epOp~OKOU i-JnopEI vo TTPOKArJ8Ei oU~flOrJ TOU OYKOU TWV PEUOTOTTOIOUfJEVWV [3POYXIKWV 
EKKpioEWV KOI OV OEV OTTOiJOKpuv8ouv iJE ~~Xo £ivOi npoTI~oT£pO va olooWllrJVWV£TOI 0 008EV~<; WOTE vu 
nopoi-JEivEI OVOIKTll rJ OVOTTVEUOTIK~ 000<; 
raT EpaXla KOpjJWC; 15 mg TTEPIEXOUV OOp{31 rOArl Ao8EVEiC; jJE orrav/O KAT}pOvojJlKa rrpo{3Ai]jJara 
ouaavE~ia~- OTT} CPPOUKTO(f] OEV Oa rrpt.TTEI va AajJ{3avouv aUTO TO cpapjJaKO_ 

Exouv ovocpEp8Ei TToAu AiyEC; nEpITTTwo£l<; oo[3opwv OAAOIWOEWV TOU i5tPi-JOlo<; OTTW<; OUVOPOi-JO Steven 
Johnson KOI TO~IK~ ETTlO£Pi-JIK~ VEKPWOrJ iJ£ XpOVIK~ OUOXETI0rJ i-J£ TrJ XOP~YrJorJ OTTOXP£fJTTTIKWV onw<; rJ 
uopoxllwPIKri Oi-J[3posoAfl· 01 TT£PIOOOTEP£<; n£pI1TTWo£l<; iJTTOPOUV vo £srJYrJ8ouv ono T~ oo[3opcnrpo 
oAAwv UTTOK£i~£vwv o08£v£lwv KOl/ri ouyxoPflYOUiJEVrJC; CPOp~OK£UTIK~<; oywY~C; ETTlTTP008ETO, KOTO TrJV 
npwliJfl CPOOfl TOU OUVOP0i-J0U Steven Johnson ri Tq<; TOSIK~<; EmO£PiJIK~C; v£Kpwofl<;, 0 008EVri<; IJTTOPEi va 
Ei-JcpovioEI 0PXIKO i-Jfl E~EIOIK£UiJtVO TTPOOpO~o oUI_JlTTWi-JOTO TTOU va TTpOOO~OIO~OUV i-JE ypiTTfl, OTTWC; 
nup£Toc;, novol OTO OW~O plviTloo, [3~xo<; KOI TTov6AOli-J0C; AUTO TO iJfl ESEIOIKEUi-J£VO np60poiJo 
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(JJfJTT1W~OlO nou TlpOOO~OIO<OUV fJE ypin'1 EivOi m80vov va oOllYflOOUV nopanAovflTIKO OTfl\} tvop~rl 
OUfJrrTWIJOTIKll<; OYWY~<; YIO TO f3~X(J KUI TO KpuoAOYIWG 
Os EK TOLJTOU, £OV EfJCPOVIOTOUV VEE<; OAAOIWOEI<; TOU btpfJOTO<; ~ TWV f3AEVVOYOVWV, So nptlTEI Vc( ~IlT'18[1 
0fJEULJJ<; IOTPIK~ oUIJf3ouA~ Kal l0<; lfpocpuAO~1l va OIOKOllEi '1 aywy~ ~E uoPOXA(JJPIK~ a~f3po~oA'1 

LE llEPlllTLeJOTI ETHIPEa(J~EVll<; VECPPIK~<; AEIIOUPYIG<; '1 oof3op~<; fllTCllOnOSEIO<; TO CPOPfJOKO IJnop~1 va 
XPflOIiJOlfOI'1SEi ~ClVO IJUG ono ImpIK~ oUfJf3ouAfl 

2.4.2 Xpr'JUIl KOHl Hlv KUIlOIl KOI KOHl Til OlaPKEla T'1e; yoAouxiae;: 

Xp~GrJ KOla HIV KUIlOll: 

H OIJf3po~oAll olonEpvo TOV nAGKOUVTO 

H oocpoAElo KOTO 1'1 OIOPKflO Tfl<; KU'10fl<; OlOV oVOpwno OEV EXEI OKO~O anOOEIx8Ei 

H Xpr'jO'1 TOU <jJOP~(lKOU OE OUVIOTaTOI KOla T'1 OlC1PKEI0 T'1<; KU'10'1<; 


XP~GIl KOla Til OlaPKEIO Tile; yoAouxioC;: 

H OfJf3po~oAfl EKKpivETOI 010 fJflTplKO yoAo H GocpoAEIO alTO Tfl xoprW'101l TOU CPOPIJOKOU KOla Hl OlclPKEIO 

TIl<; yoAouXiCl<; OEV EXEI ClKOIJO onooElxSEi onOTE OE OUVIOTOTOI Il XOPriYflOIl TOU CPOPIJOKOU OE SIl?\O~OUOE<; 


IJfl1EPE<; 


2.4.3 EniopOGIl OHlv IKOVOTIlTO OO~Ylloll KOI XEIPIO!-'OU tJllxovIltJ0Twv: 

6EV unopxouv EVOEi~EI<; Yla T'1V Eniopaoil OTllv IKOVOTIlTO oO~Y'1o'1<; KOJ XEIPIOIJOU IJ'1xavwv OIOTI OEV 

EXOUV OIE~OXSEi 0XETIKE<; fJEMTE<; 


2.5 AJ\I\HI\Enl.l'l.PALEIl: ME A/\J\A <DAPMAKA 'H OYLIEL 

6EV UIIOPXOUV KAIVIKO OfWOV1IKt<; OuolJEvEi<; oAAIlMmopooEI<; IJE oAAo cpop~aKo 


H rouToXPOvll XOP~YIlOfl11l<; OIJf3pu~C:)AI1C; ~l OVTIf3IOTIKO (OIJO~UKIAAivll, KECPOLJPo~iW], Epu8poIJUKivfl, 

OO~UKUKAivll) OOflYEi DE UljJ'1AOTEPE<; OUYKEVTPWOEI<; TOU OVTIf3IOTIKOU OTOV nVEu~oviKO loro. 

nplv nopETE aUTO TO CPOPIJOKO 80 npEnEI va EXETE EV'1IJEPWOEI TO Ylmp6 00<; YIO KOSE CPOp~OKO TrOU TUXOV 

noipvuE Cj)OPIJOKO Eivol Ko8E npolov nou XOPIlYEiTOJ KOI xwpi<; IOTpIKr'] ouvTOyr'] 


2.6110LOIIOnA 
CvflAIKEC; KOI lTOiOIO CJVW TWV 12 E I WV 
2 T[flOXIO KOIJfJEO<; :l cpopt<; Tllv rWEpo 
To 8EponEuTIKo (JTTOTEAEOfJO ~nopEi vo EVIOxu8Ei IJE xoPriYllo'1 2 TE~OXiwv KOIJIJ£O<; 4 cpoptc; Tllv lliJEpa 

11ole)l() (3- 12 uwv 
1 TEIJOXIO KOfJ~EO<; 2-3 cpopt<; TIlV IlIJEPO 
To 8EPCJTTEUIIKO onoTtAEOIJa ~lTopEi va EVIOxu8Ei IJE xoPriYIlOIl 1 fEIJOXiou K6~~EOe; 4-6 <jJopt<; Trlv flIJtpa 

LE o~EiEe; KOTOOTODEI<; TOU ovonvEuoTIKOU, EOV TO OU~lTTW~OTO OEV unoxwpouv ri XEIPOT£PEUOUV KOTel Til 
OIOPKEIO Tile; aywYri<;, So nptTTEI va ~rlTIlS[i '1 ou~f3ou"ri TOU SEponovTO<; IOTPOU 
To CP(jp~OKO IJnopEi va AOIJf3ovuol va AOIJf3ovuol OVE~aPTIlTO ono Tllv npooAllljJrl TpO(pr'je;. 

2.7 ynEPlI.OLOJ\OrlA - ANTIMETOnlLH 

l:UIJTTTl.lJIJOTO 
MtXPI TWPO OEV txouv OVOCPEpSEi [~[IOIKEu~tvo OUIJllTWfJOTO unEpooooAoyioc;- aTOV ov8pwno 

GEpon£ia 
LE TTEpiTTTWOIl untpf3oofl<; TIl<; ooooAoyioc, OUVIOTOTOI OUfJnTWfJOTIK~ SEponEio 



----------------------- - -------
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2.8 T! nPEnEI NA rNOPIZETE 2:E nEPlnT02:H nov nAPAAEI4'ETE NA nAPETE KAnOIA LlOLH: 
ECiv TTPETTEI vo AOjJ~OVUE 10 CPOPjJOKO ouv£xwe; KOI TTOPOA£iLjJUE jJio 60011, TTPETT£I va AO!3U£ Til .(50011 
OUHl TO TOXLmpo OUVOTOV Eov, £V TOUTOIi:;, TTAIlOlO~£1 Ill~PO ylO Tllv £TTojJ£vll 00011, jJll Aoi3u£ T11 00011 
TTOlJ rropoMiLjJOT£, oAllo OUV£XioT[ KOVOVIKO Til 8£POTTEio 

2.9 ANEm8YMHTEL ENEPiEIEL 
Onwe; jJ£ oAo TO CPOPjJOKO, jJ£pIKte; cpopte; nopouOIo~OVTOI oV£lrI8ujJllT£e; £vtpY£IEe; 
To CPOPjJOKO £ivol YEVIKWe; KOAO OV£KTO, 

L'lIOTOQOxtC; TOU avooonolllTIKOU OUOTl'HJOTOC;, L'lIOTopoxtC;.TOU iStpjJOTOC; KOI TOU UTTOOOPIOU IOTOll 
AVOCPUAOKTIKte; ovrIOpoo£le; OUjJTT£PIAOjJ!30VOjJtvlle; Tile; OVOCPUAOKTIK~e; KOTOTTAIl~ioe;, oYY£looiOIlJJ 0, 
£~ov8IljJo, KviOWOIl, KVIlOjJoe; KGI OAAIl un£p£uOlo8Iloio 

L'lIOTOpOxtc; TOU V£UPIKOU OUOn'llJOTOC; 
L'luoYEuoio (TT,X, OAAOIWjJtvll Y£UOIl) 

L'lIOTOpoxtc; TOU YOOTP£VT£PIKOU OUOHijJOTOC; KOI L'lIOTOpOXtC; TOU OVOTTV£UOTIKOU OUOTQjJOTOC;, TOU 8WPOKO 
KOI TOU jJEo08wpOKIOU - -

NOUTio, EjJ£TOe;, OIOppOIG, OUOTT£LjJio, KOIAIOKO oAyoe;, OTOjJOTIK~ KOI cpOPUYYIK~ UTTOI08Iloio, ~IlPOOTOiJio, 
~IlPOTIlIO cpopuyyo 

2.10 HMEPOMHNIA /\H:=:m: TOY npOrONT02: 

Mrl X01l0ljJOTTOI£iTE TO npolov jJuo Tllv IljJ£POjJllvio HOU oVOYPOcpUOI OTIl ouoK£uooio TOU, 

2,'j1 ifilAITEPEL npO<DY/\A:=:EI2: riA TH <DY/\A:=:H TOY npOrONTOL 

2.13 HMEPOMHNIA TE/\EYTAIAL ANA8EOPH2:HL <DY/\/\OY OLlHrION. 

3. 	 n/\HPO<l>OPIEL riA THN OP80/\OrlKH XPHLH TON <l>APMAKON 


To CPOPjJOKO OUTO TO tYPOLjJ£ 0 ylOTpoe; Ooe; JJOVO YIO TO OUYK£KPljJtVO IOTplKO 00<; rlpo!3AlljJO 

L'l£v npETT£1 vo TO Oivu£ O£ oAllo OTOjJO ~ VO TO XPIlOljJOTTol£iT£ YIO KOTTOIO oAIIIl TTo81l01l, Xwpie; 

npollyoUjJtvwe; vo txu£ oUjJ!3ouMu8£i TO ylOTpo OOe; 


~ 	 Eov KOTO Til OIOPK£IO Tile; 8£pOTT£ioe; £jJcpoVI08£i KonOIO TTpoi3AlljJO jJ£ TO CPOPjJOKO, £VlljJ£PWOTE 
TO YIOTPO Ooe; ~ TO CPOPjJOKOHOIO OOe; 
Eov txu£ OTTOIOO~TTOT£ £PWTlljJOTIKO yupw OTTO TIe; TTAIlPOcpopi£e; TTOU ocpopOUV TO CPOPjJOKO 
TTOU AOjJi30VUE ~ XPEIO~£OTE KOAUT£PIl EVlljJtpwOIl YIO TO IOTPIKO OOe; TTpo!3AlljJO iJll OIOTOOU£ 
VO ~IlT~OUE Tie; TTAIlPocpopiEe; oun':e; OTTO TO ylOTpo Ooe; ~ TO CPOPjJOKOTTOIO OOe; 
110 vo £ivOi OTTOTEA£OjJOTIKO KOI oocpoMe; TO CPOPjJOKO nou ooe; XOPlly~8IlKE 80 TTptTT£1 VO 
AOjJ!3ovuol oUjJcpwvo jJ£ Tie; oOllyi£e; TTOU ooe; oo81lKOV 
110 Tllv oocpoMlo KOI Hlv uYEio ooe; £ivol oTTopoiTIlTO VO 010!300[T£ jJE TTPOOOX~ K08£ 
TTAIlPOcpopio TTOU ocpopo TO CPOPjJOKO TTOU ooe; XOPlly~8IlK[ 

.. 	 Mil OIOTIlP£iT£ TO CPOPjJOKO O£ EpjJOPIO TOU AOUTPOU, OIOTI 11 ~toTIl KOI 11 uypooio jJTTOPEi vo TO 
oAllolwoouv KOI VO TO KOTOOT~OOUV £TTli3Aoi3~ YIO TIlV uy£io Ooe; 


MIlV KPOTOT£ CPOPjJOKO TTOU O£V TO XP£IO~£OT£ ~ TTOU tXOUV ~Oll A~~EI 


110 KOAUT£PIl oocpoMIO KPOTOTE OAO TO cpopjJow jJOKPIO OTTO TO TTOIOIO 


4. TPOnOL LlIA8ELHL 

To CPOPjJOKO XOPlly£iTOI jJ£ IOTpIK~ OUVTOY~ 
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f". 1. H IIEpiArl4JrJ XOpOKTr]PI01IKWV IOU flpolovTO<; <P0PfJOKEUTIKWV npolovTWV TTOU nrpltxou v OpUUTIKO 
OUOT01IKO AMBROXOL HYDROCHLORIDE, Via TI<; ~OP(pt<;: t.IOKio, ~lpOTTl, KOKKia fllac; 000'1<; Via 
noolpo uypo, opic,uOI lue; (~~( 

nEPIJ\H4JH TON XAPAKTHPI~TIKON TOY npo"ioNTOL (SPC) 

1. EMnOPIKH ONOMALIA TOY CDAPMAKEYTIKOY npO'iONTOL 

trans-4[(2-amlno-35-dlbromobenzyl) amino] cyciohexanol hydrochloride 
(=Ambmxol hydmchlorlde ) 

1 oloKio = 30 mg 

5 ml olpom = 15 mg 

5 ml OIpom = 30 mg 

KOKKio fJIOC; ooor]e; YIO nOOlfJo uypo 


3. <PAPMAKOTEXNIKH MOP<PH 

DIO~,io 

Ilponi 

KOKKio ~JIO<; bc}oqc, Yla ITOOlfJO uyp6 


4. KJ\INIKA HOIXEIA 
~--------

Oc, ~Ofl8r]lIKo YIO HI p£uOlonoirl0rl TWV ~A£vvwbwv fKKpim:wv Tr]<; OVOHVEUOTIKflC; obou OE lTEPITrTWOEIC; 
Of,EILA.JV KOI XPOVIWV ~pOVXOnVEUfJOVIKWV rro8~orwv ((3pOYXiTIOO EfJ<pUOr]fJO, TPOXEIOl3poYXiTIOO, XPOVIO 
008fJOTIK~ ~poYXilloo) 
EniorlC; EVOEiKVUTClI YIO Tr]V rrpoAflljJfl TWV ovonvEuoTIKWV ElflTTAoKWV fJuo ono KClTOKpoHloq TWV 
EKKpioEWV fJUO ana ~JEir,oVEC; XEIPOUpYIKte; ErrEfJ(300EIC; OTO 8WPOKO - OVW KOIAio KOI /JEH1 ana 
fJOKPOXPOVIO KOTOKAIOr] 
Kmol fl OIOPKEIO O~EIWV E~OpOEWV TWV (3POYXiTIOWV rrpi' ITEI va xopr]YEiTOI fJor,i fJE TO KOToAArlAo 
OVllr)IOTIKO 

4.2. /'},oooAoyia KOI TPOTIOC; XOP~YIW'lC; 

DIOKio: 

EvrlAIKEC; KG! nOlolo OVW TWV 12 ETWV 1-2 oloKio 2 <popte; Tflv fl~Jtpo 


To OVWTEPO oOOOAOYIKO OX~fJo EVOEiKVUTOI OE o~£i[(; rr08~o£lC; TOU ovonVEUOTIKOU KG! ylO TflV tvuP~1l !JIOe; 

8EPOTIEioc, XPOVIWV KOTOOTOOEWV, OUV0I-lEVfl<; va OUVEXI08£i EWe; 10 IlfJEpEe;. 

E<p' 600v unoPXEI tVOEI~r] nopc'noor]c, Tr]<; oywY~C; r] OOOfl !JEIWVETG! OTO fJlOO To <poPfJOKO nptml vo 

AOI-l~avUOI nplv ono TO YEUI-lOTO 


To ClIOKio AOfJ[3ovovTOI I-lE Aiyo VEpO. 

Lipom 15 mg/ 5ml KOI KOKKio 1-l10C, MOr]c, YIO nOOil-lo uypo YIO HOIOIO (15 mg/<poKEAiOlo) 
110 TTOiClIO OUOT~V[TOI YEVIKWC, OUVOAIK~ r]fJ£P~0I0 MOr] 1.2-16 mg/kg [3apouc; OWfJOTOC, 

Av OEV unop~EI ollAr] oOllyio : 

flololo 5-12 ULA.)v: 1 KOUTOAoKI TOU yAuKOu 2-3 <pUpEe; Tr]V ll!Jfpo. 

1101010 2-tJ ETWV: 1/2 KOlJlUMlKI TOU yAUKOLJ 3 <popte; IrJV rlfJtpo 

J6 
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nOiOIO KOTW TWV 2 ETWV: 1/2 KouTOAclKI TOU yAUKOU 2 <popte; Hlv IlJJtpo 

Lipom 30 mgl 5ml KOI KOKKio JJIOe; 0001le; YIO Ev~AIKEe; (30 mg/<poKEAiolo) 

Ev~AIKEe; KOI nOiolo OVW TWV 12 uwv (60-120 mg Il~EPlloiwe; OE ouo OIIlPIlJJtvEe; 06oEIe;): 

1-2 KOUTOAoKIO TOU yAUKOU (~ 5-10 ml JJE TO OOOIlJETplKO KunEAAoKI nou nEpIAOJJ~OVETOI OTIl OUDKEuooio). 

2 <popte; Tllv IlJJtpo 
To OVWTEPO oOOOAOYIKO OX~~o EVOEiKVUTOI OE o~EiEe; n08~OEIe; TOU ovOnVEUOTIKOU KOI Ylo Tllv tvoP~1l JJIOe; 
8EponEioe; XPOVIWV KOTOOTOOEWV, ouvo~Evlle; va OUVEXI08Ei twe; 1 0 ll~tpEe; 
E<p' OOOV unoPXEI tVOEI~1l nopoTOOIle; Tile; oywy~c; 11 00011 JJEIWVETOI aTO ~IOO 

110 nOiolo OUOT~VETOI yEvlKwe; OUVOAIK~ Il~EP~OIO 00011 1.2 - 1.6 mg/kg f3opoue; OWJJOlOe; 

Av OEV unop~EI oAAIl oOllyio 

nOiOIO 5-12 ETWV 15 mg (25 ml JJE TO OOOlJJETPIKO KunEAAoKI nou nEpIAo~f3ovETOI OTIl OUOKEua oio), 2-3 

<popte; T Ilv Ill-ltpo 

nOiOIO 2-5 ETWV: 7.5 mg (125 ml JJE TO OOOIJJETPIKO KunEAAoKI nou nEpIAoJJf30VETOI OTIl OUOKEUOoio), 3 

<popte; Tllv Ill-ltpo 

nOiOIO KOTW TWV 2 ETWV: 7.5 mg (125 ml ~E TO OOOlJJETPIKO KunEAAOKI nou nEpIAo~f3ovETOI OTIl 

OUOKEuooio), 2 <popte; Tllv IlJJtpo. 

LE o~EiEe; KOlOOTOOEIe; TOU ovonvEuoTIKOU, EOV TO oUJJnTwJJOlo DEV unoxwpouv ~ XEIPOTEPEUOUV KOTO Til 
OIOPKEIO Tile; oywy~e;, 80 nptnEI va <IlTIl8Ei 11 oUJJf3ouA~ TOU 8EponoVTOe; IOlpOU 

To <POPJJOKO JJnopEi va AOJJf3ovETOI oVE~OPTIlTO ana Tllv npooAllllJ1l TpO(p~e;. 

4.3. AVTEvo£i~w; 

YnEpEUOI081l0io OTllv uOpOXAWPIK~ oJJf3po~oAIl KOI OlO oAAo OUOTOTIKO TOU npo'lovTOe; 
No WI XOPIlYEiTOI KOla Til OIOPKEIO Tile; KUIlOIle; KOI Tile; yoAouxioe;. 
AVTEVOEiKVUTOI OE onOVIEe; nEpmTWOEIe; KAIlPovo~IKwv KOTOOTOOEWV, TIe; onoiEe; 0 008EV~e; I-InopEi va 
EJJ<povi<EI OOUJJf3OlOTlllO ~E KonolO ana TO tKOOXO TOU npoloVTOe; (nopoKoAw OEiTE Tllv nopoypo<po 4.4) 

KOla Til XP~OIl TOU <P0PJJOKOU JJnopEi va npoKAIl8Ei OU~1l01l TOU OYKOU TWV pEuoTOnolouwvWV ~POYXIKWV 
EKKpioEWV KOI OV OEV ono~oKpuv8ouv JJE f3~xo EivOi npOTIJJoTEPO va oloowAllvWVETOI 0 008EV~e; WOTE va 
nopowivEI OVOIKT~ 11 ovonvEuoTIKri oooe; 

Ta oloKia TTEpttxouV ... mg AaKTO(17e; TTOU t.XEl we; aTToTt.AwfJa ... mg AaKTO(17e; ava fJt.YIOTI] TTPOTE./VOjJEVI] 
17jJEpf]OIa 00017 (120 mg) AOeEVEie; fJE oTTavla KAI]pOVOfJIKf] ouoavE~ia OT17 yaAaKTO(I], aVETTapKElO 
AaKTaOl]e; KaTa Lapp f] ouoaTToppocpl]017 VAUKO(17e; - yaAaKTO(17e;, OE ea TTpt.TTEI va AafJ{3avouv aUTO TO 
cpapjJaKo 

Llpom 30 mg/ 5ml. 5 ml olpomou TTEPIt.XOUV ... 9 oop{3IToA17e; TTOU t.XEl we; aTToTt.MofJa ... 9 oOP{3IToAW; 
ava fJt.YICJT17 TTPOTElVOfJEvI] 17fJEpf]OIa 06017 (20 mI). AOeEVEie; fJE oTTavla KA17poVOfJIKf] ouoavE~ia CJTI] 
CPPOUKTO(17 OE ea lTpt.TTEI va AafJ{3avouv TO cpapjJaKo. MTTOPEi ETTio17e; va t.XEI i!ma KaeapTlKi! opaol] 

Lipom 15 mg/5ml 5 ml OIpomou TTEPIt.XOUV ... 9 oop{3lToA17e; TTOU t.xu we; aTTort.AwfJa ... 9 oOp{3ITOA/K 
ava fJt.yICJTI] lTPOTElVOfJEVI] 17fJEPi!OIa 06017 (30 ml). AOeEVEie; fJE OTTaVIG KAI]poVOfJIKf] ouoavE~ia CJT17 
CPPOUKTO(I] OE ea lTpt.TTEI va AafJ{3avouv TO cpapfJaKO MlTOPEi ElTiol]e; va t.XEI i!ma KaeapTlKi! opaol] 

'Exouv ovo<pEp8Ei noAu AiYEe; nEpmTwOEIe; oo[3opwv OAAOIWOEWV TOU otpI-IOlOe; onwe; ouvopo~o Steven 
Johnson KOI TO~IKri EmOEp~IK~ vtKpwoll JJE XpOVIK~ ouoxtTloll ~E Til XOP~YIlOIl onoxpEJJTTTIKWV onwc; 11 
uopOXAWPIK~ oJJ[3po~o"ll· 01 nEploOOTEpEe; nEpmTwOEIe; JJnopouv va E~IlY1l8ouv ana Til 00f30pOH)TO 
oAAwv unOKEiJJEVWV 008EVEIWV KOI/~ OUYXOPIlYOUI-iEVIle; <POPJJOKEUTIKrie; oywy~e;. Enmpo08ETo, KOla TIlV 
npwlJJIl <POOIl TOU OUVOp0I-I0U Steven Johnson ~ Tile; TO~IK~e; EmOEPJJIK~C; vtKpwOIlC;, 0 008EV~e; ~nopEi va 
EJJ<povioEI 0PXIKO iJll E~EIOIKEUiJtvO npoopoJJo oUJJnTwJJOlo nou va npoooiJOlo<ouv JJE ypinll, onwc; 
nupEToc;, novol OTO OW!..I0, plviTIOO, ~~XOC; KOI novoAoIJJoC;. AUTO lO iJll E~EIOIKEUJJtvO npoopoJJO 
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OU\JTlll;)r JClTO nou npooo\JOlo<ouv W vpinfl EIVUI nrEJovov va OOflV~OOUV TToporrAovl)TIKC) OTflv {:voPC,fl 
OljiJnTWIJOTIK~<; oywVrl<:; VIO TO f3"lXCl KOI TO KpuoA6V1ljJO 
De; EK TOUlOU, [('tV f:iJCPOVIOTOlJV VEE<; oMolwo LI<; 10U otPiJOTO<; ~ TWV I3AEvvoVovwv, 80 n Pf'TTEI VC-I. <flTflE)E I 
OIJEOlue; IOTPIK~ O\JIJf3ouA~ KOI we; TTpO(puAo~fl va OIOJWTTEi fl OVWV~ jJE uopoXAL,jPII<~ ojJf3po~oAfl 

LE nEpinlwofl ETTrJPEOOjJEVfl<; V[CPPIK~<; Amoupvio<; ~ oof3op~<; flnOTono8El0<; TO «OVOiJO npOlov 10<:;» 
jJnopli vo XPflOljJonOlrJ8Ei iJOVO jJuo OTTO IOTpIK~ oU\J[3ouA~ Onw<; iJE oAo TO CPOPiJOKO nou 
jJETO!3oAi<oVTOI OTTO TO ~nop KOI OKoAou8Ei VEcpplKrJ onEKKplOIl TOUe;, EVOEXETOI VO EiJCPOVIOTEi 
OUOOWPEUOrJ TWV jJuo[3oAlTwv Tile; OiJi3po~oAfle; TTOU 0XrJjJOTi08IlKOV 010 ~TTOp, OTOV UnaPXEI oof3op~ 
V[CPPIK~ OVETTOpKEIO. 

DEV unopxouv KAIVIKO 0lljJOVTIKte; OUOfJEVEi<; oMIlAETTIopOOEIe; iJE oMo CPOPiJOKO 

MUC1 Til XOP~Yflorl OjJ!3pO~OAfle; 01 OUYKEVTpWOEIe; OVTI!310TIKWV (OiJo~uKIAAivll, KEcpoupo~i~jll, 


Epu8pOIJUKivll) OTle; [3poVXOnVEUiJOVIKtc; EKKpiOEI<; KOI om TTTUEAo EivOi OU~lljJtVE<; 


4.6. KUIlOll KCII yaAouxio 

XpriOIl KOHl TrjV KUIlOll : 
I j UOpOXAWPIK~ OIJ!3po~oAfl OIOTTEPVO TOV nAOKoUvTO. 

H OOQO;\[IO Karel Tfl OIOPKEIO Tile; KUllofle; OTOV OV8PWTTO OEV tXEI OKOiJO onoOEIx8Ei 

H XPllofl TflC; uOpoxAwplKrlC; ojJf3po~oAfle; bEV OUVIOH1TOI KOTO Trl OIOPKEIO Tfle; KUrJoflC; 


Xpr'joq KOHl Til Ol(lPKEIO Tile::; yoAouXioc::; : 
H u6poXAwpIKfl OjJ!3po~oAfl f:KKpiVUOI OTO IJllTfJlKO yoAo 
nopoAo nou OEV oVOiJtvovTOI OVEII18ujJflTEe; lnlopooEI<; OE [3ptCPrJ TTOU 8rJAo~ouv, OEV OUVIOTC'nOI 'l 
XOP~VflOfl Tfle; uopoxAwPIKrlC; OiJ!3po~oAflC; OE 0flM<OUOEe; jJrJTtpEe;. 

4.7 Erriopooq OHjV IKOVOTqTO OOr']VIlO'lC::; KOI XElplOIJOU IJIlXOV'ljJClTwv 

/1[V UTTOPXOUV EvbEi~EIe; Via Hlv ETTiopOOfl OTrJV IKOVOTl)TO OO~VrJOIle; KOI XEIPIOiJOU iJrJXovwv OIOT! OEV 
lXOUV OI[~OX8Ei 0XUIKE'C; jJEMH:C; 

4.8. t\vETTISUllllTEC::; Evi:py£lEC; 

~IOKio 


L'lIOTopoxt~~vQoonOlrJTIKOU ouoTiill9~ ~IQ!OQOXEC; TOU~OTO~i TOU unooopiou Icnou 

A VOCPUAOK TI Kte; ov IIOpOOEIe; °UjJTTE plAo jJ !30VOiJE Vile; Tile; ovocpuAo K TIK ~e; KOT onAIl~ioe;, 0VVE looiorJ iJO, 

E~ov8IWO, KviOwoll KVrJOiJOe; KOI clAArJ umpEuOJ08rJ0io 


{I, lOT QQQX.ES;.J.QU-YOOT pE VTEpl KOU 0 UOT rj~OT oS; 

NOUTio, EjJUOe;, OIOPPOIO, OUOTTE4Jio KOI KOIAIOKOe; novoe; 


rlpOTll 
DIOTOPQX1C; TOU avooonol~ou OUOTr'ljJOTOC;, /1IOTOPOXEC; TOU OEPIJOTOC; KOI TOU uTT06oPIOU I010U 
AvocpuAoKTIKt<; OVTIOpcioEle; ou~mEpIAoiJ~aVOiJtvllC; Tile; avocpuAOKTIK~<; KaTOnAIl~io<;, aVYElooiOIlIJO, 
E~ov8fliJO, Kviow0rJ, KVllojJoe; KOI oAAIl um:pEUOI08rJ0io 

L'lIOTQQQXEC; TOU VEUPIKOU OUOHlblOTOC; 
DUOVEuoio (n.x O;\;\OIWjJEVIl VEU0rJ) 

Dlorapgxl.£2Q.U YOOTPEVT£QIKOU OUOTQgQTO~ KOI DIOTOPOX.ts::. TOU OVOTTVEUOTIKOU OU01rjIJO~TOU~_WPOIS.Q 
KJlI TOU WEo08wpOKIOU 
NOUTio, tjJETOe;, OIOPPOIO, OUOTTEljJia, KOIAIOKO oAvoe;, OTOiJOTIK~ KOJ cpapUVVIK~ UTTOI081l0io, ~IlPOO1OfJiO, 
~Il pOT 11 TO CPOpUVVCI 

4.9. YTTEpOoooAoyia 

It; 

http:DIOTOPOX.ts
http:QQQX.ES;.J.QU
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Mtxpl TWPO OEV tXOUV OVO<tJEpGEi E(,EIOIK[UfJtVU OUfJnTW~JOTO unEpooooAoyioe; OTOV (ivGpc0no 

0qJOnEio 
Mi r] OVO<tJOpte; OKOUOIOe; UlIEpbOooAoyille; KOI OVO<tJOpEe; IOIPIKWV AoGwv TO nopoTrlPIl8EvT(~ 
OL'iJrmd~J(JTO EivOi OE OUfJ<tJwvio iJE TIC; yVWOTEe; OVETTlGUfJflTEe; EVtpYEIf:e; TflC; UOPOXAWpIKr']e; OfJi3P<::J~()AIIe; 
OTIl OUVIOTWfJEVfl ooooAoyio KOI fJllOpEi vu XPEIOO1Ei OUfJnTWfJOTIK~ GEpOnEio 

5. Q)APMAKOJ\OrlKEE It-.IOTHTEE 

5.2 <DaplJoKoOUVOIJIK£C; IOIOTr]T£C; 

npoKAIVIKci, fl uopOXAWPIK~ OfJ[3poE,oAfl, TO OPOOTIKO OUOTOTIKO lOU "OVOlJO npolOvTOc;" EXEI OEIX<€Ei all 
OU~ciVEI TIe; EKKpiOEIe; TOU ovonVEUOTIKOU. EVIOXUEI TflV nopoywy~ TOU ETII<tJ0VEIOOPOOTIKOU nopo '10VTO TWV 
TTVEUtJ0VWV KOI TflV Amoupyio TWV KpOOOWV AUTte; 01 bpooEIe; tXOUV we; onOTtAEOfJO T'l j3EATiwOfl Tfle; 
po~e; KGI TflC; fJETO<tJOpOe; Tfle; !3 Atvv flC; (!3f..£VVOKpOOOWT~ Kci8opOfl) BEATiwOfl TflC; !3AEvvOKPOOOW Hie; 
Ko8opOflC; EXEI OEIXGEi OE KAIVIKtC; <tJoPtJoKoAoYIKte; fJEAtTEe; H ouE,flofl TWV EKKpioEWV KOI Tile; 
[3AEVVOKPOOOWT~e; KciGopOfle; OIEUKOAuvouv TflV onoxpEfJljJfl KOI oVOKou<tJi(ouv TO !3~xo 

TOlTlKllllVOIOGflTIK~ 0poofl TflC; ubpoXAwpIK~e; OfJ[3poE,6Afle; tXEI nOpOTflpfl8Ei OE fJOVTEA.O ocp8oAj..JoIJ 
KOVIKAou, 10 onoio fJnopEi va E~flYfl8[i ana TIe; IOIOTflTEe; nou EXEI OTOV OTTOKAEIOfJO TWV olouAwv VOTpiou 
EXEI onooEIx8Ei in vitro OTI fl uopOXAWPIK~ ofJ!3po~6Afl onOKf..£iEI TOUe; olouAoue; vOTpiou, 'l iStoiJCUOfl OUT~ 
EivOi ovooTPtljJlfJll KOI E~OPTWlJEVIl ana Tfl OUYKtVTPWOfl Tfle; ouoioe;. 
H onEf..£uGtpwOfl KunopoKlvWV OTO oifJO KoGwe; KOI TO KoGflAwfJEVO OTOUe; 10TOUe; fJOvOnupflvo KOI 
TlOAufJop<ponuPflvo KUTTOPO <tJOVflKE VO fjElWVOVTOI 0flfJOVTIKO In vitro ana Tflv uoPOXAWPIKr'] otJ[3 poE,oAfl 

LE KA.lvIKEe; tJEAtTEC; OE 008EVEie; fJE novoAOIfJO, 0 TIOVOe; OTO <tJopuyyo KOI fl Epu8poTI1TO iJEIWGr]KDV 
OIl~JOVTIKO 

Muo Til XOP~YflOIl otJ[3poE,oAIle; 01 OUYKEVTpWOEIe; OVTI!310TIKWV (OfJO~UKIMivfl, KE<tJoupoE,if..Jll, 
Epu8pofJuKivll) OTIe; !3poyxonvEul.JOVIKte; EKKpIOEIe; KOI OTO nTUEAo EivOI ouE,rwtv£(; 

TOOVOfJO npoloVTOe;" Aoyw Tfle; OUV8EOfle; TOU EivOi KOTOMflAo YIO oloi3IlTIKOUe; 

5.2 <D0PIJOKOKIVIlTlK£C; IOIOTIlHC; 

AHOppOCPI]OI] 

cDOPfJOKOKIVflTlKte; fJEAtTEC, tOEIE,OV TOXEio onoPPocpflOfl TWV OHO TOU OTOfJOTOC; XOPflyouiJ£vwv iJOPCPwv 

OfJEOfle; onootOfJEUOfle; Tfle; uOpOXAWpIK~e; OfJ[3poE,oAfle; fJE YPOjJfJlKOTflTO ala 8EpOnEUTIKO ElJPOC; TWV 

OOOEWV To fJEYIOTO ETIimoo Tfl<; OTO nMofJo cp8civouv EVTOe; 1 jJE 25 WpEe; Y'O TIe; ana TOU OTO}JOTO<; 

fJOpq:>te; OfJEOfl<; OnOOEOfJEUOfle; KOI fJETO ana 6.5 GJPEe; ylo TIe; fJOpcpt<; i3pooEioe; onOOEafJEUoflC; 

H onoAuTfl [310010GEOlfJOTflTO iJElO ana xop~yrlOfl oloKiou 30 mg i3PEGflKE OTI EivOI 79 % To KOljJOKIO 

i3POiSEioe; OnOOEOIJEUOfl<; nopouOIci(EI OXETIK~ OIOGEOIIJOTflTO 95% (KOvovlKonolrWEvfl 0601l) OE oXtofl tJE 

TO oloKio TWV 30 mg 


KOTOVOlJri: 

H O[OfJEUOIl fJE TIe; npwTEivEe; ow 8[pOnEUTIKci EninEOo OTO nAcioIJo Eival nEpinou 90% H KOTOVOiJrl Tr)C; 

OfJPpoE,oAfle; iJETci ana TOU OTOIJOTOe;, I v KOI I.m XOP~Yflofl ana TO oiIJo OTOUe; laTOue; £ivQI TOX£io KOI 01 

iJEYIOTEe; OUYKEVTpWOEIe; TOU cpoPfJOKOU nopOTflpouvWI OTOUe; nVEUfJOVEe; 0 OYKOe; KOTOVOIJrie; fJ£TO OTIO 

TOU OTOfJOTOe; XOP~Yflofl EKTliJrl8flKE OTI EivOi 552 L.. 


METa j3oAlobloC; KOI onoblciK puvor] 

flEpinou TO 30% Tfl<; ana TOU OTOIJOTOe; XOPflyoufjEvfl<; oOOfle; OHOfJOKPUVETOI iJtow TOU CPOIVOfJEVOU Tfle; 

npwTfle; ol60ou. 

M[},ETEe; OE ovGpwnrvo IlnOTIKO tJlKPOOWIJOTO tOEI~OV OTI 10 OUVEV~UfJO CYP3A4 EivOi unEuGuvo Yla TOV 

fJETO[3oAIOIJO Tfle; uopOXAWpIK~e; ojJ[3poE,oAr]e; OE olj3PWfJ ovGpovuAIKO oE,u. H uoPOXAWPIKr'j OIJ[3poE,oAfl 

IJETO[30Ai{,ETOI KupiltJC; ono TO ~nop W yAuKoupovloiwOIl Kal fJETOTponri OE ol[3pwfJov8POVUf"IKO oE,u 

(mpiTrou 10 % Tfl(; oooflC;) KOI OE IJEpIKOUe; ~ooovoe; CJflfJooioe; [JETo[3oAiTEe; EVToC; 3 flWpliJV IJoci one) 
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TOU 010iJ01O(, XOPllYflOfl, If£pinoLJ 6 % Tfl(, 600q(, ~piOKETOI OE EMu8EPfl iJoPepfl, [VW nEpinou 26 % Tfl(, 
ooollC, 13pioKE10i OTfl OU~[LJYlJf:vfl iJopcpr1 OTO oupo 

o Xp6voC; fllJlc,wrlC, 010 rrAc'lOIJO nAfloloc,EI TIC; 10 wpu; H OUVOAIKrl Ko80pofl KLJiJoivUOI 010 660 mt/mln, 
iJE Trl VECf!PIKfl Ko8opOfl vo avuAoYEi OE nEpinou 8 % TflC; OUVOAIKrlC, Ko8apoflC; 

CPqP..lLCIKOKIVflTIKrj OE [IOIKOUc.;TTAr@~oJ:l2ui, 
2:E Cl08EVEiC; IJE flTTOTIKfl ouoAEIToupyio fl onolJoKpuVOfl Tq(, uOOXAWPIKrlC; OIJPpo~oAflC; EivOi iJEIWf-JEVfl, iJ[ 
anoTEAEOIJO va ElJepovi~oVTOI EninE60 nAOOIJOTOC; 13 EWe; 2 epoptc; U4JflAoTEPO !\oyw TOU IJEyoAou 
8EponEuTIKoU EUpOUC; TOU "OVOIJO npolovTOC;" , 6Ev EivOi onapoiHFEC; pu8lJioEIC; TflC; 60ooAoyioC; 

AMo 
H flAIKIO KOI TO epuAo 6Ev cpovr1KE va EnflP[(j~EI Tflv epaplJOKoKIVflTIKrl TflC; u6poXAwplKrle; aiJPpo~o?\flC, OE 
KAIVIKO EninE60 KUI EnOiJEvWC; OEV OTrOITEiTOI Konolo pu81JIOfl Tfle; OOOflC; 

5.4 npoKAIVIKO O£(')0l-l£va Yla HjV aa<poM:la 

MEAtTEC; movoAoiJ~ov6IJEVflC; MOflC; OTTO TOU OTOIJOTOC; IJE MOfl150 mg/kg/fllJtpO OE IJUEe; (4 EPOOIJOOEC;) 
iJE MOfl 50 mg/kg/fllJtpo OE miiJUEc, (S2 KOI 78 EpOOIJOOEC;), iJE i560fl 40 mg/kg/fllJEPO, OE KOVIKAoLJe; (26 
E~OOIJOOEe;) KOI iJE MOfl 10 mg/kg/fllJEpa Of: oKuAouC; (S2 E~OOIJOOEC;) OEV EOEI~OV Konolo EUOIOKPITfl 
TO~IKOTflTO O[ Konolo oPyovo 
2:E EVQOcpAt PIEC; WM TEe; TO~I KOT flTOC; T[Ooopwv EpiSuIJooWV IJE u6poXAwpiK rl 0 IJPpo~oAfl XOPflYrl8 '1KOV Ol 
miIJUEc, 4, 16 KOI t34 mg/kg/fllJEPO KCJI OE oKuAouC; XO'PflYfl8flKOV 45, 90 KOI 120 mg/kglrWEPo (EYXUOEIC; 3 
wpwv/fllJtpa) OEV U5EI~av oopaprl TOTIlKrl ri OUOTfllJOTIKrl TO~IKOTflTO TTEplAai-JpovolJtvwv KOI 
IOTono8oAoYIKWV oAAoIWOEWV. OMc, 01 OVETIl8ulJflTE(, EvtpYEIEC; riTOV OVOOTPE4JIIJEC; 

H XOPflYflofl 600Ewv uopOXAWPIKrlC; OIJf3po~oAfle; ana TOU OTOIJOTOC, OTOV E~£TOOTflKE OE OOOEIe; EWC, KOI 

3000 mg/kg/fllJEPO OE ETfiIJUEC, KOI 200 mg/kg/qlJEpo OE KOVIKAoue; OEV EOEI~E EIJf3PUOTO~IKtC; rl 
TEPOTOYEVVETIKte; 6pooEI(, H YOVliJOTflTO 0POEVIKWV KOI 8flAuKWV ETTiiJuwV OEV ETTflPEooTrlKE IJE 660EIC; EWC, 
KClI :)00 mg/kg/fllJE po 

To NO!\Et_ OE lJio nEplYEvVETIKfl KOI i-JUOYfVVUIKrlIJEMTfl KOI ov()nTU~flC; rlTOV SO mg/kg/fllJtpo 600fl 
u6poxAldr)IKfle; OIJf3po~oAflC, 500 mg/kg/fliJtpo OE oKuAouC; rlTOV EAoeppwc, TO~lKrl Ko8wc, EIJCPOVloov 
EAaTTW~Jtvo OWIJOTIKO pcipoc, 

MEMTEC; yovOTO~IKOTflTOC; TOOO in vitro (60K11J00io Ames KOI OOK'lJooio XPWIJOOWIJ'KWV ovwlJoAlwv) 000 
KOI In vivo (OOKIIJClOio IJIKPOTTUPrlVWV lJuwv) OEV t6EI~ov IJETOMo~IOYOVO 6poofl TflC; uOPOXAWPIKr'jC; 
OIJ~po~oA fle; 

H uopOXAWPIKrl OfJf3po~oAq OEV tOEI~E 0YKOYEVETIKO OUVOIJIKO OE IJEMTEC; KOPKIVOYEVEOflC; OE IJUEC; (50, 200 
KOI 800 mg/kg/fllJtpO) KOI miIJUEC; (65, 250 KOI 1000 mg/kg/fllJtpO), q OIOPKEIO TWV IJEAETWV rlTOV 10S KOI 
116 EPOOIJo6EC; OVTiCJTOIXO . 

6. <DAPMAKEYTIKA rTOIXEIA 

6.1 KOTOAoyoC; EKOOXWV 

6.2 	 AaUIJPOTOHIT£<; 
!'J.EV EcpOPlJe)c,ETOI 

6.3 illOPKEIO ~wric; 

6.4 IOlainp£<; npotpuAo~£IC; KOTO HI <puAa~'1 TOU npo·,·oVTO<; 
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6.5 	 CDuuq KOI uuuTaTIKo TOU IHPI£KTq 

6.7 	 Oorwi!':e; xpl')uqC;/X£IPIUI-l0U 

6£v £CPOp~jOC:ETOI 


6.7 	 KClToxoe; Tr]C; ooooe; KUKAo<popia<; 

7. APIGMOr Al\EIA KYKI\OCDOPIAl: : 

8. HMEPOMHNIA npOTHr AilEIAf /ANANEorHr THf Al\EIAr KYKI\O<DOPIAf 

10. HNIEPOMHNIA THr (MEPIKHr) ANAGEOPHrHr TOY KEIMENOY: 

2 To ctJuAAo OOrlYllJ.N Via TO Xp~OTrl CPOPI-10KEU IIKWV npolovTWV liOU TI£PIEXOUV OPOOTIKO aUOTOTIKO 
AIVIBROXOL HYDROCHLORIDE, Yla TIe; I-IOp<pte;: l\IUKio, LlpOlTl, KOKKia I-Ilae; oouq<; yla rroOIiJO uypo 
opi~uOI W<; Ei;~c; 

<DYI\I\O Ol\HflON riA TO XPHrTH 

1. npOLiJlOPILMOL <PAPMAKEYTlKOY npOiONTOL 

1.1 ONOMALlA: 

1.2 LYNGELH 
l'.pauTIKI') ouuia: YopOXAWPIK~ OI-1[3poE,oAIl 
EKooxa: 

1.3. ctJAPMAKOTEXNIKH MOPct>H 
['dOKio 
;:1 POTTI 

KOKKio I-1IOC; MOr]<; Via TTOOIf-lu uVpo 

1.4. n EPIEKTIKOTHTA rE l\PArTIKH OYLIA 

610Kio 1 oloKio mplEXEI 30 mg uOpOXAWPIK~<; OI-1f3poi;oAIl<; 

2."lpOTTI 15 mg/5ml 5 ml mplEXouV 15 mg uopOXAWPIK~<; O~jf3posoAr]<; 


2."lpOIJI 30 mg/5ml 5 ml mpltxouv 30 mg uopOXAWPIKI')<; OI-1[3poE,oAr]<; 


KOKKio 1-110<; MOIl<; Via nOOll-1o UVpo Ko8E CPOKEAiOIO TIEPIEXEI 15 mg ~ 30 mg uoPOXAWPIK~<; OIJf3poE,oAIl<; 


1.5 nEPI/PA<PH-LYLKEYALlA: 

1.6 <DAPMAKOGEPAnEYTIKH KATHfOPIA: BAEvvoAuTIKO 

1.7 ynEYGYNOf KYKI\O<DOPIAL 

1.8 nAPArKEYA:nHL 

1.9 rY2:KEYAfTHL 

--- ---------.---- ------ ---_. ------- ----- --_. -­

2. TI nPEnEI NA fNOPIZETE riA TO <DAPMAKO nov rAr XOPHfHrE 0 flATPor rAr 
1 

01 nAIlPocpopiE<; OUIOU TOU cpuAAoOiou OVOCPEPOVTOI IJOVO OTO OUVKEKPIIJEVO CPOPIJOKO 
IlopOKOAOUIJE olo[3ciOTE TI<; TTPOOEKTIKci. 80 ao<; owoouv 0IlIJOVTIKEC; nA'lPocpopiEC;, oAA6 OEV jJlTOpouv va 
00<; TO EE,IlV~oouV oAo. Eciv EXUE KonolEC; [puJT~OEI<; ~ o£v EjUTE uivoupol VIO OTIO~TTOTE, PWT~OT£ TOV 
VIOTp6 ~ TOV CPOPIJOKOTTOIO 00<; 
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2.1 r-ENIKE[ nI\HPO<DOPIEr 
To cpciPIJOKO tXEI CIEIX8Ei OTi OU~OVt:I TIC; EKKpioue; IOU ovonvEuoTIKOU EVIOXUEI Tllv nopoywy~ TOU 
EmcpovEloOPOOTIKOU nopoyov1O TWV nVEufJOvWV KGI Tllv AEITOupyio TWV KPOOOWV I\UTt<; 01 op60- [Ie; txouv 
we; OnOTEAEOjJO H) f3EATiworJ Tile; pO~e; KOI Tile; fJETOcpOpOe; Tile; f3Mvvlle; (f3AEVVOKPOOOWTrl Ka80po III H 
oU~1l0Tl TWV EKKpioEWV KOI TTl<; f3AEvvoKpooowTIle; K08apoTle; alEUKOAuvouv TTlV onoxpE~ljJll KOI 
ovoKoucpi~ouv TO f3~xo 
To cpOPIJUKO Aoyw Tile; OuvO[O~e; IOU [ivol KOToAIITlAo Yla alo[3TlTIKOUe; 

2.2 ENllEL:::::EII 

Oc; f30Tl8TlTIKO ylO TTl pEuolOnoilloll TWV ~Mvvwowv EKKpioEWV Tile; OVOTTVEUOTIK~e; 01300 OE TTEPITTTWOEIC 
O~EIWV KOI Xpoviwv ppoyxonvEufJOVIKWV n08~Ot:wv (~poYXiTloo, EfJCPUOTljJo, TPOXElo[3POYXiTlau XPOVIO' 
008!JOTIKTl f3poYXlTlao) 
Eniolle; EVOEiKVUTClI Yla Tllv npoAllljJTl TWV ovonVEUOTIKWV EmnAOKWV ono KOTCIKPClTTlOIl TWV £KKpioElJJV 
jJETO (me) IJ£i~oVEe; XElpOUpYIKEe; EnEfJf3ooEIe; OTO 8LlJpOKO - avw KOIAio KOI fJETa ono IlOKPOXPOVlo 
KOTOKAIOTl 
KOlO Tr) blOPKEIO O~EIWV f~OpOEWV TWV f3POYXiTIOWV npETTEI va XOPrJYEiTOI fJosi IlE 10 KOTOMIlAo 
OVTIPIOTIKO 

2.3 ANTENl1EEEIL 

To <.p0PjJOKO fJnopouv vo ~01l8~oouv TOUe; 0PPWOTOU<;, fJTTOPOUV OfJwe; vo allfJlOuPY~oouv KOI 
TTpoPA~jJOTO, 010'1 aE AOjJ[)OVOVTClI oUjJcpwvo jJE TI<; OOTlyiEe; 
AVTEvoEiKvuToloE 

YTlEPEUCJlO(Jlloio OTTlV uODoXAwPIKrl OfJf3po~oAIl KOI 010 oAllo OUOTOTIKO TOll npolovlOC, 
2:TTOVIU, nEpInTl~JO£le; KATlpoVOfJlKWV KOTOOTOOEWV, OTl<; OTToi£(; 0 ooBEvlle; IJTTOPEi va EfJCPovii;lI 

OOlJfli3OTOTIl1O fJE KOTTOIO ono TO [KOOXO TOU npolOVlOe; (nopoKOAOUfJE oEiT£ Tllv TTOPOYPOcpo 24) 

No WI XOPIlYEiTOI I(OTO Til aIOPK[IO TTle; KUIlOTle; KOI Tile; YOAouXiue; 

2.4 EllllKEr npO<l>YI\A:::::Elr KAI EllllKEr npOElllOnOIHLEIL KATA TH XPHLH 

2.4.1. fEVIKO: 

KOTO TrJ XP~OlllOU c.p0PfJOKOU fJHOpEI va npOI<Ar)8Ei OU~1l01l TOU OYKOU TWV pEuoTOnoloujJEVWV PPOYXIKWV 

EKKOioEWV KOI OV is£v OTIOIJOKpUVOouv fJE P~xo EivOi TTPOTlfJ6TEPO VO alOOWATlVWVETOI 0 008EV~e; Li..JOTE VO 

nOpOIJEivEI UVOIKTli Tl ovonvEuoTIK~ oaoe; 


Tu o/uKio mpJt.xouv . mg AOKTO(r]r:; nou t.XEl wr:; OlTOTt.MofJu. mg AUKTO(IK uva PEV/OTr] TTPOTElVOfJ[vrJ 
r7J.J[p/701U Ooor7 (120 mg). Ao8[v[/r:; P[ omivlO KAr]poVOfJlKrj ouoav[{iu UTr] vuAaKTo(r], aVUTapKElU 
IIOKTCOIK KOIC Lapp rj ouounoppocpr]or] yAUKO(r]r:; - yaAuKTo(r]r:;, O[ 8u TTPErW vo AUfJj3avouv aUTO TO 
cpappOKO 

I/pOTTJ 30 mg/ 5ml. 5 ml OIPOTllOU TTEplt.XOUV .... 9 oopj3lToAr]e; TTOU t.X[f we; UTTOTt.AwfJa ... 9 oopj3/ToAr]r:; 
ava PEV/OTr] TTPOT[fVOIJ[Vr] 17fJEpi]O/U ooor] (20 ml) Aoe[v[ir:; fJE oTTav/u KAr]pOVOP/Krj Ououv[{ia OTr] 
CPPOUKTO(r] O[ ea lTptTW va AafJj3avouv TO cpapfJaKO. MrropfJ [rrior]~ va t.X[! i]TlIU Ka()apTlKi] opaor] 

I/pOTTJ 15 mg/5ml 5 ml OIPOTllOIJ TT[PIt.XOUV .... 9 oopj3lToAr]r:; nou t.X[f we; aTToTt.Awpu .... 9 ooPf3lToAr]r:; 
uva plV/OTr] npOTElVOIJ[Vr] 171J[P001U ooor] (30 ml) AofJ[v[/r:; fJ[ o71av/a KArlPOVOfJlKrj Quouv[{ia OTII 
CPPOUKTO(/) O[ 8a lTpEnEl vu AafJf3avouv TO cpapfJaKO. Mnop[i uTior]r:; va t.X[J f]mu Ku8apTlKi] opaor] 

Exouv ovocpEpBEi noAu My£(; nEpmTwoEIC; oo[3opwv O},.;\OIWOEWV TOU aEPfJCJTOC; onwe; ouvaPOfJO Steven 
Johnson KOI TO~IK~ [maEPjJIK~ VEKPWOIl fJE XpOVIK~ ouOXtTIOTl fJE TTl XOP~YTlOIl onOXPEJJ1TTIKWV C)1TWC; Il 
uapOXAWPIK~ ojJi3po~oAfl 01 TTEPIOOOTEPE<; TTEpmTWOEIe; fJnopOUV va E~rJYll8ouv OTTO TTl 00f30pOTTlTO 
oAALuv UnOKEifJEVWV 008EVEIWV KOI/~ oUYXOPTlyoufJEVrJC; tpOPJJOKEUTIK~e; oywy~e; ETIlTTPOOOETO, KaTe) TIlV 
npwljJfl CPOOTl TOU ouvapojJou Sleven Johnson ~ Tile; TO~IK~C; ETTIOEPfJIK~e; VEKpWOIle;, 0 OOBEV~e; fJnopEi vo 
EfJcpoviOEI 0PXIKO IJTl E~EIOIKEUfJ{VO TTpOOpOjJO OUjJnTWjJOTO nou vo npOOOfJOIO~OUV fJE ypiTTTl, onwc; 
1Tupnoc;, n()VOI 010 OWJ.10, plviTIOO, [3~xoc; KOI TTov6AOI~JOC; AUTO TO fJTl EsEIOIKEufJEva TTpOOpOjJO 
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OlJlJll:ldiJC11O nou npOOOIJOloZ;OUV IJf YPllTll ,ivol mSov6v va oorWlloouv TroporrilovllTIKO OTllv t'VOP~ll 


OUIJHTW!JOTIK~<; oywY~<; YIO TO /3~xo KOI TO KpuoA6Y1l1J0. 

0<; [I( TOlnou, foV qJqJOVIOTOUV vU:<; oMolwo[l<; TOU QEPIJOTO<; ~ TWV /3i1Evvoyovwv, So nptm:1 va ~IlTIlSEi 


OIJEOW<; 100piKil oUIJ/3ouA~ KOI w<; TTpoqJuAo~1l vo OIOKOTTEi 11 oywy~ JJE UQPOXAWPIK~ oIJf3po~6AIl. 


LE TTEpinTwoll ETrrlPEOOlJtvlle; VEqJpIK~e; Amoupyio<; 11 oo/3op~e; IlTTOlOnoSEIOe; TO qJOPIJOKO IJTTOp Ei va 

XPIlOlIJOnOlllSEi J-Iovo !-lETO OTTO 100p1K~ oUIJj3ouA~ 


2.4.2 XP~GIl KOTC) Tllv KUIlGIl KOI KOHl Til OlapKEIO Tile; yoAouxioe;: 
Xp~OI1 KOla TIlV KUllorr 
H UQPOXilWPIK~ OIJ!3po~oilll QIOnEpVo TOV niloKOUVTO 
H OCJqJOAEIO KOTO Til QIOPKEIO Tile; KUIlOIl<; OTOV ovSpwno QEV tXEI OKOIJO OrrOQElxSEi 
H XP~OIlIOU qJOP~IOKOU OE OUVIOTaTOI KOla Til QIOPKEIO Tile; KUIlOIl<; 

XP~OIl KOla Til OlapKEIO Tile; yoAouxioe;: 

H UQPOXilWPIK~ OIJj3po~oilll EKKpivETOI OTO !-lIlTPIKO yoAo 

H OOqJoilEIO ono Til XOP~YIlOIl TOU qJ0PIJOKOU KOTO Til QIOPWO Tile; yoilouXioe; QEV tXEI OKOJJO OTTOOEIX8Ei, 

OnaTE OE OUVIOTOTOI 11 XOP~YIlOIl TOU qJ0P!-lOKOU OE SIlM[,ouoEe; IJIlTtpEe; 


2.4.3 Eniopooll OTllv IKovcnrJTo OOr'jVlloll KOI XElp10I·JOU I-'llxavlllJaTwv: 
6EV UTTOPXOUV EVQEi~EI<; Ylo lllv ETTiopOOIl olllv IKOVOTIlTO oO~Yllolle; KOI XEIPIOIJOU IJIlXOVWV QIOTI OEV 

txouv 0lE~ox8Ei OXETIKt<; IJEAETEe; 

2.5 	A/\I\HI\Enl~PArElr ME AI\I\A <DAPMAKA 'H OyrlEr 
DE\ ,'1100XOU1/ KAIVIKO 0IlIJOVIIKEe; QUUIJEVEic, oMllilEmopooEIe; IJE oMo qJOPIJCJKO 

MUG III XOfl~Ylloll OIJ/3po~oilllC; 01 OUYKEVTpLlJOEIe; oVTI!3lmlKwv (OIJo~uKIAAivll, KEqJoupo~iJJIl, 


EPUSPOIJUKlvll) OE !3POYXOTTVEUIJOVIKEC; EKKflicJ[lC; KOI OTO OiEAo EivOi OU~IlIJtvEC; 


nplv neJpETE aUTO TO qJOPIJOKO So npEnEI VO EXUE EVIlIJEPWOEI TO YIOlp6 OOC; YIO KOSE qJOPIJOKO nou TUXOV 

lTOiPVETOI eDOPIJOI<O EivOi KOSE npol6v TTOU XOPIlYEiTOI KOI xwpiC; IOTPIK~ OUVTOY~ 


2.6 fJ.OEO/\OnA 
fJ/oKia 

Ev~AIKEC; KOI TTOIQIO OVW TWV 12 ETWV 1-2 QIOKio 2 qJoptc; Tllv IlIJtpa. To oloKio ilalJ/3ovovTOI IJE Aiyo VEPO 

Llp6m 15 mql 5ml 

flO nalolo OUOT~VETOI YEVIKWC; OUVoAIK~ IlIJEp~0I0 06011 12-16 mg/kg j3opouc; OWIJOlOC; 

Av Q[V unoO~EI oMIl oOllyio : 

[ 1011310 5·12 ETWV: 1 KOUTOiloKI TOU yilUKOU 2-3 qJoptc; lllv IlIJtpO 

[ 10113102-5 ETWV: 1/2 KOUTOiloKI TOU yAuKOU 3 qJOpEe; lllv IlIJEpo. 

[ 1011310 KCJTW TWV 2 ETWV: 1/2 KOUTOAoKI 101.1 yAUKOU 2 qJopt<; Tllv Il!-lEPO 

1 KOUlOAoKI lOU yAUKOU OVTIOTOIXEi OE 5 ml IJE TO OOOlJJETPIKO KUTTEMoKI TTOU nEplAoIJ/3ovETol OHi 
OUOKEuooio. Tono8ET~oTE TO OIPOTTI OTllv KWVIK~ TTilEUpO TOU KuntMou (olllv TTM:upo nou OEV EivOi 
QIOTPIlTIl) 

IJQ6m 30 mql 5ml Kat KOKKio IJIO(0600( VIO EvdAIKE( (30 mqlqJoKEAioJO) 

EVri;\IKEe; KOI nOiolo OVW TWV 12 ETWV (60-120 mg IWEPlloiwe; OE ouo QJrIPIlJJEVEC; OOOEIe;): 
1-2 KOUTOMKIO TOU yiluKOu (~ 5-10 ml IJE 10 QOOlIJETPIKO KUTTEMoKI nou nEpl;\oJJl3ovETOI OTIl 
OUOKEuooio),2 qJopte; Tllv IlJJtpo. 

To OVWTEPO oOOOi\OYIKO 0X~IJO EVOEiKVUTOI OE o~EiEC; no8~oEI<; TOU ovonVEUOllKOU KOI Yla Hlv tvap~1l JJIOC; 
SEpanEiac; XP6vlwv KOTOOTOOEWV, QUVOJJEvllC; vo OUVEXIOSEi EWe; 10 IWEpEe; 

flO TTalolo OUOl~VETUI YEVIKWC; OUVOAIK~ IlJJEP~OIO 06011 1.2 - 1.6 mg/kg j3opouc; OWJJOTOC; 

Av QEV UnaP~EI oMIl OQllyio 



---

AI\YI" F.c1250 I:-;/cl 

(2'lu) 

Ilolole) ::' 12 ETWV 15 mg (2 5 ml fJL TO OOOlfJUplKO I<UTTEAM1KI HOU TTEPIAOiJi3UVETOI OTfl OUOK[UOoio) 23 

qJ0p{c, TrlV rwtpo 

nOIC)ICl 2-5 uwv 75 mg (1 25 III I 1)[ 10 OOOliJETPIKO KLJTfEAAOKI TTOU TTEPIAOiJi30VETOI OTr] OuoK[lJaoio) 3 

CJ'OptC;T IW fWtpO 

nOIOIU KcJTW TWV 2 E1WV 7 5 mg (1 25 ml fJE TO OOOlfJUplKO KUTf[l\AOKI TTOU TTEPIAofJi3ovETOI OTIl 

O)OKFLJOOICl), 2 <jJopte; Hlv rwtpo 

1 KOUTOAoKI TOU yAUKOU OVTIOTOIXEi DE 5 ml iJE TO OOOliJETPIKO KUTTEAAoKI TTOU TTEPIAofJi36vElOI OT'I 
OUOKEUUOIO. TOlTOSET~OTE: TO mpoTfl OTllv KL0VIK~ nAEupo TOU KUTTtAAou (onlv nAEupo TlOU OEV civol 
O:OTprllq) 

I[ o~Ei[() KUTooTom:le; TOU ovonvEuOTIKOU, EOV TO OUiJTTTWfJOlO OEV UHOXWpouv ~ XEIPOTEP[UOUV KOla Til 
l:WJpK[IO Tile; OVwv~e;, So HPETTEI vo (qTqS[i q OUfJf3ouA~ TOU SEPOTTOVTOe; IOlpOU 

[=(,0' OOOV L1noPXEI tVOEI~1l nopoTOoqe; Tqe; ovwy~C; Il oooq fJElWVElOI OTO fJloO To <jJ0PfJOKO fJnopEi va 
AOfJf3ovuol OVE~OPTIlTO OTTO Tqv TTpooA'll(J'l TpO<jJ~e; 

2.7 VnEP,I\,.m:O/\OrlA - ANTIMETOnlrH 

MtXPI TWPO OEV txouv OVO<jJEpSEi E~EIOIKEUiJtvO OUfJTTTWiJOTO UlTEpOoooAovioe; OTOV ov8pwno 
IE m:pinH00'l uTTtp(3oolle; Tile; iSoooAoyioe; oUVloTOTOI OUfJTTTUJfJOIIK~ 8EPOTTEio 

TIlA. KtVTPOU L'..flAflTrIPIOOEWV: 2107793777 

2.8 TI nPEnEI NA rNOPIZETEl:E nEPlnTOl:H nov nAPA/\EltVETE NA nAPETE KAnOiA LlorH: 

Eov nptTTEI va AOfJ130VETE TO <jJOpfJOKO OUVEXWe; KOI TTopoAEil(JETE iJio iSoOIl, TTptTTEI va AO[3ETE Til ooorl 

OUT~ TO TOXUTEPO OUVOlOV Eov, EV TOUTOIe;, nA'lOIO(EI 'l wpo Via Tllv ETTOiJEV'l OOO'l, IJ'l AO(3ETE Trlooo'l 

TIOU HopoAtil(JOll, ollAo oUVEXioTl KOVOVIKO T'l 8EPOHEio 


2.9 A NEnIG YMHTEL ENEPiEIEL 

OTTWC; fJE 0.110 TO <jJ0PiJOKO, fJEplKte; <jJopte; TTOpOUOIO(OVTOI OVETTl8UW1TEe; EvtpYEIEe; 

To <jJ0PIJOKO [ivol vEVIKWe; KoAo OVEKTO. 

1',.IOKia 

L110l0p~ TOU OVOOOTTOIOTIKOU OUOTQbJOTOC;, L1IOlOpOXtC; TOU OtPfJOTOC; KOI TOU uTToiSoPIOU IOTOU 
Avo<jJuAoKTIKte; OVTIOpClOEIe; oUIJTTEPIAOiJ(3oVOiJtV'le; Tile; OVO<jJUAOKTIK~e; KOTonAIl~ioe;, OYYElooio'l~jO, 
E(,OVSrwCl, Kviowo'l, KVlloiJOe; KOI ollAll un[pruOIo8'loio. 

L'110l0poxt<;. TOU YOOTPEVTE.QIKOU OUOTrj!JOTOC; 

Nourio, [!Juoe;, OIOPPOIO, OUOTTEl(Jio KOI KOIAIOKO oAyoe; 


Liponi 

6IOTOQ~.lXIC, TOU ovooonolr]TIKOU OUOTrj]JOTOC, L1IOTOPOXEC; lOU otPIJOTOC; KOI lOU unoooplOU 10TOl! 

Avo<jJuAoK TIKEe; OVTIOPOOEl<; OUiJTTEpIA0I--l!3ovo]Jtv'lC; Tile; OVO<jJUAOKTIK~e; KOTonAIl~ioe;, OYYElooiOIl~JO, 


E~ov81l1--l0, Kviowo'l, KVIl0!J0C; KOI oAAIl UTTEprUOIo8'loio. 


6IOTOpOXtC; TOU VEUPIKOU OUOTrjIJOlOC, 

L1UOVEuoio (n.x. oAAOlw~Jtv'l YEUo'l) 


6lOTOpoxtC; TOU VaoTPEVTEPIKOU OUoTrjIJOTOC; KOI L1IOTOPOXtC;2Qu ovonvEuoTIKOU ouoTrjlJQIQ<:"LT()_u 8WQOKQ 

KOI TOU ,JEOOSWpOKIOU 

NOUTio, [fJElOe;, olopporo, oUOTTEl(Jio, KOIAIOKO 6Ayoe;, OTO~JOTIKrl KOI CPOPUYYIK~ UTTOI081loio, ~'lpoOToiJio, 


~rJPOTrJTO cpopuyyo 

Mllv oVflOUX~OETE iJE OUTte; TIe; OVEHISUlJrJTEe; Evtpvmc; nISOVwe; va iJ'lV nopOUOIooUE KOiJia ono OUTte; 

Eniolle; OVO<jJtPETE OTO YIOTPO ooe; OTTOIOO~TTOTE Ev6XA'liJo TTOpOlflP~OETE KOI lTOU OEV lTEPll--lEVOTE 
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2.10 HfVlEPOMH~JIA /\H:=:HI TOY rlPoloNTOI 

Mq xprlOI~JOnOlliTr TO npolov fJElCiI rlv rHJf:po~JflVIU HOU ovuyp0(jl£TOI OTl1 OUOKEuooio TOU 

2:11 IlllAITEP EI npOCDYAA:=:Elr riA TH Q>YAA:=:H TOY npOIONTOL 

2:14 HMEPOMHNIA TEAEYTAIAI ANA0EOPHIHI CDYflAOY O~HrION. 

------------- ----_. ---- - ---------­' 03. nflHPO<DOPIEI riA THN OP00/\oriKH XPHrH TON <DAPMAKONI 
To (jlOPfJOKO aUTO TO EYPOlfJE 0 YIOTpOe; DOe; fJOVO YIO TO OUVK£KPIIJEVO IOTPIKO OOe; TTPo~Arl fJO 

Mv rrptml VOlO OIVETE DE oAAo OTOfJO 11 VO TO xprl0lfJOfTOIEiTE Via KonOIO ollAfl fTo8rlOll, Xwpie; 
npoflyoUJJEVWe; va tXE1E OU~J~ouAE:u8Ei TO ylOTpo ooe; 
o COV K01(J Til OIOPK[IO Tile; 8EponEioe; qJ(jlOVlu8Ei KonOIO npo~Arwo JJE 10 (jlOPIJOKO, Evr]fJEPW OTE 
TO YIOTPO ooe; ~ TO rpOPfJOKOnOIO ooe; 
o Eov tXCTE onoloorlnOTE EPWlIWOTIKO ylJPW OTTO TIe; TTAIlPO(jlopiEe; nou O(jlOpOUV TO (jlUpIJOKO nou 
AOfJf30VETE ~ XpEIO(EOTE KoAllTEPIl EVllfJEPWOIl ylCl TO IOTplKG ooe; npo~Arwo IJIl Ol0100ETE VO 
(TlT~O[TE TIC; nAIlPorpopiEC, ClUTte; OTTO TO ylClIpO ooe; ~ 10 (jlOPIJOKOnOIO OOe; 

riO va £ivOi OlT01EALOIJOlIKO KOI OO(jloMe; TO (jlOPfJOKO nou ooe; XOPIlV~8IlKE 80 np£TIEI vo 
AO~jf3CJVETOI OUfJrpuJVO IJE TIe; oOllyiEe; rrou OOC, 0681lKOV 

riO TTlV oO(jloA£IO KOI TTlV uYEio ooe; [IVOI onopoiTIlTO va OI0(300E1E JJE npoooX~ Ko8E 
nAIlPO(jlOPIO nou O(jlOpO TO (jlOPIJOKO llOU ooe; XOPTlYIl81lKE 

I Mil OIOlflPEiTE TO (jlOPJJOKO Of EPfJOPIO TOU AOUTPOU, OIOTI 11 (EOTIl KOI Il uypooio IJnopEi vo TO 

i ollAolwoouv KOi VCl TO KOTOOT~OOUV fTflf3Aof3~ VIO Tllv uVEio Ooe;

Ile Mrlv KPOTClTE <fOPJJCJr(O nOli nEV TO XPEIO(WTE ~ nou tXOUV n.()Tl ":')SEi . 
• 110 KOAUTEPIl oorpoAEIO KPOTUTE OAO TO (jl0p~IOKO fJOKplO ono TO nOlolo. 

4. TPOnOI L'lIA0E:IHI 

ro <fOPIJOKO XOPIlVEiTOI JJE IOTPIKIl ouvTOy~ 


1'1. 1 H rlEplAi"llIJIl XOPOKTI'lPIOTIKWV TOU npOIOVTOC, (jl0PfJOKEUTIKWV rrpolovTWV nou nEplfXoUV apOOTIKG 
OUOTOTIKO AMBROXOL HYDROCHLORIDE, ylO HI I·JOpqHl: KOqJ(lKIO TTOpOT£TOfJEVf]<; oTTo6i:O I-'EUoq<;, 
OKA,lPO, Opi(ETOI IJJe; [C;~e; 

nEPlflH4JH TON XAPAKTHPIITIKON TOY npo'ioNTOI (SPC) 

1. EMnOPIKH ONOMM::JA TOY <l>APMAKEYTIKOY npo'ioNTO[ 

2. nOIOTIKH &nOl:OTIKH IYN0El:H 

trans-4-[(2-amino-3,5-dibromobenzyl) amino] cyclohexanol hydrochloride 
(=/'Imbroxol hydrochloride) 

1 Km~oKlo nOpcnnOIJtvllC: onoOtOIJEUOIle; = 75 mg 

3. CDAPIVIAKOTEXNIKH MOPCDH 

4. KfllNIKA l:TOIXEIA 

4.1. 0(POTT(UTIIU:C; (vofi~(IC; 
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[Je; POll81lTIKO '110 111 pELJOTonoi'l0rl llJlV f3 l1 eVVlJJOl;JV EKKpioUllV Tile, OVOTTVELJOTIK~e; OOOU Of nEpll1Tl.00EIC 
O(,EIl.0V KUI XPOVllJJV ~POYXOI1VEUjJClV';\Ll)V lT08(lOEWV WpayxiTlou, £jJcpu0'ljJa, 1 POXElo!3poyxirluo, ..:xPOVIO ' 
008~JOlIK~ [3poyxiTloa) 
Enioqe; EVo[iKVUTCIl YIO HiV npoAqqJrl TLJJV ovanVEUOTIKWV [mnAOKWV IJETO alTO KOTOKPOT'lOr] TLJJ"v' 
EKKpioEWV jJl Tel OTTO lJ[i~ov[e; XEIPOUpYIK£e; [TT[IJ[3clUEIe; 010 OWPOKO - OVW KOIAio KOI IJUO OliO 
jJOKpoXPovla KOTOKAIOq 
KOTe] Hl olapKflo Cl~[ILJJV [~OPO[LJjV Tl0V f3poYXITIOWV npEnEI va XOPIlYEi1OI [Ja(i ~J[ TO KOToAIIllllo 
OVTI[3IOTIKO 

4.2. !3oooAoyio KOI lPOTTO<; xopriYI1(H)<; 

EVI];\IKEC; KOljJOKIO nOpOT[TOlJtvqe; onooto[JEUO'le; 1 cpopo Tqv rWEpo, [iTE TO npwi q TO [Jpe)ou ~J[T(j ()TIO 
Y[LJIJO 
To KOljJOKIO O[V nptn£1 va oVOiYOVTOI ~ va IJOOWVTOI, oAllo va KOTanivov1OI OAOKAqpO 1Jf. [lTOPK[ C; uypo 
To «oloKia cpopEie;», TO onoia jJnopEi jJEplKte; cpo pte; va qJcpOVIOTOUV 010 Konpova, EXOUV CJTT£t\[U 8EPWOEI 
TO OpOOTIKO OUOTCIlIKO KOTO H] OIOPKEIO Tqe; OIOOOU TOUe; ono TO HEnTIKO OlJOH1IJO KCli ElTOjJEVWe; rl 
TTopouoia TOUe; OEV [X[I O'llJooio. 

l [ O~U[e; KOTOOTOOEIe; TOU ova JIVE UOT IKOU, [(jv TO OU[JTTTW[JOTO OEV UTTOXWPOUV ~ XElpOT EPE UOUV KOHl T q 
OIOPKEID Tqe; oywy~e; 80 nptnEI va (qT1l8Ei 'l oU[Jf3oulI~ TOU 8EponoVTOe; IOTPOU 
To cpc'JP~)OKO [JnopEi vo AO[J[JOVE101 OV[~OpTqTO ono TqV npoollqljJq TPO(P~C; 

4.3. AVHVOEi~EIC; 

To CPOp[JOKO OVTEVOEiKVUTOI OE 008EV[iC; IJ[ YVWOHl un[p[uoI08rloio OT'lV uopOXAWplKq O~JPpO~OA'lI, OE 
onOIOOljnOT£ oAlIo OUOTOlIKO TOU npolovTOC;. 
No Wl xopqYEiTOI KOTO T'l OIOPKEIO TrlC; Kurloqe; KOI TrlC; yoAouXioe; 

4.4. IOloinp£<; npoEIOOTTOlriO£I<; & IOlOinpE<; TTpOqlUAO~EI<; Kala HI Xpr'jOil 

Keno Iq XPrlo'l TOU CPOPIJOKOLJ IJnop£i va npoKAq8[i OU~r)OIl TOU OYKOU TWV p£uOTOnoloU~EVWV [3POYXIKl.1.JV 
f:KKPICJEWV KOI ov OEV OlfOIJOKpLJv80LJV IJE !3~xo EivOi npOTI[J01EpO vo OIOOLJJArlvwvETOI 0 008EV~C; (AJ01E va 
nopO~[iVEI OVOIKT~ i] ovOnVEUOTlK~ oooe; 

Exouv ovocp£p8[i noAu ,~iy[(; nEpmTlLJOEIC; oo[3opwv Ollt\OlwoEwV TOLJ otpjJOTOC; onwc; ouvbpo[Jo Steverl 
Johnson KOI lO~IKrl ETTlb[p[JIK~ VtKPWO'l [JE XpOVIK~ OLJOXETIOq [JE Tr) XOP~V'lof] OnOXPElJnTIKWV onwC; '1 
uopoXllwplK~ OIJf3po~ollll 01 TTEPIOOOT[PEC; nEpITTTwo£lC; jJnopouv va E~'lY'l80uv ono Tq Oo~opoTrlTO 
oAAwv unOKEiIJEVWV 008EVEIWV ~ ouyxopqYOUIJEVr]C; cpoPIJOK£UT IKrlC; oywy~C; Enmpoo8uo, KOTO Ti]V 
lfpWI~Jq cpooq TOU OUVOpoIJOLJ Steven Johnson ~ 1r]C; TO~IK~C; ETIlOEP[JIK~C; vEKpwoqe;, 0 008EV~C; IJfTopEi vu 
qJcpOViOEI 0PXIKO IJf] [~EIOIKEUjJEVO npOopoIJO OUIJnTw[JOTo nau vo npooojJoloi;ouv jJE ypinq, onwc; 
rrupE10e;, novol OTO OWIJO, plviTIOO, !3~xoe; KOI nOvOAOIIJ0C; AUTO TO [Ji] [C,EIOIKEUIJEVO npoopo[JO 
OUiJnTW[JOTO TTOU npoooIJOIOi;Ouv iJE ypiTTf] Eivol m80v6v vo ooqy~oouv noponllovllTIKO OTqV tvop~'l 
OU~JI1TWIJOTIK~C; oywy~e; YIO TO !3qxo KOI TO KpUOll6yq[JO. 
Oc; EK TOUTOU, EOV E[JCPOVIOTOUV VEEC; OMOIWOEIe; TOU OEp[JOTOC; ~ TWV f3Mvvoyovwv, 80 TTpEnEI vo i;r]Tr]8[i 
O[JEOLJJC; IOTPIK~ oll[Jf3ouA~ KOI we; npocpulIa~q va oloKomi f] oywy~ jJE uopoXlIwplK~ o[Jf3po~OArl 

2:[ mpinTwor] EnrlPEoojJEVIle; VEcpPIKqC; AElToupyioe; ~ oo[3ap~c; qnOTono8EIOe; TO «ovolJO npOIOVTOC;» 
IJTTOPEi vo xpI]0I[JonOIr]8Ei IJOVO [JUO ono IOTPIK~ oUIJf3ouAri Onwc; IJ£ OAO TO CPOPIJOKO nou 
IJETOpollisoVTOI ono TO ~nop KOI OKOAou8Ei V[CPPIK~ ontKKplOl] TOUC;, EVO£XUOI vo EjJCPOVIOTEi 
OUOOwpEuOq TWV 1.J£TO[3oAlTwv TI]e; OIJ[3poc,oll'lC; nou oXilIJOTi08qKOV OTO rinop, OTOV unOPX[1 oo[3op~ 
VECPPIK~ OVEnOpK[IO 

4.5. AMIlM:mopaoElC; I-'E aMa <paPIlOKO KOI aM£(:, J.lOp<pi.c; oAAqAETTiopool1<; 

6lV uncIPXouV KlIlvlKO OrHJOvTIKtc; ouo~Jfv[i() OMI]lI£TTlOpOOEIC; JJ[ liMo CPOpjJrlKO 
Muu Tq XOP1lYrJ011 OIJr)po~6A'lC; UI OUYKEVTPWOElC; OVTlf3IOTIKWV (OIJOC,UKIMiv'l, KECPOUpo~ilJq, 
EpUepO[JLJKivI]l OTIe; r3poyxonVEU[JOVIKle; EKKpim:le; KOI 010 TTTuElIo £ivOi ouc,f]lJtV[(;. 
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4.5. KUIla'l KClI yal\olJxia 

Xpr'jaq KOTO Hlv KUIlail : 

H uo pOXAuJPIK ~ OfJ f3poc,oAfl OIOTTE pva TOV TT AOKOUVTO 

H OOCPOAEIO KOTO lfl OIOPKEIO Tfle; KUflofle; OTOV OV8PWTTO OEV tXEI OKOfJO OTTOOEIX8Ei 

H XP~OIl Tr]e; uOpOxAUJPIK~e; OfJ~poc,oAfle; OEV auvlaToTOI KOTa Tr] OIOPKEIO Tile; KUIlOIle; 


Xpr'jOil KaTO Til OIOPK[lO HI<; yaAouxia<; : 

H UOpOXAWPIK~ opf3poc,oAfl EKKpivETOI OTO IJil1PIKO yoAo 

nopoAo TTOU O[V OVOlJtVOVTOI OVElTI8UfJIlTEC, ElTIOpOOEIe; OE !3ptCPfl TTOU 8IlA6(ouv, OEV aUVIOTOTOI fl 

XOP~YIlOIl Hle; uOPOXAwpIKfle; OIJf3poc,oAIle; OE 8Il AhZ;oLJOEe; fJllTtpEe; 


4.7 Erriopoall aHlv IKOVCHqTO oor'jY'la'l<; KOI XElp,al·JOU IJIlXav'lJJOTWV 

Mv urrapXOLJv EV()Eic,EIe; YIO TIlV ETTiopOOIl OHlv IKOVOTflTO OO~YIlOfle; KOI XElP10fJOU IJIlXOVWV OIOfl OEV 
txouv Olf(,oX8Ei OXETIKte; IJEMTEC, 

6IOTOQ9xt~TOU OVQooTTOlrpli<0u OUOHWO~ 6IOTC1pOxt~~ OEPfJOTOC; KOI TOU UTTOOOPIOU IOToli 

Avoc.puAoKTIKte; OVTIOpOOEIe; OUfJm:PIAofJf3oVOfjtvlle; lfle; oVOc.pUAOKTIK~e; KOToTTAIlc,ioe;, 0YYElooiOfllJo, 

Ec,ov8IWO, KvioWOIl, KVIlOiJOe; KOI [)AAIl UTTEPEUOI08flOio 


QiOTO OQXE~ TOU _YQO Tf)[VTEPI KlJl! OUOTl111";)C 

l'JCiUTio, tjJETOe;, cmJPPolo OUOTJEljJio KOI i"JIAIOKLJ IJAyoe; 


4.9. YrrEpooaoAoyio 

LupnTwpom 

MtXpl TWPO OEV txouv ovocpEp8Ei [C,EIOIKEUIJEVO OU[JTTTWIJOTO um:pooooAoyioe; OTOV OV8PWTTO 


OEpOTTEia 
Me f300fl CJvorpopte; OKOUOICJe; U!TEpOO(J('/,oyioC; KOI OV[J(poptc, IOTPIKWV !,o8GJV TO rfopOTflpr-ISfVTll 
OUlJlfTWfJOlO EivOI OE oUiJcpwvio fJE IIC, yVWOTfC, oVEm8uIJrITEe; EvtpYW:e; Tfle; uOpOXAWpIK~e; OfJf3po~oAIle; 
OTIl OUVIOTWfJEVIl 60ooAoyio KOI IJTfopEi va XPEIOOTEi OUIJTTTWfJOlIK~ 8EPOTTEio 

5. <PAPMAKOI\OfIKEL: I~IOTHTEL: 

npoKAIVIKO, fl uOPOXAWPIK~ OfJ~poc,oAfl, TO OPOOTIKO OUOTOTIKO TOU «ovojJo TTpoIOVTOC;» tXEI OEIX8£i OTI 
OUC,OVEI TIe; EKKpioEIe; TOU OVOTTVEUOTIKOU. EVIOXUEI TflV TTOpOYWYri TOU ETTlCPOVEIOOPOOTIKOU TTOPOYOVTO TWV 
TTVEUt.JOvwv KOI TflV AmouPyio TWV KpOOOWV. AUTte; 01 OPOOEIC; txouv we; OTTOTtAEolJo Hl !3EATiwo'l Tile; 
po~e; KOI Hle; IJETOcpOpOe; Tfle; f3Mvv'le; (f3AEVVOKpOOOWT~ Ko80po'l) BEATiwOfl T'le; f3AEvvoKPOOOWT~e; 
Ko8opo'le; tXEI OEIX8Ei OE KAIVIKtc; CPOPfJOKoAoYIKEC; IJEAtTEe; H ouc,'lO'l TWV EKKpioEWV KOI Tr]e; 
f3AEVVoKpOOOWT~e; Ko8opOIle; OIEUKOAuvouv TIlV mfoXPElJljJll KOI ovoKoucpi(ouv TO f3~xo 

TOTTlKr'j ovol08flTIKr'j OPOOIl Tile; UOpOXAWpIK~e; OIJf3poc,oAfle; tXEI TTOPOlflPIl8Ei OE 1J0vTtAo ocp80AfJOU 
KOVIKAou, TO oTToio fjTTOPEi va EC,flYIl8Ei ono TIe; IOIOTIlTEe; nou tXEI OTOV onoKAEIOfJO TWV olouAwv vOTpiou 
EXEI OTTOOEIX8Ei In vitro OTi Il uopoXAwplKIl OIJf3poc,oAIl OTTOKAEiu TOUe; olouAoue; vOTpiou, 'l otOIJEUOIl OUT~ 
EivOi ovooTptljJllJ1l KOI E~OP1WIJEVIl ono fll OLJYKtVTPWO'l T'le; ouoioe; 
H OTTEAEu8tpwo'l KunopoKlvWV OTO oifjo Ko8we; KOI TO K08'lAwptvo OTOUe; 10TOUe; fjovonup'lvo KOI 
noAujJoPCPOTTlJPIlVO KUTTOPO cpovllKE vo fjEIWVOVTOI O'lIJOVTIKO in vitro OTTO T'lV uOpOXAWPIK~ Ofj[3poc,oAIl 

h KAIVIKf:C, IJEMTEe; OE 008EVEIe; w novoAollJO, (] novae; 010 <.pcipuyyo KOI Il Epu8pOTilTO IJElw81lKOV 
OIWOVTIKO 



/Ii\ Y UI-I:::-~ 12')0-1,;'1 
(2,1(1 ) 

Mull lr1 ;<0PflYllOfl C1fJ!3po~6Afle; 01 CJUYKEvTpWm:le; UVTIPIOTIKl1JV (OrJOF,UKIAAivrJ, K[(POllPOF,i~JrJ, 
EpU8pOrJUKIVrJ) OTIe; !3poyxonvEUfJOVIKle; EKKpioEIe; KOI 010 nTuEAo EivOi ollc,lljJf.VEe; 

L\TTQQQQ(jJIJgi10 
H onoPPocprJOIl oAwv TuJV ono TOll OTOfJOTOe; XOPIlYOUrJEVWV fJOPCPWV OfJ£Or]e; OnOOEOfJElIOr]e; Eiv 01 TOXEio 

KO: 0XEOOV nArlpr]e;, rJE ypOfJfJlK~ OXEOr] We; npOe; Tr] ooor] To fJEYIOTO EniTT£Oo nAoOIJOTOe; EnlTuYXoVOVTOI 

CJ[ 1 - 2 5 WpEe; '110 Tie; a ITO TOU OTOrJOTOe; fJOpcpEe; OfJEOIle; OnOOEOfJEUOIle; KOI fJETO ono 6 5 WpEe; '1 10 lie; 

fJOpcpte; (3pooEloe; OnOOEOfJEUOIle; 

H onoAuTrl131ool00EOlrJOTilTO fJlTO ono XOP~YllorJ oloKiou 30 mg \3pt8IlKE OTI EivOI 79 %. fo KOljJCIKIO 

\3POOEIOC, OTTOOEOrJElIOr]e; TTOpOUOiO(EI OXETIK~ 0108WlfJOTIlTO 95% (KOVOVIKOTTOlllfJEVIl 0001l) OE CYXEoll fJE 

TO OloKio TWV 30 mg 


KOTU V()fJiL 

H Ot0fJEUOIl fJE Tie; TTPWTEivEe; OTO 8EPOTIEUTIKO nfiTTEoo OTO nAoofJo EivOI TTEpinou 90% H KOTOVOfJ~ TIlC, 

lI6poxAwpIK~e; OfJ(3poF,oAIle; fJETO OTTO TOll OTOfJOTOe;, IV KOI im XOP~YIlOIl ono TO oifJo OTOUe; IOTOUe; EIVOI 

TOX[io KOI 01 IJrYIOTEe; OUYKEVTpWOEIe; TOll CPOpfJOKOU TTOPOTIlPOUVTOI OTOUe; TTVEUfJOVE<; 0 OYKOe; K OTovofJrle; 

jJE10 OTTO TOU OTOfJOTOe; XOP~Ylloll EKllfJ~811KE OTI EivOI 552 L. 


MUQQ~~ KOI aTTowoKpUVOQ 

n£pinoll ;030% T'le; ana TOU OTOfJOTOe; XOPIlYOUiJEVIlC, 0001le; OTTOfJOKPUVUOI fJEOW TOll CPOlVOfJEVOU Tile; 

n p0JTIlC, OIOOOU 

MEAtlEe; OE OVOp0JTfiVa IlTTOTIKO rllKpOOWiJOTO EOEI~(JV OTI TO OllvtV(UfJO CYf:J31\4 Eival lIUTlJ8uvo Yla TOV 

fJETO!3oAIOfJO Tile; UOpOXAWpIK~e; OfJl3poF,oAIle; OE oll3pw fJ GvOpovuAIKO oE,u H UOpOXAWPIK~ arJl3poc,oAn 

fJETOr)oAi~LTOI KlIPIWC; OTTO TO ~nop fJE yAuKoupovloiworl KOI fJnOTpOTl~ OE ol13pwfJav8povuAIK0 o~u . 

(TTEpinou 10 % lll(; 6001le;) KOI OE fJEpIKOUe; ~ooovoe; orwooiae; fJETOl3oAiTEe;. EVTOe; 3 I)fJEPWV fJETO ono 

TOU OTOfJOTOC; XOPllYllorl, nEpinou 6 % TriC; 0601le; I3pioKETOI OE EAEu8EPIl fJOPCPIl, EVW TTEplTIOU 26 % TI)e; 

OOOIle: I3pioKETOI OTIl oU(Euyptvll fJOPCP~ OTO oupo 


o xPOVOC; IlfJl(W~c: OTO nMofJo nAI)Olo(EI TIC; 10 WpEe;. H OUVOAIK~ Ko80pOfl KUfJoivETOI UTO 660 mLllllln, 
fJE Til VECPPIK~ Ko8<JpOfl vo ovaAoYEI OE TTEpinou 8 % Tfle; OUVOAIK~e; KoGopollC; 

cDOPJ.JOKOKIVIJI~E~OIKOUC; n Af]8uofjouC; 

~E 008EvEie; fJE IlnOTIK~ ouoAmoupyio Il onofJoKpuvUfl Tfle; uOOXAWpIK~e; ofJl3po~6Afle; EivOi fJElulfJ£Vq, fJE 

OTTOTtAEof-1o VO EfjCfJovi(oVTOI EninEOo nAoofJOTOe; 1 3 twe; 2 cpoptc; UljJflAoTEPO I\oyw TOU fJEYC1Aou 

8EPOTIEUTIKOU EUpOUe; Tfle; LJOPOXAWpIK~e; OfJl3poE,6A fle;, OEV EivOi onopoiTIlTEe; pu8fJio£lC; Tile; OoooAoyioe; 


AAAo 

H rJAIKio KOI TO cpuAo OEV CPOVflKE VO ElfIlPEO(EI Tflv CPOPfJOKOKIVflTIK~ HIe; OfJf3poc,oAfle; OE KAIVIKO ETTinEOO 

KOI ETIOfJtvwe; O[V OTTOITEiTOI KonOIO pu8~JlOIl HIe; OOOIle; 


MEAuEe; movoAofjf3ovOfJEvlle; Malle; OTTO TOU OTOfJOTOe; fjE MOil 150 mg/kg/flfJtpa OE iJUEe; (4 EI300fJOOEe;) 
fJE 060fl 50 mg/kg/flfJtpo, OE mifJUEe; (52 KOI 78 E[300fJOOEe;), ~JE MOfl 40 mg/kg/llfJtpo, OE KOVIKAoue; (26 
E[300fJ('lOEe;) KOI fJE Mall 40 mg/kg/l)fJEpo, OE oKuAoue; (52 EI300fJOOEe;) OEV tOEIC,OV KonOIO EUOIOKPITrJ 
TO(,IKOTIlTO OE KonOIO opyovo 

IE EVOOcpAtf3IEe; fjEAtTEe; TOF,IKOTIlTOe; TEOOOPWV Ef3oofJo6wv fJE uopOXAWPIK~ OfJf3poF,oArJ XOPfly~81)Kav OE 
EnifJUEe; 4, 16 KOI 64 mg/kg/flfJtPo KOI OE oKuAoue; XOPlly~8flKav 45, 90 KOI 120 mg/kg/flfJEPO (EYXuoue; 3 
wpGJV/flfJtPO) (xv tOEIF,OV ool3op~ TOTIIK~ Il OUOTllfJOTIK~ TOF,IKOTflTO TfEPIAofJf3ovofJtvwv KOI 
IOTono80AoYIK0.JV oAAolWUEWV OMe; 01 oVETTl8ufJflTEe; EVEpYEIEe; ~TOV OVOoTptljJlfjEe;. 
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H XOP~YllOll OOOElJJV IJOpoxAL<JpIKrle; (JfJ(3po~oAflC; ono TOU OTOfJOTOe; omv E~UOOTflKf OE 60mle; ewe; KOI 
3000 mg/kg/lljJtpo OE mijJuf:C; KOI 200 mg/kg/rwtpo OE KovlI<Aoue; OEV USEI~E Elj(3puOTO~IKte; ~ 
H:POlOYEVVuIKte; OpOOflC;. I j YOVlfjOlllW 0POfVIKWV 1(01 GIlAuKWV EniJ-luwv OEV ElfqpLeJoTrIKE flE 0 OOEIe; tlue; 
KOI 500 mg/kg/rwtpo 

To NOAcl_ OE fJio lTEPIYEVVETIKfl KO) fJETOYlVV[TIK~ fJEAETfl KOI OVClTTTU~Ile; ~TOV 50 mg/kg/rwtpo UOOIj 500 
mg/kg/rl[JEpO OE oKuAouc, ~TOV EAocjlpwe; TO~IKri, Ko8wC; EfJCjlOVIOOV EAoTTlUfJEVO OWJ-lOTIKO (3opoe; 

[\MAElfe; yOVOTO~IKOTrllOC; 1000 In vilro (OOKIJ-lOoio Ames KOI OOKlfJOoio XPWfJOOWfJlKWV ovwfJoAIL0v) 000 

KOI 117 VIVO (oOKJfJoOio fJlKponUprlvw fJuwv) OEV U5EI~OV jJETOAAo~IOYOVO 0poOfl Tile; uOpoxAwplKrlC; 
ofJ(3poE,oAflC; 

H uopOXAWPIK~ ojJ(3poi;oAfl OEV [()[tV 0YKOYEvETrKo OUVOfJlKO OE iJEMTEe; KOPKIVOYEVEOIlC; OE IJUEC:;; (50, 200 
KOI 800 mg/kg/rWfpo) KOI miIJUEC; (65, 250 KOI 1000 mg/kg/rwtpo), fl OlC1PKElO TWV fJEAE1WV ~TOV 105 KOI 
116 E1300IJOO[(:; oVTioTOIXO 

6. Q)APMAKEYTIKA LTOIXEIA 

6.1 KmoAoyoc; EK06xwv 

6.2 	 Aou~!3m6nlne; 

f\.[v [(jlOPfJo~rTOI 

6.3 	 D!OPK£:O ~wqC; 

6.4 IOlCinp£c; TTpO(puAo~EIC; KOTel HI <puAO~11 TOU TTpo·.-6vTOC; 

6.8 Q)uall KOI auaTonKo TOU TTfPliKHI 

6.9 OOflV1EC; xpriallc;IXElplolJOlJ 
DEV fCjlOPIJO~[TOI 

6.7 KOTOX0C; Tile; OO£IOC; KUKAoq>opioe; 

7. API8MOL ALlEIA KYKI\OQ)OPIAL : 

8. HMEPOMHNIA nPDTHL ALlEIAL IANANEOLHL THL ALlEIAL KYKAOQ)OPIAL 

11. HMEPOMHNIA THL (IVIEPIKHL) ANA0EOPHLHL TOY KEIMENOY: 

2. To 	<:PuAAo OOIlYIWV YIO TO XpfJOTfl <jJ0PfJOKEUTIKWV npolovTWV nou m:pltxouv OPOOlIKO OUOTOTIKO 
AMBROXOL HYDROCHLORIDE, ylC TIC; lJop<piC;: KalVoKlo nopoHTOjJ[VIlC; oTTo0tajJ£ualle;, aKAIlPO 
Opi~ETOI we; E~~C; 

<DYAI\O OLlHflON riA TO XPHETH 

1. npOrlJ/OPILMOL (jJAPfVlAKEYTlKOY npoi"oNTor 

1.1 ONOMAEIA: 
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1.2 LYN0ELH 
LipOaTlKri ouaio: YopOXAWPIK~ OiJf3po~oAIl 
EKOOXO 
KOAIJIJIJO KOlVOKiou 
f.WIJO KOlPOKiou 

1.3 ct>APMAKOTEXNIKH MOP4JH 

KClljJOKIO nOpOTETOiJEV!lC, onOOEoIJEUOIle;, oKAr)po 

1.4 nEPIEKTIKOTHTA l:E 6PAl:TIKH OYLIA 

2:[ [va KOljJOKIO nop01[TOfj£vlle; onoOEOiJEUOIle; mplEx0vTOI 75 mg uopOXAWpIK~e; OlJf3po~oAIle; 

1.5 nEPIIPA4JH-LYLKEYALlA: 

1.6 <PAPMAKOGEPAnEYTIKH KATHrOPIA: B;\[vvoAuTIKO 

1.7 ynEYGYNOl: KYKI\O<l>OPIAL 

1.8 nAPAL:KEYAl:THL 

1.9 'f.Yl:KEY Al:THL 

- .. 

7. TI nPEnEI NA rNOPIZETE riA TO Q>APMAKO noY LAL: XOPHrHH: 0 rIATPOL: l..Ar.. 

01 TTAqpocpOplEC; OUTClU TOU (jluAAobiou ovOcptPOVTOI fjOVO OTO OUYK£KPllJtvO cp6pIJOKO 
nopoKOAoulJE Olol30OTE Tie; npooEKTIKO 80 ooe; owoouv orllJOvTIKte; nAIlPocpopi[(~. 0;\;\0 OEV fjTTOpOIJV VO 
OOC; TO [~qy~oouv oAo Eov EXETt: KonolEe; EPWT~OEIe; ~ OEV EiOTE oiyoupol ylo KOTI, PWTr')OTE TO YIOTPO rl TO 

CPOPiJOK01l010 ooe; 

2.1 fENIKEL: nI\HPO<l>OPIEf. 
To cpCJP)JOKO f:XEI ()EIX8£i orl OU~OVEI w:; lKKpio£le; TOU OVOlIVEUOTIKOU EVIOXUEI Hlv nopoywy~ TOU 
ETTICPOVUOI'lPOOTIKOU nopoyovTO TWV lTVEUiJOVWV KOI lqV ;\[lToupyio TlJJV KPOOOWV AUlEe; 01 iSpclo£lC; f:XOUV 
we; onOll;\[o ~jO H) [3£A Tiwo Il llle; po~e; KOI Tile; IJU ocpopoe; Tile; f3Atvvlle; (f3;\[ VVOKpOOOWT~ Ko80po r')) H 
()U~llorl TWV EKKpioEWV KOI Tile; f3;\[VVOKpOOOWT~e; Ko80pOIle; ol£uKoAuvouv TIlV onoxpE)JlVll KOI 
OVOKOUCPI~OUV TO ~)~xO 

2.2 EN6EI:::EIl: 

Oe; [301l81l1IKO ylO Til pEuoTOnoilloll TWV f3A[vvwowV EKKpio£wv Tile; ovonVEUOTIK~C; OOOU OE lTEPITITlJJOEIe; 
O~EIWV KOI Xpoviwv f3poyxonVEUiJOVIKWV no8~0£wv ([3POYXiTIOO, qJCPUOIl)JO, TPOX£IO[3poYXiTlOO, XPOVIO 
008iJOTIK~ f3POYXiTIOO) 
Eniolle; EVOEiKVUTOI Yla TIlV TTpoAq4J1l TWV OVOTTV£UOTIKWV EnmAoKwv OTTO KOTOKpoTIlOIl TWV EKKpioEWV 
iJETO OTTO iJEi~oVEe; XEIPOUpYIKte; ETTE)J[300EIe; OTO 8WPOKO - ovw KOIAio KOI IJETO ono IJOKPOXPOVIO 
KOTaKAloll 
KOTO Til OIOPKEIO O~EIWV E~OpOEWV lWV f3poYXiTlowv nptTTEI vo XOPIlYEiTOI iJo~i IJE TO KOToAAIlAo 
OVTlf3IOT IKO. 

2.3 ANTENfjE/~EIL 

To cpaplJOKO )Jnopouv vo f3oll8~oouv TOUe; OppWOTOUe;, IJTTOpOUV OIJWe; VO OIlIJIOuPY~oouv KOI 

npo[3A~)JOTO, OTOV OUTO Of: AOIJf30VOVTOI OUiJ<jJWVO IJE TIC; OOllyiEe; 

1-10 TO OUYKEKPliJEVO <jJapiJOKO 80 nptTTEI nplv TO TfapETE vo tXETE EvrllJ£pwO£1 TO YIOTPO (Joe; ylO TIe; 

W~0;\OU8Ee; TTEpmTWOEIC; 

EClV 
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EiXOIE nOTE unEpEuoI08floio OTflv uop()XAwpIK~ Ol-ll3po~oArJ rJ OE onoloo~noTE oAllo OUOT OTIKO TOIJ 
n pOfc)'J 1Oe; 
No lJ" XOPrJYEiTOI 1(010 III OI(Jpnlo Tfl(~ KUflofle; KOI TrJe; YOllouXioe; 

2-4 EIl'.IKEl: npO<DY!\A"=Elr KAI EIL'..IKEl: npOEIL'..OnOIHrEIL KATA TH XPHrH 


2.4,1. fEVIKO: 

KmeJ III XP~Ofl TOU cpoPlJOKOU I-ITTOPEi va TTPOKllfl 8EI OLJ~flOfl TOU OYKOU TWV PEUOTOTTOIOUI-IEVWV S,POYXIKLtJV 

[KKpioEWV KOI OV OEV on0I-l0Kpuv80uv I-IE l3~xo EivOi npOTll-iOTEPO va OIOOWllflvWVETol 0 008EV~<; WOT[ va 

IIOPOI-iEivEI OVOIKTll fl ovonvEu01IK~ 060e; 

Exouv ovocpEp8Ei Ii0Au AiYEe; mpITTTWOEIe; ool3opwv OMOIWOEWV TOU iStpl-iOTOe; onwe; ouv6pol-lo Steverl 

Johnson KOI TO~IKr1 LHiOEPI-I1KrJ VEKPWOIl I-IE XpoVIKIl OUOXETIOfll-lE Tfl XOP~YflOfl onoxpEfjnTIKwv onwc; r1 

uOpOXAWPIK~ OI-l(3po~ollfl 01 TTf.pIOOOTEpEe; mpITTTWOEIe; fJTTOPOUV va E~flYfl8ouv ana Tfl oo(30PO'rJTO 

oA.llwv unOKEi~JEVWV 008EVEIWV KOl/fl OUYXOPIlYOUI-IEVfle; CPOPlJOKEUTIK~C; oywy~e; Enmpo08ETO, KOTO Tflv 

lTPLlJ11-I1l CPOOfl TOU ouv6p0I-l0U Steven Johnson ~ Tile; 1O~1K~e; ETTl6EpI-IIK~e; VEKpWOfle;, 0 008EV~e; I.JnOpEi va 

EI-I<jJoviou 0PXIKO 1-111 f:~EIOIKEUWVO npo6pol-i0 OUI-ITTTWI-IOTO nou va npOOOI-lOIO~OUV I-IE ypinfl, onwC; 

nupElOe;, novol OTO O0.JI-IO plviTIOO l3~xoe; KOI novOIIOII-I0e; AUTO TO I-Ifl E~EIOIKEUjJEVO npoiSpOI-iO 

OLJ~JTnWI-IOTO nou npOOOI-lOIO~OUV I-IE ypinfl EivOi m80vov va OOflY~OOUV noponllovflTIKO OTflv EV 0P~1l 


OUl-IlTTuJPOTIK~e; oywYIle; YIO TO l3~xo KOI TO KpuoAoYfljJO 

Oe; EK TOUlOU, EOV EjJ<jJOVIOlOUV VEEC; OMOIWOEIe;IOU OEPI-IOTOC; ~ TWV f3Mvvoyovwv, 00 npEnEI vo ~IlTIl8Ei 


OI-lEOLJJe; IOTpIK~ OUfJf3ouII~ KOI we; npocpullo~fl va OIOKOTTEi fl oywy~ I-IE u6poXllwplK~ Ol-ll3po~oArJ 


I.E nEpinTW0rJ ETIrlPE00I-IEVfle; VE<jJpIKfle; Amoupyioe; ~ ool3op~c; flnOlono8EIOe; TO «OVOjJO npoIOVTOe;» 

~mopEi va XPlloljJOTTOlrJ8EI I-I0VO fJETO OTTO IOTPIK~ OUl-Il3ouII~ 


2.4.2 HAIKIW~£VOI 


0':" CH!OITOUVTUI ElolKte; npocpuIIClC,EIe; YIO Tfl XP~Ofl OE IlIlIKlwI-IEVOUC; 


2.4.3 f~lH10'l 
No 1Jr1 XOPrJYEiTOI KOTO Tfl OIOPKEIO Hle; KUllofle; 

2.4.4 raAouxia 

No W1 XOPflYEiTOI leOTO Tfl OIOPKUO H1e; YOllouXioe; 


2.4.5 nmolo 

TCJ K04JOKIO TTOPOl ETOfJEVfle; onoOEOiJEUOfle; OEV EivOi KOlOMrJAo YIO nOiOIO 


2.4.6 Eniopao'l OTqV IKavcnqra ooriY'lor] KOI X£lplO~OU lJ'lxaVrWOTWV: 
/'I,EV UlTOPXOUV EVOEi~EIe; YIO TIlV Eni6pooll OTIlV IKOVOTflTO oiS~YflOflC; KOI XEIPI0I-I0U I-IIlXOVWV OIOTI O[V 

tXOUV o1E~oX8Ei OXETIKte; I-IEAtTEC; 

2.4.7 IOlOinp£t; TrPO£loonoJrlOElt; yw TO Tr£PI£XOIJ£Va EKOOXO 
DEV unopxouv IOIOiTEpEe; npOElooTTOI~orle; YIO TompIEX0I-IEVO tKOOXO 

2.5 AA!\HAEnlL'..PAl:Elr ME A!\AA <DAPMAKA 'H OyrlEr 
DEV unopxouv KlllvlKo 0fljJOVTIKte; OU0I-IEVEiC; oMllflEmopcioue; fJ£ ciMo CPOPI-IOKO 
H TOUTOXPovfl XOP~YIlOfl Tile; OjJl3po~OllrJe; }JE OVTlI3IOTIKO (OjJO~LJKIMiVfl, KEcpoupo~il-lll, Epu8pOlJUKivll, 
60~uKUKllivfl) OOIlYEi OE U4JflIlOTEpEe; OUYKEVTpWOEIe; TOU OVTII3IOTIKOU OTOV nVEUI-I0VIKO 10TO 
nprv nopETE aUTO TO CPOPjJOKO 80 TTptTTEI va EXETE EVlllJEpwOEI TO YIOTPO ooe; YIO Ko8E CPOPI-IOKO nou TUXOV 
noipvETE ctlOPI-IOKO EivOi Ko8E npolov TTOU XOPflYEiTOI KOI xwpiC; IOTPIK~ OUVTOY~ 

2.6IJOLOAOnA 
Evf]AIKEC; 1 K04JciKIO nOpOTETOI-IEvrle; onoot0I-lEUOflC; 1 cpopo Tflv rtlJtpO, EiTE TO npwi ~ TO I3poou I-IETO ano 
YEU~JO. 

To KOljJOKIO OEV npElTEI va oVOiYOVTOI [1 VO I-I00WVTOI, oMo vo KOTonivov101 olloKArJPo I-IE EnopKEe; uypo 
To «oloKio cpopEiC;», TO onoio I-ITTOPEi I-IEPIKtC; cpoptc; va EI-ICPOVIOTOUV OTO Konpovo, txouv onEf-Eu8EpWOEI 
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TO bpOOTW6 OUOTClTIKO KOTe] Til OIOp,JIO TflC; C:>IC'OOU lOUC, anD TO nETTIIKG OUOHliJO KGI ETl0I-lEVUJC; Il 
Tlopouoio TOUe; OEV EXEI OlllJOoio 

2£ O~,[ILe; KOTOOTOOEIe; TOU OVOTlVELJOllKOU, EelV TO OLJI-lTTTliJl-lOTO OEV UTTOXWPOUV ~ XEIPOTEPElJOUV KOTO Trl 
OICJpWO Tile; 0VwVIle;, 80 nptm:l vo ~ilTIlGEi 11 oUl-lr30uA~ TOU 8Ep6noVTOe; IOTpOU 
To cpOp~JOKO [mopEi vo AOI-lf36vETOI OVE~OPTIlTO ana Tilv rrpooAlllVIl TpOcp~e; 
fa KOljJOKIO nOpOTU0I-lEVIle; onobtofJ[UOTle; Of-V EivOi KOToAArlAo VIO nOiOIO. 

2.7 	YllEPLlOrOI\OflA -- ANTIMETOnlrH 
LUlJlTTWIJOTO 

MtXPI llJ.'PO Of V tXOLJV ovocpEp8u E~EIOIKELJl-ltV(J OUI-lTrTl,J!JOlO LJnEpOoooAovioe; OlOV ov8pwIT0 
8£panEio 
~~E 11 EPilTTLJ)OTl um:pf3oor]e; lfle; ooooAoyioe; OUVIOTOTOI OUI-lTI](JJfJOTIK~ 8EponEio 

2.8 TI nPEnEI NA rNOPIZETE LE nEPlnTOrH nOY nAPAAEII.VETE NA rlAPETE KAnOIA t>..OrH: 
Eov TTp1.rTEI vo AOf-Jf30VETE TO CPOP[JOKO OUVExWe; KOI nopoMiljJETE f-JiO oooil, nptnEI vo Aaf3ETE Til OOOil 
(lUTr1 TOIOXUTEPO OUVOTOV Eov, £V TOUTOIC;, nAr10IO(EI il wpu VIO Tllv ETTOf-JEVIl 00011, f-Jfl AOf3UE TI] ooor] 
nou nopoAfiljJOlE, oAM ouvEXiOTE KOVOVIKO TIl 8£pon£io 

2.9 ANEmeYMHTEL ENEPrEIEL 
Om.de; liE (),\O TO cpOp~JOKO, f-JEPIKtc; cpopte; nopouOIo<OVTOI aVfTTl8ul-lilT£C; [VEPVEI£(" 
TOIVUI(~'IXiJJe; KoAo OVlKTO 
/':, lOW Qoxi"~_:Yd_QVOOOTTOIQTIKOU....9 UOJrjl!Q!Q~LL1IOTOQQ.)(i~CJU btpfJOTO<;;JSO!..,T ou unooopiou iQTOU 
AVQ(j)uAOKTIKEe; OVTlOp60EIe; ourm EPIA0f-J[3oV0f-JfVflC; Tile; OVO(j.lUAOKTIKfle; KOTOnAfl~ioe;, 0YVElooiOfliJO 
Ei,ov8rwo, KviowOil KVilOfJOe; KO! clAAIl UTTfPEUOI081loio 

1'110TOQ..QXt <;___TDLJ--'LQ..olQ £V T £ PJ.K 0 U au Ol:r'uJQTQ<; 
NOUTio, [f-JETOe;, OIOPPOIO, ouo.nEljJio KOI KOIAIOKO oAyoc, 

rv11lv UVIlOLJXrl0[Tf I-l£ OUTtC; TIe; OVETT IOUf-J1l TEe; LVEpvEIEe; nl8{1vwe; VO fJllV nopOUOIOOET£ ~OIJio ana OUHe; 

EnioW; O\iOcptpUE OTO YIOTPO ooe; onolob~HOT[ fV()XAIlf-JO TTODOTllprlOET£ KOI nou OEV n£pi~J{VOi:' 


2:10 HMEPOMHNIA AH:=HL TOY npO'iONTOL 

Mq XPIlOII-lOTTOIEiT[ TO TTpol6v f-JETel TIlV IlfJEPOfJllvio nou ovoYPocpuol OTIl OUOKEuooio TOU 

2.11 ILlIAITEPEL npO<DYJ\A:=Elr riA TH <DYJ\A:=H TOY flPo'ioNTOL 

2:15 HMEPOMHNIA TEAEYTAIAr ANAGEOPHrHr <DYAI\OY OLlHrlON. 

---_.._----. 
3. nAHPO<DOPIEL riA THN OPGOAOnKH XPHLH TON <DAPMAKON 

~ To cpoPfJOKO OUTO TO tYPOljJ£ 0 VIOTpOe; ooe; f-JOVO YIO TO OUVK£KPlfJEVO IOTplKO ooc; npo[3Arwo 
f\..[V nptnEI va TO iSiVET£ 0'£ oMo OTOf-JO ~ VO TO XprlO'lfJOnolEiTE VIO KonOIO oAAlllfo81l01l, xwpiC; 
npollvouf-JEvwc, vo EX£TE O'u~f30UAELJOEi TO VIOTp6 ooe; 

o 	 Eov KOla Til OIOPK£IO Tile; 8£ponEioe; £f-J(j.lOVlo8Ei Konolo npof3Ar]fJO f-JE TO CPOPfJOKO [VllfJ£PWOT£ 
TO VIOTPO ooe; 1'1 TO CPOPfJOKOTTOIO Ooe; 

a 	 Eov {XETf onOIOOllnOTE EPWHlfJOlIKO VljpW OTTO TIe; nAIlPOcpopiEe; TTOU OCPOpOUV TO CPOPf-JOKO 
TTOU A0I-l[30VET[ ~ XPEIO~£OTE KOAlJTEPIl EVIlPEPWOil VIO TO IOTPIKO OOe; npof3AllfJO f-Jfl OIOTOOET£ 
VO ~IlT~OUE lie; nAr]pocpopi£e; oUTte; ono TO VIOTPO ooe; ~ TO cpoPI-lOKOnoio ooe; 

" 	 flO VO Eivol onoTEAEOfJOTIKO KOI oocpoMc, TO CPOPI-lOKO TTOU ooe; XOPflV~8flKf 80 nptnEI va 
AOf-JPOVElOl OUI-lcpwvo fJE TIC; OOTlYi[C, TTOU OOC; bo8qKOV 

_ ---'!.... 110_ Til V _oocpoAEIO ~~r..._Tllv__uV[iO___ ooe; fJVO-'- onop,.QiTIlTC? ~OI0[360~T~ r:r,pooQY_rL K00i._ 



::' Y n I::: PYOO ioe; AnooxoAflOIle; & KOIVLJJVI K 1lC; npooTOoioe; 
I [VIK rl I pOjJ jJOTE io KOIVWVIKWV !\ocpoAioEWV 
D/voq I\OcpoAIOfle; Ao8tvEIOe; & MrppoTllwC; 
~looiou29, 10110A8~vo 

(fJE Tllv nopoKAflOfl EVfljJtpwolle; TWV AocpoAIOTIKWV 
TOjJEiuJV IIOU noptxouv YYEIOVOjJlKIl IIEpiUoAljJll) 

3. novEM~VIO IOTPIKO '2.uMoyo 
flAoUTOPXOU 3, 106 75 AB~vo 
(jJE TrlV nopoKAlloll EVfljJEPWOfl TWV 
TOTTlKWV IOTPIKWV 'LuA,\Oywv Tfle; xwpoe;) 

4 novEM~vlo <Po p~JlJKEUT IKG ~ uAAoyo 
nElpOIWC; 134 & AyoBflfJEPOU 

,- --,.---~"-'" 

118 54 A8~vo 
(~JE Tflv nopoKAflofl EvqjJEpwoqe; TWV .. 
TOnlKWV <P0PjJOKEUTIKWV IuMoywv Tile; XwpcjCS1/ ,'" : 

-, \ . 

f-~.l,
"--,, ~ :~ 

::r-':~ !-~.' 

5 floVEAA~vla Evwol1 <D0PjJOKOTTOIWV 
NOOIlAEuTlKwv IOPUjJOTWV 

~ ___ i, 

\ / 
_ 

/, 

MlxoAoKonouAou 99, 115 27 AO~vo \ ' 

1\/\ 1'1:11-1:'->1250-1 :)/1 

CZ,ln) 

--.~----

I: 
nAIlPo(j)opio nou ocpopO TO CPOPjJOKO nou 00e; XOPfly~8flKE. 

• 	 Mil OIOTflPEiTE TO <POPjJOKU OE EpjJ(JpIO .TOU AOUTPOU, OIOT,I fl (to. Tfl KOI Il uypooio f..mopEi va TO 
oAI\oluJOOUV KOI va TO KClTOOTrl(JOUV ETIff3Aof3fl YIO TIlV UYEIO ooe; 

• Mrlv KPClTOTE CPOPjJOKO nou orv 10 XpEIU(EOT£ ~ nou txouv flOIl AllsEI 
I • 110 KOAuTEPfl oocpoAElo KPClTCJTl oAo TO (j)OPjJOKO jJOKPIO ana TO nOIOIO 

4, TPOnO[ ~IAGE[H[ 


To CPOPjJOKO XOPflYEiTOI jJE IOTpIK~ OUVTOY~ 


3. 	 01 OIKOIOUXOI KOI OVIITI poownol unoXPEouVTOI YIO T flv E(j)OpjJOy~ Tile; OVWTtpW EYKUKAiou 

<) 	 KOTonrv TWV aVuJT£pw naUEI va 10XUEI 11 un' api8fJ, 67078/17-10-2008 EVKUKAIO<; IOU EO<D 

KOlvonoir)or) : 
ET 	 BOEHRINGER INGELHrlM l::M\A~ t-\ [ H npo'lLTAMENH ~/NLHL ~YEn 

EI\f\HNIKOY 2 
1(-)7 n EAAHNIKO ATTIKHL: 

EJ\ENH KPHTIKOY 

Anoi5£KH:C:; Yla £v£p~ 
I-EE8A/6YI 
I\. MEOOYEiwv 136 
155 61 A8~vo 

\ '--­
6 	 IKA.. ct>OpjJ/K~ YnllPEOio \,<_ '<"_;/~:- .. :'-' 

AyKwv/vou8,10241A8~vo ,,-~_ ..,// 
7 Ol-A KAuOoe; (j)OPfJOKEUTIK~e; nEpiU()AI~)flC; ~ 

nOTr]oiwv 30, 106 77 A8~vo 
8 	 OiKOe; NOUTOU n£lpOIWe; 

K IloAoloAoyou 15 
185 35 [lElpOIOe; 

9 	 OiKOe; NOUTOU A8~voe; 
I AOUOTWVOe; 2 & nmfloiwv 
106 77 A8~vo 

10. 	KEVTPO DIlArPIlPIOOEWV 
NOOOKOjJEio floioLcJV "n& A. KUPIOKOU" 
1152710uOi 

1 '1\ I(j)EE 
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!\!\Y I:TI- E>l:2'i0- 13,'1 
C:,ju) 

/\[u)(p. KIl<pIOioC; 280 & AYPIViou 3 
152 32 XOMVOPI, A8~vo 

12 novE"A~VIO ''Evwoll CDOPIJOKO~IO~JrlxovioC; 
MIIJ4Jo 7,11524 AIJnEMKllnol, A8~vo 

13 	L0Moyo AVT!nwv CDOPIJOKEUflKWV EIOWV & EfOIK01~TWV 
006C; TOTOIOU 
180 XAIJ E8vIK~C; 0000 A8flvwv-!\oIJioC; 
146 10 N EPYGPAIA 

14 MATio AyopavolJioc; 
nOVETIlOH1IJiou 42, 106 79 A8~vo 

15,TEB E - CDapIJOKELJTIKEC; YnllpwiEC; 
Ay KWVOTOVTivOLJ 5 
10351 A8HNA 

16Mfl IJEAIl LuAJ..6ywv 
(cmwc; 0 nivoKoc;) 

El:OTEPIKH ~IANOMH: 
1 ,0Jvoll CDOp/KWV MEAuwv & ''EPEuvOC; 
2 ,0,!vor] ,0,!KWV YnllPEOlWV EMyxou npo'16vTWV 

TIJ~IJo 'EKoooflC; & Kwo Ano<p6oEwV 
3 iPOIJIJOTEio ETiiOTflJJoVlK00 LUJJ[3ouAiou EYKpioEWV 
4 ipOlJlJOTlio ,0,EUTEP0[3681J10LJ EmOTlllJovlKOU LUIJ~ouAiou 

Ml:/EiK 
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