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ErKYKl\lOr - AnO<l>ArH 

0EMA: Ka8oplolJoe; nEpiAfJ4JfJe; XapaKTfJPIOTlKWV TOU npO"lOvTOe;, $0Mou OOfJYlwv Via TO 
Emo~lJavofJe; c.paplJaKEUTIKwV TTP0"fOVTWV TTOU TTEPltXOUV OpaOTIKO OUOTOTIKO 
HYDROCHLORIDE, VIO Tic.; jJop<pt<.;: 
A. KOjJjJl OTTO TOU C1TOjJOTO<.; 
B . .tilaKio, rlpom, KOKKio JJIOc.; l>oarJc.; VIO TToarjJo UVpo 
r. KoqulKlo TTOPOTUOjJtVrJ<.; oTTol>iajJwarJc.;, aKArJpo 

XP~OTfl KOI 
AMBROXOL 

··ExOVTEe; UTT04JfJ: 
a) TIe; oIOTd~EIe; Tfle; KOIV~e; YTTOUpYIK~e; ATTOc.paOfJe; LlYf3 (a) 83657/2005 "nEpl EVap1JOV1ofJe; TfJe; 

EMfJvIK~e; NOlJo8wiae; IJE TfJV aVTioTOIXfl KOIVOTlK~ OTOV TOIJ£a TfJe; KUKAoc.popiae; ...................... TWV 

c.paplJaKEUTIKwV TTpoIOVTWV, TTOU TTpoopil;oVTOl Yla av8pwTTlvfJ XP~OfJ", 


13) TfJv UTT' api81J .. 43391/23-6-2010 ATToc.paOfJ npo£opou EO$ ($EK 10521TEUXOe; LlEUTEpO/12-7-2010) 

«nEpi IJEwl3l!3doEwe; OIKaIWIJOTOC; uTTovpac.p~e; OTTO TOV npOEOpO EO$ TTpOe; TOUe; TTPo"(OTOIJ£VOUe; 

olw8uvOEWV EO$». 

V) TfJ fVWlJdTEUOfJ TOU ETTlOTfJlJOVIKOU l:ulJ!3ouAiou EYKpioEWV , TIJ~lJa A' ap. $-66/17-02-2012. 


AnO<l>ArlZOYME 

A. 1. H nEpiAfJ4JfJ XapaKTfJPIOTIKWV TOU npOYOvTOe; <paPlJaKWTIKwV TTPO"(OVTWV TTOU TTEPIEXOUV OpaOTIKO 
OUOTOTIKO AMBROXOL HYDROCHLORIDE, VIO TrJ jJop<pil: KOjJjJl OTTO TOU aTojJoTo<.; opil;ETOl we; 
E~~e;: 

nEPII\H'VH TON XAPAKTHPlrTlKON TOY npQ"iONTOr (SPC) 

1. EMnOPIKH ONOMArlA TOY <l>APMAKEYTIKOY npQ"iONTOr 

2. nOIOTIKH &norOTIKH rYN0ErH 

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

3. <l>APMAKOTEXNIKH MOP<I>H 

4. KJ\INIKA rTOIXEIA 
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LE mpiTTTWO'l WIlP£OOIJEvll<; V£(PPIK~<; Amoupyio<; ~ oo!3op~<; IlTWTOna8EI0<; 11 UOpOXAWPIK~ 
OlJl3po~oA'llJnOpEi va XP'lolIJonOl1l8Ei IJOVO lJ£1a ono IOlpIK~ oUIJ!3ouA~ Onw<; IJE oAo TO <:paPIJOKO 
nou I-l£10!30Al~OVTOI ano TO ~nap KOI oKOAou8El VE<:PPIK~ anEKKploll TOU<;, EVOtX£1OI va EIJ<:PaVIOTEi 
OUOOWPEUOfl TWV lJ£1o!3oAlTwv Tfl<; alJ!3po~oAfl<; nou 0XflI-lOli08IlKaV OTO ~nop, OTOV unaPXEI oo!3ap~ 
VE<:PPIK~ OVEnapKEla. 

!J.£V unopxouv KA,VIKO olllJaVTIKE<; ouoIJEv£i<; oMflAEmopOOEI<; IJE oMo <:pOPI-lOKO. 

H TaUTOXPOvfl XOP~Y'lofl Tfl<; al-l!3po~oAfl<; I-lE OVTI!310TIKO (aI-lO~uKIMivfl, KE<:pOUpo~ilJfl, Epu8p0I-lUKivfl, 

oo~uKuKAIvll) OOflYEi OE UtpI)MTEPE<; OTYKEVTPWOEI<; TOU aVTI!3loTIKOU OTOV nVEUl-loVIKO 10TO. 


4.6. KUIlO"Il KOI yoAouXio 

XP~O"Il KOHl TIlV KUIlO"Il : 

H uopOXAWPIK~ OI-l!3po~oAfl olampva TOV nAOKOUVTa, 

H Oo<:poAEla KOTO TI) OIOPKEIO TIl<; KUIlO'l<; OlOV dv8pwno OEV EXEI aKOI-lO anOOEIx8EL 

H XP~O'l TI)<; uOPOXAWPIKr)<; al-l!3po~oA'l<; l)EV O"UVIO"TOTOI KOla Tr) OlopK£la Tr)<; KU'lO'l<;. 


XP~O"Il KOTO Til l)IOPKEIO Ttl<; yoAouXio<; : 

H uopOXAWPIKr) 01J!3po~6AI) EKKpiv£1OI OTO IJ'lTPIKO yoAo. 

nap6Ao nou OEV Oval-lEVOVTOI OVWI8ulJ'lTE<; EmopaoEI<; OE \3pt<:Pfl nou 8'lM~ouv, OEV O"UVIO"TOTOI I) 

XOP~Y'lol) Tr)<; uopOXAWPIK~<; olJ!3po~oA'l<; OE 8I)M~oUOE<; IJ'lTtPE<;. 


!:::.EV unapxouv EvoEi~EI<; Yla TI)V wiopao'l OTI)V IKOVOT'lTO oOr)Yl)o'l<; Kal XEIPI0I-l0U IJl)xavwv 1510TI OEV 
EXOUV o1E~oX8Ei OX£1IKt<; IJE;\£TE<;. 

4.8. AVETTl8ulJtlTE<; EVtpYEIE<; 

!:::.IOTopaxt<: TOU ovoOOnOIDTIKOU OUOTr'I\.JOlO<;, !:::.IOlapaxtc; TOU OtPbJOlO( KOI TOU uno15oplou 10TOU 
Avmp uAaKTIKt<; OVTI15PCIOEI<; OUlJnEpIAalJ\3ovolJtV'l<; TI)<; oVO<:pUAOKTIK~<; KOlanAIl~io<;, aYYElooi15'llJo, 
E~dv8'll-la, Kvfow0'l, KV'lOI-lO<; Kat aMfl unEpEUOI08flOio. 

!:::.IOTOpaxt( TOU VEUPIKOU OUOTrJI..lOTO<; 
!:::.uoYEuoia (n·x. aMolwl-ltVI) YEuo'll 

!:::.IOTopaxtc; TOU yaoTpEvTEPIKOlJ OUOTrJI..lOlO( KOI !:::.IOlOpOXt<; TOU ovonvEUOTIKOU OUOTl'tI..lOlO(, TaU 
8wpoKa Kal TOu~oo8wPOKIOU 
NOUTlo, tlJ£1O<;, 1510PPOIO, ouonEtplo, KOIAlaKO aAyo<;. OT0I-lOTIKr) Kal <:POPUYYIK~ unolo8l)oio, 
~'lpooTol-lia, ~'lpOTI)TO <:pdpuyya 

4.9. YTTEpl)OO"oAoyio 

LuIJTTTWIJOTO 
MtXpl Twpa 15Ev txouv ava<:pEp8Ei E~£I0IKEUl-ltva OUIJTTTWI-lOla unEp15oooAoyia<; OTOV av8pwno. 
0EPOTTEiO 

ME \300'l ava<:popt<; aKOUOIa<; unEpooooAoyia<; KOI OVo<:popt<; IOlPIKWV Ao8wv TO napOT'lP'l8tvTO 
OUI-lTTTWIJOTO Eival OE OUI-l<:pwvia I-lE TI<; YVWOTE<; oVEm8ulJ'lTE<; Evtpym<; Hl<; uopOXAWPIKr)<; alJ\3po~6A'l<; 
OT'l OUVIOTWIJEVI) ooooAoyia KOI IJnopEi vo XPEIOOTEf OUlJnTWIJOTIK~ 8EponEio 

5, <l>APMAKOI\OrlKEI: IAIOTHTEI: 
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MAo 

H IlAIKio KOI TO cpuAo OEV CPOVIlKE va ETIIlPEO(EI TIlV CPOPIJOKOKIVIlTIK~ H)<; UOPOXAWPIK~<; OIJ[3po~oAIl<; OE 

KAIVIKO Enimoo KOI EnOlJtvw<; OEV onOITEiTOI KonOIO puBlJlOIl TIl<; MOIl<;. 

H TPOCP~ OEV [3ptBIlKE on ETIIlPEO(EI H) [3loOI0BWIIJOTIlTO TIl<; UOpOXAWPIKr)<; OIJ[3po~oAIl<;. 


5.3 npoKAlvlKo OEOOjJEVO Via Tflv a<:npoAElo 

MEAtTE<; ETIovaAalJ[3avoIJEvll<; 06011<; ana TOU O1OIJ01o<; IJE MOil 150 mg/kg/lllJtpa OE IJUE<; (4 
E!3001J00E<;) IJE MOil 50 mg/kg/rJlJtpo OE ETIIIJUE<; (52 Kal 78 E!3001J00E<;), IJE 06011 40 mg/kg/lllJtpo, OE 
KOVIKAou<; (26 E!3001J00E<;) KOI IJE MOil 10 mg/kg/rwtpa OE oKuAou<; (52 E!3001J00E<;) OEV tOEI~OV KonolO 
EUOIOKPIH) TO~IKOTIlTO m: KonOIO opyavo. 

LE EvoocpAE[3IE<; IJEAETE<; TO~IKOTIlTO<; TWOapWV E[300IJaOWV IJE uopOXAWPIKr) OIJ!3po~oAIl XOPllyr)BIlKOV 
OE ETIiIJUE<; 4, 16 KOI 64 mg/kglrwtpa KOI OE oKuAou<; XOPllyr)BIlKav 45,90 KOI 120 mg/kg/lllJtpa 
(EYXUOEI<; 3 wpwvlrwtpo) OEV tOEI~av oo!3apr) TOTIlKr) r) OUOTOIIJIKr) TO~IKOTIlTO mplAolJ!3aVOIJEVwV KOI 
10TOTTOOoAoYIKWV OIlIJEiwv. 'OA£<; 01 OV£TIlOUIJIlTE<; Evtpym<; r)TOV ova01pt4J1IJE<; 

H XOP~YIlOIl 06o£wv uopOXAWPIKr)<; OIJ[3po~oAIl<; ana TOU OTOIJ010<; OTOV E~£TaOTIlK£ OE 000£1<; EW<; KOI 
3000 mg/kg/rwtpo aE ETIiIJUE<; Kal 200 mg/kg/lllJtpa OE KOVIKAou<; OEV to£I~£ £IJ!3PUOTO~IKt<; r) 
TEpmoy£vv£TIKt<; OpaOEI<;. H YOVIIJOTIlTO 0POEVIKWV Kat 0IlAuKwv EnilJUwV OEV EnIlP£OOH)KE IJE 000£1<; 
twe; KOI 500 mg/kg/lllJtpo 

To NOAEL OE lJia mpIY£VV£TlKr) KOI IJETOYEVV£TIKr) IJEAtTIl KOI OVanTU~Il<; r)TOV 50 mg/kg/rwtpo. Llooll 
uopOXAWPIKr)<; OIJ[3po~oAIl<; 500 mg/kg/lllJtpo OE oKuAou<; r)TOV EAocppw<; TO~IKr), KOOW<; ElJcpaVIOOV 
EAonWIJEVO OWIJOTIKO [3apo<;. 

MEAETE<; yovoTo~IKOTIlTO<; TOOO in vitro (OOKIIJOoio Ames Kat OOKllJOoio XPWIJOOWIJIKWV avwlJoAlwv) 
000 KOI in vivo (OOKIIJOoio IJIKponupr)vw lJuwv) OEV EOEI~OV IJETOAAo~IOYOVO OpaOIl 111<; UOpOXAWPIK~<; 
OIJ~po~OAIl<;· 

H uopOXAWPIKr) alJ[3po~oAIl OEV tOEI~E 0YKOYEVETIKO OUVOIJIKO OE IJEAtTE<; KapKlvoytvWIl<; OE IJUE<; (50, 
200 KOI 800 mg/kg/lllJtpO) KOI ETIiIJUE<; (65, 250 KOI 1000 mg/kg/lllJtpo), 11 OlaPKEIO TWV IJtAETwV r)TOV 
105 KOI 116 E!300IJaOE<; aVTioTolXO . 

6. <1>APMAKEYTIKA I:TOIXEIA 

6.1 KOTOAovo<;; EKOOXWV 

6.2 	 AaUJ.lJ3oToTl1n<;; 
Mv EcpaplJo(ETOI 

6.3 	 lUOPKEIO ~w~<;; 

6.4 1~loinpE<;; TTpO(puAo~EI<;; KOTO Tfl cpuAo~fl TOU TTP0"ioVTO<;; 

6.5 	 <1>ual1 KOJ auaToTIKo TOU TTEP1EKTrI 

6.6 	 OOflVi£<;; XPr')afl<;;/X£lplajJou 
L1£v tcpaplJo(ETOI 
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6.7 KClToxoS HIS 60£loS KuKAO([)OpiOS 

7. API0MOr AhEIA KYKI\O<l>OPIAr: 

8. HMEPOMHNIA npOTHr AhEIAr IANANEOrHr THr AhEIAr KYKI\O<l>OPIAr 

9. HMEPOMHNIA THr (MEPIKHr) ANA0EOPHrHr TOY KEIMENOY: 

2. To <PuMo OOflYIWV YIO TO XP~OTfl CPOPIJOKWTlKWV TTpoiOVTWV TTOU TT£PltXOUV OPOOTIKO OUOTOTIKO 
AMBROXOL HYDROCHLORIDE, Via HI JJOP([)rl: KOJJJJI OTTO TOU OTOJJOTOS Opi~ETOI we; £~~e; 

<l>YI\I\O OhHrlON riA TO XPHrTH 

1. npOU!/OPlrMOr t:PAPMAKEYTlKOY npOlONTOr 

1.1 ONOMArIA: 

1.2rYN8ErH 
hpOOTIKrl ouoio: YopOXAWPIK~ OlJppo~oAfl 


'EKOOXO: 


1.3. t:PAPMAKOTEXNIKH MOPt:PH 

K6[J1J1 OTTO OTOIJOTOe; 

1.4. nEPIEKTIKOTHTA rE hPArTIKH OYriA 

1 KOIJIJI OTTO mOIJOTOe; mpIEX£1 15 mg UOpOXAWpIK~e; OlJppo~oAIle; 

1.5 nEPITPAt:PH-ryrKEYALlA: 

MTTOpEi va Wlv KUKAOCPOp00v OA£e; 01 ouoK£uooiEe; 

1.6 <l>APMAK00EPAnEYTIKH KATHrOPIA: BAEVVOAUTIKO 

1.7 ynEY0YNOr KYKI\O<l>OPIAr: 

1.8 nAPArKEYArTHr: 

1.9 ryrKEYArTHr: 

I 2. TI nPEnEI NA rNOPIZETE riA TO <l>API\I1AKO nov rArXOPHrHrE 0 rlATPOr rAr 

01 TT ArlPocpopiEe; OUTOU TOU cpuMooiou ovOcptPOVTOI IJOVO OTO OUYKEKP1IJtVO cpoPIJOKO. 

napoKOAoulJE olo!3oon: TIe; TTpOOf.KTIKO Go Ooe; OWOOUV 0flIJOVTIK£e; TTAIlPOcpopiEe;, oAM OEV IJTTOPOUV 

va ooe; TO E~rlY~oOuv OAO. Eov tXETE KOTTOIEe; EPWT~O£Ie; ~ OEV Eiol£ oiyoupol YIO OTlO~TTOT£, PWT~OTE TO 

YlaTp6 ~ TO cpOPlJaKOTTOIO ooe; 


2.1 rENIKEr nI\HPO<l>OPIEr 
To CPOPIJOKO EXEI OEIX8Ei OTI OU~OVEI Tie; EKKpioEIe; TOU OVOTTVEUOTIKOU EVIOXUEI TIlV TTOPOYWY~ TOU 

ETTlCPOV£IOOPOOTlK00 TTOpaYOVTO TWV TTVEUIJOVWV KOI Tflv AEITouPyio TWV KPOOOWV AUTEe; 01 OpaOEIe; 

tXOUV we; OTTOTtAWIJO Til !3EATiwOIl Trle; po~e; KOI Tile; IJEWcpOpOe; Tile; !3AEVVIle; (!3AEVVOKpOOOWT~ 


Ko80POIl) H OU~IlOIl TWV EKKpioEWV KOI Tile; !3AEVVOKpOOOWT~e; Ka80polle; OIEUKOAuvouv Tllv 

OTTOXPEIJ4Jfl KOI ovoKoucpi~ouv TO l3~xo 


To CPOplJOKO A6yw Tile; ouv8w~e; TOU EivOi KOToMIlAo YIO olo!3IlTlKOUe; 
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Q<; ~01l81lTIKO ylO Til PEUOTOTTOIJlOJl TWV !3AEVVWOWV EKKPIOEWV TIl<; OVOTTVEUOTIK~<; OOOU OE . 

mpmTWOEI<; O~EIWV KOI XPOVIWV !3POYXOTTVEUJ,JOVIKWV TT08~OEWV (!3POYXiTIOO, EJ,J<PUOIlJ,JO, 

TPOXE10!3poYXiTI00, XPOVIO 008J,JOlIK~ !3POYXiTIOO). 

ETTioll<; EVOEiKVUTOI YIO TIlV TTPOAllljJJl TWV OVOTTVEUOTIKWV ETTITT AOKWV OTTO KOlOKPelTJlOJl TWV EKKpioEWV 

J,JETa OTTO IJEil;oVE<; XEIPOUPYIKt<; EmJ,J!3elOEI<; OTO 8WPOKO - elVW KOIAio KOI J,JETel OTTO J,JOKPOXPOVIO 

KOlaKAloll· 

KOla TJl OlelPKElO O~EIWV E~elPOEWV TWV !3POYXiTIOWV TTptTTEI VO XOPJlYEiTOI J,Jol;i J,JE TO KOloMIlAO 

OVTI~IOTIKO 


2.3 ANTENllEEElr 

To qlOPJ,JOKO J,JTTOpOUV vo !301l8~00uv TOU<; 0PPWOTOU<;, IJTTOPOUV oJ,Jw<; VO OJlJ,JIOUPY~oouv WI 

TTpO!3A~J,JOlO, OTOV DE AOJ,J!3elVOVTOI OUJ,J<pWVO IJE TI<; OOllyiE<; 

AVTEvOEiKvuTOI at:: 


YmpEUOI081l0io OTllv UOpOXAWPIK~ OIJ!3PO~OAIl KOI OTO aMo OUOTOlIKel TOU TTpoiOVTO<;. 
LTTelVIE<; m:pITTTWOEI<; KAIlPOVOIJIKWV KOlOOTclOEWV, OTl<; OTToiE<; 0 008EV~<; IJTTOPEi VO EJ,J<povil;EI 

OOUJ,J!3OlOTJlTO IJE KelTTOIO OTTO TO EKOOXO TOU TTporOVTO<; (TTOpOWAW OEiTE Tllv TTOPelYPO<po 2.4) 
No IJIl XOPJlYEiTOI KOlel TJl OlelPKEIO TIl<; KUIlOIl<; KOI TIl<; yoAouXio<;. 

2.4 ElhIKEl: npOct>YAA::EIl: KAI ElhIKEl: npOElhOnOIHl:EIl: KATA TH XPHl:H 

2.4.1. r[VIKa: 
KOla Hl XP~OJl TOU <P0PlJelKOU J,JTTOPEi vo TTpoKAIl8Ei OU~1l01l TOU OYKOU TWV PEUOTOTTOIOUIJEVWV 
!3POYXIKWV EKKpioEWV KOI OV OEV OTTOJ,JOKpuv80uv J,JE !3~xo EivOI TTPOTlIJOTEPO VO OIOOWAIlVWVETOI 0 
OOElEV~<; WOTE VO TTopoWivEI OVOIKT~ 11 OVOTTVEUOTlK~ 006<; 
Ta TE:fJaXIO KOfJfJWC; 15 mg TTEPIEXOUV oop{3lTot.rr AOeEVEiC; fJE omivlO Kt.'7POVOfJIKa TTpo{3Af]jJara 
ouaavE~iac; OT'7 (f)POUKTO('7 OEV ea TTpt.TTEI va AafJ{3avouv aUTO TO (f)aPfJaKo. 

'Exouv ovo<pEp8Ei TToM MYE<; mpITTTWOEl<; oo!3opwv OMOIWOEWV TOU OtpJ,JOlO<; OTTW<; OUVOPOIJO 
Steven Johnson KOI TO~IK~ ETTIOEPIJIK~ VEKpwoll J,JE XpOVIK~ ouoXETIOIl J,JE TJl XOP~YIlOIl 
OTTOXPEIJTTTIKWV OTTW<; 11 UOpOXAWPIK~ OIJ!3po~oAIl. 01 mploooTEPE<; mpITTTWoEI<; J,JTTOpOUV vo 
E~IlYIl80uv OTTO TJl oo!3opoTIlTO elMwv UTTOKEilJEVWV 008EVEIWV KOI/~ OUYXOPIlYOUIJEVIl<; <pOPIJOKEUTIK~e; 
oywy~e;. ETTlTTpoo8ETO, KOTCl Tllv TTPWIJ,J1l <pOOJl TOU ouvopoJ,Jou Steven Johnson ~ TIl<; TO~IK~e; 
EmOEPIJIK~<; v£KpWOIle;, 0 008EV~<; J,JTTOPEi VO EIJ<PovioEI 0PXIKel J,J1l E~EIOIKEUJ,Jtvo TTp60poJ,Jo 
OUJ,JTTTWJ,JOlO TTOU vo TTPOOOIJOIOl;ouv J,JE ypiTTIl, OTTW<; TTUpETOe;, TTOVOI OTO oWJ,Jo, plviTIOO, !3~xoe; KOI 
TTOVOAOIIJO<;. AUTel TO J,J1l E~EIOIKEUJ,JtvO TTp60poJ,Jo OUIJTTTWIJOTO TTOU TTPOOOJ,JOIOl;ouv IJE ypiTTIl EivOI 
mElov6v vo OOIlY~OOUV TTOPOTTAOVIlTIKO OTllv tvoP~1l OUJ,JTTTWJ,JOlIK~<; oywy~<; ylO TO !3~xo KOI TO 
KPUOAOYIlJ,JO. 
Qe; EK TOUTOU, EelV EJ,J<pOVIOTOUV vtEe; OMOIWOEI<; TOU OtpJ,JOlO<; ~ TWV !3AEVVOYovwv, 80 TTptTTEI vo 
l;IlTIl8Ei OJ,JEOW<; IOlPIK~ OU~!30UA~ KOI we; TTpo<puAa~1l va oloKomi 11 oywy~ IJE UOpOXAWPIK~ 
OlJl3po~oAIl· 

LE mpiTTTwoll ETTIlPEaOJ,JEvll<; VE<PPIK~<; AEIToupyioe; ~ oo!3ap~<; IlTTOlOTTo8Ela<; TO <pOPJ,JOKO IJTTOPEi vo 
XPIl011J0TTOl1l8Ei IJOVO J,JETO OTTO laTPIK~ OUJ,J!30UA~ 

2.4.2 XPrl01l KOTa Tllv KUlloll KOI KOTa Til C5laPKEIO TIlS yoAouXioS: 

XPrioll KOTa TIlV KUIlOIl: 
H aJ,J!3po~oAIl olampvo TOV TTAOKOUVTO. 

H aa<pelAEIO KOTO Til OIOPKEIO Tile; KUIlOIle; OTOV OV8PWTTO OEV EXEI aKOJ,JO OTTOOEIX8Ei 

H XP~OIl TOU <pOPJ,JelKOU C5E OUVIOTaTOI KaTel Til OIOPKEIO TIl<; KUIlOIl<;. 


XPrioll KOHl HI C5laPKEIO TIlS yoAouXioS: 
H aJ,J!3po~oAIl EKKpivETOI 010 J,JIlTPIKO yelAO. H OOqlelAEIO OTTO Til XOP~YIlOIl TOU <P0PIJOKOU KOlel Til 
OlapKEIO Tile; YOAouXioe; OEV tXEI OKOlJa OTTOOElx8Ei, OTTOTE OE OUVIOTelTOI 11 XOP~YIlOJl TOU <papJ,JelKOU OE 
8IlMsOUOE<; J,JIlTtpE<;. 

2.4.3 ErriC5pooll OTl'lv IKOVOTIlTO oC5riYlloll KOI XEIPIO~OU ~IlXOVIl~aTWV: 
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flfaTapOxt~ TOU YOOTPEVTEPIKOU OUOT(UJOTO( KOI fllOTOpoxt<; TOUOVOTTVWOTIKOU OUOTf'U1OTO(, TOU 
8WPOKO KOI TOU blw08wQOKIOU 
NOUTio, tlJno<;, bIOPPOIO, OUOTTE41io, KOIAIOKO dAY0<;, OTOIJOTlK~ KOI q)opUYYIK~ UTTOI08flOio, 
~flPOOTOlJio, ~flPOTrlTo <:pdpuyyo 

2.10 HMEPOMHNIA J\H=Hr TOY np6ioNTor 

Mil XPflOlIJOTTOIEITE TO TTpoiov IJno TrlV fllJEPOlJflvio TTOU ovoypo<:pnol OTI1 OUOKwooio TaU. 

2.11 1l1IAITEPEr npO<l>YJ\A::Elr riA TH <l>YJ\A::H TOY np6ioNTOr: 

2.12 HMEPOMHNIA TEJ\EYT AlAr ANA0EOPHrHr <l>YJ\J\OY Ol1HrlON. 

3. 	nJ\HPO<l>OPIEr riA THN OP00J\onKH XPHrH TON <l>APMAKON 
• 	 To <:pOPIJOKO aUTO TO typ041E 0 YIOTpO<; 00<; IJOVO Yla TO OUYKEKPll-ltVO IOTPIKO 00<; TTpo!3ArllJa. 

Mv TTptm:t va TO OiVETE OE ollAo OTOI-IO ~ vo TO XPI101IJOTTOIEiTE YIO KOTTOIO OAAI1 TT08fl0I1, xwpf<; 
TTPOIlYOUl-ltvw<; va tXETE OUIJ!3ouAw8Ei TO ylOTpO oa<;. 

• 	 Eov KOTd Til OIOPKElO TI1<; 8Epomfo<; EIJ<:POVI08Ei KOTTOIO TTpo!3Afll-lO IJE TO <:POPIJOKO, EVI1I-1EPWOTE 
TO YIOTPO 00<; ~ TO <:pOPI-IOKOTTOIO 00<;. 

• 	 Eov tXETE OTTOIOO~TTOTE EPWTfllJOTIKO yupw OTTO TI<; TTAflPO<:popiE<; TTOU o<:popOUV TO <:pOPI-IOKO 
TTOU AOIJ!30VETE ~ XPEIOC;WTE KOAUTEPI1 EVl1l-1tPWOI1 YIO TO IOTPIKO 00<; TTP0!3AI11-10 1-111 blOToonE 
VO C;I1T~OETE T1<; TTAI1PO<:popiE<; OUTt<; OTTO TO YIOTPO 00<; ~ TO <:pOPI-IOKOTTOIO 00<; 

• 	 riO VO EivOI OTTOTEAWIJOTIKO KOI oo<:poM<; TO <:pOPIJOKO TTOU 00<; XOpl1y~eflKE 80 TTptTTEI va 
AOIJ!3ovETOI O'UI-I<:pwvo IJE TI<; OOl1yiE<; TTOU 0'0<; 068I1Kov. 

• 	 riO TflV OO<:pOAEIO KOI TI1V uYEio 00<; EivOI oTTopoiTIlTO va 010!3000E IJE TTpoO'ox~ K08E 
TTAI1PO<:popio TTOU o<:popo TO <:pOPI-IOKO TTOU 00<; xopl1y~8I1KE. 

• 	 Mfl OIOTIlPEiTE TO <:pOPIJOKO O'E EplJdplO TOU AOUTPOU, blOT! 11 C;tOTfl KOI 11 uypoO'io IJTTOPEi vo TO 
oAAOIWOOUV KOI va TO KOTOOT~OOUV ETTI!3Ao!3~ ylo TI1V uYEio 0'0<;. 

• 	 Ml1v KPOTOTE <:pOPIJOKO TTOU OEV TO XPEIOC;WTE ~ TTOU txouv ~011 A~~EI. 
• 	 ria KOAUTEPI1 OO<:pOAEIO KPOTOTE oAa TO <:pOPI-IOKO IJOKPIO OTTO TO TTOIOIO. 

4. TPonor l1IA0ErHr 
t::.EV OTTOITEiTOI IOTPIK~ OUVTOY~. 

3. H ETTlo~l-IoVOIl <:P0PI-I0KEUTIKWV TTpoioVTWV TTOU TTEPltXOUV OPOOTIKO OUOTOTIKO AMBROXOL 
HYDROCHLORIDE, Via HI tJOP<Pri: KotJtJI OTTO TaU OTOtJOTOC; OpiC;ETOI W<; E~~<;: 

ENl1EI=Elr nOy nPEnEI NA ANArPA<l>ONTAI rTHN E=OTEPIKH ryrKEYArlA KAI rTH 
rTOIXEIOl1H ryrKEYAriA 

E::OTEPIKO KOYTI 
1 

I 

I 

! 1. ONOMAriA TOY(J)APMAKEYTIKOY np6iONTor
'-----

Ambroxol Hydrochloride 15mg 

1 Tq.J(lX10 KOIJIJEO<; OTTO TaU OTOIJOTO<; TTEPltXEI 15mg ambroxol hydrochloride 
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tJtJYEn-E.4250-JJ/4 
(24(1) 

L-i_._ .. <l>APMAKOTEXNIKH MOP<l>H KAI nEPIEXOMENO 

'.' T£fJ~Xla,KSlJ,fJ£?S,::!1!6 iT~~?T6~?T~S 

.~ :" ...T£hleXlq .~9lJ.bl~P~.,qrr9lQQ}JT9I:JaTPS 

'.:: .•Tf:·(i'ici:"KlF"'to'.dtro'rotioTb' aro'
~..x. ~., 1:114... s.... '_"'" , .' .!J,S 

Ano TOU oTojJmoc; XP~Ofl. 

EV~AIKEe; Kat nOiOIO OVW TWV 12 ETWV 2 TEjJaXla KOjJf,lEOe; 3 cpopte; Hlv fllJtpa. 

nOICilO 6-12 ETWV: 1 TEf,laXIO KOIJIJEOe; 2-3 cpopts Tflv flf,ltPO. 


fla TTEPOlTtpw nA'1PocpopiES Ola~aaTE TO WWKAEIOTO CPUAAO OOflYIWV XP~o'1C;. 


6.EI~IKi=illPoEI~onoIHrH rYM<l>ONA ME THN OnOIA TO <l>APMAKEYTIKO npo'iON--l 
• nPEnEI NA <l>YI\AHETAI rE 0ErH THN onOIA ~EN BI\EnOYN KAI ~EN nporErnZOYN TA 

nAIAIA 
, 
I 

Na qJuMooETal O£ 8to'1, Tflv onoia OE ~Atnouv KOI OEV npooEyyii;ouv TO nalola. 

[ 7. 
---"-"'--" 

AI\I\H(Er) EI~IKH(Er) npOEI~OrlOIHrH(Elr), EAN EINAI AnAPAITHTH(Er) 

Na ~'1 XOPflYEiTOI KaTel Tfl OIOpKEta Tfle; KUfloflC; KOI T'1e; yoAouXioC;. 
KmoAA!,]Ao Ylo £V~AIK£e; KOI notOla avw TWV 6 ETWV. 

HMAH= 

10. 	 1~IAITEPEr npO<l>YI\A:::Elr riA THN AnOPPI4JH TON MH 

XPHLIMOnOlH0ENTON <l>APMAKEYTlKON npo'ioNTON 'H TON 

ynOI\EIMMATON nov rlPOEPXONTAI ArlO E<l>OrON AnAITEITAI 


c:rr=~OMA KAI ~IEY0YNrH TOY KATOXOY THr AaEIAr KYKI\O<l>.----'-O_P_1A-cL;;...______---.l 

[ 12. API0MOr(OI) A~EI"'L K'Y'~I\O<l>.oPIA_L___ 

ApaO.KuKAOcpopioC; 

AP.nAPT. 
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t.t.YEn-E.4~50-13/4 
(24n) 

KATATA'=H riA TH 

/:,£V OrrOIT£iTOI IOTPIK~ OUVTOY~. 

Ol1HrlEI XPHIHI 

LiLmm nI\HP(:)(i)()pIEI IE BRAILLE 

B. 1 H n£piAlllVll XopoKTIlPIOTIKwv TOU npOIOVTOS CPOPIJOK£UTlKWV rrpoIovTWV rrou m:pltxouv OpOOTIKO 
OUOTOTIKO AMBROXOL HYDROCHLORIDE, Via Tlf,; IJOp<ptf,;: 111UKio, Ilpom, KOKKia IJlaf,; OOU'lf,; Via 
TTOUIIJO UVpo, Opi~£TOI WS £~~S 

nEPII\H4'H TON XAPAKTHPIITIKON TOY npOIONTOI (SPC) 

1. EMnOPIKH ONOMAIIA TOY <PAPMAKEYTIKOY npo"iONTOI 

2. nOIOTIKH &nOIOTIKH IYN0EIH 

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

1 oloKio 30 mg 

5 ml OIPOTTI =15 mg 

5 ml OIPOTTI 30 mg 

KOKKio IJIOS MOilS YIO rroollJo uypo 


3. ¢lAPMAKOTEXNIKH MOP<PH 

/:'IOKio 

LlpOTTI 

KOKKio IJIOS MOilS YIO rroOllJo uypo 


4. KI\INIKA ITOIXEIA 

Os ~01l8r]TIKo YIO Til p£uoTorroilloll TWV !3A£vvwowv £KKpio£wv TIlS ovorrV£UOTlK~S OOOU O£ 

TT£PITTTlJJO£IS O~£IWV KOI XPOVIWV !3poyxorrV£UIJOVIKWV rro8~O£wv (!3poYXiTloo, £lJcpuOIlIJO, 

TPOX£IO~poYXiTloo, XPOVIO 008IJOTIK~ !3POYXiTIOO) 

ErriollS £VO£iKVUTOI YIO Tllv rrpoAlllVll TWV ovorrV£UOTIKWV £rrITTAOKWV IJ£TO orro KOTOKpoTIlOIl TWV 

£KKpio£wv IJ£TO orro lJ£i~ov£S X£IPOUPYIKtS £TT£1J!300£IS 010 8WPOKO - OVW KOIAio KOI IJ£TO orro 

IJOKPOXPOVIO KOToKAIOIl· 

KOTO Tr) OIOPK£lO O~£IWV £~opo£wv TUJV !3poYXiTlowv rrptTT£1 vo XOPlly£iTOI lJo~i IJ£ TO KOTOAAIlAo 

OVTI!310T IKO 


4.2. l1ouoAovia KOI TPOTTOS xoPI'}VllullS 

/:'IOKio 

Ev~AIK£S KOI rrOiolo OVW TWV 12 £TWV 1-2 iSloKia 2 CPOPES H)V ll!Jtpo 


J! 



/',./',.YEn-E.42S0-13/4 
(24a) 

To ovLi.mpo oOOOAOVIKO OX~IJO £VO£iKVUTOI O£ o~£i£<; n08~0£1<; TOU ovonv£uoTIKOO KOI Via Trlv tvop~r] 


lJ10<; 8£pamio<; XPOVIWV KOTOOTOO£WV, OUVOlJ£vfl<; va ouv£XI08£i EW<; 10 r]lJtp£<;. 

E<p' 600v um:lPX£1 tvo£l~fl nopoTOofl<; Tr]<; OVWV~<; fl MOfllJ£IWV£TOI OTO lJIOO. To <pOPIJOKO TTptTW va 

AOIJ~OV£TOI TTplV OTTO TO V£UIJOTO 


To oloKio AOlJ(30VOVTOI lJ£ Aivo v£po. 

Llpom 15 mgl 5ml KOI KOKKio 1.110<; MOfl<; Via TTOOIIJO UVpo VIO TTOIOIO (15 mg/<poK£Aiolo) 
ria lTOIOIO OUOT~V£TOI V£VIKW<; OUVOAIK~ fllJ£P~0I0 060fl 1.2-1.6 mg/kg (3opou<; OWlJOTO<;. 

Av O£V UTTOP~£I oMfl OOflVio : 

nOiOIO 5-12 nwv: 1 KOUTOMKI TOU VAUKOO 2-3 <popt<; Tflv rWEpo 

nOiOIO 2-5 nwv: 1/2 KOUTOMKI TOU VAUKOU 3 <popt<; Tr]V fllJEpO. 

nOiOIO KOTW TWV 2 nwv: 1/2 KOUTOMKI TOU VAUKOU 2 <popt<; Tflv flf,JtPO. 

LlpOTTI 30 mgl 5ml KOI KOKKio IJIO<; 06ofl<; VIO £v~AtK£<; (30 mg/<poK£AioIO) 

EV~AIK£<; KOI TTOIOIO OVW TWV 12 £TWV (60-120 mg fllJ£Pfloiw<; O£ oUo OIr]Pfll.ltv£<; 060£1<;): 


1-2 KouraMKlo TOU VAUKOU (~ 5-10 mllJ£ TO OOOlIJ£TPIKO KUTT£MoKI TTOU TT£pIAolJ(3ov£TOI OTfl 


oUOK£uooio), 2 <popt<; Tflv fllJtpO 

To OVWT£pO oOOOAOVIKO OX~l.Io £VO£lKVUTOI O£ o~£i£<; TTo8~0£1<; TOU ovonV£UOTIKOU KOI VIO Tr]V tvop~r] 


lJIO~ 8£pomio<; XPOVIWV KOTooHlo£wv, OUVOIJ£vfl<; vo ouv£XI08£i tw<; 10 rJlJtp£<;. 

E<p' 600v UTTOPX£I tVO£I~rJ TTOPOTOOrJ<; Tfl<; OVWV~<; rJ Mar] IJ£IWV£TOI OTO lJlOO 


riO lTOIOIO OUOT~V£TOI V£VIKW<; OUVOAIK~ fllJ£P~0I0 Mo'1 1.2 1.6 mg/kg (3opou<; OWlJOTO<;. 


Av o£v unop~£1 oMfl OO'1Vio: 


nOlOIO 5-12 £TWV 15 mg (2.5 mllJ£ TO OOOllJnPIKO KUTT£MoKI TTOU TT£p1AOIJ(30V£TOI OT'1 ouoKwooio), 


2-3 <popt<; Tflv rwtpo 


nOiOIO 2-5 £TWV: 7.5 mg (1.25 mllJ£ TO OOOllJ£TPIKO KumMoKI TTOU TT£pIAolJ!3ov£TOI OTr] ouoK£uooio), 


3 <popt~ Hlv fllJtpO 

nOlOIO KOTW TWV 2 £TWV: 7.5 mg (125 ml 1.1£ TO OOOIIJ£TPIKO KUTT£AMKI TTOU n£pIAOIJ!3oV£TOI OTr] 


ouoK£uooio), 2 <popt<; Tflv '1lJtpO 


L£ o~£i£<; KOTOOTOO£I<; TOU OVOTTV£UOTIKOU, £OV TO OUlJTTTWIJOTO O£v UTTOXWpouv ~ X£IPOT£P£UOUV KOHl 

T'1 Ol(lPK£IO Hi<; OVWV~<;, 80 TTptml vo ~flT'18£i fl oUIJ!3ouA~ TOU 8£POTTOVTO<; IOTpOU. 


To <poPIJOKO f,JTTop£i vo AOIJ!3av£Tol ov£~apnlTo OTTO Tflv TTpooA'1ljJ'1 TPO<p~<;. 

4.3. AVTtvoti~w;; 

Ymp£u0I08'10io OT'1v uopOXAWPIK~ o~!3po~6Afl KOI OTO aMo OuoTOTIKa TOU TTpoloVTO<;. 

No f,J1l XOP'1V£iTOI KOHl Hl OlapK£IO Hl<; KUflO'1<; KOI Tr)<; voAouXio<; 

AVT£Vo£iKVUTOI O£ onavl£<; TT£PITTTWO£I<; KAflPOVOf,JIKWV KOWOTao£wv, TI<; OTToi£<; 0 o08£v~<; IJTTop£i va 

qJ<povi~£1 OOUf,J!3OTOTflTO f,J£ KOTTOIO OTTO TO tKOOXO TOU TTporOVTO<; (TTOpOKOAw O£iT£ TrIV TTopavpo<po 

44) 


4.4. IOlaiHp£(,; TTpotlOoTTOniutIC; & IOlOiHpt<,; TTpoq>uM~tI(; KOTa HI XP~OIl 

KOla Tr] XP~OIl TOU <pOPf,JOKOU f,JTTop£i va rrpoKAr]8£i oU~r]01l TOU 0VKOU TWV PWOTOTTOIOUf,J£VWV 
!3POVXIKWV £KKpio£wv KOI OV o£V OTTOf,JOKPUv800v lJ£ !3~xo £ivOi npOTIf,JoT£pO va oloowAllvwvnol 0 
ooe£v~<; WOT£ VO rropof,J£iV£1 OVOIKT~ 11 ovorrV£UOTlKr'j 000<; 

To oloKia TTEPltXOUV .,. mg AaKTO(f)r; TTOU tXEI wr; aTTOTEAwjJa .. mg AaKTo(rK avO' jJEYIOTf) 
TTpOWVOjJEVf) f)jJEpi]ma i56af) (120 mg). AafJEvEfr; jJE aTTaViO KAf)poVOjJIKi] ouaavE~fa OTf) yaAaKTo(f), 
aVmaPKEIa AaKTaaf)r; KaHl Lapp i] ouaaTTopporpf)af) yAuK6(17r; - yaAaKTO(f)r;. OE ea TTptTTEI va 
Aappavouv aUTO TO rpapjJaKO. 
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LlLl YEn-EA2S0-13/4 
(24u) 

~/pom 30 mg/5ml." 5 ml OIPOTTIOU m;pllXouv ... 9 OOp{3ITOJ..f]C; TTOU lXEI we; OTTOTtJ..EOJ.lO ... 9 oop{3/TOJ..f]e; 
ova /lty/OTf] TTpOWVOJ.lEVf] f]J.lEPr,OIO OOOf] (20 mI). AaeEvEfe; J.IE OTTaV/O KJ..f]pOVOJ.l/Kr, ouoovE{io orr} 
CPPOUKTO(f] t5E eo TTplTTE/ vo J..0J.l{3avouv TO cpapJ.lOKO. MTTopEf ETTfOf]e; vo tXEI r,TTlO KOeOpTlKr, OpaOf]. 

~/pom 15 mg/5ml: 5 ml OIPOTTlOlJ TTEPltXOUV ... 9 oop{3/ToJ..f]e; TTOU t.XEI we; OTTOTt.J..WJ.lO ... 9 oop{3ITOJ..f]e; 
ova ply/OTf] TTPOWVOJ.lEVf] f]J.lEpI}OIO OOOf] (30 ml). AaeEvEfc; J.lE oTTavlO KJ..f]pOVOJ.lIKI} OUOOVE{fO OTf] 
CPPOUKTO(f] OE eo TTptTW vo J..OJ.l{3avouv TO cpaPJ.lOKO. MTTOPEi wiOf]e; vo tXEI r,TTlO KOeOpTlKI} opaor}. 

'Exouv ovacp£p8£i TTOAU Aiy£<; TT£PITTH.iJO£I<; ooJ)apwv aMolwO£wv TOU OtPI-IOlO<; OTTW<; OUVOPOI-IO 
Steven Johnson KOI TO~IK~ £mO£pI-IIK~ VEKPWOr) 1-1£ XpOVIK~ OUOXETIOr) IJ£ HI XOP~yJ"]OJ"] 
aTTOXP£IJTTTIKWV OTTW<; J"] UOpOXAWPIK~ alJJ)po~OAJ"]. 01 TT£PIOOOT£P£<; mpITTTWO£I<; IJTTOPOUV va 
£~r1Yt)80uv aTTO TJ"] ooJ)apoTJ"]ra aMwv UTTOK£il-l£vWV a08£v£lwv Kal/~ ouyxopr)youlJ£vr)<; cpaPlJaK£UTIK~<; 
aywy~<;. ETTlTTpo08£TO, KOla HIV TTPWIIJr) cpaoJ"] TOU OUVOPOIJOU Steven Johnson ~ TJ"]<; TO~IK~<; 
£TTlO£PI-IIK~<; vtKPWOr)<;, 0 o08£v~<; IJTTop£i va £lJcpovio£1 0PXIKO I-Ir) £~£IOIKEUI-IEVO TTp60polJo 
OUI-ITTTWIJOra TTOU vo TTpOOOIJOIO~OUV 1-1£ ypiTTr) , OTTWe; TTUp£TOe;, TTOVOI OTO OWlJa, plviTlOO, J)~xo<; KOI 
TTOVOAOIIJOe; AUTO ra 1-111 £~£IOIKEUlJtva TTp60pol-la OUIJTTTWIJOTO TTOU TTpOOOI-IOIO~OUV IJ£ ypiTTJ"] £ivOi 
TTl8avov vo OOI1Y~OOUV TTopaTTAaVr)TIKO OTr)V tvap~11 OUIJTTTWIJOlIK~<; oywy~e; Yla TO J)~xa KOI TO 
KpuoMYJ"]lJa. 
0<; EK TOUTOU, £av £IJCPOVIOTOUV VtE<; aMOIWO£Ie; TOU otPIJOlO<; ~ TWV !3A£VVOYovwv, 80 TTptml vo 
~I1Tt)8Ei Ol-ltowe; IOTPIK~ OUI-I!30UA~ KOI w<; TTpOCPUAO~J"] va olaKomi J"] aywy~ IJ£ UOpOXAWPIK~ 
OIJ!3PO~OAI1 

L£ mpiTTTwol1 £TTr)PWOlJtvl1e; V£cpPIK~e; AEIToupyiae; ~ oo!3op~<; I1TTOlOTT08EIOe; TO «OVOIJO TTpo'IOVTOe;» 
I.JTTopEi VO XPr)011J0TTOIJ"]8£i IJOVO IJ£TO OTTO laTPIK~ OUIJ!30UA~. DTTwe; IJE oAa ra cpoplJOKa TTOU 
lJ£TaJ)oAi~ovTOI OTTO TO r'jTTap KOI aKoAou8£i VECPPIK~ aTTEKKpIOr) TOUe;, EvOtX£TOI vo EIJCPavloT£i 
OUOOWpEUOr) TWV IJEraJ)oAITWV TJ"]e; OIJ!3PO~OAr)<; TTOU 0XI1IJOli08I1Kav OTO ~TTap, orav uTTapXEI ooJ)op~ 
VECPPIK~ aVETTopKEIO. 

f:::.EV umipxouv KAIVIKa or)lJaVTlK£<; OuoIJEv£ie; aMJ"]A£TTlOp60EI<; IJE oMo cpoPlJaKo. 
METa HI XOP~YI10t) OIJJ)PO~OAI1<; 01 OUYKEVTpWOEIe; aVTIJ)IOTIKWV (aIJO~UKIMiVJ"], KECPOUpo~ilJJ"], 
Epu8pOIJUKivJ"]) OTle; !3POYXOTTV£UIJOVIKt<; EKKpio£le; KOI ora TTTuEAa EivOi ou~qlJtvEe;. 

4.6. KUfJofJ KOI yaAouxia 

Xp~OfJ KaTo TfJV KUfJC1fJ : 

H UOPOXAWPIKr'j OIJ!3PO~OAI1 olampvo TOV TTAOKOUVTO 

H OOCPOA£IO KOla TJ"] OlopK£la Tr)e; KU11011e; OTOV OV8PWTTO OEV tXEI OKOIJO aTTOOEIx8Ei 

H Xpr'jOr) Tr)<; UOpOXAWpIK~e; afJl3po~OAI1e; l'JEV C1UVIOTOTOI KOla TJ"] OIOpKEIa TJ"]<; KUr)OJ"]e;. 


Xp~OfJ KaTO TfJ l'JlopKEla TfJS yaAouxias : 

H UOpOXAWPIK~ OIJJ)pO~OAJ"] EKKpiv£TOI aTO IJr)TPIKO yOAa. 

napoAo TTOU o£v avalJtvovTOI OVETTl8ulJr)TE<; £TTIOPOOEI<; OE !3ptCPr) TTOU 8J"]M~ouv, O£v OUVIOTOTOI J"] 

XOP~Vr)oJ"] TJ"]e; UOpOXAWpIK~e; alJ!3po~6Ar)<; OE 8r)M~oum:e; IJr)TtPE<;. 


f:::.EV UTTOPXOUV EVOEi~EIe; Yla TJ"]V ETTiopoor) OTr)V IKovoH)Ta oO~YJ"]or)<; KOI XEIPIOIJOU IJJ"]Xovwv OIOTI Of-V 
EXOUV olE~axeEi OXETIKte; IJEMTEe;. 

luaKia 
f:::.IOTapoxt<; TOU aVOOOTTOlrTlKOU oUOTriIJOlOC;, f:::.IOlapaxE( TOU OtPIJOlOC; KOI TOU UTTOOOPIOU 10TOU 
Ava<puAaKTIKte; OVTlOPOO£I<; OUIJTTEPIAOIJJ)OVOlJtvJ"]e; Tr)e; ovacpuAOKTlK~e; KOloTTAr)~iae;, 0YYElooiOflIJO, 
E~6v8r)l-Io, Kviowor), KVr)OIJOe; KOI oMJ"] um:pEUOIo8r)oia. 

f:::.lorapaxts; TOU yaoTpEvTEPIKOU OUOTOIJOlOS; 
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(24a) 

NOUTla, tIJETOe;;, ClIOPPOIO, OUOTTE4,1i0 KOI KOIAIOKOe;; TTOVOe;; 

IlpoTTl 
IllmopaXE( TOU aVOOOTTOIOTIKOll OUOTl'IIJOTO(, IlIOTopoXEC; TOU OEPJ,,JOTO<; KOI TOU UTTOOOOIOU 10TOlI 
AVO<PUAOKTIKEe;; OVTIOpOOEIe;; OUIJTTEPIAOIJ130VOIJEVfle;; Tfle;; OVQ(pUAOKTlK~e;; KOTOTTAfl~ioe;;, 0YYEIOoiOflf,JO, 
E~ov8flIJ0, KviowOfl. KVflOIJOe;; KOI oAAfl umpEUOI081l0fo 

Illmo JOxt<; TOU V£UPIKOU OUOTriIJOTO( 
IluoYEuoio (TTX oMolwf,Jtvll YEUOIl) 

IllaTO JOXE<; TOU yompEvTE OIKOll oumrj IJOTO( KOI IlIOTopoXE( TOU OVOTTVEUOTIKOU ouon'H.lOTOC;. TOU 
8WDOKO KOI TOU IJE008wpOKIOU 
NOUTio, tIJETO<;;, OIOPPOIO, ouomllJio, KOIAIOKO OAyoe;;, OTOf,JmIK~ KOI epOPUYYIK~ UTTo1081')0io, 
~l')pooTq.Jfo, ~I')POTI')TO epopuyyo 

4.9. YTTEp(5oao;'oyia 

I uI-JTTTt.IJ JJOT a 

MtXPI TWPO OEV txouv ovoepEp8Ei E~ElaIK£UlJtvO OUIJTTTWIJOTa umpaoooAoyioe;; OTOV OV9PWTTO, 


0Epom:ia 
ME ~OOI') OVoepopte;; OKOUOlae;; um:poooOAoyioe;; KOI avaepopte;; IOTPIKWV A08wv TO TTapOTI')pl')8tvTO 
OUf,lTTTWf,JOTO EivOi OE OUlJepwvia IJE TIe;; YVWOTte;; aVETTl8l1lJflTEe;; EvtpYEIEe;; TI')e;; uaPOXAWPIK~<; alJl3po~OAI')<; 
orrl OUVIOTWIJEVI') aoooAoyia KOI !-JTTopEi va XPElomEi OUIJTTTWIJOTIK~ 8EPOTTEio, 

5. !l>APMAKOI\OrlKEIIAIOTHTEI 

npOKAIVIKO, I') uaPOXAWPIKr'j OlJl3po~oAI'). TO opomlKO OUOTOTIKO lOU "OVOIJO TTPOIOVTO<;" tXEI aEIX8Ei OTI 
aU~aVEI TI<; EKKpfoEI<; TOU OVOTTV£UOTIKOU, EVIOXUEI TI')V TTOPOYWY~ TOU ETTIepOVEIOaPOmlKOU TTOPOYOVTO 
TWV TTV£UIJOVWV KOI TI')V AEITOUpyio TWV KPOOOWV AUTtr; 01 OpaOEIr; tXOUV w<; OTTOTtAWI-JO TI') I3EATfwol') 
Trl<; PO~<; KOI TI')<; I-JETOepOpar; TI')r; I3Atvvl')r; (!3AEvvOKpOOOWT~ Ka90pol')) , BEATfwOfl Tile; I3AEVVOKpOOOWT~e; 
Ka90pol')<; tXEI OEIX9EI OE KAIVIKtr; epOPI-JOKOAOYIKte;; I-JEAt1£e;, H OU~flOfl TWV EKKpioEWV KOI TI')e; 
~AEVVOKpOOOWT~<; Ka90pOI')e; al£UKOAUVOUV TrlV OTTOXPEl-JlIJfl KOI ovoKouepi~ouv TO l3r;xo, 

TOTTlK~ OVOI09IlTIK~ 0POOfl TI')e; UaPOxAWpIKr;e; OfJl3po~oAI')e; tXEI TTopml')pl')8Ei OE I-J0VTEAO Oep80AfJOU 
KOVIKAOU, TO OTTOlO I-JTTOPEI vo E~flYfl9Ei OTT6 TIe; lalOTfl1£<; nou tXEI OTOV onOKAEIOI-JO TWV OIOUAWV 
vmpfou, 'EXEI onooEIx9Ei in vitro 6TI fl UapOxAWpIKr; OI-J!3po~oAfl onoKAEiEI TOUe; OIOUAOUe; vOTpiou, I') 
atOf,JEUOfl OUTr; Eivol OVOOTptllJll-J1') KOI E~OPTWfJEVfl ono Tfl OUYKtvTPWOI') TI')e; OUOIO<;, 
H onEAEu8tpwol') KunopoKlvWV mo oil-Jo K09w<; KOI TO Ko8flAWI-Jtvo OTOUr; 10TOUe; I-Jovonupl')vo KOI 
nOAUfJOpeponupl')vo Kunopo epOVI')KE VO I-JEIWVOVTOI OI')I-JOVTIKO in vitro ono TI')V UapOXAWPIK~ 
OI-J~po~oAI'), 

LE KAIVIKt<; fJEAt1£e; OE 008EVE[<; I-JE nOvOAOll-JO, 0 novo<; OTO epapuyyo KOI I') Epu8pOTI')TO I-JE1W81')KOV 
Orlf,lOVTIKO, 

METa Tfl XOpr;YflOI') Ol-Jl3po~oAr]e; 01 OUYKEVTPWOEI<; OVTI!310TlKWV (OfJO~UKIMivl'), KEepOUpO~[I-JI'), 
Epu8p0I-JUKIVI')) OTI<; !3POYXOTTV£UfJOVIKt<; EKKpioEIe; KOI OTO TTTUEAO E[VOI OU~l')l-JtvEe;, 

To "OV0I-J0 npoloVTOe;" Myw Tile; ouv8Wflr; TOU E[VOI KOTOAAI')AO Y'O alo!3I')TIKOUe;, 

5.2 <J>OPIJOKOKIVr}TlKE<'; 1(516Tr}TE<'; 

(f)OPIJOKOKIVIlTIKte; I-JEAtTEe; tOEI~OV TOXEio oTTOPPOepflOfl TWV OTTO TOU mOI-JOTo<; XOPflYOUfJEVWV 1J0Pepwv 
OIJ£OIle; OTTootOIJ£UOI')e; Tfle; UOPOXAWpIKr'je; OlJl3po~oAI')e;;, IJE ypOIJIJIK6TI')TO 010 8Epon£uTIK6 EUpOr; TWV 

lei 
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Oomwv. To IJtylO1O mimoo TIl<; 010 TTMoIJo <p8ovouv EVTO<; 1 IJE 2.5 WPE<; yla TI<; OTTO IOU OTOI-I010<; 

IJOpq>t<; oIJWIl<; oTTootOIJEUOIl<; KOI IJETO OTTO 6.5 WPE<; YIO 11<; IJOp<pt<; J3pooEio<; OTTOOtOIJEUOfl<;. 

H onoAuTfl J3100108w11JOTIl1O IJETO OTTO XOP~Yfloll oloKiou 30 mg J3pt81lKE 011 EivOi 79 %. To KOllJOK10 

J3pooEio<; OTTOOtOIJEUOfl<; TTOPOUOIO~EI OXETIK~ 0108WIIJOTflTO 95% (KovovIKOTTOIIlIJEVfl 060fl) Of: oXtoll 

IJE TO OloKio TWV 30 mg. 


K01OVOUO: 
H OEOIJEUOIl IJE 11<; TTPWTETvE<; 010 8EPOTTEUTIKO ETTim:oo 010 TTAOO\-lO EivOI TTEpiTTOU 90%. H K010VOIJ~ 
Tfl<; O\-lJ3po~OAfl<; IJETO OTTO TOU 010\-1010<;, Lv KOI Lm XOP~Yflofl OTTO TO oiIJO OTOU<; 10TOO<; EivOi 1OXEio KOI 
01 \-IEYI01E<; OUYKEVTPWOEI<; TOU <P0PIJOKOU TTOP01flPOUVTOI 01OU<; TTVEO\-lOVE<; 0 0YKO<; K01OVO\-l~<; IJETO 
OTTO TOU OTOIJ01O<; XOP~YflOfl EKTI\-I~8flKE OTI EIVOI 552 L 

METOBoAIOWOC; KOI OTTOWOKpUVOn: 

IlEPITTOU TO 30% Tfl<; OTTO TOU OTOI-I01O<; XOPflYOOIJEVfl<; 060fl<; OTT0I-I0KPUVE101 IJtow TOU <pOIV0I-IEVOU 

Tfl<; npwTfl<; ol60ou. 

MEAETE<; OE ov8pwTTlvo flTTOTIKO \-IIKPOOW\-IOTO tOEI~OV OTI TO OUVEV~UI-IO CYP3A4 EIVOI UTTE08uvo YIO 

TOV ),JE1OJ30AIO\-lO TIl<; UOPOXAWPIK~<; O\-lJ3po~OAfl<; OE 01J3pWl-Iov8pOVUAIKO O~U. H UOpOXAWPIK~ 


01-lJ3PO~OAfl\-lET0J30Ai~E101 Kupiw<; OTTO TO ~TTOp \-IE YAuKoupoVI01wOll KOI IJETOTpOTT~ OE 

01!3pw\-Iov8poVUAIKO o~u (mpiTTou 10 % TIl<; 060fl<;) KOI OE IJEPIKOU<; ~ooovo<; Oill-looio<; IJET0!30AiTE<;. 

EVT6<; 3 Il\-lEPWV \-IETO OTTO IOU O1OIJ01O<; XOP~Ylloll, mplTTou 6 % Hl<; 060fl<; !3piOKE101 OE EAEU8EPfl 

1-I0pq>~, EVW mplTTou 26 % Tfl<; 060fl<; J3piOKE101 OTfl oU~EUYIJEVIl 1J0p<p~ 010 oupo. 


o Xpovo<; Il\-ll~w~<; 010 TTMoIJo TTAIlOIO~EI 11<; 10 WPE<;. H OUVOAIK~ K080pOfl KU\-IoivETOI 010 660 
mLlmin, \-IE Tfl VE<PPIK~ K080POil vo OVOAOYEi OE mpiTTou 8 % Tfl<; OUVOAIK~<; K080POIl<;· 

¢OPlJOKOKIVOTIKr] OE EIOIKOU<; TTA08uOblOUC; 

LE 008EVEI<; I-IE flTTOTIK~ OUOAEITOUPYIO fl OTTO\-lOKPUVOfl Tfl<; UOOXAWPIK~<; olJJ3po~OAIl<; EivOI \-IEIWIJEVIl, 

\-IE OTTOTEAWIJO VO EIJqJovi~oVTOI mimoo TTMoIJOTO<; 1.3 tw<; 2 qJopt<; UlIJIlAOTEPO. Aoyw TOU \-IEYOAOU 

SEPOTTEUTIKOU EUpOU<; TOU "OVO\-lO TTpOfoV1O<;" , OEV EivOi OTTOPOITflT£<; pU8IJIOEI<; Tfl<; ooooAoyio<;. 


MAo 
H r]AIKio KOI TO qJUAO OEV qJOVflKE VO mflPEO~EI TIlV qJOP\-lOKOKIVflTIK~ TIl<; UOPOXAWPIK~<; O\-l!3PO~OAfl<; OE 
KAIVIKO ETTiTTEOO KOI ETTOIJEVW<; OEV OTTOITEl101 KOTTOIO PuS\-IlOfl Tfl<; OOOfl<;. 

5.4 npOAAIVIKO l)tl)0IJEVa Via Trlv aOlpOAEla 

MEAETE<; movoAo\-l!3oVOIJEvll<; 06011<; OTTO TOU 010\-1010<; IJE 060fl 150 mg/kg/fl\-lEPO OE \-IUE<; (4 
E!300IJOOE<;) IJE 060fl 50 mg/kg/r]IJEPO OE ETTi\-lUE<; (52 KOI 78 E!300IJOOE<;), \-IE 06011 40 mg/kg/ll\-lEPO, OE 

KOVIKAOU<; (26 E!300IJOOE<;) KOI \-IE 060fl1 0 mg/kg/lllJtpo OE OKUAOU<; (52 E!300IJOOE<;) OEV tOEI~OV KOTTOIO 
EUOIOKPITIl TO~IKOTIl1O OE KOTTOIO oPyovo. 
LE EvooqJMJ3IE<; IJEAETE<; TO~IKOTfl1O<; TWOOpWV EJ3001-l00WV IJE UOpOXAWPIK~ o\-lJ3po~6Afl XOPlly~Sr]KOV 
OE mII-lUE<; 4, 16 KOI 64 mg/kg/lllJEPO KOI OE OKUAOU<; XOPfly~8IlKOV 45,90 KOI 120 mg/kg/lllJtpo 
(EYXUOEI<; 3 wpwv/qlJtpo) OEV tOEI~OV ooJ3op~ TOTTlK~ ~ OUOTqIJOTlK~ 1O~IKOTfl1O mplAOIJJ3oVOIJtvwv KOI 
10TOTTOSOAOYIKWV OMOIWOEWV. 'OAE<; 01 OVETTISUIJr]TE<; EVEpym<; ~1OV OVOOTptllJIIJE<;. 

H XOP~Yflofl 060Ewv UOpOXAWPIK~<; olJJ3po~OAIl<; OTTO TOU OTOIJ01O<; O1OV E~ETOOTflKE OE 06oEI<; tw<; KOI 
3000 mg/kg/lllJEPO OE miIJUE<; KOI 200 mg/kg/fllJEPO OE KOVIKAOU<; OEV EOEI~E EIJ!3puOTO~IKE<; ~ 
TEpmoYEvvETIKE<; OpOOEI<;. H YOVI\-IOTIl1O 0POEVIKWV KOI SIlAUKWV mlIJuwv OEV mllPEooTIlKE IJE 06oEI<; 
EWe; KOI 500 mg/kg/lllJtpO. 

To NOAEL Of: I-lio mpIYEvvETIK~ KOI IJ£TOYEVVETIK~ jJEAETIl KOI OVOTTTU~Il<; ~1OV 50 mg/kg/lllJEPO. £loor] 
UOpOXAWPIK~<; Of.lJ3po~OAIl<; 500 mg/kg/lllJtpo OE OKUAOU<; ~1OV EAOqJPW<; TO~IK~, K08w<; EIJqJOVIOOV 
EAonw\-Itvo OWIJ01IKO J3opo<;. 
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M£A£T£<; YOVOTO~IKOTrlTO<; Toao in vitro (ooKII-I0aio Ames KOI oOKll-loaio XPwjJoawjJlKwv ovwjJoAlwv) 
oao KOI in vivo (ooKljJoaio jJIKPOTTUp~VWV lJuwv) o£v to£I~OV jJ£ToAAo~loyovo opaarJ Tfl<; uoPOXAWPIK~<; 
ol-l~po~6ArJ<; 

H u(SpOXAWPIK~ OI-l~po~oAfl o£v to£I~£ 0YKOY£VETIKO OUVOI-IIKO a£ jJ£MT£<; KOpKIVOytVWrj<; a£ I-Iu£<; (50, 
200 KOI 800 mg/kg/rjl-ltpo) KOI mijJu£<; (65, 250 KOI 1000 mg/kg/ql-ltpo), rJ OIOPK£lO TWV I-I£Anwv ~TOV 
105 KOI 116 £~OOl-loo£<; oVTiaToIXo . 

6. Il>APMAKEYTIKA I:TOIXEIA 

6.1 KonlAovo<,; EKi50XWV 

6.2 Aou~llaTOTllTE<'; 
D.£v £c.pOPI-IOi;£TOI 

6.3 AlapKElo ~Wrl<'; 

6.4 1i510iTEPE<'; TTpoq>uAa~EI<'; KaTa HI q>uAo~., lOU TTpO'jOVlO<'; 

6.5 4>uo., KOI OUOTOTIKO TOU TTEPIEKHI 

6.7 Oi5.,ViE<,; XPrlO.,<,;IXEIPIOIJOU 
Mv £c.poPI-IOi;OOI 

6.7 KOTOX0<,; T.,<,; oi5E1o<,; KUKAoq>opio<,; 

7. API0MOI: AAEIA KYKI\04>OPIAI: : 

8, HMEPOMHNIA npOTHI: AAEIAI: IANANEOI:HI: THI: AAEIAI: KYKI\04>OPIAI: 

10. HMEPOMHNIA THI: (MEPIKHI:) ANA0EOPHI:HI: TOY KEIMENOY: 

2 To $uMo OOrjYlwv YIO TO Xp~aTfl c.p0PI-I0K£UTIKWV TTpoiOVTWV TTOU TT£PltXOUV OPOaTIKO aUaTOTIKO 
AMBROXOL HYDROCHLORIDE, Via TI<,; ~Opq>E<';: AIOKio, I:IPOTTl, KOKKio ~IO<; i5oo.,<; VIO TTO(JJ~O 
UVpo opii;£TOI w<; £~~<; 

4>Y1\1\0 OAHriON riA TO XPHI:TH 

1. npO~LJIOP/~MO~ lPA PMA KEYTlK0 Y npOiONTO~ 

1.1 ONOMAI:IA: 

1.2 ~YNeE~H 
ApOaT1Krl ouolo: YopOXAwPIK~ ojJ~po~oArj 
'EKi50XO: 

1.3. <PAPMAKOTEXNIKH MOPlPH 
D.loKio 
Llpom 
KOKKia IJIO<; 66arj<; ylO TTOatl-lO uypo 

1.4. nEPIEKTIKOTHTA rE APArTIKH OYLIA 

D.IOKio 1 olaKio mpltX£1 30 mg uoPOXAWPIK~<; ojJ~po~oArJ<; 
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LlpOTTI 15 mgi5ml 5 ml mpltxouv 15 mg uopOXAWPIK~<; OIJ~posoArl<; 


LlpOTTI 30 mg/5ml 5 ml mpltxouv 30 mg uoPOXAWPIK~<; OIJ~posoAIl<; 


KOKKfo IJIO<; 06011<; ylO TTOOlIJO uypo Ka8E <pOKEAiOIO mpltXEI 15 mg ~ 30 mg uopOXAWPIK~<; 


OI-l~posoAIl<; 


1.5 nEPlrPAtPH-EYEKEYA1:JA: 

1.6 IJ>APMAK00EPArlEVTIKH KATHrOPIA: BAEvvoAuTIKO 

1.7 VnEV0VNOI KVKI\O<l>OPIAI: 

1.8 nAPAIKEVAITHI: 

1.9 l:VIKEVAITHI: 

[lilnPEn51 NA rt\l!1J>JZETE n~TO <l>APMAKO nov IAI XOPHrHIE 0 rlATPOI IAI 

01 TTAllPO<popiE<; OUTOU TOU <puMooiou ovO<ptpovTOI IJOVO OTO OUYKEKPll-ltvO <poPIJOKO. 

nopoKoAoulJE OIO~OaTE TI<; TTPOOEKTlKO. eo 00<; owoouv OIlI-lOVTIKt<; TTAIlPO<popiE<;, oAM OEV I.JTTOPOUV 

VO 00<; TO E~IlY~oouv OAO Eov tXETE KOTTOIE<; EPWT~OEI<; ~ OEV EiaTE oiyoupol ylo OTIO~TTOTE. PWT~aTE 


TOV YIOlPO ~ TOV <P0PI-IOKOTTOIO 00<; 


2.1 rENIKEI nl\HPO<l>OPIEI 
To <pOPI-lOKO tXEI OEIX8Ei OTI OU~aVEI TI<; EKKpioEI<; TOU OVOTTVEUOTIKOU. EVIOXUEI HIV TTOPOYWY~ TOU 

ETTI<pOVEIOOPOOTIKOU TTOPOYOVTO TWV TTVEUI-I0VWV KOI Tllv Amoupyio TWV KpOOOWV. Aun';<; 01 OpaOEI<; 

txouv w<; OTTOTtAWIJO Til ~EATiwOIl TIl<; po~<; KOI TIl<; I-IETO<pOpO<; TIl<; ~MvVIl<; (~AEVVOKPOOOWT~ 

Ko8opoll). H oU~llol') TWV EKKpiOEWV KOI TIl<; ~AEVVOKpOOOWT~<; Ka80pol')<; OIEUKOAUVOUV Tllv 

OTTOXPElJlVll KOI OVOKou<pi~ouv TO ~~XO 


To <pOPI-lOKO Myw TIl<; ouv8w~<; TOU EivOi KOlOMIlAO ylO OIO~IlTlKOU<;. 


2.2 ENl1EI:::EII 

0<; ~01l81lTlKO y'o Til PEuoTOTToil')OIl TWV ~AEVVWOWV EKKpioEWV TIl<; OVOTTVEUaTIK~<; ooou OE 
mpITTTwoEI<; O~EIWV KOI Xpoviwv ~POYXOTTVEUIJOVIKWV TTo8~OEWV (~poYXiTloo, EI-I<pUOI')IJO, 
TpOXEIO~poYXiTlOo, XPOVIO 008I-1OTIK~ f3poYXiTloo). 
ETTioll<; EVOEiKVUTOI Ylo Tllv TTPOAl')lVll TWV OVOTTVEUOTIKWV ETTJTTAoKWV OTTO KOTOKpaTlloll TWV EKKpiOEWV 
IJETa OTTO I-IEi~oVE<; XEIPOUPYIKt<; ETTEIJ~aOEI<; OTO 8WPOKO - OVW KOIAio KOI IJETa OTTO I-I0KPOXPOVIO 
KOlaKAIOIl· 
KOla TI') OlaPKEIO O~EIWV ESOpOEWV TWV ~poYXiTlowv TTPETTEI VO XOPIlYEiTOI 1J0~i IJE TO KOlaMIlAO 
OVTIf310TIKO 

2.3 ANTENLlEEEIE 

To <pOPI-lOKO IJTTOPOUV vo ~01l8~00uv TOU<; 0PPWOTOU<;, IJTTOPOUV 0lJw<; vo OIlI-lIOUPY~oouv KOI 

TTpO~A~I-IOlO, OTOV OE AOIJ~OVOVTOI OUIJ<pwvo IJE TI<; oOllyiE<; 

AVTEVOEiKVUTOI or: 


YTTEpEUOI081')0io OTI')V uopOXAWPIK~ alJ~posoAIl KOI OTO oMo OUaTOlIKO TOU TTpoloVTO<;. 
LTTOVIE<; TTEPJTTTWOEI<; KAIlPOVOIJIKWV KOTOOTOOEWV, OTI<; oTToiE<; 0 008EV~<; IJTTOPEi VO El-itpovi~EI 

oOUI-I~OTOTIlTO IJE KOTTOIO OTTO TO EKOOXO TOU TTPOIOVTO<; (TTOpOKOAouIJE oEiTE Tllv TTOpaypatpo 2.4) 

No IJIl xopl')YEiTOI KOTO Til OlaPKEIO TIl<; KUIlOIl<; KOI TIl<; yoAouXio<; 

2.4 Ell1lKEI npO<l>VI\A:::EII KAI EI.l1IKEI npOEI.l10nOlHIEII KATA TH XPHIH 

2.4.1. rEVIKa: 

Kma H] XP~oll TOU <paplJaKOU I-JTTopEi vo TTPOKAI')8Ei oUsl')ol') TOU OYKOU TWV PEUaTOTTOIOUI-IEVWV 

f3POYXIKWV EKKpioEWV KOI OV OEV OrroIJoKpuv8ouv IJE ~~xa EivOi TTPOT!IJOTEPO VO oloowAllvWVETol 0 

ao8Ev~<; WOTE va rrapoIJEivEI OVOIKT~ 11 OVOrrVEUaTIK~ 006<;. 
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Ta cHaKia m:p/txouv ... mg AaKTO(f]e; TTOU tXD we; aTToTtAwJ.1a ". mg AaKTO(f]e; ava J.1tYlaTf] 
TTPOWVOJ.1[vf] f]J.1[Pt7aJa ooaf] (120 mg) Aae[v[ie; J.1[ aTTavJa KAf]poVOJ.1IKi] ouaav[f,fa aTfJ yaAaKTo(f], 
avwapKDa AaKTaafJe; KaHl Lapp i] ouaaTToppoCPfJaf] yAuKO(f]e; - yaAaKTO(f]e;, o[ ea TTptTTD va 
AaJ.1{3avouv aUTO TO cpapJ.1aKO. 

X/POTTI 30 mg/5ml. 5 ml alpOTTIOU TT[PltXOUV. 9 aop{3lToAf]e; TTOU tXD we; aTToTtAwJ.1a .,' 9 
aop{3/ToAf]e; ava J.1tYlaTf] TTPOT[fVOJ.1[Vf] f]J.1[pi]aJa ooaf] (20 ml). Aae[v[ie; JJ[ aTTav/a KAf]poVOJ.1IKi] 
ouaav[f,ia aTfJ CPPOUKTO(f] o[ ea TTptTT[J va AaJ.1{3avouv TO qJapJ.1aKo. MTTOP[/ wiaw; va tX[f i]TTla 
KaeapTlKi] opaaf] 

X/POTTI 15 mg/5ml.' 5 ml alpOTTIOU TT[PltXOUV ., .. 9 aop{3lToAf]e; TTOU tXD we; aTToTtAwJ.1a .. , 9 
oop{3lToAw; ava J.1tYIOTf] TTP0T[fV0J.1[vf] f]J.1[pi]aJa OOOf] (30 ml). Aae[v[ie; J.1[ aTTavJa KAf]poVOJ.1IKi] 
ouoav[f,ia aTfJ CPPOUKTO(f] O[ ea TTptTT[J va AaJ.1{3avouv TO qJOpJ.1aKO, MTTOP[i miaf]e; va tX[1 i]TTla 
KaeapTlKi] opaaf] 

'Exouv avo<p£p8£i TToAu AiV£<; mpITTTWO£I<; ao~opwv oAAolwo£wv TOU iStPfjOlO<; OTTW<; ouviSpofjO 
Steven Johnson KOI TO~IK~ £TTliS£pfjIK~ vtKpwOIl fj£ XPOVIK~ OUOXtTIOf] fj£ Tf] XOp~Vllaf] 
OTTOXP£fjTTTIKWV OTTW<; 11 uopOXAWPIK~ afj~po~oAf]. 01 mploooH:P£<; mpITTTWo£l<; fjTTOPOUV va 
£~f]Vf]80uv OTTO HI 00I30pOTf]TO oAAwv UTTOK£ifj£vWV oo8£v£IWV KOI/~ ouvxoprWOUfj£vf']<; cpopfjaK£UTlK~<; 
OVWV~<;· ETTlTTpo08no, KOla TIlV TTPWIIJf] CPOOIl TOU OUVOPOfjOU Steven Johnson ~ TIl<; TO~IK~<; 
£TTliS£pfjIK~<; vtKpwOIl<;, 0 oo8£v~<; fjTTop£i va £fjcpavio£1 aPXIKo IJIl £~£IOIK£UfjtVO TTp60polJa 
OUI-lTTTWIJOla TTOU va TTPOOOfjOIOi;ouv fj£ VPiTTIl, OTTW<; TTupno<;, TTOVO! OTO OWlJa, plviniSa, l3~xa<; KOI 
TTovoAOII-l0<;. AUTo TO WI £~£liSIK£UlJtva TTp60pOIJO OUIJTTTWIJOla TTOU TTPOOOIJOIOi;ouv IJ£ VPiTTIl £ival 
TTl8avov va oiSIlV~OOUV TTopOTTAOVIlTlKO OTllv tvoP~1l OUIJTTTWIJOTIK~<; OVWV~<; Via TO l3~xo KOI TO 
KpuoMVf']IJO, 
D<; £K TOUTOU, £ov £lJcpaVIOTOUV vt£<; oAAolwo£l<; TOU iStPIJOTO<; ~ TWV I3A£vvovovwv, 80' TTptml va 
i;f']TIl8£i alJtow<; IOTPIK~ oUIJ~ouA~ KOI w<; TTpocpuAo~1l va oloKomi 11 OVwV~ IJ£ uiSpoXAwPIK~ 
OIJ~po~oAIl· 

L£ mpiTTTw0f] mf']pwolJtvf]<; V£CPPIK~<; AmouPVio<; ~ ool3op~<; IlTTOlOTT08£lo<; TO CPOPIJOKO IJTTop£i va 
XP1l0l1J0TT011l8£i IJOVO IJno aTTO IOTPIK~ oUlJl3ouA~ 

2.4.2 XPIiO'Il KOHl TrIV KUIlOll KOI KOTO Til ~IOPK£IO Tile; yoAouxioe;: 
XPIiO'Il KOTO TIlV KUIlO'Il: 
H UOpOXAWPIK~ OlJl3po~oAIl iSlompvo TOV TTAoKOUVTO. 

H aocpoMlo KOHl Til OlopK£la Tf']<; KUIlOf]<; OTOV OV8PWTTO o£v tX£1 OKOIJO oTToiS£IX8£i. 

H XP~OIl TOU CPOplJOKOU ~£ OUVIO'TOTat KaHl Tf] OIOPK£IO TIl<; KUllof]<;. 


XPI1O'Il KOTO Trl 610PKEIO Tile; yoAouxioe;: 
H uiSpoXAwPIK~ OIJ~po~oAf] £KKpivnOi OTO IJIlTPIKO voAo. 

H oa<poA£lo OTTO Tf] XOP~Vf']Of'] lOU CPOPIJOKOU KOHl Til OIOPK£lO Tf]<; vaAouxio<; o£v tX£1 OKOIJO 

oTToiS£IX8£i, OTTOl£ O£ OUVIOTOTOI 11 XOP~Vf]Of] TOU CPOP\JOKOU O£ 8f]Mi;ouo£<; lJf]ltp£<;. 


2.4.3 Erri6poO'Il O'TIlv IKOVOTrITO o~IiYllO'Il Kat X£IPIO'~OU ~IlXOVIl~OTWV: 
l::.£v UTTOPXOUV £vo£i~£I<; Via lllv miopooll olllv IKOVOTf]TO OO~VIlOIl<; KOI X£IPIOIJOU I-lIlXOVWV OIOTI is£v 
txouv iSl£~oX8£i OX£TlKt<; IJ£AET£<;. 

2.5 Al\l\HI\EnlbPAIEII ME AI\I\A (J)APMAKA 'H OYIIEI 
l::.£v UTTOPXOUV KAIVIKO OIlIJOVTIKt<; iSuolJ£v£i<; oAAIlAmliSpoo£l<; IJ£ oAAa cpoPIJOKa. 

Muo Til XOP~VIlOf] alJl3po~oAIl<; 01 OUVK£VTPWO£I<; OVTI~IOTlKWV (OlJo~uKIAAivll, K£cpoupo~ilJll, 


£pu8polJuKivll) O£ ~pOVXOTTV£UIJOVIKt<; £KKpio£l<; KOI oro oi£Ao £ivol OU~lllJtv£<;. 


nplv TTOP£T£ aUTO TO CPOplJOKO 80 TTptTT£1 va txn£ £vf]IJ£PWO£1 TO VIOTPO 00<; Via Ko8£ CPOPIJOKO TTOU 

TUXOV TToipv£TOI ¢OPIJOKO £ivOi Ko8£ TTPOIOV TTOU XOPllv£irol KOI xwpi<; IOTPIK~ OUVTOV~ 


2.6 LlOrOJ\OrJA 
IJ.loKia: 
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EV~AIKE<; KOI nOiOlo OVW TWV 12 ETWV 1-2 oloKio 2 q:>opt<; Hlv rU.ltpo. To oloKio AO~OVOVTOI tJE Aivo 

VEpO. 


L/pom 15 mq/ 5ml 

flo nOlolo OUaT~VETOI VEVIKW<; OUVOAIK~ lliJEP~010 MOil 1.2-1.6 mg/kg [3opou<; OW\-IOTO<; 


Av OEV unop~EI OAAIl OOIlVio : 

nOiOIO 5-12 ETWV: 1 KOUTOAOKI TOU VAUKOO 2-3 q:>opt<; Tllv Illltpo. 

nOiOIO 2-5 ETWV: 1/2 KOUTOAClI<i TOU VAUKOU 3 q:>opt<; Tllv Il\-ltpo. 

nOiOIO KOTW TWV 2 ETWV: 1/2 KOUTOAOKI TOU VAUKOU 2 q:>opt<; Tllv Illltpo. 

1 KOUTOAOKI TOU VAUKOO OVTIOTOIX£i O£ 5 ml \-IE TO OOOI\-l£TPIKO Kun£AAOKI nou n£pIA0tJ[30V£T01 aTll 
OUOKwooio. Tono8£T~0T£ TO 01pom OTIlV KWVIK~ nAwpo TOU KuntAAOU (OTIlV nAWpo nou O£V £ivOi 
OIOTPIlTIl) 

L/pom 30 mq/ 5ml Kal KOKKia Viae o60Qe yla EvflA/KEe (30 mg/(paKEAi%) 

EV~AIK£<; KOI nOiolo OVW TWV 12 nwv (60-120 mg IlIlEPIlOiw<; O£ ouo OI'lprWtv£<; 060£1(;): 
1-2 KOUTOAOKIO TOU VAUKOU {~ 5-10 ml \-IE TO 000ltJETPIKO KunEAAOKI nou n£pIA0tJ[3dvETOI aTll 
OUOK£uooio),2 q:>opt<; T'lV qlltpo. 

To avwT£po OOOOAOVIKO OX~IJO £VO£lKVUTOI O£ o~£i£e; n08~0£1e; TOU ovonvwoTIKOU KOI Via Tllv tvoP~1l 
1J10e; 8Epomioe; XPOVIWV KOTOOTOOEWV, OUVO\-lEV'le; va ouv£XI08£f twe; 10 'wtp£e;. 

flo nOiolo OUOT~VETQI V£VIKWe; OUVOAIK~ 1l\-l£p~01o 060'l 1.2 - 1.6 mg/kg [3opou<; OWtJOTOe; 

Av OEV unop~£1 OAAIl OOIlVio: 

nOiOIO 5-12 nwv: 15 mg (2.5 ml \-1£ TO 000l\-l£TPIKO KumAAOKI nou nEPIAO\J[3aV£TOI aTll ouoKwooio), 

2 -3 q:>opt<; T Ilv 11 \-It po 


nOiOla 2-5 £TWV 7.5 mg (1.25 mlIJE TO 000l\-l£TPIKO KUn£AAaKI nou n£PIAO\-l[3aV£TOI OT'l ouoKwooio), 


3 q:>opte; Trlv 'l\-ltpo 


nOiOla Kcnw TWV 2 £TWV 7.5 mg (1.25 ml \-1£ TO 000l\-l£TPIKO Kum:AAoKI nou n£pIAo\-l[3ov£TOI orrl 


ouoK£uooio), 2 q:>opt<; Tllv Il\-ltpo. 


1 KOUTOAOKI TOU VAUKOU OVTlOTOIXEi O£ 5 ml \-1£ TO 000l\-lETPIKO KUn£AAaKI nou n£pIAO\-l[3ov£TOI OTIl 

ouoK£uooio. Ton08£T~0T£ TO OIpom aTllV KWVIK~ nAWpa TOU KuntAAOU (aTIlV nAEUpa nou O£V £ivOi 

OIOTPIlTIl)· 


L£ O~£I£e; KOTOaTaO£Ie; TOU ovonV£UOTIKOO, £OV TO OU\-InTW\-IOTO OEV unoxwpoOV ~ X£IPOT£P£OOUV KOT(l 

H] OlaPK£lO TIl<; ovwv~e;, 80 nptml va ~IlT'l8£i 11 OU\-I[30UA~ TOU 8£ponovroe; IOTpOO. 


OOOV unaPX£1 tvo£I~1l nopoTOOIle; Tile; ovwv~e; 'l MOil \-I£IWV£TOI oro \-1100. To q:>6P\-lOKO \-Inop£i vo 
AOiJ[3oVETOI OV£~aPT'lTO ono Tllv npoOAllljJll TpOq:>~<;. 

2.7 ynEPAOrOJ\OrlA - ANTIMETOmrH 

MtXPI TWPO o£v txouv ovoq:>£p8£i £~£I0IKW\-ltvo OU\-Imw\-IOTo umpooooAovioe; OTOV av8pwno. 
L£ mpimwol1 untp[3ool1<; TIl<; ooooAovioe; OUVIOTOTOI OU\-lmW\-IOTIK~ 8Epomio . 

TIlA, KtVTPOU AIlA'1T'1Plootwv: 2107793777 

2.8 TI nPEnEI NA rNOPIZETE rE nEPlnTOrH noy nAPAJ\EI4JETE NA nAPETE KAnOIA 
AorH: 
E6v nptn£1 va AO\-l[36V£T£ TO q:>0P\-lOKO OUV£XW<; KOI nopoAEiljJET£ \-lio MOil, nptml vo AO[3£T£ Til MOil 
OUT~ TO TOXUT£PO i5UVOTOV. E6v, EV TOUTOIe;, nAIl0l6~£1 11 wpo Via Tllv mOIJ£vll MOil, \-Ill AO[3£T£ Til MOil 
nou nopoA£iljJOT£, OAAO oUV£XiOTE KOVOVIKO Til 8EponEio. 
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2.9 ANEmeYMHTE1: ENEPrEIE1: 
'OTTW<; ~£ OAO TO qJdp~OKO. ~£PIKt<; qJopt<; TTOPOUOIdSOVTOI OV£TTl80~'lT£<; £VtpY£I£<;. 
To qJdp~OKO £ivOi Y£VIKW<; KOAO OV£KTO. 
AIOKio 
fl.IOTOPOXtC; TOU ovoaOTTOIOTIKOO aUaTOIJOTO<;, fl.IOTOpOXt<; TOU OtPIJOTO<; KOI TOU UTTOOOPIOU laTOO 

AVOqJUAOKTlKtS oVTlOpda£l<; au~m:pIAOIJ!3oVo~tv'l<; T'lS OVOqJUAOKTIK~<; KOTOTTA'l~ioS. OYY£loojO'l~O, 


£~dv8rl~0, KviowarJ, KV'lalJos KOI OAA'l uTT£p£UOIa8'laio 


fl.IOTOpoxt<; TOU yoaTp£vT£PIKOO aUaTtJIJOTo<; 

NouTio, t~£TO<;. OIOPPOIO, ouam:4Jio KOI KOIAIOKO OAYOS 


rlPOlTl 

fl.IOloooxt<; TOU ovoaoTTolOTIKOO aUarr'IIJOlo<;. fl.IOTOPOXt<; TOU OtPIJOTO<; KOI TOU UTTOOOPIOU laTOO 

AVOqJUAOKTIKtS OVTlopda£l<; aUIJm:pIAo~!3oVo~tvrJS T'lS OVOqJUAOKTtK~S KOTOTTA'l~ioS. 0YY£looiorwo. 

£~dv8rJlJo, KviowarJ. KVrJalJo<; KOI OAA'l UTT£P£u01a8'laio. 


fl.10T0 DOXt( TOU V£U PIKOO auaTO!JOTO<; 

fl.uaY£uaio (TTX oAAolw~tv'l y£Oa'l) 


fl.IOTOPOXt<; TOU yoaTp£vT£PIKOO auaTr'JIJOlo<; KOI fl.IOTopoxt<; TOU OvoTTv£uaTIKoO aUarOIJOTo<;, TOU 

8WPOKO KOI TOU IJW08WDdKIOU 

NouTio. t~£TOS. OIOPPOIO, ouam:4Jio, KOIAIOKO OAyOS. aTOIJOTlK~ KOI qJOPUYYIK~ uTTola8rJaio, 

~'lpoaTO~io. ~'lpOT'lTO <popuyyo 

MrJv oV'laux~a£T£ 1.1£ OUTtS TIS OV£TT180IJ'lT£S £vtpY£I£S. n,80vwS vo I.I'lV TTopOUOIoa£T£ KOlJiO OTTO 

OUTtS ETT[a'l<; OVo<ptp£T£ aTO YIOlPO aos OTTOIOO~TTOT£ £VOXArJl.I0 TTOpOl'lp~a£T£ KOt TTOU O£V 

TT£Pll.ltvOT£ 


2.10 HMEPOMHNIA I\H::Hr TOY rlPo"ioNTor 

M'l XP'lOlI.lOTTOI£iT£ TO TTPO'lov ~£TO TrJV rJl.I£POl.lrJvio TTOU ovOypd<p£TOI aTrJ auaK£uoaio TOU. 

2.11 IAIAITEPEr npO¢lYI\A::Elr riA TH ¢lYI\A::H TOY npo"ioNTOr: 

2.13 	 HIVIEPOMHNIA TEI\EYTAIAr ANA0EOPHrHr ¢lYI\I\OY OAHriON. 

3. nI\HPO¢lOPIEr riA THN OP00l\OrlKH XPHrH TON ¢lAPMAKON 
• To <papI.IOKO OUTO TO tYP04J£ 0 YIOlPOS aos ~OVO ylo TO aUYK£Kpll.ltvo IOTPIKO aos TTpO!3A'lIJO. 
fI.£v TTptTT£1 VO TO OiV£T£ 0'£ dAAO OTOI.IO ~ vo TO XP'lOlI.lOTTOI£iT£ YIO KOTTOIO oMrJ TTo8'la'l. xwpiS 
TTpOrJYOUl.ltvws VO tX£T£ aUI.I!3ouA£u8£i TO YIOTPO 0'0<;. 

• Eav KOla T'l OIOPK£IO T'l<; 8£pom:ioS £lJqJovla8£i KOTTOIO TTPO!3Arwo 1.1£ TO <pOPIJOKO, £v'll.l£pWaT£ 
TO YIOTPO aos ~ TO <pOPI.IOKOTTOIO aos 
• Eav tX£T£ OTTOIOO~TTOT£ £PWT'lI.lOTIKO yOpw OTTO TIS TTArlPo<popi£S TTOU acpopoOv TO qJOPIJOKO TTOU 
AOI.I!3aV£T£ ~ Xp£IO~WT£ KoAOT£PrJ £V'll.ltpwa'l YIO TO IOTPIKO aos TTPO!3A'lIJO 1.I'l OlaTaa£T£ VO 
~rJT~a£T£ TIS TTArJPO<popi£s OUTtS OTTO TO YIOTPO aos ~ TO <pOPI.IOKOTTOIO 0'0<;. 

• riO VO £ivOI OTTOT£AWI.IOTIKO KOI oa<poAts TO <pap~OKO TTOU aos XOPrJy~8'lK£ 80 TTptTT£1 VO 
AOI.I!30V£TOI a0l.l<pwvo 1.1£ TI<; oOrJyi£S TTOU aos 068'lKov. 
• no T'lV oa<poA£lo KOI T'lV uy£io aos £[VOI oTTopoiTrJTO VO olo!3oa£T£ IJ£ TTpoaox~ Ko8£ 
TTA'lPOqJopio TTOU o<popo TO <paPIJOKO TTOU aos XOPrJy~8rJK£' 
• MrJ OIOT'lp£iT£ TO <papIJOKO 0'£ £PI.IOPIO TOU AOUTPOO, 016TI 'l ~taT'l KOI 'l uypoaio I.ITTop£i va TO 
oMolwaouv KOI Vo TO KOToaT~aouv £TTI!3AO!3~ ylO T'lV uy£io aos 

. 	 KPOlOT£ <pOPI.IOKO TTOU o£v TO XP£IO~WT£ ~ TTOU txouv ~O'l A~~£1. 
KoMmprJ oaqJaA£lo KPOlOT£ OAO TO <paPIJOKO I.IOKPIO OTTO TO TTOIOIO. 

4. TPonOr AIA0ErHr 
fI.£v OTTolT£ilOl IOlPIK~ auvTOy~ 
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3.a) H ETIlo~~avorj cpap~aKEuTIKWV TTpO·IOVTWV TTOU TTEPltXOUV OpaoTIKo OUOTOTIKO AMBROXOL 
HYDROCHLORIDE, Via Trl IJOP<Pri: 1110Kio Opi~ETOI w<; E~~<; 

ENl1EI=EII nov nPEnEI NA ANArPA<l>ONTAI ITHN E=OTEPIKH IYIKEYAIIA KAI ITH 
ITOIXEIOl1H IYIKEYAIIA 

E'=OTEPIKO KOYTI 

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


• 1. -ONOMAIIA TOY <l>APMAKEYTIKOY npo'joNTOI 

Ambroxol Hydrochloride 30mg 

~....... IYN0EIH IE l1PAITIKH(~I) OYIIA(EI) 


1 oloKio TTEPltXEI 30mg ambroxol hydrochloride 

KATAAorOI 

----:-------:--___--,----:--~,___::_c:=_=_:_=__:_=_=_~ ....... --..~ --

. 4. <l>APMAKOTEXNIKH MOP<l>H KAI nEPIEXOMENO 

5.....__TPOnOIKAI 0110I(01) XOPHrHII:i.~I__________________ 

ATTO TOU OTO~OTO<; XP~Ofl 

EV~AIKE<; KOI TTOIOI(J avw TWV 12 ETWV: 1-2 oloKia 2 cpopt<; Tflv q~tpa. 


flo TTEpontpw TTArlPocpopiE<; OIO!3aOTE TO WWKAEIOTO cpuMo OOflVIWV XP~Ofl<; 


Ell1lKH npOEI110nOlHIH IYM<l>ONA ME THN onOIA TO <l>APMAKEYTIKO npOION 
nPEnEI NA <l>YAAIIETAI IE 0EIH THN onOIA l1EN BAEnOYN KAI l1EN npOIErnZOYN TA 

No CPUMOOETG! OE Stof], Tf]V OTTOIO OE !3AETTOUV KOI OEV TTpOOEVVI~OUV TO TTOIOIO . 

. ......~-:-:c-:-:-c-=-:-=:-:-::-:c:-:-:=:=-:==-=:-::-:=-==~; ~------------ ---........-~ 


7. AAAH(EI) Ell1IKHJEI) npOEI110nOIHIH(EII), EAN f::INAI A!lAPAITHTH(~I--,--)__ 

No fJ 11 XOPflVEiTOI KOHl Tfl OIOPKEIO Tfl<; KUflOfl<; KG! Tf]<; VOAouXio<; 


KaroMrjAo Via TTOIOIO OVW TWV 12 ETWV. 
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rVN0HKEr 

D.IOTrlPEiTOI OE 8EP~OKpOoio mpl~aMoVTO<;. 

~·····-~·-···-~·-· -~.-..-... ..-.-..- ....- .... 
10. IlllAITEPEr npOCJ)VAA=EII: riA THN AnOPPI4JH TON MH 

XPHI:IMOnOIH0ENTON CJ)APMAKEVTIKON npo"iONTON 'H TON 
~ vnOAEIMMATON nov rlPOEPXONTAI Ano AVTA, ECJ)OI:O~ AnAITEITAI ... 

11~1.~ ONOMA KAlllIEV0VNI:H TOY KATOXOV THfA~EIAI: KVKAOCJ)opiAf-~ ~~···-~i 

ApOO.KUKAOcpopio<; 

AP.nAPT. 

D.EV OTTOITEiTOI laT PIKr'! OUVTOVr'!· 

I:E BRAILLE 

3.~) H ETTlor'!~OVOIl CPOp~OKEUTlKWV TTp6ioVTWV TTOU mplEXouV OPOOTIKO OUOTaTlKO AMBROXOL 
HVDROCHLORIDE, Via H) ~op<pfF I:lpom Kal KOKKia ~Ia<; 00(71')<; Via TTOal~O UVpo Opi~ETOI w<; 
E~~<;: 

r-=--=-=-=-==-=---=~=.--.. ~==-"--::--=-:-~-=-==::-::-::-:--....--...~:C::-::-~~=:-:-=:::-::--'-:-:-:-::=-:-:-----'
ENllEI=EII: nov nPEnEI NA ANArPACJ)ONTAI I:THN E::OTEPIKH I:VI:KEVAI:IA KAI I:TH 

I:TOIXEIOIlH I:VI:KEVArIA 


E::OTEPIKO KOVT_I_____ 

Ambroxol Hydrochloride 15mg/ 5ml 
Ambroxol Hydrochloride 15mg/ sachet 

5ml OIPOTTI mpl£Xouv 15mg ambroxol hydrochloride 
1 CPOKEAioKOC; mpl£X£1 15 mg ambroxol hydrochloride 



66YEn-E.4250-13/4 
(24a) 

,-I4_.___Cl>APII.'IAKOTEXNIKH MOPCl>H KAI nEPIE2<OM_E_N_0'--____________---' 

Llpom ..... ml 

)$6Ki<io:~ld~ 56on<; Vlon;6onJPuyPO DE (pOKEM(JKJ!UCj 

'... ~. ;:;~I..' q)qKEA[OKOI 


5. TPOnOI: KAI 0l.\0I:(01) XOPHrHI:HI: 

Ano TOU ar0I-lOlOCj XP~OIl 

Llpom 

nOiOIO 5-12 ETWV: 1 KOUTOMKI TOU yAUKOU 2-3 (popt<; Trlv rll-ltpa. 

nOiOIO 2-5 nwv: Y2 KOUTOMKI TOU yAUKOU 3 (poptCj Tr'lV rwtpa. 

nOiOIO KOTW TWV 2 ETWV: Y2 KouTaMKI TOU yAUKOU 2 (popt<; Tllv Ill-ltpa. 


6'q~'iRa~tAitiKpy<i;: 
'~':<Pop£g)in~/Jl~tpa. 

6. EIl.\IKH npOEIl.\OnOIHI:H I:YMCl>nNA ME THN onOIA TO Cl>APMAKEYTIKO npOION 
nPEnEI NA Cl>YI\AI:I:ETAI I:E 0EI:H THN onOIA l.\EN BI\EnOYN KAIl.\EN npOI:ErnZOYN TA 
nAIl.\IA 

Na (pUMOOETOI OE StOrl. TrlV onoia OE ~Atnouv KOI OEV npooEyyi~ouv TO nOiolo. 

[7. AI\I\H(EI:) EIl.\IKH(EI:) npOEIl.\OnOIHI:H(EII:), EAN EINAI AnAPAITHTH(EI:) 

Na ~Jrl XOPI1YEiTOI KOTO Til OlapKEIa TI1<; KU11011<; KOI TI1<; yaAouxia<;. 

10. 	 1l.\IAITEPEI: npOCl>YI\A::EII: riA THN AnOPPI4JH TnN MH 
XPHI:IMOnOIH0ENTnN Cl>APMAKEYTIKnN npo'iONTnN 'H TnN 
ynOI\EIMMATnN nov npOEPXONTAI Ano AYTA, ECl>OI:ON AnAITEITAI 

111. ONOMA KAIl.\IEY0YNI:H TOY KATOXOY THI: Al.\EIAI: KYKI\OCl>OPIAI: 

[-12. API0MOI:(01) Al.\EIAI: KYKI\O<l>OPIAI: 

Apao KUKAo(popia<; 

13. API0MOI: nAPTIl.\AI: 

AP.nAPT 

1 
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f::.£v onolT£iTOI IOTPIK~ OUVTOY~ 

,---------~--- -- ....--------------
16. nJ\HPO<!)OPIEr rE BRAILLE 

ENAEEElr nov nPEnEI NA ANArPA<!)ONTAI rTHN E::OTEPIKH 
rTOIXEIOAH rVrKEVAriA 

E::DTEPIKO KOVTI 

_... '-----__~····~.--····-------····l2. rVN0ErH rE APArTIKH(Er) OVrIA(Er)= 
5ml OIPOTTI mpltxouv 30mg ambroxol hydrochloride 

1cPaK£Na>Ko'~n~p7EX£130,:mgambf(jxolhy:drochloria~ 


4. CDAPMAKOTEXNIKH MOPCDH KAI nEPIEXOM.c:..E=N'-'-O.=......-_____________ 

Llpom ..... ml 

KOKKlo l-I'Oe; 96011<;YI0 ri6011-10 IJVP6,o£ q>QK£AfaKOue; 
.....q>OK£AiOKOJ 

I 5. TPonor KAI OAOr(OI) XOPHrHrHr ····-l 
-----_..._- ... _----------'-

Ano TOU arOI-lOTO<; XP~OIl 

Llpom 
EV~AIK£<; KOI nOiolo OVW TWV 12 £TliJv 5-10 ml 2 q>opt<; Tllv r]l-ltpa. 
rio nQlOlo KOTW TWV 12 £TWV OUOT~V£TOI Y£VIKW<; OUVOAIK~ IlI-l£P~0I0 Mall 1.2-1.6 mg/kg l3opou<; 
OWI-lOTO<; Av o£v umlp~£1 oMIl oorwia 
nOIOIO 5-12 £TWV 25m12-3 q>opt<; Tllv Ill-ltpa 
nOiOIO 2-5 £TWV: 1.25ml 3 q>opt<; Tllv Ill-ltpo 
nOiOIO Kcnw TWV 2 £TWV 1 25ml 2 q>opt<; Tllv Ill-ltpo 

KOKKio I-I,a<; OOOIle; YIO nooll-lo uyp6 O£ q>oK£AioKOU<;: 

EV~AIK£<; Kal nOlolCx ovw TWV 12 WDV: 1-2 q>oK£MfoKOI 2 q>opt<; TI1V Ill-ltpa. 
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I 6. EI.6IKH npOEI.6CmOIHrH rVM<I>ONA ME THN OnOIA TO <l>APMAKEYTIKO npOi'oN 
• nPEnEI NA <l>YAArrETAI rE 0ErH THN OnOIA .6EN BAEnOYN KAI.6EN npOrErnZOYN TA 

nAI.6IA 

No <puMoo(TOi O£ 8tor], Tr]V orroio O£ f3Atrrouv KOI o£v rrpom:yyiC;ouv TO rrOIOla 

I 7. AA!,H{Er) ElflIKH(Er) npOEI.60non-:lrH(Elr), EAN EINAI AnAPAITHTH(ErL___..._J 
No 1Jr] XOPr]y£iTOI KOla Tr] OlaPK£IO Tr]C; KUr]Or]C; KOI Tr]C; yoAouXioC;. 

I 10. 1.6IAITEPEr npO<l>YAA=Elr riA THN AnOPPI'VH TON MH 
XPHriMonOlH0ENTON <l>APMAKEYTIKON npo"iONTON 'H TON 
ynOAEIMMATON nov npOEPXONTAI Ano AnAITEITAI 

! 11. ONOMA KAI.6IEY0YNrH TOY KATOXOY THr A.6EIAr KYKAO<l>OPIAr 

1_1_2.__A_P_10_-MOr(OI) A.6EI~r_KYKAO<l>OPIAr 

Ap.oO. KUKAo<popioC; 

AP.nAPT 

~i1~4~.____ ___ __ ________________________________~rE~N~I_K~H~K_A_T~A~T_A_=~H r_IA_T_H .6_IA_0_E_r_H 


6.£v OTTolT£iTOI IOlPIK~ ouvTay~ 


rE BRAILLE 
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---- r. 1. H n£f::5iA~ljJr) XOPOKTr)PIOTIKWV TOU npOiavTO<; cpoPlJdmrrtKwv.npo'favTwv nou mpl£XOUVOpooTIKa 
OUOTOTIKO AMBROXOL HYDROCHLORIDE, VIO Til J-I0pq>!'J: KOlpaKlo TToponTO~tvll<; 
onooio~EUOIl<;, OKAIlPO, opiSOOI We; £~~<;: -. 

rlEPIAHlVH TON XAPAKTHPlrTIKON TOY npo"ioNTor (SPC) 

1. 	EMnOPIKH ONOMALIA TOY Cl>APMAKEYTIKOY npo"lONTOr 

2. 	 nOIOTIKH &nOrOTIKH rYN0ErH 

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


1 KOljJOKIO nOpOlOOlJtVr)C; onootOIJEUOr)<; == 75 mg 


3. <l>APMAKOTEXNIKH MOPCl>H 

4. KAINIKA rTOIXEIA 

4.1. 0EPOTTEUTlKi<; EvOEi~EI<; 

Oc; i301l8r)TlKO YIO Tr) p£uoTOnoir)or) TWV i3AEvvwowV £KKpio£wv Tr)<; ovonvEuOTIK~<; ooou OE 

nEpITITWOEI<; O~EIWV KOI xpavlwv i3poyxonV£UIJOVIKWV n08~0£wv (i3POYXiTIOO, EIJ<Puor)lJa, 

TpaXEIOf'PoYXiTloo, xpavlo 0081J0l1K~ f'poyxiTloa). 

EniOr)<; Evo£iKVUTOI Yla Tllv npoAr)ljJr) TWV ovonv£UOTIKWV £nmAoKwv IJOO ana KOlOKpOTr)Or) TWV 

£KKpioEWV IJOO ana IJEiSOV£C; XEIPOUPYIKt<; £nEI-li3ooEI<; OTO 8WPOKO - OVW KOIAiO KOI I-lOO ana 

I-l0KPOXPOVIO KOlOKAIOr). 

KOlO Tr) OIOPKEIO O~£IWV £~OpOEWV TWV i3POYXiTIOWV nptn£1 va xopr)YEiTOI I-lo~i I-lE TO KOlOMr)AO 

OVTlf'IOTIKO. 


4.2. floooAoVio KOI Tpono<; XOPrlVIlOIl<; 

Ev6A1KEC 1 KOljJOKIO nopOlETOl-ltVr)e; anootOI-lEUOr)C; 1 <popo Tr)V r)l-ltpo, EiT£ TO npwi ~ TO f'pOOU I-lETO 

ana YEUI-l0. 

To K04JOKIO OEV nptnEI va oVOiYOVTOI ~ va I-l00WVTOI, oMo va KOlonivovTOI OMKAr)pO I-lE EnopKt<; 

uypa. To «oloKio <popEi<;», TO onoio I-lnop£i I-lEPIKt<; CPOPE<; va £1-l<pOVIOTOUV OTO Kanpavo, EXOUV 

omAEu8£pwO£I TO OPOOTIKO OUOTOlIKa KOTO Tr) OIOPK£IO Tr)e; OIOOOU TOUe; ana TO nETITIKa OUOTr)I-lO KOI 

£nol-ltvwc; r) nopouoio TOU<; O£v tX£1 or)l-looio. 


2:E o~£i£e; KOlOOTOO£Ie; TOU ovonV£UOTIKOU, EOV TO OUl-lnTWI-lOlO OEV unoxwpouv ~ X£IPOT£P£uouv KOTO 

Tr) 010PK£lO Tr)e; oywy~e;, 80 nptml va sIlTr)8£i 11 OUI-lf'OUA~ TOU 8£pdnovTOe; IOlpOU. 

To <pOPI-lOKO I-lnop£i va AOI-li3ovETOI oV£~OPTIlTO an6 Tr)V npooJ..r)ljJll TPOCP~<; 


4,3. AvnvoEi~EI<; 

To <paPI-lOKO OVT£VOEiKVUTOI ot: a08£v£i<; I-l£ YVWOT~ ump£u0I08r)oio OTr)V UOpOXAWPIK~ 01-li3PO~6A'l ~ 


OE onoloO~noTE OAAO OUOTOTIKO TOU npo'l6vTO<; 

No I-lll xopr)YEiTOI KOHl Tr) OIOpKEIO Tr)<; KUr)Or)e; KOI Tr)<; YOAOUXia<; 


4.4. IOloinpE<; npoEloonoHloEI<; & IOlOinpE<; npoq>uAa~EI<; KOTa Til XP!'J01l 
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M£Xpl H.iJpO OEV £Xouv ovoq:>Ep8Ei E~EIOIKEUIJ£VO OUIJTTlWIJOTO umpooooAoyio<; OTOV ov8pwrro 

0Epontio 
ME ~aOrj OVoq:>op£<; OKOUOIO<; umpooooAoyio<; KOI OVoq:>opt<; IOTPIKWV _A08wv TO rropOTrjprj8tvTO 
OUI-lTTTWI-lOTO EivOI OE OUIJq:>wvio IJE TI<; YVWOTt<; OVETTl8ul-lrjTE<; EV£PY£I£<; Trj<; uOPOXAWPIK~<; OIJ[3po~oArj<; 
OTrj OUVIOTWIJEVrj ooooAoyio KOI IJrropEf vo XPEIOOlEi OUlJmWIJOTIK~ 8EporrEio. 

5. Cl>APMAKOAonKEr ILlIOTHTEr 

5.3 <l>OPIJOKOl)UVOIJIKEC:; 1l)IOTr'\HC:; 

npoKAIVIKa. rj uopOXAWPIK~ OIJ[3po~OArj. TO OPOOTIKO OUOTOTIKO TOU «OVOIJO rrpo"IOVTO<;» tXEI OEIX8Ei OTI 
ou~aVEI TI<; EKKpioEI<; TOU ovorrVEUOlIKOU. EVloxuEI TrjV rropoywy~ TOU ETTlq:>OVEIOOPOOTIKOU rropaYOVTO 
TWV rrVEUIJOVWV KOI TrjV Amoupyio TWV KpOOOWV. AUTt<; 01 OpOOEI<; EXOUV W<; OrrOTEA£Ol-lo Trj [3EATiWOrj 
Trj<; pO~<; KOI Trj<; IJETO'POPO<; Trj<; [3AtVVrj<; ([3AEVVOKpOOOWT~ Ka80p0r]). BEATiwor] Trj<; [3A£VVOKpOOOWT~<; 
Ko80pOrj<; £XEI OEIX8Ei OE KAIVIKE<; q:>0PIJOKOAoYIKE<; IJEAtTE<;. H OU~rjOr] TWV EKKpioEWV KOI Hl<; 
[3A£VVOKPOOOWT~<; Ka80por]<; OIEUKOA(JVOUV Tr]V orrOXPElJljJr] KOI OVOKouq:>i~ouv TO [3~XO. 

TOTTlK~ ovoI08r]TIK~ OpOOrj Tr]<; UOpOXAWPIK~<; OIJ[3po~oAIl<; EXEI rrOpOTIlPrj8Ei OE 1J0vTtAo 0'P80AIJOU 
KOVIKAou. TO orroio IJrropEi vo E~IlYIl8Ei orro TI<; 1010Tr]TE<; rrou tXEI OTOV orroKAEIOIJO TWV olouAwv 
VOTpiou. 'EXEI orrooEIx8Ei in vitro OTI Il uopOXAWPIK~ OIJ[3po~oAr] orroKAEiEI TOU<; olouAou<; vOTpiou, Il 
otOIJEuor] OUT~ EivOI ovooTP£ljJIIJIl KOI E~OPTWIJEVIl orro Til oUYKtvTpwOIl Tr]<; ouoio<; 
H omllEu8tpworj KunopoKlvWV OTO oilJO K08w<; KOI TO K08IlAWIJ£vo OlOU<; 10TOU<; 1J0vOrruPilvo KOI 
rroAulJopq:>orruPllvo Kunopo 'POVr]KE Vo IJEIWVOVTOI 0IlIJOVTlKO in vitro orro Tr]V uopOXAWPIK~ 
OIJ[3po~oAIl· 

IE KAIVIKt<; IJEAtTE<; OE 008EVEi<; IJE rrovoAollJO, 0 rrovo<; OTO q:>opuyyo KOI Il Epu8p6TIlTO IJEIW81lKOV 
Orj)JovTIKa. 

METa Trj XOP~yrjOrj OIJ[3po~oAIl<; 01 OUYKEVTPWOEI<; OVTI[310TIKWV (OlJo~uKIMivll, KEq:>OUpo~il-lrj, 
Epu8polJUKfvrj) OTl<; [3poyxorrVEUI-l0VIK£<; EKKpioEI<; KOI OTO TTTUEAo EivOi ou~rwEvE<;. 

5.2 <l>0PIJOKOKIVr'\TIKEC:; 1l)IOTr'\HC:; 

A rroppocpnon: 

H orroppoq:>lloll oAwv TWV orro TOU OTOI-lOTO<; XOPIlYOUIJEVWV 1J0P'Pwv OIJ£Orj<; orrootOIJEUOrj<; Eivol 

TOXEio KOI 0XE06v rrA~PIl<;, I-lE ypOIJI-lIK~ oxtail w<; rrpo<; Trj 06orj. To IJtYIOTO mimM rrMOIJOTo<; 

mITuYXavovTOIOE 1 - 2.5 WPE<; ylo TI<; orr6 TOU OTOIJOTO<; 1J0pq:>t<; OIJ£OIl<; orrootolJEUoll<; KOI IJETa orro 

6.5 WPE<; ylo TI<; 1J0P'Pt<; [3poo£io<; orrootoIJEUOrj<;. 

H OrrOAUTrj [3100108EOIIJOTIlTO IJETa orro XOP~yrjOrj oloKiou 30 mg [3pt8rjKE OTI Eivol 79 %. To KOljJaKIO 

[3pooEio<; orroo£oIJEUOrj<; rropouOIo~EI OXETIK~ 0108£OIIJOTrjTO 95% (KovovlKOrrOllll-ltvll 06orj) OE oxtail 

IJE TO oloKio TWV 30 mg. 


KOTOVOIlr']: 

H O£0I-lEUOIlIJE TI<; rrpwTE'ivE<; OlO 8EporrEuTIKo Errim:oo OTO rrAoolJO £iVOI rrEpirrou 90%. H KOTOVOI-l~ 


H]<; uopOXAWPIK~<; OIJ[3po~oArj<; IJETa orro TOU OTOIJOTO<;, i. v KOI i.m XOP~YIlOIl orr6 TO oilJO OlOU<; 10lOU<; 

EivOi TOXEio KOI 01 IJtYIOTE<; OUYKEVTPWOEI<; lOU 'POPIJOKOU rrOpOTrjpOUVTOI OTOU<; rrvEUIJOvE<;. 0 oym<; 

KOTOVOIJ~<; IJETO orr6 TOU OlOIJOTO<; XOP~YrjOrj £KTIIJ~8rjKE OTI EivOI 552 L 


MET0(30AI01l0C; KOI OrrOlJaKpuVon: 

nEpirrou TO 30% Trj<; orro TOU OTOIJOTO<; XOPIlYOUIJEVIl<; ooor]<; OrrOIJOKpUVETOI IJ£OW TOU 'P01V0I-l£VOU 

TIl<; rrpwTIl<; ol60ou. 

MEII£W:; OE ov8pwTTlvo rjrrOTIKO IJIKPOOWIJOTO tOEI~OV OTI TO OUVEV~UI-lO CYP3A4 EivOI uErru8uvo ylO 

TOV IJETO[30AIOIJ0 Trj<; uopOXAWPIK~<; OIJ[3po~oAIl<; OE ol[3pwlJov8povuAIKO o~u. H U5pOXAWPIK~ 


OI-l~po~oArj IJETO[3oAiSETOI Kupiw<; orro TO ~rrop I-IE yAuKOUpovloiwOIl KOI IJETOTpOrr~ OE 

olj3pwl-lovSpovuAIKO o~u (rrEpirrou 10 % TIl<; MOIl<;) KOI OE IJEPIKOU<; riooovo<; OlllJooio<; IJETo[3oAfTE<;. 

EVT6<; 3 rjl-lEPWV IJETa orro TOU OlOIJOTO<; XOPriYr)Orj, mpfrrou 6 % Trj<; ooor)<; [3piOKETol OE EAEUSEPrj 

1-l0P'Pri, EVW mpirrou 26 % 1rj<; 06011<; [3piOKETOI OTrj OUSEUYlJtVrj 1-l0pq:>ri OTO oupo. 
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o XPOVO<; 1l.·JlSw~<; OTO nMolJo n'\1l0l0sEI TI<; 10 WPE<;. H OUVO'\IK~ Ko8oPOil KUIJO[VETOI OTO 660 
mLlmin, IJE Til VECPPIK~ K08oPOil va ovo,\0YEi OE mpinou 8 % TIl<; OUVO'\IK~<; K08opoll<;;· 

¢apbJOKOKIVOTIKrJ OE EIOIKOU£; n ,\o8uo\Jou£; 

LE ao8EvEi<; IJE Iln01IK~ ouo,\moupylo 11 onolJoKpuvOIl TIl<; uOOX'\WPIK~<; OlJl3po~o'\ll<;; EivOi ~EIWlJtvll, 


IJE anOTt,\WIJO va ElJcpoviSOVTOI Enimoo nMOIJ01O<;; 1.3 tw<; 2 cpopt<; u\jJIlMn:po. f\oyw TOU IJEYO'\OU 

8EpamuTIKou EUpOU<; Trl<;; uOPOX,\WPIKrJ<; OlJl3po~oMl<;, OEV EivOi onopo1TrlTE<; pu8lJioEI<; TIl<; oooo,\oylo<; 


M,\a 

H ll'\IKio KOI TO cpu'\o OEV cpoVIlKE va mllPEosEI Tllv cpoPIJOKOKIVIlTlK~ TIl<;; OlJl3po~o'\ll<; OE K,\IVIKO 

Enimoo KOI EnOlJtvw<; OEV analTEiTOI KonOla pu81J101l TIl<; 00011<;;. 


5.5 npoKAlvlKo 6£6o~tva yla Hlv ao<poA£la 

MEM:T£<;; mava,\0lJl3aVoIJEvll<; 06011<; ano TOU OTOIJ01O<; IJE Mall 150 mg/kg/lllJtpa OE IJUE<; (4 
EI3501J00E<;) IJE Mall 50 mg/kg/lllJtpa, OE miIJUE<; (52 KOI 78 EI3001J00E<;), IJE Mall 40 mg/kg/lllJtpa, OE 
KOVIK,\OU<;; (26 EI3001J00E<;) Kal IJE Mall 40 mg/kg/lllJtpa, OE OKU,\OU<; (52 EI3001J00E<;) OEV tOEI~av 
KonOIO EUOIOKPITIl TO~IKOTIlTO OE KonOIO opyavo. 

LE EvoocpM:I3IE<;; IJEM:TE<; TO~IKOTIlTO<;; TWOOPWV E13001J00WV IJE uOpOX'\WPIK~ OlJl3po~o'\ll XOPlly~81lKav 
OE mIIJUE<; 4, 16 KOI 64 mg/kg/rwtpa KOI OE OKU,\OU<; XOPlly~81lKov 45, 90 KOI 120 mg/kg/lllJEpa 
(EYXUOEI<;; 3 wpwv/lllJEpa) OEV EOEI~OV ool3aPrJ TOTIlK~ ~ OUOTIlIJ011KI'j TO~IKOTIlTO mpl,\o\Jl3oVOlJtvwv KOI 
IOTona80,\0YIKWV aMOIWOEWV. 'O'\E<; 01 aVEnt8uIJIlTE<; Evtpym<; ~TOV avooTpt\jJIIJE<;. 

H XOP~Ylloll MOEwv uOpOX'\WPIK~<; alJl3po~o'\ll<; ano TOU OTOIJ01O<; OTOV E~ETOOTIlKE OE OOOEI<;; tw<; KOI 
3000 mg/kglrJlJtpa OE mIIJUE<;; KOI 200 mg/kg/lllJtpO OE KOVIK,\OU<; OEV tOEI~E ElJl3puOTO~IKt<;; I'j 
TEpmoYEvvETIKt<;; OpOOEl<;. H YOVIIJOTIlTO 0POEVIKWV KOI 81l,\UKWV EnilJuwv OEV EnllPEOOTIlKE IJE OOOEI<;; 
tw<;; Kal 500 mg/kg/lllJtpa. 

To NOAEL OE lJia mpIYEvvETIK~ KOI IJETaYEvvETIK~ IJEM:TIl KOI ovomu~ll<; nTOV 50 mg/kg/lllJtpo £l001l 
500 mg/kg/lllJtpa OE OKU,\OU<; ~TOV E'\OCPPW<; TO~IKI'j, Ka8w<; ElJcpovloav E,\onWIJEVO OWIJOTIKO 130po<;;. 

MEM:TE<; yovoTO~IKOTIlTO<; TOOO in vitro (ooKllJaoio Ames Kal OOKllJOoia XPWIJOOWIJIKWV ovwlJa,\lwv) 
000 KOI in vivo (OOKIIJOoia IJIKpOnUp~vw lJuwv) OEV tOEI~OV IJEToMa~loyovo OPOOIl TIl<; uOPOX'\WPIK~<; 
a~l3po~o'\ll<; . 

H uOPOX,\WPIKI'j alJl3po~6,\1l OEV tOEI~E 0YKOYEVETIKO OUVOIJIKO OE IJEM:TE<;; KopKlvoytvwll<; OE IJUE<;; (50, 
200 KOI 800 mg/kg/lllJtpO) KOI mIIJUE<; (65, 250 Kal 1000 mg/kg/lllJtpO), 11 OIOpKEla TWV IJE,\ETWV ~TOV 
105 KOI 116 E13001J00E<; oVTioTOIXO . 

6. Cl>APMAKEYTIKA LTOIXEIA 

6.1 KOTOAoyo<; EK60xwv 

6.2 Aou~I3OToHln<; 
£lEV £(papIJOi;ETOI 

6.4 1610inp£<; lTpo<PUAO~£I<; KaTO HI <puAa~11 TOU lTPO'iOVTO<; 

29 



66YEn-E.42S0-13i4 
(24u) 

6.8 	 <l>UO'Il KOI O'UO'TOTIKa TOU TTEPltKTrI 

6.9 	 OOllyi£<; XPriO'IlS/XEIPIO'I.IOU 
Mv [(papIlO~ETOI 

6.7 	 KOTOXOS TIlS aOEIOS KUKAo<popioS 

7. API0Mor AI1EIA KYKI\O<l>OPIAr : 

8. HMEPOMHNIA npOTHr AI1EIAr IANANEorHr THr AI1EIAr KYKI\O<l>OPIAr 

11. HMEPOMHNIA THr (MEPIKHr) ANA0EOPHrHr TOY KEIMENOY: 

2 To (J)0Mo 00r'lVIWV Via TO Xp~O'Hl <papllaKwTIKwV TTpolOVTWV TTOU TTEPltXOUV OpaaTlKO O'UO'TOTIKO 
AMBROXOL HYDROCHLORIDE, YIO TIS I.IOp<ptS: KOIVaKIO TTOPOTETOl.ltVIlS OTTOOtO'I.IEUO'IlS, 
O'KhllPO Opi~ETOI W<; E~~<;: 

<l>YMO OI1HrlON riA TO XPHrTH 

1. npOrlJlOPlrMOr <1>APMAKEYTlKOY npOiONTOr 

1.10NOMArIA: 

1.2 rYN0ErH 
I1pOO'TIKr'J ouO'io: YopOXAWPIK~ alJf3po~oAr'l 


'EKOOXO 

KaAul.ll.lo KO'VOKiou. 

rwl.lo KO'VOKiou' 


1.3 <1>APMAKOTEXNIKH MOP<1>H 

KaljJOKIO TTapOTETOlltVr'l<; aTTootOIJ£Uor'l<;, OKAr'lPO 

1.4 nEPIEKTIKOTHTA rE I1PArTIKH OyrlA 


LE tva KaljJOKIO TTapOTHalJtVr'l<; aTTootOIJEUOr'l<; TTEPltxovTOI 75 mg uoPOXAWPIK~<; alJf3po~oAr'l<;. 


1.5 nEPJrPA<1>H-ryrKEYALlA: 

1.6 <J>APMAK00EPAnEYTIKH KATHrOPIA: BA£vvoAuTIKO 

1.7 ynEY0YNOr KYKI\O<J>OPIAr: 

1.8 nAPArKEYArTHI:: 

1.9 ryrKEY ArTHr: 

I 2. TI nJ=>EnEI NA rNOPIZETE riA TO <l>APII4'I~KO nov rAr XOPHrHrE 0 rlATPOr rAr 

01 TT f..rlPo<popf£<; aU10L) lOU <puMaofou ava<ptpovTOI IlOVO 0'10 OUVKEKP1iJtVO <pOPllaKO 
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nOp0KaAOUIJE 0101300TE TI<; npooEKTIKd Go 00<; owoouv orH.JoVTlKt<; nr.rlPocpOpiE<;. oMd OEV IJnopouv 
va 00<; TO E~r1Y~Oouv oAo. Edv tXETE KdnolE<; EPWT~OEI<; ~ OEV EiOTE oiyoupol YIO KdT!. PWT~OTE TO 
YIOlPO ~ TO CPOPIJOKonOIO 00<;. 

2.1 rENIKEr nI\HPO<l>OPIEr 
To <pdPlJoKO tXEI OEIX8Ei OTI OU~dVEI TI<; EKKpioEI<; TOU ovonvEuoTIKOU EVIOXUEI Hlv nopoywy~ TOU 
ETII<pOVEIOOPOOTIKOU nopdyovlO TWV nVEUIJOVWV Kat H)V Amoupyio TWV KpOOOWV. AUTt<; 01 OpClOEI<; 
tXOUV W<; onOTtAwlJo Tt1I3EATiwOIl TIl<; PO~<; Kat TIl<; IJElO<POpd<; TIl<; I3Mvvll<; (l3A£vvOKpoOOWT~ 
Kd8apoll)· H OU~1l01l TWV EKKpiOEWV KOI TIl<; I3AEvvOKpOOOWT~<; Ka80poll<; OIEUKOAuvouv Tllv 
onoXPEIJ4J1l KOI ovoKou<pi~ouv TO l3~xo. 

2.2 ENhEEElr 

0<; 1301l81lTlKO YIO Til pEuoTonoilloll TWV I3AEvvwOWV EKKpioEWV TIl<; oVOnVEUOTlK~<; OOOU OE 

mpITTTWoEI<; O~EIWV KOI Xpoviwv I3poyxonvEUIJOVIKWV n08~oEwV (I3POYXiTIOO. EIJCPUOIlIJO. 

TPOXEIOl3poYXiTloo, XPOVIO 0081J0TlK~ I3poyxim30). 

Enioll<; EVOEiKVUlOl Yla Tllv npaAIl4J1l TWV OVonVEUOTlKWV EnmAoKWV ono KOloKpaTlloll TWV EKKpioEWV 

IJETel ana IJEi~oVE<; XEIPOUPYIKt<; ETIElJl3aoEI<; OTO 8WPOKO - avw KOIAia KOI lJoa ana IJOKPOXPOVIO 

KOlelKAIOIl· 

KOla Til OlapKEIO O~EIWV E~dpOEWV TWV I3poYXiTlowv nptml va XOPllyEiTat 1J0~i IJE TO KOTC1MilAo 

OVTI!310TIKO. 


2.3 ANTENLlEEE/~ 

To <paPIJOKO IJnopouv va 1301l8~00uv TOU<; appwoToU<;, IJnopouv OlJw<; va OIlIJIOUPY~oouv KOI 

npo13MIIJOlO, OTOV oUTd OE AOlJl3dvovlOl oUIJ<pwvo IJE TI<; oOllyiE<; 

ria TO OUYKEKPllJtVO cpaplJOKO 80 nptnEI nplv TO ndpHE va tXErE EVIlIJEPWOEI TO YIOTPO 00<; YIO TI<; 

oKoAou8E<; nEpmTwoEI<;: 

Eav: 


EiXOlE nOTt unEpEUOI081l0io OTllv uopOXAWPIK~ OlJl3po~oAIl ~ OE onOloo~noTE dMo OUOTOTIKO 
TOU npo·iovTO<;. 
No WI XOPIlYEilOl KOla Til oldpKEla TIl<; KUlloll<; KOI TIl<; yoAouXio<;. 

2.4 ElhlKEr npO<l>YI\A'::Elr KAI ElhlKEr npOElhOnOIHrElr KATA TH XPHrH 

2.4.1. rEVIKO: 

KOla Til XPI')01l TOU CPOPlJdKOU IJnopEi va npoKAIl8Ei OU~1l01l TOU OYKOU TWV pEUoTOnOIOUIJEVWV 
I3poYXIKwv EKKpioEWV KOI OV OEV onoIJoKpuv80uv IJE I3l')xo EivOI npOTllJoTEPO va OloowAIlVWVElOl 0 
008EV~<; WOTE va nopolJEiVEI OVOIKT~ 11 ovonvEUoTIKI') 000<;. 
'Exouv ovo<pEp8Ei noM AfYE<; mpmTwoEI<; ool3opwv OMOIWOEWV TOU OtPIJOTO<; onw<; OUVOPOIJO 
Steven Johnson KOI TO~IKI') ETIIOEplJlKI') vtKpwOIl IJE XpOVIK~ OUOXtTlOIl IJE Til XOPrlYIlOIl 
OnOXPEIJTITIKWV onw<; 11 uoPOXAWPIKr') olJl3po~6AIl. 01 mploooTEPE<; mpmTwoEI<; IJnopouv va 
E~IlYIl80uv ana Til ool3opoTIlTO dAAwv unoKEiIJEvWV 008EVEIWV Kalil') ouyxoPIlYOUIJEVIl<; <paPIJOKEUTIK~<; 
oywy~<; Enmpo08Ho, KOla TIlV npwllJll cpdoll TOU ouvoPOlJou Steven Johnson ~ TIl<; TO~IK~<; 
ETIlOEPIJIKr')<; vtKPWOIl<;, 0 008EVr')<; IJnopEi va EIJ<PovioEI 0PXIKd IJIl E~EIOIKEUlJtvo npoopolJO 
OUIJTITWIJOTO nou va npooolJold~ouv IJE ypinll. onw<; nupoo<;, novol OTO OWIJO, plviTloo, l3~xo<; KOI 
novoAOIlJo<;. AUTa TO IJIl E~EIOIKEUlJtvO np60polJo OUIJTITWIJOTO nou npooolJola~ouv IJE ypinl'] Eivol 
m80vov va OOIlYl')oouv noponAovllTIKa OTllv tvoP~1l OUIJTITWIJOlIK~<; oywyr')<; YIO TO I3r')XO KOI TO 
KpuoMYIlIJO. 
0<; EK lOUlOU, Eav EIJCPOVIOTOUV vtE<; OMOIWOEI<; lOU otPIJOlO<; r') TWV l3A£vvoyovwv, 80 nptnEI va 
~IlTI']8Ei OlJtow<; IOlPIKr') oUlJl3ouA~ KOI W<; npocpuAo~1l va oloKomi 11 oywy~ IJE uopOXAWPIKI') 
OlJl3po~oAI']. 
LE mpiTITWOIl ETII']PEOOlJtvll<; VECPPIK~<; Awoupyio<; ~ ool3opl')<; IlnOlond8El0<; TO «OVOIJO npofOVTO<;» 
!JnopEi va XPrJOI!JonOI1l8Ei !JOVO !Joa ana IOlPIK~ oU!Jl3ouA~. 

2.4.2 HAIKIWIJEVOI 

!::,EV onolTOuvTOI EIOIKt<; npo<puAa~EI<; YIO Til XP~OIl OE rJAIKIW!Jtvou<; 
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2.4.3 Ku'lO'l 
No I-lr] xopr]YEiTOI KOla Tr] OlapK£lO Tr]<; KUr]Or]<;. 

2.4.4 roAouxio 
No I-lr] xopr]YEfTOI KaHl Tr] OIOPK£lO Tr]<; yoAouXio<;. 

2.4.5 nOlOl(l 
To K04JOKla TTapOlETOl-ltVr]<; OTTOOtOI-lWor]<; OEV EivOI KOlOAAr]AO YIO TTOIOIO 

2.4.6 ETTiopo0'l OT'lV IKOVOT'lTO OOrlV'lO'l KOI XEIPIOIJOU IJ'lXOV'llJelTwv: 
Mv uTTapxouv EVOEi~EI<; YIO Tr]V ETTiopoor] OTr]V IKOVOTr]TO oO~Yr]or]C; KOI XEIPIOIJOU IJrIXOVWV 016TI OEV 

txouv 0lE~ax8Ei OXUIKt<; IJEMTE<; 

2.4.7 IOloinpE<; TTpOEJOOTTOU'lOEI<; VIO TO TTEPIEXOIJEVO tKooXO 
nEv uTTapxouv 10IOiTEPEC; TTpOEIOOTTOI~O£IC; YIO TO TTEP1EXOIJEVO tKOOXO 

2.5 AAAHAEm6PArEIr ME AAAA <J)APMAKA 'H OyrlEr 
nEv uTTapxouv KAIVIKO or]lJaVTIKtc; OUOI-lEVEiC; aAArlAETTIOPooEIC; I-lE oAAa c.papI-lOKo. 

H TOUT6XPovr] xop~Yr]or] Tr]<; Ol-ll3po~oAflC; IJE OVTl1310TlKa (OIJO~UKIMivr], KEc.pOUpo~ilJr], Epu8poIJUKivr], 

OO~UKUKAivr]) oOr]YEi OE U4JflAOTEPEC; OUYKEVTPWOEIC; TOU OVTl1310TlKOU OlOV TTVWI-l0VIK6 IOTa. 

nplV TTapUE OUT6 TO c.papl-laKO 80 TTptTTEI va tXUE EVr]IJEPWOEI TO YIOlPO ooe::; yla Ko8E c.pOPI-lOKO TTOU 

TUXOV TToipVETE ¢OPI-lOKO EivOi Ko8E TTPOl6v TTOU xopr]YEiTOI Kal xwpiC; IOlPIK~ OUVTOY~ 


2.640rO/\OrJA 
EVr,AIKEC; 1 K04JOKIO TTapOlETOl-ltVr]C; OTTOOtoIJEUoflC; 1 c.popo Tflv r]lJtpo, EiTE TO TTpwi ~ TO I3poou IJETO 

aTTo YEUI-la. 


Ta Ka4JoKla OEV TTptTTEI va avoiyovTOI ~ va lJaOwVTOI, aAM va KOTOTTivoVTOI OAoKAr]pa IJE ETTOPKt<; 

uypo To «OIOKia c.popEi<;», TO oTToio IJTTOPEi IJEPIKt<; c.popt<; va EI-lc.pOVIOTOUV OTO KOTTpavo, tXOUV 

OTTEAEU8EPWOEI TO opaOTIKO OUOTOTIKO KOTO Tr] OlopKEla Tfl<; OIOOOU TOU<; OTTO TO TTETTTIK6 OlioTr]IJO KOI 

ETTOlJtVW<; r] TTopouoio TOU<; OEV tXEI oqlJooiO. 


LE O~£iE<; KOlaOlOO£I<; TOU ovaTTVEUOlIKOU, EOV TO OUIJTTTWIJOTO OEV UTTOXWPOUV ~ XEIPOTEPEUOUV KOTO 

Tr] OIOPK£lO Tfl<; oywYJi<;, 80 TTptml va sr]Tr]8£i r] OUIJ130UAJi TOU 8EPOTTOVTO<; IOlpOU. 

To c.poPlJaKO IJTTop£i va AOIJ130V£TOI OV£~OPH'tTO aTTo Tr]V TTPOOAr]4Jr] TpOc.pJi<;. 

To K04JOKIO TTOPOl£TOlJtVr]<; aTTootOIJEUOr]<; OEV Eivol KOloMflAa YIO TTOIOIO. 


2.7 ynEP60rOAonA - ANTIMETOmrH 
r UIJTTTWIJOTO 

MtxPI TWpO OEV txouv ovoc.pEp8Ei E~EIOIKEUlJtvO OUIJTTTWIJOla umpooooAoyio<; OTOV OV8pWTTO. 
0EPOTTdo 
LE mpiTTTwor] UTTtpI300r]<; Tr]<; ooooAoyio<; OUVIOTOTOI OU)JTTTWIJOlIKJi 8EPOTTEio . 

T'lA. KtVTPOU 6'lAflTrlplciotwv: 2107793777 

2.8 TI nPEnEI NA rNOPIZETE rE nEPlnTOrH nov nAPAAEllJ.IETE NA nAPETE KAnOIA 60rH: 
Eov TTptTTEI va A01-l130V£T£ TO c.pOPl-laKO OUV£XW<; KOI TTOpaA£i4JETE fJio MOfl, TTptml va MI3ETE Tfl 060fl 
OUT~ TO TOXUTEPO OUVOlOV. Eov, £v TOUTOI<;, TTAr]OIOS£1 r] wpa ylO Tr]V ETT0I-lEVfl MOfl, I-lfl Ml3w: Tfl MOr] 
TTOU TTOpaA£i4JOl£, oMa ouvEXioT£ KavovlKa Tfl 8£pOTT£io. 

2.9 ANEmeYMHTEr ENEPrEJEr 
'OTTW<; I-l£ OAO TO c.poPIJOKa, I-lEPIKt<; c.popt<; TTopouOIa~ovTOI oV£TTl8ul-lflT£<; £vtpY£I£<;· 

To c.pap)JoKo Eival YEVIKW<; KaM aV£KTO. 

nlOlopoxt<; TOU OVOOOTTOIQTIKOU OUOTJ'IIJOlO<;. nlOlopaxtc; TOU OtOIJOlO( KOI TOU UTTOOOPIOU IOTOO 
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AvocpuAoKTIKE<; OVTIOPOOEI<; OUIJTTEPIAolJl3oVOIJEV'1<; T'1<; avocpuAoKTIK~<; KOTOTTA'1~ia<;, 0VVElooioIWO, 
E~dvSqlJo, Kviow0'1, KV'10IJO<; KOI oAA'1 umpEUOI08'1oio. 

D.IOTOPOXE<; TOU YOOTPEVTEPIKOO OUOTI1IJOTO( 
NOUTio, EIJErO<;, OIOPPOIO, OUOTTE4Jio KOI KOIAIOKO oAvo<; 
M'lv oV'10UX~0£TE IJE OUTE<; TI<; OV£TTISOIJ'1TE<; EVEPV£I£<;· nlsovw<; Vo lJ'1v TTOPOUOIOOETE KOlJio OTTO 
OUTt<;. ETTio'1<; OVo<ptPETE OTO VIOTPO 00<; OTTOIOO~TTOTE EvoXA'1lJo TTOPOT'1P~OETE KOI TTOU OEV 
TTEPIIJEVOTL 

2.10 HMEPOMHNIA AH:::Hr TOY npo"iONTOr 

M'1 XPilOIlJOTTolEiTE TO TTpolov IJETO T'1V '1IJEpolJ'1viO TTOU oVOVPOCPETOI OT'1 OUOKEuooio TOU. 

2.11 IAIAITEPEr npO<l>YAA=:Elr riA TH <l>YAA:::H TOY npo"ioNTOr: 

2.14 HMEPOMHNIA TEAEYTAIAr ANABEOPHrHr <l>YAAOY OAHnON. 

3. 	 nAHPO<l>OPIEr riA THN OPBOAOriKH XPHrH TON <l>APMAKON 
• 	 To CPOPIJOKO OUTO TO EVP04JE 0 VIOTpO<; 00<; IJOVO VIO TO OUVKEKPIIJEVO IOTPIKO 00<; TTpoI3A'1IJO. 

D.EV TTPETT£I VO TO OiVETE OE oAM OTOIJO ~ vo TO XP'101IJOTTOIEiTE Via KOTTOIO oM'1 TTo8'10'1, xwpi<; 
TTpO'1VOUIJEVW<; VO tXETE OUIJ130UAEUSEi TO VIOTPO 00<;. 

• 	 Eov KOHl 1'1 O!OPWO T'1<; SEPOTTEiO<; EIJCPOVI08Ei KOTTOIO TTPOI3A'1IJO IJE TO CPOPIJOKO, EV'1IJEPWOTE 
TO VIOTPO 00<; ~ TO CPOPIJOKOTTOIO 00<;. 

• 	 Eov EXETE OTTOIOO~TTOTE EPWT'1IJOTlKO VOpw OTTO TI<; TTA'1pocpopiE<; TTOU ocpopoOv TO CPOPIJOKO 
TTOU AO\-1l3oVETE ~ XPEIOS£OTE KoAOTEP'1 EV'1\-1EPW0'1 Via TO IOTPIKO 00<; TTpoI3A'1\-1o \-1'1 OIOTOO(TE 
VO s'lH'jOETE TI<; TTA'1pocpopiE<; OUTE<; OTTO TO VIOTPO 00<; ~ TO CPOP\-10KOTTOIO 00<;. 

• 	 no va EivOI OTTOTEA£O\-1OTIKO KOI OocpoAt<; TO CPOPIJOKO TTOU 00<; XOP'lV~S'1KE 80 TTPETTEI va 
AOlJl3ovETOI OU\-1cpwvo \-1E TI<; OO'1ViE<; TTOU 00<; 06S'1Kov. 

• 	 no T'1V oocpoA£lo KOI T'1V uVEio 00<; E[VOI OTTopoiT'1TO VO 0101300ETE I1E TTPOOOX~ KOSE 
TTA'lPOcpopio TTOU ocpopo TO CPOP\-10KO TTOU 00<; XOP'1v~8'1KE. 

• 	 M'1 OIOT'1PEiTE TO CPOPl10KO OE EP\-10PIO TOU AOUTPOO, OIOTI '1 sEOT'1 KOI '1 uVpooio I1TTOpE[ va TO 
oMolwoouv KOI VO TO KOTOOT~OOUV ETTlI3Aol3~ Via TrjV uVEio 00<;. 

• 	 M'1v KPOTOT£ CPOP\-10KO TTOU OEV TO XPEIOS£OTE ~ TTOU EXOUV ~0'1 A~~H 
• 	 riO KoAUTEPil oocpoMIO KPOTOTE oAo TO CPOP\-10KO \-10KPIO OTTO TO TTOIOIO. 

4. TPOnOr AIABErHr 

Mv OTTOITEiTOI IOTPIK~ OUVTOV~. 


3. H ETTlo~lJoVO'1 CPOP\-10KEUTIKWV TTpOrOVTWV TTOU mpltxouv OPOOTIKO OUOTOTIKO AMBROXOL 
HYDROCHLORIDE, Via TIC; Ilop<pic;: KatpclKlo TTapaTHollivllC; aTToliioIlWOIlC;, oKJ\IlPO OpiSETOI w<; 
E~~<;: 

IENAEI=Elr nov rlPEnEI NA ANArPA<I>ONTAI rTHN E:::OTEPIKH ryrKEYArlA KAI rTH 
I rTOIXEIOAH ryrKEYAriA 

E:::OTEPIKO KOYTI 

1. ONOMArlA TOY <l>APMAKEYTIKOY npo'ioNTor 

Ambroxol Hydrochloride 75mg 
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1 KO\jJOKIO nopon:TOlJtvIV:; onootOIJEUOflC; mpl£X£1 75mg ambroxol hydrochloride 

KO\jJOKIO nopoT£ToptvqC; onootojJ£uOflC; 
Ka4J3.l<:ia%apaJifoJ.i.t~f1~atfo6ta1JtGaM~ 

Ano TOU oT611010C; XP~Ofl. 
EV~'\IK£<; 1 K04JOKIO nOp01£TOlJtvflC; onootOIJ£UOflC; 1 <popo Tflv fllJtpo, £iT£ TO npwi ~ TO j3pdOu IJ£TO 
ono V£U\Jo 

! 6. EIAIKH npOEIAOnOIHIH IYM<l>ONA ME THN OnOIA TO <l>APIVIAKEYTIKO npo'i6N-
nPEnEI NA <l>YI\AIIETAI IE 0EIH THN OnOIA AEN BI\EnOYN KAIAEN npOIErnZOYN TA 

I nAIAIA 	 . _____'--'-~'--'-___ ._..._... 	 __..__. ----2 

No CPUAOOO£TOt O£ 8tofl, Tflv onoio o£ j3Atnouv KOI o£v npoo£vvi~ouv TO nOloto. 

I 7. AI\I\H(EI)EIAIKH(EI) npoEIAongIHIH(EII), EAN EINAI AIlAPAITHTH(Erf_···_···""] 

No 1J'l XOprlV£iTOI KOTO Tfl OIOPK£lO TflC; KUflOflC; Kat IflC; voAouXioC;. 
To KO\jJOKtO nop01£To\JtvflC; onooto\J£UOflC; o£v EivOI K01OMflAo Via nOlolo. 

HM.AH'::. 

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

• 10. 	 IAIAITEPEI npO<l>YI\A=EII riA THN AnOPPI'PH TON MH [ 
XPHIIMOnOlH0ENTON <l>APMAKEYTIKON npOIONTON 'H TON 
ynOI\EIMMATON nov rlPOEPXONTAI Ano AYTA, E<l>OION AnAITEITAI ..__.._~__J 

KOlOXOC; AO£loC; KUKAocpopioC; 
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Ap 00 KUKAOcpopioC; 

AP.nAPT. 

fJ.£v onolT£iTOI IOTPIK~ OUVTOy~. 

nJ\HPO<l>OPIEr rE BRAILLE 

3. 01 OIKOIOUXOI KOI OVTlTIpOOWnOI unoXP£OuvTOI Ylo Hlv £cpoPlJoy~ H1C; avwTtpw EYKUKAlOU. 

4. 	 KOTomv TWV OVWT£PW '1 un' opi9~. 22993/31-03-2011 £VKUKAIOS TOU EO<l> KOTOPVdTOI ~ovo VIO 
TIS ono TOU OTO~OTOS XOP'1vou~£v£S q>Op~OKOT£XVIK£S ~Opq>tS,KOI napo~tv£1 O£ IOXU VIO T'1V 
q>op~aKoT£xvIKtl ~opq>tl EV£(JI~o 616Au~a. 

KOlvonoiooo: 
Er 	BOEHRINGER INGELHEIM EJ\J\A'L AE H ANAnJ\. npOIITAMENH ~.~YEn 

EJ\J\HNIKOY 2, 
16777 EJ\J\HNIKO ATTIKH'L 

ANNA KATII<l>H 

Ano6tKTt< VIO £VtPV£IO : 
1. Ynoupy£io Yy£ioC; Kal KOIVWVIK~C; AAAr]AEyyUr]C; 

rEVIK~ fJ.1£uSUVOr] fJ.r]IJOOlOC; Yy£iac; .. , 
fJ./vor] ¢aplJoKWv KOI ¢aplJOKEiwv \ 

\ 

APIOTOTtAouC; 17, 101 87 ASriva 
" ... 

. \ 

2. rEE8NfJ.yr 
'. i 

J\. MEOOy£iwv 136 
155 61 AS~vo 

,! :'. 

3. 	 Yn. Epyaoioc; Anoox6Ar]or]C; & KOIVWVIK~C; npoOTdaroc;~~'--
rEVIK~ rpOlJlJOTEio KOIVWVIKWV AocpoAioEWV 
fJ./vor] AocpoAlor]C; AOSEVEIOC; & MrlTPoTrlToC; 
'LTOoiou 29, 101 10 AS~vo 
(IJE Hlv nopoKArlOr] EvqIJEPWOr]<; TWV AocpoA10TIKWV 
TOIJEIWV nou nopEXouV YYEIOVOIJIK~ nEpiSOA4Jr]) 

4. 	 novEAArivlo IOTPIKO '2..uAAoyo 
nAOUTapXOU 3, 106 75 AS~vo 
(IJE Tr]V nopoKAr]or] Evrwtpwor] TWV 
TOTIlKWV IOTPIKWV '2..uAAOywv TqC; xwpOC;). 

navEAA~vlO <POPIJOKEUTIKO 'LuAAoyo 
Il£IPOIWC; 134 & AyoSrllJEpOU 
118 54 A8~vo 
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(jJE Tllv nopoKAIlOTI EVIlI-l£PWOIl£; TWV 

TOTTlKWV <P0PI-l0KWTlKWV EuAMywv Til£; XWp0£;) 


6. 	 nov£AA~vlo 'Evwoll <P0PI-l0KOnOlwv 
NOOIlAEuTlKwv IOPUI-lOTWV 
MlxoAoKonoOAou 99, 115 27 A8~vo 

IKA-<POPI-l/K~ Ynllpwio 

AyKwv/vou 8, 102 41 A8~vo 


8. 	 orA KAaoo<; <POPI-lOKWTIK~<; nEpi8oA41Il<; 
nOTlloiwv 30, 106 77 A8~vo 

9. 	 OiKO<; NOLJiOU IlEIPOIW<; 
K.noAOIoMyou 15 

18535 n£lpOIO£; 


10. 	 OiKO<; NoOTOU A8~vo<; 
rAoOOTWVO£; 2 & nOTIlOIWV 
106 77 A8~vo 

11. 	 KtVTPO LlIlAIlTIlPIOOEwv 
NOOOKOI-lEio noiowv ''n.& A KUPIOKOO" 
11527 rouol 

12. 	 E<PEE 
I\EWql. Kllqlloio<; 280 & AYPlviou 3 
152 32 XoMVOPI, A8~vo 

13. 	 nov£AA~vlo "EvWOIl <PopjJoKO~IOjJllxovio£; 
I\OI-l410 7, 11524 Al-lmMKllnOI, A8~vo 

14. 	 EOAAoyo AVT/nwv <PoPl-loKWTIKWV Elowv & EIOIKOT~TWV 
006<; T OToiou 
180 XAI-l. E8vIK~<; 0000 A8Ilvwv-l\ol-lio<; 
146 10 N. EPY0PAIA 

15. 	 LlEt..Tio Ayopov0l-lio<; 
noVETTlOTrljJiou 42, 106 79 A8~vo 

16. 	 OAEE <PoPl-loKWTIK£<; YnllpwiE<; 
Ay KWVOTOVTIVOU 5 
10431 A0HNA 

17. 	 MIlI-l£AIl LuAA6ywv 
(6nw<; °nivoKo<;) 

EIOTEPIKH bIANOMH: 
1. 	 Ll/vOIl <Pop/KWV MEAnwv & "Epwvo<; 
2. 	 Ll/vOIl Ll/KWV YnllPWlwV EMyxou npol6vTWV 

TjJ~l-lo 'EKoOOIl<; & Kwo. AnoqlOOEwV 
3. 	 r pO I-l I-lOT£io ETTIOTIlI-l0VIKOO LUI-l~OUAiou EYKpioEWV 
4. 	 rpol-ll-lOT£io LlEUTEpO~o81-lIoU ETIlOTrll-l0VIKOO LUI-l~OUAiou 
0M05/2012 
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