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ErKYKl\lOr - AnO<PArH 

8EMA: 	Ko8oplo~6<; nEpiAfl4Jfl<; XOPOKTflPIOTIKWV TOU npOIOVTO<; KOI <!>uMou OOflVIWV yo TO XP~OTfl 
<pop~aKEuTIKWV TTpo'loVTWV TTOU TTEPIEXOUV OPOOTIKO OUOTOTIKO PICOSULFATE SODIUM 

"EXOVT£<; UTT04Jfl: 

a) TI<; OIOTa~EI<; Tfl<; KOIV~<; YTTOUpVIK~<; ATTO<jJOOfl<; [I. Yf3 (0) 83657/2005 "n£pl £voP~oVlofl<; Hl<; EMflvIK~<; 


No~o8£Oia<; ~E Tflv oVTioTOIXfl KOIVOTlK~ OTOV TO~£O 11'1<; KUKAo<jJopio<; ... ... ...... TWV <papJJoKEUTIKWV 

TTpoIOVTWV, TTOU npoopi~OVTOI Via ov8pwTTlvfl XP~ofl", 


13) TflV un' opi8JJ.: 43391/23-6-2010 Ano<poofl npOEOpOU EO<!> (<!>EK 1052/TEUX0<; MUTEpo/12-7-2010) 

«nEpi ~£TO!3I!3aoEW<; OIKOIW~OTO<; unovpo<jJ~<; ano TOV npOEOpO EO<!> npo<; TOU<; npoloTO~EVOU<; 


OlEU80vOEWV EO<!>)) 

V) Tfl fVW~aT£UOf'] TOU ETTlOTf']JJOVIK00 Iu~!3ouAiou EVKpioEWV , TJJ~JJo A op. <tJ-226/11-6-201 0 


AnO<PArIZOYME 

H nEpiAfl4Jfl XOpaKTflPIOTIKWV TOU npol'OVTO<; <jJop~aKEuTIKWV npolovTWV nou TTEPIEXOUV OPOOTIKO 
OUOTOTIKO PICOSULFATE SODIUM Opi~ETOI w<; E~~<; 

r--------­
I nEPII\H4JH TON XAPAKTHPlrTIKON TOY npO'iONTOr (SPC)
I ,
L _____ 

1. ONOMAriA TOY <PAPMAKEYTIKOY npO'iONTOr 

2. nOIOTIKH &nOrOTIKH rYN0ErH 

4,4' -( 2-pyridil-methylene )-diphenol-bis(hydrogensulfate-ester)disod iu m salt (=Sod iU m Picosu Ifate, 
TTlKo8£IIKO VaTpIO) 

ria TO £KOOXO, !3A. 6.1 

3. <l>APMAKOTEXNIKH MOP<PH 

nOOl~[<; oravovE<;, olaAu~a 


Kopa~EM<; (Toffees) 

K04Jo KIO 


4. KJ\INIKA rTOIXEIA 

4.1. 	 0[POTT[UTIK£c,; [vi5[i~[Ic,; 


flO xop~vrwf'] En! !3poxu XPOVIKO OlaOTf']~O OE nEpITTTWOEI<; OUOKOIAIOTf']TO<; 
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ria oMIl XP~OIl EKTOe; Tile; ~paXEiae; XOp~YIlOIle; ~ yla OlaYVWOTIKOUe; OKonOUe; np'v ana 
EYXEipllOIl ~ aKTlvoAoY'K~ EsETOOIl, 11 XOP~YIlOIl TIlK08EIIKOU vOTpiou 80 npEnEI va yivETOI uno 
IOTPIK~ napaKOAou81l01l 

4.2. 	 tJ.oooAoyia KOI TPOTTO<; xopriYIl0r]<; 
Ev~AIKEe; 5-15 mg (10-30 OTOYOVEe; olaAu IJOTOe;) KOTO 

npoTi]JIlOIl TO ~poou 
nOiOIO [Jovo OE anoAuTIl tVOEI~Il: KOTW TWV 5 ETWV 2,5 mg (5 OTOYOVEe; olaAu]JOlOe;) 

6-12 ETWV 2,5-5 mg (5-10 OTOYOVEe; olaAu]JOlOe;) 

To cpop]JaKo nptn£1 va Aa]J~ovETOI TO ~poou WOTE va npoKaAEi KtvwOIl TO mO]JEvo npwT. 

4.3. AvnvoEi~EI<; 

To nIK08EIIKO VOTPIO OEV nptnEI va XOPIlYEiTOI OE nEpmTwOEIe;: 
• 	 AOIOYVWOTWV Enwouvwv KolA,aKwv ounTw]JoTwV nou ]JnopEi va 0cpEiAoVTOI OE osEia 

oKwAIlKOEloiTloo ~ oAAEe; osEiEe; XEIPOUpYIKte; KOTOOTOOEIe;, onwe; OE EVTEPIK~ anocppac'1l 
~ XPOVIO cpAEY]Jovwoll EVTEpono8Ela 

• 	 EIAEou 
• 	 KOTOOTOOEIe; oo~op~e; oCPUOOTWOIle; ]JE anwAElo UOOTOe; KOI IlAEKTpoAuTWV. 
• 	 LE 008EV£ie; ]JE YVWOT~ unEpEUOI081l0ia O£ OUOiEe; Tile; O]JOOoe; TOU TplapuAo]JE80viou ~ 

OE onoloo~nOTE OUOTOTIKO TOU npoIOVTOe; 
• 	 Eni oo~apou KO,A,OKOU oAyoue; OUOXETlsO]JEVOU ]J£ vauTia Kal t]JETO, TO onoio ]JnopEi va 

EivOi EVOEIKTIKO TWV we; ovw KOTOOTOOEWV. 
• 	 LE nEpinTwoll onaviwv KAIlPOVO]JIKwv KOTOOTOO£WV, 01 onoi£e; ]Jnop£i va EivOi ]J1l 

OU]J~Olte; ]J£ Konolo tKOOXO TOU IOIOOKEUOO]JOlOe; (O£iTE napoypocpo «IolaiTEpEe; 
npoEloonol~OEIe; KOI IOIOiTEpEe; npocpuMsEIe; KOTO Til XP~OIl») 11 XP~OIl TOU CPOp]JOKOU 
aVTEVOEiKVUTOI 

4.4, 	 JOlainpE<; TTPOEIOOTTOlriuEI<; Kal IOlainpE<; TTpoq)UAa~EI<; KOla Tr] xpriOr] 
• 	 OnWe;]JE oAo TO CPOP]JOKO KOTO Tile; ouoKoIAIOTIlTOe;, TO TIlK08EIIKO VOTPIO OEV npEnEI va 

AO]J~OVETOI OE OUVEX~ Il]JEP~OIO ~OOIl yla XPOVIKO OIOOTIl]JO ntpov TWV OtKO Il]JEPWV ~ 
y,a nopOTETO]JEVEe; XPOVIKEe; n£pIOOOue; 

• 	 Eov anolTEiTOI K081l]JEPIV~ A~lVll TOU CPOP]JOKOU, Y'O XPOVIKO OlooTIl]Ja ntpov TWV 5 
ll]Jt:pwv nptnEI va 01£PEUVIl8Ei TO OiTIO Tile; ouoKOIAIOTIlTOe; 

• 	 H nopOTETO]JtVIl UTIEP~OAIK~ XP~OIl ]JnopEi va OOIlY~O£1 O£ olOlopax~ uypwv, 
IlAEKTpoAuTIKte; olOlapaxte; KOI unoKOAlol]Jia, 

• 	 ZoAIl KOI/~ Am08u]Jia txouv avocpEp8Ei OE 008EV£ie; 01 onoiol txouv M~EI TIlK08£IIKO 
VOTP'O, 01 ola8tol]JEe; AEnTo]JtpEIEe; Y'O aUTte; TIe; n£pmTWOEIe; unOOEIKVUOUV OTI, TO 
OU]J~OVTO ~TOV OU]J[3OlO ]JE Am08u]JIKO EnElooOIO acpOOEUOIle; (Amo8ulJia Myw tVTOvlle; 
npoono8EIOe; KOTO Tllv ono[3oA~ TWV Konpovwv), ~ ]JE ]JIO nopoou]Jna8IlTIK~ oVTiopOOIl 
OTOV KOIAlaKO novo nou OXETiSETOI ]JE Til ouoKolAIOTIlTO KOI 0XI anopaiTIlTO OTIl 
XOP~YIlOIl TOU TIlK08EIIKOU vOlpiou 

• 	 Ta nOiOIO Kcnw TWV 10 ETWV OEV nptnEI va AO]J~ovouv TIlK08EIIKO VOTPIO xwpie; IOTPIK~ 
yvw]JOTEUOIl· 

• 	 XE 1 ml TTOOljJOU I5JaAujJaTOe; TTEPIEXOVTW ,.. , gr oopf3lToM)c;, TTOU aVTlOTolXEi OE .... gr 
oopf3'ToM/e; ava jJEYIOT'7 OUVlorr.iJjJEV'7 '7jJEpr'jO/a 1500'7 KaTa T'7 BEpaTTEia EV'7MKWV KW 
1Twi5l1.i;v avw TWV i5wi5EKa [Twv. 01 aoBEVEie; JJE T'7 omivla KA'7POVOjJIKr'j KaTaOraO'7 
i5uoavE~iae; T'7e; rpPOUKTO('7e; i5Ev Ba TTPETTEI va TTaipvouv aUTO TO rpapjJaKO. 

• 	 To «ovojJa TTpoiOVTOe;» TTEPIEXEI TO EKi50XO methylparaben TO OTToio jJTTOPEi va 
TTpOKaMoEi aAMpYIKEr; aVTli5paOElr; (mBavwe; KaBUOTEP'7jJEvaj, 

4.5. AMr]AnnopaoEI<; j.lE aMa q>apj.lOKEUTIKa TTpo"l6vTO KOI aME<; j.lOpq>t<; aMr]AETTiopaur]<; 

H TOUTOXPOVIl A~ljJll OlouPIlTIKWV ~ KOPTIKOOTEPOEIOWV ]Jnop£i va OU~~OEI TOV Kivouvo OIOTapax~e; Tile; 

looponiae; TWV flAEKTpoAuTWV £ov AIlCP80uv un£p[3oAIKte; 060£1e; TTlKo8EIIKOU vOlpiou 

H olOTapox~ TWV IlAEKTpoAuTWV ]JnopEi va OOIlY~OEI OE aU~Il]Jtvll EUOI081l0ia tvavTI TWV KopolaKwv 

yAUKOOIOWV. 

LLJyxoP~Ylloll ]JE OVTI~IOTIKO £VOtXETOI va ]J£IWOEI Tllv Ko8oPTIK~ opooll TOU TIlK08EIIKOU vOTpiou, 
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EVTtpOU, npoKolIEi nEploTOIITIKEe; KIV~OEIe; TOU KOllou KOI npOciYEI Til OUOOWPEUOIl UOOTOC; KOI 
OUVEnWe; IlIlEKTPOIIUTWV OTOV oUIIO TOU noxtoe; EVTtpOU. AUTO EXEI We; onOTtllEOfJO Trlv KtvwOIl, Til 
IJEiwOIl TOU Xpovou oloi3oolle; KOI Til OIlIJIOupyio IJOIIOKWV Konpcivwv. 

5.2 <I>ap~oKoKIVIlTIKE~ lOI6TIln:~ 

METci ana TOU OTOfJOTOe; XOP~Ylloll TO TIlK08EIIKO vcnplo <jlTcivEI OTO KoAov xwpie; OUOTIlIJOTIK~ 
onopP0<jllloll KOTci ouvtnElo OnO<jlEuYETOI Il EVTEpollnOTIK~ KUKAo<jlopio Mtow i3oKTIlPIOIOK~e; 
OlcionoOIle; OXIlIJOTi~ETOI OTO EVTEPO Il OpOOTIK~ fJOp<jl~, 01-(uOpO~u<jlOlvuA)-nupI0IA-2-fJE8civI0 H 
tVOP~1l Tile; OpciOIle; TOU IOIOOKEUOOfJOTOe; EIJ<jlovi~ETOI ouv~8wc; fJETa~u 6-12 wpwv KOI Ko80pi~ETOI 
ana Tllv omllEu8EpwOll Tile; OpOOlIK~e; ouoioC; METci ana TOU OTOfJOTOe; XOP~Ylloll, IJIKpEe; fJOVO 
noooTIlTEe; TOU <jl0PIJOKOU i3pioKoVTOI OTIl OUOTllfJOTIK~ KUKAo<jlopio 
Mv unoPXEI OUOXETIOfJOe; IJETO~U Tile; Ko8opTIK~e; OpOOEWe; KOI TWV EnmEOwv TOU OPOOTIKOU 
OUOTOTIKOU OTO nAcioIJo 

5.3npOKAIVIKa OTOIXt:io y)(:i TIlv ooq>aAuo 
To TIlK08EIIKO vOTpio OE XOP~Ylloll ana TO OTOjJO EfJ<jlciviOE XOIJIlII~ o~Eio TO~IKOTrVO OE nElpOIJOTO~WO. 
Olano TOU OTOIJOTOe; TljJEe; LDso ~TOV > 17 g/kg YIO TO novTiKIO, > 16 g/kg YIO TOUe; EnifJ UEe; KOI > 6 g/kg 
YIO TO KOUVEAIO KOI TOUe; oKulloue; 01 IJEi~oVEe; EVOEi~EIe; TO~IKoTIlTOe; ~TOV noAuOlljJio, TPIxoovop8worj 
OlciPPOIO KOI tfJETOe;, oVTioTOIXO 
01 fJEIlETEe; xpOVIOe; TO~IKOTIlTOe; fJtXPI 6 fJ~VEe;. OE miIJUEe; (OE Mall twe; 100 mg/kg) KOI oKulloue; (OE 
060'1 twe; 1000 mg/kg), !JE TIlK08EIIKO VciTPIO XOPllyoufJEVO OE mimoo MOEWV 500 KOI 5000 <jlopte; 
IJEyoAuTEpO TWV 8EponEuTIKwV EnmtOwv TOU ov8pwnou, npoKciAEoov olcippOIO KOI onwAElo 
OWfJOTIKOU i3cipouc; (jJE i3cipoe; OVO<jlOpOe; 50 kg) 2:E mOKoAou81l EK8WIl OE uljJllllEe; MOEIC; EfJ<jloviOlIlKE 
O~IOOllfJEiwTIl OTpo<jlio TOU YOOTPEVTEplKOU i3AEvoyovvou 01 oMoyte; nou oXETi~oVTOI IJE Til 8Epomio 
npoKA~8IlKOV A6yw TOU XPOVIOU EPE81oIJOU TOU EVTEPOU, oUVOUOOfJEVOU IJE KOXE~io 'OIIEe; 01 
oVETIl8ujJIlTEe; EVEpYEIEe; ~TOV OVOoTptljJljJEe;. To TIlK08EIIKO VOTplO OEV npoKcillwE OVETIl8ujJ'1TIl 
Eniopooil OTOV KOpOIOKO pu8fJo, OTllv niwil TOU OifJOTOe; KOI OTllv ovonvo~ EVouvEiorvwv KOI 
VOPKWIJtvwv ~wwv 
To TIlK08EIIKO VciTplO OEV tOEI~E OUVOTOTIlTO yovOTo~IKOTIlTOe; OE i30KT~PIO KOI OE Kunopo 81l"o0TIKwv 
KciTW ono OUV8~KEe; In vitro KOI in vivo f'..Ev uncipxouv olo8tOlfJEe; OUIJi3OTIKte; fJEIlETEe; jJoKpcie; olcipKEIOe; 
ylO oyKOytvwll OE fJUEe; KOI EnifJUEC; 
To TIlK08EIIKO vcnplo EPEUV~8'1KE YIO TEPOTOYOVO Eniopooll (TfJ~fJo II) OE EniIJUEe; (1,10,1000 KOI 10000 
mg/kg) KOI KouvtAIO (1,10 KOI 1000 mg/kg) IJETci ono TOU OTOjJOTOe; XOP~Ylloll. 
To TO~IKO EninEOo OOOEWV OTIl fJllTtpo, nou npoKollwov ool3op~ OlcippOIO, ouoXETioTIlKOV fJE Tllv 
EjJi3puOTo~IKOTIlTO (ou~1l01l Tile; npWIIJIle; movOPP0<jlIlOIle;) xwpie; va nopouOIci~ouv TEPOTOYEVETIK~ 
OPOOIl ~ oVEm8uIJIlH:e; EVEPYElEe; OTllv ovonopoywYIK~ Amoupyio TWV onoyovwv H YOVlfJoTIlTO KOI Il 
YEVIK~ ovciTITu~1l TOU EjJi3pUOU (TjJ~fJo I) Ko8wC; KOI Il npo- KOI jJETO-YEvvIlTIK~ ovciTITu~1l (TfJ~fJo II) TWV 
EnifJuwv o£v EnIlP£OOTIlKOV OpvllTIKO ana 000£1e; ana TOU OTOIJOTOe; 1,10 KOI 100 mg/kg. 
2:UVOTITIKci, A6yw Tile; XOfJIlA~e; i3100108WlfJOTIlTOe; IJETO ana TOU OTOfJOTOe; EK8WIl, Il o~Eio KOI xpovla 
TO~IKOTIlTO TOU TIlK08£IIKOU vOTpiou ~TOV XafJllllEe; 

6. <l>APMAKEYTIKA I:TOIXEIA 

6.1 KOH1Aoyo~ EK06xwv 

6.2 Auu~I3OToTIlTt:~ 

KOfJio YVWOT~ 

6.3 lllapKt:IO ~wl'J~ 

6.4 IOlOiT[pt:~ TTpoq>uAo~t:I~ KOHl Til q>uAo~Il TOU TTpor6vTO~ 

6.5 <I>UU'l KOI UUUTOTIKO TOU TTt:P1EKT'l 

4 
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6.6 O~rlYiEe:; XPr'j<Hle:; KOI XElPIO"I-IOU 

6.7 KClTOxoe:; HIe:; ri~Elae:; KUKAo<popioe:; 

7. API0MO!: A~EIA KVKI\OCPOPIA!: : 

8. 	 HMEPOMHNIA npOTH!: EfKPI!:H!:/ANANEO!:H!: A~EIAL 

9. HMEPOMHNIA TH!: (MEPIKH!:) ANA0EOPH!:H!: TOY KEIMENOV 

2 	 To <DuMo OOIlVIWV Via TO XP~OTIl CPOPjJOKEUTIKWV npOIOVTWV nou nEplEXOUV OpaO"TIKO OUOTOTIKO 
PICOSULF ATE SODIUM Opi~ETOI we; E~~C; 

4>VI\I\O O~HrlON riA TO XPH!:TH 

1. npO!:~IOPI!:MO!: 4>APMAKEVTIKOV npo"loNTO!: 

1.1 ONOMAnA: 

1.2 !:"VN0E!:H: 

~poaTIKr'J ouaio: n'K08EIIKO NClTplo 

"EK~OXO: 


1.3 	CPAPMAKOTEXNIKH MOPCP"H: nOOljJEe; OTOVOVEC;, oloAujJo 

KopojJtAEC; (Toffees) 

KOljJOKIO 


1.4 nEPIEKTIKOTHTA!:E ~PA!:TIKH OVrlA: 

1.5 nEPIrPACPH-!:V!:KEVA!:IA: 

1.6 CPAPMAK00EPAnEVTIKH KATHfOPIA: 

YnaKTIKo 


1.7 VnEY0VNO!: KYKI\OCPOPIA!:: 

1.8 nAPA!:KEVA!:TH!:: 

1.9 !:V!:KEVA!:TH!:: 

[2. TI nPEnEI NA fNOPIZETE riA TO 4>APMAKO nov !:A!: XOPHfH!:E 0 rlATPO!: !:A!: 

01 nAIlPocpopiEC; auTOu TOU cpuMaoiou avocpEpoVTOI jJovo OTO OUVKEKPljJEVO CPOPjJOKO nou ooe; XOP~VIlO£ 
o YIOTPOC; 00c; nopoKOAoujJ£ 010(300T£ TIC; npOO£KTIKO. Go OOC; OWOOUV 0lljJOVTlKEC; nAIlPocpopi£C;, oMo 
OEV jJnopouv va OOC; TO £~IlV~OOUV oAo. Eov EXETE KonolEC; EPWT~OEIC; ~ OEV EioTE oivoupol V'O KOTI, 
PWT~OT£ TO VIOTPO 00c; ~ TO cpapjJOKonOIO OOC; 
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2.1 	 rENIKEr nJ\HPO<J>OPIEr: 
To ITIK08EIIKO VClTplO OIEVEipEI Hlv KIVilTIKOHllO TOU noxto<; EVTtpOU KG! IJElL0VEI TIlV onoPPoCPllOil VEpOU KG! 
IlA£KTpOAUTWV 'ETOI npoKOA£iTOI KaSOPOil OTOV UnaPXEI XPOVIO OUOKOIAIOTilTO ~ 8tAOUIJE va KEVWOOUIJE 
TO tVTEPO Via va TO E~ETOOOUIJE 

2.2 	 ENt.EI::EIL 
To TIlK08£IIKO VaTPIO EVOEiKVUlOl: 

• 	 OTIlv OVTllJETWmOil TIl<; OUOKOIAIOTIllO<; Via ~pOXu XPOVIKO OlaOTillJO 
• 	 npoEVXEIPilTIKO, nplv ana TOV TOKETO Via TIlv npOETOllJOoia TOU EVTtpOU KOSW<; KOI Via TOV 

EVi500KOTIlKO ~ OKTlvoAoVIKO tA£vxo TOU. 

2.3 ANTENt.EI::Elr: 
To cpaplJOKO IJnopouv va ~Oll8~00uv TOU<; 0PPWOTOU<; IJnopouv OlJw<; va OllIJIOUPV~oouv KOI 

npO~A~IJOlO, OTOV aUTO O£V AOIJ~aVOVTOI OUIJ<jlWVO IJE TI<; OOllViE<; 

110 TO OUVKEKpllJEVO <jlOpIJOKO 80 nptnEI, nplv TO nopETE, va tXETE 

EVillJEPWOEI TO VIOTPO 00<; Via TI<; OKoAou8E<; nEplmWOEI<; 

Eov. 


- EiXOlE nOTE KonOIO OMEPVIK~ oVTiopOOil ~ KanOla aouv~810TIl aVTii5poOil OTO cpOPlJaKO aUTO ~ OE OUoiE<; 

nou nEplEXOUV TIlv OIJOOO TOU TPIOpuAOIJE80viou ~ OE KonolO ana TI<; ouoiE<; nou nEpltxovTOI OTO 

<jlapIJOKO 

- unOPXEI unollJio EIA£ou, o~Eia<; oKwAIKOEIOiTloa<; , OO~OP~<; O<jlUi5clTWOll<;, O~EIWV XEIPOUPVIKWV 

KOWOTaOEWV onw<; Il EVTEPIK~ ono<ppo~Il ~ o~EiE<; cpA£VIJOVWOEI<; EVTEPIKt<; n08~OEI<; 


- Eni OO~OpOU KOIAIOKOU aAvou<; OUOXETI~OIJEVOU IJE vouTio KOI tIJETO, TO OTToio pnopEi va EivOi EVi5EIKTIKO 

TWV w<; ovw KOlOOTaOEWV 

- LE nEpinTwoll onoviwv KAilPOVOlJlKWV KOlOOTaOEWV, 01 onoiE<; IJnopEi va EivOI lJil OUIJ~Olt<; IJE KanOIO 

tKi50XO TOU IOIOOKEUaOIJOlO<; (oEiTE napaVP0<P0 «EIOIKE<; TTpo<puAa~EI<; KOI npoEIi5onol~OEI<; KOla Til 

XP~Oll») Il XP~Oll IOU «ONOMA npOIONTOI» OVTEVi5EiKVUTOI 


2.4 EIt.IKEr npO<J>YJ\A::Elr KAI npOEIt.OnOIHrElr KATA TH XPHrH: 
2.4.1 rEVIKO: 

• 	 Onw<; IJE oAo TO <pOPIJOKO KOla TIl<; OUOKOIAIOTIllO<;, TO «ONOMA rIPOfoNTOL» OEV nptnEI va 

AOIJr3aVETOI OE OUVEX~ IlIJEP~0I0 ~aOil Via XPOVIKO i5laOTilIJO nEpov TWV OEKO IlIJEPWV ~ Via 

napOlETOlJtVE<; XpOVIKt<; nEpIOOOU<; 


• 	 Eav onomilOl KoSIlIJEPIV~ A~lIJil TOU <jl0PlJaKOU, nptTTEI va 0lEPEUVIl8Ei TO OiTIO TIl<; OUOKOIAIOTIlTO<; 
• 	 H nOpOlETOIJEVil UTIEP~OAIK~ xp~OlllJnOpEi va OOllV~OEI OE i5IOlOpOX~ UVpwv, IlAEKTpoAuTIKt<; 


OIOlOPOXt<; KOI unoKOAIOIlJia. 

• 	 ZoAil KOI/~ Am08uIJio tXOUV OV0<pEpSEi OE OOSEVEi<; 01 OTToiol tXOUV Aa~EI «OVOIJO TTpoloVTO<;» 01 

OI08tOlIJE<; AEmOlJtPEIE<; Via OUTt<; 11<; nEpmTWOEI<; unOOEIKVUOUV OTI, TO OUIJ~aVlO ~TOV OUIJr3OlO IJE 
AmOSUlJlKO ETIEIOOOIO O<jlOOEUOll<; (Am08ulJio AOvw tVTOVIl<; TTpoon08El0<; KOla TIlV ono~oA~ TWV 
Konpovwv), ~ IJE IJIO nopOOUlJn081lTIK~ oVTiopOOil OTOV KOIAIOKO novo TTOU OXniSETOI IJ£ Til 
OUOKOIAIOTillO KOI 0XI onapoiTillO OTil XOP~VIlOil TOU TIlKo8EfiKOU VOlpiou 

• 	 IE 1 ml TTOOIf-lOU o/OAUIJaTO~ TTEplEXOVTOI .... gr OOpf3ITO},'7~, TTOU aVTloTolXEi OE ..gr oopf3/TO}.'7~ ova 
f-lEV1OT'7 OUV/OTWWV/7 171JEpljOiO 000'7 KOTa T'7 fJEpomio EV'7NKWV Ko/ TTOIOIWV avw TWV OWOEKa UWV 

• 	 01 aOeEVEi~ jJE T'7 om'rv/O K},'7POVOjJIKf} KOTOOraOf] ouoaVf:~ia~ Tf]~ qJPOUKT6('7~ OEV ea TTPETTEI va 
TTafpvouv OUTO TO CPOPf-lOKO 

To «ONOMA npOiONTOI)) TTEPIEXEI TO EKOOXO methylparaben TO OTToio jJTTOPEi va rrpoKoMoEI 
O}.},[PVIKt~ aVTlOpaOE/~ (TTlBavw~ Ko8UOTEP'7jJEVO) 

2.4.2 nOiOIO: 

• 	 To nGiOla OEV nptTTEI va AOIJr3avouv «ONOMA npOfONT02:» xwpi<; IOlPIK~ vvwpcmuoll 
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2.4.3 XP~O"Il KOHl Tllv KUllarr 

f':,EV UTTCJPXOUV ETTOPK£i<; KOI Koilw<; EilEYXOjJEVE<; jJEMTE<; ylO Til XP~Orj OE tYKUE<; yUVOiKE<;. f':,EV 
unopxouv OVOqJopte; TTEpi OVETTl8ujJIlTWV ~ f3i10TTTIKWV ETTJOPOOEWV KOTO Til OIOPKEIO Trje; EYKUjJOOUVrje; 
KOI 010 tjJf3pUO. nopoAo aUTO, OTTWe; jJE oAo TO <P0PjJOKO, TO «ONOMA npOfONTOL» OEV 80 TTptTTEI 
va XOPIlVEiTOI KOla Trj OIOPKEIO Tile; EVKUjJOOUVrje;, EIOIKO TO TTPWTO TpijJIlVO, EKTOe; EOV TO TTPOOOOKOjJEVO 
O<jltAIl OVTlOT08jJi~ouv OTTOIOO~TTOTE TT18avo Kivouvo Kal JJOVO KOlOTTJV 100pIK~e; oUjJ!3ouA~e; 

2.4.4 XPrlO"Il KOHl Til OIOPKEIO HIe; yoAouxioe;: 
KillVIKO OEOOjJtva OEixvouv OTI OUTE TO OPOOTIKO TjJ~jJa TOU jJopiou TOU TT1K08EIIKOU VOTpiou (Ol-(TT­
ui5po~u<poivuA)-TTUploIA-2-jJE8oVI0) OUT[ TO VAUKOUpoviCla TOU EKKpivOVTOI OTO voAa UVEIWV yuvalKwv 

nopoAa aUTO orrwe; jJE oAo TO <p0pjJoKa, OEV 80 TTptTTEI va xoprW£lTOI KaTe] Til OIOPKEIO TOU 81lAaojJou 
(KTO<; EOV TO TTPOOooKojJ£va oqJtAIl OVTIOT08jJi~ouv onolai5~nOTE TTJ80vo Kivouvo KOI jJovo KOlOTTJV 
lOT pIK~e; oUjJj3ouA~e; 

2.4.5 ETTiopoO"Il O"Tllv IKOVOT'lTO OOrlYIlO"IlS KOI XElPI0"110lJ I1'lXOVr1l1(lTwv: 
Mv txouv o1E~oX8Ei jJEMTEe; Via TIe; ETTIOpOOEIe; OTIlV IKavoTIlTO OO~VIlOrje; KOI XEIPIOjJOU jJrjXOVrjjJOTWV 

2.5 AJ\J\HJ\Enll1PM:Elr ME AJ\J\A <J>APMAKA 'H OVrlEr 
H OlJYXpOVrj XOP~VrjOrj OIOUPrjTIKWV ~ KOPTIKOOTEPOEIOWV jJTlopEi va OU~~OEI TOV Kivouvo TWV 
TlAEKTpoAuTIKWV olOTapaxwv EOV Arl<P80uv unEpj3oAIKte; 06oEIe; «ONOMA npOfONTOL:». 
01 rjAEKTpoAuTIKte; olOTapoxte; jJnopEi va npoKoMoouv EUOI08rjoio 011<; KapOIOKte; VAUKOoiCEe; 
LUVXOP~VrjOll jJE OVTIj310TIKO EVOtXETOI va iJElWOEI H1V K08apTIK~ CpOOrj TOU «ONOMA npOi'ONTOL» 

2.6 l10rOJ\OrlA: 
Ev~AIKE<; 5-15 mg (10-30 OTOYOVEe; oloAUjJOlOe;) KOla npOTijJrjoll 

TO !3paou 
nOIOIO (jJOVO OE OnOilUTrj tVOEI~rj) KC'nW TWV 5 ETWV 2,5 mg (5 OTOVOVEe; nOOljJou 

OIOilUjJOlOe;) 

6-12 ETWV 2,5-5 mg (5-10 OTOYOVEe; nooljJou olaAujJOloc;) 

To «ONOMA npOfONTOL)) nptnEI va AajJj3ovETOI TO j3poou WOTE va npoKaAEi KtVWOrj TO EnojJEvo 
npwi 

2.7 	 VnEPi10rOJ\OrlA-ANTIMETOnirH 
r u I-ITTTliJ11 OTO 
LE umpooooAOVrjorj jJnopEi va EKOrjAw80uv uoopEie; KEVWOEI<; (OIOppOIO), KwilIKOEIO~ oAVrj TOU 

EVTtpOU, KOIAIOKO oilVIl Kal KAIVIKWe; OlljJOVTIK~ onwAEla Kailiou KOI oMwv IlilEKTpoAuTWV 
Eniorje;, txouv avo<pEp8£i TTEPITTTWOEIe; loxoljJioe; TOU j3AEvvovovou TOU noxtoe; EVTtpOU OE oXtoll jJE 
IOIOiTEPO U4JIlMe; 1300£1(; TOU «ONOMA npOfONTOL» ano oUTte; TTOU OUVIOTWVTOI Via Hl 8EpanEia Tile; 
OUOKOIAIOTIlTOe; 
To «ONOMA npOfONTOL)) OTTWe; KOI oMo unoKTIKo, OTOV AajJj3ovETol XPOVIO OE Ul)JIlMe; 06oEIe; 
jJnopEi va TTpoKaMoEI XPOVIO OIOPPOIO, KOIAIOKO oAvoe" unoKoAloljJio, oEUTEpono8~ 
uTTEpaAOoOTEpoVIOjJO KOI vE<ppoilI8ioorj. BMf3rj TWV VE<PPIKWV owAIlvapiwv, jJETOj3oAIK~ OAKOAworj KOI 
jJUIK~ aouvojJio OEUTEpOTTa8~e; Tile; unoKaAIOIjJioe; tXOUV EniOlle; nEpIYP0<PEi OE oXtoll jJE Trj XPOVIO 
KOlOXPIl0rj TWV unoKTIKwV. 

GEpOTTEio 
MEoo OE jJlKPO XPOVIKO OIOOTrjjJO ono Trj iI~4J'l, 'l OTTOPPO<P'lOrj jJTTOPEi va EiloXIOTOTTOlrj8Ei ~ va 
rropEjJnooloTEi jJE npoKiI'lOll EjJETOU ~ nAuorj OTOjJOXOU MnopEi va anOlH18Ei onoKOlooTOOIl TWV 
UVpwv KOI olop8wOll T'le; IlAEKTpoAuTIK~e; OIOTOpOx~e;. AUTO tXEI jJEvoAIl OlljJooia OTOUe; TlAIKIWjJtvoue; 
KOI OTO natOlo. 
H XOP~VrjOrj OVTlonOOjJWOIKWV EVOEXOjJtvwe; va Eivol XP~OIjJrj 
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TI")A. KivTPOU LlI")Arpl")prao[wv: 210 77 93 777 

2.8 ANEnl0YMHTEr ENEPrEIEr: 

Onws; ~E 6AO TO <r0PiJOKO, iJEPIKtS; <ropts; nopouOIo~OVTOI oVEmSu~rJTES; EVtpY£I£S;. ME TO «OVO~O 

npO'fOVTOS;» ~nopEi va nopOUOIOOTOUV TO KOTWSI: 


t.IOTOpoxtC; oVOOOnOIf]TIKOU OUOH'Jb!OTOC; 

YnEpEUOIOSrJoio, ou~nEpIAo~~ovo~tvou TOU 0YYEIOVEUPWTIKOU OIO~~OTOS; KOI TWV OEP~OTIKWV 


OVTIOpaOEWV. 


t.IOTOPOxtC; TOU YOOTPEVTEPIKOU 

KWAIKOEIO~ OAYrJ TOU EVTtpOU, KOIAIOKO OAY0S;, OIOPPOIO, t~£ToS;, VOUTio, KOIAIOK~ ouo<ropio. 


Mr]V oVflOUX~OETE YI' OUTts; TIe; oVEmSU~flTES; EvtpY£I£S;· n,SOVwe; va ~flV napOUOIOOETE KOiJia ana aUTte; 
EVfl~EPWOTE TO YIOlPO oos; ~ TO <rop~aKonOIO oae; EOV Vo~i~ETE OTI nopOUOIO~ETE KonolO ana TO 
naponaVW ~ KonOIO oMa EVOXA~~OTO 

2.9 TI nPEnEI NA rNOPIZETE rE nEPlnTOrH noY nAPAI\EI4JETE NA nAPETE KAnOIA LlorH: 

Go EVEPY~O£TE ~E YVWiJOVO Tflv unopxouoo OUOKOIAIOTflTO 

2.10 HMEPOMHNIA I\H=Hr TOY npO'IONTOr 

Mfl XPr]oliJOnOIEiTE TO npol6v ~J£TO Tflv fliJEpO~flVio nou oVOypO<rETOI OTfl OUOKEuooio TOU. 


2.11 1.l'.IAITEPEr npO<l>YI\A=Elr riA TH <l>YI\A=H TOY npo"IONTOr: 

2.12 HMEPOMHN"IA TEI\EYTA'lAr ANA0FOPHrHr <l>"YI\I\OY O.l'.HrlnN 

3. 	 nI\HPO<l>OPIEr riA THN OP00l\OriKH XPHrH TON <l>APMAKON 
• 	 To <rOp~OKO aUTO TO tYPOlVE 0 YIOTpOe; OOC; iJOVO Y'O TO OUYKEKPliJtVO IOTPIKO OOC; npO~Ar]~O 


Mv nptnEI va TO OiVETE OE aMo OTOiJO ~ va TO xpr]OI~onOIEiTE v,a KonOIO oMfl no8r]0r], xwpiS; 

npoflyoUiJtvwe; va tXETE OUiJ~OUAEUSEi TO YIOlp6 oos; 


• 	 Eov KOla Tr] OlaPKEIO TrJS; SEpomios; E~<rOVI08Ei KonOIO npO~Ar]iJa iJE TO <r0PiJOKO, EVrJiJEPWOTE 

TO YIOTPO oae; ~ TO <rop~OKonOIO OOe;. 


• 	 Eov tX£TE onoloo~nOTE EPWTfl~OTIKO yupw ana Tie; nAr]po<ropiEe; nou 0<r0POUV TO <raPiJOKO 

nou AO~~OV£TE ~ XPEIO~EOTE KOAUTEPrJ EVfl~tpwOfl Y'O TO IOTPIKO ooe; np6~Ar]~0 ~r] OIOTOO£TE 

va ~flT~OETE TIe; nAr]po<ropiES; OUTte; an6 TO YIOlp6 Ooe; ~ TO <pop~OKOnOIO OOe;. 


• 	 ria va EivOi anOT£AEO~OlIKO KOI oo<roMs; TO <r0PiJOKO nou oae; xopr]y~8flKE So nptnEI va 

AOiJ~OV£TOI OUiJ<pwvo iJE TIe; oOflyiES; nou oae; 068flKOV. 


• 	 ria Tflv OocpaAEIO KOI Tr]V uYEio ooe; EivOI onopoiTr]TO va OIO~aO£TE iJE npooox~ Ko8E 

nAflPocpopia nou ocpopo TO CPOp~OKO nou oae; XOPrJy~8flKE 


• 	 Mr] OIOTflPEiTE TO <r0PiJOKO OE EP~OPIO TOU AOUTPOU, OIOTI fl ~tOTfl KOI rJ uypooia ~nopEi va TO 

aMolwoouv KOI va TO KOTOOT~OOUV Emf3Aaf3~ Y'O Tr]V uYEio OOS;. 


• 	 Mr]v KPOTClTE <rOp~OKO nou OEV TO XPEla~EOTE ~ nou txouv r']Ofl A~~EI. 
• 	 ria KaAuTEPrJ oocpaAElo KPOTOTE 6AO TO <raPiJOKO iJaKPla ono TO TIOiOlcl. 
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4. TPOnOr AIA0ErHL 

XOPfly£iTOI iJE IOTPIKrl OUVTOYrl· 


3. 01 OIKOIOUXOI KOI aVTITTp6ownOI UnoXPEoUVTOI ylO TrjV E<pap~oYri H1C; avwTtpw EYKUKAiou 

4 KOTomv TWV avwTEpw TTauEI va IOXUEI '1 UTT' api9\J. 21262/7-6-1995 (Opel'] ETTaVoA'14J'1 8-4-1996) 
EYKUKAIOC; TOU EO<l> 

KOIVOTTOil)or): 

ET BOEHRINGER INGELHEIM EAAA2: AE 
 H ANAnl\'liPI TA 

EAAHNIKOY 2 
t '11//' /

16777 EJ\AHNIKO ATTIKH2: 
MIPANT . rJOY1H, MD, PhD 

ATTOOEKT[(:; yla EvtpYEla : 
IEE8A1LWI 
;\ MWOYEiwv 136 

15561A8riva 


2. 	 Yn. Epyaoiac; AnaoxoAfl0rjC; & KOIVWVIKriC; npooTOoiac; 

rEVIKr'] r pa~~aH:ia KOIVWVIKWV Ao<paAioEwv 

f1/vorj Ao<poAlorjC; AoStvElac; & MrjTPOTrjTOC; 

2:TOiSiou 29,101 10 ASr']va 

(~E Trlv napoKArj01l EVrj~tPWOrjC; TWV Ao<paAloTIKWV 

Ta~Eiwv nou naptxouv YYEIOVO~IKr'] nEpiSaA4Jrj) 


3 	 navEMrivlo ImplKo 2:uMoyo 

nAOUTOPXOU 3, 10675 ASriva 

(~E TIlv napoKArjorj EVrj~tpwoll TWV 

TOTIlKWV ImplKwv 2:uAMywv TrjC; xwpac;). 


4. 	 navEMr']vlO CPap~aKEUTIKO 2:uMoyo 

nElpOIWC; 134 & AyaSrj~tpou 


11 8 54 ASriva 

(fJE Tllv napoKArjorj EVIl~tpwarjC; TWV 

TOTIlKWV CPap~aKEUTIKwV 2:uM6ywv TrjC; xwpac;) 


5 	 navEMrivla 'EVWOrj CPap~aKonolwv 


NoorjAEUTIKWV liSpu )Jorwv 

MlxaAoKonouAou 99, 115 27 ASriva 


6. 	 IKA-CPap~/Kr'] Ynrjpwia 

AyKwv/vou 8, 10241 ASriva 


A~/'--~~';:'t-- G~:.1 Ft~~: V '{ ~ i: .~\ ~ ;,! !',Y ,-., - ~ :~.7 orA KMiSoc; CPap~aKEuTIKr']C; nEpi8aA4JrjC; 

i I' i L~ '~, r'~'~i E fo, ' H
nOTrjoiwv 30, 106 77 A8r']va 	 . /.,(;:_ ·;.:;~r.".,''~.... .. G 

8 OiKOC; NauTou nElpOlWC; 	 '.:," . / ~~:~'" ~~; \ '[';iKC '.:,':' ":,:'" Tc"<, I., ((1>_ .. '--:'.<'~' \""-\ KnaAOIoMyou 15 	 I" ,~i: '. :F:'::':·'.·' ,i .\)I I :. \ '.:; I .' b:c,; .: .., \ .~ .-,
185 35 nElpOIOC; (J(\ ~. ,'.< ,,0," ,: 1',·,.. 1 'c. \ lJ. 

9. 	 OiKOC; NauTou ASrivac; L!:<\~:";/!?;/J>I Aauarwvoc; 2 & nOTIlOiwv ~"-	 • ,'r· , .----: . ;",' , ";,s'.. ... , .. ,' /'<" 	 '----.".. /' ~ \, /106 77 ASriva , -----' ..\ : \ ...•VI'.... t Ui'r"'"'( .'.~ 	 (')""/\ I,"'-~ I I I. t10 KtVTPO f1rjAIlTrjPIOOEwv ,~' 


NOOOKO~Eio naiowv "n& A KuplaKou" 

115271ouoi 


11 2:¢EE 
j AEWCP Krj<ploiac; 280 & Ayplviou 3 

152 32 XaMviSpl, ASr']va 
12. novEMrivla ''EVWOrj CPap~aKO~IO~rjxaviac; 


/\O~ljJO 7, 115 24 A~nEMKrjnOI, ASriva 

13. 'iJJAAoyo AVT/nwv CPap~aKEuTIKWV Elowv & EIOIKOTriTWV 


006<:; Tmolou 

180 XA~ E8v1KriC; ooou A8rjvwv-Aa~iac; 
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6.6.YH1-EA2S0-IJ/4 
(24a) 

14610 N. EPY8PAIA 
14.L'lEATio AyopavolJiac; 

naVEHlOHHJiou 42, 106 79 A8~va 
15.TEBE - <!>OPIJOK£I,JTIKtC; YmlPwi£C; 

Ay KWVOTOVTivou 5 
10351 A8HNA 

16. Mfl ]J£IIfl LuMoywv 
(OTTWC; 0 TTivaKoc;) 

ErOTEPIKH 11IANOMH: 
1. f),/v0rJ <lJap/Kwv M£MTWV & ''Ep£uvoC; 
2 f),/v0rJ f),/KWV YTTrJPWIWV EMyxou npO'IOVTWV 

TIJ~lJa 'EK000rJC; & Kwo. ATTOcpaO£wv 
3 r pOIJIJOT£io ETTlOTrJlJOVIKOU LUIJ[3oufliou EYKpio£wv 
4. rpolJlJOT£io L'lEUTEp0[3681J10U ETTlOTrJlJOVIKOU LUIJ[3oulliou 

M~11-2011 
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