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EI\I\HNIKH L'lHMOKPATIA 

ynOyprEIO yrEIAl: & KOINONIKH2:. 


A/\I\H/\ErrYHL: 

EGNIKOr oprANlrMor <l>APMAKON 
MWOYEiwv 284, 155 62 XoAapyo<; 

wwweofgr OPGH EnANAI\H41H: 21-2-2011 
L'l/vull L'lloIKIlTIKWV YnllPWIWV EAtyxou npOIOVTWV AGHNA,25-1-2011 
nArlPocpopiE<; M. L:APMOYL:AKH AP. npOT.: 4377 
TflAtcpLJ]vO 210-6507200 

ErKYKl\lOr - AnO<l>ArH 

GEMA 	Ka8oplul-l0<; nEpiAfl4Jfl<; XapaKTflPIGTIKWV TOU npoYovTOc; KOI C!luAAou OOflYII.iJv yo TO XP~GTfl 
cpaplJaKEuTIKWV npolovTWV nou nEpIEXoUV opauTIKo UUUTOTIKO PICOSULFATE SODIUM 

'EXOVT£<; UnOljJfl: 

0) TI<; 6IOTa~EI<; Tfl<; KOIV~<; YnoupYIK~<; Anocpau'l<; L'lyr3 (0) 83657/2005 "nEpl EVapl-l0Vlufl<; Tfl<; EAAflVII<~C; 


NOl-lo8wia<; I-1E Hj\! aVTiuTOIXfl KOIVOTIK~ UTOV TOI-1Ea Tfl<; KUKAocpopia<;. .. ... ...... . TWV cpapl-10KEUTlKWV 

npo'lovTWV, nou npoopisOVTOI Yla av8pwmvfl XP~OIl", 


~) TflV un' api81-l.: 43391/23-6-2010 Anocpoofl npOEOpOU EOC!l (C!lEK 1052/TEUX0C; L'lEuTEpo/12-7-201 0) 

«nEpi I-1ETO~I~aOEW<; OrKOIWI-1OTo<; unoypacp~c; OTTO TOV npOEOpO EOC!l npo<; TOU<; npo'luTOI-1EVOU<; 

orEU8uvuEWV EOC!l». 

y) Tfl rVWI-lClTEUUIl TOU EmoHlI-l0VIKOU 2:.ul-l~ouAiou EYKpiuEWV , TI-1~l-lo A' ap. C!l-226/11-6-201 O. 


AnO<l>ArIZOYME 

H nEpiA'l4J1l XapaKTrjplUTIKWV TOU npo"loVTOC; cpaplJOKEUTIKWV npolovTWV nou nEplEXoUV 0POUTIKO 
OUUTOTIKO PICOSULFATE SODIUM OpiSETOI w<; E~~<;: 

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

1. ONOMArlA TOY <l>APMAKEYTIKOY npOrONTOr 

2. nOIOTIKH &nOrOTIKH rYNGErH 

4,4' -(2 -pyridil-meth yle ne )-d i phe nol-bis( hyd rogensu Ifate-ester)d isod iu m salt (=Sod i u m Picosu Ifate, 
TTlKo8EIIKO VClTPIO) 

3. <l>APMAKOTEXNIKH MOP<l>H 

nOmIJE<; urayovEC;, OlaAul-lo 
KopalJtAEC; (Toffees) 
KaljJOKIO 

4. KI\INIKA rTOIXEIA. 

4.1. 	 G£pOTTEUTIKE<; £vi5£i~Ef(; 

110 XOP~YflYfl Enl [3POX(J XPOVIKO olciuTrllJO 0'£ mpmTWCTEls OUOKOIAIOTflTa<; 
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ria oMil XP~Oll EKTOe; Tile; ~poxEioe; XOp~VIlO'le; ~ Via OIOYVWOTII(QUe; OKOTTOUe; TTplV OTTO 
EVXEip'lO'l ~ OKTIVOAOVIK~ E~ETOO'l, 'l XOP~V'lOil TTlK08Ellf(OU varpiou 80 TTpEml va yivETOI UTTO 
IOTPIK~ TTOPOKOAou8'l0'l. 

4.2. l1oooAoyia KOI TpOTTO~ XOP~YllOIl<; 
EV~AIKEe;: 5-15 mg (10-30 OTOVOVEe; OIOAU!-IOTOe;) KOTO 

TTPOTilJ'lOil TO ~p65u 
KOTW TWV 5 ETWV 2,5 mg (5 OTOvOVEe; OIOAUIJOTOe;) 

6-12 ETWV 2,5-5 mg (5-10 OTOvOVEe; oloMJlJaroe;) 

To CPOPIJOKO TTpEml vo AalJ~avETOI TO ~poou WOTE va TTPOKOAEi KEVWOll TO mOIJEVO TTPWT. 

4.3. AVTE:VOEi~£I<; 

To TTlK08EIIK6 vcnplo OEV TTPETTEI va XOP'lVEiTOI OE TTEPITTTWOEIe;: 
• 	 AOIOVVWOTWV ETTWOUVWV KOIAIOKWV OUTTTWIJOTWV TTOU IJTTOPEi VO ocpEiAoVTOI OE o~Eio 

OKWA'lKOEIOiTioa ~ oAMe; o~EiEe; XElpOUpVIKEe; KaraoToOEIe;, 6TTWe; OE EVTEPIK~ oTTocppa~Il 
~ XPOVIO cpAEVIJOVW0'l EVTEpoTT08Ela. 

• 	 EIMou. 
• 	 KaraoToOEIe; oo~op~e; OCPUOOTWO'le; !-IE aTTWAEIO OoaTOe; KOI 'lAEKTPOAUTWV. 
• 	 LE a08EVEie; IJE VVWOT~ umpwoI08'l0io OE OUOiEe; T'le; olJOoae; TOU TpiapuAOIJE8aviou ~ 

OE OTTOIOO~TTOTE ouoTarlK6 TOU TTpo"lovTOe;. 
• 	 ETTi oo~opoO KOIAlaKoO oAvoue; OUOX£TI~OIJEVOU IJE vauTia KOI EIJETO, TO oTToio IJTTOPEi VO 

EivOI EVOEIKTIKO TWV we; ovw KarooTooEWV.
• 	 LE TTEpiTTTWOll oTTaviwv KA'lPOVOIJIKWV KarooTooEWV, 01 oTToiEe; !-mopEi va EivOi 1J'l 

OUIJ~arEe; IJE KOTTOIO EKOOXO TOU 10IOOKWOOlJarOe; (oEirE TTapovpocpo «lolaiTEpEe; 
TTpOEIOOTTOI~OEIe; KOI 101aiTEpEe; TTpocpuM~EIe; Karo Til XP~O'l») 'l XP~O'l TOU CPOP!-IOKOU 
OVTEVOEiKVUTOI. 

4.4. IOloiT£p£~ TTpO£IOOTTOI~O£I<; Kal IOIOiT£P£<; TTpo<puAa~£I~ KOTa Til XP~Oll 
• 	 OTTWe; (.JE oAo TO cpOP(.JOKO Karo Tile; OUOKOIAIOT'lTOe;, TO TTlKo8EIIK6 vcnplo OEV TTPETTEI VO 

AO(.J~OVETOI OE OUVEX~ Il(.JEP~0I0 ~OO'l VIO XPOVIKO OIOOT'l(.JO TTEPOV TWV OEKO 'lj.JEPWV ~ 
VIO TToparETO(.JEVEe; XPOVIKEe; mpI60oue;. 

• 	 Eov OTTOITEiTOI Ka8'l(.JEpIV~ A~ljJ'l TOU CPOP(.JOKOU, VIO XpovIK6 OloOTIl(.JO TTEpav TWV 5 
Il(.JEPWV TTPETTEI vo OlEPWVIl8Ei TO OiTIO T'le; OUOKOIAIOT'lTOe;. 

• 	 H TTOparETOIJEVil ump~oAIK~ XP~O'l I-mopEi va OOllV~OEI OE oiaropox~ UVPWV, 
'lAEKTpoAuTIKEe; olaropaxte; KOI UTTOKOAIOI(.Jio. 

• 	 ZOAil KOI/~ AITT08UIJiO EXOUV ovocpEp8Ei OE 008EVEiC; 01 OTToiol EXOUV M~EI TTlK08EIIKO 
VOTpIO. 01 oI08tOI(.JEe; MTTTOIJEpEIEe; VIO OUTte; TIe; mpITTTWOEIe; UTTOOEIKVOOUV 6TI, TO 
OUIJ~OVTO ~TOV OUIJf3aro (.JE A1TT08U(.JIK6 ETTEIOoolO ocpOOEUO'le; (AITT08u(.Jio Mvw EVTOV'le; 
TTPOOTT08EIOe; Karo T'lV oTTof3oA~ TWV KOTTpOVWV), ~ !-IE (.JIO TTOPOOUIJTTo81lTIK~ OVTiopOOil 
OTOV KOIAIOK6 TT6vo TTOU oXETi~£TOI IJE Til ouoKOIAIOTilTO KOI 6XI oTTopaiTilTO OT'l 
XOP~V'lO'l TOU TTlKo8EI"lKOO varpiou. 

.. 	 To TTOIOIO Korw TWV 10 Erwv OEV TTptTTEI VO AalJ~OVOuV TTlKo8EIIKO VOTPIO xwpiC; larplK~ 
VVWIJOTEUO'l. 

• 	 2[ 1 ml TT601/l0U ola},U/laTO<; TTEPIEXOvTat ..... gr OOp{3IT6},I]<;, TTOU aVTloTOIXEi OE .... gr 
oop{3IT6},I]~ ava /lEYIOTI] OUVIOTW/lEVI] I]/lEPI701a 0001] KaTa TI] eEpaTTEia EVr}},fKWV Kat 
TTatOIWV avw TWV OWOEKa ETWv. 01 aoeEv[i~ /lE TI] OTTaVla K},I7POVO/lIKI'j KaTaoraOl] 
ouoavE~fa<; TI]<; CPPOUKTO(I]<; OEV ea TTPETTEI va TTaipvouv aUT6 TO cpap/laKO 

• 	 To «6vo/la TTpoioVTO<;» TTEPIEXEI TO EKOOXO methylparaben TO OTToio /lTTOPEi va 
TTpOKaMoEI a},},EPYIKE<; aVTlOpaOEI<; (meaVW<; KaeUOTEpI]/lEVa). 

4.5. AAA'lJ..£TTlopao£l<; 11£ aMo q>0PIJOKWTlKa TTpO·'OVTa KOI aAA£~ IJOpq>t~ oMIlJ..£TTiopOOll<; 

H TOUTOXPOV'l A~ljJil OIOUP'lTIKWV ~ KOPTII<OOTEPOEIOWV IJTTOPEi va au~~oEI TOV Kivouvo OIOTapax~e; T'le; 

100poTTiae; TWV 'lAEKTpoAuTWV EOV A'lCP800v UTTEP~OAIKEC; 560EIe; TTlK08EIIKOO varpiou. 

H olaropax~ TWV 'lMKTpoAuTt!JV (.JTTOPEi va 05'lV~OEI OE aU~IllJtvil wOI08'loia EVOVTI TWV KapoloKwV 

yAUKOOlOWV 

LUYXOP~Y'lO'lI-'E aVTI~loTIKO Ev5EXETOI va !-IEIWOEI T'lV f(Q8apTIK~ opao'l TOU TTlK08EIIKOO vOTpiou. 
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EVTEPOU, npoKOMi nEpICJTOIITIKEe; KIV~CJEIe; TOU KOAou KOI npooYEI Tr] OUCJCJWPEUCJr] UOOTOe; 1(01 
CJuvEmiJe; r]AEKTpoAuTWV CJTOV ouM TOU nOXEOe; EVTEPOU AUTo tXEI we; onOTtAwfJo Tr]V KEVlJJCJr] Tr] 
fJEilJJOIl TOU XPOVOU olor3aCJIle; KOI Til Or]fJloupyia fJaAOKcJJV KOnpOVWv 

5.2 <P0PPOKOKIVIlTIKEC; IOloHlnc; 

METa ana TOU GTOfJOTOe; XOP~YIlCJr] TO TIlK08EIIKO VCITPIO CPTOVEI CJTO KoAov xwpie; CJUCJTllfJOTIK~ 


onoppoCPIlCJIl· KOTO CJuvtnEla anocpEuYETOI r] EVTEpOllnOTII(~ KUKAocpopio. MtCJw ~OKTIlPIOlaK~e; 


oloCJnaCJr]e; CJXllfJOTii;ETOI GTO tVTEPO 11 opaCJTIK~ fJOPCP~, OI-(UOpOsUCPOlvuA)-nupIOIA-2-fJE8aVI0 H 

tVOPsll Tile; opaCJIle; TOU IOIOCJKEUOCJfJaTOe; EfJcpavii;ETOI CJuv~8we; IJETasU 6-12 wpwv Kal Ko80pii;ETOI 

ono Tllv amAEu8tpWCJIl Tile; opaCJTIK~e; oUCJioe; METa ono TOU CJTOfJOTOe; XOP~YIlCJIl fJIKpEe; fJOVO 

nOCJoTIlTEe; TOU cpapfJOKOU ~piCJKOVTOI CJTIl CJUCJTllfJOTIK~ KUKAocpopio. 

6EV unapXEI CJUCJxETICJfJOe; fJETOsU Tile; Ka8opTIK~e; OpOCJEWe; KOI TWV Enmtowv TOU opaCJTIKOU 

CJUCJTOTI KOU CJTO n AaCJfJo. 


5.3npOKAIVIKO GTOIXEIO YIO TIlV OGcpOM:IO 
To TIlK08EIIKO vOTpio CJE XOP~YIlCJr] ana TO CJTOIJO EfJCPOVIGE XOfJr]A~ o~Eio TOSIKOTr]TO CJE nElpOfJOTOi;wa. 
Olano TOU CJTOfJOTOe; TlfJte; LDso ~Tav > 17 g/kg YIO TO novTiKIO, > 16 g/kg yla TOUe; EnifJUEe; KOI > 6 g/kg 
yla TO KouvtAIO KOI TOUe; CJKuAoue; 01 fJEii;oVEe; EVOEisEIe; TOsIKoTIlTOe; ~TOV noAuolljJio, TPIxoovop8wCJIl 
oloPPola KOI tfJETOe;, oVTiCJTOIXO 
01 fJEAETEe; xPOVIOe; TOsIKOTIlTOe; fJEXPI 6 fJ ~VEe;, CJE mifJUEe; (CJE OOCJIl EWe; 100 mg/kg) KOI CJKuAoue; (CJE 
06CJIl twe; 1000 mg/kg), IJE TIlKo8EIIKO VOTPIO XOPllyoUfJEvo CJE mimoo 06CJEwv 500 Kal 5000 cpO pte; 
fJEyaAUTEpa TWV 8EpanEUTlKWV ETiintowv TOU ov8pwnou, npoKoMCJov OIOPPOIO KOI anwMla 
GWfJOTIKOU ~opoue; (fJE ~opoe; avacpopoe; 50 kg) IE maKoAou81l tK8WIl CJE UljJIlAEe; 06CJEIe; EfJCPaviCJTIlKE 
asloCJllfJEiwTIl OTpocpia TOU yaCJTpEvTEPIKOU ~Mvoyovvou 01 aMayte; nou GXETii;OVTOI W Til 8EpanEio 
npoKA~81lKaV AOyw TOU XPOVIOU Ept81afJOU TOU EVTtpOU, CJuvouoalJEVOU fJE KaXE~io 'DAEe; 01 
aVETIl8UfJIlTEe; EvtpYEIEe; ~TOV aVaGTptljJlfJEe;. To TIlKo8EIIKO VOTPIO OEV npoKoAwE aVETIl8ufJIlTIl 
EniopaGIl GTOV KapolaKo pu8lJo, GTIlV niwll TOU aifJOTOe; KOI GTIlV avanvo~ EVCJuvEiOIlTWV KOI 
vapKWfJtvwv i;wwv. 
To TIlKo8EIIKO VOTplO OEV EOEI~E OUVOTOTr]TO yovoTO~IKOTIlTOe; CJE ~oKT~pla KOI CJE Kunopa 81lAoGTlKWV 
KOTW ana CJUV8~KEe; in vitro KOI in vivo 6EV unopxouv oI08EGlfJEe; GUIJr3OTIKte; IJEAtTEe; 1J0KpOe; OIOpKElOe; 
yla oYKoytvwll GE IJUEe; Kal EniIJUEe;. 
To TIlK08EIIKO VCITPIO EPEUV~81l KE yla TEPOTOYOVO miopaGIl (TIJ~lJa II) CJE mifJUEe; (1,10,1000 Kal 10000 
mg/kg) KOI KouvEAla (1,10 KOI 1000 mg/kg) IJETO ana TOU GTOIJOTOe; XOP~YIlCJIl 
To TOSIKO EninEoa OOCJEWV aTIlIJIlTtpa, nou npoKoAwov CJol3ap~ OIOPPOIO, GuaXETiGTIlKaV fJE Tllv 
ElJl3puoTO~IKOTIlTO (OU~IlGIl Tile; npWIIJIle; EnovOPPOCPIlGIle;) xwpie; va napoumoi;ouv TEPOTOYEVETIK~ 
OPOGIl ~ oVETIl8uIJIlTEe; EvtpYEIEe; GTIlV avanopoywYIK~ Amoupyio TWV anoyovwv H YOVIIJOTIlTO KOI 11 
YEVIK~ aVoTITUsll TOU EIJ~p(jOU (TIJ~lJo I) Ka8we; KOI 11 npo- KOI IJETo-YEVVIlTIK~ avoTITu~1l (TfJ~lJo II) TWV 
EnifJuwv OEV mllPEOGTIlKOV OPVrjTIKO ana MGEIe; ana TOU aTOIJOTOe; 1,10 KOI 100 mg/kg. 
IUVOTITIKO, AOyw HIe; XOlJrjA~e; ~IOOI08WIIJOTrjTOe; IJETa ana TOU GTOIJOTOe; EK8WIl, Il o~Eio KOI XPOVIO 
TOslKOTrjTO TOU TIlK08EIIKOU VOTpiou ~TOV XOlJrjAEe;. 

6. <PAPMAKEYTIKA rTOIXEIA 

6.1 KOHlAoyoC; EKOOXWV 

KafJia YVWGT~ 

6.3 1liopKEIo ~w~C; 

6.4 IOloinpEC; TTpocpuAa~EIC; KOHl HI <puAa~1l TOU npo"l6vTOC; 

6.5 <PUGIl KOI GUGTOTileO TOU TTEPIEKTrI 

4 
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6.6 OO'lyi£<; xp~al1<; KOI X£lplapolJ 

6.7 KClTox0<; TI1<; oO£laS KuKAmpopias 

7. API0Mor Af1EIA KYK/\OCl>OPIAr : 

8. 	 HMEPOMHr-.JIA npOTHr ErKPlrHr/ANANEorHr Af1EIAr: 

9. HMEPOMHNIA THr (MEPIKHr) ANA0EOPHrHr TOY KEIMENOY 

2 	 To <PuMo OOIlVIWV VIO TO XP~OTIl CPOPI-l0KEUTlKWV TTpoToVTWV TTOU mplEXouV OPOOTIKO OUOTOTIKO 
PICOSULFATE SODIUM opi~Eral we; E~~e;: 

Cl>Y/\/\O Of1HrlON riA TO XPHrTH 

1. npOrf110PlrMor Cl>APMAKEYTIKOY npo"iONTor 

1.1 ONOMAr"IA: 

1.2 r"YN0ErH: 

f1paaTIKrl ouala: nlK08EIIKO Ncnplo 

"EKooxa: 


1.3 	Cl>APMAKOTEXNIK"H MOPCI>"H: nOOlIJES oravovES, OIOAUI-l0 

KOpOI-lEAEC; (Toffees) 

K04l0KI0 


1.4 nEPIEKTIKOTHTA rE f1PArTIKH OyrlA: 

1.5 nEPIrPACI>H-ryrKEYAriA: 

1.6 Cl>APMAK00EPAnEYTIKH KATHrOPIA: 

YTTOKTIKO 


1.7 ynEY0YNOr KYKI\OCl>OPIAr: 

1.8 nAPArKEYArTHr: 

1.9 ryrKEYArTHr: 

12. TI nPEnEI NA rNDPIZETE riA TO Cl>APMAKO noy rAr XOPHrHrE 0 rlATPOr rAr 
01 TTAIlPOcpopiEe; OUTDU TDU cpuMooiou OVOCPEPOVTOI I-l0vo OTO OUVKEI(PII-lEVO CPOplJOKO TTOU ooe; XOP~V'lOE 
o VIDTPOC; ooe;. nOpOKOAOUIJE 0101300TE TIC; TTPOOEKTIKO 80 ooe; OWOOUV 01l1-l0VTIKEC; TTAIlPocpopfEe;, oAM 
OEV I-lTTOPOUV va aae; TO E~IlY~oouv OAO. Eov tXETE KOTTOIE<; EPWT~OEI<; ~ OEV EfoTE oiyoupol Via KOTI, 
puJT~aTE TO VlaTp6 oce; ~ TO cpCPlJaKOTTOIO ace; 
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2.1 rENIKEL n/\HPO<POPIEL: 
To TTlKOSEIIKO VOTPIO OIEVEipEI TrjV KIVIlTIKOTrlTO TOU nOXEOe; EVTEPOU KOI IJEIWVEI Tllv anoppoCPIlOIl VEPOU KOI 
IlAEKTPOAUTwvETOI npoKoAEiTOI KOSOPOrJ OTOV unoPXEI XPOVIO OUOKOIAIOTrJTO ~ SEAOUIJE va KEVWOOUfJE 
TO EVTEPO Via va TO E~ETOOOUIJE. 

2.2 	 ENLlEI::EIL 
To TIlKOSEIIKO vcnplo EVOEiKVUTOI: 

.. OTrJV OVTlfJETWTTlOrJ TrJe; ouoKoIAIOTIlWe:; VIO ~paxu XPOVIKO OIOOTllfJa 
" npoEVXEIPIlTII,O, nplv ana TOV TOKETO yla Tllv npoETOllJaoia TOU EVTEPOU ImSwe; KOI Via TOV 

EVOOOKOTTIKO ~ aKTlvoAoVIKO EAEVX6 TOU 

2.3 ANTENLlEI::EIE: 

To cpopJJaKo IJnopouv vo f3orJe~oouv TOUe; OppWOTOUe;, fJnopouv ofJWe; va OIlIJIOUPV~oouv KOI 

npo[3A~fJOTa, OWV OUTO OEV AafJ[3ovovTOI oUlJcpwva fJE TIe; OOllviEe; 

110 TO OUVKEKPIIJEVO <POPJJOKO eo npEnEI, nplv TO nOpETE, va EXETE 

EVrJlJEPWOEI TO VIOTPO OOe; VIO TIe; OKOAOUeEe; nEpITITWOEIe; 

Eov: 

- EiXOTE nOTE KonolO OMEPVIK~ OVTi6pa0rJ ~ KonOlo OOUV~eIOTrJ OVTi6po0rJ OTO <POPfJOKO OUTO ~ OE OUOiEe; 

nou nEplEXOUV TrJV 01J060 TOU TPIOPUAOIJESOviou ~ OE KonOIO ana TIe:; OUoiEe:; nou nEplEXOVTOI OTO 

<pOPIJOKO. _ 

- unOPXEI unoljJio EIA£OU, o~Eioe; OKWAIKoEI6iTI60e; , oo[3op~e; O<pUOOTW0rJe;, O~EIWV XEIPOUPVIKLiJV 

KOTOOTOOEWV onwe; rJ EVTEPIK~ onocppo~rJ ~ o~EiEe; <pAEVlJovw6E1C; EVTEpIKEe; nOe~OEIe;. 


- Eni Oo~opOU KOIAIOKOU OAvOUe; OUOXETI~6JJEVOU IJE vOUTio KOI [IJETO, TO anoia IJnopEi vo EivOi Ev6EIKTIKo 

TWV we; ovw KOTOOTOOEWV. 

- LE nEpinTwoll onoviwv KArJPOVOlJlKWV KOTOOTOOEWV, 01 onoiEe; IJnopEi vo EivOi fJll OUfJf3OTEe; iJE Konolo 

EK60xo TOU 16100KEuOOIJOTOe; (6EiTE nopovpo<po «EIOIKEe; npocpuA6~EIe; KOI npoEI60nol~0EJ(; KOTO Hl 

Xp~orJ») Il XP~OrJ TaU «ONOMA npOfONTOl:» oVTEv6EiKVUTOI. 


2.4 EILlIKEE npO<PY/\A:::EIE KAI npOEILlOnOIHEEIE KATA TH XPHEH: 
2.4.1 rEVIKO: 


Onwe; IJE OAO TO <pOPIJOKO KOTO TrJe:; 6uoKoIAloTIlWe;, TO «ONOMA npOIONTOL» 6EV npETT£I vo 

AOIJi30VETOI OE OUVEX~ IlIJEP~OIO f300rJ Via XPOVIKO OIOOTrJ(JO nEpov TWV OEKa rJlJEPWV ~ VIO 

nopOTETOJJtVEe:; XPOVIKEe; nEp1060ue:; 

• Eov onOiTEiTOI K08rJ(JEPIV~ A~ljJll TOU <P0PIJOKOU, nptnEI vo OIEPEUVrJeEi TO OiTIO Tile; 6uoKoIAIOTIlTO<;. 
• 	 H nOpOTETOIJEVrJ UTIEp!30AIK~ Xp~orJ IJnopEi vo 06rJV~oEI OE OIOTOpOX~ uVpwv, rJAEKTpoAuTIKEe; 


6lOTopoxEe; KOI unOKOAIOIlJio 

• 	 ZoAIl KOI/~ AITI08uIJio txouv ovocpEp8Ei OE 008EVEie; 01 onoiol txouv Ad~EI «OVOIJO npolovTO<;». 01 

610SEOIIJEe; AETITOIJEpEIEe; VIO OUTEe; Tie; nEpmTWOEIe; un06EIKvuouv OTI, TO OUIJ!30VTO ~TOV aUIJf3OTo (JE 
Amo8uIJIKO ETIEIOOOIO ocp06EUorje; (Amo8ufJia AOvw EVTOVrje; npoon08EIOe; KOTO TrjV onof3oA~ TWV 
KOnpOVLJJV), ~ IJE fJlO nopooUlJn08rjTIK~ aVTi6poOil OTOV KOIAIOKO novo nou oXETi(ETOI JJE Til 
6uoKoiAloTrJW KOI 0XI onopoiTIlTO OTIl XOP~VrJOrj TOU TT1KOSEIIKOU vOTpiou. 

e 	 LE 1 ml TToatfJOU o/a,MJfJaTOC; TTEPf(:XOVTOI ,. gr OOp{3ITOt\f]C;, TTOU aVTlOTOIXEI OE .. ... gr oopplToMJe; ava 
fJEY10TI7 oUVIOTWfJEV17 '7fJEpr']ata 060'7 KaTa T17 8EpaTTEia EV17;\[KWV KOI TTatOIWV avw TWV 6woEKa uWv. 

~ 0) aofJEvEIC; fJE T17 oTTav/a Kt\I7POVofJIK/7 KaraoraUl7 6uoavE~iac; T17C; CPPoUKTo(l7C; OEV ea TTPETTEI va 
TTaipvouvaUTO TO cpapfJaKO 

.. To «ONOMA npOiONTOL» TTEPIEXEI TO EKOOXO methylparaben TO OTToio fJTTOpE[ va TTpOKaMou 
aAAEpyIKEC; aVT/op60ElC; (m8avwr:; Ka8uonpl7fJEva). 

2.4.2 nalolo: 

" 	 To nOlolo OEV npETIEI vo AOfJ!30VOUV «ONOMA npOIONTOL» xwpie; IOTPIK~ VVWIJOTEUOIl· 
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2.4.3 XP~crll KaHl Tllv KUf)crll: 

Mv unapxouv Enapl(Eie; KOI KaAwe; EA£YXOIJEVEe; IJEMTEe; YIO H) XP~OTI OE EYKUEe; yuvaiKEe; Mv 
unopxouv ovocpopte; nEpi aVEm8uIJflTWV ~ f3AamlKwv EnlOpClOEuJV KOTO Tfl OIOPKEIO Tfle; EYKU~Oouvfle; 
KOI OTO EIJi3puo nopoAa aUTO, onwe; IJE oAa TO cpOPIJOKa, TO (cONOMA npOIONTOb OEV So nptml 
va XOPflYEiTOI KaHl Tfl OIOPKEIO Tfle; EYKUIJOOuVfle;, EIOIKO TO npWTO TpfIJIlVO, EKTOe; EOV TO npOOOOKOIJEVa 
ocptAfl oVTlCJTa8lJi~ouv onolao~noTE m80vo Kfvouvo KOI IJOVO KOTomv IOTpIK~e; oUIJf3ouA~e; 

2.4.4 	 XP~crll KOTO HI OlapK£IO Tile; yoAouxioe;: 
KAIVIKO OEOOIJEva OEfxvouv OTI OUTE TO OpaaTlKO TIJ~IJO TOU 1J0pfou TOU mK08E(IKOU vOTpfou (ol-(n
uopo~ucpofvuA)-nuploIA-2-IJE8ovI0) OUTE TO yAUKOUpovfolo TOU EKKpfvoVTOI OTO yoAo UYEIWV yuvOIK0JV 

nopoAo aUTO onwe; IJE oAa TO cpaPlJaKa, OEV 80 npETTEI va XOPIlYEfTOI KOTO Til OlaPKEIO TOU 8llAaolJou, 
EKTOe; EaV TO npOOOOKOIJEva ocptAIl OVTIOT08)Jf~ouv OTTOloo~noTE m80vo KfviSuvo KOI IJOVO KOTomv 
IOTpIK~e; OUIJi3ouA~e; 

2.4.5 	 ETTiopacrf) crTllv IKovoTf)Ta 00rlYllcrlle; KOI X£IPIaIJOU 1J1lXOVlllJoTWV: 
Mv txouv iSlE~ax8Ef IJEAtTEe; YIO TIe; EmiSpoOEIe; OTflV IKOVOTIlTO oiS~YflOIle; KOI XEIPIOIJOU IJllxavlllJOTwV. 

2.5 A/\/\H/\EnL~PArElr ME A/\/\A Cl>APMAKA 'H OyrlEr 
H oUYXPovll XOPtlYIlOIl OIOUPIlTIKWV ~ KOPTIKOOTEPOEIOWV IJnopEf va OU~~OEI TOV Kfvouvo TWV 
IlAEKTpoAuTIKWV OIOTOPOXWV EOV AIlCP80uv umpl3oAIKEe; 06oEIe; c(ONOMA npOfONTOI». 
01 IlAEKTpoAuTIKEe; OIOTOPOXEC; l.mopEi va npoKoMcrouv EUOI081l0fa OTIC; KapOlaKEC; yAUKooiOE<; 
IUYXOP~YIlOr] IJE OVTI1310TIKO EVOEXETOI va IJEI0JOEI Tr]V Ka8apTIK~ OPOOIl TOU «ONOMA npotoNTOI». 

2.6 ~OrO/\OrlA: 

Ev~AIKEC; 5-15 mg (10-30 OWYOVEe; OlaAuIJOTOe;) KOTO npoTilJll0r] 
TO I3paou 

nOiOIO (IJOVO OE anoAuTfl EVOEI~Il) KaTw TWV 5 ETWV 2,5 mg (5 OTOYOVEC; nOOl)Jou 
OIOAUIJOTOe;) 

6-12 ETWV 2,5-5 mg (5-100TOYOVEC; nOOllJou OIOMJIJOTOe;) 

To «ONOMA npOIONTOI» nptnEI va AOIJi3aVETOI TO I3paou WOTE va npoKoAEf KEVWOIl TO EnOIJEVO 
npwf. 

2.7 	 YnEP~OrOJ\OrlA-ANTIMETQnlrH 
ruIlTTHlJIJ aTa 
IE umpooooMYIlOillJTTopEf va EKOr]AwSouv uoopEfC; KEVWOEIC; (OlaPPOIO), KwAIKOEIO~ oAYr] TOU 

EVTEPOU, KOIAloKa aAYIl Kal KAIVIKWe; OflIJOVTIK~ aTTwAEla KaAiou KOI aMwv r]AEKTpoAuTWV, 
EnioflC;, txouv avacpEpSEf TTEpmTwoEIC; 10xallJfoc; TOU I3AEvvoyovou TOU naXEoc; EVTEPOU OE 0XEOr] iJE 
IOIOiTEPO UljJIlMe; Mom; TOU «ONOMA npotoNTOL» ana oUTLe; nou OUVIOTWVTOI Via HI SEPOTTEfo Tr]e; 
OUOKOI.f."OTIlTOC; 
To «ONOMA npOrONTOI» OTTWC; KOI aMo UnOKTIKa, OTOV AOlJl3avETOI xpovla OE uljJr]MC; 06oEIC; 
IJnopEi va npoKaMoEI XPOVIO olappolo, KOIAIOKO aAvoe;, unoKaAIOIlJia, OEUTEpOTTOS~ 
unEpoMoaTEpovlcrlJO KOI vEcppoAISfaor]. BMI3r] TWV VECPPIKWV owAr]vapiwv, IJETOl3oAIK~ aAKoAwoll Kal 
IJUIK~ aouvol-lia OEUTEpoTTaS~e; Tile; UTTOKaAlallJioC;EXOUV mfOflC; TTEplvpacpEf OE OXEOIl IJE Tr] XPovla 
KOTOXPIlOIl TWV unaKTIK0Jv. 

G£paTT£ia 
MEoa OE IJIKPO XPOVIKO OIOOTfllJa ana Til A~ljJfl, 11 anoppocpllOlllJTTopEi va EAaXloTOnolflSEi ~ va 
napElJnOOIOTEf fJE npoKAlloll EIJETOU ~ nAuor] OTOlJaxOU MnopEf va OTTOlTllSEf anoKOTooTOOfl TWV 
uVP0Jv' 1<01 OlOp8ciJufl Tfle; flA£KTpoAuTIK~e; iSIOTOpOx~e;· AUTO EXEI iJEVaAfl 0fllJooio OTOUe; flAIKIWlJtvoue; 
KOI uTa nOiOIO 
H XOpnVflOfl OVTIOnOOlJuJOIKWV EVOEXOPEVWC; va EfvOI XP~OI)Jfl 
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TI1A. K£vrpou lHjArjH1PIOOEwv: 21077 93 777 

2.8 ANEnI0YMHTEl:: ENEPrEIEl:: 

OnWe; IJE oAo TO cpOPlJaKO, IJEPIKt\ cpOpte; nOpOUOIO~OVTOI OVETIl8UIJIlTEe; EvtpVElEe; ME TO «OVOfJO 

npoI6vTOe;» IJnopEi vo nopOUOIOOTOUV TO KOTW81 


lllOTOpOxtC; ovooonolllTIKOU ouoTrjlJOTOC; 

YnEpEUaI081l0iO, OUfJnEplAafJ~avofJtvou TOU 0VVEIOVEUPWTIKOU OIi5~IJOTOe; KOI TWV OEPIJOTIKtJJV 

OVTliSpOOEWV. 


lllOTOpoxtC; TOU yaoTpEVTEDIKOU 

KlJjAIKOEIO~ oAVrJ TOU EVTtpou, KOIAIOI(O oAvoe;, OIOPPOIO, tIJETOe;, vouTio, KOIAIOK~ iSua<popio 


M Ilv oVIlOUX~OETE Vi' OUTte; TIe; aVETIISUlJrJTEe; EvtpVElEe;. nlSOvwe; VO fJllV nopOUOIOOETE KOlJiO ana OUTte; 
EVIlIJEPWOTE TO VIOTPO 00<; ~ TO CPOPfJOKOnOIO OOe; EaV VOlJii;ETE OTI nopouOIoi;ETE KonOIO ana TO 
naponaVW ~ KonOIO oMo EVOXA~fJOTO 

2.9 TI nPEnEI NA rNOPIZETE rE nEPInTOrH noy nAPAI\EI4'ETE NA nAPETE KAnOIA ~orH: 

80 EVEPV~OETE IJE yvwlJovo TrJV unapxouoo OUOKOIAIOTIlTO. 

2.10 HMEPOMHNIA I\H':::Hr TOY npo"iONTor 

Mil XPIlOlIJOnOIEiTE TO npoYov IJETO TrJV rJfJEpolJrJvio nou ovaVPocpETOI OTIl OUOKEuooio TOU. 


2.11 1~IAITEPEr npO<l>YI\A:::Elr IIA TH <l>YI\A:::H TOY npoTONTor: 

2.12 HMEPOMHN-IA TEI\EYTA-IAr ANA0EDPHrHr <l>-YMOY O~HllnN 

3. 	 nI\HPO<l>OPIEr riA THN OP00l\OriKH XPHrH TON <l>APMAKON 
• 	 To CPOPfJOKO aUTO TO tYPOlfJE 0 vlOTp6e; oae; fJOVO Yla TO OUVKEKPllJtVO IOTPIKO OOe; npo~ArJfJO. 


llEV nptnEI va TO OiVETE OE oAilo OTOlJa ~ vo TO XPIlOllJonolEiTE VIO KonOIO oMIl n08rJoll, xwpie; 

npollyoUfJ£VWe; vo tXETE oUfJ~OUAEUeEi TO YIOTPO ooe; 


o 	 Eov KOTO TrJ OIOPKEIO Tile; SEponEioe; EfJCPOVI08Ei KanOIO npol3AlllJO fJE TO CPOPIJOKO, EVIlIJEPWOTE 

TO YIOTPO aac; ri TO cpOPlJaKonOIO oae;. 


o 	 Eov tXETE onoloiSrinoTE EPWHWOTIKO yupw ana TIe; n )'IlPOcpopiEe; nou ocpopOUV TO CPOPfJaKO 

nou AOfJ!3avm: ~ XPElO~WTE KaAuTEPIl EvrH.lEpWOIl YIO TO IOTPIKO OOe; npo~AIlIJO IJIl iSlOTaOETE 

va (rJT~OETE TIe; nArlPocpopiEe; OUTte; ana TO YIOTPO 00<; ~ TO CPOPfJOKOnOIO oae; 


g 	 110 vo EivOi anOTEAwlJOTIKO KOI oocpaMe; TO CPOplJOKO nou ooe; XOPIlV~8IlKE So nptTI£1 VO 


AOIJ~OVETOI OUlJcpWVO IJE TIe; oiSllyiEe; TTOU oae; i56SIlKOV. 

" 110 TIlV OOCPOAEIO KOI TIlV uYEio OOe; EivOI onopaiTrJTO vo ola[3ooETE IJE npooox~ 1(08E 


nAIlPocpopio TTOU acpopo TO cpapfJOI(Q TTOU OOe; XOPIlV~8IlKE 


o 	 Mil iSlOTIlPEiTE TO cpoPfJOKO OE EPfJciPIO TOU AOUTPOU, 010T! Il (toTIl 1(01 11 uypooio fJnopEi va TO 
aAilol(.jJoouv KOI vo TO KOTOOT~OOUV Em~Aa~~ ylO Tllv uYEio ooe; 


" MIlV KparoTE cpoplJOKa nou OEV TO XPEIOi;wTE ~ nou txouv ~oll A~~EI 


Gila KOAUTEPIl oocpoAElo KparciTE oAo TO CPOPIJOKO IJOKPIO OTTO TO nOiolo 
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4. TPOnOr LlIAGErHr: 

XOPrJYEiTOI iJE IOTPII(~ OUVTOY~· 


3. 01 OIKOIOUXOI KOI OVTllTpOOWnOI unoxpEouVTOI Yla TrJV ECPOPiJOY~ TrjC; aVlUTEpw EYKUI<Aiou 

4. 	 KaToTTlv TWV avwT£pw TTavEI va IUXVEI I) UTT' api8jJ. 49818/14-7-2010 EYKVKAIOC; TOU EOCD 

KOIVOTTOiI)UI): 

ET BOEHRINGER INGELHEIM EAAAI AE H npOrrTAMENH Ll/NrHr LlYEn 


EAAHNIKOY 2 (J,. r) \,",
~(J..(X)

16777 EA/\HNIKO ATTIKHI 
EI\ENH KPHTIKOY 

ATTOO£KTU:; Via EvtpVEla : 
1. 	 fEE8A/LlYf 


I\. MWOYEiwv 136 

155 61 AS~va 


2 	 Yn. Epyaoioc; Anoox6Arj0rJC; & KOIVWVIK~C; npooTOoioC; 

fEVIK~ fPOl-liJOTEio KOIVWVIKWV AOcpoAioEwv 

Ll/vorJ AocpoAI0rJC; AoSEvElac; & MrJTp6TrJTOC; 

ITOOiou 29, 101 1 0 AS~vo 


(iJE TrjV napoKArJorJ EVrJiJEPW0rJC; TWV AocpaAloTIKWV 

TaiJEiwv nou TTOptxouv YYEIOVOiJIK~ nEpiSaAtjJrJ) 


3 	 novEM~vlo IOTPIK6 IuMoyo 

nAOUTOPXOU 3, 106 75 AS~va 


(iJE TrJV TTOPOKArJOrJ EVrJiJEPWOrj TWV 

TOTflKWV IOTPIKWV l..uM6ywv TrJC; xwpOC;) 


4. 	 novEM~VIO ¢OPiJOKEUTIK6 l..uMoyo 

nElpOIWC; 134 & AyoSrJiJtpou 

118 54 A8~vo 


(iJE TrJV TTapOKArjOrj EVrJiJtpw0rJC; TWV 

TOTTlKWV ¢apiJOKEUTIKWV IuM6ywv TrJC; xwpac;) 


5. 	 novEM~vla EvworJ ¢oPiJaKOTTOfwV 

N00rJAEUTIKWV IOPUI-l0TWV 

MlxaAoKOTTouAou 99, 115 27 A8~vo 


6 	 IKA-<t:>OPiJ/K~ YTTrjpwio 

Ay Kwv/vou 8, 102 41 AS~va 


7. 	 OfA KAoooC; ¢apiJOKEUTIK~C; nEpiSoAtjJrJC; 
nOTrJoiwv 30, 106 77 AS~va 


8 OiKOC; NOUTOU nElpOlWC; 

K. naAOIoAOyou 15 

185 35 nElpOIOC; 


9 	 OiKOC; NauTou A8~vac; 


fAauoTwvoC; 2 & nOTIlOiwv 

106 77 A8~vo 


10 	 KtvTPO LlrjArjTrJPIOOEWV 

NOOOKOiJEio naiOwv 'H& A KUPIOKOU" 


"'-.....-. f ~ -...".",,-..-.j 	 11527 fouoi 
,} 1 I<t:>EE 

AEW<jJ Krj<jJloiac; 280 & Ayplviou 3 
152 32 XOMVOPI, AS~vo 

12. novEM~vla '·Evwoll <t:>0PiJaKo[310iJrJxaviac; 

AOiJtjJo 7, 11524 AIJTfEAOKllnOI, A8~va 


13 	l..uMoyo AVT/nwv Q:J0PiJOKEUTIKC;JV EI00JV & EIi5WOT~TLJJV 


066C; TOTOIou 

180 XAIJ ESVIK~C; 0600 ASIlVWv-AaiJiac; 

146 10 N EPY8PAIA 


14 MArio AyopovoiJioc; 
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naVETTIOTIl1J1oU 42, 106 79 Ae~va 
15.TEBE - <PapIJOK£UTIKE<; YnIlPWI£<; 

AV. KwvoravTlvou 5 
10351 A0HNA 

16. Mr,IJEAfl LuM6vwv 
(OTTWC; 0 TTivaKoc;) 

ErOTEPIKH ~IANOMH: 
1. 	 !'::./vor, <POp/KWV M£Anwv & ''Epwva<; 
2 	 !'::./vOfl !'::./KWV YnflPWH.i.Jv EAtvxou npo'f6vTwv 

TIJ~lJa 'EKOOOr,C; & KWD. ATTocpaa£wv 
3. 	 rpalJlJOT£Ia EmOH1IJoviKOU LUjJ~OUAlou EYKPIO£WV 
4 	 rpalJlJOT£Ia MUT£poI368IJIOU EmoTfllJovlKOU LUlJl3ouAIOU 

ML/ErK-2011 
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