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l\/v0rJ l\/OIKrJTIKWV VTTrIPWIWV EAtVXou npOIOVTWV A0HNA,16-11-2010 
nAr)pocpopiES: A. nAV AOV AP. npOT.: 74666 
TrJAtcpwvo: 210-6507200 

ErKYKJ\IOl: - AnOcJ>Al:H 

0EMA: Ka8oplojJoS nEpiArJ4JrJS XapoKTrJPIOTlKWV TOU npoIoVTOS KOI cJ>UAAOU OorlYlwv V'O TO 
Xp~OTrJ cpapjJaKEUTlKWV npoIovTWV nou mplEXouV OpaOTIKO OUOTOTIKO METOCLOPRAMIDE 
HYDROCHLORIDE, OE ano TOU OTOjJOTOS KOI EvtoljJIl\-lOPCP~· 

'EXOVTES uno4JrJ: 
a) TIS OIOTO~EIS TrJS KOIV~S VnoupVIK~S AnocpaoilS l\Vr3 (a) 83657/2005 "nEpi EvapjJovloilS TrJS 

EAArJVIK~S NOjJo8wias jJE TrJV aVTioTOIXil KOIVOTlK~ OTOV TOjJta TilS KUKAocpopias ., ................ . 
TWV cpapjJoKEUTIKWV npoIovTWV, nou npoopisOVTOI Via av8pwTTlvrJ XP~oll", 

13) 	 TrJv un' api8\-l,: 43391123-6-2010 Anocpaoll npotopou EO<l> (<l>EK 1052ITEUXOS l\£uTEpo/12-7 -2010) 
«n£pi jJEwl3ll3oo£ws olKalwjJOTos unovpacpr'}s ano TOV npo£opo EO<l> npos TOUS npOIOTa\-lEvOUS 
ol£u8uvo£wv EO<l>>>. 

V) 	 TIlv rVWjJOT£U0rJ TOU ETTIOTIljJOVIKou l:ujJl3ouAiou EVKpio£wv ap. <l> - 415/13-11-2009 

AnOcJ>Al:IZOYME 

1. 	 H n£plAIl4JIl XOPOKTrJPIOTIKWV TOU npO'iOVTOS cpapjJaKEUTIKwV npoIovTWV nou mplEXouV OPOOTIKO 
OUOTaTiKO METOCLOPRAMIDE HYDROCHLORIDE. O£ ono TOU OTOjJOTOS KOI £vEmWI jJopCpr'} 
opiSETal wS £~~S: 

MelOclopramide hydrochloride 

nEPIAH\fJH TON XAPAKTHPIITIKON TOY npOIONTOI 

1. 	ONOMAl:IA TOY cJ>APMAKEYTIKOY npOiONTOl: 

2. 	 nOIOTIKH KAI nOl:OTIKH l:YN0El:H 

a) l:IPOm:YOpOXAWPIKr'} jJEToKAonpajJioil .................. 5 mg/5ml 

13) l\IOKio:VoPOXAWPIKr'} \-lETOKAonpojJi0rJ .. · ............... 1 0 mg/tab 


riO TOV nAr'}Pll KOTdAOVO TWV £KOOXWV, I3A. nopdvpocpo 6.1. 

3. 	cJ>APMAKOTEXNIKH MOPcJ>H 

0) LlpOTTI 
13) l\loKla 

4. KJ\INIKEl: nJ\HPOcJ>OPIEl: 

4.1 0£POTT£UTlKtC; £vlS£i~£IC; 
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• 	 KOPOIOKr'j OVOKOrrr'j, rrou qJq>OVf~ETOI Alyo OPyOTEPO orro Tf')V £yxuarJ. KOI rrou l-lrropEi vo 
mOKoAouBEi TrJe; [3poouKopoioe; 

bIOTOPOXEC: TOU OVOOOTTOtgTIKOU OUOTl'UJOTOS 
• noM arrovlo urrEpwolaB'1aio, ovoq>uAo~io, !3poyxoarroal-l0e; KOI OEPI-lOTIK£e; oVTlopoa£l<; 

bIOTOPOXEC: TOU OEplJOTOS KOI UTT0i50PIOU IOTOU 
• b.£PIJOTlK£e; OVTlopoaEle; orrwe; E~ovB'1jJo, KV'1al-loe;, oiorJl-lo KOI Kviowa'1. 

4.9 Ym:pi5oooAoyio 

L'1jJEio Kal aUl-lmwl-lOTa: 

MrropEi vo EjJq>avlaTOuv E~wrrUpOI-lIOIK£e; OIOTOpoxte; KOI vuaTOYI-l0e;, I-lEIWjJ£VO ErrirrEoo 

auvEio'1arJe;, auyxua'1 KOI \jJ£uoOlaBr'jaEIe;. 


H OVTljJETWTTlarJ TWV E~wrrupoI-lIOIKWV olOTapoxwv E[VOI jJovo aUl-lrrTwjJOTlKr'j ([3Ev~oolo~ErrivE<; aE 

rrololo KOI/r'j aVTlXOAIVEPYIKO OVTlTTOpKIVaovlKo q>0PjJOKO YIO TOUe; Evr'jAIKE<;). 


To aUjJmwjJoTO T'1e; ump!3oAIK~e; MarJe; YEVIKO oUTorrEplopi~oVTOI KOI urroxwpovv auvr'JBwe; I-l£ao 

aE 24 WpEe;. 

LuvlaToTOI yoaTplKr; rrAva'1. H Oll-looloAua'1 KOI '1 rrEptTovoIK~ oloAua'1 OEV q>OiVETOI vo EivOI 

onoTEA£OjJOTlKr'j aTrJv On0I-l0Kpuva'1 TrJe; I-lETOKAorrpol-lio'1e;. 


5. <l>APMAKOJ\OrlKEI IblOTHTEI 

5.1 <l>OPIJOKOi5UVOIJIKEt; 1i510n-ITEt; 

<l>0PlJoKo9EPOTTEUT1Ktl KOTIlVOpio: npOKIVIlTIKtl, KWi5IKOt; ATC: A03FA 


H iJETOKAorrp0l-li0rJ ETTITOXUVEI T'1V K£VWa'1 TaU aTOjJOXOU KOI TrJ 010[30'0''1 aTO AEmo £VTEpO. AUTO 
oq>£fA£TOI O1'1V oU~rJarJ TOU TOVOU TaU KOTWT£POU Olaoq>aYIKOU aq>IYKTr'jpO, TOU TOVOU KOI TaU 
EUpOUe; TWV nEplaTOATlKWV KIVr'jaEWV TOU aTOIJOXOU (IOIOiTEPO TOU nuAwplKOU OVTpOU) KOI TaU 
nEplaraATIal-l0u TaU OWOEKOOOKTuAou KOI T'1e; vr'jaTlOoe;, KOSWe; Erria'1e; KOI aTrJV TOUTOXPOV'1 
xoAoarJ TOU nuAwplKOU aq>IYKTr'jpa KOI TOU OWOEKOOOKTUAIKOU [3oA[3ou. 01 rroporrovw opoa£le; 
EPiJ'1VEUOVTOI ono Tie; XOAIVEPYIK£e; KOI TIe; OVTIVTOrr0I-lIVEPYIK£e; 1010TrJTEe; TOU q>0PjJOKOU, EVW 
ETTInAtov oaKEi KOI laXupr'j KEVTPIKr'j OVTlqJETIKr'j opoarJ. No alll-lElwSEi on rJ jJEToKAorrpojJi0rJ OEV 
m'1pEO~EI H) yoaTpIKr'j, XoA1Kr'j KOI rrOYKp£OTlK~ £KKpla'1 r'j Tr) Amoupyio TOU nox£oe; EVT£pOU. 
H OpOO'1 T'1e; I-l£TOKAonpojJiO'1e; aT'1V KIV'1T1KOT'1TO E~OUOETEPWV£TOI jJE TO OVTlXOAIVEPYIKO q>0PjJOKO. 
H iJETOKAonp0l-li0rJ ovoaT£AAEI Tr)V KEVTPIK~ KOI T'1V mplq>EpEIOK~ opoa'1 T'1e; orrol-lopq>iv'1e;. npoKoAEi 
omAwS£pwa'1 T'1e; rrpoAOKTiv'1e; KOI rropOOIKIl OU~'1a'1 TWV mlTT£owv T'1e; oAOoaTEpOV'1e;, I-IE TTlSOV~ 
nopOOIKIl KOTaKpOT'1a'1 UYPWV. H tvap~'1 T'1e; opoarJe; rrOpOT'1pEiTOI 1-3 AmTo I-lETO orro Evooq>At[310 
xop~Y'1a'1, 10-15 AmTo jJETO orro EVOOjJU"iKr'j XOPIlYrJarJ, Kal 30-60 AmTo I-IETO T'1 xop~Y'1a'1 ono TO 
aTOiJO. 01 q>0Pl-IoKoAoYIK£e; EV£PY£I£e; OIOPKOUV mi 1-2 WpEe;. 

5.2 <l>0PIJOKOKIVIlTIKEt; IOIOTIlTEt; 

To <P0PjJOKO, XOP'1YOUjJEVO orro TO aTojJo, onoppoq>oTOI TOx£we; KOI 01 jJ£YlaTEe; aToSjJEe; TaU aTO 

ail-lO nopOT'1pOUVTOI 30'-50' I-IETO TrJ xopr;YrJa~ TOU. 
Y<piOTOTOI I-lETOl3oAlal-lo npwT'1e; ol60ou aTO r;rrop, a orroioe; nOIKiAA£1 a'1jJovTIKO orro OTOjJO aE 
OTOiJO. H 13100IoSEOII-lOT'1TO KOTO I-l£ao opo T'1e; ano TaU O1OI-lOTOe; XOPrJYOUI-lEV'1e; I-lETOKAonpol-liO'1e; 
EivOI 75%, oAAo q>OiV£TOI OTl nOIKiAAEI jJETO~U 30% KOI 100%. 01 npoanoSme; rrou £YIVOV va 
xoprlY'1SEi TO q>0PjJOKO orro TO opSo YIO va ~EmpoaTOUV TO rrpo[3AlljJOTa TrJe; xop~Y'1arJe; ono TO 
aTOiJO £OEI~OV on '1 [310010S£OII-lOH}TO rrOIKiAAEI Enialle; ono OUTIl T'1V 000, OV KOI q>OiVETOI OTi EivOI 
EAo<ppwe; KoAUTEP'1 OTOV OiO£1al EVOOjJu"iKO. To q>OPI-lOKO OEV auvotETOI aE I-lEyoAo !3oSI-l0 jJE Tie; 
npWTEivEe; TaU nAciaI-lOTOe; (mpfnou 30%). 0 OYKOe; KOTOVOjJlle; TaU EivOI u\jJ'1Me; (mpinou 3,5 
LlKg) rrpoYI-l0 nou oEiXVEI EKTETOjJ£vll KOTOVOjJl'l TOU O1OUe; I01OUe;. 
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(24u) 

~IOTOeoxtc; TOU EVOOKmVIKOU O"UO"T()I.lOTO< 

• 	 Lllarapaxt~ TOU £VOOKPIVIKOU aUanlfJOTO~ KarO Til OIOpK£la TTOparETOfJEVIle; 9£paTT£iae; TTOU 
aX£Ti~oVTOI fJ£ TIlV UTTEPTTpoAoKTIVOlfJia (OfJIlVOPPOIO, yaAoKToppOla, yuvaIKOfJaaTia). 

rEVIKES OlaTCpoxt< Kal KOTaO"TOO"EIS TI]< OOOU Xopr')YI]O"!]S 

• 	 AAA£pYIK~ aVTiopoall TTOU mp1AofJl30V£1 aVQ(puAo~io 
• 	 AOuvofJia 

KopoloKtc; Kal OVVElaKES OIOTOPOXE< 

• 	 YTTOTOall, TTOU aKoAou8EiTOI aTTO oVTlaT08fJlaTIK~ TOXUKOpOio ErOrKO fJ£ TrlV £VEaIWI fJOpq>~ 
• 	 BpaOUKopoio, oauaTOAia, KaporaKOe; aTTOKA£lafJOe; rOloiT£PO fJ£ TrlV £vtarfJIl fJopq>~. 
• 	 KapOlaKr'J OVOKOTT~, TTOU EfJq>avi~£TOI Aiyo OPyOT£PO OTTO TIlV tyxuall, KOllTOUIJTTOPEi va 

maKoAou9£i Tile; I3poouKOpoioe; 

~IOTOpOxts TOU OVOO"OlTOl!]TIKOU O"UO"Tl'jlJOTOC:; 

• noAu am:lvro uTT£pwora91laio, aVQ(puAo~io, I3poyxoaTToafJOe; Kor OEPfJOTlKte; ovnopoa£le; 

~IOTOpoxts TOU OtPl;!OTOS Kat UlToo6elOU IO"TOU 

• MpfJaTlKte; oVTlopoa£re; OTTWe; £~OV8IWO, KVIlafJoe;. oiOllfJO KOI Kviowafl. 

2.10. HJ.!EpOJ.!llvio AI'J~IlC;; TOU lTPO"i6vTOC;; 

Avaypoq>£TOI aTflv £~wT£prK~ auaK£uoaio. 

L£ mpiTTTwall TTOU 11 flfJ£POfJflVio tx£r TToptA8£r fJIlV TO XPllarfJOTTOI~a£T£ 


2.11. IOIOiTEPEC;; lTpO(J)UAO~EIC;; VIO Til (J)uAO~1l TOU lTPO"i6VTOC;; 

2.12. HJ.!EpOJ.!llvio TEAwTOioC;; ov09EWP1l0"1lC;; TOU (J)uAAou OOIlVIWV xPI'JO"IlC;; 

3. nAHPOcJ>OPIEI riA THN OP00AOrlKH XPHIH TnN cJ>APMAKnN 

.To q>oPfJaKO aura aoe; TO typatpE 0 yrarpoe; aae; fJOVO yro TO aUYK£KprfJtvo IOTprKo aae; TTpol3AflfJa. 
b.£v 80 TTptTT£1 va TO OiVET£ aE oAAo OTOfJO r'J va TO XPllOlfJOTTor£iTE Ylo KOTToro oAAfl TTo8llall, 
xwpie; TTpOrwoufJtvWe; va tX£T£ aUfJl3ouAw8£i TO yrarpo aoe;. 

• Eov Karo Til OlopK£ra Tile; 8£pomioe; £fJq>ovla8£i KOTTOIO TTpol3AIlfJO fJ£ TO q>oPfJOKO, £vIlfJ£pwaT£ 
aJ,ltcrwe; TO YIOTPO aoe; r'J TO q>apfJOKOTTOIO aae;. 

• Eov tX£T£ oTTolaO~TTOTE £pwTIlfJOT1KO yOpw OTTO TIe; TTAIlPOq>opiEe; TTOU aq>opouv TO q>OPIJOKO TTOU 
AOfJI30V£T£ r'J xp£ro~£08£ KoAOTEPfl £vflfJtpwall YIO TO IOTprKO aae; TTpol3AflfJO fJfl OlaToa£T£ va 
~flT~a£T£ TIe; TTAIlPOq>opi£e; aUTte; OTTO TO YIOTPO aoe; r'J TO q>apfJOKOTTOro aae;. 

• flo va £ivar aTTOTEA£OfJOTlKO KOI aaq>oAEe; TO q>OPfJaKO TTOU aoe; XOPIlYr'J91lK£ 90 TTptTT£1 va 
AOfJl3ov£TOI aUfJq>wva fJ£ Tre; oOllyi£e; TTOU aae; 0681lKav 

• rro TIlv aaq>oAElo aae; KOI TIlV uy£ia aae; £ivor oTTapaiTilTo VO oral3oa£T£ fJ£ TTpoaoXr'J Ko9£ 
TTAIlPOq>opio TTOU aq>opo TO q>OPI-IOKO TTOU aoe; XOPIlYr'J81lK£ 

• Na 1-111 OIOTIlP£iT£ TO q>oPl-laKO a£ £Pl-lopla TOU AOUTPOU, OroTI 11 ~taTfl Kar 11 uypoaio I-ITTop£i va 
aAAolwaouv TO q>OPI-IOKO KOI va TO KOTOOT~aouv £TTlI3Aol3te; YIO TIlV uy£ia ao~. 

• No Wlv KPOTOT£ q>oPl-laKo TTOU o£v TO XP£IO~£OT£ TTAtOV r'J TTOU txouv ~Oll A~~£1.
•era fJ£ya~T£Pfl ~aq>oA~o KP~~ClT£ oAo TO q>oPfJOKO a£ oaq>aAE~ I-Itpo~ !JaKpuo OTTO TO TTOIOIO. 

4. TPOnOI ~IA0EIHI 

To q>OPfJOKO aUTO XOPfly£iTOI !JOVO !J£ IOTPIKr'J auvTOYr'J· 
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Metoc/opramide hydrochloride 

<l>YAAO O~HnnN XPHIHI 

1. npOrAIOPlrMOr TOY <l>APMAKEYTIKOY 

1.1. ONOMArlA: 

EVEOII-'O olaAuIJa: 10 mg/2 ml AMP 


1.3 ruv8wl'): 

fjpaOTlKt'J Ouola: YOpOXAWPIK~ IJEToKAonpal-'iorJ 

EKooXa: 


1.3. <l>aPlJaKOTExvIKI't lJOP<PI't: 

EVEOIIJO olaAul-'a 


1.4. 	 nEplEKTIKoTI')Ta aE OpaaTlKI't ouaia: 

YopOXAWPIK~ I-'ETOKAonpaIJ!orJ 10 mg/2 ml 


1.6. rlEplypa<p1't - ruaKEuaaia: 

1.9. <l>aplJaKo8EpaTTEUTlKI't KaTl')yopia: AVTIEI-'ElIKO. 

1.7. YTTEU8uvoC;; oOElac;; KuKAo<popiac;;: 

1.8 napaaKEuaaTI'tc;;/ruaKEuaaTIlC;;: 

L 2. TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO noy rAr XOPHrHrE 0 flATPor r!TJ 

2.1. rEVIKic;; TTAl')po<popiEC;; 

To q>aPl-'aKO mplEXEI wS OpaOTlK~ ouoia I-'ETOKAonpal-'iorJ· 

H I-'EloKAonpalJiorJ ETiiTOXUVEI TrJV KEVWOrJ TOU OT0l-'axou KOI TrJ olal3aorJ OTO AEmo tVTEPO Kaf 

ETiinAEOV OOKEi fOXUp~ KEVTPIK~ aVTlEI-'ETlK~ opoorJ. 


2.2. 0EpaTTEUTlKEC;; EVOEi~EIC;; 
AVTll-'mimforJ oUIJmWIJOTWv (va urias, EI-'ETWV, OIoS~l-'arOS /3apous, nArJporrJTOS ~ OI01OOrJS TOU 
OT0I-'0Xou) nou oq>EiAoVTOI OE /3paoEia KEVWOrJ TOU OT0I-'0XOU ~ OE KaSuoTEPrJl-'EVrJ olol3oorJ OTO 
AmTo EVTEPO, onws OE mpmTwoEIS OIO/3rJTIK~S, IJETEYXEIPrJTlK~S (lolaiTEpo IJETO ono OIOlOIJ~ TWV 
nVEUIJOvoYOOTPIKWV), 1010naSous YOOTP0TI<lPWrJS KOI YOOTPOOWOEKOOOKTUAIKOu EAKOUS. 

AVTll-'ETWTIlOrJ oUl-'mwIJclTwv Oq>EIAOI-'EVWV OE yOOTPOOIOOq>OYIK~ noAlvopol-'rJorJ. 

npOq>UAOKTlKWS Via TaUS EIJETOUS j.JETO ono XrJj.JEloSEpanEia j.JE aVTIVEonAaoj.JOTlKO q>OPI-'OKa. 

LTrJV OKTIVOOlaVVWOTlK~ TOU OTOj.J0XOU Kal TOU AEmou EVTEPOU OE OTOj.JO j.JE /3pooEio KEVWOrJ ~ 


KaSUOTEPrJOrJ OTrJV npowSrJorJ OVTioTOIXO. 

LTOV EVOOOKOTIlKO EAEVXO TOU OVWTEPOU nEnTfKOU ylO TrJ OIEUKOAuv0rJ npoonEAoorJS TOU 

EVOOOKoniou npoc; TO OWOEKOOOKTUAo KOSWS KOI orrJ OIEVEPYEIO I3I04JIos TOU AEmou EVTEPOU 

npOKEIIJEVOU va npowSrJSEi 10XUTEpa TO EIOIKO 0PVOVO. 

EniorJS, rJ IJETOKAonpoIJiorJ SEWPEiTOI onOTEAwj.JOTlK~ OTrJV OVOIoSrJ0io KOI KOla TrJ OlopKEla TaU 

TOKElOU, Via TrJV npoArJ4JrJ EIOPOq>rJOrJS YOOTPIKOU mpIEXOj.JEVOU OTIC; OVanVEUOTlKEC; OOOUC;. 


2.3. AVTEvOEi~EIC;; 


- YnEpEuOIoSrJ0io OTrJ IJETOKAonp0j.Ji0rJ ~ OE Konolo ono TO EKOoxa. 

AIj.Joppovia TOU YOOTPEVTEPIKOU owA~vo, j.JrJXOVIK~ onoq>po~rJ ~ OlaTPrJOrJ TOU VOOTPEVTEPIKOU 

owA~vo, ylO TO onola rJ OIEYEPOrJ TrJC; KIVrJTlKOTrJTOC; TOU yaoTpEvTEPIKOU owA~va onoTEAEi Kivouvo 
~ aj.JEows IJElO ana TrJ XEIPOUPYIK~ mEj.Jl3a0rJ· 
- IOTOPIKO vEupoAllmlK~C; ~ npoKaAouj.JEvrJC; onD HI IJETOKAonp0j.Jioll I3paouKlvllolac;. 
- 'Ynap~1l ~ unoIVia unop~llC; q>OIOXPWj.JOKUTTWj.JOTOC; AOvw KIVMvou ool3ap~s umpTOOIK~C; KpiOIlC; . 

Luvouaoj.J0s IJE AEl3ovTona AOyw oj.Joll3oiou aVTOywvIOIJOu. 
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