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ErKYKAIOI: - AnOCl>AI:H 

0EMA: 	 Kaeoplol.lo
 nEpfArJl.jJrJ
 XapaKTrJPIOTlKWV TOU nporOVTO
 Kal <l>OMou 00rJVIWV Via TO XPGOTrl 
cpapl.laKEUTIKwV TTpoioVTWV TTOU TTEPI£XOUV OpaOTlKO OUaTOTlKO 
MAGALDRA TE, MaawJ.l£vo l5lado 

"EXOVTE
 UTTOl.jJrJ: 
a) TI
 OIOTcl9EI
 TrJ
 KOIVG
 YTTOUPVIK!'J
 ATTO<paorJ<; L\ yr3 (a) 83657/2005 "nEpl Evapj.JovIOrJ
 TrJ
 EMrJVIK!'J
 

NOj.J06wra
 j.JE TrJV aVTiaTOIXl1 KOIVOTIK!'J OTOV TOj.Jta TrJ
 KUKAocpopia
 ............ '" ........ TWV 
cpapl.l0KEUTIKWV TTP0"iovTwv, TTOU TTpOOpiSOVTOI yla avepwTTlvrJ xp!'Jar(, 

13) TrJv UTT' apI6j.J.: 8673/2/29-1-2009 (Ope!'] ETTaVclArJl.jJrJ) ATTocpaal1 npOEOpOU L\LlEO<l> (4)EK.253113-2-
2009) "nEpi j.JETO!3f!3aarJ
 apj.JooloT!'JTWV aTou
 L\IEUeuvTE
 TOU E0<1>" , 

V) TrJ rVWj.JOTEU0rJ TOU ETTlaTrJl.lOVIKOO rUj.J!3ouAiou EVKpiaEwv ap. 4>-359/9-10-2009. 

A n O <l> A  I: IZO Y M E  

1. 	 H nEpiArJl.jJrJ XapaKTrJPIOTlKWV TOU npO"j6VTO
 cpapl.laK£UTlKWV TTpdi6vTWV TTOU TT£PIEXOUV opaoTIK6 
OUOTOTIKO MAGALDRATE, MaawIJ£vo l5lado TPOTTOTTOI£iTOI w
 £-rK 

1. 	 ONOMAI:IA TOY <l>APMAKEYTIKOY npOTONTOI: 

400 mg l.laowj.JEvo oloKfo. 

2. 	 nOIOTIKH KAI nOI:OTIKH I:YN0EI:H 

1 l.laowj.J£vo oloKio TT£prEX£1 444-500 mg magaldrate (l.lavaMpdTrJ) TTOU aVTrcrrolXoOv O£ 400 mg 
magaldrate anhydrous. 

na TOV TT"!']PrJ KOTcl"OVO TWV £K06xwv, 13". TTapdvpacpo 6.1. 

3. 	 <l>APMAKOTEXNIKH MOP<I>H 

Maowf..l£vo oloKio. 

4. 	 KI\INIKEI: nI\HPO<l>OPIEI: 

4.1 	 0£pa1T£uTIKt. £vl5d/£I. 
2:Uf..lTTTW!-IOTIKG 6EpaTTEia TT£PITTTWOEWV OTTOU aTTOIT£iTOI 	'1 E9OUOETEPWOrJ TOU vaOTpll(OO O9EO
 : 

OTTl0600TEPVIKO
 Kal ETTlvaaTplKoC; KauO"o
 KOI TTETTTIKt
 oIOTapaXE:
 TTOU oXETiđoVTOI !-IE TO VcraTP!I(O 

O9U. 
raOTpIK6 Kaf OWOEKaOOKTUA!KO tAKOC;, of,Efcr Kell XPovla yaoTpiTloa, orGocpayiTloa aTTO 
TTaAIVOpoIJIlGrJ, tAKO
 aTTO stress. 
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LE aoSEvEf<; IJE tAKO<; TTptml va ViVETOI tAEVXO<; Via Hel. Pylori, 016TI 11 EKpfi;wo7 TOU OOllVEr OUv7Sw<; OTrlV 
iaoll TOU tAKOU<;. 

4.2 AO(JoAoyra Kal Tp6TTO@ xopfiy"(JIl@ 

Ta IJOOWIJEVa oloKia «ONOMA nporONTOL}} AaIJ!36vovTOI aTT6 TO o T6IJa KOI TTptml va lJaowvTOI KaM 
TTplV TIlv KOl6TTOO7 TOU<;. 


H ooooAovia E#EloIKEuE Tal av6Aova IJE TI<; EVOEi#EI<;. H OUV/WIl<; MOil Eival 1-2 lJaOWIJEVa oloKia (400-800 

mg) lJia wpa IJETO Ko8E KUPIO VEUlJa Kal alJtow<; TTplV Til VUKTEPIV7 KOlOKAIOll· 

H ooooAovia va IJIlv ump!3aivEI ra 6400mg mag aid rate TIlv IllJtpa. 

LE TTEpfTTTWOll vaoTpoowoEKaoaKTUAIKoU tAKOU<; Kal oloocpaviTloa<; aTT6 TTaAlvopolJIlOll, 11 8Epamia TTptTTEI 

va oUVExfi;ETOI Via 4 TouMXIOTOV E!3oolJdOE<;. 


Eov TO OUIJTTTWIJOTO mllJtvouv Via XPovIK6 OIOOTIllJa IJEvaMTEpo TWV 2 E!300IJOOwv KOTO Til OlopKEla TIl<; 

8EpaTTEfa<; IJE «ONOMA npOIONTOL», tva<; TTAr'jPll<; KAIVIK6<; tAEVXO<; TTptml va olE#ax8Ei Via va 

aTToKAElo8Ei TO EVOEXOIJEVO UTTap#Il<; KaKo780u<; v6oou. 


4.3 Avnvl:idA£I@ 

YmpEUOIo81loia O TIl OpaOTlK7 ouoia r'j OE KOTTOIO aTT6 TO tKooxa. 

LE aoSEvEi<; IJE VECPPIKr'j OUOAElTouPvia (Ko8apoll KpwTlvivIl<; < 30 ml/min) TO «ONOMA npOIONTOL» 
IJTTOPEi va XPll0lIJoTTolll8Ei 1J6vo IJE TOKTIKr'j TTapaKoAOU81loll TWV ETTlTTtowv TOU lJavvlloiou KOI TOU apVIAiou 
Olav opo. Ta mimoa apVIAiou OlOV opo OEV TTptTTEI va uTTEp!3aivouv TO 40 ng/ml. 

To «ONOMA npOIONTOL» TTptTTEI va XOPIlVEiTOI IJE TTPOOOX7 OE ao8EvE1<; IJE VECPPIKr'j avmopKEIa Kal OE 
aoSEvEi<; IJE TTUAWPIKr') oTtvwoll. 

To «ONOMA npOIONTOL» OEV TTptTTEI va XPIlOlIJO TTOIEi TOI OE TTOIOIO KOTW TWV 12 ETWV, AOvw 
aVETTapKou<; EIJTTElpia<; Via Til SEpamia OE aUTr'j Tllv IlAIKlaKr'j OlJooa. 

H aU#Il0ll TOU pH TOU vao TplKoU UVpou au#ovEI TOV Kivouvo aTTOIKlolJOU aTTO TTa80v6vou<; 
IJIKpOOpvaVIOlJou<;, 01 OTToiol TT-X- OE aoSEvEf<; IJE IJIlxavIKr'j UTTOOlr'jPI#Il Hl<; avaTTvor'j<; IJTTOPEi va 
TTpoKaAtoouv aU#IllJtvll ETTiTTTWOIl VOOOKOIJElaKr'j<; TTvEUIJOvia<;. 

L TO IJWpo Kal TO vEapo TTOIOIO TTp£ml va AIlCPSEi UTT0lJ.lll 11 TTl8av6T 11 TO va IJllv tXEI olavvwoSEi KAIlPOVOIJIKr'j 
ouoavE#ia OTIl CPPouKT6i;ll. 1 lJaOWIJEVO oloKio «ONOMA npOIONTOL» 400 mg mpl£XEI . ... 9 oop!3IToAIl<; 
Kal t TOI IJ£XPI . . . 9 oop!3lroA'l<; IJTTOPEi va AalJ!3ovovral IlIJEPlloiw<; 6rav TIlPouvral 01 OOIlViE<; OTIl 
ooooAovia. 

ETTEIO7 TO lJaOWIJEva oloKia «ONOMA npOrONTOL» Eival XaIJIlAr')<; mpIEKTIK6TIlra<; OE vorplo, IJTTOpEi va 
AalJ!3ovO'.fTOI 1<01 aTT6 aoSEvEi<; IJE UlJ.lllAr'J apTIlPlaKr'j TTiWIl. 

nAIlPocpopia Via ola!31lTIKoU<; OOSEVEi<;: 1 lJaOWIJEVO oloKio «ONOMA npOrONTOL» 400 mg mpl£XEI ." 
!Jovou£<; uomuv8poKWV. 

4.5 AAAIlA£TTli5pa(J£I@ 1-1£ oMa <paPI-I OKtuTIKO TTpoi'oVTO Keu oM£@ I-IOp<pt@ aAAIlAtTTlopOa'lf;; 

ETTEIOr'j TO aVTl6#IVa IJTTOpOUV va EAaTTwoouv TIlv aTTopp6CPllOll oMwv cpaplJOKWV XOPIlVOUJ-lEVWV 
"TOU Toxpova, O IJVIOlclTOI !") AļqH"l oMwv cpaplJoKWV va vivETal 1-2 WPE<; IJE TO Til M4JIl TOU «ONOMA 


npO"iONTOL». 


t:luwi)TEpa, £X£I TTapmllPllOEf O"IllJaVTIKr'j EMTTWOll Tile; arroppoCP'lOll<; T£TpaKUKAIVtlJV 1(01 KIVoAOV0JV 

(O!TTpoq),Ľ.osooiv!j, ocpAo#aofvrJ 1<01 vopcpAo#aOrVIl) KO TO Til XPr'j01l aVTlo#ivwv. 

MII(pr'j £AaTTWOfj OTIlV OTTOPPOCPIlOll Trl<; olyo#rvf1<;, TrJ<; loovlaľi51l<;, TWV £VWC£0JV TOU O"!i5ri9H.)U 1(01 Hle; 

XAWpOTTpOlJasiv'l<; J-lTTOPEi va OUJ-l!3Ei orav UTTOPX£I TOUTOXPOVIl Ar'jlJ.lfJ OUTWV !JE «ONOIV1A npOl"ONTOI» 
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TIl<; OIOlJtOOU OIKTUWT³<; OTI´OOO<;, ETOI WOTE 11 OOIJ³ TIl<; oTl´aoo<; OUTµ<; va KOTOPPEEI KOla Til OlapKEIO TIl<; 

ESOU OETEPWOIl<;· 

800 mg magaldrate ESOUOETEPWVOUV mpinou 18-25 mEq uOpOXAuJplKOU OSEO<;. 


5.2 <1>apfJaKOKlvIlTIKE6 Il)l6TIlTE6 

H magaldrate OEV anopp0<pdTOI OUTouola ana TO YOOTPEVTEPIKO OUOTIlIJO. oAM tva nooooTo TWV IOVTWV 
apYIAiou KOI lJoyvrJoiou nou OnOOEOIJEUOVTOI KOla TIlV oloolKaoia ESOUOETEPW0rJ<;. KOla Til OlapKEIa TrJ<; 
old´aof']<; TOU EVTEPOU IJETOlpEnovTOI OE IJEPIKW<; olaAuTo <PWo<popIKa dAOla Kal anEKKplvoVTOI IJE aUT³ Til 
IJOp<P³ OTO Konpovo. 'Eva IJtpo<; TWV KOlIOVTWV anoppo<paTal. EAo<ppw<; ausrwtva ETIimoa apYIAiou OTOV 
opo EXOUV ´pE8Ei mpioTOOIoKO aKolJ1l KOI OE av8pwnou<; I../E <puOloAoYIKµ VE<PPIK³ AEITouPyla. 

MaKpOXPOVla XP³Of'] aVTlosivwv OKWOOIJOTWV nou mpIEXouV opyiAfO I../nopEf va EAaTTWOEI TrJV 
anoppo<pf']of'] TWV <pW0<P0PIKWV. 

- XapaKTIlPlaTIKo a£ aa9£v£i6/£loIKt6 OfJOO£6 aT6jJwv 

Aoyw TIl8av³<; oUOXET10Il<; I../ETOSU aVE´aOIJEvwV ETIITIEOWV apYIAiou OTOV opo TOU oiIJOlO<; Kal avamuSIl<; 
EYKE<paAono8Elwv. IOIOfTEPI) npooox³ XPElasETOI OE ao8EvEi<; OE ollJoKa8apol). LE lJaKpoXPovla 8EpanEia, 
01 OUYKEVTPWOEl<; apYIAiou OTO ollJo 8a npEnEI va EAEYXOVTOI TaKTIKa KOI OEV 80 npEnEI va unEp´aivouv TO 
40 ng/ml. 

LE ao8EvEi<; I../E VE<PPIK³ ouoAEIToupyia IJnopEi va napOlI)Pl180uv uljJl)M ETIimoa oPYIAiou OTO nMolJa KOI 
TOU<; laTOU<; (TO opyiAIO EvonoTi8EToi Kupiw<; OTOV VEUPIKO leno Kal ora OOTa) Kal <pOIVOIJEva 
umpooooAoyio<;. 

5.3 npoKAlvlKo O£ooIJEVa Via Tllv aa<pdA£la 

OSEla TOSIKOTIlTO OEV EXEI npoooloPIOTEi Myw Hl<; xaIJIlA³<; onoppo<pI)OI1<; (10 % Yla TO l-IayvµOIo KOI 
mpinou 1 % Yla TO opyfAlo ana TO OVTlO¶Iva) Kal TI1<; 0XETIKa YP³yopf']<; VE<PPIK³<; ontKKplorJ<;. 

H TIl8av³ I../ETOAt.aSloyovo<; opaol1 TIl<; magaldrate OEV EXEI EPEUVI)8Ei EnapKw<;. no TI<; EVWOEI<; TOU apYIAiou 
OEV unapxouv 0XETIKE<; EVOEiSEI<; Yla KdnOla IJETaAAaSloyovo Opdo'l. 

llEV txouv yiVEI IJEAETE<; YIO TIl8ov³ OYKOyOVO opaOI1 TrJ<; magaldrate. 

llEV EXOUV yiVEI IJEAETE<; EI../´puOTO¶IKOTIlTO<; ora swa. D.EV unapxouv EVOEiSEI<; Yla KonOIO Kivouvo Olal-lapTia<; 
TI1<; olanAaof']<; OTOV dv8pwno. 
EIJ!3puoTOSIKOTI1TO EXEI nopaT'lPl)8Ei OE IJEAETE<; I../E dME<; EVWOEI<; TOU OPYIAiou. MEAETE<; OE apoupafou<; 
EOElsav aUSI101l OTI)V I-IETaYEVVI1TIKµ 8V'l0lIJOT'lTO Kal Ka8uoTEpl)I-IEVIl avdmuSI1 TWV KIVIlTIKWV VwpWVWV 
OTO EIJ´PUO. 

6. <1>APMAKEYTIKEr nAHPO<l>OPIEr 

6.1 KaToAovo6 £Ko6xwv 

6.2 AaulJJ3aToTIlT£6 



mg uauwUEvo 
Magaldrate 

«ONOMA npOIONTO!:» 400 oluKio 

8,Ll YED-E.42S0-13/3 
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6.5 <PUUIl KOI UUUTOTIKO TOU lTEPIEKTIl 

6.6 OlillyiEe; XPrlUIle;JX£lpIUIJOU 


TO' /JaO'wlJ£va olO'Kia «ONOMA OPOIONTOL)} TTptTT£1 va IJOO'WVTOI KaM, TTplV Trl KOTdTrO(J! TOW;;, 


7. KATOXOI THI A,6EIAI KYKJ\O<POPIAI 

8. APleMOI(OI) AdEIAI KYKJ\O<POPIAI 

9. HMEPOMHNIA np!lTHI ErKPIIHI J ANANE!lIHI THI AdEIAI 

10. HMEPOMHNIA ANAeE!lPHIHI TOY KEIMENOY 

2, 	To $uMo OOIlVIWV Via TO XP!O'TIl q>ap/JaKWTlKWV TTPO'IO'VTWV TTO'U TT£PIEXO'UV opaOTIKO O'uOTaTiKO 
MAGALDRA TE, MouwlJ£vo i)luKio TPO'TTO'TTO'I£iTOI we; £>ri<;: 

<PYMO OdHrlON XPHIHI: nI\HPO<J)OPIEI riA TON XPHITH 

dloilouu TTPOU£KTIKO oAoKAIlPO TO <puMo olillyuiN XPrtUIle;, lilOTI TT£PltXEI lTAIlPO<popiEe; lTOU ElVO, 
UrUJOVTIKEe; Yla uoe;. 
To TTapov cpoplJaKO' O'ae; o1OTi9£T0I KOI xwpie; IOTPIKr'J OUVTOYr'J, OOVTWe; TTptTT£1 va XPIlOl/JO'TTOIr'JO'£T£ TO 
«ONOMA npOfONTOL» TTPOO'£KTIKO Via va tX£T£ TO KaMT£pa aTTOT£t.£O'lJaTO, 

$uM>T£ aUTO TO cpuMO' O'OIlYIWV Xp!O'Ile;, 'IO'we; XP£laO'T£i va TO' olaďoO'ET£ >avo, 
ATT£U9uv9£1T£ O'TO cpaplJaKO'TTO'lo 0'0'<';, £ov XP£laO'T£iT£ TT£PIO'O'oT£pEe; TTA'lPO'cpopf£e; ! O'uIJI3O'uMe;. 
ETTlKO'IVwv£iO'T£ IJ£ TO YIOTPO O'ae;, EOV TO O'UlJmW/...IaTO O'ae; £TT10ElVWSO'UV ! O£V UTTOXWPĐO'O'UV /...I£TO 
aTTo 14 11 IJEp£e;, 
Eov KOTTola aV£TT1SUIJIlTIl £vtpYEla yfv£TOI O'of3apr'J r'J av TTapOTIlP!O'ETE KOTTola aV£TT19uIJIlTIl 
£vtpY£la TTOU OEV avacpEp£TOI O'TO TTapov <puMo O'OflYIWV, TTapaKOAEiO'SE va EVfllJEpwO'ETE TO YIOTPO 
r'J TO cpaplJaKoTTOlo O'ae;, 

To rropov <puMo olillYIWV TTEprEXEI: 
1, TI £ivOi TO «ONOMA OPOIONTOL)} Kal TTola £ivai 11 XPđ(HI TOU 
2, TI TTPETT£I va yvWpiĒ£T£ TTPOTOU XPIlOI/...lOTTol!crm: TO «ONOMA npOIONTOL» 

3. nwe; va XPIlO'IIJOTTolf)O'£T£ TO «ONOMA npOIONTOL» 

4, nlSavte; aV£TT1SUlJflT£e; £vtpYE/£<; 

5, nwe; va CPUMO'O'ETOI TO «ONOMA npoTONTOL» 

6. AOITTE<; TTArlPocpopi£e; 

1. TI EINAI TO «ONOMA npOiONTOb KA! nOlA EINA! H XPHI:H TOY 

To «ONOMA npOIONTOL}) £ival avnoēlvo CPOPPOKO Kal n£pl£X£1 opaoT!t-:ft Quaia laO'i50valJfl npo<; OĔE[OIO 
TaU apYIAlou (18-26 %) Kal 0>£iOl0 TOU J-layvflo[oU (29-40 %), OE £IOIKtt 00i-lr) cmt300wv rrAEYJ-lOTo<; avoAoy'l 
TaU CPUO'Il(QU uopOTOAO'fTIl (hydrotalcite), H opaO'TlKF ouo[a TOU «ONOMA rlPOIONTOL» £[val fl oualO' 
magaldrate (/JO'yaAOpOTIl), 

�l 



L\L\ YETI-E.4250-J3!3 
(240:) 

To «ONOMA npOIONTO:t» XPIlOl\-lOT TOIEiTal Via Hlv aUI-lTTTwjJaTlK� 8EpaTTEia TTEplTTTWaEWV OTTOU 
OTTalTEiTOI 11 E�ouoETEpwall TOU vaaTplKou O�EO<;: 

OTTla80aTEpvIKO<; Kal ETTlvaaTplKoS Kauao<; KaI TTETTTIKE<; olOlapaXE<; TTOU aXETi\ovTOI I-lE TO yaaTplKO 
O�U. 
raaTplKO Kal OWOEKaoaKTUAIKO EAKO<;, o�Eia Kat xpovla vaaTpiTloa, olaocpaviTioa aTTO 
TTaAlvopojJllall, EAKO<; aTTO stress. 

LE aa8EVEi<; jJE EAKO<; TTPETTEI va vivnal EAEYX0<; Via Hel. Pylori OIOTI 11 EKpi\wa� TOU oOIlYEr auv�8w<; aTxv , 

iaall TOU EAKOU<;. 

H cpapl-laKoAoYIK� opdall TIl<; magaldrate [3aal\ETOI aTllv E�ouoETEpwall TOU vaaTplKoO O�EO<; (800 mg 
magaldrate E�OUOET£pwvouv 1T£piTTOU 18-25 mEq UOPOXAWPIKOU O�EO<;). ETTiall<; AajJ[3dv£1 xwpa oEal-lwoll 
TWV XOAIKWV O�EWV Kat TIl<; AuaoA£KI8ivll<;, 

2. TI nPEnEI NA rNQPIZETE nPIN NA XPHEIMOnOIHEETE TO «ONOMA rlPOi'ONTOE» 

MIlV XPIlO'IJ.lOTTolfjO'nE TO «ONOMA npo"ioNTOE» 
a£ 1T£piTTTwall aM£Pv1a<; (u1T£pwata8Ilaia<;) aTIl magaldrate � a£ OTTOIOO�TTOTE dMo auaTOTIKO 
TOU «ONOMA npOrONTOL}}, 

npOO't$TE IOlain:pa J.lE TO «ONOMA npo'iONTOb 
To «ONOMA npoIONTOL}} TTp E1T£ I va XPIlOII-lOTTOIEiTat jJE TTpoaox� Edv EXETE VECPPIK� avmdpKEla 

� TTUAWPIK� aTEvwall. Edv TTdaXETE aTTo VECPPIK� ouaAEIToupyla (Kd8apall KpEaTlvivll<; < 30 

mllmin), TO «ONOMA npOIONTOL}} I-lTTOPEi va XPIlOII-lOTTOI£iTat jJovo av ViVETOI TOKTlKO<; EAEVX0<; 

TWV ETTITTEOWV l-lavvllalou Kal aPVIAiou aTOV opo TOU aijJOlo<;. Ta ETTiTTEoa apYIAiou aTOV opo OEV 

TTPETTEI va uTTEp[3aivouv TO 40 ng/ml. 

H aO�llall TOU pH TOU yaaTplKoO uypoO au�dvEI TOV Kivouvo aTTolKlajJoO OTTO TTa80yovou<; 

jJIKpooPvaVlal-l0u<;, 01 oTToiol TTX aE aa8EvEi<; jJE I-lllxavlK� uTToaT�pl�1l TIl<; avaTTvo�<; jJTTOPEi va 

TTpoKaMaouv aU�lljJEV'l ETTiTTTwall voaoKojJElaK�<; TTvwjJovia<;, 


nmOICt 

To «ONOMA npoIONTOL}} OEV TTPETTEI va XPllaljJoTTolEiTOI aE TTalold IlAIKia<; KdTW TWV 12 ETWV, Mvw 
avmapKou<; EjJ1T£lpia<; Via Til 8EpaTT£ia aE aUT� TIlV 'lAIKlaK� ojJdoa, 

1\r't1Jl1l aMwv cpapJ.laKWV 

napaKaAEia8E va EvqjJEpwaETE TO V1OlPO � TO cpapjJaKoTTolo aa<; Edv TTaipvETE � EXETE TTdpEI TTpoacpaTO 
dMa cpdpl-laKa aKOjJa Kat aUTd TTOU o£v aa<; EXOUV XOPIlYll8Ei I-lE auvTOV�, 

E1TEIO� TO aVTlo�lva jJTTOPEi va EAanwaouv Tllv aTToppoCP'lall dMwv cpapjJdKwv XOPllvoOjJEvwv 
TOUToxpova, aUVlaTdTOI 11 A�4!11 dMwv cpapjJCtKWV va yivETal 1 - 2 WPE<; jJETd Til A�4!q TOU «ONOMA 

npOIONTOL}}, 

EIOIKOTEpa, EXEI TTOPOlIlPll8Ei allfJOVTIK� EAanWax TIl<; aTToppoq>llall<; TETpaKUKAIVWV Kat KIVOAOVWV 

(aIT Tpoq>Ao�aaivll, oq>Ao�aaivll Kat vopq>Aoøaoivll) KOla Til xp�a'l aVTIo�ivwv, 

MIKP� EAanwa'l aTllv aTToppOq>llaf] TIl<; olvo�iVIl<;, TIl<; laovlosfOIl<;. TWV EVWOEWV TOU 0I0�pOU Kal Tf]'.; 

XAWPOTTpojJasIVIl<; I-lTTOPEi va aUjJ[3Ei OTOV UTTaPXEI TOUTOXPOVIl A�4!11 aUTWV jJE «ONOMA npOrONTOL)). 

napaMIlAa, UTTdPX£1 m8avOTIlTC! £vioxuall<; TOU aVTlTTllKTIKOU aTTOTEMajJaTo<; TWV KOUf./apIVIKWV 

TTapaywvwv. 


H TOUTOXPOVIl A�4!'l «ONOMf\ npOIONTOL}; Kal ava[3pasovTWV oloKiwv TTOU TTEPiEXOUV KITPiKO n, TPUYii(O 

O�O aU�dVEI Tllv EVTEPIKù aTToppO(P'lOll TOU aPYIAiou. 
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KOTTpOVO. 

TOU I-IçVO TTOU OVO<ptPE TOI. 

f,f,YErI-E.4250-13/3 
(24a) 

Av TTPElTEl VO A01-l130V£T£ TO <pOPI-IOKO auv£xw<; KOI TTOPOA£i4JET£ I-IfO 06art, 80 TTPElTEl VO MI3£T£ Trt 060rt 
OUTç TO TOXU T£PO OUVOTOV. Av £VTOUTOI<;, TTArtalOè£1 rt WPO VIO TrtV £TTOI-I£Vrt Mart, !-Il1v MI3ETE TI1 060fl TTOU 
TTOPOA£i4JOT£ oMo ouv£xiaT£ KOVOVIKO TI1 8£pOTT£io. 

MflV TTOPET£ OITTAç 06afl VIO vo OVoTTAl1pwa£T£ TI1 MO'fl TTOU é£xoaoT£. 

ECiv aTaIJaTr1aET£ va XPfJCFlIJOTTOJElTE TO «ONOMA npoi'oNTOr» 

Eov aTOI-IOTçO'ET£ vo A01-l130V£T£ TO «ONOMA npOrONTOk» TTplV T£A£IWO£I fl 8£polTEia, £Vfll-l£PWO'T£ TO 
VIOTPO ç TO 
<pOPI-IOKOTTOIO ao<;. 

4. nl0ANEr ANEnl0YMHTEr ENEPrEIEr 

DTTW<; OAO TO <pOPI-IOKO, ETal KOI TO «ONOMA npOrONTOk» I-ITTop£i vo TTpOKOAEa£1 OV£TTl8Ul-lflT£<; 

£VEPvm<; ov KOI O£V TTOpOUalOèOVTOI a£ OAOU<; TOU<; OV8pWTTOU<;. 


01 OVETTI8Ul-lflT£<; £VEPV£I£<; OTTO TI1 OpOaTIKç ouaio magaldrate I-ITTop£i VO £ivol: 

noAu auxvtc; (ClUXVOTqTa EfJ(pavIClqc; ;:: 10 %): I-IOAOKO 

noAu aTTavlEC; (auxvoTqTO' EJ.1q;avlaqc; < 0, 01 %): OIOPPOIO. 


/\OVw Tfl<; mpl£xol-I£vl1<; aopl3lToAfl<;, TO l-I0awl-I£vo olO'Kio «ONOMA npOIONTOk» I-ITTop£i vo 

TTpoKoAEaouv aTOI-I0XIKE<; OIOTOPOXt<; (Ouam:4Jio) Kal OIOppOIO. 


ê£ oa8£v£i<; 1-1£ V£<PPIKç OV£TTOPK£IO KOI KOHl TI1 OIOPK£IO I-I0KPOXPOVIO<; XOPçVflOfl<; a£ U4JflM<; 060£1<; 

I-ITTop£i vo TTOPOTflPI18£i auaawpwal1 0PVIAfOU, lofw<; aTOV VWPIKO IO'TO KOI aTO oaTO KOI £MTTWO'fl TOU 

£TTlTTtOOU TWV <pwa<popIKWV. 

H XPOVIO xpçafl TOU «ONOMA npOrONTOk» a£ oa8£v£i<; 1-1£ V£<PPIKç OVETTdpK£lO I-ITTop£i vo 00l1vça£1 0'£ 

UTT£PI-IOYVflalOll-lio. 


Edv KorrOIO OVETTI8Ul-lflTI1 £VtPY£IO ViV£TOI aol3opç ç av TTapOTl1pça£T£ KOTTOIO OV£TTl8UI-II1TI1 £VEPY£IO TTOU 
O£V avo<ptp£TOI aTO TTOPOV <puMo OOI1Vu..iJv, TTOpoKoA£ia8£ vo £vl1l-1£pWa£T£ TO VIOTPO 
ç TO <pOPI-IOKOTTOIO ao<;. 

5. nor NA <l>Y J\ArrET AI TO «ONOMA npoi'oNTor)> 

No <puMaaETOI a£ I-ItPfl TTOU O£V TO <p8avouv KOI O£V TO I3MTTOUV TO TTOIOld. 

No 1-111 XPflalI-lOTTOI£iT£ TO «ONOMA npOrONTOk» I-IETa TflV fll-l£P0l-lflViO AçéI1<; TTOU ovaypa<p£TOI OTO KOUTi 
KOI aTO blister. H fll-l£P0l-lflVio Açéfl<; £iVai fl T£AWTOio ql-lEPO 

6. AOlnEr nAHPO<l>OPIEr 

TI m:pliXEJ TO «ONOMA npoi'oNTOb 

H BpocrTIKç ouaio £ivol fl magaldrate (I-I0YOMPOTrt) a£ TTOaoTI1TO 444-500 mg ova f.mCJwj..l£VO olCJKio. 
TTOU OVTICJTOIX£i a£ 400 mg magaldrate anhydrous. 
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ATTOi5EKT£<: Via £vtpyEla 

I �./ ... (, 

��YEn-EA2S0- J 3/3 
(24u) 

EIJ<paVI(J'I'I TOU «ONOMA npoiONTor» KOI n£pl£xojJ£vo TI')k auaK£uaaiak 

KaTOXOk ai5dak KuKAo<popiac; KOI1Tapavwvok 

To nap6v <puMo Oi5llYJ(.i,)v xpilGI1l £VKprSIlK£ Via T£A£umia <popa am; 

3. 	 01 OIKOIOUXOI KOI OVTlTTp6oWTTOI UTlOXP£OUVTOI VI O Tl'lv Ec.pOPIJOVæ Tl"l<; ovwrtpw EVKUKAfou. 

4. 	 KaTomv TWV avwTEpw nau£1 va laxu£1 I') un' apiSJJ. 2422316-9-1989 (OpS., EnavaKolvonoillall 20-
10-1989) EVKUKAIOk TOU EOel>. 

Er . :  	 NYCOMED HELLAS AE 
1\. KH<t>I LIAL 196 

152 31 XAJ\AN\PI ATTIKHL 

: 

1. 	 rEEeAl\Yr 
I\. MWOYEiwv 136 
155 61 A9ævo 

2. 	 YTT. Epyoofo<; ATTOOX6A'10'1<; & KOIVWVIKæ<; npooTQaia<; 
rEVIKæ rpalJlJar£ia KOIVWVIKWV Aoq>aAioEwv 
\/vo'1 AOc.pClAIO'1<; Aa9tv£la<; & M'1Tp6T'1TO<; 

LTOOlou 29, 101 10 A9æva 

(IJE Trlv TTapClKA'10'1 EV'1lJtpWa'1<; TWV AOq>aAlcrTIKWV 

TafJElwv TTOU Tlaptxouv YYEIOVOfJIKæ nEpi8aAljJl1) 


3. 	 l1avEMævlo larpIK6 LuMoyo 
nAOUTClpXOU 3, 106 75 A8æva 
(IJE T'1V TTapClKA'10'1 EV'1lltPWOrj TWV 
TOTIIKWV larplKwv LuM6ywv T'1<; xwpa<;). 

4. 	 navEMævlO <t>aPlJaKEUTlK6 LuMoyo 
nElpalW<; 134 & Aya9'1lJtpou 
118 54 A9æva 
(IJE Tl'lv TlapOKArjO'1 EV'1l-ltPWOI1<; TWV 
TOTIIKWV <t>oPl-laKEUTIKwV LuM6ywv TI1<; xwpo<;) 

5. 	 navEMævla 'Evwall <t>aPI-lOKOTlOIWV 
N00'1AEUTIKWV IOPUIJClTWV 
MIxoAaKoTTouAOU 99. 115 27 A8]vo 

6. 	 IKA-<t>oP!J/K] YTlllpmla 
Ay.Kl'Jv/vou 8, 102 41 A8æva 

7. 	 orA KM5o,; <paPlJaKEUrIKæ<; I1Epi8aAI.JH1ç 
nOTllalwv 30, 106 77 ,lI.,8r)va 

8. 	 OIKO<; NauTo0 n£lpa!t!J<; 
K.naAmoAOyou 15 
185 3511ElpmClC; 

9. OIKO<; NO(lTOU A8ævQ(; 
rAaGCT0JV0<; 2 & l1ar'10iwv 
106 77 Aeèva 

10. 	 KtVTPO llll'\IlTrJPloa£l!Jv 
NOCiOKOIJEio l1aiowv "11. & A. KuplaKou" 

H AIEY0YNTPIA AYEn 

Ap. A. KOYTrOYKH 

,..-,",r-_..,;,.. 
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b,b,YEI1-E.4250-13i3 

(24a) 

115 27 rouor A6�va 

t)/ r¢lEE 
1\. Baa. re:wpyiou 50 & M. Aora<;; 
152 33 XaMvopl, A6�va 

12. 	 nave:M�vla "Evw0rJ ¢lapl-laKOpIOl-lrJxavia<;; 
1\C11-l4Ja 7, 115 24 AI-lTTEMKrJTTOI, A8�va 

13. 	 ruMoyo AVT/TTWV ¢lapl-laKEuTIKWV Elowv & EI5IKoT�Twv 
OM<;;TOTOlou 
180 XAI-l. E8vIK�<;; ooou A6rJvwv-l\al-lia<;; 
146 10 N. Epu6paia ATTIK�<;; 

14. 	 t.e:ATio AyopavolJia<;; 
naVETTlOTrJl-liou 42, 106 79 A6�va 

15. 	 TEBE - <papl-laKEUTIKE<;; YTTrJPwfe:<; 
Ay. KwvoravTivou 5, 103 51 A8�va 

16. 	 MrJ I-ltArJ ruMoywv 
(OTTW<; 0 TTfvaKa<;) 

ErOTEPIKH AIANOMH: 
1. 	 t:./vor] t:.IKWV YTTr]pe:OIWV EMyxou npOIOVTWV 

TI-lr'Jl-la 'EKooarJ<; & Kwo. ATTo<paaEwv 
2. rpal-ll-lOTEia ETTlarrWOVIKoU rUI-l!3ouArou EYKpiaEwv 
3. rpal-ll-laTe:ia t:.wu:p0!3a61-l10u ETTlaTrJl-l0VIKOU rUI-l!3ouAlou 

Mr/1-2010 
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