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lVvOIl lllOIKIlTIKWV YTTIlPWIWV EAtyxou IlpOI6vTWV A0HNA, 4-3-2009 
nAIlPOcpopIE<;: AP. npOT.: 16892 
TIlAEcpwVO: 210-6507200 

ErKYKAIOr - AnOCl>ArH 

0EMA: 	 TpOTToTToilloll nEpiAlllJ.lll<; XapaKTIlPlanKwv TOU IlpoI6vTO<; Kal Cl>uMou OOIlYIWV Yla TO 
XP~OTIl cpap~aKEUTtKWV TTpoI6vTWV TTOU TTEPIEXOUV opaoTlK6 OUOTOTIK6 
PAMIDRONIC ACID 

"EXOVTE<; UTT6lJ.1ll: 
a) 	 TI<; OIOTd~EI<; TIl<; KOIV~<; YTTOUPYIK~<; ATT6cpao'l<; IIyr3 (a) 83657/2005 "nEpl Evap~ovloll<; TIl<; 

EMllvIK~<; No~08wia<; ~E Tllv aVTiolOlXIl KOIVOTIK~ OlOV TO~Ea TIl<; KUKAocpopia<; 
....................... TWV cpap~aKwTIKwV TTPOIOVTWV, TTOU TTpoopl(oVTOI Yla av8pwTTlvIl XPr;OIl", 

13) Tllv UTT' apI8~.: 8673/2/29-1-2009 (Op8r; ETTavdAlllJ.lll) Arr6c.paall npOEOpOU llr/EOCl> 
($EK.253/13-2-2009) "nEpl ~ETOl3il3aoll<; ap~ooloTr']TWV OTOU<; lllw8uvTE<; TOU EOCl>" , 

y) Til rvw~dTEuoll TOU ETTlOTlWOVIKOU ru~l3ouAiou EYKploEWV ap.<S>-18/16-1-2009. 

AnOCl>ArIZOYME 

1. 	 H nEpiA'llJ.lll XapaKT'lPIOTIKWV lOU npOTOVTO<; cpap~aKEUTIKwV TTpOIOVTWV TTOU TTEPIEXOUV 
opaoTIKo OUOTaTiKO PAMIDRONIC ACID TPOTTOTTOIEITOI w<; TTP0<;: 

TIlV TTpo08r']KIl TWV aKoAou8wv OTOIXEiwv: 

«KOla Til oUYKPIOIl TWV ETTlopdoEWV TIl<; ~oAEvopovdTIl<; (4mg) Kal TIl<; TTa~lopovdTIl<; (90mg) 

OE ~ra KAIVIK~ I.lEAtTIl, 01 mpITTTWoEI<; KOATTlK~<; ~aPIJapuy~<; r'JTOV mplaooTEpE<; OTllv ol.looa 

Hl<; TTaIJ10POVOT'l<; (12/556, 2,2%) OE oUYKPIOIl IJE Tllv OIJOOO TIl<; ~oAEvopovdTIl<; (3/563, 

0,5%). npO'lYOU~EVW<;, OE IJia KAIVIK~ ~EAETIl OE ao8EvEI<; IJE IJETEIJ~llvOTTaUOlaK~ 


oOTEOTT6pwOIl, TTapOT'lPr']8IlKE 011 01 008EVEI<; TTOU EM~l3ovov ~oAEvopovdTIl (4mg) Eixav ~IO 


aU~Il~EVIl OUXVOTIlTO OVETTl8u~IlTIl<; KOATTlK~<; ~oPIJapuy~<; OUYKPITIKd ~E Tllv oIJdoo placebo 

(1,3% OE oUYKPIOIl ~E 0,6%). 0 W1XOV101.l0<; TTOU EVExnol Yla TOV OU~Il~EVO Kivouvo KOATTlK~<; 


1J0p~puy~<; OE OXEOIl IJE Til XPr']OIl ~oAEvOPOVOTIl<; KOI TTOIJIOPOVOTIl<; EivOI dYVWOTO<;». 


2. 	 To Cl>uMo 00'lYIWV YIO TO XP~OTIl CPOp~OKWTlKWV TTpoIovrwv TTOU mplEXouV OPOOTIKO 
OUOTOTIK6 PAMIDRONIC ACID TPOTTOTTOIEiTOI w<; TTpO<;: 

TIlV TTpoo8~KIl OTO $uMo OOIlYIWV Yla TO XPr']OTIl TWV TTpOavOCPEpO~EVWV cpapl.l0KWTIKWV 
TTpoIoVTWV OTO aVTioTolXO Ar']~~O TWV «AVETTl8u~IlTWV EVEPYEIli.JV» TOU aKOAou80u KEI~tvou: 
«AKOVOVIOlO<; KapoloKo<; pu8~6<; (KOATTlK~ IJOPIJapuyr']) EXEI napOT'lPll8Ei OE 008EvEi<; TTOU 
EM~l3ovav TTo~lopovdTIl. MtXPI OTlY~~<; EivOI OYVWOTO EOV 11 rra~lopovdT'l TTPOKOAEi aUTov 
TOV OKOVOVIOTO KOPOIOK6 pu81.l6. eo TTPETTEI vo avoc.pEp8EiTE OTO yIOTp6 00<; Edv 
OIOTTIOTWOETE OKov6vIOTO KOPOIOK6 pu8~6 KOTd Til oldpKEIO 8EPOTTEio<; IJE TTO~IOpovdT'l» 

http:EVEPYEIli.JV
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3. 01 OIKOJOUXOI KOI OVTITTPOOWTTOI UTTOXP£OUVTOI YIO Trlv ECPOPIJOY~ HIe:; OVWTEPW £YKUKr-iou. 

ATTOotKT£( Via EvtpVEla : 
1. 	 YTToupy£io Yy£ioe:; & KOIVWVIK~e:; AAr-Ilr-£YYLlIle:; 

/::"/v0ll <l>0PIJOKWV & <l>OPIJOKEiwv 
APIOTOTEr-OUe:; 17, 101 87 A8~vo 

2. 	 rEE0N/::,.yr 
A. MEOOYEiwv 136 

155 61 A8~vo 


3. 	 YTT. Epyooioe:; ATTooX6r-1l01le:; & KOIVWVIK~e:; npooTOoioe:; 
rEVIK~ rpolJlJOT£io KOIVWVIKWV Aocpor-io£wv 
t:JVOIl Aocpar-1olle:; Ao8EVEIOe:; & MIlTp6TIlTOe:; 
LTooiou 29, 101 1 0 A8~vo 
(IJE Illv TTopaMlloll £VIlIJEpwOIle:; TWV AOCPOr-IOTlKWV 
TOIJ£iwv TTOU TTOptxouv YY£IOVOIJIKr'j n£pi8or-ljJll) 

4. 	 novEMr'jVIO IOTPIKO LuMoyo 
nr-OUTOPXOU 3, 10675 A8r'jvo 

(IJE Illv TTopaMlloll EVIlIJEPWOIl TWV 

TOTTIKWV IOTPIKWV LuM6ywv Tile:; xWpoe:;). 


5. 	 novEM~VIO 'EvWOIl <l>OPIJOKOTTOIWV 
Kopu<1l 6, 117 43 A8r'jvo 

6. 	 nov£r-Mvlo <l>OPIJOK£UTlKO LuMoyo 
n£lpOIWe:; 134 & Aya81lIJEpOU 
118 54 A8~vo 
(IJE Tllv TTopaKr-1l01l £VIlIJEPWOIle:; IWV 
TOTTlKWV <l>aplJaKEUTIKWV LuM6ywv Tile:; xwpae:;) 

7. 	 nov£Mr'jvla 'EvWOIl <l>0PIJOKOTTOIWV 

NOOIlr-EUTIKwv IOPUIJOTWV 

Mlxar-oKoTToUr-OU 99, 115 27 A8~vo 


8. 	 IKA-<l>aPIJ/K~ YTTIlPEOia 

Ay.Kwv/vou 8, 102 41 A8~vo 


9. 	 OrA KMooe:; <l>aplJaKEUTIKr'je:; nEpi90AljJlle:; 
nOTlloiwv 30, 106 77 A8r'jva 

10. 	 OIKOe:; Na(lTou nElpalwe:; 
K. nar-OJoAOYoU 15 

185 35 n£lpOlae:; 


11. 	 OIKoe:; NauTou A8r'jvoe:; 

rAOUOTWVOe:; 2 & naTllolwv 

10677 A8r'jvo 


12. 	 KtvTPO /::"IlAIlTIlPloo£wv 
NOOOKOIJ£io noiowv "n.& A. KUPIOKOU" 
11527 rouol A9r'jva 

13. 	 L<l>EE"'-- ABao. r£wpyiou 50 & M, Aoiae:; 
15233 XOMVOPI, A9~va 

14. navEMr'jvlo "Evwoll <l>0PIJOKof3101JIlxoviae:; 
I\OIJ410 7, 115 24 AIJTT£AOKIlTTOI, A9r'jvo 
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15. 	 LOMoyo AVT/nwv <l>aPlJaKEUTIKwV Elowv & EIOIKOT~TWV 
006<; TOToIou 
180 XAIJ. E9vIK~<; 0000 A9llvwv-AalJ fa<; 
146 10 N. Epu9paia ATTIK~<; 

16. 	 b,£ATio AyopavolJia<; 
nav£moTlllJiou 42, 106 79 A9~va 

17. 	 TEBE - <l>aplJaK£UTIK£<; YnIlPwi£<; 
Ay. KwvoraVTlvou 5, 103 51 Ae~va 

18. 	 MIlIJ£AIl LuAh6ywv 
(6nw<; 0 nivaKa<;) 

ErOTEPIKH 11IANOMH: 
1. 	 fjJvoll A~loMYIlOIl<; npoT6vTWV 

a) TIJ~lJa A~loMYIlOIl<; <l>aplJaKEUTlKWV npO'i6vTWv 
~) rpalJlJOT£ia A' TI..l~IJOTO<; EmOTIlI..l0VIKOO LUIJ~OUA[OU EYKpio£wv 

2. fjJvoll nAIlPocp6PIlOIl<; & LlIlIJ. LX£O£WV 
3. fjJvoll <l>ap/Kwv M£A£TWV & "EpEUva<; 
4. 	 fjJvoll fjJKWV YnllPWlwV EMyxou np0'i6vTWv 

TIJr'Jl..la 'EKOOOIl<; & Kwo. Anocpao£wv 
5. rpal..llJaT£ia LlEUT£pO~aeI..lIOu EmOTlllJOvlKOO LU~~OUAiou 
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