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66. YEn-E.42S0-J3/4 
(24a) 

5.3 npoKAlvlKo t:.Eoo~iva Via Tl'lv AO'<poAEla 
KOpKIVOytV£oo, MnoMaf.loytv£Oo, EniopoCJO CJTO rOVIIJOTOTO: Lluo IJOKPOXPOVI£<; IJ£A£T£<; CJ£ 
opoupoiou<; (IJtYICJHl OIOPK£IO xop~YI')CJI')<; 18 ~ 24 lJ~v£<;) KOI IJIO IJOKPOXPOVIO IJ£AETI') CJ£ novTiKIO 
(IJtYICJTr] OIOPK£IO XOP~YIlCJIl<; 18 lJ~v£<;), CJTI<; oTToi£<; XOPlly~81lKov 06CJ£I<; IJtXPI 300mg/kg/lllJtpa ~ 
150 cpopt<; IJEyaAUTEpE<; TIl<; IJtYICJTIl<; CJuvICJTWIJEVIl<; OVTIOTTEpTOCJIK~<; 06CJIl<; CJTOV OV8PWTTO*, OEV 
tOEI~OV OUVOTOTIlTE<; KopKlvoytVEaIl<; YIO Tllv OTEVOAOAIl· Mlo TpiTIl IJEAETIl CJ£ opoupoiouC;, OIOPKEIO<; 
24 IJIlVWV, CJTllv onoio XOPlly~SIlKOV 06CJEI<; 500mg/kg/lllJtpo KOI 1500mg/kg/lllJtpo (250 Kal 750 
cpopt<; oVTiCJTOlxa IJEYOAUTEPE<; TIl<; IJtYICJTIl<; CJuVlaTwlJEvll<; aVTIOnEpTOCJlK~<; 06CJIl<; CJTOV OVSPWTTO*), 
nopouCJiOCJE OU~IlCJIl CJHlv CJuxvOTIlTO EIJ<POVICJI')<; KOAO~SWV OYKWV CJTOV IJUEAO TWV £TIlv£cpPloiwv CJ£ 
0PCJ£VIKOU<; KOI SI')AUKOU<; opoupaiou<;, IvOaOEVWIJOTWV TOU IJOCJTOU CJ£ SIlAUKOU<; opoupaiou<; KOI 
OOEVWIJOTWV TOU npoCJSlou A0[30U TIl<; UTTo<PUCJIl<; KOI KapKIVWIJOTWV TWV TTopa8uAaKIWQWV KUTTOPWV 
TOU 8UpEO£IOOU<; CJ£ apCJ£vIKOU<; apoupaiou<;. Ll£v un~p~£ KOVtVO CJTOIX£io TTOU va unoO£IKvU£1 
IJ£TOMo~loyovo IKavoTIlTO Tr]<; OT£VOAOAIl<; CJTO dominant lethal test (CJ£ TTovTiKla), CJ£ T£CJT 
KUTTOPOYEV£TIK~<; in vivo (CJ£ KIV£i;IKO XOIJCJT£p) ~ CJ£ TEaT Ames (S. typhimurium) 
H YOVI!JoTIlTa CJ£ apCJEvIKOU<; ~ SIlAUKOU<; apoupoiou<;, OTTW<; a~loAoy~SIlK£ !J£ Til XOP~YIlCJIl 06CJEWV 
IJtXPI 200mg/kg/ll!Jtpa ~ 100 <popt<; IJEyaAUTEpwv Tr]<; IJtYICJTIl<; CJuvICJTwlJ£vll<; 06CJIl<; CJTOV ovSpwno*, 
OEV £TTIlP£OOH1K£ ana Tllv XOP~YIlCJIl OT£VOAOAIl<; 
* MtYICJTIl 06CJIl 1OOmg/lllJtpa CJE OCJ8EV~ [3opou<; 50kg 

6. ~APMAKEYTIKEI: n"HPO~OPIEI: 

6.1 KaToAovoc,; EKOOXWV 

6.2 AO'u~l3oTOT'lTEc,; 


KalJia YVWCJT~. 


6.3 t:.lopKEla Zwr']c,; 

6.4 	 IOlaiTEpE<; npo<puAo~EIC:; KOHl Tl'1 ~uAo~'l TOU npo"iOVTO<; 

6.5 	~uO''l KOI I:UO'TOTIKO TOU nEpliKT'l 

6.6 OO'lViE<; XpI'JO'I'}<;/XEIPIO'~ou 


Na XPllCJIIJOTTOI£iTOI CJUIJ<pwva IJE TI<; OOllyi£<; TOU IOTpOU. 


7. KATOXOI: THI: At:.EIAI: KYKJ\O~OPIAI: 

8. API0MOI: MEIAI: KYKJ\O~OPIAI: 

9. HMEPOMHNIA ANANEnI:HI: THI: At:.EIAI: KYKJ\O~OPIAI: 

10. HMEPOMHNIA THI: (MEPIKHI:) ANA0EnPHI:HI: TOY KEIMENOY 

B) To <l>uMo OOIlYIWV Yla TO XP~CJTIl <papIJOK£UTIKWV TTpoIoVTWV TTOU TT£PltXOUV opaCJTIKo 
CJUCJTOTIKO ATENOLOL CJTIl IJOp<p~ t:.loKio I'l ETTlKaAu~~tvo ~E AETno u~ivlo OIO'Kio, opii;£TOI w<; 
£~~<;: 

~YMO Ot:.HnnN riA TO XPHI:TH 

1. npOI:t:.IOPII:MOI: TOY ~APMAKEYTIKOY npo"ioNTOI: 

1.1 	 Ovo~aO'io 

1.2 	 I:Uv9EO''l 

LlPOCJTIK~ oUCJio: Atenolol 

'EKooxa 


1.3 	 ~ap~aKoTExvIKI'J ~oP<P1'l 


LlICJKio ~ ETIlKOAUlJlJtvo IJ£ AEnTo UlJtVIO olCJKio 
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VUVOiKEe; rrou iowe; EVKUI-lOV~OOUV orralTEi 1010iTEPIl rrpooox~, ocpou rrpollVOUl-ltvwe; O1081-l10TEi TO 

OcpEAOe; rrpoe; TOUe; TTl80voue; KIVOUVOUe;. 


2.4.4 roAouxia: nplv rrop£TE TO oloKio ooe;, EVIlI-lEPWOTE TOV VIOTPO ooe; EOV 8IlM~£TE. nptrrEI vo 
oionol rrpoooxr'] O1OV TO cpaPI-l0KO XOPIlVEi101 OE 8IlM~OUOEe; I-lIlTtpEe;, VIOli 11 ouoOWPEUOIl Tile; 
OlEVoMAIle; OTO I-lIlTPIKO VOAO EivOi OIlI-lOVTIK~. 

2.4.5 nOiOIO: H OlEVOAOAIl OEV rrptTT£1 vo XOPIlVEiTOI OE rrOiOlel 

2.4.6 Emopoow; OTllv IKOVOTIlTO OOrlVIlOIlC; KOI XE1PIOlJOU IJIlXOVWV: H OTEVOMAIl £ivOi orri8avo 
va ETTlOpaOEI OPVIlTIKO OTllv IKOVOTIl1O ooe; VO OOIlVEiTE OUTOKivllTO ~ VO XElpi~EOT£ I-lIlXovte; OOTOOO, 
I-lEPIKOi 008EV£ie; I-lrropEi orropoolKO va VIWOOUV ~oAIl ~ Korrwoll OTOV rraipvouv OTEVOAOAIl. f'1.Ev rrptrrEI 
va OOIlVEiTE r'] VO XElpi~WTE I-lIlXovte; EOV tX£TE OUTte; TIe; ETTIOpOO£l<;. 

2.4.7 IOlOiTEPE<; lTPOEIOOlTOirlOEI<; Via TO lTEPIEXOI1EVO EKOOXO: ( f) aKoAouef) <ppaOf) avaypa<pETaJ 
/JOVO urf)v TTEpimwuf) TTOU TO olO(,EiolO TOU TlTaviou TTEPIt.XETaJ orf) OUveWf) TOU <pap/JaKou) To oloKia 
OT£VOAOAIle; TT£PltXOUV IJETO~U TWV oMwv oopovwv OUOTOTlKWV (EKOOXO) olo~Eiolo TOU moviou, TO orroio 
I-lrropEi vo OIlI-lIOUPV~OEI rrpol3Alll-lO OE Eva I-lIKPO opl81-l0 008EVWV rrou EivOi EUoi081lTOI 0' OUTO TO 
OUOTOTIKO. 

2.5 	 AMIlAElTIopaoElC; I1E aMo <pappoKo rl OUOiEC; 
* 	 nplv rrop£TE TO CPOPI-lOKO ooe;, EVIlI-lEPWOT£ TO VIOTPO ooe; EaV rroipv£TE oMo CPOPI-lOKO, 

UUI-lTT£PIAOlJl3oVOIJEVWV OUTWV rrou 0VOPOOOl£ xwpie; OUVTOV~ VIOlpOU. EIOIKO, EVil I-lEPWOTE TO 
YIOlPO OOe; £OV rroipV£TE oloorrup0l-liOIl (VIO appu8I-lio), elMo CPOPIJOKO VIO urrEp100ll ~ OTIl8elYxrl 
(EIOIKO [3f.porrolJiArl, oIATIO~EI-lIl, vlcpEomivll, KAovloivll), CPelPIJOKO VIO KopolaK~ OVETTOPKEIO 
(olvo~ivll), Ivool-lE80Kivil r'] I130urrpocpEvil r'] oMo IJIl OTEPI)£IOr'] oVTlcpAEVlJoVWOIl CPelPI-lOKO (Via 
ovoKouCPIOIl orro TOV rrovo), oUlJrr0901J11J1lTIKEe; Ol-liVEe; (rr.x. 10orrpoTEpEvOAIl, VOP£TTIVEcppivll, 
oorrol-liVIl ~ ool3ouTOlJivll), OlJlvocpuMivll, 8£OcpuMivll, IvoouAivll ~ oVTIOI0131lT1KO OTTO TOU 
UTOI.JOTOe;, CPOlVUTOTvll, EPvoTOl-livll, rrp£vuA0l-livll, OVTIKOl08AITTTIKel (ovouToAEie; MAO). Erriolle; 
rrpErrEI vo £VIl\J£pwO£TE TO VIOTPO ooe; EelV rroipv£TE Korrolo PIVIKO orroou\JcpoPIlTIKO ~ oMo 
9EpOrrEUTIKel VIO KpuoMVlllJO rrou I-lrropEi vo oVOPOOOTE xwpie; OUVTOV~ VIOlpOU. 

• 	 Eav rroipv£TE KAovloivll VIO urrEp100ll r'] VIO rrpoAIl4J1l IlI-lIKpOvioe;, IJllv O1OI-lOT~O£TE OLITE Tllv 
KAovloivil OUTE TIlV Ol£VOAOAIl xwpie; VO OUIJ130UAEUTEiTE TO VIOTPO OOe; 

2.6 	 ~oooAoVio 
* 	 AKOAou8~oTE TIe; OOr"lViEe; TOU VIOTPOU oae; VIO TO rrOTE KOI rrwe; vo rroipV£TE TO oloKio Ooe;. 

nOpOKOAOUIJ£ f'1.IABA2:TE TA KEIMENA OTO KOUTi. PWT~OTE TO VIOTPO ~ TO CPOPIJOKOrrOIO OOe; EelV 
OEV EioTE oiyoupol. 

* 0 viOTpOe; ooe; 80 orrocpooio£1 VIO Tllv rroooTIlTO OlEVOAOAIle; rrou rrpErr£1 vo rroipv£TE Ko8E IlIJEPO, 
avaAoVo IJE Tllv rrEpiTTTwor'] ooe;. 

* 	 0 rrivOKOe; OEiXVEI Til OUVIl810\JEVIl OUVOAIK~ 06011 rrou rroipvEI EVOe; EV~AIKOe; IlIJ£Plloiwe; 

H 06011 AOlJl3ovETOI ouv~8we; 1-l10 cpopa Tllv IlI-lEpO. 


AU~IlIJEVIl 0PTIlPIOKr'] rriwil 	 25-50mg EWe; 100mg 

novoe; OTO oT~8oe; (OTIl8aVXIl) 50mg EWe; 100mg 

~ 50mg ouo cpOpEe; Tllv Il\JEpo 


KOpOIOKEe; oppu8\JiEe; 	 50mg EWe; 100mg 

nPOCPUAOsll l-l£Tel orro 100mg 

KOPOIOKI'] rrpoo[~oArl 


* 	 KOTorriv£TE TO OloKio OAOKAIlPO IJE Tr"lV 1301']8EI0 VEpOU. 
* 	 npoorr08EioTE vo rroipV£TE TO oloKio Ooe; TIlV iOIO wpo Ko8E IlI-lEpO. 
* 2:TOue; IlAIKIWIJEVOUe; 008EVEie; EIOIKO OE 008EVEie; IJE VECPPIK~ ouoAmouPvio, 11 


ooooAoyio rrpETT£1 vo IJEIWV£TOI 2:UVIOTelTOI 11 0PX1Kr'j 06011 VO EivOI 25mg IlIJEPlloiwe;. 

* A08EVEie; I-lE ool3op~ VECPPIK~ ovmelpKElo rrpETTEI vo Ml30uv IJIKpOTEpEe; 060£1e; OUI-lCPwvo IJE Tie; 


oOllyiEe; TOU VIOTpOU. 
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* Mllv OraI-lOT~O£TE va TIOiPV£TE ra oloKio 00<; OKOI-lIl KOI £elv 0I080VEOTE KOAO, £KTO<; ov 00<; 

OUI-l[30UA£UOEI °YIOTpO<; 00<;. TOTE, OTOI-lOT~OTE TO arOOIOKO. 


2.7 YTTEpi5oaoAoyio - AVTI~ETWTTlal") 


To OUIJ1TTWI-lOTO UTIEpooooAoyio<; mpIA0I-l!3ovouv: BPOOUKOpoio, YTIoraOIl, O~Eio KOpOIOK~ 


AVETIOPKEIO KOI BpoyxoOTI00I-l0. 

Eov TIOP£TE TTEPIOOOTEPO oloKio OTIO Tllv KOVOVIK~ 00<; ooor], OTI£u8uv8EiTE OTOV 

YIOTPO 00<; ~ OTO TIAr]OIEOTEPO VOOOKOlJEio. 


Tr]A. KEVTPOU l'.r]Ar]TIlPIOOEwv 210 77937777 

2.8 TI TTptTTEI VO yvwpi~ETE aTl")v TTEpiTTTWal") TTOU TTOpoAEilJ.'ETE KcmOio i5oal") 
Eov TIopoA£iljJ£TE I-llo Mall, TIOPTE Tllv 0I-lEOW<; IJOAI<; TO 8UIJ1l8EiTE. MIlV TIOiPV£TE oDo 06oEI<; 
TOUTOXPOVO 

2.9 AVETTl9u~I")TE~ EvtpYEIE~ 
To <paPI-lOKO EivOi KOAO OVEKTO. LTI<; KAIVIKt<; IJE'\£T£<; 01 m8ovE<; oVEm8uIJIlTE<; Evtpym<; o<pEiAOVTOI 
OTllv <pOPIJOKOAOYIK~ opoor] TIl<; OTEvoMAIl<;· 01 OKOAou8E<; oVEm8uI-lIlTE<; EVEpym<; EXOUV oVO<p£p8Ei 
IJE TI<; TIOPOKOTW oUXVOTIlTE<;. noAu OUXVE<; (e: 10%), LUxvE<; (1-9,9%), Aouv~8EI<; (0,1-0,9%) L1T(':tVIE<; 
(0,01-0,09%), nOAU OTIOVI£<; «0,01%) OUlJmpIAOIJ!3oVOIJEVWV KOI TWV IJEI-lOVWIJEVWV TTEpioraTIKwv 

KOPOIOKtC OIOTOPOXtC 

LUXVE<;: BpOOUKOpoio. 

LTIOVIE<;: EmoEivwoll H1e; KapoIOK~e; ovmopK£lOe;, KOpOIOKOe; OTIOKA£IOIJOe; 


AVVtlOKtC i510TOPOXtC 

LUXVEe; 4JUXpOOKpO. 

LTIOVIEe;: Op800TOTIK~ UTIOTOOr] TIOU IJTIopEi va OUOXETI08Ei IJE OUYKOTI~, TIPOUTIOPXouoo 

oloA£iTIOUOO xwMTr]ra IJTIOpEi va E1TI0EIVw8Ei OE 008EVEie; IJE TIpoolo8EOIl, <pOlV0I-lEVO Raynaud. 


t1l0TOPOXtC TOU NWPIKOU rUaTl')I.JOTOC 
LTIOVIEe;: nopOI081l0io, ZOAIl, novoKt<poAoe; 

lJ.'UXIOTPIKtC i510rapoxtc 

Aouv~8EIe;: l'.lorapoXEe; TOU UTIVOU, OTTWe; oUIJ!3oivouv KOI I-lE TOUe; oMoue; !3-ovooTOAEie;. 

LTIOVIEe; AAAoYE<; 011'1 0108EOIl, E<plaATIKo OVEIPO, OUyxuOIl, ljJUXWOEIe; KOI ljJ£u00lG8~OEIe;. 


lliorapoxtc TOU roaTpEvTEplKOU 

LUXVEe;: rOOTpEVTEpIKte; oIOTopaxte;. 

LTIOVlf:e;: =rlPooTol-lio. 


EpyoaTl)plOKO Eupnl.lora 

Aouv~8EIe;: AU~r]or] ora ETIiTIEOO TWV TPOvoolJlvaowv 

noM OTIOVIEe;: AU~1l01l TWV ANA (AvTIlTUPIlVIKO AVTlowl-lOTa) tXEI TIOPOTIlPIl8Ei, 11 KAIVIK~ Tr]e; or]lJaoio 

OIJWe; OEV EivOi oo<p~e; 


lliorapoxtc TOU XOAOI)TTOTIKOU aUaTl'JI,JOTOC 

LTIOVIEe;: HTIOTOTo~IKOTIlTO TIEpIA0I-l!3ov0l-ltvlle; Tr]e; EVOOIlTIOTIK~e; xoMoraor]e; 


lllOTOPOXtC TOU AIl.lOTTOIQTIKOU 

LTIOVIEe;: nop<pupo, 8P0I-l!3oKuTomvio. 


lllOTOpOXtC TOU lltPl.lOTOC KOI TOU YTT0i50PIOU laToll 

LTIOVIEe;: AAWTIEKia, l'.£PI-lOTIKO E~ov8~I-lOTa TIOU 1-l0IOSOUV I-lE ljJwpioor], E1TIOEivWGIl Trle; 

ljJWpioOIle;, OEPI-lOTIKO E~av8~I-lOTo. 


lllOTOPOxtC TWV O<p90Al.lwV 

LTIOVIEe;: =IlPo<p8aAl-lio, l'.lOTopoxEe; Tile; OpOOr]e;. 


lllOTOPOXtC TOU OVOTTOPOYWYIKOll aUaTnl.lOTOC; 
LTIOVIEe;: AVIKavoTllra 
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ATTOliiKTEC; Yla tvipytla : 
1. 	 fEE8A1LWf 

1\. MWOYEiwv 136 
155 61 A9~vo 

2. 	 YTT. Epyooio«; ATTooxoArPIl«; & KOIVWVIK~«; npooTooio«; 
fEVIK~ fPOlJlJOTEio KOIVWVIKWV AOCPOAioEWV 
!:J./vorJ AocpOA10rJ«; Ao9tvEIO«; & MIlTPOTIlTO«; 
LTOOiou 29, 101 1 0 A9~vo 
(IJE TrJV TTopoKAIlOIl EVrJlJtpwOIl«; TWV AOCPOAIOTIKWV 
TO~Eiwv TTOU TTOptxouv YYEIOVOIJIK~ nEpi90AlVll) 

3. 	 novEM~VIO IOTPIKO LOMoyo 
nAOUTOPXOU 3, 106 75 A9~vo 
(IJE Tllv TTOPOKAIlOIl EVlllJtpwoll TWV 
TOTTlKWV IOTPIKWV LUAMywv TIl«; xwpo«;). 

4. 	 novEM~VIO ¢OPIJOKEUTIKO LuMoyo 
nElpOIW«; 134 & Ayo91lIJtpou 
118 54 A9~vo 
(IJE Tllv TTOPOKAIlOIl EVlllJtpwOIl«; TWV 
TOTTlKWV ¢OPIJOKEUTlKWV LuMoywv TIl«; xwpo«;) 

5. 	 novEM~VIO 'EvWOIl ¢OPIJOKOTTOIWV 
NOOIlAEUTIKwv 10PUIJOTWV 
MIXOAOKOTTOUAOU 99, 115 27 A9~vo 

6. 	 IKA-¢apIJ/K~ YTTIlPwia 
Ay.Kwv/vou 8, 102 41 A9~va 

7. 	 OfA KA60o«; ¢aPlJaKEUTIK~«; nEpi9aAlVll«; 
nOTlloiwv 30, 106 77 A9~va 

8. 	 OiKO«; NOUTOU nElpOIW«; 
K.naAOIoMyou 15 
185 35 nElpOIO«; 

9. 	 OiKO«; NOUTOU A9~vo«; 
fAauoTwvo«; 2 & nOTlloiwv 
106 77 A9~vo 

10. KtVTPO f1IlAIlTIlPIOOEwv 
NOOOKOIJEio naiowv ''n.& A. KUPIOKOU" 
11527 fouoi 

11.L¢EE 
I\EWCP. KIlCPloio«; 280 & Ayplviou 3 
152 32 XOMVOPI, A9~vo 

12. novEM~vla "EvWOIl ¢OPIJOKO~IOlJllxavio«; 
l\o~lVo 7, 11524 AIJTTEAOKIlTTOI, A9~vo 

13. LuMoyo AVT/TTWV ¢OPIJOKEUTIKWV Elowv & EIOIKOT~TWV 
006«; TOTOTou 
180 XAIJ. E9vIK~«; ooou A9Ilvwv-l\olJio«; 
14610 N. EPY8PAIA 

14.f1EMio AyopovolJio«; 
navETTIOTlllJiou 42, 106 79 A9~vo 

15.TEBE -	 ¢apIJOKEUTIKt«; YTTIlPEoiE«; 
AV. KWVOTOVTivou 5 
10351 A8HNA 

16. MlllJtAIl LuMoywv 
(OTTW«; 0 TTivOKO«;) 
EIOTEPIKH ~IANOMH: 

1. 	 !:J./vOIl ¢Op/KWV MEAETWV & "EpEUVO«; 
2. 	 !:J./vOIl !:J./KWV YTTIlPWIWV EAtVXou npOTOVTWV 

TIJ~lJo 'EKoOOIl«; & Kwo. ATTOCPOOEWV 
3. 	 fpalJlJOTEia ETTIOTIlIJOVIKOU LUIJ~OUAiou EYKpioEWV 
4. 	 fpalJlJOTEia !:J.EUTEpO~o91J10U ETTIOTIlIJOVIKOU LUIJ~OUAiou 
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