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ErKYKJ\IOr - Ano<PArH 

0EMA: Ka8oplo~oe; nEpiilr]l)Jr]e; XapaKTr]ploTIKWV TOU npOIOVTOe; Kal <t:>uMo OOIlYIWV Yla 
TO Xp~OTr] cpap~aKEUTIKWV npolOVTWV nou nEpl£XOUV opaOTIKO OUOTOTIKO 
TENOXICAM 

"ExOVTEe; unOl)J r]: 
a) TIe; OIOTa~EIe; Tr]e; KOIV~e; YnoupYIK~e; Anocpaor]e; t.yr3 (a) 83657/2005 "nEpl EVapl-I0Vlor]e; Tr]e; 

. E:Ailr]vll<~C; NOl-lo8wiae;--I-IE Tr]V aVTiolOl}(fI-KolVOTIKlio10v--T-9llffi-frt<; KUKAocpopiac; 
... ......... . ........ TWV cpap~aKEUTIKwV npoIovTWV, nou npoopil;ovTal Yla av8pwTIlvIl Xp~or]", 

(3) 	 TIlV un' apI8~.: 43391/23-6-2010 Anocpaor] npo£opou EO<t:> (<t:>EK.1052ffEUxOe; t.EUTEPO 1 
12-7-2010) "nEpi ~ETa[3i[3aor]e; oIKalw~OTOe; unoypacp~e; ano TOV npOEOpO EO<t:> npoe; TOUe; 
npOloTO~tvoue; OlEU8uvOEWV EO<t:>" 

y) 	 Tr] iVW~aTEUOr] TOU ETIlOTr]~OVIKOU ~u~(3ouiliou EYKpioEWV ap.<t:>-223/11-6-201 0 

AnO<PArIZOYME 

1. 	 H nEpiillll)J1l XapaKTIlPloTIKwv TOU npOIOVTOC; cpap~aKEuTIKWV npoIovTWV nou nEpl£XoUV 

opaoTIKo OUOTOTIKO TENOXICAM opil;ETOI we; E~~e;: 


IIEPIAH'I'H T!!N XAPAKTHPII:TIK!!N TOY IIPOi'ONTOI: (SPC) J 

1. 	 EMIIOPIKH ONOMAI:IA TOY WAPMAKEYTIKOY IIPOi'ONTOI: 

2. 	 nOIOTIKH KAI nOI:OTIKH I:YN0EI:H O£ iSpaOTlKa oucnaTlKa 
llpaonKi] ouoia: Tenoxicam 

3. 	 <l>APMAKOTEXNIKH MOP<l>H 

4. 	 KAINlKA I:TOlXEIA 
4.1 	 (~h:p(l1tE1YTlKt~ Ev()£i~El~ 

H T£vO~lKaJl11 £viSdKVUTat yta T11 OUJlnTWl-lOTlKi] 8£pan£i.a TWV 
napaKaTw £1[wiSuvwv <PA£YI.lOVwiSwv Kat £K<pUAlonKWV iS10mpaxwv wu 
IlUOOK£A£nKou auoTIjJlawc;: 
• pWllaw£liSij ap8piniSa 

• oOT£Oap8piniSa 
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• 	 aYKUAOHl1CTj CJ1TOvouAinoa, aAlcE'; opoapVT]'nKEe, 
OnOV6UAap8pona8w:e, 

• 	 £1I(06DVa £~wapOptXa (1)V6pofla, onw,; T£vovrinoa, 8ulca Kin6a, 
n£ptapOpin6a TOU WflOD (wflo~paXtovtO OUVOPOIlO) 

• o~cia ODptKTj ap8pinoa 

• 	 ~ln£YX£tpT]nKO novo 

• 	 npwTOna8i) ODOIlT]VOPPOta. 

Luvn8wIlEvn ooooAoyia 

fta OAze, Lte, CVOci~£le" £KTOe, TT]e, o~ciae, OUptKTje, apOpinoae" T] 

ODVT]OWflEVT] MOT] civat 20 mg TT]V iota wpa TT]'; T]IlEpae,. 


fta TT]V npWT01IaOi) 6UOflT]voppOta Kat TOV W:n:YX£lpTjnXO novo 11 MOT] 
flnopci va aD~T]Oci £av xp£taO"Oci EWe, 40 mg Ilia <popa TT]v T]flEpa Kat yta 
OtaO"TT]fla oXt fl£yaAuT£po TWV n£vT£ T]fl£PWV. 
fta TTjV oc;cia OUptKTj apOpinDa T] 06O"Tj civat 40 mg flia <popa TTjV TjIlEpa 
yta OUO T]IlEP£e, aKoAouOOUfl£VT] ano 20 mg flia <popa TllV T]flEpa yta ne, 
£nofl£V£e; 1IEVT£ T]flEP£e,. 
'anou anatT£lTat, T] O£pan£ia Ilnopd va apX10"£l fl£ £V60<pAt~ta Tj 
£VDOflU1KTj xopi)YTjO"Tj Ilia <popa TTjV T]flEpa yta flia i) Duo T]flEp£e; Kat va 
O"UvEX10"£t ano TO oTofla. 

KaTa TTj OEpanda XPOVtWV KaLaO"TaO"E(oV, TO OEpanEULtKO anoTEAEO"fla 

TT]e, T£VO~tXaflT]e, ciyat <pav£po ano TI1V apXll TT]e, OEpandae" UnaPXEl 

npOODWnKTJ aU~T]oT] o"TT]V aVTanoxpwT] fl£ TT]V naPODO TOU xpovou EWe; 

Kat 15 T]1l£P£e,. 

LE XPOVIEe, KaTaO"TaO£le" o£v O"UVWTWVTat T]fl£PllCH£e, MO"£te; 

fl£yaAuTEpEe, T(oV 20 mg. £1I£tDll dvat ouvaTov va aU~T]O£i T] o"UXVOTT]Ta 

Kat T] ~apUTT]Ta TWV aVEmOUIlT]HDV EVEPYEtWV xwpie, O"T]llavnKTJ aU~T]OT] 


TT]<; anon:A£O"flanXOTT]Tae,. fla a0"8£vcie, nOD XP£laSOVTat flaxPOxpoVta 

O£pancia flnopd va OOKlflaO"Oci Tj IlciwO"Tj TT]<; T]flEpi)O"lae, ano O"TOflaToe, 

000"T]<; 0"£ 10 mg yta o"uVTllPTjO"T]. 


01 av£m8UIlT]T£<; CVEpy£tE<; Ilnopci va £AaXWTOnOtT]OOUY £<poO"ov Tj 

T£VO~lKaflTj XpTjO"lflO1l:OtciTat O"TT]V KaTwTaTTj anoT£A£O"llaTIKTJ oOO"Tj yta 

TT]V nAtov IltKPll OtaPX£la O£pancia<; nou anatT£hat yta TOY EA£yXo TWV 

O"UflnT(J)flaT(ov (~Atn£ J\llllfla 4.4) 


EtDIKEC; OllaDEC; a0"8cvwv 

KaTa YCVIKO xavova Ot napanav(O OOO"OAOYIKE<; ODTjyiEe, WXUOUY fll": 

181alT£pT] npoO"oxi) Kat O"T£Vll napaxoAou8T]0"T] Xat yta TOue, 

T]AIXt(J)IlEVOUe; a0"8£vcie, KaOw<; Kat yta aO"Ocv£ie, Il£ llma twe, IlETpta 

V£<PPIKTJ Tj T]nanKTJ av£napx£w (~Atn£ Alllllla 4.4 «IDtah£p£e, 

npo£lDonOtllO"£t<; Kat 1DlaiT£p£c; npO<pU/,a~£lC; KaLa TT] XPllO"T]»). 
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EnEtoT] OEV DmipXEt KAtVUCll qmEtpia, OCV EXODV aKOIlT] KaSOptcrSEi 
OO<JOAOytKE<; OOT]yiE<; yta natOta Kat E<PT]~OU<; Kano nov 18 £LON. 

Tponoe; XOpfJYl]<JDC, 
Ta ot<JKia Sa npEnEt va Aall~aVOvLat IlE Eva nOnlpt VEpO. 
Eivat npOTtlloTEPO va Aall~aV£Lat TO <papllaKO aUTO KaTa TT] OtapKEta T] 
aIlE(J(O<; IlETa ano TO YEUlla. 
H 	AUO(jHAT] oU<Jia <JLa <ptaAiota Sa npEnEt va OtaAUELat <JTO OtaAUTll nOD 
DnapXEt IlE<Ja <JTT] <Ju<JKEUa<Jia (2 m) anE<JLaYIlEvO VEPO yta EvE<JT]). To 
ava<JU<JTaSEV OtaADlla Sa npEnEt va xopT]YEhat aIlE(J(o<; EVOQ(pAE~ta T] 
EVoo1lD1Ka. 

4.3 	 A VTEV()Ei~El~ 
H TEVO~tKallT] aVTEvoEiKVUTat <JE a<JScvEi<;: 
• 	 IlE yvu)(Jnl DnEpEUatcrST]<Jia <JTT]V TEVO~tKallT], <JE onOto8T]nOTE 

<JU<JTaTtKO TOU 
npolovTO<; T] <JE aAAa 1lT] <JTEPOEtOT] aVTt<pAEYIlOvWOT] 

• 	 <JTOD<; onoioD<; La <JaAtKUAtKa T] aMa 1lT] <In:poEtoT] aVTt<pAEyIlOVWOT] 
<papllaKa 
npoKaAouv <JUllnTwllaw a<JSllaTO<;, ptviTtoa<;, ayy£toOtOT]IlUTO<; T] 

KVio(0<JT] <; 
nOD DnO<pEpouV ano ~apta V£<pptKi] T] T]naTtKi] av£napK£la 

• Il£ £VEpYT] T] IlE t<JTOP1KO ya<JTpCVT£P1Ki]<; atllOppayia<; T] Ota'tpT]<JT]<;, 
nOD <JX£Li~£Lat IlE npoT]yo'0Il£VT] S£panEia IlE 1lT] <JT£POE10T] 
aVTt<pAEyIlOVWOT] <papllaKa (MLA<D) 
• Il£ £v£pyo T] IlE tcrTOP1KO unOTpOn:ta~ovTO<; n£nTtKO'0 
EAKOD<;/atIlOppayia<; (0'00 T] n£ptcr<JOT£pa En£tcrOOla anoo£O£tYIlEvT]<; 
E~EAK(o<JT]<; T] atIlOppayia<;) 
• 	 YDvaiK£<; <JTO Tpho TpillT]VO TT]<; KUT]<JT]<; 
• nou npOK£tTat <JTO £nOIlEVO 48(Opo va UnO~AT]SO'0V <J£ avatcrST]<Jia T] 

EyXEipT]<JT] 

• 	 Il£ ~apta KapolaKi] aVEnapK£ta, on(O<; Kat Il£ aAAU MLA<D. 

4.4 I()UliT£PE~ 1tpO£l()01t01TJo"El~ K(ll l()UliTEPE~ 1tpO<pUAU~El~ KUTU TT) 

XPtlO"T) 

Ta 1lT] <JT£PO£lOT] aVTt<pAEyIlOVWOT] ava<J'tEAAoDV 'tT] v£<pptKi] crUvS£<JT] 
'tT]<; np0<JwYAavoivT]<; Kat KaTa <JUVEn£la IlnopEi va EXOUV av£mS'0IlT]T£<; 
£n:t0pu<J£t<; <JTT]v atlloOuValltKi] TOU V£<PPOU Kat <JTO tcrOS'0yto 'tOD UAaTO<; 
Kat v£pO'0. Eivat anapaiTT]TO 0 a<JScvT]<; va napaKoAouS£hat <J'tcvu, Il£ 
E101Ki] EIl<Pa<JT] <JTT]V KapOtaKi] Kat V£<pptKij AEtToupyia (oupia aillaTO<;, 
KpwTtvivT], npodT]<JT] OtOT]llaTO<;, a'0~T]<JT] TOU <J(OllaTtKOU ~upou<; 

K.A.n.), o'tav xopT]YEhat T] TEVO~tKUIlT] <J£ a<JS£vEi<; IlE KaW<JTa<J£l<; nOD 
Sa IlnopOU<Jav va UU~T]<JOUV TOV Kivouvo aVanTU~T]<; V£<pptKi]<; 
aVEnapKEta<;, on(O<; Dn£pT]AtK£<;, npounapXou<Ja V£<pptKij VO<JO<;, 
aVEnapKi]<; V£<pptKi] A£tTODpyia <J£ Ota~T]TtKO'0<;, Kipp(o<JT] T]naTO<;, 
<JU1l<POPT]TtKij KUPOtUKij av£napKEta, unOYADKatlliu T] LaUTOXPOVT] 
SEpanEia Il£ OUVT]TtKU V£<ppOTO~tKa <pUPllaKa, OtoDpT]TtKU Kat 
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7Ipwm o1ubLU m 8£panEiac.;. Av £KbY]AC08Ei nEnTlKT] E~EAKCOOY] Tj 
ya01pEv1EP1KT] at~oppayia, Y] 1EVO~tK(i~Y] 8a npEnE1 va btaKOnEi u!J-wa. 

8a npEm:l va E<j:non'nat 7IpoooxTj O£ ao8EvEic.; nou Aa~l3uvouv 

mmoxpova tpup~aKa m o7Ioia ~7IOpEi va au~Tjoouv LOV JCivbuvo 
E~EAKCOOY]e.; Tj atllOppayiae.;, 07Icoe.; ana o1o~aToe.; KOPTlK001EPO£lbTj, 
aVTl7I11KTlKU 07Icoe.; papq:>apivY], EKAEKnKoue.; avaaLOAEie.; 
£7IavanpOoA11'l'y]c.; o£poTovivy]c.; Tj avnat!J-on£TaAtaKoue.; 7IapuyoV't£C; omoe.; 
11 aompivY] (pAEn£ napuypaq:>o 4.5 AAAY]A£mbPuoE1e.; ~E uAAa q:>up~aKa 
Kat UAAEe.; ~lOpq:>Ee.; aAAY]J\.£7Iibpao11c.;). 

iJEPJ.HJ.TlKEr:; Avw3p6.oEZr:; 

'Exouv avaq:>Ep8Ei 7IOAU onuvta oopapEe.; bEp~anKEe.; avnbpuo£le.; 
ox£nso~l£v£<; ~E 1Y] XPT]ol1 1COV MLA<:D (PAE7IE napuypaq:>o 4.8 
AVEm8u~Y]T£e.; EVEPYE1£e.;), OPlG~EV£c.; ana ne.; onoi£c.; T]Tav Oava1y]<popEe.;, 
ou~m:plAa!J-Pavo~EvY]e.; TY]<; a7Ioq:>oAlbCOTlKT]<; bEp~aTinba<;, LOU 
ouvbpo~ou Stevens-Johnson Kat TY]e.; 10~lKT]c.; Emb£p~lKT]e.; VEKpOAUOY]e.;. 
01 ao8£vEie.; q:>aiV£Tat va 6ta1PEXOUV ~qaAuTEpo Klv8uvo £~q:>aVlGY]e.; 

1ELOl(!)V aVTl8puOECOV 010 apX1Ko O1u61O TY]<; 8£pa7I£iae.;, OTY] 6£ 
7IAE1O'l'y]q:>ia 1COV 7IEpm1WO£lOv Y] 7IpwTY] £~q:>uvwY] TCOV avnbpuo£cov 
£KbY]AWVETat £VTOe.; lOU npwLOu ~Tjva 8EpanEiae.;. Eav E~q:>avwLOuv 

oopapEe.; bEp~anKEe.; avn6puo£le.;, Y] 8£panEia !J-E 1£VO~lKU~Y] 8a 7IPE7I£l 
va 6laKonEi a~Eocoe.;. 

H 1EVO~lKU~11 aVa01£!\.A£l TY] OUOOWPEUOY] TCOV at~07IETaAicov Kat ~7Iop£i 
va £7Iy]PEUOEl TY]V at~OOTaoY]. H 1£vo~lKu~11 EX£l, aAAU 0Xl oY]~aVTlKT], 
£7Iibpaml OlOUe.; 7IapUyoV1£e.; 7IT]~Y]e.; LOU ai~alOe.;, OLO xpovo 7IT]~11e.;, 010 
xpovo 7IpoOpo~PivY]e.; Tj OLO xpovo TY]c.; EVEPYOU 8po~ponAa01ivY]<;. 
Ao8EVEie.; nou 7IapoumUSouv btampaxEc.; OT11v nT]~Y] Tj nou aKoAou8ouv 
8£panEia ~E q:>up~aKa nou Eny]pEusoUV T11v at~oomo11, 8a npEn£l va 
7IapaKOAou8ouVTat 7IPOOEKT1KU OTav xopY]YEhat Y] 1£VO~lKU~Y]. 
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Kapi510VVEIOKE<; KOI OVVEIOKE<; EyKEcpoAIKES ETTli5paoEIS 

ArrO/TEiTOI I] OWOTl] TTOeOKO).OUOI]OI] KOI I] TToeoxf! OU/1{30U).Wv OE OOOEYEie; /1E IaTOPIKO 

urrieTOOI]C KOI If! /1E E).mpea iwe; /1iTem OU/1qJOenrlKt} Koe6/0Kt} OVETTaeKEIO KOOWC; iXEI ovoqJEp6Ei 

KaTOKeamOI] uypWV KOI oi61]/10 OE ouv6uoo/.lo /1E 6EeOTTEio /1E (MEA<P) /.II] OTEPOEI6t} 

OVTlqJAEY/Jovw61] qJap/.IOKO. 

LlE60/.livo OTTO K).IVIKiC; 60KI/.Ii( KOI ETTl6I]/.IIOAOVlKiC; /.IEAiTE( UTTo6£IKVUOUV OTI I] xenol] 

£KA£KTIKWY OVOOTOAiWV COX2 KOI /1£PIKWV MEA<P (I61OiTEPO OE ullmAie; 600£Ie; KOI a£ 

/.IaKpoxpOVI£( O£poTT£i£d /.ITTop£i va auoxui(uUl /.1£ /.110 /.IlKetj au{nOI] TOU KIV6uvou via 

El1qJaVlOI] 0P0tJ{3WTIKWV aempiaKWY OU/1{3avTwv (VIa TTapa6E1v/.lO i/.lqJpaV/1a TOU /.IuoKae6iou tj 

£vK£qJa).IKO £TT£Io061O). Ymipxouv aV£TTapK£i( TT).l]poqJopi£c: Via va aTTOKAElaO£i ivae TiTOIO( 

Kiv6uvoe; via mv TEVO{IKa/.ll]. 

AG8£v£i.C; 11£ JlTl pU81ll0IlEvl] U7IEpmGl], GUIl<pOPl]UKT] KupbWKT] 
uv£mlpK£w, £yKU'r£GTl]IlEVl] l0XatlltKT] KupbwKT] VOGO, 7I£PHP£P1Kij 
UPTl]PWKT] VOGO, Katlij a'YY£wKT] £yK£<paA1KT] VOGO 8a 7IPE1t£l va 
D7I0~Al]80uv G£ 8£pu7I£lU 11£ T£vO~tKalll] 1l0VO 1l£'HX a7Io 7IpOG£KnKT] 
8£wpl]Gl] rou 8ElluroC;. Ilapollow 8£wpl]Gl] 8a 7Ipt7I£t va Y1V£1at 7IptV 
TT]v Evap~l] ll£yaAuT£pl]C; btapK£WC; 8£pa7I£i.w; G£ UG8EVEle; 11£ 
7IapaYOVT£e; KlVOUVOU yta £1l<paVl0l] KapOW'YYElaKT]C; VOGOD (7I.X 
U7IEpmGl], u7I£pAtmOatllla, GUKXaPWOl]C; ow~ijTl]e;, Ka1tVl0IlU). 

OcpBaAlwd:c:; £7flJpa.af:U; 

'Exouv uvu<p£p8£i. av£m8UIll]T£C; £VEpy£t£C; GTa Ilana 11£ Ill] GT£PO£tOij 
UVU<PA£yIlOVWOl] GDIl7I£ptAall~uvolltVl]e; Tl]C; T£vO~lKalll]e;· E7IOIlEVCOe;, 
GUVl0TaTat 0<p8uAlloAoytKT] £~ETaGl] GTOUe; UG8£v0lC; 7IOU aVa7ImGGOUV 
bWTapuxte; GTl]V OpaGl]. 

AVTI7fVPf:TlKtC; f:lfl(5pa.m:l(; 

Omoc; 0lVat YVCOGTO Kat 11£ aAAa Ill] GT£PO£tOij avn<pA£YIlOVCOOl] 

<papIlUKU, l] TEVO~tKalll] Il7IOP£l vu KUAU\jI£t Ta Guvij8l] GUIl7ITWIlUTU 

AOlIlCO~l]e;. 


H T£vO~tKalll] 7IPE1t£t VU xopl]y£hat 11£ lowh£pl] 1tPOGoxij G£ xpovlCOC; 

KumK£KAtIlEVOUe; aG8EV£1e; Kat UG8EV£1C; 11£ ~upta aVU1tT]ptKT] 

KUTaGTaGl] . 

EmO£lVCOGl] rou aG8lluroc; Il7IOp£i. vu O<p0lA£Tat G£ Aij\jll] Ill] GT£pO£tbwv 

avn<pA£YIlOVCOOWV <pUPllaKCOV. 

E~uniac; TT]e; U\jIl]AijC; crUvb£Gl]C; TT]e; TEVO~tKalll]e; 11£ ns 7IpCO T£lw;e;, 

U7IUn£lTat 7IPOGOxij GTT]V 7I£pimcoGl] 7IOD Ot A£UKCOllaT1V£S TOU 

7IAaGIlU'rOC; £AUTTC080uv Gl]IlUvnKa. 


H xpijGl] Tl]<; T£VO~tKaJ.ll]<;, 07ICO<; Kat 07I0l0UOij7IOT£ <paPllaKOD 7IOD £lVat 

YVCOGTO OTt aVaGTEAA£l Tl] crUv8£Gl] TT]<; KUKAO~uYEVaGl]C; / 
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npOGTayAavbivTJ<;, Eivat buvaTov va napapAU\jIEl TTJ YOVl).!OTTJm Kat bE 
cruVlGTUTat 0E yuvaiKL<; nou bOKlIlUSoUV va GUAAapouv. 0a npEnEl va 
E~ETUSETat 11 6wKonij TT]<; TEVO~lKUIlTJ<; G£ yuvalK£<; nou 6UGKOAEUOVTat 
va cruAAUpouV ij PP10KovTat uno blEPEUVTJGTJ GTElpOTTJm<;. 

4.5 	 All:'11E1t1«>pauElC; f-lE aMu 'PaPf-lUKU Kat aMEC; JlOP'PEC; 
uMT)lEnl«>pUUT)C; 

AKETuAoaaAIKuAIKcl Kal aaAIKuAIKcl 

Ta 0aAlKUAlKU au~uvouv TTJV Ka8apGTJ Kat TOV 6YKO Kamvollij<; TWV IlTJ 

GTEpOElbwv aVTl<pAcYIlOVwbwv <papIlUKWV crullnEplAUIlPaVOIlEVTJ<; TTJ<; 

TCVO~lKaIlTJ<;, EKToniSovm<; aUTU ano U<; 8EGEl<; GUvbEGij<; TOU<; IlE TlI; 

npWTElVE<;. 

H mUToxpovTJ aywyij IlE GaAlKUAlKU ij UAAa IlTJ GTEpOElbij 

aVTHj)AEYIlOVwbTJ <pup llaKa bE cruVl(JTUTat AOYW aU~TJlltvou Klv6uvou 

aVE1tl8uIlTJTWV EVEPYEIWV ano TO yaGTpEVTEPIKO aUcHTJlla. 


ro.OTpEVTEPZ KI\ c7rl()pa(Jw; 

YnUPXEl aU~TJlltvO<; Klvbuvo<; yaGTpEVTEPIKT]<; atllOppayia<; (pAEn£ 
napaypa<po 4.4 IbWlTEPE<; npOElbonOlijGW; Kat lbWlTEPE<; npoq)UAU~El<; 
KaLU TTJ xpijGTJ), OTav aVuatllonETaAwKol nupaYOVTE<; Kat EKAEKUKOl 
aVaGTOAEl<; EnaVanpOGATJ\jITJ<; GEpOTOVivTJ<; (SSRls) XOpTJYOUVTat GE 
cruvbUaGIlO IlE MIAcD. 

x0 },EOTVpo.f.1 i1'f7 

H XOAwrupall1v11 au~uvEl TTJV Ka8apGTJ Kat IlElWVLl TO xpOVO TJlliGEW<; 
SWTJ<; TTJ<; TEVO~lKU~lTJ<;· 

ME8OTPE~clTI) 

H GUYXPOVTJ XOpTJYTJGTJ OpWIlEVWV IlTJ GU:POElbwv avn<pAEYIlOVWbwv 
<pap IlUKWV Kat IlE80TPE~UTTJ<; EXEl GUVbUaGTEl IlE IlElWIlEV11 
GWATJVapWKT] antKKplGTJ TTJ<; IlE8OTpE~aTTJ<;, U\jITJAOTEPE<; GUYKEVTpWGE1<; 
auT1)<; GTO nAaGlla Kat GopapTJ TO~lKoTTJm ano IlE80TPE~UTTJ. rW TO 
AOYO aUTO, 8a npEnEl va bibETat lblalTEPTJ np000xij omv TJ TEVO~lKUIlTJ 
XOpTJYElTat mUToxpova IlE IlE80TPE~UTT]. 

Aif)1O 
EnElbij TJ TEVO~lKUIl11 IlnopEl va IlElWGEl TTJ VE<ppIKT] Ku8apGTJ TOU 
A18iou, TJ mUToxpoVTJ XOpTJYTJGij TOU<; Ilnopd va ObTJyijGEl GE aU~TJlltva 
mim:ba GTO nAaova Kat TO~lKOTTJm ano TO Alew. Ta mlnEba Al8iou TOU 
nAUGllaTO<; 8a npEnEl va napaKOAou80uvml GTCVU. 

iJ IOVpflTlKa }(al AVTl-VlCEpramKa 

Onw<; YEVIKU Kat IlE m aAAa IlTJ Gu:pm:lbTJ avn<pAEYIlOVWbTJ, TJ 
TEVO~lKUIlTJ bE 8a nptm;l va XOPTJYEhm cruyxpovw<; IlE bWUPTJUKa 
npocHaTcunKu TTJ<; anWAEla<; KaAiou. YnuPXEl ')'VWGT1) aAATJAmlbpaGTJ 
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IlETa~u au--rwv TCDV 8uo KaTYjyoptWv £VWm:CDV nou ~l1top£i va npoKaMo£t 
unEpKaAtatllia Kat VEq>ptlcT] aVEmipK£ta. 

L)EV EX£t napaTYjpYj8Ei KAtvtKa <JYjllav'tucTl aAAYjAEni8pa<JYj IlEtU~U 'tYj<; 

't£VO~lKaIlYj<; Kat 'tYj<; q>OUPOOElli8l']<;, aAAa l'] 'tEVO~tKalll'] IlEHDVEt 'to 

unOtU(JtKO anO't£AEOlla 'tYj<; U8pOXACDp08Etasi8l']<;. OnCD<; EiVat YVCDcr'tO 

Kat yta aAAa Ill'] cr'tEPOEt8Tj avnq>AEYllovw8l'] q>apllaKa, l'] 'tEvO~tKalll'] 
,.mopEi va aJl~AuVEt Tl']V avn-UnEpTaOucTj 8pacrl'] 'tCDV aAq>a

a8pEvEpYIKWV anOKAEtO'tWV Kat TCDV avacr'toMCDv TOU IlETa'tpEnnKou 

EVSUJlOU 'tYj<; aYYElOtUoivl']<; Kat nOAAON p-avaO'tOA£CDV. 

L)£V £XOUV avaq>Ep8£i aAAl']AEm8pacrEl<; JlEta~u 'tl']<; 'tEVO~lKalll']<; Kat 'tCDV 

KEVTPIKWC; 8pWV'tCDV aAq>a aYCDVl0'twV Tj TCDV anoKA£t0'twv 'tCDV 8tauACDv 

acrpw'tiou. 

L)EV unTjpXE crXEnK'ij KAIVIK'ij aAAl']AE1ti8pacrl'] OtUV l'] 'tEvO~lKalll'] 

XOpl']yTj8l']KE taU'to:wova IlE a'tEVoAOAl']. Ka'ta Tl'] 81apKEla KAtvlKWV 

80KlJlWV 8EV avaq>£p8l']KE KaJlia aAA11AEni8paol'] ano acr8EvEi<; nou 

aKoAou80ucrav ayCDyTj taU'to:wova JlE napaYCDya 8aKTUAin8a<;. 

EnoIlEvCD<;, 11 tUU't0:W0vl'] xopTjyYjol'] 80crl']C; 'tEvo~lKall11<; Kat 81yO~ivl']<; 
q>aiVE'tat va Ill']v napOUOlasEt JlEYaAO Kiv8uvo. 

AvruJ(lVa Kal AVWYWVIOTi:r; rwv H2 - V1W(50X{;Wv 
6EV tXEI I3pE8Ei KAIVIKO arll.JavTIK~ aMIlAmii3paall IJE auyxpovil xop~Yllall aVTloE,lvwv KOI 

OIIJETIi3ivIlS aTIS aUVlaTWIJEVES i3oaoAoyiES· 

npol3EvEai~1) 

LUYXPOVIl xop~Yllall npol3Evwii3IlS Kal 8Epamias TEvoE,IKOIJIlS IJnopEi va auE,~aEI TIS 
aUYKEVTpwaEIS TIlS TEvoE,IKoPIlS aTO nMalJa. H KAIVIK~ alllJaaia aUT~S TIlS napOT~PllallS 
OEV tXEI TEKI.lllPlw8EI. 

AVTITTI]KTlKO 

6EV tXEI I3pE8Ei KAIVIKO alllJavTIK~ aMIlAmiopaalllJE aUYXPovll xop~Yllall l3ap<papivllS Kal 
cpolvnpoKoUIJOVIlS KOI XOIJIlAOU IJOplaKOu l3opous IlnapiVIl aTiS aUVIOTwlJEVES ooaoAoyiES· 
nOpoAa OUTO, onws KOI IJE oMa 1.111 aTEpoEIO~ aVTI<pAEYIJOVWOIl <poPIJOKa, crUVIOTOTOI 
TTpoaEKTIK~ napaKOAou81lail TWV aa8Evwv 01 onoiol AalJl3ovouv TOUToxpova aVTlTTIlKTIKo. 
0a nptnEI va OiVETOI miallS IOlaiT£PIl npoaox~ aTIl auyxop~Yllall TEvoE,IKOIJIlS 1.1£ 
'lnapiVES XalJllAOU IJOplaKOu l3opous, TOKTIK~ napaKoAou81lail TOU aa8EvoOs, 
TTpoaOIOpialJOS TWV napayovTwv n~E,IlS Kal Evi3EXOIJEVa Tpononoillall TIlS MailS. 

ATTalT£iTOI npOaEKTlK~ napoKoAo081lail aE auyxop~Yllall TIlS TEvoE,IKOIJIlS 1.1£ cpoplJaKa nou 
ovoaTtMouv Til auaawpEucrll TWV OllJOnETOAiwv (n.x. TIKAomi3ivll)· 

A1T6 aT6/JaToc; XOpTJyou/JEva aVTlOla/3TJTlKa 
To KAIVIKO onoTtAWlJa TWV ana OTOI.lOTOS aVTIi3laI3IlTIKwV <pOpIJOKWV YAI130PVOUpii3ll, 

yAII3EvKAal.lii3ll, TOAl3oUTOlJiOIl i3Ev Tpononol~SIlKE ana Tllv T£voE,IKOIJIl. napoAa OUTO, onwe:; 
KOI I.lE oMo 1.111 aT£po£IO~ oVTI<PA£YIJOVWOIl, auvlaToTOI npoa£KTIK~ TTapaKOA008Ila'1 TWV 
oa8Evwv nou A0l.ll3ovouv TOUToxpova ana arOIJOTOS aVTlolal3llTlKO cpoPI.lOKa. 

nEVTO~ucpuAJo.fvTJ 
LE auyxop~Yllall T'1e:; T£voE,IKOIJIlC:; 1.1£ nEvToE,u<puMivll OUE,OVETOI 0 Kivouvoc:; allJoppayiac:;. L£ 

OUT~ Tllv n£pinTwall auvlaToTol aT£v~ napoKoAoOSllall TWV aa8£vwv. 
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AI8av6}''l (Olv6TTvwpa) 
I1EV UTH1PXEI arH.JavTIK~ cpapl..laKO~UVaI..lIK~ aMIlAETTi~paall I..lETO~U TEVO~IKal..lll<; Kal aI8avoAIl<;. 

Zloo{3ouOiv'l 
H TEVO~IKal..lll au~avEI Tllv TO~IK6TIlTa TIl<; <1~of3ouoiVIl<;. 

4.6 	 KUll<fll Kat yaAo'Uxia 
XpI/U'1 KaTa TfJV KV'1U'1: 
~£v umxpxouv O"T01X£la Yla TI]v 't£VOC;lKUllll O£ EYK"U£<; yuvalK£<;, Yl'au'tO 
LO cpuPllaKo 8£ Sa npbr£l va XOPlly£hat Ka'tU 'tll 81UPK£ta 'tll<; KUlloll<; 
(pAEn£ napuypacpo 5.3 npOKA1V1KU o'tOlx£ia yta 'tllV aocpuA.£la). 

Ta Illl (H£PO£18r, avncpA£Yllovw8ll cpuPllaKa EXOUV avao'taAnKil 8puoll 
(Hll crUvS£oll 'tll<; npooLaYAav8iVT]<; Kat o'tav XOPllyouv'tat Ka'tu 'to 'tpho 
'tP11lllvO TI]<; KDlloll<;, Ilnop£i va npoKaAEoouv nporoPll ouyKAlO"ll LOU 
ap'tllPtaKOU nopou LOU £1l~PUOU, va napa't£ivouv TI]v KDllOll Kat va 
KaSuo't£pr,oouv LOV 'tOK£'tO. H XOPr,Ylloll Ka'tu 'to 'tpho 'tpillllVO TI]<; 
KDllO"T]<; av't£v8£lKVuLal. 

XpI/U'1 KaTa TfJ dlapKew TfJ<; ralovxia<;: 
Ano't£AEollaLa Il£'tu ano TI] XOPr,Ylloll £cpunac; 8ooll<; E8£1c;av on, nOAu 
1l1KPr, nooo'tllLa 't£VOC;lKUllll<; (IlEoll Llllr, 1l1KPO't£Pll LOU 0,3% 'tll<; 
8ooll<;) n£pvu£l 0't0 Illl'tP1KO yUAa, (~Un£ Ar,lllla 5.2 
«<l>apllaKoKlVllLlKE<; 1810'tll't£<;», napuypacpo<; Ka'tavollr,). 
~£v unupxouv avacpopE<; av£mSullll'trov £V£PY£lWV OLa SllAuSov'ta 
vcoyvu Illl'tEProV nou naipvouv 't£VOC;lKUllll, aAAu II mSavoTI]'ta 8£v 
Ilnop£i va anoKA£lO"'t£i. EnoIlEvro<;, Sa npEn£l va 8taKon£1 £in: 0 
SllAaollO<; 'troY vcoyvwv £h£ II XOPr,Ylloll 'tou cpaplluKou. 

4.7 	 E7ti()pa<fll <fTllV lKavoTllTa O()llYll<fll<; Kal XElPl<fPOU PllXavllPClTO>V 
01 aoS£v£i<; nou £K8llAWVOUV av£mSullll't£<; £VEPY£l£<; nou Ilnop£i va 
£7rT]p£uoouv TI]V lKavo'tllLa 08r,YllO"T]<; r, X£lPlO"Il0U IlllxaVWV onro<; iA1YYO, 
sUAll r, 8taLapaXE<; TI]<; opaoll<;, Sa npEn£l va anocp£uyouv va 08llYOUV 
aULOKivllLO r, va X£lpiSOVLal Illlxavr,lla'ta. 

4.8 	 AVE7tlOUpllTE<; EVEPYElE<; 
Ep7tElpia a7to KAlVlKE<; ()OKlPE<; 
Ka'tu 'tll 81upK£la KAlV1KWV 80Klllwv nou n£pl£Aull~avav Il£YUAO aplSllo 
aoS£vwv, II 't£VOC;lKUllll r,LaV KaAu aV£KLTl o'tll OUVlO"'tWIl£Vll 8oOll. 01 
av£mSullll't£<; £VEPY£l£<; nou avacpEpSllKav r,LaV O"Uvr,Sro<; r,m£<; Kat 
nap081KE<;. L£ Eva 1l1KpO noooo'to aoS£vwv II 81aKonr, TI]<; S£pan£ia<; 
r,'tav avaYKaia AOYro av£mSullll'trov £V£PY£lWV. 

'Exouv avacp£p8£i OlnapaKu'tro av£mSullll't£<; £VEpY£l£C;: 
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6£i5 0IlEVa ana KA1V1KE~ DOKlIlE~ Kat Embll1llOAOY1Ka CHOlxEia, 
unob£lKVOOUV on l] XPTJOl] HOV £KA£KnKWV avaOTOAEWV 
KDKAoo~uycvaol]~-2 (avamOAc:t~ COX2) Kat KanOlWV ML:A<D (tDWlT£pa 
O£ U\jIT]At~ ()60El~ Kat O£ llaKpoxpoVl£~ O£panEiE~) IlnopEi va 
OUOXELtSELat 11£ aU~T]IlEVO Kivbuvo yw EllcpaVWT] OpOIl~CDnKWV 

apTT]ptaKWV OUIl~aVTWV (n.x EIlCPpaYlla TOU IlUOKap()tOU TJ EyKE<paA1KO 
£n£woblO, ~AEnE ATJlllla 4.4). 

KapDtaKE~ blaTapaXE~: KapbtaKij av£napKEw 

raOTpEvT£plKt~ btaTapaXE~: MELa TT] XOpTJYT]oT] EXOUV avacpEpO£i 
EmcSEivwoT] Tl]<; KOAiTlcSa<; Kat Tl]<; VOOOU LOU Crahn WAEnE ATJlllla 4.4). 

4.9 	 Y m:p()ouoJ.oylu 
I'1pda Kat (Jvp7rnVpaTa 
A v Kat bcv unapXEl Elln£lpia 0XETlKa IlE TT]V o~da unEp~aOT] TT]~ 


ooooAoyia~ 11£ TEVOS1KallT], IlnopEi Kavd~ va npo~At\jl£l nw~ Ta Ol]IlEia 

Kat O"UllnT(DllaTa nou nEplypacpoVTal ow ATJlllla 4.8 "Aw;J[J()VJ.l'7TE~


[vip)'Elu;" Oa Eivat EVTovoT£pa. 

6£v unapX£l IlEXPl oTJIl£pa YVWOTO £lOlKO aVTlcSoLO. H unEp~aoT] TT]~ 


6oooAoyia~ 8a npEn£l va aVTlIlELwnis£Tal 11£ IlETpa WOT£ va £lcaTTw8d 

11 anoppocpT]O"ll (n·x· XO)c£OWpallivT]). 


nt8avov va £KcST]AWO£i yaoTpcvT£P1Kij atlloppayta. EiVat mOavov va 

£K6T] ACOOODV UnEpTa(J11, o~Eia V£CPP1Kij avmapK£ta, KaTamoAij 

avanvwOTIKOD Kat KWlla IlELa Tl] ATJ\jIT] TWV ML:A<D, aAAa EiVat onavta. 


'Exouv avacp£pO£l avacpuAaKTlKt~ avncSpao£l~ 11£ TT] Icij\jJT] TCOV MLA<D Kat 

mOavov va EK6T]/cCOOODV IlETa ana unEpcSoooAoyia. 


e£pam:ia 

H aVL1IlELWmOT] TT]~ unEp6oooAoYla~ IlE ML:A <D Oa npEnEl va 

nEplAall~avEl O"UllnTCOllaTlKij Kat unOOTl]plKTlKij cppovTiba TCOV aoO£vwv. 

6EV unapxouv YVWOTa ElblKa aVTlcSOTa. H brOAlCJT] cSEV Ka8apiSEl 

0T]llaVT1Ka Ta MIA<D ana TT]V KDKAocpopia LOU aillaTO~. 


5. 	 <I>APMAKOAOrIKE:E I~IOTHTE:E 
K(o()lKO~ ATC: MOIAC02 

5.1 	 <I>UPJ-lUKO()UVUJ-llKi:S l()lOTT)T£S 
Mnxavlouoc; ~paOI)C; 

H TEvO~lKallT], Eivat Eva 1lT] OTEpOE1(){;~ aVTlcpAEYIlOVwcSE~ cpapllaKo IlE 
aVTl<pAEyIlOvWcSCl~, avaA·yT]nKE~, aVTlnupETlK£~ lcS10TT]TE~, nou 
avaoTEAAEl EniO"ll~ TT] o"uYKOAAT]OT] TCOV atilOnELaAlWv. 
H TEVOS1KallT] aVaOTEAN:l TT] ~lOODVOWT] TWV npOOTaYAavcSlvwv, TOOO 
in vitro (on£PllaTlKa KDOTicSta npo~aLOu) 600 Kat in vivo (npooTaoia 
ana npoKf.1lT11 TO~lKOTT]Ta 11£ apaXlbovlKO OC;D mou~ IlU~). 
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H in vitro ou;P£UvrlOTJ <JE lGO EVsu Jla lCUKAO-o~UYOVU<Jll<; 7WU 
npoEPXOvTat ano av8pw1Ilva rinapa COS-7 EXEl an08Ei~El Oll 11 
TEVO~lKUJlll aVaGTEAAEl Ta l<JoEVSUJla COX-l Kat COX-2 nEpinou <JTOV 
i810 ~aeIJ.O, 011A. 0 AOYOC, COX-2/COX-1 £lvat i<Joc, JlE 1,34. 

01 in vitro 00K1IJ.a<Jh::c, 1"11c, U1It;pO~£lOU<JllC, HOV AEUKOlCUtTUPOOV O€lXVOUV 
7[(0c, 11 TEVO~lKUlJ.ll £ivat 8uvmov va £~OU8ETEPWVEl TO £VEpyO osuyovo 
<JTOV Tono TllC, <pAEYIJ.OvTJC,. 

H TEVO~lKalJ.ll £ivat in vitro l<JXUP0C, ava<JTOAEac, TOOV aV8pcD1IlVOOV 
IJ.£TaAAonpOOTElva<Jwv (<JTPOJlEAU<Jivll Kat KOAAaYEVUOll), nou 
npoKaAouv Tll olu<Jna<J11 TOU xov8pou. 

AUTEc, 01 <papJlaKOAOYIKEC, EVEPY£lEC, E~1lYOUV, EV IJ.EpEl TOUAUXlGTOV, TO 
8Epan£UllKO O<PEAOC, TllC, T£VO~lKUIJ.11C, GTll 8EpanEia TOOV EncD8uvoov 
<pAEYIJ.0voo8wv Kat EK<pUAlGllKWV VOOlWaTOOV TOU IJ.UO<JK£AEllKOlJ 
(JU<JTTJlJ.aTOc,. 

5.2 <I>UPI.UlKOKIVTJTlK£~ lOlo'nrrE~ 

A1tOPPO«PTJ(HI 
H anoppo<Pll<Jll T11C, T£VO~lKUIJ.11C, ano TO <JTOlJ.a £lvat Tax£ia Kat 1tATJP11C, 
(anoAuT11 ~100ta8wlJlOT11Ta 100%), EVW 11 anoppo<P11<J11 IJ.ETU ano 
XOPTJY11<J11 ano TO op80 £ivat 80% n£pinou. 01 IJ.tYIGTEC, <JUYKEVTPW<JEIC, 
<JTO nAa<JlJ.a IJ.ETa ano XOPTJYll<Jll ano TO GTOJla ~ TO op80, 
E1IlruYXaVOVTal <JE 8uo WPEC, <J£ V11<JllKU UTOlJ.a. 
'OTaV AalJ.~aVETat IJ.£ TPO<p~, 11 TEVO~lKUIJ.11 anoppo<pUTal <JTOV i810 ~a81J.0 
aAAU JlE Ka8uGTEp11<J11 EnlTEU~l1c, TllC, IJ.EYlGT11C, (JUYKEVTPOO<J11C,· 

H ~100ta8£(JlIJ.OTllLa IJ.ETa ano lJ.ia EvcSOIJ.U1K11 M<J11 £iVat nAijpllc, Kat 1J.11 
8taKpi.(Jl~111 (17[0 aUTijv nou napm11P£lTat IJ.ETa T11V ano TOU <JTOJlaToc, 
XOPTJYll<Jll. METU ano EVcSOIJ.U1KT] EVW11, <JXEMv TO 90% 11nEplG<JoTEPo 
TOOV JlEYlGTOOV <JUYKEVTPW<JEOOV £1IlruYXUVOVLal IJ.E<Ja <JLa np(lna 15 
A£1ITU IJ.ETU ano T11 XOPTJY11<J11 80<J11C,· 

M£ TO <JUVlGTWJlEVO 80<JOAOYlKO <JX~Jla HOV 20 mg lJ.ia <popa T11v lllJ.Epa, 
01 <JUV8~KEC, GTa8EpOnOlllIJ.Ev11C, KaTaGTa<J11C, E1IlruYXUVOVTat IJ.E<Ja <J£ 
cSEKa IJ.E 8EKanEvT£ 11JlEpEe;, Xoopic, 1J.11 avalJ.EvoJlEV11 (JU<J<JwPW<J11· H 
IJ.E<J11 <JuYKEVTPOO<Jll <J£ <JLa8£pOnOl11 JlEV1l KaTu<JLa<Jll £ivat 11 IJ.g/ml 
OLaV 11 TEvO~lKUIJ.11 XOP11Y£lTat <J£ M<JEle; TOOV 20 mg Jlia <popu 
11IJ.EPll<Jiooc, ano GTOlJ.aTOc, Kat aUTO 8E IJ.ETa~UAAETat aKOlJ.a Kat av 
AaJl~UVETat 11 8EpanEia IJ.EXPl Kat yta TE<J<JEpa xpOVta. 

'Onooc, npO~AEnETat ano Tll <paplJ.aKOKlVll11Kij E<puna~ M<JllC" 01 
(JUYKEVTpW<JEle; GTa8EpOnOl11lJ.tv11e; KaTU<JLa<J11C, <JTO nAU<JlJ.a £ivat 6 
<pOpEe; u'I'l1/con::pEc, aUTWV nou E1IlruYXUVOVTal JlETa ano Jlia £<puna~ 
M<J11· 

KUnlVOJlTt 
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5.3 	 TIPOKAtVIKU «1TOIXdu 1lU TTl" U«1q>UAElU 
H n:VOSIK6~Tl O£V SOUSE ~naAAaslOyovo, KapKlVOYOVO i] T£pa'royovo 
£niopacrTl cr£ m:lpa~aTOSWa. 

Om.D<; Kat ~£ aIJ,ou<; aVaCHOA£l<; TWV npocrwy),a\'OlVWV. napaTllpij81lKaV 
V£<PP1Kt<; Kat yaCHp£VT£PlKl':<; E7tlOpacr£l<;, aUSll~tvll crUXVOTTlW 
oucrTOKia<; Kat Ka8ucrT£p1WtVO<; TOKnO<;, KaTa TTl 61apK£1a TWV 
60Kl~aCJlWV acr<paA.£ta<; cr£ n£lpa~aTOS(J)a. 

6. 	 <l>APMAKEYTlKA 1:TOIXEIA 
6.1 	 KUTa.A010~ J.1E TU EK()OXU 

6.2 	 A(j'\)J.1f3UT6TllT£~ 
Ka)lia YVWCH1l 

6.5 	 <l>U«1T1 KUt (11mTUTlKa. TO\) 1TEptEKTTI 

6.6 	 O()m'iE~ XPtl«1T1~ I xnpl«1J.10U 
L1£V £<pap)lOSETat. 

7. 	 KATOX01: TH1: AL1EIA1: KYKAO<l>OPIA1: 

8. 	 API0M01: AAEIA1: KYKAO<l>OPIA1: 

9. 	 HMEPOMHNIA TH1: IIPQTH1: AAEIA1:/ANANEQ1:H1: TH1: AAEIA1: 
KYKAO«l>OPIA1: 

10. 	 HMEPOMHNIA TH1: (MEPIKH1:) ANA0EQPH1:H1: TOY KEIMENOY 

2. 	 To <l>UAAO 00rJVIWV Via TO Xp~CJTrJ cpaplJaKEUTlKWV rrpo·IOVTWV rrou m:pIEXOUV opaCJTIKO 
CJUCJTOTIKO TENOXICAMopi~ETOI we; E~~e;: 

<J)YAAO OAHrIQN rIA TO XPHI:TH 

1. 	 TIP01:AIOPI1:M01: «l>APMAKEYTIKOY llPOi'ONT01: 

1.1 	 Tenoxicam 
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1.2 	 I':uvO£csl) 
iJpa(Jf1Kl7 ovoIa: tenoxicam 
EK(jOXa. 

1.3 	 <l>apJ.laKOT£XV1Ktl J.lOP<Ptl 

1.4 	 ll£Pl£KTlKOTl)Ta CS£ (jpaCSTlKtl oucsta 

1.5 	 ll£p1'Ypa<ptl - csucsK£uacsla 

1.6 	 <l>apJ.laKOO£pa1t£1)TlKtl KaTl)'Yopla 
MT] (J"n:pocliSte; aVwpAEy!lOVWOEe; <pap!laKo. 

2. 	 TJ nPEllEJ NA rNQPIZETE rIA TO <l>APMAKO llOY LA!: XOPHrHLE 
o rIATPOL LAI: 

2.1 	 r£V1KES 1tJ,l)PO<pOpiES 
H Opa<HIKij oUGia TEvO~lKa)lT] avaKou<pit;;El an6 TOV n6vo nou npoKaAE1Tat an6 
<pAEy!lOVij (MT1 LTEpoEliSte; Avn<pAEy)lOVWOEe; <Dup!laKo). H TEvO~lKa!lT] 

XPT]Gl)lOlWIE1Tat yta TT] OEpam:ia TOU navou T(DV )lUWV Kat HDV ap8pCOOHDV, TOU 
n6vou !lETa an6 XEIPOUpYIKEe; £n£)l~UG£le; Kat nov n6vwv TT]e; n£p16oou. 

2.2 	 Ev(j£i~£lS 

H T£VOSIKU)lT] CVOdKYUWl yta Tl1 GU)l1tTW)lanKij 8£panEia TWV napaKaTw 
£nwouvwv <P/\,Ey)lOVWOWV Kat £K<pUAlGnKWV OtaTapaxwv TOU )lUOGK£A£nKOD 
GUGTij)laTOe;: 
• p£U)laTO£loij apSpinoa 
• OGT£OapSpinoa 
• ayKUAwnKT] GnovouAinoa, UAA£e; opOapVT]nKEe; GnovoUAapSpona8£lEC; 
• £7r(OOUva £swap8pIKU ()1)VopO)la, 6nwc; T£VOVTinoa, SUAaKinoa, 

n£plapOpinoa TOU W)lOU (W!lo~paX16vlO crUvo pO!J.O) 

• os£ia OUPIKT] apSpinoa 


• )l£TEyX£lpT]nK6 n6vo 
• npwTOnaSij OUG)lT]v6ppOla 

2.3 	 AvT£v(j£i~tlS 

~£V nptnEt va xpT]Gl!J.onOlClT£ T£vOSIKa!lT] £av )'VWpiS£T£ 6n EX£T£ aAAEp'Yia ij 
un£p£ualGST]Gia G£ uUT6 ij m:: onOlooijnoT£ ana Ta GUGTanKa nou n£pl£X£l TO 
<pap)laKO ij G£ UAAa )IT] GT£pO£lOij avn<pAEy!lOVWOTj <pap!J.aKa T] G£ n£pi1tTwGT] 
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nou La <JaAl1CUAlKa ij aAAa Mll :~::-[£PO£lOij Avn<p)c£Y/lOVWOll <DaP/laKa <Ja<; 
npOKaAOUv <JuJlmOOJlaLa a<J8Jlaw<;, plvinoa<;, aYY£1OOloij/laTO<; ij KVioCO<Jll<;. ea 
np£n£l va £vllJl£POO<J£T£ 't"0 YlaTPO <Ja<; £av yvCOpiS£T£ on £X£T£ KanOla 
aAA£pyia. ea npEn£l £ni<Jll<; va £Vll/l£PW<J£T£ TO YlaTpo <Ja<; £av uno<pEpET£ ano 
~apla llnanKij ij V£<PPlKij aV£1IapX£la. 

Eni<Jll<;, O£v npEn£l va XPll<Jl/lOnOlEln: T£vo~lKa/lll £av EX£T£ £v£pyij ij l<J't"OPlKO 
ya<JTp£vn:plKij<; atJloppayia<; ij olaTPll<JT]<;, nou <JX£Tis£Tat Jl£ npollyou/l£Vll 
8£pan£ia Jl£ Jlll <JT£PO£lOij avn<pAEyJlOVwOll <pap/laKa (MIA <1)). H T£vo~lKaJlll 
aVT£VOElXVUTat <J£ a<J8£v£l<; /l£ £v£pyo ij /l£ l<JTOPlKO UnOTPOmaSov't"o<; nEnnKou 
EAKOU<;/at/loppayia<; (8uo ij n£pl<J<JoT£pa £n£l<Joota an08£8£lYJlEvll<; £~£A.KCO<Jll<; 
ij atJloppayia<;) ij JlE ~aPla KapOtaKij aV£naPK£ta, onco<; Kat /l£ aAAa MIA<D. 
T£AO<;, 11 T£VO~lKa/lll 8EV np£n£l va Aa/l~aV£Lal ano a<J8£V£l<; nou npOK£lLat <JW 
£1I0/l£V0 48copo va unO~A1180uv <J£ aval<J811<Jia ij EyX£lpll<Jll Kat ano yuvaiK£<; 
nou ~pi<JKOVTat <JTO TpiTO TpiJlllvO T1l<; KDll<Jll<;. 

2.4 El&lK{;~ npO<pl)A.a~El~ Kal1tpOE1&01tOltlUE1~ KaTa TTJ XPtluTJ 
2.4.1 rEV1Ka 

DPlV ~£KlVij<J£Tf: Tll 8£panEla /l£ T£vO~lKaJlll ~£~atco8£iTf: on 0 YlaTpO<; 
<Ja<; yvcop1S£1. £av £X£T£: 

• V£<PPlKij ij llnanKij na811011 
• npo~Aij/la'W /l£ TT]V Kapola <Ja<; 
• npo~Aij/la'W /l£ TO al/la <Ja<; 
• aAA£<; a<J8£v£t£<; 
• aAA£pyi£<; 

<DapJlaKa onco<; 11 T£vO~lKa/lll /lnopEl va <Ju<Jx£nSovTat /l£ /llKpij aU~l1<Jll 
TOU KlV8uvou yta xupOtaKij npo<J~oAij (<<£/l<ppaYJla TOU /lUOKap8iou») ij 
EyK£<paA1.KO £1I£l<Jo&1O. 0 ono1O<; rivouvo<; Elvat mo mSavo<; <J£ U\jIllA£<; 
00<J£1.<; Kat <J£ napaT£'WJlEvll 8£panEla. [I,£v np£n£1. va l)n£p~aiv£T£ Tllv 
<JuVl<JTWJlEvll oO<Jll ij Tll 01.apK£la Tll<; 8£panEl(l(;. 
Eav £X£T£ Kap8laKa npo~AijJlaTa, npollyouJl£vO EyX£<paAlxo £nE1.<J081O 
,ij O£COPElT£ on £VO£XO/lEvCO<; JlnopEl va ~Pl<JK£<JT£ <J£ rivouvo yta Tllv 
£x8ijACO<Jll TbOlCOV Ka'W<JTa<J£cov (n·x £av £X£T£ U\jIllAij apT11ptaKij ni£011, 
ola~ijT1l ij U\jIllAa £1Iln£8a XOAll<JT£poAll<; ij d<JT£ Ka1IV1.<JLT]<;) 8a np£n£1. 
va O"USllLT]<J£T£ yta Tll 8£pan£ia <Ja<; Jl£ TO ytaTPO ~ TO <papJlaXOnOlO <Ja<; 

Eav £X£T£ npo~Aij/la'W /lE W O"Uxcl:m, 'W v£<ppa, Tllv Kap01.a, TO aiJla ij 
TO <JW/laXl <Ja<;, 0 ytaTPO<; <Ja<; 8a ano<pa<Jim;l £av £lVat <JxomJlo va 
napET£ 't"£vO~lKa/lll <J£ /llXPOT£Pll 86<Jll T] Ka80Aou. DapaXaAEl<JT£ va 
aKOAOUO£lT£ nP0<J£XnKa n<; 0011Y1£<; TOU ytaTPOU <Ja<;. 
Eav npOK£l1at va unO~A118£lT£ <J£ EyXEipT]<Jll, 8a np£n£l va 
nAllpo<poPT]<J£T£ W YlaTPO on naipv£T£ TEVO~lKaJlT] Kat aUTO<; Oa <Ja<; 
O"UJl~OUA£\jI£l <Jx£nxa Jl£ T11 8£panEUnKij <Ja<; aycoyij. 
O'Wv AaJl~aVOUv T£vO~lXa/lll a<JS£v£i<; Jl£ KaTU<JTa<J£1.<; nou Sa 
/lnopou<Jav va al)~ij<Jouv TOV rivouvo avanLU~l1<; v£<pp1.Kij<; aV£1IapK£ta<;, 
onco<; um:pijA1.X£<;, npounapxou<Ja V£<PPlKij vO<Jo<;, av£napKij<; V£<PPlKij 
A£lwupyia <J£ Ota~l1nKou<;, <JU/l<P0PllnKij KapOtaKij aV£1IapK£la, 
unoYAuKat/lia ij 'WUToxpovll 8£panEla /l£ OuvT]nxa v£<ppOW~lKa 
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<pup)laKa, blOUPllTlKU Kat KOPTlKOCHEpoabij, napaKOAOu80Uvtat on:vu, 

IbtahEpa COC; npoc; TllV Kap()taKij Kat VE<PP1Kij AElToupyia (oupia ai)laLOC;, 

KpWnVlVll, avunru~ll Olbij)laLOC;, aU~lloll LOU OCO)laTlKOU J3upouc; 

K.A.n.). Euv avijKETE OTllV o)luba amij TCOV a08EVcOV ~piOKEOTE OE 

)lEyUAO Kivbuvo KaLU TllV nEp1- Kat )lETEyXEIPllTlKij <PUOll ooJ3apcOv 

XE1POUPYIKcOV EnE)lJ3UOECOV AOYCO TllC; m8avoTllLaC; ooJ3apijc; ancOAEtac; 

ai)laTOC;. fta TO AOYO aUTO XPEIUi:;WTE OTEVij napaKoAou811011 Kant Tll 

)lETEyXE1PllnKij nEplobO Kat KaTU TllV nEplO()O avuppcoollC;. 

Euv napoumui:;ETE btaLapaXEC; OTllV nij~ll ij aKOAou8EhE 8EpanEla )lE 

<pup)laKa nou EnllPEui:;oDV TllV at)lOOLa0ll, 8a npEm::1 va 

napaKoAoD8EiOTE npOOEKTlKU OLaV Aa)l~UVETE TEVO~lKU)lll· 


DpEnE1 va Aa)lJ3UVETE TEVO~lKU)lll )lE 1b1ahEPll npoooxij EUV J3piOKWTE 

OE ~ap1U avanllP1Kij KaTUOLa0ll ij ElaTE xpovta KaLaKEKA1IlEVOC; 

ao8Evijc;. 

EmbElvcooll LOD uo8llawC; IlnopEi va O<pEiAETat OE Aij\jlll 1111 OTEPOE1bcOV 

avn<pAEY)lovCObcOv <pap )lUKCOV. 

E~aniac; TllC; D\jIllAijC; ouvbEOllC; TllC; TEVO~lKU)lllC; IlE nc; npCOTEl'VEC;, 

ananEhat npoooxij OTllV nEpimcooll nOD 01 AEDKCOllaT1VEC; LOD 

nAUO)laWC; EAaHco80uv 0llllaVTlKU. 


ME Tllv TEVO~lKUllll Ka8cOC; Kat )lE UAAa 1111 OTEPOElbij aVTl<pAEyIlOVcObll 

<pUPllaKa EXODV ava<pEp8Ei aVEm8u)lllTEC; EVEPYEIEC; aLa IlUTla. 

EnoIlEVCOC;, <JDVlGTUTat 0<p8aA)lOAOYlKij E~ELaOll OE nEpinTcooll nOD 

napoDmui:;ETE btaLapaXEC; OTllV Opaoll. 


H XPijOll TllC; TEVO~lKUllllC;, oncoc; Kat onolOubijnoTE <papIlUKOD nOD Eivat 

YVCOOTO OTl avaOTEAAE1 Tll crUv8Eoll TllC; KDKAO~DYEVUOllC; / 

npooTaYAavbivllC;, Eivat buvaTOV va napaJ3AU\jIE1 Tll YOV1)lOTllLa Kat bEY 

<JDVlGTULal OE yuvaiKEe; nOD bOK1Ilui:;ODV va <JDMUJ30DV. 0)a nptnEl va 

E~ETUi:;ETat 11 btaKOnij Tlle; TEVO~lKUlllle; OE YDvaiKEC; nOD bDOKOAEUOVTat 

va <JDAAUJ30DV ij J3PloKOVTat Dno blEPEUVllOll OTE1pOTllLae;. 


'EXODV ava<pEp8Ei yaoTpEVTEp1Kij atlloppayia , E~EAKCOOll ij blUTPllOll, 01 

onoiEe; IlnOpEt va EiVat 8aVaTll<PopEC; IlE OAa La MLA<D, 

<JDllnEpv,allJ3aVO)lEvllC; Tlle; 8EpanElac; IlE TEVO~lKUllll onOlabijnoTE 

OTlYllij, )lE ij xcopie; OU)lnTcOJlaLa npoElbonOlllollC; ij npollYOUJlEVO 

lGWPIKO ooJ3apcOv yaoTpEvTEPIKcOV EnElGobicov. 01 )lEAETE<; nOD EXODV 

blE~ax8El COC; oijllEpa OE EXOUV npOOOlOplOE1 DnOKaTllyopiEC; ao8EVcOV 

nOD va JlllV ()taTPEXODV KivbDVO EIl<PUVlGllC; nEnTlKOU EAKOUC; Kat 

atIlOppayiac;. 


01 llAlK1COllEvOl EXODV aD~llJlEvll <JDXVOTllLa EKbijAcoolle; aVEm8UIlllTCOV 

avnopUOECOV aLa MLA<D, 1btahEpa yaoTpEVTEP1Kij atlloppayia Kat 

bUITPllOll 01 onoiEC; )lnopEi va ElVat 8avaTll<p0pEC;. Ta nEplGOOTEpa 

8avaTll<popa yaoTpEVTEp1KU <JDJlJ3UJlaLa La onoia oXETii:;oVLa1)lE 1111 

mEpoE1bij avn<pAEYllovcObll <puPllaKa EKbllAc0811Kav OE llAlK1CO)lEvOU<; 

Katlij E~aOOEVllJlEVODe; ao8EvEie;. 0 KlvbDVOC; yampEvTEplKijC; 


17 



66YEn-E.4250-13/2 
(24u) 

atl·lOppuyia<;, £~EAKW<JTje;, TJ 8UITpTjCJT]e; £ivat U'VTjAOT£pOe; <J£ UU~T]).lEV£e; 
M<J£le; MLA<D, <J£ U<J8EVEie; ).1£ lO"LOP1KO £}.XOUe;, 18wh£pu ).1£ £mnAOK£e; 
).1£ at).10ppuyiu TJ 8uiTpTjOTj (p/J:rr£ rrupuypa<po 2.3 AVT£v8Ei~£1e;) Kat <J£ 
TjA1KlW).1£VOUe;. AUToi Ol a<JO£vEie; Ou rrpErr£l vu ~£KlVTJ<JOUV O£purr£iu 
<JTT]V KaTcDTaTT] 8wOtO"l).1T] M<JTj. H O£purr£iu <Juv8uuCJ).10U ).1£ 
rrp0<JTUT£UTlKOUe; rrUpUyOVT£s (rr·x· ).1lO"OrrpO<JTOATj, TJ UVU<JLOAEiS aVTAius 
rrpwLOviwv) Ou rrpErr£l vu £~£Ta<JTEi yw UULOUe; LOUe; U<JOEVEie; Kat 
£rriCJTje; yw u<JS£v£ie; rrou UrrUnElTat TUUTOx.pOVTj XU).1TjATJ M<JTj u<J1J:lpiVTje; 
TJ UAAa <pUp).1UKU rrou mOUVcDe; UU~UVOUV TOV YU<JTP£VT£P1KO Kiv8uvo 
(pAErr£ rrapUKUTW Kat rrapaypu<po 2.5 AAATjA£m8paCJ£lC; ).1£ uAAa 
<pUp).1UKU Kat UAA£e; ).10p<pb; UMTjA£1Ti8puCJTje;). 

Tu MLA<D Ou rrp£rr£l vu XOPTjYOUVTat ).1£ rrp0<J0XTJ <J£ u<JSEV£ie; ).1£ 
l<JLOPIKO <pAEy).10VcD80Ue; VOCJOU LOU EVTEPOU (£AKWTlKTJ KOAiTloa, VO<JOe; 
TOU Crohn) a<pOU Tj KaTU<JTa<JTj LOUe; mOavov VU £m8£lVw8El. 01 ucr8£vEie; 
).1£ lO"LOp1KO yU<JTPEVT£p1KTJs LO~lKOTTjTae; , £181KOn.:pU Ol TjA1KlW).1tvOl, Oa 
rrpEm:1 vu UVu<p£pOUV orrOlu8TJrrOT£ UCJUVTJ01<JTa KOlAWKU O"U).11TTcD~taTa 
(£lOlKU yU<JTPEVT£p1KTJ at).1oppuyia) £lOlKU <JTU rrpcDTa <JTuota TU 
O£purrEius. Av £K8TjAw8Ei m:rrTlKTJ £~EAKWCJTj TJ yU<JTP£Vn.:P1KTJ 
at).1oppayiu, T] T£VO~lKU).1Tj Oa rrp£rr£l vu OWKorr£l a).1Wu. 

ea rrpErr£l vu £<plO"TUTat rrpoCJoXTJ <J£ u<J8£vEie; rrou AU).1J3uvouv 
TaUTOx.pOVU <pUp).1aKU TU orroiu ).1rropEi vu UU~TJ<Jouv LOV Kivouvo 
£~£AKW<JTjs TJ at).10ppuylu~, orrwc; urro <JTO).1ULOs KOPTlKO<JT£PO£lOTJ, 
UVTlrrTjKTlKU orrwe; pap<papivTj, £KA£KTlKOUe; avucrToAEie; 
£rruvurrp0<JAll'VTje; <J£poLOvivTj<; TJ uVTlat).10rr£TaAtUKOUe; rrupuyovn:s orrwe; 
Tj a<JmpivTj (pAErr£ rrapuypu<po 2.5 AAATjAE1J:lOpum:1C; ).1£ UAAU <pap).1UKU 
Kat UAA£<; ).10p<pEe; uAATjA£rrlopu<JT]e;). 

LJEP/-WTlKi"s Avm5po..a£ls 
'Exouv avu<p£p8Ei rroAu CJrravta CJOpUpEe; O£p).1aTlK£e; UVTlOpUCJ£le; 
CJX£Tl~O).1EV£e; ).1£ TTj x.pTJ<JTj TWV MLA<D (pAtrr£ rrupuypu<po 2.8 
Av£mOU).1TjT£e; EVEpY£l£e;), OP1<J).1EV£e; urro Tle; orroi£e; TJTaV 8uvuTT]<p0P£C;, 
0"U).1rr£p1AU).1PUV0).1EVTjS TT]S urro<poA18wTlKTJS o£p).1aTiTlouS, LOU 
O"Uvop0).10U Stevens-Johnson Kat 'tTje; 'to~lldl<; £1J:lO£p).11KTJS V£KPOAU<JTjS . 
01 u<JS£v£ie; <pUiV£Tat va OWTPEXOUV ).1EyaADT£po Kivouvo £).1<pUV1<JTje; 
TETOlWV UVTlopa<J£wv <JLO UPX1KO <JTaolO TT]S S£purr£ius, <J'tT] o£ 
rrAElO'VTj<piu 'tWV rr£pl11:TcD<J£WV Tj rrpcD'tTj £).1<paVlO"Tj TWV UVTlopa<J£wv 
£KOTjAWV£Tat EVTOe; LOU rrpwLOU ).1TJVU O£purrEiue;. Euv £).1<paVlO"LODV 
<JopapES O£p).1UTlKES UVTlOPU<J£lS, Tj 8£purrEiu ).1£ T£VO~lKa).1Tj Su rrpEm:1 
vu otaKOrrEl U).1E<JWS. 

2.4.2 	 HhKHOJlEVOl 

01 Tj/c1KlCD).1£VOl EXOUV UU~T]).1£VTj <JUXVOTllTa £).1<pUVlO"Tj<; av£m8U).1TjTWV 
£V£PY£lWV Jl£ 'tT] XOPTJYTj<JTj MIA<D Kat 10talT£PWS yU<JTPEVT£PIKTJS 
at).10ppuyiuS Kat 81UTPTj<JTj<;, Ol orroi£e; m8uvov va EiVat 8UVaTTj<pop£<;. 

2.4.3 	 KUTJO"TJ 
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Ano TI)v 0l.uloa nov OtoUpTJUKOOV (<papj..laKa nou au~avouv 'tTJ OtoUPTJO"TJ), Sa 

npEnEl va ano<pEUYE'tE va naipVE'tE j..laSi j..lE TI)v 'tEVO~lKaj..lTJ 'ta anOKaAOUj..lEva 

OtoUpTJUKa npoa'ta'tEUUKa TI)e; amOAElae; KaAiou, EnEI0TJ j..lnopEi va 

napOU(J1aa'touv O1O'tapaXEe; aTI) AEnoupyia nov VE<PPOOV aae;. 

H 'tEVO~lKaj..lTJ j..lnopEi va j..lEHOaEl TI) opaaTJ Op1<Jj..lEvrov <papj..laKrov nou 

XOpTJyouv'tat Yla TI) SEpanEia TI)e; unEp'taaTJe; (UOpOXAroPOSE1OSiOTJ, aA<pa

aopEvEpYIKOi anOKAE1<J'tEe;, Avaa'tOAEie; 'tOU ME'ta'tpEnuKOU EvSUj..lOU 'tTJe; 

A 'Y'YEto'taaivTJe;, p-avaa'toAEie;). 

o y1O'tpoe; aae; Sa aae; napEl aij..la Yla Epyaa'tTJplaKO EAEYXO Eav napE'tE 
'tEvo~lKaj..lTJ j..laSi j..lE aVU1l:TJKUKa (<papj..laKa nou au~avouv 'tTJ pcua'to'tTJ'ta 'tou 
aij..la'toe; aae;) Kat j..lE KopUKoa'tEpOElOTJ (<papj..laKa nou XOpTJYOUV'tal yta TI) 
SEpanEia n.x. aAAEpytKOOV avuopaaErov onroe; 'to aaSj..la TJ OEPllaUKEe; 
Ota'tapaxEe;). 
AnanEi'tat npoaEKuKi] napaKOAOUSTJaTJ Eav Aaj..lpaVE'tE aVU010PTJUKa <papj..laKa 
ano 'to a'tOj..la onroe; YAtPopvoupiOTJ, yAlpEVKAaj..lioTJ Kat 'tOApou'taj..lioTJ, <papj..laKa 
nou avaa'tEMOuv TI) cruaaoopcuaTJ 'troY atj..lOnE'taAirov onroe; TJ uKAomoivTJ, 
aV't11l:TJKUKa onroe; pap<papivTJ, <patVnpOKOUj..lOVTJ, 'to toa'taUKO <papj..laKO 
~toopouoivTJ TJ 'to <pUpj..laKO nEV'to~u<pUAAivTJ· EniaTJe; Sa npEnEl va OiVE'tat 
101ahEpT] npoaOXTJ aTI) auyxopTJYT]aTJ 'tEVO~lKUj..lTJe; j..lE TJnapiVEe; xaj..lTJAOU 
j..l0plaKOU pupOue; Kat npopEVEaioT]. 
Euv xpEtUSEaSE nEp1<JaO'tEpEe; nATJPo<popiEe;, cruST]TT]a'tE 'to SEj..la au 'to j..lE 'to 
y1O'tPO aae;. 

2.6 AO(JoJ..oyia 
:LuvnS1<JUEVn ooaoAoyia 

fla OAEe; ue; EvoEi~Ele; EK'tOe; TI)e; o~Eiae; OUptKi]e; apSpiuoue;, TJ cruVT]S1<Jj..lEVT] 

MaT] EiVat 20 mg TI)V iota oopa TI)e; T]j..lEpae;. fta TI)V npro'tonaSTJ Ouaj..lTJVOppOla 

Kat 'to j..lE'tEYXEtpTJUKO novo T] OoaT] j..lnopEi va aU~TJSEi EUV xpEtaaSEi Eroe; 40 mg 

j..lia <popu 'tT]v T]j..lEpa Kat Yla 01aaTI)j..la 0Xl j..lEYaAU'tEpo 'troY nEv'tE T]j..lEPOOv. 


flU 'tT]v o~Eiu OUptKi] apSptUoa T] OoaTJ EiVat 40 mg j..lia <popu 'tT]V T]j..lEpa Yla 

OUO T]j..lEpEe; aKoAOUSOUj..lEVT] ano 20 mg j..lia <popu TI)V TJj..lEpU YIU ue; EnOj..lEVEe; 

nEv'tE TJj..lEpEe;. 


'Onou anaHEi'tal, TJ SEpunEia j..lnopEi va apXtaEl j..lE EVOO<pAtp1O TJ EVOOj..luYKi] 

xopTJYT]aTJ j..liu <popu TI)v T]j..lEpa Yla j..lia TJ OUO TJj..lEpEe; Kat va cruvEXlaEl ano 'to 


a'tOj..la. 

Ka'tu TI) 01UPKEIU XPOVlroV Ku'taa'tuaErov, 'to SEpanEUUKO anO'tEAEaj..la TI)e; 

'tEVO~lKUj..lTJe; Eivat <pavEpo uno TI)v apXTJ TI)e; SEpunEiae;, unuPXEl OJ..lroe; 

npooocuuKi] aU~TJaT] aTI)v aV'tunOKplaT] j..lE TI)v napooo 'tOU xpOVOU Eroe; Kat 15 

T]j..lEpEe;. 

:LE xpOVIEe; Ku'taa'taaEle;, OEV cruvta'toov'tal T]j..lEpTJ(J1Ee; ooaEle; j..lEYaAu'tEpEe; 'troY 

20 mg EnEtOTJ Eivat ouva'to va UU~TJSEi T] aUXV0TI)'ta Kat TJ papUTI)'ta 'troY 

aVEmSUj..lTJ'trov EVEPYEtOOV xropie; aTJj..lavuKi] aU~T]aTJ TI)e; anO'tEAEcrj..laUKOTI)'tae;. 

flu aaSEVEie; nou XPEIUSOV'tat j..laKpoxpOV1O SEpanEia j..lnopEi vu OOKtj..laaSEi T] 

j..lEiroaTJ 'tT]e; ano a'tOj..la'toe; TJj..lEpTJmae; MaTJe; aE 10 mg YIU cruvTT]pT]aT]. 

EI0IKEC OUUOE£ aaSEVoov 

Ku'ta YEVIKO Kuvova 01 nupunuvro ooaoAoYIKEe; OOT]yiEe; 1<JXUOUV EniaT]e; j..lE 

10tahEpT] npoaOXTJ Kat a'tEVTJ napaKOAOUST]aT] Kat yta 'tOue; T]AIKtroj..lEvOUe; 
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UGOEvEie; KUOcDe; Kat yw UGOEVde; )lE ypnu EWe; )lETPW VE<PP1Kij ij T]1WTlKij 

UVE1I<lPKEw. 


T ponoe; XOpYlYUGue; 

IluipV£TE 1I<XVTOTE TO <pap)luKo TT]V i6w cDpU KaOE )lEPU, KaTa TT] 61apKEw ij 

U)lEGWe; )lETa W YEU)lUTU. Kuwniv£TE W 610KlU u)laGT]w )lE EVU nOTijpl VEpO. 

Eivat npOTl)lOTEPO vu nuipv£TE TO <pap)lUKO UUTO KUTa TT] 61apKEla ij U)lEGWe; 

)lETa uno TO YEU)lU. 


MT]V uAAaS£TE uno )lOVOl GUe; TT] ()6GT] nou GUe; EXOUV CYUGTijG£l. Eav VO)llS£TE 

on T] 6paGT] TOU <pup)laKOU EiVat noAu UMVUTT] ij nOAu 6UVUTij, GUsT]TY]GTE TO 

)lE TO Y1UTPO 0Ue;. 

o YWTpOe; Gae; YVWpiSEl KUAUTEPU nOTE Ou npEnEl vu GW)laTY]G£TE TT] Aij\jfT] TOU. 

I1apoAa aUTa Ou npEn£l va IctTE GTO YWTPO Gae; Eav E1IlOU)lElTE va GW)lUTY]G£TE 

TT] Aij\jfT] TOU <pap).laKOU. 

H AUO<plAT] OUG1U GTU <PWA16la Oa npEn£l vu 6WAUEWl 0TO 6WAUTl] nou unapXE1 

)lEGU GTl] CYU0K£UaGla (2ml anwwY)lEVO VEPO yw £VE0T]). To avaCYU0wOEv 

81aAU)lU Oa npEn£l va XOpl])'ElTm U)lEGWe; Ev60<pAE~W ij 0V8o)lU1Ka. 


2.7 	 Ym:p<>oaoA,0Yla - AVTlI.U;T(I)1tlO"TJ 
Eav wEie; ij KanolO aAAo aTO)lO, nap£TE unEp~oAl1dl ()6Gl] TEVO~lKa)ll]e;, Oa 
npEnEl va E1IlKOlvwvijGET£ a)lEGWe; )lE TO YWTPO Gae;, TO <pap)laKOnOlO ij )lE TO 
nAl]GU~GTEPO VOGOKO)lEiO. 2.:E nEplmw0l] o~Eiae; UnEp~aGl]e; Tl]e; 80GOAoYlae; w 
Gl])lEia Km 0U)lnTcD)laW nou nEplypa<povwl GTl]V napaypmpo "AVE1IlOU)ll]TEe; 
EVEpYE1Ee;" Oa Eivm EVTOvoTEpa. 

H unEp~a0l] Tl]e; 80GOAoyiae; Oa npEn£l va aVTl)l£Twnis£Tat )lE )lETpa cDGTE va 
EAanwOEi l] anoppo<pl]Gl] (n·x· nAU0l] GTO)laxOu Km XOpijYl]0l] EVEPYOU 
avOpaKa) Kat va E1IlWXUVOEi l] mW)laKpUVGl] (n·x· XoAE0rupa)livl]). 

I110avov va EK8l]AwOEi yaGTp£VTEP1Kij at)loppayia. ElVat 1IlOaVOV va EK8l]AWOOUV 
UnEpWGl], o~Eia VE<PP1Kij avmapKEW, KUWGTOAij aValIV£UGnKOU Kat KcD)la )lETa 
TT] Aij\jfl] TWV MIA<D, aUa EiVat Gnavw. 

'Exouv ava<pEpOEi avaqmAaKnKEe; aVn8paG£le; )lE TT] Aij\jfl] TWV MIA<D Kat 
1IlOavov va EK6l]AWOOUV )lETa ano unEp6000Aoyla. 

H aVTl)l£TcD1IlGl] Tl]S UnEp60GOAoyias )lE M2.:A<D Oa npEnEl va nEplAa)l~aVEl 
0U)lnTW)lanKij Km un00Tl]plKnKij q>povnba TWV a000VWV. ,10V umxpxouv 
YVW0TU ElblKa aVTlbow. H blUA10l] bEV KaOapl~El 0l])laVnKa W MIA<D ano Tl]V 
KDKAoq>opia TOU ai)laTOe;. 

2.8 	 AVE1tl9i>IlTJTE~ EvtpYE1E~ 
Ma~l )lE W EUEpYEnKa mWTEAEG)laW Tl]S TEvO~lKa)ll]e; Eivm 1IlOUVO va 
E)l<paV1<HOUV uw:mOu)ll]TEe; EVEPYE1ES KaTa Tl] 61apKEla TT]S OEpanEiae;, aKO)ll] 
Km av xpl](1).lOn01EiTm onwe; 0U(HijvEW1. 
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H 1EVO~lKa!J.ll KaAa aVEK1T) ano Wu<; nEplO"a01Epou<; aa8EV£l<; a111 auvlO"TCD!J.Evll 
Mall· 01 aVEm8u!J.ll1EC; EVEPYW,:<; nou avu<pEp811Kav T)wv auvT)8ro<; T)nu:;c; Kat 
nap001KEC;. LE Eva !J.1KpO noaomo aa8Evwv 11 OlaKonT) 111<; 8EpanEia<; T)WV 
avaYKaia AOYro aVEm8u!J.ll1rov EVEPY£lWV. 
'Exouv ava<pEp8Ei 01 napaKaTro aVEm8u!J.llTEC; EVEPY£lE<;: 
LUXVOTTJTa ,"u:yaA:UTtPTJ TOU 1% 
TarJTp£VT£PI1d:C; bwmpaxic;: yaaTp1KE<;, EmyaaTp1KE<; Kat K01AtaKE<; Ola1apaXE<;, 
ouam:\jfia, vauTia. 
!Jzampaxie; rov KNE: SaAll, KE<paAaAyia. 
LUXVOTTJTa j.llKpO'-U:PTJ TOU 1% 
TarJTp£VT£pl1de; bwmpaxic;: at!J.oppayia ana 10 yaaTpEVTEp1KO, at!J.a1E)lEO'l1 Kat 
!J.EAatVE<; n:vwm:;l<;, EAKll, ouaK01A10TllW, Olapp01a, aTo!J.aTinoa, yampinoa, 
E!J.EW<;, ~TjpoaTo!J.ia 
!Jwwpaxie; rov WTOe; KaI rov },afJvpiv(}ov: iA1YYO<; 
'PVXWTPlKiC; blO.. mpaxic;: OtaTapaXE<; unvou 
!J lmapaxic; rov j.i£mfJoAI(JJ..LOV KaI Trrc; (}pilfJrrc;: anWA£la OPE~Tj<; 
T£VlKiC; c5zampaxcc; Km KamrJTQa£lC; TrrC; obov Xop~Yrrarrc;: KonroaTj, oiOll)la 
!Jwmpaxie; rov N:pj.imoc; Km rov V7robopLOV lrJTOV: KVllO'!J.O<;, E~av811!J.a, 
Epu8TI!J.a, YEV1KEU!J.EVO E~av8Tj!J.a, KVioroaTj 
KapbwKic; bwmpoxic;: aia811!J.a naA!J.WV 
llapaKAlVlKCC; £(CTQa£lC;: aU~TjaTj 1roV EmnEorov TroV TjnanKWV EVSU!J.WV, aU~TjaTj 
Tll<; oupiac; wu ai!J.aw<; T) Tll<; KpwnvivTj<; 

MEj.lOvroj.lEVf:C; 1tEpl1tT(OGEIC; 
Tamp£VT£plKiC; bw.mpaxic;: ou'npTjaTj wu yaO'TpEV1Ep1KOU aWAT)va, 
Ocp(}aAj.ilKic; bzampoxic;: onnKE<; olawpaXE<; 
!Jwro.paXiC; rov bipj.iaroc; Km rov VlrObOPLOV lrJTOV: aUv8po!J.o Stevens-Johnson, 
10~tKT) Em8Ep!J.1KT) VEKp0AuaTj, avnopaaE1<; <pWTOEUata8Tjaia<; 
!Jzaro.paXiC; rov mj.iOlrOlrrTlKOV Km rov A£j.iCPlKOV aV(JT~j.iaroc;: avat!J.ia, !J.£lWaTj 
Tll<; at!J.oa<patpivTj<;, aKOKKtOKUnapat!J.ia, A€UKonEvia, 8po!J.~onEvia 
!J zampaxic; rov aVOaOlrOlrrTlKOlY aV(JT~j.iaroc;: AVTlbpQa£lC; Vlr£p£VaIa(}rraiac; OlrWC; 
MO'nvota, aa8!J.a, ava<puAa~ia, aYYElOOi8Tj!J.a. 
llapaKAlVlKiC; £(£TQa£/c;: aU~TjaTj Tll<; apTTjptaKT)<; nil::aTj<;, 18iro<; aE aa8EV£l<; nou 
aKOAou80uv ayroyT) !J.E Kap81aYYEtaKa <pap!J.aKa. 
Oi811!J.a, UnEpWaTj Kat KapOtaKT) avmapKE1a, EXOUV ava<pEp8Ei aE aXEall !J.E Tllv 
8Epancia !J.E MIA(}) 
Ayy£zaKiC; bwmpaxic;: aYYE1in8a 
!Jwro.paXiC; rov ~lraroc; KCXl TWV XOA1J(jJopwv: TjnaTin8a 

<Dapj.laKa 01troc; 11 TEVO~lKaj.l11 j.l7topd va GUGXETi~ovTal j.lE j.llKPit ail~TJGTJ 

TOU KivbUVOU ym KapblaKit 1tPOGPOAtl (<<Ej.l<ppayj.la TOU j.lUOKapbiol»») it 
EYKE<paAIKo E1tEIGOblO. 

'Exouv avu<pEp8Ei !J.E!J.ovw!J.Eva nEplO"WnKa mE1pOTTjW<; aE yuvaiKE<;, !J.E 
<pap!J.aKa nou Eivat yvwaTo OT1 avaaTEAAouV TT] aUv8EaTj TTj<; KUKAOO~uYEVa(JTjC; 

/ npomaYAav8ivll<;, aU!J.nEp1Aa!J.~aVO)lEvTj<; TTj<; TEVo~lKa!J.Tj<;. 
Eav napaTTjpT)aET£ On0100T)nOTE ano aU1a Ta GU!J.JrTw!J.aTa, 8a npEn£l va 
£vTj!J.£pwaE1£ a!J.E(JWC; TO yta1PO (Jac;. Mnopci va 8EAT)(J£l va (JW!J.aTT)(J£1£ 1Tj 
)'T)\jfTj TTj<; TEVo~lKa!J.TjC;. 
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01 OIKalOUXOI Kal aVTmpOOWnOI UnOXPEOUVTOI yla TrjV EcpaPlJoy~ Hje; aVWTEpw EYKUKAiou. 

4. 	 KOTOTIlV TWV avwTtpw nauEI va IOXUEI rJ EYKUKAIOe; lJae; IJE ap.49817/14-7-2010 

H ANAnAHPOTPIA npOlrTAMENH MYEn 
KOIVOTTOinol] : 

ET. :ROCHE (HELLAS) A.E 

AMMANAL: 4 & L'lE/\<PQN 

15125 MAPOYL:I, ATTIKHL: MIPANTA x. rIOYTH, M D, PhD 


AnOO£KTEC; Via EV£PVEla : 

1. 	 fEE8A1L'lYf 

/\ MEOOYEiwv 136 

155 61 A8~va 


2. 	 Yn Epyaoiae; Anaox6ArJorJe; & KOIVWVIK~e; npooTOoiae; 

fEVIK~ fpalJlJOTEia KOIVWVIKWV AocpaAioEwv 

L'l/vorJ AocpaAlorJe; Ao8tvElae; & MrJTp6TrJTOC; 

L:TOoiou 29, 101 1 0 A8~va 


(I1E TrJV napoKArJorJ EVrJlJtpw0rJC; TWV AocpaAloTIKWV 

Tal1Eiwv nou naptxouv YYEIOVOI1IK~ nEpi8aA4JrJ) 


3. 	 navEM~vlO IOTPIKO L:uMoyo 

nAOUTOPXOU 3, 106 75 A8~va 


(IJE TrJV napoKArJorJ EVrJlJtpworJ TWV 

TOTIlKWV IOTPIKWV L:uAMywv TrJe; xwpae;). 


4. 	 navEM~vlO <PaPlJaKEUTIKO L:uMoyo 

nElpmwc; 134 & Aya8rJIJEpOU 

118 54 A8~va 


(IJE TrJV napoKArJorJ EVrJlJtpW0rJe; TWV 

TOTIlKWV <Papl1aKEUTIKWV L:uMoywv TrJe; xwpaC;) 


5. 	 navEM~vla 'Evw0rJ <Papl1aKOnOlwv 

NOOIlAEuTIKwv IOPUI10TWV 

MlxaAaKonouAou 99, 115 27 A8~va 


6. 	 IKA-<PapI1/K~ YnrJPEOia 

Ay.Kwv/vou 8,102 41 Ae~va 


7. 	 orA KMooC; <Papl1aKEUTIK~C; nEpi8aA4JIlC; 

nOTlloiwv 30, 106 77 A8~va 


_ .. _<""Jo. ... ~. 

8. 	 OiKOC; NauTOu nElpalwc; > ,- .\,' -.
,,i.;;! l.\ ·t· / ,. ..... 

K.naAmoMyou 15 /~.'_ '.>_;:--:::-,~;,\ 

185 35 nElpmOe; I ........'., /:;:i-~: -'/,,~J \ 


9, 	 OiKOC; NauTou A8~vac; <:..1,. '/ ;'f:':'~~\'" '\ :' \ 

fAauOTwv~c; 2 & nOTlloiwv I ~'(~~! I; 9\i \ \-;: 

106 77 A81lva *. \"\. i. -: ;~~ ....1) * I:;"", 


10. 	 KtvTPO L'lrJArJTrJPlaOEWV c... ':;, \,~:)'~,j<;'~J"/ 
NOOOKOjJEio naiowv "n,& A. KuplaKou" , . ,-~, 

11527 fouoi A8~va 


6 E ' ) 1. 	 L:<PEE KONTOflANNH 
I\. KIlCPloiac; 280 & Ayplviou 3 
152 32 XaMvopl ATTlK~C; 

12, navEM~vla "EvWOIl <Papl1aKo~lol1rJxaviac; 
/\OI14Ja 7, 115 24 AI1TIEAOKllnol, A8~va 

13, L:uMoyo AVT/nwv <Papl1aKEUTIKWV Elowv & EIOIKOT~TWV 
006C; TOTOlou 

180 XAIJ, E8vIK~C; ooou A8Ilvwv-/\al1iaC; 

14610 N, EPYGPAIA ATTIKHL: 


14, 	 MATio AyopavolJiae; 

naVETIlOTrJlJiou 42, 106 79 A8~va 
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t.t. YEn-E.4250- J3/2 
(24a) 

15 	 TESE - <P0PIJOK£UTIKE<; YnrlPwi£<; 
Ay. KWVOTOVTivou 5 
10351 AGHNA 

16. 	 MIlIJEAIl LuM6ywv 
(6nw<; 0 nivoKo<;) 

ErOTEPIKH flIANOMH: 
1. 	 /J./voll A~loA6Ylloll<; npO"OVTWV 

a) TIJ~lJo A~loMYIlOIl<; <P0PPOKWTIKWV npOIOVTWV 
13) rpolJlJOT£io A' TIJ~IJOTO<; EmOTlllJOvlKOU LUIJ130UAlOU EYKpio£wv 

2. !J.Jvoll <POpfKWV M£A£TWV & "Epwvo<; 
3 /J.fvOIl /J.fKWV YnllPwlWV EMyxou npOIOVTWV 

TIJ~lJo 'EKoOOIl<; & Kwo. Anoq>ao£wv 
4 r pOIJIJOT£io /J.£UT£pO~aeIJIOU EmOTlllJOvlKOU LUIJ~OUAlOU 

Sf ETK 2011 
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