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ErKYKJ\lor - AnO<PArH 

0EMA: 	 Ka8op10IJOe; nEpiArllV'le; XapaKT'lPIOTIKWV TOU npoTOVTOe; KOI <t>UAAO 00'lVIWV Via 
TO Xp~OT'l q>aplJaKEUTIKWV npoToVTWV nou TTEPI£XOUV OpaOTIKO OUOTOTIKO 
MESALAZINE 

"Exovw; unolVrl 
a) 	 Tit; OIOTd~EI~ HIe; KOIV~e; YnoupVIK~e; Anoq>ao'le; t:,. yr3 (a) 83657/2005 "nEpl EVapIJOV10r)e; 

T'le; EM'lVIK~e; N0I-l08wioC; IJE Hlv oVTioTOIX'l KOIVOTIK~ OlOV TOIJ£a HIe; KUKAoqJOpiae; 
....................... TWV q>apI-lOKEUTIKWV npOIOVTWV, TTOU npoopi~OVTOI Via av8pwTTlv'l xp~or(, 

13) 	 Trw un' aplel-'. 43391/23-6-2010 Anoq>ao'l npo£opou EO<t> 
(<t>EK.1052ITEUXOe; .t.£lmpo/12-7 -2010) «nEpi j.lEwl3ll3cioEwe; OIKOIWI-'OTOe; 
unovpaq>r']e; ono TOV npOEOpO EO<t> npoe; TOUe; npoTOTOIJ£VQUe; OlEU8uvOEWV 
EO<t>>> 

y) 	 Til rVWl-'clTEUOil TOU ETTlOT'lI-lOVIK00 LUI-'13oUAiou EYKpioEWV ap. <t>-259/15-7-10 

AnOCllAI:IZOYME 

1. 	H nEpiA'l4J'l XapaKT'lPIOTlKWV TOU npOTOVTOe; q>apl-'aKEUTlKWV npoTOVTWV nou nEpl£XOUV 
OpaOTlKO OUOTOTIKO MESALAZINE, OpiSETOI we; E~~e; 

nEPIAH'I'H TUN XAPAKTHPIETIKnN TOY npoi'oNTO:r. (SPC) 

1. EMnOPIKH ONOMALIA TOY 4>APMAKEYTIKOY npoi'oNTO:r.: 

2. IIOIOTIKH KAI IIO:r.OTIKH :r.YN0E:r.H G£ OpaGTlKa <JUOTaTlKa: 
Mesalazine 


-Mesalazine: C7 H7 N03 


5-aminosalicylic acid 


3. <l>APMAKOTEXNIKH MOP4>H: faGTpOav8£KTlKa 01<JKla. 

4. KAINlKA :r.TOlXEIA: 
4.1. 0SpU1tE1JT1KE<; EVBsi~El<;: 

XpOVl£t; <p/cEYJlovw8£lt; 1ra8TJ0ElC; TOU EVTSPOU (E)cKw811C; KOAlnc;, VOGOs TOU 
CROHN), 'tOGO yta TTIV 1rPOKA.1l0TJ OGO Kat ')'ta 'tllV 8ta'tTJPllOll TY]s U<pSGEWt;. 

4.2. do(;oA.oyia K(u TpO:nO<; XOPTtYll(;ll<;: 
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ACETYL-S-AMINOSALICYLIC ACID K-u/luiYETat )..lEmsu 2 Kat 5 Wpwv Kat 
0l.Ni]8wC; EiVat 12 WpEe;. Ot (J'lYYKEYTpWGEtC; GTO n/\..uG)..la KD/lalyovTat WPEWC; 
ana aTO)..lOU EtC; uW)..lo. 

5.3. "POIdlvlKa GTOlXEta "(ta TTJV UG<j)(lj,,£lU: 
Ano ne; npoKl\..lVIKEe; )..lEl.En:e; TO~lKOTllme; EXEt tpavEi on 0 KUPlOC; GTOX0C; T11C; 
TO~lKTJ<; bpaG11<; TIl<; MESALAZINE EiVat 01 YEtppOi. H ~apln11m TWY ~Aa~wv 
dYat ayuAoYll T11C; XOPllYOU)..lEYllC; 06GEwc; Kat T11C; blUPKEtaC; XOP1WTJGEW<;. IE 
apoupaiou<; Kat nOYnKOUe; EXOUY napaTllP118c:i VEKPWG11 811AWY, nO/cU£GTlaKi] 

(JWA11yaplaKiJ ~AU~Y] Kat EAUXl<JTy] Em8Y]AwKi] ~AU~11 GWA11yapiwv. 
uaAlVorroillCITJ TWY ~amKWY )..lE)..lppaVWv Kat TIle; KU\jIac; TOU BOWMAN Kat 
SKtpUAl<JnK£<; aAAOlWGSte;. 'OI-101E<; ~A6.~Ee; £XOUV napaTllPy]8Ei Kat GS GKUAOUC;. 
IE bOGE1<; nou aVnGTOlXOUV GnS cruYi]8E1S OEpanEunKtc; MGSte; Y-1U TOV 
uv8pwno bEV EXOUV napaTY]pY]8d ~)"Up[S. IE GKUAOUC; nou tmJ.lpvav 
MESALAZINE GE MGY] nuvw arro 40mg/kg Y]/-lEp1W1We; YlU 12 /-li]VEe; 
npoKlcTJ8Y]KE ~Y]pi] n:paToEmnEtpuKh11e;· Inc; )..If:I.ETEC; KapKlvoY{;YE0l1e; bEV 
napUT11PTJ8T]KE UUS11G11 T11C; cruXVoT11me; vc:onAaGlwv. ApVllTlKtC; Erri<TT]C; f.XODV 
anopEi Kat 01 )..If:I.ETEe; /lETaA)\..U~lOy£VEG11C; Ka8we; Kat 01 w:Atn:c; Embpum:(J)S 
Eni TIle; YOVl)..lOTllme; Kat avanupaywYTJ<; Kat TEpawy£vEG11S. H OlclYOGnEp).lla 
Kat 11 GTElPOT11Ta nOD npoKa41 11 Gou}ctpacJaAasiv11 GTOUe; uVbpEe; bEY EXEl 
napuT11P118El /-lE 't'llY MESALAZINE. 

6. (J>APMAKEYTlKA I:TOlXEIA: 
6.1. KUTUAOY0<; EK()OXWV: 
6.2. AGUJ.li>UTOT11Tt<;: L'1EY ayatpEpOVTat. 
6.3. AUlpK£ta sO)ll<;: 
6.4. Ic)taiTtpE<; 7tpoq)l)/"a~W; KaTa TTJ <pUAU~TJ TOU rrpoiovTO<;: 
6.5. (J>UGTJ KUl (J'1)GTUTlKa TOU 7tEPU':KTTJ: 
6.6. O()TJ,,(iE<; xpiJGTJ9XElpIG~LOU: L'1EV anaUOl')vTal. 
6.7. KUTOX0<; T11<; U()Elm; KUKlo<popim;: 

AIKaLOuxo~: 

Y7tEU(}UVO<; KUKAo<popia<; GTTJV ElAU()a: 

7. API0MOI: AAEIAL KYKAO<DOPIAI:: 

8. HMEPOMHNIA THI: IIP!!THI: AAEIAI: KYKAO<DOPIAI:ITEAEYTAIAI: 
ANANE.QI:HI:: 

9. HMEPOMHNIA THI: (MEPIKHI:) ANA0E!!PHI:Hr. TOY KEIMENOY: 

IIEPIAH'I'H TnN XAPAKTHPII:TIK.QN TOY TIPOiONTOI: (SPC) 

1. EMTIOPIKH ONOMAr.IA TOY <DAPMAKEYTIKOY llPOi'ONTOr.: 

2. nOIOTIKH KAI TIOr.OTIKH r.YN0Er.H GE bpumlKu GUGmnKu: 
Mesa1azine 
-Mesalazine: C7 H7 N03 

5-aminosalicylic acid 

3. (J>APMAKOTEXNIKH MOP<DH: Yrro8na. 
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dvat UVUAOYT] 111<; XOPT]Y01)IlEVT]<; 06ascoS Kat ,[,T]S chupKnus xopYJyr,ascoc;. LS 
upoDpuiom; Kat novnKOUS txouv nupu'tT]pT]8d vl':KpCOaT] 8l1/"WV, nO/cDsaTwKi1 
aco/cT]VUPWKr, PAUPT] Kat EAUXla111 E1tl811AWKi1 ~AU~11 acoAT]vapiCDV, 
DU/clvon01YJaYj HOV pamKWV 1l£IlPPUVWV Kat HIS Ku'VaS LOU BOWMAN Kat 
£K<pDlctanKES uAAOlWaElC;. 'OIlO1£S PAUP£S l':XODV napa111PT]8d Kat a£ ariA-oDS. 
LE MaEtS nOD avna'tOlXOUV aus GUVr,8£lS 8EpanEDUKES ooans Yl.a TOV 
av8pcono DEY txouv napa'tYJPT]8£i pAapES. LE (l"KU/cODS nou EnatpVav 
MESALAZINE aE MaT] nuvCD ano 40mg/kg T]IlEPl1a1wS Yw 12 11r,VES 
npoKlcr,8YJKE ~l1pit KEpaLOE1tlnEqmKiTYjS. Lnc; IlEUTES KapKlvoYEV£Gl1S olOv 
nupaTl1Pr,811KE aU~YJGll 111S auxvo'tYjTac; vwnAamwv. ApVl1'tlKES miGllS txouv 
unopd Kat 01 IlEAETES w;m/"lca~lOytvEaT]S Ka8ws Kat 01 IlEUn:S E1tlOpa<JECDS 
Ent Tl1S _YOYl.!loI1lmS-Kat-UVunapa-:ywyT)<:5- KUl--'tSP(H-oY&VlO011S· H OAlyocrm::pJlta 
Kat 11 OL"Elpo'tYj'ta nOD npOKaAEi 11 aOD/c<paaaJ·_a~ivl1 a'tous UVOPES DEY tXEl 
nupunW118Ei JllO TTlV MESALAZlNE. 

6. <I> APMAKEYTlKA LTOIXEIA: 
6.1. KaTa1.oyo~ EKiioXIDV: 
6.2. AO'UI1PaTOTTlTEC;: ~£v uvu<pl':povml. 
6.3. AuipKEla ~(Otl~: 
6.4. liimiTEpES npoqm1c'i;El<; KUTU TTJ «pui_a;l1 TOU 7tP010\ITOC;: 
6.5. <l>uO'TI Kal O'uO'TaTlKU TOU 7tEplEKTl1: 
6.6. OOTlYIEC; XPTaO'119XElP10'J-lOU: ~£V ananouv'tat. 
6.7. KUTOX0C; TTIS c'i(h:m~ KUK1oqwpias: 


A1Kaloux°C;: 

YTCEUOUVOS KUJU_o(j)opiac; GTTlV EU,aoa: 


7. API0MOL AAEIAI: KYKAO<l>OPIAL: 

8. HMEPOMHNIA THL npnTHI: AAEIAL KYKAO<DOPIALffEAEYT AIAL 
ANANEQI:HI:: 

9. HMEPOMHNIA THL (MEPIKHI:) ANA0EQPHLHL TOY KEIMENOY: 

TIEPIAH'I'H TQN XAPAKTHPILTIKQN TOY IIPOIONTOL (SPC) 

1. EMTIOPIKH ONOMAI:IA TOY <I>APMAKEYTIKOY TIPOIONTOI:: 

2. nOIOTIKH KAI nOLOTIKH I:YN0EI:H at Opaa'tlKa aDam'tlKu: 
Mesalazine 
-Mesalazine: C7 H7 N03 

5-aminosalicylic acid 

3. <l>APMAKOTEXNIKH MOP<I>H: Op8lKO lOVatWPl1Jlu. 

4. KAINlKA I:TOIXEIA: 
4.1. 0Epa7tEUTlKEC; EVod;ElC;: 

Xpovu:C; CPA£YIlOVWD£lS na811aE1C; LOU EVTl':pOU (E),K(.oDT]S Ko)..inc;, voaoe; 'IOD 
CROHN), 'IOCYO yw 'Illv npOKAl1al1 oao Kat 'Yta D1V ota:nlPl1al1 Tl1<; u(j>l':alOCD<;. 
H JlOPCPr, rcov unoKAuaJlwv auvlGnlTat yta n<; nEpmrwan<; nOD Yj voaor; 
m:pwpiSE'IUl aTO op80v Kat mYllon6l':c;. 
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4.2. AoO'oJ.oyia Kat Tp07tO'; xopiJyT)(jT)~: 
'Evac; l.mOKAU0flOe; TCl)v 4gr Ka8E !3pabU yw oelO bla0Tllfla Kpt8Ei U1w.pah11TO 
m: 0XE011 IlE TIlv avwnOKp1011· 

TIplV ano Tll XPy]011 tOU unOKlcU01l0U to </nulciblO npEm:l va avaKlV£i:rat 

£nupKWe; (()GT£ va Oflo,,{£vOnOt1l8d TO btat"Ulla. 0 a08EVy]C; npEn£t va ~anAcOvEl 


0tO apl<JTEpO nAat fl£ to apl<JT£pO nobl TEVTCOIl£vO Kat to bd~i Dm/c(J)fltvo npoe; 

La £1.l1tpOe;. To pu"{xoe; TOU qnaHblOD npo(J)8£hat anaAa EVTOe; tou op8ou Il£ 

KaT£u8uv011 npoc; TOV OJl<PaAO. ME Tllv m;a8£py] m£011 tOU <PW/clDlOU TO 

DlaAUlla El<JEPX£Tat EVTOe; tou £VTEPOU, 0 m6xoe; Tlle; V1.1KTEPlVY]C; ),PY]GllC; dvat 

va napalldv£l TO bUIAUlla flt0a (HO tVT£pO flt)'Pl Kat OKTcO cOpEe;. 

Ymxpxp n£plOpl0fltvll TEKllllPi(J)011 Kat EJlnElpia "{W tY]V Enibpaall 0E nat6t<'t. 


4.3. AvTtv6Ei~Elr;: 
H MESALAZINE UVT£vDEiKVUTat 0£ a08EVEie; nOD EiVat EUai0811TOt ma 
CJaAIKDt"lKU, Tllv i(ita Tllv MESALAZINE ij <J£ KanOtO uno ta tKDoxa nov 
<JK£Ua0flaTCOV. 
BapEta v£<pptKij ij llnanKij UVEnupKEIU, EVEP'Y6 "{U<JTPEVTEptK6 tlcKOe;, nalDu't 
ll/ctKiac; K(X'rm nnv () ETCO\'. 

4.4. 16taiTEpEr; 7tpou607tOLT1(jw; KUl t61UiTtpl:r; 7tpo(j)UJ.U~Elr; KUTU TTl XPT)U11: 
XpnaSETat 16WhEPll np0<J0X1l Kat napaKoJ.ou811<Jll 6Lav 11 MESALAZ1NE 
XOPll,,{Eltat <JE u08EVdC; JlE EnY]PW<JJltvll llnanKll AEltoup"{lu. 
'Exouv nEpl"{pu<pd m:pl1tTcO<JEte; EJl<pavl<JEcoe; VE<pPCO(JlKOU Ol.lVDpOJlOU Kat 
iSlaJlE011e; vE<ppin8ac; KaTa TllV 8lupK£ta IcY] '1' ECOe; MESALAZINE. Ano 
nElpallaTa <JE 8tu<popa dDll ScOCOV <paiVETat 6n to riJplO 6p"{avo tO~tKije; 

Opa<JllC; TIle; MESALAZINE EiVat Ot v£<ppoL A<J8EvEie; flE npounaPXOU<Ja 
VE<jlptKY] ~Aa~ll, aU~llfltvll oupia TJ KpEaTtviVll opou Y] npcoTEtvoupi.a nptnEt va 
napaKolcou80uVTat nP00EKnKa. 
H XPTJ<Jll TllC; MESALAZINE EX£l <JD0XETI08Ei fl£ Tllv £1l<PUVt011 £VOC; O~EOe; 
0UVDPOJlOU Jlll avoxy]C; nou Eivm DU<JKOtcO va DtaKpl8Ei an6 Jlta t~ap011 Tlle; 
<jl/"E'YflOVcOOOUC; V600D tOU £VTEpOU. H 0UXVOTllLa q.upavi<JECOe; EXEl unoAo,,{l<J8£i 
0tO 3% nov acr8EVcOv. LTa Ol.lfln-rwlla-ra TOU Ol.lV6pOflOU nEptj\.all~uvOVTat 

KOlAtaKU UA,,{ll, atflOppa"{lKtc; KEVW0£tC;, 1tUpET6e;, K£<pa/.aA,,{ia Kat E~uv811fla. 
H £Jl<PUVl<Jll TOU Ol.lVOPOflOU ananEi Tllv UflE01l 81aKony] TllC; XOPllYy]<JECOC; TllC; 
MESALAZINE. H TUX6v mavEK8E011 tOU a08E"voue; 0Tllv MESALAZINE yw 
va 8tU1tl0TC08Ei 11 unap~ll tY]C; unEpEUam811<Jiac; nptnEl va yiVETat fl6vo E<pO<JOV 
KpivELat anapaLTIFll 11 <JuvtXl<Jll Tlle; XOPTJ,,{1l0ijC; TllC;, KUTCO an6 <JTEVij WTptKij 
napuKoAou811011 EVTOC; V000KOflEiou Kat flE fllKpij 80011. 
LKEUu<JllaTa MESALAZINE (unoKAu0Iloi, un68ETa) nou n£pltxouv 
00DA<jl101KU EKooxa flnopEi va npoKaA£00uv Kpi011 u08flaTOe; m: EUub811'TOUC; 
0' au-ru a08EVdc;. 
18WlTEPll np0<J0XY] anam::hat <JE aa8EVEie; flE DWTapaxtc; TllC; nllKHK6TllTac; wu 
aiflaToc;. 

4.5. AlAT)lE7tl6pam>1r; fiE &J,}.,a (j)(ip~taKa Kat UJ.J..Er; flOp<ptr; u),J,lJJ.E1ti6puU11r;: 
H Dpu011 TCOV 00D/.<jlOVDAOUPlcOV 0TllV £AUTT(J)(J11 TOU 0UKXUPOU 'TOU aifluwc; 
Kat nov KODllaptvtKWV crTllv ni]~ll TOD aillaWe; EVt<JXUOVTal. H To~tK6TllC; Tlle; 
fl£80TpE~UTllC; DUVaTat va aU~1l8EL MnopEi va JlElW0El Tll 8pU011 TllC; 
npo~EvE0iDlle;, Tlle; <JouAqmv1tUpa~oVllC;, TllC; 0nEtpovoI,aKTOvllC;, tY]C; 
<pOUP00EfllDllC; Kat TllC; pt<paJl1tl0ivllC;· MnopEi va EVl<JXU0El He; aVE1tl8uJl1ln:e; 
EVtp'YEtEe; TCOV ,,{AuKOKopnKO£tDcOV 0W 0tOJlUXl. 
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apoupaioue; Kat nOVTlKODe; EXOUV napmy]plleEi VEKpooCJ1l 8ll/eW\!, nOleU£aTWl\.-TJ 
aooATjVUptaKlj ~AU~Y] Kat £AUXtcrT'tl £mey]AtaKlj ~AU~Y] aooA11VaplWV, 
uahvonoilWTj TWV ~aCHKWV /-l£/-l~pavwv Kat TTje; Ka'l/aS TOU BOWMAN Kat 
£Kq>uA1aTlKES UleAOtwa£tS. 'O/-lOt£S ~Aa~£S EXOUV napuTTjP1l8ci Kat CJ£ mcUAous. 
L£ ooa£lC; nou aVTlCJTOtXODV CJnc; (JUVlj8£1C; 8£panWTIKES 80a£lS yta TOV 
uv8poono OEV EXOUV napuTllPTj8Ei ~AU~£S. L£ mcDAOUS nou EnatpVav 
MESALAZINE ac: 06CJll 1[(lVoo ano 40mg/kg 1l).-lC:Plla1ooC; yw 12 /-lljv£s 
npoKAlj811KC: ~Tjpij K£paLO£mn£<puriT'tlC;. LTlI; /-lEAETEC; KapKlVOI'EvECJllS o£v 
napaTllPlj8llK£ aD~llCJll T'tlC; cruXV0T'tlTUS vwnf.aCHwv. ApVllTIKES £niallC; txouv 
ano~ci Kat 01 /-l£/eEn::s /-lc:mA/eU~lOYEvWllC; Ka8wc; Kat 01 /-lEleET£C; £mopuaEWC; 
Eni TllS YOV1/-l0T'tlmc; Kat avanapal'wYTJC; Kat T£paLOyEVECJ11S. H O/e1YOCJm~Pflia 
Kat 11 aT£lp0T11m nou npOKaAEi llaouA<puaaAai;,ivll CJLOUS aVOf)ES O£VEX£l 
napaTllP1l8Ei /-lE TI1V MESALAZINE. 

6. cJ>APMAKEYTlKA :ETOlXEIA: 
6.1. KaTal-o),oe; EK&OXWV: 
6.2. AO"UJlPUTOTl)'tE,;;: ~£V ava<pEpovTUl. 
6.3. AUlpKEUl /;<011<;: 

6.4. HhaiTEpEC; npoq)l)la~ElC; KaTa Tl) (j)"ulu~" TOU npo"iovTOS: 
Ta npoi:ovTa o£v npEn£l va xpllCHflonolODVTat /-lETa TllV nupooo T11S 
ll/-l£POflllViaS ATJ~£WC;, nou CJ1WE1WVETat CJTll (JUCJKwuaia. 
Ta npoi:ovTu npEn£l va OtaTllPOUvm1 a£ <Jllfl£io /-laKpul uno m nat01u. 

6.5. cDuO"l) Kat (T1)O"TanKa T01) nEplEKT,,: 
6.6. 08l))'il::,;; XPtlO"l)9XElPlO"JlOU: 

01 UnOKA-Uafloi npoopit;,ovml yw Op81KTJ XPTJall Kat OEV npEnEl va 
KaTanivoVTUl. 
TIp1V XPllCJ1/-lOn0t1l8£i 0 unOKleUa/-lOC; : H <p1U/ell npEnE1 va 8£p/-lav8ci CJTll 
e£p/-loKpaCJiu LOU aWflaTOC; <JE /-lta AEKavh<Ja TJ /-lnOA /-lE 8EP/-l0 VEPO ym 10 
AEma nEpinou. H qnU/ell npEnE1 va uvampaCJ<JETat Ka/ea a/-lECJOOS np1v va 
Etcrax8ci 0 U7l0KAUCJ/-l0C;. 
KaTu Tllv £laaYWYTJ TOU unOKAuCJ/-lOU : TO ~lOooTO nW/-la npEn£l va aq>alpEeci fl£ 
T'tlv nEptcrTpO<pTJ ano T'tlv «na/cll Kat LO aKpo LOU E<pap/-lOCJTTJ npEnE1 va 
nEp1<Jtpa<pci /-lE niwll. To UKPO TOU £<papflo<JTTJ /-l7lopd va Icl1tav8Ei /-lE 
~ai;,C:Aivll' rlU Tll XOPTJYl1011 TOU DnoKl~uCJ/-lOD 01 a<J8EVcic; npEnE1 va Kcivml 
<JTllV aptcrTc:pTJ TOUe; nlcc:upa /-lE TO ap1<JTEpO TOUe; n081 CJC: EKTa<Jll Kat TO 8£~10 
n601 K£KA1/-lEVO. 
M£TU TllV £t<Jal'ooyij TOU UKP0\) TOU £<pap/-loCJTTJ CJTO op80 TO uypo npEnEl va 
m£CJeE! npoc; m t~oo /-laAaKa 1'La. /-lEP1KU AEma. To UKPO npEnEl va 
anoflaKpuv8ci /-l£ TOV m:p1tKTll aKoflll (JU/-lmW/-lEvo. 01 aa8EVde; nptnEl va 
npo<JnaeTjCJOUv va /-lc:ivouv aLll 8Eml XOPTJl'llCJllS yta 5-10 le£1[1:a TJ flExp1 va 
C:~Q(pavtcreEi Y] mWll npOKE1/-lEVOU va. npooo8118d 0 unoKAuCJ/-lOC;. 0 
unoKl..u<J/-lOC; npEnEl va KpaT118Ei CJTO op80 av c:ivat ouva.tov xwpiS va Kc:voo8c:i 
TO open /-ltxp1 TO E7ro/-l£VO npool. 

6.7. KaTOXO';; TTIS aOEUlC; KllKJeocpopiac;: 

AlKalOUXoC;: 

Ym;u8uvoC; Kllld . .otpopiac; O"TllV ED.aoa: 


7. API0MO:E AAEIAE KYKAOcDOPIA:E: 

8. HMEPOMHNIA THE IIPnTH:E AAEIA:E KYKAOcDOPIAL/TEAEYTAIAL 
ANANE!!:EH:E: 

9. HMEPOMHNIA THE (MEPIKHE) ANA0EnPHEHE TOY KEIMENOY: 
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2. 	 To <PuMo OOIWII..iJV VIO TO Xp~mll CPOP\JOK£UTlKWV npoI6vTWV nou n£pltxouv opooTIK6 
OUOTOTlK6 MESALAZINE .0pi~£TOI We; £~~e;: 

I q,YMO Ot.HrlON XPHI:Hr: nJ\HPoq,OPIEr riA TO XPHHH 	 OJ 

[ 1. llPOl:AIOPll:MOl: <I>APMAKEYTIKOY IIPOiONTOl: 

Mesalazine 	 ~loKia • YlTOKhuojJoC; • Yrro8ETo 

LYN8ELH 

<PAPMAK08EPAnEYTIKH KATHrOPIA 

0£polTtia IlilolTaBwv «ph£VjJovwowv VOOlljJCtTWV TOU £VTtpOU 


Ym:u8uvoC; KU Kho«popiac;: 

napOOKWaOTrlC;: 

~IKOIOUXOC;: 

rENIKEL nI\HPO<POPIEL 

H mesalazine EivOI \Jio EK TWV 000 OUOIWV OTIe; onoiEe; OlaOnaTOI Il oouAqiOoaAa~ivll OTO 

tVTEPO ana Tllv Opaol"'] H]e; EVTEpIK~e; xAwpioae; .. 8£WPEiTOI OTI 01 8EpanEUTlKte; 1010TIlTEe; Tile; 

OOUACPOOOAO~ivlle; ocp£iAoVTOI OTIlV mesalazine EVW Il TO~IK~ Tile; OpaOll ocpEiAETOI OTIlv 

sulfapyridine. 

o I-IIlXOVI0l-l0S opdo£we; TI"']<; mesalazine o£v £ivol VVliJOTOC;. H Opaol"'] Tile; EivOi TOTIlK~ KOI oX1 

OUOT'lI-iOTIK~. nlOTEunOI OTI Il OVTICPAEVI-I0VWOI)e; OpaOll Tile; £ivOi onoTtAwIJO ovaoToArie; TI)e; 

KUKAoo~UVEVaOI)e; KOI we; £K TOUTOU I-IEiWOI)e; TI)e; napovwy~e; npOOTOYAOVOIVWV OTO K6AOV, 

nou TpOCPOOOTOUV TI) q>AEYI-I0vri· 


ENbEI=EIL 

Xp6vl£C; «P'\£VlJOVWO£IC; lTaer')O£IC; TOU £VTtpOU (EAKWO'le; KOAiTIe;, Noooe; TOU Crohn), TOOO 

VIO TIlV npoKAl)ol) 000 KOI VIO Tr] OIOTr'jPI)OI) TI)e; UcpWIle;· 

LIlI-IEiwOI): 


H IJOPCPr'j TWV unOKAu0I-IWV OUVIOTcnOI Via TIe; nEpITITWOW; nou 11 v600e; nEplopi~ETOI OTO 

op86 KOI OTO OIVIJOEIOte;. 


H IJOPCPr'j TWV un08tTwv OUVIOTaTOI V'O TIe; nEpITTTWO£Ie; nou I) v600e; nEplopi~ETo/ OTO op86 

(op8iTIC;) . 


t:.OLOI\OrIA KAI TPOnOL XOPHrHLHL 
~1C1Kia: 

EvrjAIK£( 

ria Tr]V npoKAl)ol) Tfle; U<PEaIlC; 2,4 gr nou av XPEld~ETo/ I-InopEi va cp8aoouv EWe; 4 gr 

IlIJ£PIlC1iwe; OE iOEC; OIOlPE\JtvEC; 060£1e;. 

ria Til OIOT~PI)O'l TI)e; u<pEaI)C; 1,2 Ewe; 2,4 gr I)I-IEPrJoiwe;. 

To oloKia nptnEI vo KaTanivoVTOI OAOKAl)po KOI vo I-Iflv 1-I001l80uv ~ 8pau0800v. ria KOALmpa 

anOTEAEoIJaTO TO oloKia nptTrEI va AaIJi3avovTOI TTplV on6 TO YEOIJOTO. 


nOlO"] J)AIKiac; 6 nwv & !J£yaAIJT£pa 
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