@viro oonYLav piong: IIinpoeopics ya Tov ypriotn
Dicloside (75 + 4) mg / 4 mL gvéoipo draivpo.

vaTplovyog SIKAOPOAIVAKT Kot BE10K0AY1KOGION

Awfdote TPoceKTIKGA 0AOKANPO TO GVAAO 0ONYLAV YPNONGS TPV UPYIGETE VO TAiPVETE AVTO TO
PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

Edv éxete mepartépw amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

H ovvtayn yv avtd to dappako yopnynnke amokAeloTikd yio coc. Agv mpénetl vo, SDCETE TO
@apuako o€ aGAlovg. Mmopel va Toug TpokoAésel BAAPT, aKOUo Kot OTAV TO GUUTTOUATO, TG
acBEveldg Tovg givar 010 pe ta S1Kd Gog,.

Edv mopatnpnoete kdmowa avemBountn evépyela, EVUEPMOTE TO YOTPO 1| POPLOKOTOLO GO,
AvT10 1oyvel Ko Yo kdOe mBavn avemBountn evépysilo moL deV AVAPEPETOL GTO TAPOV PUAAO

oonymv ypnone. Biéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T eivau To Dicloside ka1 wowa ivat 1) yprion Tov

T npémel va yvopilete mpv ypnoonomoste to Dicloside
ITog vo ypnopomomoete to Dicloside

[MBovég avemBOunteg evépyeteg

ITo¢ va pvidooete to Dicloside

[epreydpeva g cvokevaciog Kot AOES TANpoQopieg

Sk wnE

1. T givon To Dicloside kot o givon 1 yprjon tov

Kdabe @ootyya tov evéotpov dwodduatog Dicloside mepiéyet 75 mg vatplovyov SikAo@avakng Kot
4 mg Bg1okoAy1K0GI0NG
- H vatprovyog dikhoeovaxn (diclofenac sodium) ovrket og pia karnyopio popudkov
YVOOTAV OG €U CTEPOELDN OVTIPAEYLOVDIN pdpuaka (MEAD)» ta onoia ypnoiuonotovvTot
o1 Bepamneio TOL TOVOL KO TNG PAEYHOVIG.
- H Bgiokolyikocion (thiocolchicoside) sivat éva pvoyoiapwtikd mov ypnoyonoleital og
EVIAIKEC G EMKOVPIKT Bepameiat Yiol TNV AVTIUETOTION TOV ETOIVVOV HUTKOV GUGTACEMV.

Evocierg
Oepomeio Eviovov Tovov ot péon (o&eio oopuaAyia) oe EVAAIKEC.

Iag Aertovpysi To Dicloside

H dwchopaivdxn avakoveilel amd To GOUTTOUAT TNG PAEYLOVIG OTOG 0 TOVOS Kot TO oidnua,
gumodifovtag tn ovvheon TOV TPOSTAYAAVIIVAOV TOL Elval VITEHOVVEG Y10 TN PAEYUOV KO TOV TTOVO.
Agv €yel dpdomn 6TIS artieg TG PAEYUOVNC.

H Bg1orx0Ay1cocion £xel pooyaAapmTikn dpAact Kot XProLOTOLEITOL Yio 0&gieg KOTOGTAGELS TOL
oyetiloviol e T 6TOVOLAIKN GTAAN.

O cVVOVAGLOC TOVG YPT|CLLOTOLELTAL Y10, TOV TOVO KO TIC EXMOVVEG UVIKEG GUGTIAGELS TN LECT) TNG
omoVOVAIKNG 6THANG (0&eio ocpuaAyia).

2. Tuvmpéner va yvopilete apy ypnoponomjsete to Dicloside

Mnyv gpnopomomoete to Dicloside

*  og mepinton adiepyiag ot SuKAO@UVAKT, 6T BE10KOAYIKOGIdN 1) G€ OTO100NTOTE AAAO OO
TO, GLOTATIKE AVTOV TOL PAPLEAKOV (OVUPEPOVTAL GTNV TOPAYPAPO 6).

o gdv elyate mOTE aAAEPYIKN AVTIOPAOT LETA TN AMYN QOPUAK®OV Y10 TNV AVTILETOTION TNG
QAEYHLOVNG KOIL TOV TTOVOL (T.Y. SIKAOPOIVAKT, BOVTPOQAivT), OKETVAOGAAIKVAIKS 0&D N
omotodnTote AAAL0 MEAD). 116 evoeilelg avtidpaong vrepevarctnoiog tepthapfdvovio



010Nl TOL TPOGMITOL KOl TOL GTOUOTOC (Y YELO0IONUA), AVATVEVGTIKA TPOPAN AT, TOVOS
oTov Bdpaka, Kotappor|, deppratikd eEavOnua 1 oroadnmote AAAN avtidpaor aAlepyLKoD
tomov. Edv vopilete 6t1 pmopet va éxete aldepyia, {nrmote 1 GuUBOLAN TOL YATPOL GOG.

* €AV &YETE OTO GTOUAYL 1 TO EVTEPO EAKOC, aopparyia 1} S1ATPNOT. ZVUTTOUOTA EAKOVG,
apoppayiog 1 drdrpnong puropet vo tepthapiPfévouy GTopayKn SvcEopia 1 KaovPa, Aillo GToV
£LLETO, OTO KOTPAVA GOG 1) LOOPa. KOTPOVAL.

*  glv &xete 10TOPIKO EAKOVG, OLLOPPOYInG 1] S1ATPNONG, OTO GTOUAYL 1 TO £VTIEPO, TOV GYETICETOL
pe mpornyovuevn Bepamneio pe MXAOD.

*  glv elyate dV0 1 mEPLOGOTEPA OLOKPLTA EMEIGOOLN ATOJEDELYLEVOL EAKOVG 1) clLoppayiog M
dldTpNoNGg 6TO GTOUGYL 1} TO £VIEPO.

e poli ue ddha MEAD, coumeptAa i fovoprEVoD TOV KETVAOGOAKVALKOD 0&E0C.

*  glv mdoyete and cofopn VEPPIKN N NTOTIKH AVETAPKELQ.

*  €Qv TACYETE OO UUATOAOYIKES VOGOUG (T, OLUOTOUTIKES S1OTAPUYES, TOPPLPIO., CLLOPPOYIKN
duabeon), oeieg 1oyvPEC aypopparyieg N AYYELOEYKEPOAKT oupoppayia.

*  og modld Kot QNPoug KATo TV 18 eTmv.

*  gQv &YeTe EYKATECTNUEVT KOPOLOKT VOGO 1)/Kal VOGO TV OyYEI®V TOL EYKEQPALOL T.). EQV
glyate £va EUEPAYLLO LVOKOPOIOV, OYYELNKO EYKEQPUMKO ETEICOD10, TOPOSIKO AyYELNKO
EYKEPOMKOS eMEGOO0 N AmoPpALelc ayyeimv Tov aipatog otny Kapdid 1 6Tov eYKEPAA0 1 pio
YEPOLPYIKN EMEUPAOT Yol TNV AQAipEST 1| TNV TapdKapYT omoepiiemy.

o gav &yete N giyote TPOPANUOATO LE TNV KUKAOQOPIO TOV QUOTOC 60G (TEPLPEPIKT OPTPLOKT
v660).

*  glv elote €yKvog, pmopel va peivete £ykvog 1 vopilete 6Tt pmopel va glote £yKvoc.

e gav eloTe yuvaika [E SUVOTOTNTO TEKVOTOINGTG IOV JEV YPTCULOTOLEITE OVTIGVAANYT).

o gav Onialere.

* o€ MePIMTOON YOAUPTG TAPESTG, LVTKNG VITOTOVING.

BefarmOcite 0T 0 Y10TpOS 60¢ YVvmPILEL, mtpy oog xopnynest To Dicloside:

*  gdv Kamnvilete

o edv éyxete dSwaPrn

o €av &xete omOAyyM, OpouPovg oTo aipa, VYNMAN apTNPLoKn TEoT, AVENUEVH ETITEDN YOAOTEPOANG
N avénuévo TpryAvkepiota.

Edv omowoo1ote amd 10 Topamdve 1oyl Yo £60G, ETIKOIVOVI|OTE ILE TOV YLATPO Goc.
Ipogdomomoeis ko TPoPLAGEELS
AmevBuvBeite otov yatpd oag mpv ypnoipomomoete To Dicloside.

[Tpooéére Wwitepa pe to Dicloside gav:

- MopPavete to Dicloside poli pe avaotoeic emovampOGANYNG TG GEPOTOVIVIG, GCLGTNUATIKA
KOPTIKOGTEPOELDT, OvTIOPOUPOTIKG 1 ovTIopOTETOAOKOVE TapdyovTtes (PA. AALo QappoKo Kot
Dicloside).

- TAGYETE OO PAEYLLOVI] GTO TUNO TOV EVTEPOV OV OVOUALETOL KOAOV (EAKMOT KOAITION) 1 PAEYHOVN
oTOV EVIEPIKO cwAnva (vooo Tov Crohn).

- £xete AoO0, ETOYIOKT CAAEPYIKT| PVITION, OIONUO TOL PIVIKOD PAEVVOYOVOD (T.). PLVIKOVC
TOAOTOOEG), XPOVIEC OVAGTPEYLLEG TVEVHOVOTAOELEG 1] YPOVIEC AOTUMDEELS TNG OVOTVEVCTIKNG 0000.

- £YETE NTATIKA 1) VEQPIKG TpOPAN HaTa.

- &yete aELOGTOON (7). AMOY® gUETOD, ddppotac, TP N uetd amd cofapn xelpovpyikn exéupacn).

- 10 TS0 oaG EVOL TPTGUEVOL.

- £yeTE OUOPPUYIKN dtaTopayn 1 GAAES OUOTOAOYIKES OLOTAPOYES

- glote yuvaiko Kot SLGKOAEVEGTE VO, GVALAPETE N Ppiokeote VIO dlepedivion GTEPHTNTAC.

- £xeTe GLOTNUATIKO epLONUOT®ON AvKO (SLE) 1 mapdpoteg voooug (T.y. KT VOGO TOV GUVOETIKOD
1GTOL).

Otav maipvete 00TO T0 PAPLOKO LITOPEL VO ELPAVICTOVY TPOoPALaTA 6TO GVKOTL Edv mapatnpioste
OTO100MTOTE GUUMTMOUOTA TOV EVOEYETAL VOL VTOONADVOVY NIa Tk PAAPN Kot T dtdprela TG
Oepoameiag pe to Dicloside [w.y. andleio dpeEng, vavtio, £UeToc, KoMK duopopia, KOT®OT,



oKoVPOYPOLLO 0VPA, KITPIVIGUO TOV OEPUATOC T} TOV AEVKOD TUNHOTOC TV HOTIOV (IKTEPOG),
eayovpa], Oa Tpémet va drakdyete ™ Aqyn/xpron tov Dicloside kot va avalntioete apéoms 1pikn
GLUPOVAN €GV TOPOVCLAGTEL KATOL0 GOUTTOUE AVTOV TOV €100VG.

Oa mpémeL vo, eVILEPDGETE TOV YTPO GUG EAV EYETE EMANTTIKN Kpiom.

"Eyxovv mopatnpnbel mepimtdoeig Mmobupiog oyyeloKIvnTIKIG diToA0Yiog Kot YU ouTd TPETEL VA
napokorovdeiote petd and v éveon (PA. mapdypao 4)

To Dicloside pumopei va. peiwoet ta cuprtduato pog AoTUmENS (.Y, TOVOKEPALO, VYNAO TUPETO) Kol
Yo ToV AOY0 awTO Pmopel va yivel o 600KOAN 1) S1dyvmGoT Kot 1) 0ToTEAECUATIKN TNG Oepameia. Av
dev arc0dveche kold ko emokeEOeite Tov yoTpd Gog, 8o TPEMEL VoL TOV avapEPETE OTL TAUPVETE
Dicloside.

Y onavieg tepurtwoelg to Dicloside prnopel va mpokodéoet oAlepyikég depraTIKES ovTIOPAGELS (TT.X.
eEavOnua), evd o TOAD OTAVIEG TEPUTTMGELS UTOPEL VL TPOKAAEGEL GOPAPEG SEPUATIKES AVTIOPACELS
(.. amogoldmTiKy deppotitida, cuvdpopo Stevens-Johnson kot to&ikn emdepiky vekpdivon). Av
TOPOVGIACETE TETOLO, GUUTTAOUATO, EVILEPDOTE AUECHOS TOV YIOTPO GOG.

Edv omowadnmote otryun kotd tn Ay Dicloside £yete movo oto othfoc, duokoiia 6TV avamvon,
advvopio | uTEPdepo otV OpUIAe, ETIKOIVOVAGTE AUESMG LE TOV YIUTPO GUGC.

H cuyvi Ay avadyntik®v pmopel vo odnynoel o Hoviun PAGHRN Tov VEQPOV L KivOUVo VEPPIKNG
OVETAPKELOGC.

Eivot onpavtikd va maipvete ) xauniotepn d6om Dicloside mov avaxoveilet tov mdévo oag yio T
mAéov LiKkpn O1dpkele Oepameiog, MGTE Vo SIOTNPNCETE TOV KIVOUVO KOPOLOYYELNKOV avVETIOOUNTOV
EVEPYELDV OGO TO SLVOTOV TO HUIKPO.

Evnuepaote tov yrotpd cag edv vrofAndnkate tpoceato 1 TpokeLtol va vrofAnbeite o
YELPOVPYIKT EXEUPOCT] GTOUAYOV T} YOOTPEVIEPIKNG 0000 TTpty amd T Aym/ypnon tov Dicloside,
kabm¢ To Dicloside pmopel oplopéveg popéc va EMBEWVAOGEL TV ETOVAMOT TOV TANYDV 6TO EVIEPD
GOG LETA TN YEPOLPYIKN EMEUPAOT).

AxoiovBeite avotnpd Tig d00ELS Kot T didpkeln Oepaneiog mov meprypdpovtarl 6TV Tapdypago 3.
AgV TIPETEL VO, P CLUOTOLEITE AVTO TO PAPRAKO GE VYNLOTEPES OOGELS 1] TEPLGTOTEPO MO 2

npépss.

"Eva and ta mpoidvia mov oynpatifoviol 6to coua oag 0tav Aapupavete 0e10KoAykosidn o vymALg
d0oelg umopel vo tpokaréael PAAPN og opiopéva kKuTTapa (U QLGLOAOYIKO 0PLOUd XPOUOCOUATMV).
Av10 €yel omodetybel og pedétec o€ (DO KoL 0 EPYOOTNPLUKES UEAETEC. XTOV AvOpmTo, 0 Td TO €100¢
g PAGPNG ota KOTTOP 0moTeEAEL TOPayovVTa KIvOUVOL Yio Kopkivo, PAGPN oto ayévvnro moudi kot T
daTapayn TG yovinotntog otov dvopa. [apaxerodpe culnote He TOV Y1aTpO GOg OE TEPITTMON
OV £YETE MEPAUTEP® EPWTNGELS.

O y10tpdg oag Bo GO EVUEPDOEL OVAPOPIKA LLE OXOL TO LETPO TTOV GYETILOVTOL e TNV
QTOTEAEGUATIKT AVTICOAANYN KaO®DC Kot Yo ToV SuvnTiko Kivouvo piog komeng.

Hoowd xon £pnpor
To Dicloside dev mpénet va yopnyeitar oe moudid kat prfovg kKdtw Tov 18 gTdv.

Hiuaopévor acOeveic

O nAkiopévol acbeveig, 1Wwaitepa exeivol Tov eivar evmabeic N pe younAd copatikd Bapog, pmopei
va givon mep1ocotepo evaictntol otig emdpdosig tov Dicloside amd 6,11 Aot eviAikes. Zvvenmg, Oa
TPEMEL VAL AKOAOVOOVV TPOGEKTIKA TIC 00N YiEC Kol va AABAVOLV TN YOUNAOTEPT ATOTEAEGLLOTIKN
8001 mov e&acaiilel avakoOEIoN aTd TO GUUTTMOUOTOL.



Eivot dwitepa onpovtikd ot nAkiopévol ac0eveic va avapEpovy apésms 0ToV YLTpO TOVG
0TO10dNOTE AVETOVUN T EVEPYELQL.

Alho @appoxa ko Dicloside
Evnuepaote tov yatpd 1 Tov popuokomold cag eqv ToipveTe, EXETE TPOGOATH TAPEL 1} UTOPEL VAL
mhpeTe AL QAPLLOKO, CUUTEPIAAUPOVOUEVOV QOPUAK®OY TOV AaUPAvovTal X®mpic 1Tpikn GLVTOYT.

Eivol wwaitepa onpavtiké vo eite otov Y1atpd coc av Aapfdvere kamwowa amwd To TOPpUKITO

pappoxa:

e AiBwo (papUaKO Y10, TNV OVTILETOTIOT YUXIK®DY TPOPANUATOV) 1 EKAEKTIKOVG OVUGTOAEIS
enovampocAnync oepotovivng (SSRIs) (pdppoka Tov ypnoyorolovvtal ot Bepaneio tng
KaTaOAMyYMC).

*  Kopdiokég yAvkooideg (Yo mapdderypa otyo&ivn) (QapHOKa TOV YPTCYLOTOI00VTOL O KOPIIOKES
TN ceL).

*  Avaotoleig Tov petatpentikod eviopov tng ayyelotaciving (a-MEA) 1 B-amorhelotég (katnyopieg
QOPUAK®V TTOL YPNCULOTOLOVVTOL Y10 TNV OVTLIUETOTION TNG VYNANG TESTG 1 0 KApSLOKN
OVETAPKELDL).

*  Aovpntikd, GUUTEPIAAUPAVOLEVOV TV KOAOGUVTPNTIKOV SI0UPNTIKAV (QAPLOKO TOV
YPTOCLLOTOLOVVTOL Y1 TNV AOENCT] TG TAPAYDYNG OVP®V).

o DdppoKo TOL YPNCLOTOLOVVTOL Yo TN Bepomeio TOL PN, KTOG ATO TNV WVGOLAIVN (TT.X.
HETPOPLivN).

* AlMao MEAQ®, 6mG TO0 AKETVAOGOMKVALKO 0EL 1} 1) povTtpo@aivn.

*  KoptikooTtepogtdn (papUoKa 1oV YPNOLLOTOIOVVTOL Y10 VO, TOPEYOVY OVOKOVPLOT| G
QAEYLLOVAOOELG TTEPLOYEG TOV CMUATOG).

o AVTUTNKTIKG KO OVTIUOTETAAOKOVG TAPEYOVTES (PAPLLOKO TTOL YPNCULOTOLOVVTOL YLl
TPOPVAAEN omd TN dnpuovpyia OpopPwv oTo aipa).

*  MebBotpe&dtn (appoko TOL PN CILOTOEITAL TN Oegpameio opiopéEVOV TOTTOV KopKivoy 1
apOpitidag).

+  Kvkhoomopivn, TakpOoApovg (eapuoka wov xopnyohviol KUpimG 68 HETUUOGYEVUEVOLG 0.G0eVELG).

o Tpwebompiun (poppoKo mTov ypnopomoteital yio v TpoANYN M ™ Oepameio v AoumEemv Tov
OLPOTOMNTIKOD GLGTHHOTOC).

o Avtifaktnploxd T Kivorovng (eappake Tov xpnotonotobvtot yio ) Oepaneio AOUDEEDV).

*  Bopwovaloin (pappoko mov ypnoyomoteiton yio tn Oepaneio Tov poknTIdcemy) 1
covA@vonLpalovn (papuoko mov ypnotponoteitol otn Oepameio Tng ovpikng apbpitidag).

*  Oovutoivn (PAPHAKO Y10 TNV AVTILETOTIOT TOV KPIGEDV ETANYIAG).

o Mipenpiotovn (QAPUOKO Y10 TN SOKOTT TNG EYKVUOGUVNG).

*  KokeotumoAn kot yoleotvpapivn (@apuoka yio T Uei®on TG YOANGTEPOANG).

*  Puwpapmixivn (pdpuaxo mwov ypnoiponoleital otn Oepaneio Pakmplokdv Aopuacemv).

* IIpoPevecion (eappoxo katd tng ovpikng apdpitidag).

ITBavov va eppavictel cuvepykn opaon av yopnyndei pali pe Ao LoYaAaP®TIKA 1)
KOTOOTOATIKA TOL KEVIPIKOD VELPIKOD GLUGTIHOTOC.

Kinon, Oniaopdég kor yovipotnra
Edv giote éyxvog 1 Onhalete, vouilete 60T umopel va giote £ykvog 1 oxedaleTe Vo OmOKTNGETE
7adl, {ntNoTe TN GLUPOVAN TOL YITPOV 1 TOL PUPLOKOTOLOD CUG TTPLY TAPETE AVTO TO PAPUAKO.

Konon

Mnv népete 00TO TO PAPLOKO:

- €av glote €ykvog, vouilete 0TL umopei va, giote £ykvog 1 6Ye0ALeTE VO OIOKTHGETE TOUOL.

- €Qv glote yuvaiko pe SLVUTOTNTA TEKVOTOINGTG KOl 08V YPNCILOTOLEITE AVTIGOAANYT).
Av16 ovpPaivetl 51011 owtd TO PappOKo pmopel va Tpokaréoel PAAPN oTo ayévvnTto Toudi Gog.

Oniaouog

Mnv wépete 0TO TO PAPLOKO Yoo 060 ddoTna InAalete, kabmg avtd Ba propovoe va PAdyEL TO
Bpépog cag. Avtd cupPaivel, S10TL TO PAPLOKO TEPVE GTO UNTPIKO YOAN. Ao TPETEL VO EVILEPDGETE
ToV ylutpd cag bv Onialete.



Toviuotyro

Agv npémer va, AapBavete o Dicloside gdv oyedialete va peivete éykvog 1 avtipetonilete Suokolieg
Vo GLAAGPETE.

To @dppaxo ovtd propel va TPOKAAEGEL TPOPANUATA GTNV OVIPIKT YOVILOTNTA, AGY® TNG SLVNTIKNG
BAGPNG ot KOTTAPE TOV GIEPUOTOG (UM PVGLOAOYIKOG aPBUOG Yp®UOCOUATOV). AVTo BocileTol og
gpyaotnplokéc peréteg (BAEme mapamdve «IIpog1donoeelg Kot TPOPLAGEEISH).

O yatpds oag Bo cuinmoet poli cog Toug mbavovg Kivdvuvovg ard ™ Ayn tov Dicloside kot ™
SUIPKELD TG EYKVUOGVVTG KOl TOV ONAacHOV.

0onynon Ko YEPLOPOS PUNYAVILATOV

"Exovv avaeepbei omopadikég mepntmoelg iltyyov, {oAng, vavnAioag kot dotapoydV TG oploemg
UETE amd TN YpNom SUKAOQUIVAKTC.

Ao Khvikéc peléteg mpoxhmTel 0Tt 1 Be10KOAYIKOGION deV EMOPA GTNV YUXOKIYNTIKT ardd00T,
®oTdG0, ENEWN GLYVE UTOPEL Vo TOPOLGLOGTEL LITVNALL, AVTO TPEMEL VAL AapPaveTal LY KoTd
TNV 00NYNoN OYNUATOV Kot KATE TO YEPICUO UNYOVUATOV.

Av gppavicete KAmolo amod TIg TOPATAVE ETIOPAGELS dEV TPEMEL VAL 0N YN CETE 1] VO XEIPLOTEITE
LNV LoTaL.

To Dicloside wepiéyer mpomvievoylvkoin, eviviki aAkooAn Kot vaTpio

Kabe puotyya tov popudkov avtov mepiéyxet 160 mg Beviviung ko 800 mg mpomvuievoyAuikoing
AAKOOANG.

H Bevluiikn akicodin umopel va Tpokarécel OAAEPYIKES OVTIOPAGELG.

Yoppovievteite ToV YIOTpO 1| TOV QAPUOKOTOO GOG EAV EXETE NATIKY 1] VEPPIKT| VOGO. AVTO
emParreTon d1OTL peydreg mocdtreg PEVELAIKNG OAKOOANG LTOPOVV VO GLUGCOPEVTOVY GTO GMUN GOG
Ko Umopel vo, TpokaAEGouy avemBvunTeg evépyeleg (Yvootég mg KpuetafoAiky o&émon>).

IMepiéyet emiong Atyotepo omd 1 mmol vatpiov (23 mg) ava ddomn, eivar avtd Tov ovopdlovpe
«elevbepo vatpiovy.

Addeg E101KEG TPOELOOTOU|GELS

- Qo mpémel va Taipvete T KkpoTepn dvvarn ddom tov Dicloside yio ) pikpdtepn duvarr ddpkela,
€101KA OV £YETE COUATIKO PApog XOUNAOTEPO TOV PVGLOAOYIKOD 1) EI0TE NAKIOUEVOG,.

- Yrapyet £vag eAappmg anEnuévog Kivouvog KapdloKNng oVOKOTNE 1| oy YELKOD EYKEPUALKOD
EMEIG0d10V HETA TN AWM popudkev omwg to Dicloside. O kivduvog ivon peyaivtepog av Aapfavete
VYNAEG OOGELG Y10 PHEYAAO XPOVIKO O1AGTI LA,

- [Tavtote va akoiovbeite TIc 00N Yieg TOV YLOTPOD AVOPOPIKE [LE TV TOGOTNTO KoL TN SLAPKELN
xopfiynong.

- Edv €yete 10topiko mpofAnpdtov otopdyov Katd t Anyn MEA® kot £101kd ov giote nAKIoPEVOL,
0o TPETEL VAL EVILEPMDGETE APECHS TOV YIATPO GOG EAV TOPUTNPNOETE ACLVNOIGTA CLUTTMOLOTA.

MapaxorovOnen katd T Suapksera g Oepameiag pe Dicloside

Av €&yete dleyvooUEVT KOPOL0KT OVETAPKELL, appOBotn véptacn 1 coPapd Kivovvo yio Kapdlok
avemdpkelo, o Yiutpog cag Oa {ntnoet eplodikd EAEYYO Y10 VO EKTIUNOEL OV TTPETEL VO, GUVEYIGETE T
Oepomeio pe Dicloside.

Av TaoyEeTE MO NTATIKY AVETAPKELL, VEQPIKT OVETAPKELX 1] ALULATOAOYIKEG SVCAEITOVPYiES, Oa TpEmeL
Vo VTOPAAAEGTE OE OUATOAOYIKEG EEETAOELS KATO T dldpKeLn ThG Oepomeiog. AvTtéc Oa
TaPOKOAOLOOVY €lTE TNV NIATIKN 6aG AEITOVPYiO (ENITEIA TPAVCUUIVAGDY) EITE TN VEQPIKY
Aertovpyia (emimeda kpeatvivng) gite TNV apatoloyikn eikova (aptBud Aevkmdv Kot pudpmv
ALLOCOUPIOV KOl OUHOTETOA®Y).

O y1atpocg cag O AdPel LTOYN TOV AVTE TO, ATOTEAEGLOTO Y10 VO, AITOPAGIGEL OV TPETEL VO OLOKOTIEL TO
Dicloside 1 av ypeidletar va odlhoyBei 1 docoroyia.

Edév Aappdavete AiB10, dtyo&ivn, parvotoivn, KOAOGUVTNPNTIKA d10VPNTIKA, KUKAOGTOPiv,
TAKPOAMUOVGS, TPpLeBompipn 1} avTdWPNTIKA, 0 YLOUTPOS GOC UTOPEL VO GO GLUGTIOEL OPIGUEVEC
getdoels.

3. o va ypnoporomjsete to Dicloside



[Tavtote va maipvete To EAPUAKO AVTH AVGTNPE GOUPOVE LE TIG 0dNYIiES TOV Y1OTPOV GOG.

To wpoidv evdeikvutar Yo Ppoyvypdvia xpnon.

H cvvietdpevn d6on eivar pia @Ootyya e@dna evoopnikd (onA. 75 mg vatplovyov dSkAoQaIvakng Kot
4 mg Bsrokolykociong) kot n péyrotn nuepnoe 6601 dev 0a tpénel va vrepPaiver Ta 150 mg
vaTPLOVY0V SIKLOQUIVAKNGS Kol 8 mg Og10k0k)1k0GidNG (ONA. 2 QUOLYYES VA NUEPA, NE AVAYKaia
APOVIKT 0T0GTOCY TOVAGY IGTOV 12 p@V avapesa oTiS 2 d6ce1g 24mpov). H didpketa Bepomeiog
dev mpémet vo vtepPaivel Tig 2 nuépes.

[Ipénel va amopedyovtan o1 §0GElG TOL VIEPPaivoLV TN GLUVIGTOUEYT dOCT 1] 1| LOKPOYPOVILL XPTIOT).
Edv éyete apeipoirieg, potiote tov yuotpd cog. Na unv vrepPaivete T cuvieTtdpevn d06M Kot T
duapkela tng Bepamneiog.

Aocolroyia

Noa unv vepfaivere tn GuvVieTOUEVN dOGT] TOV GO GLVTAYOYPAPNGE O YoTPOg oag. Eival onuovtikd
va Aappdvere T pikpdtepn d0om Kol yio T pKpdTeEPN dtdpkela Bepaneiog Tov amonteitol yio Tov
éleyyo TOV cuuTTOUATOV Kot vo unv Aappdavete To Dicloside ywa tepiocotepo an’ 6,11 ypeldletar.

O ywtpdc oag Oa cag mel akpipac mocec poootyyeg Dicloside npémet vo, ypnoonomoste. Avaioya
L€ TO TG avTaToKpivesTte 6N Bepameia, 0 YOTPOG GO UITOPEL VO GLGTNGEL LYNAOTEPN 1| YOUNAOTEPT
doon.

Evijmkeg (cupreprhiopnfavopévev Kol TOV NAKLOREVEOV)
H docoloyia e&atopxetderan kot eaptdrol and TV KOTAGTACN Kol TNV AVTATOKPLoT| TOV
acOevoug.

I'a Tov évtovo movo o1 HECT] GUVIGTATOL 1] YPT|ON TOV EVEGILOV SHAVLOTOS 6T LEYLGTY SO0
mov givonr 150 mg vatprodyov dtkhoparvakng kot 8 mg Oetokodyikosiong evoouviKd, dlonpepévo
o€ 000 00cELg NUEPNGimG.

H dupxeta g Bepamneiog dev mpémel va vepPaivel TG 2 GuVEXOUEVES NUEPES.

2T00¢ NAMKIOUEVOLS, TOVG VePpoTtabdeic, Tovg kapdlomadeic Kot Tovg nratonadeis cuVIGTOTOL M)
évapén ka1 n cvvéylon g Oepameiog e T PIKPOTEPT) OMOTEAEGUATIKY OOOT).

Xpion o€ Tooa ko @1 povg
To Dicloside dev cuviotdtot yio yprion o€ maidid kot epriovg katwm tov 18 eTdv.

Tpémog yopiiymong
To wpoidv yopryeitor eVOOUVIKA.
H evdopvikn yopniynon yivetai Badid evéoyrovtigia 6to dve E€Em tetaptnudplo.

Kabe pootyya givor yio pia povov ypnomn. To evéoyo S1dhvpo, TpEneL va, Xp1oLULoToleital auécme HeTd,
T0 Gvorypa g euotyyoc. To mepieyduevo mov dev ypnoponoteital Bo TPEMEL VoL amoppimTETOL.

Awapkero, Ogpansiag pe Dicloside
AxoiovBnote akpPag Tig 0dnyieg Tov yiotpol oag.

Edv &yete amopiec oyetikd pe tn didpkela g Oepaneiog cag, culnoTe Ue ToV yoTpd 1 Tov
POPULOKOTOLO GOC.

Edv oag £xet xopnynOei Dicloside yio tepiocdtepo amd 2 nuépeg, ba mpémet vo unv moporeiyete
va emokePBeite TOV Y10TPO GOG Y10 TAKTIKES 0TPIKEC EEETAGEIC DOTE VO, SIUGPUAIGTEL OTL dEV
TAGYETE OO AMAPOTIPNTES OVETIOVUNTEG EVEPYELES.

Eav napete peyordtepn d6on Dicloside amé tnv kavoviki

Edv kotd Adbog oag yopnyndei nepiocotepo Dicloside amd to cuvictduevo, evijuepMOGTE GUEGA TOV
YW TP6 1 TOV voooKOpo cag. Mmopel va ypeidleote wtpikn| Pondeia. H vrepdocoroyia pmopei va
TPOKAAECEL CUUTTMOUATO OTMG TOVOKEPAAO, EUETO, AUOPPAYiD OO TO YUOTPEVTEPLKS, dtdppota, (AN,



OTOTTPOCAUVAUTOMGO, S1EYEPCT), KDL, VIVNALL, BovNTO 0TA OVTIH 1] GTOCUOVE. XE TEPIMTMOO
ONUOVTIKNG InAntnpioong and 1o PapLoKo, oEeia EKTTMOT TG VEPPIKNG AELTOVPYLOG KoL NTOTIKN
PAGPn eivor mBavec.

Eav Eeydoete va mapete To Dicloside

Edv maporeiyete pa 06om, ndpte v poig to Buunbeite. Edv nAnoidlelt n dpa yopnynong mg
EMOUEVNC OOOTG, TaPOAEIYTE TN 8O0T OV EEYACATE KOl EMOTPEYTE GTO TAKTIKO TPOY PO
yopnynons. Mnv mépete SurAr| 600m Yo va. ovamTANpAOGETE T 000T mov Eeydoarte.

Edv éxete meptocoTtEpES EPMTNOCELS GYETIKA LLE TN (PT|OT] AVTOV TOV POPLUEKOV, POTIOTE TOV Y10TPO
oG,

4. MBavéic avemBounTeg evépyereg

Onwg 6ha Ta pappoka, £TGL KO 0LTO TO GAPLOKO UToPel Vo TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kol Ogv Tapovcldlovtal 6 GAOVG ToVS avEpOTOLG,.

Opropéveg avemOounteg evépyeieg pmwopei va givan cofapéc.
Awakoyte ™ gpnon tov Dicloside kot eviuepdote apéoms Tov yoTpd 6ag, av TopaTnpHoeTe To. ENG:

e 'Hmiec kpdumec Kot evoaicnoio oTnv KOIMOKN YHPo, Tov EEKvovy AMyo puetd v Evapén tnge
Oepameiog pe To Dicloside kot axolovBodvton amd arpwoppoyio axd 1o 0phd N AUOPPOYIKn
ddppoto ouvNOME evtog 24 mpav omd TNV £Vopén ToL KOIALOKOD dhyoue (Un YvmoTh cuyvotntd,
dev umopel vo ektiunfel ue Baon to drabéouo dedousva).

e Iévoc otov Bdpaxa, 0 omoioc pumopet va amotehel EvOeién uog dvvntikd cofapnc CAAEPYIKNC
avtidpoong yvootng o¢ ovvopouo Kovvne (un yvooti cuyvdtnta, 6ev umopei vo ektiunbei pe
Baon to dbioo dedouéva).

o AvTI0pacslg 6T0 onUEio TN £veone, HETUED TOV 0TOIMV TOVOS 6TO 6NUEI0 TNG £VESTC,
gpvOpotTnTa, 0ioNua, okANpPo £oyKond, TANYN Ko EKyVpmon (peiavioocpa). Avti n
avTidpaon, Yvooti enionc oc ovvépono Nicolau, propei vo eEehy0si o€ peldvoon Ko
0davoTo ToOv £PUATOS KUL TV VTOKEINEVOV 16TMOV TOV TEPLPALLOVY TO 6NUEI0 TNG EVEGTNC, TO
0TT010 ETOVAMVETOL OLQT]VOVTUS N0 ATPOPLKT] OVAN.

Kamoeg 01 ovyvéc avemOounteg evépysies propel va. ivor cofapés, woraitepa 6tav Aappaveton

VYN ueptola 66on (2 PUOLYYES) Yo PHEYAAO YPOVIKO OLAGTI A,

Avtéc o1 avemBountes evépyeies umopel va emnpedoovy 1 éwg 10 ava 1.000 aobevels.

e Apvidlog Kot TeoTIKOG TOVOS 610 6TN00G (EVOEIEEIS ELPPAYLATOG TOV LLOKOPIIOL 1 KOPSIOKNG
7TPOGPOANC).

Avcemvola, SueKoAia 6TV avamvor| 0tay EaTAMVETE, a1pvidla SVoKOAIN GTNY AvVaTTVOT, TPNEWO TOV

OOV KOl TOV TEAUATOV, oicOnpa kOmwong oto otniog e cuptypno 1 Prixe (evoei&elg kopdiakng

AVETAPKELNG).

Kamoieg omavieg 1] mohd omdvieg avemBOuntes evépyeleg pmopei va eivar cofapéc.

Avtég o1 avemBountes evépyeleg Umopel vo. exnpedoovy Ayotepo aro 1 éwg 10 ova 10.000 aclevels.
o Apvidwo arpoppayio 1 poronreg (evoeigelg Opopforkutrapomeviag).

e YynAog mopetdg, GuyvES AOUMEELS, EMTOVOG TOVOLUIOG (EVOEIEEIS OKOKIOKVTTAPALUIOG).

e AvckoAia 6Ty avamvon i Tnv katdmoon, eEavinua, eayovpa, edvinua pe eayodpa, {ain
(evdei&eig vepevaicinciog, aVIUPLACKTIKOV KOl 0VOPLUANKTOEWOMY AVTIOPACEMV).

IIpn&wo xuping 6to TPOS®TO Kol ToV Ao (EVOEIEELG Ay YEL0010NUATOG).

Awtoapaypéveg oxéyelg 1 0160eon (evoei&elg yuywotk®v Slotapaydv).

Awatapoyg g pNpnG (EvEeldn ennpeaspévng vipmg).

Eroaopot (BAéme mapdypao 2).

Avyyoc.

Avoxopyio Tov avyéva, TupeTds, voTia, EUETOC, Kepahladyia (evdei&elg donmng unviyyitidag).
Aupvidilog kai £VTovog TovoKEPAAOG, VOUTia, CAAN, LOVSIOGHLO, OVIKAVOTNTA 1) OUGKOMO GTNV
optMa, advvapio | TopAAVoT TOV AKPOV 1) TOV TPOCHTOV (EVOEIEEIS Ay YELOKOD £YKEPAALKOD
€MEI00010V).



Avckolio oty akon (EvOelEn duTapayng TG AKOVGTIKNG 0£0TNTAG).

E&GvOnpa, Top@upokdkKiveg KnAdeg, Tupetdc, Kvnopog (evoeitelg ayyeutidog),

IMovoképaiog, {aAn, [evoei&elg vynAng aptplokng Tieong (VTéptaong)]

ZaAn, iAyyoc, vavtia, KoOpaot, cuyyvon, BoAn 6pacn, Amobuuio [evoei&elg Yo unAng apTnploKnig

nieong (vmotaomg)].

o Aipvidwo duokoiio oty avamvon Kot aicOnpa oei&ipatog oto othoog e cuptypod 1 Prxa
(evdei&elg doBpatog 1 TVELLOVITIONG OV GLVLTAPYEL TVPETOG).

o Awotnpdc épetog (€voelEn apatépeons) f/kat povpo 1 aupatnpd koémpava, (evoei&eig

YOOTPEVTEPIKNG ALLOPPAYING).

Ayonpr| Suippota (evoeiEelg apoppaytkng d1dppotag).

Mavpa kompava (£voelln pélavag KEvaong).

ETOpayIKOG TOVOG, vauTia (eVOEiEels YaoTpEVTEPIKOD EAKOVG, arpoppayiag 1 ddTpnong).

Augppota, Kotlakog Tovog, Tupetds, vavtia, Euetog (evoei&elg KoAitidag, cupmeptlapfavouévng

QLLOPPOYIKNG KOAITIOAG, Kol EMBEIVMGT EAKDIOVG KOALTIONG 1} vOcov tov Crohn).

YoPapog Tovog ynid oto otopdyl (EvoelEn maykpeaTitidug).

o Kiutpivicpa tov d€pprotog ) Tov Hatidv (evoeielg iktepov).

o Novtia, andiewn 6peéne, oxovpdypoua o0vpa (evoei&elg NmaTitTdng / NTATIKNG OVETUPKELOS)
(BAéme mapdypopo 2).

o  Yyumtodpata wov potdlovv pe ypimn, aichnuo kommong, puikoi Tdvot, avénpéva nrotikd Evivpo
o€ e€etdoelg aipatog (evoeielg NTaTIK®Y S10Tapay®V OV TEPIAAUPAVOVY KEPALVOBOLO
NTATITION, NTOTIKY VEKPWOOT), NTOTIKT AVETAPKELN).

o  Dvoaridec 610 dépua (EvOEEN TOUPOADYMDOOVG dEPUOTITIONG).

o Aepuotikd éxlepo pe eUGaAIdeg, PLOOAIdEG oTO XEIAN, TO LATIO KoL TO OTOUN (EVOEIEELS
TOAOLOPPOL EPLONUATOC 1), AV GVVVTIAPYEL TVPETOC, EVEIEEIC cLVIPOOL Stevens —Johnson 1
TO&IKNG EMOEPUIKNG VEKPOALOTG).

o Aeppotikd eEavOnpua e eolidec | Eeprovdioua (eVOeiEELS AmTOPOAMOMTIKNG OEPHOTITIONG).

o Avénuévn evaicnoia Tov d€ppaTog 6TOV NAL0 (EvOEEn avTidpaong powTogvalcinciag).

[Mopeupéc knideg oo déppa (EvdsiEn mopeupiag 1 mopevpag Henoch-Schonlein av tpokdnnke

amo alAepyia).

Ipn&uwo, aicOnua advvauiog, 1 un eucloloyikn ovpnor (evoeifelg o&eing vePPIKNGg AVETAPKELNG).

[epicoeia npwteivng ota 0vpa (voelén Tpmteivovpiog).

IIpnouévo TpdcmTO 1 KOWALA, YNAT apTnplaky wieon (evOEiEelC VEQPOOIKOD GUVOPOLOV).

Meyaldtepn i KkpOTEPN TOPAY®YN 00p®V, (AAT, cVyyvon, vavTtia, (evdei&elg dapeong

VEQPITIONG TV OVPOPOPOV COANVIPI®V).

Yofapn peimon Topaymyne Tov ovpev (evOei&elg VEKP®ONC VEQPIKNG ONANC).

o [evikevpévo mpnéuo.

e  YTuTIKN SLGAELTOVPYid.

Kamoieg pun yvootiig ovyvotntos avemlounteg evépysies propei va, ivor cofapéc.
I'V autég Tic avemBounteg evépyeteg 1 cuyvotnto dev umopei va, ektiundet pe faon ta dwbéoiua
dedopéva.
e Hrotwn PAGPN 07OV KATAGTPEPOVTALVEKPOVOVTAL TO NTATIKA KOTTAPO, (KUTTUPOAVTIKN
nratitdw).
o Ik1EPOC OO GTAOT YOANG OTO PAEYUAIVOVTO EVOONTATIKG YOANPOPQ, TTOV TPOKAAEITOL
ouvnbmg amd To&ikn Spdor EUPUAKOD (YOAOGTATIKY NTOTITION).

Edv mapotnpnoete otidnmote omd To mopandve, evijuepdote AMEXQY tov yiotpo cag.

Koatd ) dudpkera g Oepameiag pe Dicloside evééyetot va mopovoiastodv opiopéves amd Tig
aKOAoLOEC avTIdpaoELC:

Mepikég avemBOunTeg evépysreg eivar cvyvég

Avtéc o1 avembBountes evépyeies umopel va. emnpedoovy 1 éwg 10 ava 100 acbeveig.

TTovoképarog, Lahn, thyyoc, vavtia, éuetog, d1dppota, vavniia, Svomeyia, KOIMaKOG TOVOC, TOVOG
0TO0 GTOLAYL (vOElEn YOO TPOAYiaG), LETEMPIGUOC, ATOAELN OPEENS, LI PLGLOAOYIKE OTOTEAEGLOTOL



TOV EEETACEWV NTATIKNG ArTovpyiog (.Y, avénuéva enimeda TPAVoaIVOCHYV), OEPULOTIKO eEavOn L,
avtidpaon oto onueio g £veong, TOVog 6To onuelo G Eveons, GKAPLVGT GTO GNLElo TG EVEoT|G.

Mepikég avemBOunTes evépyereg eivar Oy cuyvég
Avtég o1 avembountes evépyeieg umopel va. exnpedoovy 1 éwg 10 ava 1.000 acbeveis.
AloOnpo TtoApmv, Tdévog 6to 6THO0C, Payopa, OALEPYIKES OVTIOPAGELS TOV SEPLATOG,

Mepikég avemOounteg evépyeleg gival omavieg

Avtég o1 avemBountes evépyeieg umopel va exnpedoovy 1 éwg 10 ava 10.000 acbeveig.

[16vog 610 otopdyt (€voeién yaoTpitidag), nratikn dwtapayn, e&avonua pe payovpa (evoeielg
Kvidmwong).

Mepikég avemBOunTes evEpyeLeg eivar ToAD omavieg

Avtég o1 avembountes evépyeieg umopel va exnpedoovy Aiyotepovg aro 1 ava 10.000 acbeveig.

Xopnia erinedo epuBpdv arpoceapiov (avorpia), younAid exinedo AEVK®V Apoc@apimy
(Aevkomevia), OTOTPOGAVATOMGHOG, KATAOAYN, SuoKOoAia 6TOV VITvo (€vOEIEn abmviag), EPLIATEG,
gvepebioTdOTTA, OGO TOURALOTOC 1) LOVOIAGHLOTOC OTA ¥EPLa 1 TO TTOSI0 (EVOEIEELC
mapoioOnoiag), Tpépovio (voeiEn tpdpov), dtutapayés T yebong (evoei&elg dvoyevoiag),
Swtapayéc g Opaong (EvoelEn ontikng Suciettovpyiag, Boing 6paorg, Sumhmniog)™*, B6pvPot ota
avTld (évoeiEn epPodv), SLOKOIMOTNTA, TANYEG OTO ECMTEPIKO TOV 6TONOTOC (EvOelén aTopatitidng),
TPNOUEVT], KOKKIVT KoL Le TANYEC YAmGoa (evdeielg YAOooiTIdng), dlatapayr Tng 0000 TOL HETUPEPEL
™V TPoPn amd Tov Aopd TPog To oTopdyl (EvOEIEn SaTopayis TOL 01G0PAYOV), KPAUTEG GTO TOV®D
UEPOG TNG KOG Wtaitepa LETE TO QUyNTO (£vOEIEN daPpayUATIKNG VOGOD), EpVOPOTNTA Ko KEAWYIUO
(evoei&eig exlépnatog), puBpotnTa T0L déPLNTOC (EvOElEn epLONUATOG), OTdAELN LOAMDY (Evdelén
aAomekiag), aipa ota ovpa (voelén alpotovpiag), ondoTNA 6TO GNUEID TNG EVEOTG.

*Awtapayéc g opoong: Edv ta copntdpata tov datapaydy g Opacng eeovicfody Kot ™
dwapkera g Oegpomeiag pe Dicloside, emkowvoviote pe tov yiatpd cag, Sttt po o@Boiuiky eEétaon
uropel va ypelootel, ®oTE Vo amokAelcobv dAla aitia.

Mepikég avemBOUNTES EVEPYELEG ElvL P1| YVOGTIG GUYVOTITOS

I’ avtés tig avemBounteg evépyeieg n avyvotnta dev umopel va extiunbel ue Paon ta orobéaiua
dedouéva.

Shyyvon, yevdaicnoelg, dtatapoyés aictnong, aichnua kKakovyiog, EoEVIKT oanOAEW TG OPAGTIC
(pepkn M oAk1]) Ko TOVOG Katd TNV Kivior Tov pottod (evoegi&elg ontikng veupitidag), 10Tk PAGSN
670 onueio g éveong, Mmobupio ayyEloKvNTIKNG atTloAoyiog mov cuviBmg TapovstaleTol Ta
EMOUEVA AETTA od TNV EVOOUVIKT EvEoT.

Av Kamo1o amd 0T TO CUUTTOUATA GOG EXNPEALEL COPaPd, EVI|LEPADOTE TOV YIATPO GOC.

O avemBountec evépyeieg UTopoHv vo, ELayloTorondovy pe xpromn TG YoOUNAOTEPNC
OTOTELEGLATIKNG SOGTG Y10 TO GUVTOUOTEPO OOALTOVLUEVO YPOVIKO SIAGTNLOL.

Ava@opd avemBuunTOV EVEPYELOV

Edv mapotnproete Kamolo avemBOunTn evEPYEL, EVILEPMDGTE TOV YIATPO, TOV PUPLOKOTOLO 1| TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mhavr avemBountn evépyeila TOL OEV AVUPEPETAL GTO TOPOY
@OAAO 00MY1DV yprionc. Mmopeite eniong vo avaeépete avembounteg evépyeleg anevbeiog otov
EBvikd Opyovioud ®oppakov,

EBvikog Opyavicpdg @appakwmv
Meocoyeionv 284,

GR-15562 XoAapyodg, AGMva,
TnA: + 30 21 32040380/337
dag: + 30 21 06549585
Iotétomog: http://www.eof.gr


http://www.eof.gr/

Méow® g avapopds avemBounTmy evepyelmy uropeite va fondfoete 6T GLAALOYN TEPIGGOTEPWOV
TANPOPOPLDY GYETIKE LLE TNV ACPAAELD TOV TOPIVTOS POPLAKOV.

5. Ilag va puidccete to Dicloside

To @pdppaxo avtd Tpémel va puAdooeTal 6€ PLEPT OV Ogv TO PAETOVY Kol dgv TO POAvVOLY Tl
TodLd.

Dvidooete TIg POGYYES 6TO EEMTEPIKO KOVTL OGTE VO TPOGTATEDOVTOL OO TO PG,
dvidcoete og Beppokpacio pkpotepn tov 25°C.
Mnv kaToyvyeTe.

Noa unv xpnoonoteite ovtd 10 GAPUOKO UETE TV NUEPOUNVio, ANENGS TOV OVOQEPETAL GTO KOVTL 1] TN
evotyya petd to EXP. H nuepounvia Anéng eivai n teElevtaio nUéEP TOL PNVO TOV AVOPEPETOL EKEL.

Mnv metdte apUOKa 6TO VEPO TNG OMOYETELOTG 1) OTA OKLOKA amoppippata. Potiote tov
(QOPUOKOTOLO GOG Y0 TO MG VO TETAEETE TO, PAPUAKE TTOL EV YPMCILOTOLELTE T AvTd T péTpa Ot
BonBnoovv ot mpoctacio Tov TePPaAiovTtog.

6. Iepreyopevo TNG GVOKEVOCING KO AOWTEG TANPOPOPIES
Tvepréyer to Dicloside

— Ot dpaotikég ovoieg sival 1 vatplovyog dikhogaivaxkn (diclofenac sodium) kot 1 Bsiokolyikocion
(thiocolchicoside).

— To dAlo cvotatikd givol TPoTLAEVOYALKOAT, BEVOLAIKT 0AKOOAT, 0BVAEVOSIOUIVOTETPAOEIKO
dwazplo drog, HOWP Yo evESLLA, VOPOEEIDIO TOL VaTpiov.

Ep@avien tov Dicloside kot wepieyopeve g svekevaciog

To Dicloside evéoipo didlopa givar dypopo Emg vokitpivo dlawyig dtdAvua Kot datifetar og
YOaivn, okovpdypoun evoryya (type I, Ph.Eur) mov mepiéyel 4 mL.

Kabe puoryya mepiéyet 75 mg g dpaoTIKNG 0VGING VATPLOYOL StKAOPALVAKNG Kot 4 Mg TG
dpaotikng ovsiog Bglokorycociong.

E&wtepucn) cvokevacio:
XAaptvo kovTi oV TTEPLEYEL 4 YVAAIVES, ckovpdYXpOuECPUGTYYES TV 4 ML, o€ ThaoTuco Kvdbio poll pe
TO EUAAO 0ONYIDV ¥PNONC.

Karoyog Adsrog Kvkhogopiog ko Ilapackevastiig
Karoyog Adsrog Kvkrhogopiag

WIN MEDICA AE.

Owinodog 1-3 & Iapdadpopog Attiknig Odov 33-35
15238 Xahavdpt Attikrg

TnA.: 210 7488821

E-mail: info@winmedica.gr

IHopoackevaotig
KAEBA A®BEE.

Aewo. TTapvnog 189
136 75 Ayopvég Attikng

10



ELPEN A.E.
Agwo. Mapabovog 95
19009 IMucéppt AtTikng

To wapov eOAlo 0dNYLOV ypioNs avadepOnke yra TeELevTaio @opd Tov 07/2023

O Timpoopisg mov akorovBovv arevBivovtar pévo o emayyeiporisg vysiog:

Evéopvikn éveon

Evdopvixn yoprynon pe Padid evdoyrovtiaio £vEST GTO OVAOTEPO EEMTEPIKO TETAPTNHOPLO.

Ot 00nyieg yio TV eVOOpLIKT €veoT) TPEMEL VoL aKoAoLOOVVTAL TPOKEWEVOL VO amoPeLyDel | PAGPN
€vOG vebpov 1 GALOL 16T0D GTO GNUEID TNG €veEoNC.

Kabe puotyya givon yia pia povov ypnon.

To ddivpa Bo TPEMEL VoL ¥PNCIUOTOLEITUL AUECDG LETA TO AVOLYLLOL.
Toyov un ypnopomomuévo mepieyouevo, Bo TPETEL VoL AmopPITTETAL.

Odonyiec avoiypatog guoryyog

IIpwv yeproteite T @OGLYYQ, TAOVETE Kol amolvpdvete Ta xépla 6oc. Edv &xete watpikd yavTio piog
YPNONG, POPECTE TA.

Kpatnote ) pootyya pe tnv kopuen vo, deiyvel gvbeio tpog ta wéve. BePfaiwbeite 411 6A0 T0 VYPO
Bpioketon kGt amd to Aapd g eHoryyas, 0tov Ba ondcetl. Edv kdmolo amd to vypd gaiveTol va
Bpioketon TAV® 0md TO Ad1LO, KOVVAGTE EAOPPE TO TAV® HEPOG TNE PVCTYYAG UEYPL TO VYPO Vo, TEGEL
670 KAT® PEPOG.

ToAigte 0 dvo LiGd TS VotyYos e Yala TPy TNV TAceTe e T0 xEPL oag. O deiktng Ko o avtiyelpdg
oag o Tpémel vo Tavouy T PUGLYYo. o€ KAOg TAeupd Tov Aatpov. To dve uicd e eOoyyag Tpénet
va Bpioketar 610 &va ¥EPL GOG Kol TO KATMO UIGO TpEmel va PpiokeTal oto ahio ¥épt. To onueio migong,
VodEKVOETAL 0d TN Pappévn kovkida. Ao Tpémel va TOTOOETNGETE TOV AVTIXELPO TOV XEPLOV GUGC,
OV KPATAEL TO AV® GO TNG POGLYYOGS, AmeLOEiNG TAV® OO VTNV TNV KOVKKIdA.

Kpatdvtag akivnto 1o ¥Ept mov KPATATE TO KAT® PEPOG TNG PVOTYYNS, TPAPNETE TO TAVD GO
Auyilovtag To Yp1yopa mPog TO LEPOG GAG, £TCL MOTE TO UEPOC OV oTdel vo Kortdlel pakpid cag. O
VTIYEPOG TOL YEPLOV OOG TPETEL VO, TUPUUEVEL GTO GNUEID TTLESTG EVD T dGYTVAG Gag Tpafodv TNV
4KpPN TOL AVO HIGOV TPOG TO UEPOG GOC.
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ToAigte T0 TAVD GO TNG POGLYYAG GE YAPTOUAVTIAO KOl TTETAETE TO.

Tnrépovo Kévrtpov Anintypracewv: +30 210 77 93 777
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