OYAAO OAHTI'TQN XPHXHX



POALO 00N YLDV ypronc: ITAnpopopiec Yo ToV ¥pnoTh

MESULID Gel 3 % w/w
Nimesulide

AwPacTe TPOGEKTIKA OAOKAN PO TO PVLA0 00N YIOV YPNGNS TPOTOV UPYICETE VU YPI|CLUOTOLELTE

aVTO TO PAPROKO, O16TL TEPILAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

[pénel mdvtote Vo, YPOLOTOIEITE AVTO TO PAPUAKO OKPBOG OTWS TEPTYPAPETUL GTO TUPOV PVLAAO
00N YLDV YPNONG 1] COUP®VA UE TIG 00NYIEG TOV YIATPOV 1) TOV PUPIOKOTOI0D GO,

- doArdEte 0vTd TO PUALO 0dNYIDV YpNomg. Towg ypelootel va to dwfdcete Eova.

- Edv éxete mepartépom amopieg, pOTNOTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOG.

- To @appako ovtd yopnyHONKe OTOKAEISTIKA Y10 GOG Yo GOC. AgV TPEMEL VAL SDCETE TO
QAapUOKO 6€ AAALOVG. MTopEel Vo TOVG TPOKAAEGEL PAAPT], OKOUA KoL OTOV TO GUUTTOUOTA TNG
ac0évelog Tovg gival id1a e ta Sk oG,

- Edv mapotnproete kamoto avemBOunTn evépyeid,, EVIUEPMGTE TO YIOTPO N TOV PAPUUKOTOLO
c0G. AT 1oy0eL Kot Yo kKABe mhovi) avemBOUNTN EVEPYELN TOV OEV OVAPEPETOL GTO TAPOV
@OALO oMYV Ypriong. BAEme mapdypago 4.

- [pénet vo amevBuvieite o€ yiotpod edv dev aicbdveote KaAdTepa 1 edv aicOdveote xepoTeEpQ
HETA amd 7 NUEPEC.

T tepréyer To mapoév gOALo 00N YLOV:

T1 eivan to Mesulid Gel kot mota givan 1 ypriom tov

T mpénet va, yvopilete Tpv ypnoiponomoete to Mesulid Gel
[og va ypnooromoete to Mesulid Gel

[Mbavég avemBounteg evépyeteg

[o va pvidocoete o Mesulid Gel

[epreydpevo g cuokevaciag Kot Aoutég TANpopopieg

S e

1. T eivan To Mesulid Gel kot wowa givan i ypiion Tov

To ovopa tov pappdkov cog eivar Mesulid Gel 3 % w/w kot To SpAGTIKO TOL GLGTATIKO Eival M
vipesovAidn (nimesulide). To Mesulid Gel avikel og o opdda eapudkmv Tov ovopdiovior Mn
Ytepoedn Aviipieypovadn @apuaxo (MEAD).

To Mesulid Gel ypnoiponoigital yio Ty avokoOeion ond Tov TOVO Kol TO 01010l TOL TPOKAAOVVTOL
ano:

. TPOVHOTIGHOUS TOV LOACKDV HopimV (100 TPEUNATA, TPOVHATICHOVS LE ooppayiot)

. TPOVHOTIGHOVS TOV TEVOVTOV OV TEPLYPAPOVTAL MG «OEEID TPOVIATIKT TEVOVTITION.

[pénet va amevBuvieite o yiatpod edv dev aoBdveote KaAbtepa 1] €dv aicOdveste xepoTEP HETA
ond 7 nuépes.

2. Tvnpéner vo yvopilete mpiv ypnoyponomcete o Mesulid Gel

MHN napete To Mesulid Gel:
o £dv &yete aldepyia (LIepELOICONGIC) GTN VILEGOLAIOT 1 0€ 0TO10ONTOTE GAAO OO TO, GLGTATIKA
OVTOV TOV PAPUAKOL (0VOPEPOVTOL TNV TOPAYPAPO 6)
e v elote ohAepykog (éxete vmepevarcHnoio) otnv aomipivin 1 o dAlo Mn Xtepoedn
Avtipieypovadn @appoke (MEAD)
e &dv glote KAt TV 12 £TOV.



Mn %pTMCULOTOGETE TO PAPUAKO €AV KATL ad To TOPATAVE cog apopd. Edv dev elote ciyovpog/n,
cupPovAievteite TO YIUTPO N TO PAPUOKOTOLO GOG TPLV T XPHOT] CLTOV TOV PUPHAKOL.

[pogdomomosic kKo TPOPVAGEELS:
AmevBuvheite oTov Y10TpO 1] TOV QUPLOKOTOLO GOG TPV ypnoiponomoete to Mesulid Gel:

€qv maoyeTe amd Ppoyykd oo

eaqv &yete cofapd vePpPikd, NIoTkd 1 Kapdtakd TpofAnuato
eqv £yete alpoppayio 1 EAK0OG GTO GTOUANL

eaqv &yete TPOPANUL pe TNV TNEN TOV OULOITOC

eav glote £ykvog N OnAalere.

Hoowa kon Epnpor
To Mesulid Gel dev a Tpémetl va ypnoyomoteiton o Tondid Katw TV 12 eTmv.

Alho gappoxa ko Mesulid Gel

To Mesulid Gel epappoletor £®TEPIKA KOL MG €K TOVTOV OEV VLAGAPYOLYV YVMOGCTEG N AVOUEVOUEVES
OAANAETIOPAGCELG UE GALD CUGTNUATIKMG YOPTYOVUEVE Qpapuaka. Mnv to epapuolete oto dépua poli
UE GALO TOTK®DG YPTCUYLOTOLOVUEVO, PAPHOKAL.

Kinon ko Onhaopog

Edv elote éyxvog 1 OnAdlete, vopilete 6T1 umopel va gicote £ykvog 1 oxedALeTe VO AMOKTNOETE OO,
{ntote T cupPovAn} TOL Y1ATPOD 1] TOV PUPHOKOTOIOD GOG TPV TAPETE AVTO TO PAPLOKO.

To Mesulid Gel dev npoopiletar yio yprion KoTd T ddpKeLo TG KONomMg 1] ToL OnAacpoo.

To Mesulid Gel tepiéyet:

Methyl-parahydroxybenzoate (E218) xot Propyl- parahydroxybenzoate (E216), ta omoia pmopel va
TPOKOAEGOVV OAAEPYIKEC avTdpacels (mbavov pe kobvotépnon). Avtég pmopel vo cupfovv eite
OUECWG, EITE PETA OO Alyeg NUEPEG.

3. o va gpnoyponomjcete To Mesulid Gel

[Tédvtote va ¥pNoYOTOoLEiTE TO PAPUOKO OVTO AVOTNPA COLPMVA LE TIG 001 YIEG TOL YTPOL Goc. Edv
Exete APPIPOMES, pOTAGTE TOV YIATPO 1] TOV POPLOKOTOLO GOG.

[Méon mocéTNTA OO0 TPETEL VA YPNGLUOTOU|GETE
H mocoétta tov Mesulid Gel mov gpetdleton Oo motkidder pe fdomn v £KTAON TNG EXOOVVNIG 1)

TPNGUEVNG TEPLOYNG.

. H ovvnOng d6om givar 3g yéANg (Tov avTioTolyEl 68 Ui YPOUUT PKOVG 6-7 EKATOGTOV 0TV
TECTEL OO TO COANVAPLO)

. Epapuoletor 2-3 popég tnv nuépa

. Xpnowonoteite To eappako yo 7-15 nuépeg cuvorKa

O y10TpOg 060G 1 0 PAPUOKOTOLOG GOG UTopel va cag fonbnoet edv dev giote Giyovpot yia T
doon.

Kata ™) gpijon Tov pappaxov
MoAdEre ) YA oT0 6€ppa YOP® ATd TNV EXTMOVVY 1] TPNOUEVT TEPLOYT.
Oa Tpémel va TAEVETE Ta YEPLOL GOG LETA TNV EQAPUOYT TOV TPOIOVTOG.

. Av10 T0 QappaK0 TPoOopilETAL VIO ¥pTIoT LOVO GTO dEPUA Gag Kat Og Ba mpémet va Aapfdvetal
a6 to otopa. Edv xatd AdBog katomeite pio mosotnto Mesulid Gel, nigite 10 oto yrotpd cag



OUECMC 1] EMKOVAOVIGTE LLE TO KOVIIVOTEPO GOG TUNLLO ETELYOVTIOV TEPIGTATIKDV

VOGOKOEIOV.

. To Mesulid Gel d¢ 6o Tpémetl va epappoletatl oe avolktég PAAPBEG TOL dEPHATOG OTMS
TPOVLOTO 1] QUVYEG T TOPOVGIO TOTIKAG LOALVOTG.

. To Mesulid Gel d¢ 6o Tpémel va £pbet oe emapn pe Tovg 0QOAANOVG Gag. Xe TEPITTOOT
aKoVo10G ETAPNG, TADVTE TO LATIO GOG OUESMG e Kobapd vepo.

. Ag Ba mpémer va ypnoonoteite 1o Mesulid Gel poli pe dAleg KpEpeg 1 AAOIQES Y10 TOTTIKN
¥PNoM, 010TL pumopel vo epumodicovv 1o Mesulid Gel va dpdcet katdAinAia.

. H emedveio tov 6éppatog mov epapudcsate to Mesulid Gel oe Oa npénet va extifetan aueca
GTO NAKO PG, 10Tt eivar mBavo vo TpoxAnbel epebicuoc.

. Mnv KoAOTTETE TNV EMPAVELL TOV dEPUATOG OV eQapuocate To Mesulid Gel pe oteyovo
eMidecO.

. To Mesulid Gel pmopel vo TpokaAEGEl TPOGSM®PIVE Lol KiTpvn ¥pdGCT GTO VIO aymYyn OEPLUAL,

KaOMG EMIONG Kol GTO POVYO TTOL £PYOVTOL GE ETAPT] LE TNV VIO ALYV TEPLOYN.

Eadv ypnowpomoujoete peyarvrepn 66on Mesulid Gel amd Tnv kavoviki
Agv givon mBavn 1 vtepdocoroyio amd amoppOPN o HESH TOV SEPUATOG.
Edv xatd AdBog xatamieite 1o Mesulid Gel entkovemviote pe tov y1otpod cog apésmd.

Eav Egyaoete va yproporomeete o Mesulid Gel

Edv Eeydoete va epappocete T YA 0motodnToTe KOOOopIoUEVT] MPA, EPUPLOCTE KATOH TOGOTNTA
otav to Bounbeite Kot EPOPUOCTE TI GMOOTH TOGOTNTA TNV EMWOUEVT Popd. MV emyelpNGETE Vol
OVOTANPOCETE TN SOCT] TOV YACATE EPAPUOLOVTAG LEYAAVTEPT] TOGOTNTA OO T GUVICTMLLEVT).

4. MOavéig avemBOpNTES EVEPYELEG

Onwg 6Ao 0. pAPLOKO, £TCL KO KOL 0VTO TO QAPUOKO UTOPEL VAL TPOKAAEGEL AVETIOVOUNTEG EVEPYELEG
av ka1 0gv Tapovoidlovtal o dGAoLg Tovg avBpOTOLS, 01 0Toleg eival cLVBE NTTiES.

Awkéyte ™ ypiion Tov Mesulid Gel ka1 emoke@0Osgite 10TP6 apéocmg €AV NUMGTOCETE

allepywkn] avtiopaon.

. Inueio aAlepykng avtidpaong tepthapufdvouy TpREO TOL TPOSHTOL, TOV YEMMV, TNG
YADOGOG KO TOV AGPLYYQ Kot SUGKOAIN GTIV OVATTVON).

AwkéyTte T xpiion Tov Mesulid Gel €av epgavicete kdmoleg améd TIG TOPUKATO AVETIOVUNTES

gvépyeieg:

. Kvnouog, epubpdmra déppatog 1| e&avOnua (awtég ot avemBOUNTEG EVEPYEIEG EIVOL GLYVEG
ka1 emnpealovv Aydtepo amd 1 atoug 10 avBpmmovg).

Ava@opd avemOuunTOV EVEPYELOV

Edv mapoatnproete Kamowo avemBOunTn eVEPYELD, EVIILEPDOTE TOV YIUTPO 1) TOV POPLOKOTOLO OO,
Av10 1oy0et Ko Yo, ke mhovr avemBounTn evépyela TOV OgV AVAPEPETAL GTO TAPOV PUALO OONYIDV
¥pone. Mmopeite eniong va avapépete avemBounteg evépyeleg anevbeiag, LEow Tov BviKoy
GLGTNLOTOS OVOPOPAS:

EALGoa

EBvikdg Opyaviopog @apudxmv
Meooyeimv 284

GR-15562 Xolapyog, ABMva
TnA: +30 21 32040380/337
®ag: +30 21 06549585



Iototomog: http://www.eof.gr

Méom g avapopdg avemBOunNT®V evepyelmV pmopeite va fondncete 0T GLAAOYY TEPIGGOTEPDV
TANPOPOPLDY GYETIKA LLE TNV ACOAAELY TOV TOPOVIOC PUPILAKOV.

5. Hog va pvracoete To Mesulid Gel

. To @appako ovtd TPETEL VO PLAACCETAL GE PEPT] TOV OgV TO PAETOVV KoL OV TO POAvVOLY Tl
Tod1d.

. Noa un gpnowomnoteite o Mesulid Gel petd tnv nuepounvia ANENG ToL AVAPEPETAL GTO

COANVAPLO KOl TO KOLTL PeTd TV €vdein HM.AHE. H nuepounvia Aéng eivar n televtaio
NUEPO TOVL UNVA TTOL OVOPEPETOL EKEL.

. Mn puAdooete og Beppokpacio peyarvtepn tov 30°C. Iavta va eravatomobeteite 1o Komakt
GTO COANVAPLO AUESHG LETE TN YPTON.
Avgprela {ong petd 1o TpdTo avorypa: 14 nuépec.

. Ta eapuaxo PeTE T ¥PNON OV TPEMEL VO TETIOVVTOL OTIV OTOYETELCT 1 UE TO OUKIOKA
amoppipata. PoTHoTe T0 pOpUOKOTOLd GO TMS VO TETAEETE PAPUAKO TTOL OE YPTCLOTOIEITE
A éov. Avtd ta pétpa Bo fondncovy oty Tpoctacia tov mepPdAiovtog.

6. Mepreyopevo TG GVOKEVOGILNG KO AOTES TANPOPOPiEg

T tepréyer to Mesulid Gel

. H dpaotikn ovcia eivar 1 vipgoovdidn. Kabe 1 gr yéing mepiéyet 30 mg dpacTiknig ovoiog
VIeGoVAIONG (nimesulide).
. Ta dAla cvotatika eivar: purified water, diethylene glycol monoethyl ether, caprylcaproyl

macrogolglycerides, carbomers, disodium edetate, triethanolamine,
methylparahydroxybenzoate (E218) ko1 propylparahydroxybenzoate (E216).

Epg@évion tov Mesulid Gel kot mepiey6pievo 6u6KevOGiag
To Mesulid Gel 3% w/w givot pio opotoyevig, vTokitpvn YEAN, xwpig Tpoouiels. Awotifeton oe
ocwlnvapla Tov 50gr kon 100gr. Mmopei var umv KuKAOQOpoUV OAEG 01 GLGKEVAGIES.

Karoyog Adciog Kvkhoopiag ko Mapaywydg
Kdroyog Adeiog Kukhopopiog

BIANE= A.E.

0d06¢ TaToiou

146 71 N€a EpuBpaia
ATTIKN

TnA.: 210 8009111-120

[Mopaywyog

Cosmo S.p.A,

Via C. Colombo 1,
20045 Lainate (Milan),
Italy

Helsinn Birex Pharmaceuticals Ltd
Damastown
Mulhuddart



Dublin 15
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Aziende Chimiche Riunite Angelini Francesco SPA,
Ancona, ItaAio

To mapdév pviro 0dNYLOV YpioNg eYKpidNKe Yo TEAEVTAIX QOPd TOV Llovire 2022,



