@vAro ooV (piong: IIAnpoeopics yra Tov yprjotn
PROCTO SYNALAR - N 0,01%-+ 2% Op0w kpépa

Fluocinolone acetonide + Lidocaine hydrochloride

Awpdaote TPoGEKTIKG 0AOKANPO TO GVLAO 001 YIAOV PGS TTPLV UPYICETE VO P OLUOTOLEITE AVTO TO
QPapproKo, O10TL TEPLAAPPAVEL GNUAVTIKES TANPOPOPIES TIX GUG.

[pénetl mdvtote Vo YPTOLOTOIEITE AVTO TO PAPLOKO OKPIPMG OTWOC TEPTYPAPETOL GTO TAPOV PVAAO 00T YIDV
YPNONG N COLE®VA UE TIG 00N YIEG TOV Y1ATPOD 1] TOV PUPUOKOTOI0D GG,

DdvrdEre avTd TO EUALO 0dN YLDV Ypione. Towg ypelactel va to dwfdcete Eava.

AmevBuvbeite 6TO QUPLOKOTOLO GOC, EAV YPEWCTEITE TEPIOTOTEPEG TANPOPOPIES 1) GLUPOVALS.

Edv mapoatmpnoete Kamoo avemBOUNTN eVEPYELD, EVILEPDGTE TO YIATPO 1 PAPUAKOTOL0 6OG. AVTO
Vel Ko yio kéOe mhavr| avemBountn evépyela Tov dev avapEPETAL GTO TAPOY GUALO 0ONYIDY XPIOTS.
BA\éne mopdypago 4.

[Ipénet va amevbuvieite o€ yiotpo edv dev acBdveste Kahdtepa 1| v aicBdveote yepdTEPO. LETA amtd 14
NHEPEGS.

T epréyer 10 Tapov QUALO 00N YLOV:

AN -

2.

T eivar 1o PROCTO SYNALAR - N kot oo etvat 1) xp1ion tov
T péner va yvopilete npwv ndpete to PROCTO SYNALAR - N
[og va napete to PROCTO SYNALAR - N

[MBavég avemBounteg evépyeteg

i va pvrdcocete to PROCTO SYNALAR - N

[epieydpevo g cuokeLOTing Kot Aotég TANpoPopieg

T eivan o PROCTO SYNALAR - N ko o givan 1 yp1]o1 TOV

To PROCTO SYNALAR - N gvégikvutol yio T GUUATOUATIKY OVTILETOTIGN TNG QAEYLOVNG KoL
TOV KVNOUOV G€ dEPHOTOTADEIEG TOV OVTATOKPIVOVTOL GTI YOPTYNOT] TOTIKOD KOPTIKOGTEPOELOOVG,
OTMG EEMTEPIKES KOl ECOTEPIKESG OUOPPOTOES, TEPUTPMOKTIKO EKCEND, KVNOUO SUKTLAIOV.

To PROCTO SYNALAR - N eival cuvdvacudg d00 dpacTiK@V OVGLMY, TOL OKETOVIOIO TNG
(OAOVOGIVOAOVNG KOt TG AOOKATVNG.

To aketovidlo TG PAOVOGIVOLOVTG EIVAL TOTIKO KOPTIKOGTEPOEIOES, TOV YPTCLUOTOIEITOL YA TNV
QVTIUETMTION TNG PAEYLOVIG KOL TNE POyoDPS.

H Mdoxaivn givar woyvpd avolsntikd Tov ypnoLoTolEITOL Y10 TV AVOKOV(IGT Ot TOV TOVO TOV
oAeypoivovta PAevvoyovou.

T npéner vo, yvopilere wpv wapete to PROCTO SYNALAR - N

Mnyv napere o PROCTO SYNALAR - N

- o€ mepintwon aAlepyiag oTig OPACTIKEG OVGIEG 1) GE OTOL0ONTOTE GALO OO TOL GLGTATIKA ALTOV TOV
QUPLAKOV (OVOPEPOVTOL GTNV TOPAYPAPO 6).

- eav éxete Papid veppikn voco, pe eEaipeon T vEQP®ON,

- eav éyete yoymon 1N mpodidbeon yuo yHywon,
€Qv €xete €VEPYO PLUOTI®OON, AOU®MON VOGHUATO, OTPOPIC TOL SEPUOTOC, COPIAT, TOPAGITIKEC
poAvveelg, Aowméelg (amd pkpdPia, poknteg 1 100¢ m.y. dapolitido, avepoProyid, épmn) otny
TEPLOXT TNG EQOUPHOYNG

-gqv &yete Ogppartomddeiec, drovo EAkm, cupiyyla, Yo To omoio. dev AauPdavete Oegpomeion otV
TEPLOYT TNG EPAPHOYNG



- elv &xete apoppayio amd TO YOSTPEVTEPIKO GOG
- &lv poKertal va yivel euPolacoc.

IIpocidomou]oeis Kot TPOPVAAEELS
AmevBuvbeite oTov Yiotpo 1 ToV Pappakonold cog tpv tapete 1o PROCTO SYNALAR - N.
Oa mpénet va cupPovAevteite To Y1aTpd oag Qv deV €loTE Giyovpot yia TV TdOnon cag.

- g mepintoon enpudivvong, o yitpog cog Ba ypelootel va oag yopnynoet tpochetn edikn Bepoameio pe
KATOAANAO avTipikpoPakd 1 avTipuknToctkd mopdyovta. Edv n Aolpwén dev edéyyeton, pmopel va
YPEWGTEL 1) O10KOTT TOV PaApUaKOL UEYXPLG OTOV M Aoipwén eleyyBel TANp®G.

- Na unv to ypnoiponoleite mvm amd 600 efdouddes, ywpig enaveéétaon amd €0k Yatpo. Epappoyn
Tomikoy avoicOntikov mépav Tov 2 gfdouddwv dev cuvvioTdtal, AGY® TOL KLVOUVOL EUQOAVIOTG
eKONADCEMV VITEPELAGONGIOG TOV dEPLOTOG TNG TEPLOYNS.

- H mBavémra kaxon0etog Tpémet va omoKAEIETOL TPV T ¥PNOT TOL 1O0GKEVACUATOG.

- Enl mopdraong tov svoyAnudtov, koping o mapdrtacng tng amoPfoAng aipoatog omd 1o opbho
emParieTon n e&€taom and yiatpd. e nepintwon epedicpov, Bpopfopévey apoppoidmv 1 apoppayiog
a6 to ophod, N Bepaneio Tpémet va dakomTeToL Kot vo {nteitot 1 GupfovAn yiatpoo.

- No amopedyeToL 1) ET0QN HE TO HATLO, KOOMG T0 KOPTIKOGTEPOELD UTOPEL VO TPOKAAEGOVY KOTOPPAKTY
Kol avénon g evoopBdipiag Tieong HETd amd epapuoyn ota PAEQapa. Xe TEPITTOON EMAPNG LE TO
pdtio amotteiton GUESN EKTAVOY] TOLG ME UEYAAN TTOoHTNTA VEPOD. TUVIGTATOL VO, TAEVOVTOL KOAG TO
yéplo petd omd kabe ypnon.

- Yndpyer 1 mBavdtnta CLGTNUOTIKNAG AmoppoOPNoNG ToL Papudikov omd to 0phd. Meydheg mOGOTNTES
umopei va mpokoAécovy avemBounteg evépyeteg and 1o KNX Aoyw tng mepeyduevng lidocaine 1
GUGTNHOTIKNG dPACNC TOL TTEPLEYOUEVOL KOPTIKOGTEPOELOOVS. O KiVOUVOG GLGTNUATIKNG ATOPpOPNCNG
glval peyaAvTEPOC GTA TOLOLA.

- No punv ypnowonoteite adldafpoyo MOS0 Yo Vo KAADWETE TEPLOYEG GTLS OMOIESG EYETE EPAPUOGEL TNV
KpELQL.

- H Bepoameio pe PROCTO SYNALAR - N égv anokeiel moté v Bgpomeio Tov attiov tov apoppoidmy
(Tomkn vyewn, Bepaneio TG SLOKOIAOTNTAG KAT) Kot Ogv UIOPEL VO VITOKOTAGTNGEL T (ELPOVPYIKY|
enépuPaon tav ot EvOEikvLTOL.

- Metd amo emavethnuuévn epapuoyn toviayiotov 10-15 nuepmdv pmopel va mapatnpndei peimon 1 ondAieia
G SPUCTIKOTNTOG T®V KOPTIKOGTEPOEWMY AOY® TayveLAains. To pawvopevo avtd amokabiotatol petd
amo O10KOTN TNG XPNONG OMY®V NUEP®V 1| EBdOUAd®V.

- Edv 10 PROCTO SYNALAR - N ypnowomoteitat yio HeydAo ¥poviko diaetnua, ogv givatl duvatdv va
amoKAEIGO0VV TOTKG PALVOUEVO OTIMS ATPOPI, TOV OEPUATOC,

HMxiopévor

Agv divovtat 1310{TEPES TPOEWDOTOUGELS Y10 TOVG NAIKIOUEVOVG,.
Hawowa
No unv yivetor pokpoypovia yp1iion ot Totdid.

Aldro péppoxa kot PROCTO SYNALAR - N
Evnuepdote tov y10Tpd GOG €0V TOUPVETE 1 EYETE TPOCEATA TAPEL AAAC PAPLLOKO, OKOMT KO QAPLLOKOL
OV YopNYoUVTAL YMPIG GLVTAYN.

* Oplouévo pappoka uropei va avénoovv tig emdpaoelg tov PROCTO SYNALAR - N kot o yiotpdc
oag evogyouévmg va BeAnoel va cag mopakolovbel TPOOEKTIKG €0V Taipvete oLTA TO, QAPLOKQ
(ovumepiiapfovopuévav opiopévav eapudkav yio tov HIV: prrovafipn, xoumiciotdm).

* [Ipémel vo avapépete 610 YOTPO GOG OV TaUpVeETE avTioppLOKkd edppoake. To Tomkd avolsOntikd Tpénet
VoL YPTOULOTOLOVVTOL LE TTPOGOYT 6€ acbeveic Tov AauBavouy avtiappudukd edpuaxa.



Kbnon, kot Onraopog
Edv eiote éyxvog 1 OnAdlete, vopilete O0tL pmopel vo giote €ykvog 1 oyxedldleTe Vo AMOKTNGETE TOOL,
{ntote TN GLUPOVAT TOL YIATPOL 1) TOV PAPUOKOTOLOD GOG TPV TAPETE OLTO TO PAPLOKO.

Kvnon

Edv giote €yxvog Ba mpémel va {ntoete ) cupBovAn Tov YoTpov oag Tpv ypnoiporomoste 1o PROCTO
SYNALAR - N. Ta tommikd KopTIKOGTEPOEON OEV TPEMEL VAL YPNGUOTOOVVTAL KATE TO TPATO TPIUNVO TG
KOnong. Mmopovv vo yopnyodviol 6Tovg €MOUEVOVS UNVEG TNG €YKLUOGUVNG UOVO OV TO OVOUEVOUEVO
O6pelog dtkaoAoyel Tov mBavo Kivouvo Yo To EUPPLo. Xe TETOEG TEPUTTMGELS OV TPEMEL VO, XOPNYOVVIOL GE
UEYHUAEC TOGOTNTEG 1 Y10 LOKPD YPOVIKO SLAGTN AL

Onlacuds
Edv OnAdlete Ba mpémel vo {ntoete tn cupPovin tov yatpol cag wpwv ypnoipornomoete 1o PROCTO

SYNALAR - N. Xvviotdtor va unv yopnyeitor oe puntépeg mov Onialovv, ektog edv Bewpnbei 611 10
avapevopuevo 6pehog yuo ™ puntépa avtiotaduilel Tov mbavo kivdvvo yia to veoyvd. Otav 1 ypnon TomKdv
KOPTIKOGTEPOEWMV Kpivetan amapaitntn Katd  didpKea Tov ONAAGHOD, 1 TOGOTNTA TOV PAPUAKOL KoL 1)
dudpkela g Bepamneiog Oa wpénel va mepropiloviotl 6To EAGYIGTO.

Oofynon Ko YEPIGROS PNY AV LATOV
To PROCTO SYNALAR - N dev €yet kapio 1 €€l aonuavIn midpacn oy KavOoTnTo, 001yNong Kot
YEPIOUOD unyavnpaTmy.

To PROCTO SYNALAR - N op0wi] kpépa mepréyet:

- OTEATVMKI] 0AKOOM, 1 omoio Umopel Vo TPOKOAEGEL TOTKEG OEPUATIKEG avVTIOPACELS (T, deppoTitidon
EMOPc).

- wapadopotuPevioikd pedvieotépo (E218) kor mapaivopotufevioikd nponviestépa (E216), to omoia
Umopel va TPoKOAEGOVY aAAEPYIKEC avTIdpdoel (TBavov pe kabvotépnon).

- mpomtvievoyhokoin (E1520), 75 mg avd ypappdpto (g).

3. o va wapete To PROCTO SYNALAR - N

[pénel mhvtote Vo ¥PNGIUOTTOLEITE ALTO TO PAPLOKO AKPIPDG OTWOC TEPIYPAPETUL GTO TAPOV PVAAO 00N YLDV
YPNONG N COLPOVA LE TIG 0ONYiEG TOV YiaTPOL 1} TOL Papprakonolod cag. Edv £yete appiPories, pothote Tov.
Y10Tpd 1 TOV QOPLAKOTOLO GOG.

H dubprera g Oepaneiog dev mpémetl va vaepPaivel Tic 2 foopdded.

H ocvvietduevn doon eivat:

Mikpn 10GOTNTA KPEUOG QAEIPETOAL OTTOAG GTNV TAGYOVCA TEPLOYN 2-3 POPES TNV NUEPO.
H xpépa pmopei va epappootel kot péca oto opho pe m Pondeta tov €1d1kov pHyyovs.
[pwv and v epappoyn Kodkd eivar va yivel €dpdiovtpo.

H ouvvbog dueca sppoviiopevn Peltioon dev mpémel va emipépel €0QOUANEVE TPOMPN Ol0KOT NG
Bepanciog.

Odnyiec ypnone

No TAévete TAVTO TO YEPLOL GOG TPV KO PETAL TNV EQAPLOYT TNG KPELLOG:

[Ipwv amd ™ ypfomn, M omoio. KAADTEPO, Vo, YiveTal HETA TNV a@OdELCT, 1| TPOKTIKNA TEPLOYN TPEMEL VO
kaBapiletor emperdg.

Mia mocotta kpépag, peyédovg pefifiod mepimov, emoAeiPETOL UE TO OAKTVAO GTNV TEPLOYN TOL TPMKTOV
KOl TOV TPOKTIKOD SOKTLAIOV, YPNCILOTOIOVTIOS TNV AKPT) TOV SaKTOAOL Yo vo vepviknOei n aviiotacn tov
COLYKTNPO.

[pwv amd v &vdopbikn epapuoyn, vo PddveTol 610 COANVAPLO TO POYYOS OV VIOPYEL UECH OTN
ocvokevacia. Na mAévete 10 pOyyog o€ (E0TO GOMOLVOVEPO KOl VO, TO EEMAEVETE TPOCEKTIKA PETA amd KO
xpnon.



€ KOTOOTACELS [LE EVTOV QAEYLOVT] KOl EMOUEVMG 1oYVPO TOVO, CLUVIGTATOL OPYLIKA VO TOTODETEITAL 1| KPELLOL
E0MTEPIKA LLE TO dAKTVLAO.

[poe&éyovteg apoppoidikoi 6ot vo ETOAEIPOVTUL e TOYD GTPMUO KoL 0V Elvar SuvaTov vo, ®@BovVTaL UE TO
OUKTLAO TPOGEKTIKA EVTOG TOV 0pBo.

Eav ypnoeipomomoete peyorvtepn 666 PROCTO SYNALAR - N am6 tnv kavovikn

Edv ypnowonomoete peyarvtepn 66on PROCTO SYNALAR - N and v kavovikn pe gpanaé opbuc 1
TEPIMPWKTIKY] YOPTNYN O, OV OVAUEVETOL KOVEVAS KIVOLVOC.

Y mepintwon vepdocoAoying ALEAVEL 0 KIVOLVOG ELPAVIONG OVETIBOUNTOV EVEPYELDV.

Qo1000, petd amd Tvyoio KATATOGN TOV GKEVAGUOTOC, EMIKOWMVNCTE GUECHOS HE TO Ytpd 1M TO
(QOPUOKOTTOL0 GOC, KoOmg pmopel vo. ekONAmBODV o1 KUPIEG EMOPACELS TV OPUCTIKMOV OVGIOV (TOL
TOTIKOV avorsOnTikoh Kot ToL KOPTIKOGTEPOELOOVG).

TnA. Kévtpov Anintnpidcemv Abnvog : 210- 7793777

Eav Egyaoete va ypnopononoete o PROCTO SYNALAR - N

Edv mapodeiyate pio 6601, mapte ) opéomg poig to Bopnbeite. Qotodc0, av mAnclalel n ®pa yuo v
EMOWEVT OOGT, CLVEXIGTE TO BOGOAOYIKO G AyVODVTOS TNV 6001 avTh. Mnv Ttapete dimdn d66om
Y10l V0L AVOTTANPAGETE T 0061 oV EEYACATE.

[N va emtevyBodv OpmG To avapevopeva BepamevTikd anoTEAEGHOTO TO PAPUOKO TPENEL VO, AauPaveTan

KOVOVIKGL.

Edv éyete meplocdTeEpes EPOTNGELS GYETIKA LIE TN XPNOT AVTOD TOV TPOIOVTOG PMOTIGTE TOV YIATPO GAG 1) TOV
QOPUOKOTOLO GOLC.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 0Aa To PAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOVOUNTEG EVEPYEIEG OV KoL OEV
TapoLvotdfovtol oe OAOVG TOVG AvOPOTOVG.

Edv to PROCTO SYNALAR - N ypnoipomoteitor yio peydAo ypovikd didommuo (tédve ord 4 gfdopddec)
dev givor duvaTOV va amoKAEIGH0VV TOTIKA PAIVOUEVA, OTIMG ATPOPio. TOV JEPUATOS.

Y€ OTAVIEG TEPIMTOCELS UTOPEL VOL ELPAVIGTOVV OAAEPYIKES OEPLOTIKEG OVTIOPAGELS.

AV gUQAVIGTOVV GUUTTOUATO, VITEPEVALIGONGiog, Oo Tpémel 1) YOP1YNOT VO CTOUATHGEL AUECMG,.

H lidocaine propei va mpokadécel vrepevasnacio Tov SEPUATOG TNG TEPLOYNGS.

Mmropel vo eu@avioTOOV Oyl GLUYXVA Ol YEVIKEG avemlBOUNTEC eVEPYEIEG amd TN YPNOT TOV TOTIKMV
KOPTIKOGTEPOEIODV, OAAG CUYVOTEPO LE Tn YPNON OTEYOVNG €MIOEONS 1 UETA Ad HOKPOYPOVION TOMIKN
xpfion:

Tomkéc puetd LokpoypOVIe TOTIKN YPNoN

Ot avemBounteg evépyeteg mov £xovv avaeepbel pe ta TOMKE KOPTIKOGTEPOEWN 0TS BEGELS EQapPLOYNG
TOVG etvat: aicOnua kayipotog, eoyovpa, epebicudc, Enpotnto, Buiakitida, VIOUELAYXP®ON, AETTUVOT
oV dépuaToc, tnAeayyelektaoiesTpomomoinon g KAVIKNAG €KOVAG €ML aKOIPOV 1] TOTIKNAG YPNOEWS
(pvknridoelc, yopa).

Agvteponadng Loipnmén, pikpofrokéc Aoméelc — tomikég (Evapén Aavlavovoag Aotuméem i emdeivoon
eEEMOGOUEVNC), LVKNTIOGIKEG AOIUMEELC, EVapEN LOAVGUOTIKNG TEPIIVOOL Kot 0EVTEVOV KOVOLA®UAT®Y.
AvooToAN TG ETOVAMONG TPOVUATOV, OKLOELT GTOYEIN 1] PAVKTOIVOGT), Oepiviy 10pMM, TEPIGTOUATIKN
depportitic, e&avOnua vTd HopET POdOYPOL AKUNG, ETOEIVOOT] YAOVKMUUTOC, VTOTPOTN PAVKTAIVAOIOVS
yoplaoeng eni dwaxomng ¢ Oepameiog (Rebound Phenomenon), atpogieg vnd popern OovANG,
ypappogweic pafdmocels, evpvayyeieg, e&ovOnuata mopeLPKd, epvOnUa didyvto, PAATIO0-PLGAAAIIMON
aromo e&ovOnuata, ahiepyikn vrepevaicncia, TOTIKN VIEPTPIY®OT.

I'evikéc puetd poKpoypoOvio TOTIKN ¥PNoN

Kotaotodn g Asttovpyiog tov @AO10-emvePpdikold G&ova, TTdon Tov emmEdov TG KopTdvng o010
mAdoua — oovdpopo CUSHING.



Avoopd avemBOunTov evepyeldv

Edv mopatnpioete kdmola avemBount evEPYELn, EVNUEPMDGTE TOV YIATPO ,1 TOV PUPUOKOTOL0 GO AVTO
oYVEL Kot ylo. kGOe mhovn avemBOunT EvEPYELD TOV OEV AVOQPEPETAL GTO TAPOV POUAAO OdNYIDOV YPNOTC.
Mrnopeite eniong va avapépete avemBounteg evépyeteg amnevbeing, otov EBvikd Opyaviopd @appixmv,
Meocoyeiov 284, 15562 Xohapyds, ABnva, Tni: 213 2040380/337, ®a&: 210 6549585, Ilotdtomoc:
http://www.eof.gr. Méow g ava@opdc avembountmv evepyelimv umopeite vo Pondnoete ot cviioyn
TEPLOCOTEPOV TANPOPOPLDOV GYETIKE LUE TNV AGPAAELN TOV TAPOVTOG PAPLLAKOV.

5. g va puiacoete To PROCTO SYNALAR - N

To @appako ovtd TPETEL VO UAACOETAL GE PEPT TTOL gV TO PAETOLV Kot dgV TO POGVOVV Ta TALOA.
Mn gpuAdooete og Beppokpacio peyalvtepn tov 25°C.

Na pn gpnoponoteite ovtd 10 PAPUAKO LETE TV NUepopunvia ANENS TOV avaypAPETOL GTO KOVTI KOl GTO
colnvapto petd to AHEH. H nuepopnvia AMéng elvar 1 tedevtaio npépa TOL PV TOV oVOPEPETL EKEL.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVONS 1) 0TA OKLOKE amoppipata. Poteiote 10 poppakonold cog
Y10 TO TOG VO TETAEETE TOL PApUAKO TTOL gV Ypnoilponoleite mwa. Avtd to pétpa Oa fonbncovy otnv
TPOCTOCio TOV TEPPAALOVTOG,

6. Mepreyépeva TG GVOKEVAGING KO AOUTEG TANPOPOPieS
Tvtepréyer to PROCTO SYNALAR - N

- Ot dpoaoTikég ovoieg eivat:
Fluocinolone acetonide kot Lidocaine hydrochloride

- "Eva ypappdpio opBucig kpépag mepiéyet 0,1 mg Fluocinolone acetonide kot 20,0 mg Lidocaine
hydrochloride. Ta dAlo cvotatikd givan :
Menthol, Citric acid, Methylparaben E218, Propylparaben, E216, Propylene glycol, Stearyl alcohol,
Cetyl alcohol, Mineral oil (heavy), Sorbitan stearate, Polysorbate 60, Purified water.

Epg@dévion too PROCTO SYNALAR - N kol wepieyépeva TG 606KELOGIG

Agvin kpépa.
Ka0e xovuti mepiéyel éva cowinvapio tov 159 kat €va fondnticd pdyyog.

Karoyog Adcrog kukrhopopiog ko Iapackevaotig
Karoyoc Adsioc kvktopopioc

MINEPBA ®APMAKEYTIKH A.E.,

A. Knowsov 132,

121 31 Ieprotép.

TnA.: 210 5702199

LHopaokxevooric

OAMAP ABE,

49° yApu ABnvov Aapiag,

190 11 Avidva

To mapov @OArho odnyIOV ypiiong avabempiOnke ywo TehevTOia Popd oTig <nuepopnvia £ykpiong
Tpomomoinenc™>





