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NEPIAHYH XAPAKTHPIEZTIKOQN TOY IIPOIONTOX

ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX
VOLTADOL 140mg EpnAactpo goppokodyo

MNOIOTIKH KAI IOXOT1KH YYNOGEXH
Ka0e pappoakovyo épumractpo mepiéyel 140mg votprodyov dSikho@atvaxnc.

IMa tov TAfpn kaTdroyo TV ekddywv, PA. Tapdypoeo 6.1.

OAPMAKOTEXNIKH MOP®H

"EpmAactpo gappokodyo

To VOLTADOL 140mg 'Eumiactpo @appokodyo eivar Agukd OLTOKOAANTO EUTAACTPO
peyébovg 10x14cm. Amoteleitor amd 600 oTpopata. AT Eva LN VEAGUATIVO VAIKO GTN pio
TAEVPA Kol ad YOPTL 6TV AAAN TAELPAL.

KAINIKEX IIAHPO®OP1EX

OepamevTiKég EVOEIEEIQ
Bpoyvypdvia Bepameio (n Oepameio va unv vrepPaivet Tig 7 nuépec)

Bpoyvypdvia, tomikn copntopatiky Oepomeion Tov mOvVov oe ofeleg Kakdoelg apBpdoeny,
GUVOESU®V, HVMV, OWICTPEUUOTO 1 HOAOTEG TOV XEPIDV KOl TOV OOV ©OG OTOTELECLO
TPOVUATICUDV, .Y, TPUVUATICUOL KOTE TV AOANGN Yo EVAAIKEC Kot EQMPOVS Avm TV 16 €TmVv.

Aocoloyia Ko TPOTOS YOPyNOoNS

Aocolroyia

Evnlikec kou éonfor avo twv 16 etwv

Epapupoote éva umlaotpo oty mloyovca mePoyn 600 Qopég TV MUEPO, TO TPMI Kol TO
ondyeopa. H péyiomn nuepiowo do6om givor ta 2 éumlactpa, akopo Kot ov Qo mpémel vo
gpapuootel Bepameia e mePlocdTEPEG NG MioG Tpovpatiopéveg meployss. Emopévoc, to
éumhaotpo epappoletar o€ pio Taoyovoa TePoyn Kabs popd.

Aigpketa ypnong

To VOLTADOL 140mg Epmiactpo @apuakodyo yopnyeitar yuo Bpayvypovia Oepaneia.

H ddpkera g yprong dev Ba mpémel va vrepPaiverl tig 7 nuépeg. To Bepaneutikd dpehog TG
HEYaADTEPNC GE dLApKELOG YPNONG OV Exel BepelMmOel.

Edv dev epnpaviotei fedtioon kot T S1GpKELN TNS CLVICTAOUEVNC OLAPKELG NS Bepameioc, N
£av epPavioTel emOEivon TV courttoudtov, o Tpénet vo cvufovievteite worpod.

To VOLTADOL 140mg 'Epumlactpo @opuokovyo TpEMeL va ypnotponombel yio m pikpdtepn
OTaPOiTNTN SIUPKELD TPOKELUEVOD VO, EAEYYOOVV TO GUUTTOLOTOL.

Hlrxiouévor aoOsveic kou aoleveic us veppikn 1 nratiky ovoisitovpyio.
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AVt 1 QOPUOKEVTIKY oyyn Oo TPEMEL VO XPNOUOTOIEITOL LE TPOGOYN O MAIKIOUEVOLG
aoBeveic, ol omolol givonl mepiocdtepo emppeneic oe avemBounrteg evépyeteg (PA. moapdypopo
4.4).

TI'a ™ OBepameio TV NAKIOUEVOY aCDEVOV Kol TOV 0COEVOV HE VEQPIKN 1 NTOTIKN
dvodettovpyia, BA. Tapdypago 4.4.

Toudiozpixoc aAnBvouoc
Agv VTAPYOVY ETOPKY| GTOLXELD YO TIV OTOTEAECUOTIKOTITO KO TIV OGQPAAELD V1o, Tod1d Ko
gpnpovg niikiog kT TV 16 etdv (PA. mapdypaeo 4.3).

21ovg epnfovg avm tev 16 etdv, av aratteital ypNon Tov TPoidvtog dve TV 7 NUEPDV Yo TNV
avaKoHEPLeN TOV TOVOL N TO CLUTTMOUOTO YEPOTEPELOVY, TOTE 0 acbevig/yovéag Tov €prifov
TpENEL Vo, GUUPOVAEVTEL TO Y1OTPO.

Mé60d0og yopnynong
Movo deppaTikn ypromn.

To eappakovyo Eumiactpo O Tpémel va epapuoletor Ldvo o€ aveETaPo, LYEG dEpUa. kal dgv Oa
pEMEL vaL ePapUOLETOL OTAV KAVETE LITAVIO 1 VTOUC.

To eappakovyo éumhactpo dgv o mpémet vo tepayiletar.

Edv etvon amapaitmro, to Qappokovyo EUTAacTpo pmopet va otabepomomBel pe éva eAaoTikd
Siyrv.

To @oapuokovyo EUTAOCTPO OV TPEMEL VO, XPNCLUOTOLEITOL TOVTOYPOVO, LE OATOPPOKTIKO
EMIOEGLO.

Avtevoeilelg

- YrepevoioOnoio ot OpoacTIK 0VGio | G KOTOW0 0o To £KO0YE TOV OVOPEPOVTIOL GTIV
napdypoeo 6.1,

- Xe oobeveic pe vrepevarctncio 610 oKETLAOCOAIKVAIKO 0D 1 GAAOL Un GTEPOELON
aVTIPAEYLOVAOON pdppoka [MEZAD],

- Xe aobevelg mov €yovv gpeavicel mponyovpéveg dobua, ayysooidnua, kvidwon 1 oela
pwitida Katd T ANYT OKETVAOGOAKLALKOD 0EEOC 1] OMOLMVONTOTE GAA®Y U1 GTEPOELODV
OVTIPAEYHLOVOIDV Qapuakwoyv [MEAD],

- Xe aoBeveig pe evepyod meMTIKO £AKOG,

- Xe pavpatiopévo dépua, aveaptntog PAAPNG: e&ldpopatiky depuatitida, £klepa, ovory
TANYY, EyKowpa 1 IAnyn,

- Kotd ™ didpkela tov teEdevtaion TpURvo TG KOMong.

Houdia ko Epnpor:
H ypniion og madid ko eprifovg nAkiog kdtm tov 16 €1dv avievdsikvotal.

E101kég mpo1domomcelg Kal Ppo@uAdEels katd T ypion

To @appakotyo Eumiactpo dev Tpénel vo Epbel oe emapn He 1 Vo EpapLOGTEL GTOVE 0QOAALOVS
N T1¢ pepPpdvec tov Prevvoyovav. o mpémel vo epapudletal HOVo og avETAPO, VYIEG OEPLLT,
KOl O)l GE TPUVUATIGIOVS TOV OEPUATOS 1 OVOLYTEG TANYEG.

H tomkn duchopavdkn pmopet va ypnoyomombei pe un aroppaktikd embépato ahid ogv Oa
TPENEL VO, YPTCILOTOIEITOL [LE OEPOCTEYELS ATOPPUKTIKOVG EMOEGLOVE.



4.5

4.6

Ov  ovemBounteg evépyeleg Umopoby  va  HEwOOLV  ¥PNOUOTO®VTAG TNV EAGYLOTN
OTOTEAECUATIKY 0OGT] Y10 TO UIKPOTEPO duvaTO Ypovikd dtdotnua (PA. Tapdypapo 4.2).

Mmnopel va mapovolactel Ppoyyoomocuds oe acbeveig mov €yovv 1 glyav oto TapPEABOV
Bpoyyikd doBua 1 aAlepyies.

H Ogpaneio mpénel vo dwoxomel apéowg eav avamtuydel depuatikd eEavOnuo petd amd v
EQUPLOYT TOV EUTAGGTPOV.

O aobBeveic Oa mpénel vo mposdomombovy va unv ektebodv o€ MAKIoKY oaktivoBoliio 1
oKTVOPBOAlD 0O GOAGPIOVW HETA GO TNV OPOIPESN TOL EUTAACTPOL OGTE va HEWWOEl o
kivduvoc pmtogvaicnaciog.

H mboavotta euedviong cuoTNUATIK®V OVETIOOUNTOV EVEPYEL®V OO TNV EQOPUOYN TOL
EUTAACTPOL SKAOQOVAKNG Ogv pmopel vo OmMOKAEIOTEL OV TO GKEVLUGLOL YPTCLUOTOLEITOL GE
UEYOAEC TEPLOYES OEPUOTOC KOL Y10, TOPATETOUEVO YPOVIKO Otdotnuo (PAéme mAnpogopieg
TPOTOVTOG Y10l TIG GUGTNIKEG LOPPEG TNG SIKAOPALVAKG).

[Toporko mOL 01 CUOTNUOTIKEG EMOPACELS OVOLEVETOL VO glval eAdyIOTEG, TA EUTAMCTPO Oa
TPETEL VO YPNCIUOTOLOVVTOL UE TPOGOYN GE OCOEVEIS UE SLOTAPAYUEVT] VEQPIKT, KAPSIOKN 1
NRATIKNY AElTovpyios 1 1OTOPIKO TEMTIKOD EAKOVG, QPAEYUOVMDOOVG VOGOV T CLUOPPOYIKNG
duibeong. Ta un otepoedn avITIPAEYHOVAOIN QappHoKe o TPETEL v YPTCLULOTOLOVVTIOL LE
TPOCOYN 6TOVG NMKIOUEVOVG acbevels kabhg eivan mOavoTtepo vo eupavicovy avembounteg
EVEPYELEC.

Agv Ba mpémer va ypnoonomBodv mapdAAnAa AL QUPUOKELTIKA TPOiOVTO, T OmOoin
TEPIEYOVV OUKAOPOIVAKT 1) AAA U1 GTEPOELDT| OVTI-PAEYLOVADON pdppoka (MEAD), gite Tomikd
€lT€ GLOTNUATIKA.

AMMAEMOPACELS PHE GALD QUPUUKEVTIKA TPOTOVTO KOl GALES pOPPEG alinieniopaocng

H ovomuotikn amoppdéenon g SwkAoeoavakng eivor moAd pkpny O6tav 10 EUTAAGTPO
epaudletor cOpemva pe v evdedetypévn ypnomn. O kivouvog epeaviong KAVIKA GYETIKOV
QOPUAKEVTIKAOV OAANAETIOPACEDVY EivOl AUEANTEOG.

Tovipétra, kinon ko yorovyio

LCovipétnro

Agv vdpyovv dabécia oToyela yio T XPNOT CKEVAGUATMV SIKAOQAULVAKNG Y10l TOTTLKN XP1on
KoL TV EMOPacT Tovg otV avlpdmivn yovipdtra. H cuomuatikn cuykévipmon
duAopavakng etvat yapmAdTepT| ETEITO GO TOTIKN YOPTYNOT], GE GUYKPLOT| UE OO TOL
o1opaTog LopPés. Omwg kat yuo dAlo MEAD, 1| amd Tov 6TOHOTOG StkAOPALVAKT UTOopEL vl
TPOKAAECEL SLATAPAYES OTT YUVOUKELD YOVILOTNTO KOl OEV GLVIGTATOL GE YOVOIKES TOL
TpooTafovy vo GLAAGBOVY.

Eykvpootvy

H ovomuatiky ovykévipoon g Sikhoeovakng sivor yopnAdtepn HeTd omd Ty TOMIKY|
YOPNYNON, CLYKPLTIKA LE TO, ad TOL GTOUATOG AUUPOVOLEVE GKEVAGHOTA. AVAPOPIKA UE TNV
gumepio amd 1 Oepomeio e PUPUOKEVTIKEC LOPPEG GUGTNLATIKNG TPOCANYNC, GUVIGTOVTOL TO,
axoAovda:

H avactoAn tng odvBeong g mpootayAavdivng Umopel vo ennpedost SLGUEVAOS TNV KOToM
Nkor v euPpuikn avamrtoén. Ta oedopéva omd EMONUIOAOYIKEG WEAETEC VTOOEIKVOOUY
avénuévo kivouvo amofoing kabmg kol KapdloKng SVOTANGING Kol YAGTPOoKIoNG HETA amd TN
¥pHon avoaotoréa chvOeong g mTpooTayAavdivig oTa TPdIUe. oTadle TG gykvpooivie. O
amoOAVTOG Kivouvog Kapdloyyelokng dvemlociog avéndnke and Aydtepo amd 1% Emg mepimov
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1,5%. O xivdévvog mioteveton 0Tl avédvertal e T d6or kal T didpketa g Oepaneiog. Zto {oa,
N YopNynon avactoréa cvvOeonc Tng mpootoyAavdivng éxet deybel Ot odnyel oe avénuévn
OTTAOAELL TPV KOl HETA Omd TNV EUPVTELOT Kol oe euPpuikn Bvnowomnta. EmumAiéov, &xet
avaeepbel  avénuévn  emintoon  SEOp®Y  SVCTAUGIDV, GUUTEPIACUPAVOUEVOV TV
Kapdlayyewokdv, oe (da, oto omola yopnyndnke ovootoréag 1Tng ovvBeong g
TPOCTOYAOVIIVIG KUTA T SIAPKELD TNG TEPIOOOV TNG OPYUVOYEVEST|C.

Kotd ™ S1dpkele Tov TPMOTOL KOl TOV OELTEPOL TPIUNVOL TNg Kunong, oev Bo mpénel va
yopnynBel Suchopaivdakm, ektdc av elvar amoAvtwg amopaitnto. Edav 1 dikhogavakn
ypnoiporonOel amd yvvaike wov wpoomadel va. GLALAPEL, 1 KOTE TN SIAPKELN TOL TPDOTOV Ko
SEVTEPOV TPLUNVOL TNG EYKVUOGVVTG, 1 600T Kot 1) dtdpketa g Oepameiag O mpémet va eivat ot
HIKPOTEPEG OLVOTEC.

Kotd ™ S1dpkela Tov Tpitov TPIUARVOL TNG EYKLHOGUVNG, OAOL Ol aVOOTOAEIG NG cvvleong
TpooTayrlavdivng umopel va ekBécouvv 10 EPPpuo oe:

- KOPSLOTVELLOVIKT TOEIKOTNTO (LUE TPOUO KAEIGLUO TOV OPTNPLAKOD TOPOL KOl TVEVUOVIKT|
VIEPTOOT)),

- veppikny dvocAertovpyio, M omoion pmopel va emdewvmbel o€ veppiKn avemdpkelo Le
OAYODOPOGVIO

TN UNTEPQ Kot TO VEOYVO, KOTA TO TEAOG TNG EYKVUOOVUVNG, OE:

- mhovn TePATACeT TOL YPOVOL ALLOPPUYIG, Lo AVIIGCLGGMPEVTIKY ETIOPAGCT), 1| OTOI0 LTOPEl
VO EUQOVIOTEL AKOLO KO GE TOAD YOUNAEC SOGELC.

- OVOOTOA TV GUOTAGEWMV TNG PUNTPOC, 1 omoio odnyel oe kabvotépnon 1N mapdtootn Tov
TOKETOV.

Kotd ovvémela,  duwchopovdkn avtevdgikvotor kotd T O1dpKe TOL TPITOL TPUNVOL NG
EYKLLOGVVNG.

Onioopdg

Onwg kot ta Ao MEAD, 1 StkAo@avakT anekkpiveTal 6e PKPT TOGHTNTO GTO UNTPLKO YAAQL.
Q61660, 0TI DEPUnEVTIKEG OOGELG TMV EUTAGCTPOV SIKAOPAVAKNG OEV OVOUEVOVTOL ETOPACELS
Yo T0o oidi wov OnAalet.

AOY® ™G EALEWYNG EAEYYOLEVOV LEAETAOV GE YUVOIKES KaTd TN YoAovyio, To Tpoidv Bo mpémet
Vo xpNnoomoteital Katd tn dtdpkele Tov ONAacHod HOVO KOTOTY GUUPBOVANG 10TPOV. Xg aVTd
to mAaiclo, to VOLTADOL 140mg Eumiactpo eapuakodyo dev o mpénet va epapudletal
GTOVG LOGTOVG UNTEPOV TTOL ONAGLoVV 1 0TOVINTOTE AALOD OE PEYAAES TEPIOYES OEPLLOTOC 1)
Y10 TOPOTETOUEVO YPOVIKO OACTN LA

Emodpaocsig 6TV IKavoTnTA 00171161 KO {EIPICUOD UMY AVOY
To VOLTADOL 140mg Epmiactpo @apuakobyo dev Exel Kopio enidpaot oty KavoTnTa
001YNGNG KOl YEPICUOD UNYAVAOV.

AvemOOunTeg evépyereg
O1 ax6AoVOEC Kot YOpieg GLYVOTNTOC YPNCULOTOLOVVTAL Y10 TNV CVOPOPA TV OVETIOOUNTOV
EVEPYELDV:

HolY ovyvég >1/10

2oyvég >1/100 éw¢ <1/10

Oy1 cvyvég >1/1.000 éwg <1/100

Zravieg >1/10.000 éwg <1/1.000

IolY onavieg | <1/10.000

Mn yvootés oev umopovv va ektiunBodv ue faon ta drabéaiuo dedouévo,
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AOPAEELS KUL TOPUGITOCELS

[ToAV ombvieg | Drvktovmodeg e&avOnua
AWTopay£S TOV GVOGOTOUTIKOV GUGTNOTOS
IToA0 omdvieg AyyelovevpTiko oidnpa, vrepevaicdncio

(ovumepriapfoavopévng e kvidwong),
avTidpaon AVAQLANKTIKOD TOTOV

AWTOpayES TOV AVOTVEVOTIKOV GLVGTIIUATOS, TOV 0MPaKE Kol TOV

REGOO®PAKLOV

IToAV omdvieg | AcfHua

AwTapay£S TOL EPRATOS KUL TOV VITOIOPLOV 16TOV

Xoyvéc Agppatitioa (GuUmepAaUPavorEVNG TG
OAAEPYIKNG Ko €& EMOPNG OEPLOTITIONG),
eEavOnua, epvOnua, kvnoumoeg Eklepa

Yravieg [MoppoAivymong deppatitido (7.y. TopUPoLVYWIES
epvlnua), Enpodeppio

IToA0 omdvieg Avtidpaon pwtogvaicinciog

Ievikég O10TOPOYES KO KOTOOTAGELS TNG 000V YopNyNoNg

Xuyveég | AVTI0pacElg 6T0 oNUEID TNG EQAPUOYNS

To ocvompotikd emimedo TG OKAOPUIVAKNG 6TO MAGGHO, TO Oomolo. UETPNONKOV Kotd T
OlpKELD TNG EVOESEIYUEVIG XPNOTG TOV EUTAACTP®V £val TOAD YOUNAG GUYKPITIKG LE aVTA
OV TPOEKVYOV WETA amd TNV omd TOL OTOHOTOC TPOSANYM dukhopovdkng. O kivdvuvog
avATTUENG GLUOTNUOTIKG ENAYOUEVOV OVETBOUNT®OV evepYeEldY (OTMC &ival ol YOOTPIKES,
NROATIKEG KO VEQPIKEG Olatapayss, O PpoyxOomacurog) Katd Tn SldpKe TG XPNOMNG TOL
EUTAGOTPOL Qaivetal, EMOUEVMOC, OTL &ivol HKpOg. QoTdc0, €0IKd O0TOV TO EUTAOCTPO
YPNOLLOTOLEITAL O UEYOAT EMLPAVELD, SEPUOTOC KOL Y10, TOPUTETOUEVO YPOVIKO ST,
WITOPEL VO ELPAVIGTOVY GUOTNUATIKEG OVETLOVUNTEG EVEPYELEG.

Avo@opd mOavoroyoOUEVAOV OVETLOVUNTOV EVEPYELAV

H avapopd mBavoroyodevemv avemiBountmy evepyeumdv HETE amd T Yop1ynon Adelug
KUKAOQOPIOG TOL POPUAKEVTIKOV TPOTOVTOG ivor onpavTikn. Emitpénel ) cvveyn
TapaKoAovONoN TS oYEoNS 0PELOVC-KIVOHVOL TOL PUPLOKEVTIKOD TPOTIOVTOG. ZnTeital and
TOVG EMAYYEALATIEG TOV TOUEN TNG VYEIOVOLUKNG TEPIOOAYNG VO, AVAPEPOLY OTTOLEGONTOTE
mBavoroyodueveg avemBounteg evépyeieg otov EBvikd Opyavioud eoppakov (Mesoyeimv
284, 155 62, Xohapyog, Tni: 213-2040380/337, ®a&: 210-6549585, IotdTomoc:
http://www.eof.gr), ka1 wo cuykekpipéve oto Tunua Avembountov Evepysidv, pe myv
vrofoin g Kitpivng Kdaprtog pe toug e€ng tpdmove:

- Hiextpovikn vrofoin g Kitpivng Kaptog pécm g iotoceridag tov EOD
http://www.eof.gr/web/guest/yellowgeneral

-'Evtumn popon amoctol LEGm Tayvdpopeion, atelms, oto Tunua AvemiBountov Evepysimv
tov EO® (Mecoyeinv 284, 15562) tmAépmvo emkowvaviag: 213 -2040380 11 213-2040337

- YnoBoAn péow ®AE oto 210 6549585..

Ynepoocoroyia

H yapnAn cvetnky amoppoenomn g Tomikd epoapprolopuevns dikhogpotvikng kabiotd axifovn
TNV VITEPOOGOAOYIO.

Xe TEPIMTMON TOV EUPAVIGTOVV CLUGTNHOTIKEG OVETIBOUNTEG EVEPYELEG LETA amd AovOaouévn 1

akovolo VIEPdOGOLOYiN (7Y, o Taudid), Oo mpémel va AneHovv o1 KATAAANAES TPOPLAGEELC
dAnplaonc amod [ GTEPOELON AVTLPAEYLOVMOOT QOPLLOKCL.

OAPMAKOAOI'IKEX IAIOTHTEX
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D appRIKOOVVUPIKEG LOLOTITES

Dapuaxobepamevtikn Katnyopia: Tomkd tpoidvta yio Tov TEVO TV 0pBpDOCEDY KoL TOV HVTKO
TOVO. AVTIQAEYLLOVDOT) GKEVAGLLOTA, [11] CTEPOELON Y10 TOTIKT YP1IoN

Kodwog ATC: MO2AA1S

H duchopavaknm givol un oTepoeldng avIiAEYHLOVOING/ avaAyNTIKY OpOCTIKN ovoia, 1 oroia,
HEC® TNG OVOOTOANG TG cvvBeonC TG TpoaTayAavdivng, £xel deryBel OTL eivorl amoTeAecUATIKN
0€ TUTOTOUEVE, LOVTEAD QAEYUOVIG GE TEPAUOTOL®O. XTOVG avOpOTOVG, 1 SIKAOPOIVAKT
UELDVEL TN oYeTILOUEVT UE TN PAEYUOV TTOVO, oidnua kol Topetd. EmmAéov, n dikhopavakn
avaoTEMAEL ovooTPEYLUO TV emayopevn amd v ADP- kot 10 xoAlaydvo- cvuccdpevon
OLOTETAAIOV.

DoPUOKOKIVITIKESG 1O10TNTEG

Amoppoonon

H amoppdéonon HETG omd TOMIKNY EQAPUOYN TNG SIKAOPAIVAKTG €ivar apyn kot un TAnpne. Ot
GUYKEVIPAOGELS TNG OKAOPUVAKNG 0T0 TAdopa o 6Tadepn Katdotaon yapaktnpilovror and ™
ouveyn amoppdENon SKAOPAVAKNG TOL EUTAAGTPOL, OveEAPTNTA OO TO OV TO EUTANCTPO
gpoppoleton 0 TpOi N T0 amdyELUA. MEeTA amd TN OSEPUUTIKY EQPOPUOYN, 1 OTKAOPOIVOKT
umopei vo amoppoendei o€ deppoticd depot, amd 1o omoio amelevfep@dVETUL OPYH GTO KEVTIPIKO
Swpépopa. H ovompotiky anoppdenon tov tomkdv npoidviov eivar mepimov 10 2-10%
gKeVNG TG amoppdPNONE TOL TOPATNPEITAL UETE TN YOPNYNON OO TOV GTOUATOG TNG (d10G
doong. H péon péyiotn cuykévipmon 6to TAdoua eivar Kotd Tpocéyylon 1 ng/ml.

H mopatnpnBeica Oepamevtikn omotedecpatikdmra eényeitor Kopiong ond T Bepamevtikd
GYETIKEG GLYKEVIPOGELG TOL PAPUAKOL G6TOV 16TO KAT® omd To onueio epappoyne. H dieicdvon
610 onpeio dpdong pmopei va mokidel avdAoyo pe TV £KTACT Kol T QUGN TNG KATACTOCNG Kot
avéioya pe To onueio eQopproyng Kol dpdomng.

Kotavopn
H déopevon g dikhopavdkng otig mpmteiveg Tov TAdopatog efval vynin og 1060otd 99%.

Buopetaoynpoatiopnog ko amwoffoir)

O petafoiiopds kot 1 amopdkpuven elvarl TapOpoleg HETA amd T OEPUATIKY KOl TNV arnd TOL
otopaTog ¥pNion. Metd amd tayd mmoatwed petaforiopd (vVOpofvAimon kol SEGUELGN GTO
YAVKOVPOVIKO 0ED), T %5 TNG OPACTIKNG OVGIOG OTOUOKPVUVOVTOL OO TOVG VEQPOVG Kol TO Y5
UEC® TV YOANPOPOV.

Hpoxivikd dedopéva aocparerag

Ta pn Kavikd dedopéva mov Pacilovior oe cuUPATIKEG HEAETEG OOPAAELONG, PAPUOKOAOYIOGC,
yovoto&ikotntag Kot mhovoTnToS KOPKIVOYEVESTG OV AIOKOAVTTOUY E01KOVG KIVOUVOLS Yl
TOLG AVOPOTOVE TEPO OO AVTOVE TOL CVAPEPOVTOL NON G€ AALEC Tapaypdeovg TG IlepiAnyng
Xapaktnpiotik®v [Ipoidvtoc. Xe pelétec og {oa, N ypovia TOEKOTNTO TNG ISIKAOPAIVAKG UETE
omtd Tr) GLGTNLLOTIKY] XOPYNON EKONAMVETAL KUPIME MG YOoTPEVTEPIKES PAAPEC Kol EAKN. Xe pia
peAén to&kdTTOC 2 €TV, Ol apovpaiol mov EAafav Bepameio pe dSukhopavakn epedvicay
oyetiopevn pe tn 6001 avénon otn Opoufmtikn ardPpasn T®V KOpIOK®OY ayyeimV.

Ye peléteg oe (MO Yoo TNV OVOTOPAYOYIKY] TOEKOTNTO, T OCLGTNUOTIKY YOPNYNon
SUKAOPAIVAKNG TPOKAAESE AVAGTOAN TG woppné&iag 6Tovg KOVIKAOVLG Kot dtotapayn Kot Ty
EUPVTEVOT KOl PO EUPPLIKN avamTuén oTovg apovpaiovs. H mepiodog tng kdnong kot 1
SlapKell TOV TOKETOV Tapatddnkov amd tn otkAoeawvakn. H euppvotolikn dvvapukn g
duhopavakng pekembnke oe tpia €ion (dwv (opovpaio, emipvo, KOVIKAO). Enueidbnke
euPpuikdg Bavatog ko kabvotépnon g avamtuéng oe punTpotolikd S0GOAOYIKE EMITEDA.
Bdoel tov dabéciumv un KMvik@v dedouévav, 1 dtkhogatvakr Bewpeital ¢ un tepaToydvoc.



6.1

6.2

6.3

6.4

6.5

6.6

O1 866¢€1g KAT® Ao TO Op1o TNG UNTPOTOEIKOTNTAG OEV EMOPOVV GTNV OVATTLEN TOV OTOYOVOL
UETA amd TN YEVVIOT TOV.

Ot ovpPoatikég HEAETEG GTNV TOTIKY OVEKTIKOTNTO OEV OMOKUADATOLV €101KOVE KIvODVOoUg Yo
TOLG AVOPMOTOLG.

DOAPMAKEYTIKEX TAHPO®OPIEXZ

Kotdaroyog ekdoymv

Yoo TNpIKTiKO GTPMLLOL:
Polyester non-woven fabric

AvtokOAATO GTpOLLOL:

Basic butylated methacrylate copolymer
Copolymer acrylate vinyl acetate

PEG 12 stearate

Sorbitan oleate

DuALo [Tpoctosiog Kodintikng Emopdvetag:
Xopti emevoedvpévo pe Hovo GOUALO GIAKOVNG

Acvpfoatotnreg
Agv gpapudletan

Avbpkera Comg
3 xpovia

Iowitepeg TpoLAGEELS KaTE TN POAXEN TOV TPOiIdVTOG

dvidooete og Bepuokpocio pkpotepn twv 30° C

DuAdcoete 6NV APYIKT] CLOKEVAGIO Y10 VO TPOCTATEVETAL OO TNV ENPOCIN Kl TO QOG.
durdcoete TOV POKEMOKO KOAA KAEIGUEVO Y10, VO TPOSTATEDETOL atd TNV ENPocic Kol TO POG.

®Vo1n Kol GVOTATIKA TOV TEPLEKTN

To VOLTADOL 140mg 'EpnAactpo @oppakodyo eivol 0ToUIKE 6QPOyIoUEVOL POKEMOKOL TV
145 x 228 mm an6 yopti/Alu/PEX laminate, mov mopéyovtal pe €0KOAO TPOTO OVOTYLLOITOC KOt
ovokevdloviot 6€ ¥EpTIVO KOVTL.

H xa0e cvokevacia mepiéyet 2, 5 1 10 poppoakovyo EUTANGTPO.
Mmropei vo, unv KuKAOPOPOLY OAEG 0L GLOKEVAGIEC.

Idwitepeg mpoPuvrdiers amdppryng
Ta ypnowomomuéva Eumiactpa Oo TPETEL Vo SITADVOVTOL GTN UEGT HE TNV OUTOKOAANTN
TAgLpd TPOg TaL LESA.

Kdabe aypnoyomointo gapuakevtikod tpoidv 1 vrolelupa 0o Tpénel vo, amoppintetal cOUPOVA
LLE TIG KOTA TOTOVS IOYVOVGES GYETIKES OLOTAEELC.

KATOXOX THX AAEIAYX KYKAO®OPIAX

Haleon EALGc Movorpocmnn Avavoun Etaipeia, pe dtokprrucod titho Haleon EAAGG
Aswpdpog Knowsiog 274

152 32 Xolavopt, AGnva, EALGS

TnmA.: 210 2217200
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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Voltarol Forte 2% w/w yéAn

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Kd&Oe g yéAng Voltarol Forte mepiéyet 23,2 mg StonBvAopiloviovyov Sukho@oivakng, To onoio
avtieTotyovv o€ 20 mg vatplovyov dtkhopavakng (2% w/w).

‘Exdoya pe yvoot dpdon:

H yéAn Voltarol Forte mepiéyel 50 mg/g mpomvievoyivkoing, 0,2 mg/g Bovtvlmpévon vopo&-
TOAOLOAOL KoL ApmLLa TOL TTEPIEYEL TAL AAAEPYLOYOVA BEVELAKN 0AKOOAN, KITPEAY,
KITPOVEALOAN, Kovuapivn, d-AMpHovEVIO, EVYEVOAN, YEPAVIOAT Kot MVAAOOAT).

IMa tov mApn KatdAoyo tov ekddywv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
I'é\n

A€VKT £®C VTTOAEVKT|, OLLOTOYEVIG, KPEUDOOVG VONC YEAT).

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikéc gvocitelg

Zvurrtwuotixy Oepomeio twv:

- MeTOTpOHOTIKOV QAEYLOVOV TOV TEVOVIOV, TOV GUVIECUMVY, TOV PVOV Kot TOV apdpdoemv,
7ov opeihovion .. o€ daoTpéppata, eapbpnuata, OAdcELC.

- Eviomiopévav exdnimcemv TafoloyiKOV KATUCTACEDY TV WUAAKDY HoPimV
(tevovtoBuloxkitida, opoPpayiovio cuvopopo, Buiakitida Kot teplapdpitidn).

- Eviomiopévav exdnimcemv ekpuMoTiK®dv opbportadeidv (0ote0apdpitidn TV TEPLPEPIKDOV
apOpdcEDY KoL TNS GTOVOVAIKNG GTAANG).

4.2 Aocoloyia Kol TPOTOS YOop1YNoNS

Aocoroyia

Evilikeg xau epnfor 14 etapv kor dve

To Voltarol Forte mapéyet diopkn avakovpiomn and Tov movo puéypt 12 opeg (epopuoleton 2
QOPEC TNV NUEPQ, TP®L Kot Bpadv). Oa pémetl va emareipeTar Le ELappd evIpiPn) oto dEpua
GTNV TACGYOLG O TEPLOYN.

H mocétmta, mov yperdletar e€aptdtar omd 1o puéyebog g encdduvng mepoyne: 2 gémg4 g
Y€ANG (TocdTNTa OV KupaiveTal og PEyeBog amd £va KepATL £mG £vo KOpDOAL) ETAPKOVY Y10, T1)
Oepancio meproyng nepimov 400-800 cm?.

Miapxeio, Gepaneiog

H dudpketa g Bepameiag eEaptdrtal amd v Evoelsn Kal TNV KAWVIKY avTaTdKpLon.



To Voltarol Forte dev mpémel va ypnopomoteitan yio. mepiocdtepo and 14 nuépec, ektdg v
GUVICTATOL OO Y10TPO.

Edv n katdotaon dev onueidoet fertioon 1 edv emdevmbel viog 7 nuepdv amod v Evapén
¢ oywyng, ot acBeveig Ba mpémet vo cuPOLAELTOVY TOV 1ATPO TOVG, DOTE VO OTOKAEIGEL pLiaL
EVOALOKTIKT VTOKEIEVT attio TOV TOVOV.

Houdrozpirog ninBoouog

Agv vapyovv enapkn SESOUEVE, AVOPOPIKE [LE TNV OTOTEAEGUOTIKOTITA KOl TV OCQAIAELD O
TOdLd kol eerfoug Kato TV 14 etdv Kot avtevdgikvutat 1 xpnon tov. (BA. eniong mapdypapo
4.3).

e epnPoug 14 etov kau dve, edv amatteitol ypnor tov Voltarol Forte yio mepiocdtepeg tv 7
NUEPDV Y10, TNV AVOKODPLOT] TOV TOVOL 1 EAV TO, GUUTTOUATO, EXLOEVMOOVY, GUVIGTATOL O
acBevig N o1 kndepodveg Tov va {ntioovy ™ cupfovAn wtpoo.

Himaiwuévor aobeveic (avw twv 65 stwv)
Epappoletor 1 cuving docoroyia tov evniikov.

Hronixn averdpxeio
Mmropei va, ypnoiporon et 1 cuvnOng docoroyia tv evniikwov (BA. Tapdypago 5.2
DoppoKoKIVNTIKES 1O1OTNTEG).

Negpixn dvoiertovpyio,
Mrmnopet va ypnolporon et 1 cuviOng docoroyia twv evniikwv (BA. Tapdypapo 5.2

DoppoKoKIVNTIKES 1O1OTNTEG).

Tpomroc yopnynong

IMa deppotikng ypnomn Hovo.

Metd v epappoyn:

- 0L X€pLoL TPEMEL VO, GKOVTLGTOVV E Y. VO OTOPPOeNTIKO Yapti (dev mpémel va. givar vypd
HovTNAGKLO) KOt LETA VO TAEVOVTOL, EKTOG OV ALTE amoTEAOVY TV VIO Bepoameio meproyn|. To
ATOPPOPNTIKO YOPTi B0l TPETEL VOL ATTOPPITTETOL GTOL OIKLOKE, ATOPPIUIOTO LETE TN YP1ION.

- 01 aoBeveig Tpémel va Tepuévouy péypt va oteyvooel 1o Voltarol Forte mpv and 1o viovg
TO UTTAVIO 1 TO TADGIUO OTTOLOVONTTOTE GNUEIOL TOV GMUOTOC TOV TEPLOUPAVEL TV VIO
Oepomeio mepLoyN.

4.3 Avtevoegigelg

o YmepevaroOnoio otn dPUCTIKN 0LGI0 1] GE KATO0 OO TO EKS0YN TOV OVAPEPOVTOL GTIV
Tapaypopo 6.1.

o Aocbeveig 6Tovg 0010V TO OKETLAOGOAIKVALKO 0ED 1 1 1BovTPOPaiv 1| GAAL L) GTEPOELON
avTIpAEYpovadn edappoka (MEA®) mpokaiovv doBua, ayysooidnua, kvidmon 1 o&eia
pwitioa.

o Kartd to tehevtaio tpiunvo g kdmong.

Avtevdeikvotal 1) xpnom o€ madld kot eprfoug nAtkiog uikpotepng Tv 14 Tdmv.

4.4 Ewwkéc mpogrtdomonoels Kol TpoQuAAEeLs KaTd T (pion



H mBovotra vo epeoavioTodv cuGTNUOTIKEG AVETIOOUNTES EVEPYELEG LLE TNV TOMIKY| EQOPUOYN
SuhopovaKng etvat PIKpn 6€ GOYKPIOT LE T1 GUYVOTNTA TOV AVETIOOUNTOV EVEPYELDV LE TNV
per os yopnyobuevn duchopovaxn. Otav to Voltarol Forte epapudleton oe peyordrepn d6on
KO Y10 LEYUADTEPO YPpOoVIKO ddoTnua amd 6,Tt cuvietdrtal (PA. mapdypago 4.2), tpénet va
eEetaletal n TOOVOTNTA EPPAVIOTG CLGTNUATIKOV OVETIOOUNTOV EVEPYEIDV (oL GYeTilovTan
LE TN (PNOT TPOIOVIWY SIKAOPAIVAKT|G Y10 GUGTNUOTIKY xopnynon). 't avtd 1 xoprynon
TPETEL VO, YIVETOL LE TPOGOYN GE VEPPIKT KOl NTATIKT aVETAPKELD, Papeld vTompoTeivaLia,
APTNPLOKT VLEPTOOT), ICYOLUKT Kopdlonddsia, cakyapddn dtefntn, exinyia, TopKIveoviouo,
YOYOOIKEG draTopayés, AavBdvouaeg N U AOUDEELS. Xe TEPINTOOT OV YiveTon TETOLN PN O,
TPEMEL VoL GUUPOVLAELTEL KAVEIG TIG TANPOPOPIES TPOTOVTOG TV CUGTIHLOTIKAOV LOPPDV TNG
SKAOPALVAKTG.

To Voltarol Forte mpénet vo epapudletar povo oe vyieic Kot AOIKTEG EMPAVELEG OEPUOATOG KOl
Oy 6€ aVOIKTEG TANYEG N TpadpaTo. Agv emttpémetorl va EAOEL oe emapn Ue To LATIL N UE TIG
HeuPpaveg Tmv Prevvoyovov.

Agv mpémel va Aappavetal omo To oTOU.

To Voltarol Forte dev npémel va cuyyopnyeitar pe GAia mpoidvta, Sikhopovakne  MEA® and
TOV GTOHOTOC, KOOMG 1 GLYVOTNTO AVETBOUNTOV EVEPYELDV, EIOIKE TOV GLGTNHOTIKOV
avemBountov evepyeidv, pmopel va avéndel (BA. mapdypapo 4.5).

Awokoyte ™ Oepomeio av avamtuyOel deppatikd eE£AvOnUO LETA TNV EPAPUOYT TOV TPOIOVTOG.

To Voltarol Forte umopei va ypnoiponomBei pe eAactikovg emidécuovg 1 GAAL pésa Tepideonc,
OY1L OUOG KATM OO 0EPOCTEYEIC EMOETUOVE.

H meployn tov dépuatog 6mov gpapuoletar to Voltarol Forte dev mpénet va ektibeton oto
NAakd ews, ®ote va petmbel o kivduvog epedviong avidpioemv potogvaicinciog.

MAnpo@opisg oyeTIKA pe TO £KO0Y0.

To Voltarol Forte mepiéyet mpomvuAevoylvukoAn 1 omoia umopel vo TPOKOAECEL SEPUOTIKO
epebiopo. Emiong, mepiéyxel BoutvAiopévo vépo&u-tohovdAto, To omoio Pmopel va TPpokaAEcEL
TOTIKEG OEPUOTIKEG aVTIOPAGELG (1), deppatitidn emapng) N epediopd 6T UATIO KO OTIG
BAevvoydvoug pepPpdvec.

AVTO TO EAPROKO TTEPLEYEL ApLa LE aAlepyroyova (Bevivikn aikodin, KITpdn,
KITPOVEALOAN, KOLUapivY, d-ALLOVEVIO, EVYEVOAT, YEPUVIOAT], AWVOAOOAT]), TO OTTOl0. LITopel Vol
TPOKOAEGOVY OALEPYIKES OVTIOPACELS.

4.5 Aliniemopdosis pe Giio QUPRIKEVTIKA TPOIOVTA KoL dAres popeég
aAlniemidopaong

Kobbg 1 cvompatiki amoppdenon g StkAOQavAKNG LETA Ao TOMIKY EQOPUOY Elvar TOAD
LIKPT], 0 KIVOUVOG OYETIKMV OAANAETIOPAGE®Y etvar piKpoc.

Y& yopfynon amé Tov 6TON0TOG EXovy TapaTnpn0el Ta KATOOL:

H duchopaivaxn avaotéAiel T CUYKOAANON TOV QUOTETOAI®V, 1) GVYYPOVN YOPTYNON LE OO
TOV GTOUOTOC AVTITNKTIKA EMPAAAEL TN GLYVI TOPAKOAOVONGT TNEG TNKTIKOTNTOG TOV OULATOC
KOl TNV ovAAOYT TPOGAPHOYN TNG OOCEMS TOV AVTUTNKTIKOV.

Mmnopei vo, avénoet v to&ikotnta g pebotpe&arng, tng dryo&ivng Kot Tng KukAosmopivng.
Av&dvetl Ta emineda Kot To gvogyOUEVO TOEIKNG Opdoemg Tov Abiov.

Mmropei vo, ennpedcel T dpAoT TG VGOLAIVIG KOl TOV 0t TOV GTOUOTOC GVTIOWPNTIKMY Kol M
GUYYPOVT YOPNYNOT TOVG EMPAALEL TN GTEVOTEPT TOPUKOAOVONGT TG YAVKOUiOG TOL
acBevoug.

Eumodilel ™ dpdon tev S100pnTIKOVY Kol 1] cOYYPOVH 0PN yNoT owEAveL Tov Kivouvo Tng
veppoto&ikottoc. H ahyypovn AMyn Ue KAOMOTPOGTATEVTIKG O10VPNTIKG, UTOPEL VoL
TPOKOAECEL 1] VAL EMLTEIVEL TNV LITEPKOAaLic. Opoimg 1 cVYYPOVN XOPNYNOT LE AVAGTOAEN TOV



UETATPETTIKOV eVEDIOV TNG 0y yeloTacivig av&dvel Tov Kivouvo Tng vEQPOTOEIKOTN TG KoL TNG
vreprodopiog. Mmopel vo LEIMGEL TNV AVTIVTEPTUCIKY OPAGCT] TV B-0VAGTOAE®MVY KOl TV
OVOGTOAEMY TOV LETATPETTIKOD VOO0V TNG ayyEl0TOGivG. Me TIg Kivoldveg Umopel va
TPOKAAEGEL OTAGLOVG. H chyypovn yopnynon He KopTiKoEd avEAveL Tov Kivouvo
€EEAKDOEWMV KO ALOPPUYIDYV TOV YUGTPEVIEPIKOD COANVA.

To axetvAocaAtkvlkd o0&y ektomilel T dStkAoPAVAKT 0o TIG BEGELG dEGEVONG TG KoL
avtevdeikvutal n cOyypovi ANYN ToVG, OTTMS KoL 1] cOYYPOVN ARYN Aoy MEAD, yoti
av&avel o kivouvog TV avemBountov evepyeidv. H yohestupapivn kot 1 KOAEGTUTOAN
petmvouy t ProdabectipdtnTa TG amd TOV GTOHOTOS XOPTYOLUEVNG dtkKAOPavakns. H
ULGOTPOGTOAT] YOPTYOVLEVT GE Peydres dooelg mbavov va pewwvel tnv AUC tng
SKAOPAIVAKNG KOl Vo, 0EAVEL T GLYVOTNTA Kot TN PapdTnTo TOV AVETIOOUNTOV EVEPYEIDY TNG
OTtO TOV YOOTPEVIEPIKO COANVAL.

4.6 Tovipétnta, kdnoen kot yarovyio

Kvnon

H cvotpotiki ouykévipwon g SIKAOQAIVAKNG Eivol YOUNAOTEPT UETE OO TOTIKY EQOPLOYN
CUYKPVOLEVN LE TO. OKEVAGHLATO TTOV Adpfdvovtal amd to oo, Me avapopd otny eumelpio
amo 1 Oepamneio pe MEAD pe cLGTNIKT OTOPPOPT|ON TPOTEIVOVTOL TO akOA0VDA:

H avaotoln g ouvBeong Tov TpostoyAavotvdv umopel va exnpedost apvntikd tnv Komon
KoM TV avamuén tov euPpoov. Xtoyygio omd emtdnUoAOYIKEC LEAETEG delyvouV avénuévo
Kivouvo Yo amofoAn Tov euPpov Kot Kapdloks SLGUOPQIN KOl YOOTPOCKIOTIO LETA A0 YPHoN
OVOGTOAE®Y TOV TPOGTAYAAVOIVDVY GTa 0PYIKG 6TAS10 TG gyKLUocVVNGS. O amdAvTog Kivouvog
Yo Kopdtayyelakéc duapopeieg avénonke and Ayodtepo and 1% oe mepimov 1,5%. O kivovvog
moteveTOL OTL av&aveTar pe T 6601 Kot T dudpkela g Oepaneiog. Xe nelpapoatolma, 1
XOPNYNON T®V avacTOAE®Y cOVOESTG TNG TPpOoTAYAMVOivNG £xEL deryOel OTL £xEl WG amoTéEAET L
aVENUEVO KIVOUVO OTTMAELNC TPV KO UETE TNV EUPVTELGT] TOV YOVILOTOMUEVOD Mo ALY
Kot Bavoto Tov euppvov. Emmpdcheta, Exovv avapepbel avénuéva mepiototikd S1dpopmv
SUGUOPPLDV, CUUTEPIAUUPAVOUEVOV TV KOPIIAYYELUK®Y, G TEWPAUATOLDO 6TA OTola
xopnynonkov avactoleic chvOeonc TPOSTAYAAVIVOVY KOTH T JdpKELD TS TEPLOGOL TNG
0pyOavVoyEVESNG,.

Kotd ™ didpkeia Tov Tp@TOU Kol 0EVTEPOL TPLUIVOL TNG EYKVUOGVUVIG, 1 SIKAOQALVAKT| dEV
TPETEL VO, YOPNYEITUL EKTOG KOl AV Elval 0moAVT®S amapaitnto. Edv n dudkopotviim
YPNOLOTOEITAL 0T YVVaiKeS TOL TPOooTaBovv vo GLAALROLY 1| Tov BpickovTal 6TO TPMTO N
GTO 0EVTEPO TPIUNVO TNG EYKLHOGVUVNG, 1 SOCT TPEMEL Vo SL0TNPELTAL OGO TO SLVOTOV TLO
YOUNAR Kot 1 dudpkela TG Oepameiog 660 TO SLVOTOV TLO GVVTOUT).

Kotd m dibpkela Tov Tpitov TpUnRvoL g eYKLVHOGHVIS, OA01 Ol avacTOAElG cUVOEGNG TV
TPOCTUYAOVIVOV UTopel va ekOEGoLV:
10 éUPpvo ce:
- KOopOomVELHOVIKT TOEKOTNTA (e TPOMPO KAEIGILO TOV OPTNPLIKOD TOPOL KOl
TVEVLOVIKT] VTEPTAO).
- veppikn ducAertovpyia mwov propel vo e&elybel oe VEPPIKT OVETAPKELD LE
OALYODIPAVIO.

TN UNTEPA KOl TO VEOYVO, GTO TEAOG TNG KVTONG, OE:
- mbBavi TapaTacT) TOV YPOVOL CLLOPPAYING, £VO. OVTIGUGGMPEVTIKO OTOTEAEGLO
ov pmopel va TpoxkAnBel akdpo Kot 6 TOAD LKpEG OOCELS.
- OVOOTOAY TV GUCTAGEWDY TNG UNTPOS TOV EXOVV (OC OMOTEAESUA KaBvoTEPTLEVO )
TOPATETAUEVO TOKETO.

ZUVETMC N YPNOT TNS OIKAOQOVEKNC OVTEVOEIKVLTOL KOTA TO TPITO TPIUNVo TNS £YKLULOGOVTC.




Onlacuds
Onwg kot Ao MEAD, 1 SikAOQAIVAKT] OTEKKPIVETAL GTO UNTPIKO YOAN GE UIKPEG TOGOTNTEG,.

[Mopora avtd otig Bepamevticég d60€1c Tov Voltarol Forte dev avapévovtal emidpioelg 6to
Hwpo6 mov OnAdlel. Adym g EMAeyng eheyyOuevaov peleTdv e OnAdlovoeg untépec, To
Voltarol Forte mpénel va ypnopomoteiton Kotd ) dudpkela Tov Oniacpon udvo petd amod
oupovAn 1aTpod Kot HOVO €AV TO AVOUEVOUEVO OPELOG dikatoloyel ToV TBavo kivduvo yia 1o
veoyévvnto. Yro Tig mpodmoféceic avtég, to Voltarol Forte dev mpémetl va epappuoletol 6to
omboc twv InAalovomv untépmv 00Te AALOD G EKTETANEVEG EMPAVELEG TOV OEPUATOC 1 VO
YPTOUYLOTOLEITAL Y10l TUPATETAUEVT] YPOVIKT| TEPi0dO (BA. Tapdypapo 4.4).

Fovomra
Agv vrdpyovv d100Eco dEGOUEVA Y10, TV TOTTIKN (PTOT) CKEVAGUATOV SIKAOPOIVAKNG KOl TIG

EMOPACELS TNG OTNV AvOPOTIYN YOVILOTNTA.
4.7 Emopacseig 6Ty IKavOTNTA 001]Y161)G KO {ELPIGHOV PUNYUVIILATOV

H tomkn epappoyn tov Voltarol Forte dev €yel kapia enidpacn otnv 1KovOTNTO 001 YNOTG KO
YEPLOUOD UNYOVILETOV.

Opog, 6tav epappoletar To Voltarol Forte o oyetikd peydieg emipaveleg dEPHOTOG KO V1oL
TOPOTEVOLEVT] YPOVIKT TEPI000 OV Umopel va amokAelchel tedeimg 1 SuvaTOHTNTO GLOTNUIKDY
evepyelmv. Ot acbeveic mov Exovv thyyo 1 dAdec drotapayéc tov K.IN.X. mpénet vo amopedyovy

TNV 001 YNGN 1 TOV XEPIGUO UNYOvNUATOV.
4.8 AvemO@ounteg evépysieg

Ot avemBOunteg evépyeleg TEPIAAUPAVOVLY NTTIEG KOL 1N TOPAUEVOVGEG OEPUATIKES UVTIOPACELG
010 onpeio EPapUOYNC. Xg TOAD CAVIEG TEPMTACELS LTOPEL VO ELOAVIOTOVV AALEPYUKESG
avTIOPAcELS.

O1 avemBounteg evépyeteg meptrapPdvovrol otov mapakdto nivako pe féon v katnyopio
0pYaVIKOD GLUGTILOTOG KOt T ouyvoTnTo Rpavions. H akdlovdn cuvinim éxet
ypnooron0el yio v tavounon T@v avemdiunTov evepyelmv: ToAD cuyvég (> 1/10),
ovyvéc (> 1/100 éwg < 1/10), oyt ovyvég (= 1/1.000 g < 1/100), omdvieg (> 1/10.000 éng <
1/1.000), moAd ondvieg ( < 1/10.000), un yvootig cuyvotntog (dev pumopel vo extiun el pe
Baon ta dbéciua dedopéva). Méoa o kKabe opdda cuyvoOTNTAG Ol AveETIOOUNTEC EMOPACELS
napovcidlovrol kot oivovsa celpd coPapdtnrag.

Katnyopia Opyavikoo AvemO@Ounreg Evépyeireg YoyvotnTa
2VGTIHOTOS

AoudEelc kat dloktovmdeg eEavOnua [ToAb omdvia
TOPUCITOCELS
Atazapagéc Tov Ayyelooion pa, [ToAv omdvieg
, vrepevarcnocio
OLVOGOTOTIKOD (cupmzpthapPovopévic T
GUOTNHOTOG iy " K
Kvidwong)
Awtapoyéc Tov AcfHua
OVOTVELGTLKOV
GLGTHIOTOC, TOL OdpoKa [ToAv ondvia
Kot Tov Lecofmpdriov
Agppatitidon
. . (ovumepriapfovopuévng e
Alotapoyéc Tov OEPHOTOG SepuoTiTIdag Emagic), Suyvéc

K0l TOV DTOOOPIOV 16TV . , .
eEavOnua, epvnua, £klepa,

KVoUOG




DuoaldmONg depuatition Xrhvieg
Avtidpaon pwtogvaicOnciag | IToAd omdvieg

Avopopd mlavoloyobuevav avemBOuntmv vepyeldv

H avagopd mbovoroyodpevov avemBOunTmv evepyelmv HETA amd T YopnyNnon doslug
KUKAOQOPTIOG TOV PUPLLOKEVLTIKOV TPOoidVTOg eival onuavTikn. Emtpénet tn cuveym
TAPAKOA0VON G| TNG 0YECTG 0OPEAOVC-KIVODVOL TOV POPLLOKEVTIKOV TPOiOVTOC. Znteital amd
TOVG EMOYYEANATIEG VYELONG VO AVOPEPOVY OTTOLEGONTTOTE THAVOLOYOVUEVES AVETBOUNTES
evépyeleg otov EBvikd Opyaviopud Poppdakov.

EBvikog Opyaviopog @appdxmv
Meooyeimv 284

GR-15562 Xolapyog, Adnva
TnA.: +30 21 32040380/337
dag: + 3021 06549585
Iototomog: http://www.eof.gr

4.9 Ynepdooolroyia

H yopmAn cvetnukn amoppo@non g Tomka epapprolopevne dikhopaivakng kabietd omifavn
TNV VIEPSOGOAOYIaL.

061660, OvVETIOOUNTEG AVTIOPAGELG TOPOUOLES LE OVTEG TTOV TAPATNPOVVTOL UETH 0T
VIEPO0GOAOYiN pe dtokia Sikhopatvdkng etvar duvatdv vo, eueoviotody edv to Voltarol Forte
katomobel (1 coinvépro 50 g mepiéyet o 16odvvapo 1 g vatplodyov StkAoAvAaKNg).

2V mepintmon akovo10G KOTATOONG, LE OTOTEAECO ONUAVTIKEG GUGTNUIKEG AVETOVUNTES
EVEPYELEC, TPETEL VAL YPNGIUOTOLOVVTOL YEVIKG OEPATELTIKA UEGO Y10 TNV OVTIUETOTION
dnintnpioong pe MEA®. H nepartépo ovTHeETOMIO TPENEL VAL YIVETOL OIS VTOSEKVOETL
KAMVIKA 1] Onog cuviotdtan omd 1o Kévipo AnAntmpidcewv.

Tnrépmvo «Kévrpov Anintypracewvy»: 210 7793777

5. OPAPMAKOAOTI'IKEX IAIOTHTEX
5.1 DoppoKOOVVUPIKES 1O1OTNTES

DdappokobepamenTikn Katnyopio: AVIIPAEYUOVAON CKELAGUOTO, 1] OTEPOELT| Y10, TOTIKN
xpNon, kwdwog ATC: MO2AALS

Mnyaviopog dpdong Kot @opuakodvvautkés emdpaoels

H duchoparvdxm etvar €va 1oyvpd MEAD g ATOTEAEGUOTIKES OVOAYNTIKES, OVTIQAEYHLOVDOELS
KoL OVTUTLPETIKEG 1010TNTEC. H Bgpamevtinn dpdon g StkAo@avakg opeileTal Kupimg otV
OVOOTOAN TNG cLVOESTG TV TPOoGTAYAUVOVAOV amd TNV KukAo-o&uyevdon 2 (COX-2).

To Voltarol Forte amotelel avTipAeyLOVOIEC KOl OVUAYTTIKO GKEDOGUA TOTIKNG YPNONG. 2€
(QAEYHOVT] Kol TOVO TPOVUOTIKAG | PEVUATIKTG attiodoyiag, To Voltarol Forte avakoveilel amod
TOV TOVO, LELMVEL TO OIONUML, PEATIOVEL TNV KIVITIKOTNTA TOV AGHEVOV Kol EALUTTAOVEL TOV
¥POVO ETAVOSOV GTN PLGLOAOYIKN AELTOVPYIA.

Ye pio peAétn oty onoia Ehafav puépog acbeveic pe ddotpeppa aotpaydiov (VOPO-P-307),
10 Voltarol Forte pieiwoe 6TATIOTIKA GNUAVTIKA, GUYKPITIKE [LE TO EIKOVIKO QAPUOKO, TOV TOVO
Katd tnv kivnon (ue Paon petpnoeig oe pia 100 mm Visual Analogue Scale (VAS)) evtodg

3 nuepav amd v Evapén g Bepaneiag, cupmeptAapfovoréveoy Tmv actevdy e aAyog
woyvpng évtaons. Emmpdcbeta, n Oepancio pe Voltarol Forte feltiooe oTaTIoTIK®OG OMUOVTIKG
N Agrtovpyia g apBpwong Tov actpaydiov evtdg 3 nuepmv and v Evapén g Bepaneiog.




AOY® NG VOUTIKNC-AAKOOAOVYOV GVOTOCNG TNG, 1 YEAN Voltarol Forte &xet emiong
KOTATPADVTIKY KoL OpOGIOTIKT OpAscT).

5.2 D opPOKOKIVITIKES LOLOTNTES
Amoppoonon

To moc6 SikAo@avaKng mov amoppopdrtol péca omd o dEpua eivar avaloyo Tpog TV
EMPAVELX TOV OEPUOTOG OV KoAvTTeTal e Voltarol Forte ko e&aptdton amod tn cuvolikn 860
mov e@apuoletal kot tov Pabud evuddtmong tov dépuatog. H amoppdenon avépyetar o€
nepimov 6% g 060mMg TG ditkAopavaxng petd amd Tomikn epappoyn Voltarol Forte 2%

(2 emodeiyeig/muépa) oe mepimov 400 cm? Sépuotog ko N £KTOOT TG GLOTNUIKHG kOgoTC,
omwg kabopiletar omd T GVYKEVIPWOOT SUKAOPOIVAKNG GTO TAAGHO, NTAV 1IGOSVVOLT LE T
dukhopovaxn 1% (4 emareiyeigmuépa). H oxetikn Prodiadesildmto g Sukhopaivakng
(avaroyia AUC) 1o to Voltarol Forte évavtt tov diokiov tov 50 mg Ntav 4,5% katd v
nuépa 7 (Yo 1codvvaun 66om vatprovyov dikhoeavaxng). H aroppognon dev tportonoOnke
070 EMIOEGLO JAMEPOTO TNV VYPAGIO KOl TOVG ATHOVG.

To Voltarol Forte 2% mepiéyet évav evioyvt damépaong (0,75% elaikn olkooAn). Avti n
ovvBeon cvykpidnke pe to Voltarol Emulgel 1% og pia in vitro peiétn damépaong tov
PPAYHOD TOV SEPUATOG OOV KoL Ta §00 £QapUOGTNKAY O¢ £@amas 0on Tov 20 mg/cm?. To
gupnuaTo £0e1EaV mEPImoL TPELC POPES LYNAOTEPT ABPOLOTIKY| S1AMEPAOT TOV OEPUOTOC OO TN
Sukhopavaxn yio. to Voltarol Forte 2% (6,11 £ 1,27 pg/cm?) og cOykpion pe to Voltarol
Emulgel 1% (2,07 + 0,38 pg/cm?) petd and 24 dpec. Avtd 10 0motéhespo. emavolfeOnke oe
GAAN perétn (mepimov 2,6 popéc vynAotepn abpototikn domépacm). Otay Eywve dtopBwon wg
TPOG TN SO0 TNE SIKAOPAVAKNC TOV EPUPUOGTNKE, 1| aBpoloTikh dtomépact yia to Voltarol
Forte 2% eivon mepimov 1,5 popd vymAdtepn amd avti tov Voltarol Emulgel 1%.

Kotavopn
Metd and tomkn yoprynon Voltarol Forte otig apOpmaceic Tov yeptod Kot Tov YOVaTOC, 1

Stk oPavakmn peTpndnke oto TAdoua, oToV apBpicd 16Td Kot 610 apbpicd VYPo. Ot HEYIoTES
OLYKEVTPMGELC SIKAOPULVAKNG 6TO0 TAAGO LT o Tomikn yopnynon Voltarol Forte gival
nepimov 100 popéc yapunidtepeg amd 6,Tt Petd amd Yoprynon id61ag TocoTNTUG SIKAOPUIVAKTG
ar6 to otopa. To 99,7% g SIKAOPAIVAKTG OEGUEDETAL OTIC TPMTEIVES TOL 0POY, KUPIMG G
Aevkopativn (99,4%).

H duchopaivakn cuocwmpedeTal 610 dépLa, To 0moio Agttovpyel cov deSapevn an’ 6oV
VILAPYEL GLVEYNG ATEAEVOEPMON TOL PAPLAKOV GTOVE VIOKEIUEVOLS 16TOVG. ATO EKEl, N
SIKAOPAIVAKT) KATOVEUETOL EMIAEKTIKA Ko dtortnpeitan oTig fabiég pAEYUOVEC TOV 10TOV (OTTMC
o115 apBpmdoelg) Kat Oyl 6TV KukAopopia Tov aipatog. H dikhopavakn Bpicketarl 6tovg
10TOVG GE GLYKEVTIPMGELS £0G 20 pOopEG LYNAOTEPES OO O,TL GTO TAGGLO.

Buopetaoymuotiopdg

O BlopetacynuUatiopog TG SIKAOQAIVAKNG TEPTAAUPAVEL TN YAVKOVPOVISI®GT TOL LOoPIov KoL
KUPIOG To GTASLOL LOVIG KO TOAAATANG VOPOELAMMGTG TOV 06N YOVV GE TOIKIAOVG QPUIVOAIKODG
HeTaPOoAITEC, 1| TAELOYN 10 TOV OTOI®V LETATPETETOL OTT] GUVEYELD GE YAVKOVPOVIOIWUEVOL
oOUTAOKO. AVO 0td TOVG PAVOAIKOVG UETAPOAITEG eivar Blodoyid evepyol, GE LKPOTEPO OU®G
Babuod arnd ™ dtkhoparvakr.

Amofol

H ocvvolikn| cuotnukn kdBapon e dikhopaivakng amd to TAdoua eivar 263+56 mL/min. O
TeEMKOG xpovog nuicelag (mng oto TAdoua etvar 1-2 dpeg.

Téooepig amd Tovg petafolrites, CLUTEPIAAUPAVOUEVOV TOV dVO dPACTIKMV, EXOVV EMIGNG
oLVTOpOLG Ypdvoug Nuicelg Long oto midoua (1-3 mpeg). ‘Evag petaporimg, o 3-udpo&u-4-
peboéu-duchopaivai, £xel TOAD peyadvtepo ypdvo nuicelag (owng oto TAdopa, aAAd ivan
TPKTIKE adpavic. H dukhopavakn kat ot petaforiteg g amekkpivovol Kupimg omd to ovpa.



Eidikoi wAnboouoi

Negpikn kai nrotikn ovoAeitovpyio,

e ao0eveig e EKTTOON TN VEQPIKNG AELTOVPYING OEV AVOUEVETOL KO[LE GUCCMPELGN TNG
SKAOPAIVAKNG KOl TOV HETAUPOATAOV TNC.

Y& aoBeveic pe xpovio NIOTITION 1] U OVTIPPOTOVUEVT KiIpP®OT), 1] KIVITIKY KOl O
UETABOAIOUOG TG SIKAOQAIVAKNG gival 1010 pe ot Tov acbevav yopic nrotikés acéveiec.

53 [poxivikd dgdopéva Yo TNV a6QaALEL0,

Ta pun kKhvikcd dedopéva amd UEAETEG TOEIKOTNTOC, HETH OO EPATOE Kot emavOlapPfavopevn
0001, OMMOC Kou amd UEAETEG YOVOTOEIKOTNTOG KOl KOPKIWVOYOVOL OpACTC TOL £Yvov e
dtkAopavakn, Ogv amokdAvyay 1Wwitepo Kivouvo Yo Tov AvOpOTO GTN CLVIGTOUEVN
Oepanevtikn docoroyia. TTowkideg peléteg éxovv deilel kaAn avektikodTnTo ToL Voltarol Forte.
Agv  vmple mbavommro owrtotofikdtntag wour to  Voltarol Forte dgv  mpokdieoe
gvailsOnromoinon tov dépuatoc. Agv vifpEav otorygio OTL 1 dStkAoPovékn TPoKoAel LetwpEVN
yoviudtnra o€ dppeveg Kot ONAELS apovpaiovg.

Agv vip&e amddeEn 0TI 1) SIKAOQUIVAKT EYEL TEPATOYOVO OPACT| GE TOVTIKLA, OPOVPAioVs 1)
KovvéAa. H avantoén tov epufpdov mpty, katd Kot HeTd TNV KOO dev ENNPEGOTNKE.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Katdroyog ekdoymv

BovtvAiopévo vdpo&u-torovdiio

KapPopepr

Kompuiikoi/kanpikoi kokobAeoTépeg

AwoBoiapivn

Ioompomvitkn aAkooAn

Yyp1 mopapiv

Kntooteatviikdc aibépag morvaifuievoyAvkoAng

E)laikn aAkooin

[Ipomvievoylvkoin

Apoua eukaAOTTOL (TEPLEYEL TAL OAAEPYIOYOVA BEViLMKT aAKOOAT, KITPAAN, KITPOVEAAOAN,
Kovpapivn, d-AMpovévio, EuyevOAn, YEPOVIOAT], AvoloOAN)
KekaBappévo 0dwp

6.2 Acvppatotnreg

Kopio yvoort.

6.3 Avdpkera Comg

Tpia €.

6.4 Iowitepeg TPoPUAAEELS KaTA T @VAUEN TOV TPOIOGVTOG
Noa un puAidocetol oe Beppoxpacio peyorvtepn tov 30 °C.

6.5 DYHo1N KOl GLOTATIKG TOL TEPLEKTN

ZoAnvaplo ahovpviov pe avTikoAANTd eOALS TAaotuko (laminated) (low density
polyethylene/ aluminium / high density polyethylene (ecwtepikn enévovon) 6 XA LE OUO



amo high density polyethylene kot epayf acporeiog. To coAnvaplo eépet BdmTd ThU amd
TOAVTPOTVAEVIO, TTOL PEPEL E101KT €60y TNV e&mTeptkn TAgLPA. [Ipv TNV Tpd TN YP1ioN, N
epayn aceaAreiog apaipeital Tpocappolovtog otny eEMTEPIKN EG0YN TOV TMOUOTOG KOl
otpifovroc.

>vokevaocieg: 50 g, 60 g, 100 g, 120 g kon 150 g.

[Mactikomoinuévo coAnvaptlo aiovuviov (laminated). To coAnvdaplo pépet Kamdkt yio E0KOAO
avorypa (flip-top) amd molvmpomvAévio pe kKaivppo omd Beppomhacticd eractopepovs. To
TOHO PEPEL Ppayn ac@areiog oe kKdbe TAELPA.

Yvokevacieg 100 g, 120 g kot 150 g.

Mmropet va, unv KuKAOQOPOLY OAEG Ol GUCKEVAGIEC.

6.6 Idwitepeg TpoPUAAEELS ambppLYN S

Kopia 18k vroypéwon yio amdpprym.

7. KATOXOX THZ AAEIAY. KYKAO®OPIAX

Haleon EALGc Movorpocmnn Avaovoun Etaipeia, e dtokprrikd titho Haleon EALGG
A. Knoiolag 274

XoAavopt 15232

Abfva, EALGSa
TnA. 210 2217200

8. APIOMOZX AAEIAY KYKAO®OPIAXZ

133746/22-11-2019

9. HMEPOMHNIA IMTPQTHX ET'KPIZHX / ANANEQXHX THX AAEIAX
Huepounvia tpodng £ykpiong: 3-4-2013

Hpepopnvia tekevtaiog avavémong: 23-9-2019

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY



MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Voltarol Emulgel 1% w/w yé\n

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Kd&Be g yéing Voltarol Emulgel mepiéyetl 11,6 mg dtoaBvloppoviovyon StIkAo@avaKnc, To omoia
avtietotyovv o€ 10 mg vatprovyov dikhopavakng (1% w/w).

"Exdoya pe yvoortr dpdon:

H yéAn Voltarol Emulgel mepiéyel 50 mg/g mpomuAevoyAvKOANG Kot GpmL TOV TEPIEYEL TO.
arepyroyova Beviulikn aAkooin, Bevioiko PevivAieatépa, KITpdAN, KitpoveALOAN, Kovpapivn, d-
AMUOVEV1I0, EVYEVOAT], POPVEGOAT], YEPOUVIOAT KOL AIVAAOOAT).

IMa tov mpn KatdAoyo tov ekddywv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

I'é\n
A€UKN £®C VTTOAEVKT|, OLLOTOYEVG, KPEUDOOVG VONC YEAT.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikéc gvocielg

Zovurtwuotiky Oepomeio twv.

- MEeTOTpOuHOTIKOV PAEYLOVOV TOV TEVOVI®V, TOV GUVIEGU®V, TOV LUAV KOl TOV 0pfphoemy,
ov opeihovion .. o€ dooTpéppata, eapbpnuata, OAdcELC.

- Eviomiopévav exdnimcemv TafoloyiKOV KOTUCTACEDY TOV LOAAK®Y HOPimV
(tevovtoBvloxkitida, opoPpayidovio cuvdpopo, Buiakitida Kot Teplapdpitidn).

- Eviomiopévav exdnimcemv ekpuMoTik®v opbportabeidv (ooteoapdpitidn TV TEPLPEPIKOV
apBpdcE®V Kol TS GTOVOVAIKNG GTAANG).

4.2 Aocoloyia kol TpéTOg YopnyNoNns

AocoAoyia

Evilikeg xaa épnfor 14 etapv kor dve

To Voltarol Emulgel npénet va epappoletal otnv ndoyovca meployn 3-4 eopég Tnv NUEPQ Kal Vo
emodeipeTon pe ehappd evipPn oto 6épua. H mosodtnta mov ypetaleton e&aptdton amd to péyebog
g en®dvvng TEpLoyNs: 2 g émc 4 g Voltarol Emulgel (mocdtnrta mwov kopaiveton oe péyebog amod
éva kepGiotl £m¢ éva kapvdt) emapkody yia TN Oepameia meproyfig nepimov 400-800 cm?.

Miapreia Ospaneios

H dudpketa g Bepaneiag e€aptdtal amd v EvOelsn Kal TNV KAVIKY avTOTOKPLo.



To Voltarol Emulgel dev npémnel va ypnoyomoteitat yio teptocdtepo omd 14 nuépec, ektog G
GLUVICTATAL OO 10TPO.

Edv n xatdotaon dev onueidoet fedtioon 1 edv emdevmbel eviog 7 nUepOV amod Ty Evapén g
aywyng, ot acteveig Ba Tpémel vo cLUPOLAEVTOVY TOV 1UTPO TOVG, DGTE VO ATOKAEICEL L1
EVOALOKTIKT VTOKEIEVT attio TOV TOVOV.

Houdrazpikog ninBoouog

Agv vIapyoVV EMOPKT OEGOUEVO OVOPOPIKA LLE TNV OTOTEAEGLLATIKOTITO KO TV AGQAAELD GE
TodLd Ko eprBouvg Katm Tmv 14 etdv kat avtevdeikvotar n xprion tov. (BA. eriong mapdypopo
4.3).

e epnBoug 14 etdv kal dvm, €0V amatteitol xpnon Tov TPOIOGVTOC Yo TEPICCOTEPES TMV 7 NIEPDV
Yl TNV OVOKOVPICT) TOV TTOVOL 1 €AV TOL CUUTTMOUOTO EMOEWV®OOHV, cLVIGTATAL 0 AGOEVIG 1) O1

KNOEUOVES TOV Vo {1TAGOVV T1 GUUPBOVLAN 1 TPOV.

Hlmawuévor aobeveic (avo twv 65 etwv)
Epappoletor n ocuvinng docoroyia tov evniikov.

Hrorikn avemdpkera
Mmnopet va, xpnowporon et 1 cuviOng docoroyia tv evniikav (BA. Tapdypago 5.2 ).

Negpixn dvoiertovpyio,
Mmnopei va ypnowporon et 1 cuviOng docoroyia tv evniikav (BA. Tapdypago 5.2 ).

Tpdroc yopynong

INo deppotikn ypnon povo.

Metd v epappoyn:

- TOL YEPLOL TPETEL VOL OKOLTTIGTOVV UE T.Y. VO ATOppopnTIKO YopTi (dev Tpémel va etvar vypd
HovTNAGKLO) KOt LETA VO TAEVOVTOL, EKTOG OV ALTE amoTeEAOVY TV VIO Bepomeia meproyn. To
amoppoeNTKd yopti Bo TPETEL VO ATOPPITTETOL GTO OIKLOKA OTOPPILLOTA LETE T XPTON.

- o1 aoBeveig Tpémel va Tepuévouy uEypL va oteyvaoet To Voltarol Emulgel wpwv amd to vrovg 1
TO UTTAVIO 1] TO TADGIUO OTOLOVONTOTE CNUEIOL TOV GMUATOG TOV TEPIAAUPAveL TNV VIO Bepamneio

TEPLOYN.

4.3 Avtevositeg

o  YmepevaoOnoio 0T SPUGTIKH 0LGIN 1) GE KATO0 OO TO EKO0Y0 TOV OVAPEPOVTOL GTNV
Tapaypapo 6.1.

o AocbBeveig 6TOVG 0TOI0VE TO AKETVAOGOAIKVALKS 0&D 1} 1) povTtpo@aivn 1 GAAM |11 GTEPOELON
avTIpAEY oV dN pdppoka (MEAD®) tpokoiodv dobua, ayyslooidnua, kvidwon 1 o&eia
pwitida.

e Kartd to tehevtaio tpipnvo g kKdnong.

o Avtevdeikvoton 1 gprion og Toudid Kot pnPovg nkiog pkpdtepng tov 14 etdv.

4.4 E1d1kég mpogidomonjoelg kot mpo@uidiers katd t ypion

H mBavomra vo epeavioTody GLGTNUATIKEG AVETIODUNTES EVEPYELEC UE TNV TOTIKY EQAPUOYN
OIKAOPAIVAKNG EIVOL LIKPY] GE GUYKPLOT| LLE TI) GLUYVOTNTO TOV OVETIOOUNTOV EVEPYELDV IE TNV per
0s yopnyoduevn duckoparvakn. Otav to Voltarol Emulgel epappoletor og peyaivtepn d6om kot
Yo LEYAAVTEPO ¥POoVIKO dtdoTna amd 6,1l cuvietdtol (BA. mapdypapo 4.2), npénet va eEetdletal
N TOOVOTNTA ELPAVIONG CLGTNUATIKOV AVETIOOUNTOV EVEPYEL®V (TOV oyetilovTal e T ¥pnon
TPOTOVTOV SIKAOPAIVAKTG Y10l GUGTIUOTIKY Yopnynon). 't avtd n yoprynon mpénet va, yiveton pe



TPOGOYN GE VEQPIKT| KOl NTTOTIKT AVETAPKELD, Bapld VITOTPMOTEIVALLLLN, APTPLOKT VTEPTOO,
LOYOLUIKT Kopdlomdbelo, Gokyapmon SN, ETANYia, TaPKIVGOVIGUO, YOXWOOIKESG SLOTAPAYES,
AavBavovceg 1 un AotUoEELS. Xe TePInTMOOT OV YIVETOL TETOLN YPT|ON, TPETEL VO, GUUPBOVAEVTEL
KOAVELG TIG TANPOQOPiES TPOIOVTOG TV GUGTNLATIKAOV LOPOOV TNG OIKAOQALVAKNG,.

To Voltarol Emulgel npénet va epapuoletor povo og vyieic kot AOIKTES EMUPAVELEG OEPUATOG KOl
Ol € OVOIKTEG TANYEG 1 TpavpaTo. Agv emTpénetal va EABEL GE MO [LE TO LATIO 1] LE TIG
peuPpdiveg Tmv PAEVVOYOV®OV.

Agv mpémel va AopPaveTotl amd 1o GTOUA.

To Voltarol Emulgel dev npémnel va cuyyopnyeital pe dAlo mtpoiovta dukchopavaxkng 1 pe MEZAD
07t0 TOV GTOUATOC, KAOMC 1) GLYVOTNTA OVETIBOUNTOV EVEPYEIDV, EOIKH TV GLGTILOTIKOV
avemBountov evepyeldv, umopel va avéndel (BA. mapdypapo 4.5).

Awkoyte ™ Bepoameio av avamtuybel deppaticd eEAvOnUo LETA TNV EPAPUOYT TOV TPOIOVTOG.
To Voltarol Emulgel pmopei va ypnopomombei pe eAactikong entdécpovg 1 Al péca
nepideoNnc, Oyl OLMG KAT® 0md 0EPOCTEYEIC EMOEGLLOVG.

H meproyn tov dépuatog 6mov epappoletar to Voltarol Emulgel dev mpénet va ektibeton oto
NAMoK6 PmG, OoTE Vo Pelmbel 0 Kivouvog ELEAVIoTNG aVTIOPACEDY POTOELUICONGIG.

Mnpo@opisg oyeTIKG pPE TO KOO0,

To Voltarol Emulgel mepiéyet mpomuAevoyAvkoAn, Tov Umopel vo TPOKOAECEL SEPLOTIKO EPEOIGLO.
To Voltarol Emulgel mepiéyet dpmpa pe adiepyloyova (Pevoiko Pevivieotépa, feviviikn
OAKOOAT, KITPAAN, KITPOVEALOAT, KOLLOPTVT), d-ALOVEVIO, EVYEVOAT], POPVEGOAN, YEPOVIOAT,
AMvaAOOAN), TO OTTOl0 UTOPEL VO TPOKOAEGOVY OALEPYIKES OVTIOPACELS.

4.5 AMMAemopdosig pe GAL QOPUUKEVTIKG TPOTOVTO KoL GAAES HOPPES
alinieniopaong

Koabmg 1 cuotnpatikn amoppoenon g SIKAOQAIVAKTG LETA 0t0 TOTIKT EQUPLOYN Eival TOAD
LKPY], O KIVOUVOG OYETIKMV OAANAETIOPACGE®Y Etval PiKpAC.

Y& yopiynon amé Tov 6TONATOS EYovy TapaTN POl TO KATOOL:

H ducdhoparvaxn avaotéAAel T GLUYKOAANGT TV OUOTETAAI®Y, 1] GUYYPOVN XOPNYNOT LE OO TOV
GTOUOTOG AVTITINKTIKG EMPAALEL TN GLYVI TAPOKOAOVONGN TG TNKTIKOTNTAG TOV GULLOTOC KO TNV
avAA0YN TPOGOPLOYN TNG OOGEMC TOV AVTITNKTIKMDV.

Mmopel va avénoet v to&wotnta g pebotpegang, tng dryo&ivng Kot tng KukAosmopivig.
Avavet ta emineda Kot T0 evOgOHEVO TOEIKNG dpdcemg Tov Abiov.

Mmropei va, emnpedcel T OpaoT NG VGOLAIVIG KoL TOV 0O TOV GTOLOTOC OVTIOWPNTIK®Y Kot 1
GUYYPOVN YOPNYNOT TOVG EMPAALEL TN GTEVOTEPT TOPOKOAOVONOT TNG YAVKALUIOG TOV acBgvoc.
Epmodier  dpdon tov dtoupnTik®dv Kot 1 cOyYpovn XopNynor ov&avet tov kivouvo g
veppoto&ikotntag. H cuyypovn Ay pe KOAOTPOGTATEVTIKG S100pNTIKA UTOPEL VoL TPOKUAEGEL 1
Vo emTeivel TNV vaeproAtopio. Opoimg 1 GOYYXPOVN YOPTYNOT LE AVOGTOAEN TOV UETATPETTIKOD
evQOOoL TNG ayyeloTacivng avEAveEL TOV Kivouvo Tng VEQPOTOEIKOTNTAS KO TG VIEPKAALOLUIOG.
Mmnopel v, LELDGEL TNV OVTIWTEPTAGIKT OPACT) TOV B-0VAGTOAEMY KOl TOV AVAGTOAEWV TOL
UETATPETTIKOV eVDUOV TG ayYE0TAGTVNG. Me Tig KIVOAOVEG Umopel Vo, TPoKaAEGEL oacuovg. H
GUYYPOVN XOPNYNOT LE KOPTIKOELDN QLEAVEL TOV KivOUVO EEEAKMGEMV KOl LILOPPAYIDY TOV

YOG TPEVTEPIKOD CMOANVAL.

To akeTvAocaAKVAIKS 0&D ekTomilEl TN StKAOPAIVAKT 0Td TIC BEGELG dEGEVONC TG KoL
avTeVOEIKVLTAL 1] GUYYPOVI ANYN TOVG, OTTMG KOl 1] GVYYPOVN AQYT dAAoYV MEAD, yroti avédvel o
kivouvog TV avemBountov evepysidv. H yoleotupapivn Kot 1 KOAEGTITOAN LEUDVOLV TN
Broduebeotudra g amd ToL GTOUATOG XOPTYOLUEVTS dtkhopatvakne. H piconpoatoin
xopnyovuevn oe peydieg d0celg mbavov va petmvel v AUC ¢ dSikhopaivakng Kot va au&avet
T ovuyvoTNTa Kot T PapyTnTo TV AveTBOUNTOV EVEPYELDV TNG OO TOV YOOTPEVIEPIKO GCOANVL.

4.6 TCovipotnta, kinoen kot yarovyio



Kvnon

H ocvotpotiki ouykEévipwon g SIKAOQAIVAKTG Eivol YOUNAOTEPT UETE OO TOTIKY| EQOPLOYN
GUYKPWVOLEVN LE TOL OKEVAGHATO TTOV Adpfdvovtal and to oTtopa. Me avapopd otny eumelpia amod
™ Bepamneia pe MEAD e GuoTNUIKT amoppoOPn o Tpoteivovtal To akdAovda:

H avactoAr g 60vBeong TV TpooTayAavovedy Umopel vo exnpedost apvnTikd Ty KOnomn Ko
TNV ovamTuén Tov epPpvov. Ztoyyeio omd emdNUIOAOYIKEC LEAETEG delyvouv avénuévo Kivouvo yia
amoPoAn Tov eufpvov Kot Kapdlakn SveHOPEIn KOl YOUGTPOGYLIOTIO HETA OO YPNOT VUG TOAEWV
TOV TPOCSTAYAAVOIVOV OTA 0pyIKd oTdd10 TG gyKuposuvng. O amdilvtog Kivouvog yio
Kapdloyyelokég Svouopeieg avéndnke amd Ayotepo and 1% oe mepimov 1,5%. O kivévvog
moteveTol OTL av&aveTot pe T do6om Kat T dudpkela g Oepaneiog. Xe nelpapotolma, 1
YOPNYNON TV AvVaSTOAE®MY GUVOEST|G TNG TPpOooTAYAXVOivG £xEL deryOel OTL £xEl WG amoTéEAET L
aLENUEVO KIVOUVO OTTMAELNC TPV KO UETE TV EUGVTELGT] TOV YOVILOTOMUEVOL maPiov Kot
Oavarto tov guPpvov. Emmpocherta, £xovv avaeepbei avénuéva Teplotatikd Siapopmv
SUGUOPPLDV, CUUTEPIAUUPAVOUEVOV TV KOPIIAYYELUKMY G TEPOUATOL®O GTO 0Tl
xopnynonkov avactoleic cHvOeonC TPOSTAYAAVIVAOV KATA TN JdpKELD TNG TEPLOSOL TNG
0pYyOavVoYyEVEGNG,.

Kotd ™ dibpkela Tov Tp®@TOL Kot SEVTEPOL TPIUIVOL TNG EYKVHOGVUVIG, 1 SIKAOQAIVAKT] dgV
TPETEL VO YOPNYELTAL EKTOG Kal av Eivar amoATeg anapaitnto. Edv n dikhopatvakn
¥pMNoLomTolEital 0md yovaikeg Tov pootadodyv vo GuALGBoVY 1 Tov PpicKovTal GTO TPAOTO 1| GTO
OgvTEPO TPIUNVO TNG EYKVHOGVVNG, 1) 0OCT TPEMEL VO AT PEITOL OGO TO dSUVATOV TLO YUUNAT] KoL
N dudpkela g Oepameiog 660 T0 duvatdv To GOVTOUN.

Kotd m dibpkela Tov Tpitov TpURvoL g eYKLHOGUVS, OA01 Ol avacToAElc cuVOeEoNG TV

TPOCTOYALOVOVAV Pmopel va ekBEGoLV:

T0 éuPpvo ce:

- kapdlomvevpovikn ToEIKOTNTA (e TPOMPO KAEIGIHO TOV APTNPLEKOD TOPOL KO TVEVLOVIKY|
VIEPTOOT)).

- veppikn dvoAertovpyio mov pmopel va eEelMybel o VEQPIKT AVETAPKELL LUE OALYODOPAUVIO.

TN UNTEPQ Kot TO VEOYVH, 6TO TELOG TNG KUNGOMG, OE:

- mBovn TePATUGT) TOL XPOVOL CLUOPPAYING, VO OVTICVCOMPEVTIKO ATOTELEGILO TOL UTOPET
va. TpokAnbei axopa kot 6€ ToAD PIKPEG OOGELC.

- OVOOTOAN T®V GLGTAGEMV TNG UNTPOG TOL £X0VV MG ATOTEAEGHA KaBuoTEPNUEVO 1)
TOPOTETAUEVO TOKETO.

ZUVETMC N YPNOT TNS OIKAOQOVEKNC AVTEVOSIKVLTOL KOTA TO TPITO TPIUNVo TNS EYKLULOGOVTC.

Oniacpodg
Onog kot dAho MEAD, 1) SIKAOQPAIVAKN OTEKKPIVETAL GTO UNTPIKO YA GE UIKPEC TOGOTITEC.

op’ 6Aa awtd, oTig Bepamevticég dooelg Tov Voltarol Emulgel dev avapévovron enidpacelg oto
nwpo mov ONAalel. Adym g EAAeYNC EAEYXOUEV®VY HEAET®V o€ ONAdlovoeg unTépeg, To TPOidY
TPETEL VAL YPNCLUOTOLEITOL KOTE TN O1dpKELD TOL BNAAGLOV PdVo HeTd amd GLUPOVAT 1TPoD Kot
UOVO €0V TO OVAUEVOUEVO OPELOG dtKatoAoYel ToV TBOVO Kivouvo Yo To veoyEvvnto. Y7o Tig
npodmobéoeic avtég, To Voltarol Emulgel 6ev mpénetl va epappoletal oto otbog tmv
OnAalovcmv uNTéPV 0VTE OAAOD GE EKTETAUEVES ETLPAVELIEC TOV OEPLUTOC 1| VAL YPNOULOTOLELTOL
Y10 TOPOATETAUEVT XPOVIKY TEPiodo (PA. mapdypopo 4.4).

Fovomra
Agv vapyovv SLoBECLO SEGOUEVA Y10 TNV TOTLKY| YPNOT] GKEVAGLATOV SIKAOPOIVAKNG KoL TIC

EMOPACELS TNG OTNV aAvOPOTIYN YOVILOTNTA.

4.7 Emopdacseig 6Ty IKavOTNTA 001]Y161)G KO {ELPIGHOV PN UVIILATOV



H tomkn epappoyn tov Voltarol Emulgel dev €yet xapio enidpacn oy tkavoTnTo 001yNog Kot
XEWPIOUOD Unyavnuétoy.

Ouwg, 6tav epapuoletar to Voltarol Emulgel o€ oyetikd peydieg emipavelec dEpUOTOS KoL Yid,
TOPOATEVOLEVT YPOVIKT TTEPI000 deV UTOPEl Vo omoKAEIGOEL TEAEIMC 1 SLVATOTNTA GLOTN UKDV
gvepyeimv. Ot acBeveic mov £yovv iAtyyo 1 diheg dratapayég tov K.IN.X. mpémet va amopehyovy

TNV 0dNYNoN 1 TOV YEPIGUO UNYOVIUATOV.
4.8 AvemOOunTeg evépysieg

O1 avemBounTeg evépyeleg TePIAOUPAVOLY NITIEG KO UN TOPAUEVOVGEG SEPUUTIKES OVTIOPAGELS
070 onueio EPOPUOYNG. X€ TOAD CTAVIEG TEPUTTMOCELS UTOPEL VAL ELPOVIOTOVV AALEPYIKES
avTIOpAcELS.

O1 avemBounteg evépyeleg TepLoUPAvVoVTaL 6TOV TAPUKAT® Tivako pe Baon v katnyopia
0PYOVIKOD GLGTHIOTOC Kol TN GV VOTNTA EUPavionc. H axdiovdn cuvOnkm éxet ypnopomomOei
v TNV TeSvOUN o TV avemBOUNT®V gvepyeldv: moAd cuyveis (= 1/10), cuyvég (= 1/100 ¢wg <
1/10), 6y cuyvég (= 1/1.000 émg < 1/100), ordvieg (= 1/10.000 £mg < 1/1.000), ol ordvieg (<
1/10.000), un yvoothg cuyvotnrag (dev umopei va extiundei pe faon ta dtbéoipa dedopéva).
Méoa og kdfe opdda cuyvotnTag o1 avemBOuNTES EMOPATEIS Tapovsidlovtal katd eBivovoa
oglpd coPapoTnTag.

Katmyopia Opyavikoo AvemO@ounteg Evépyereg YoyvotnTo
YvoTiHoTog

Aouméeig kot Ddrvktavmoeg e&avOnua [ToAv omdvia
TOPUCITAOGELG

Awotapoyég Tov Ayyerooidnpua, IToA0 omdvieg
OVOGOTOLTIKOD vrepevatcncio

GULOTNLOTOG (ovumepriapfoavopuévng e

Kvidmong)

Awtapayéc Tov AcfHua [ToAv ondvia
OVOTTVELGTIKOD GUOTHLOTOC,
ToL BdpOKO KoL TOV
pnecobwpdxiov
Awtapayéc Tov dEPUATOG Agppotitidoa Xoyveég
K0l TOL VTTOSOPLOV 1GTOV (cvumepriapfovopévng g
depUaTITIONG ETOPNG),
e&avonua, epvdnua, éxlepa,
KVIOUOG
DuoardmoNg depuatition Xrdvio

Avtidpaon pwtogvaicOnaiog

TToA0 ondvio

AloOnua kavcov otn Béon
£apuoyng, Enpodeppia

Mn yvooti

Avaopd mtfoavoroyoduevev avemBountwyv eVEPYEIOV

H avaeopd mBovorloyoduevov avemiBountomyv evepyeidv HETE amd T xopynon Aoeog
KUKAOPOPIOG TOV POPLOKEVTIKOV TPOTOVTOG lvan onuavtiky|. Enttpénetl tn cvveyn
TopaKoAoVON T TG GYEoNG 0PELOVG-KIVOHVOL TOV PUPLOKEVLTIKOV TTPOidVTOC. ZnTeital amd Tovg
EMOYYEALLOTIEG VYEIOC VO AVAPEPOVY OTTOLEGONTOTE TLOAVOAOYOVLEVES AVETIOOUNTEG EVEPYELES
otov EOviko Opyaviopd Goapudkwmv:

EBvikog Opyaviopog @apudrkov



Meooyeimv 284

GR-15562 Xolapyog, Ava
TnA.: +30 21 32040380/337
@a&: + 302106549585
Iototomog: http://www.eof.gr

4.9 Ynepoocoroyia

H yapmAn cvotnukn amoppoenon g Tomika epoppolopevng dikhopaivakng kabiotd amifavn
TNV VIEPSOGOLOYIaL.

Qo1660, ovemBOUNTEG OVTIOPAGELG TAPOUOLES [LE OVTEG TTOV TTOPATNPOVVTOL PETA OO
vepdocoroyia pe dtokia dSukhopatvdkng etvar duvatdv va epeavietovy dv to Voltarol Emulgel
katoamwodel (1 coinvapto 100 g mepiéyet 10 16000vapo 1 g vaTplovyov SIKAOPULVAKNG).

2V tepintmon akoVG10C KATATOONS, LLE OMOTEAEGILO GNUOVTIKES GUOTILUKESG OVETIOOUNTESG
EVEPYELEG, TPETEL VO, YPTCLUOTOIOVVTOL YEVIKG OEPATELTIKG LEGO Y10 TNV OVTILETOTION
onAnmpiaong pe MEA®. H tepattépm avTUetdmioT TPENEL va YIVETOL OTTMG LTOOEIKVOETOL
KMVIKA 1 Ong cuvietdrotl amd 1o Kévipo Anintnpldcemy.

Tniépwvo «Kévrpov Aninmyprdcswv»: 210 7793777

5. OAPMAKOAOI'IKEX IAIOTHTEX

5.1 D opPoKOOIVVOUIKES LOLOTNTES

Ddappokobepanentikn Katnyopio: AVIIPAEYHLOVOOT CKELAGUATO, [T] OTEPOELON Y1 TOTIKN XPTIoT,
koo ATC: MO2AALS

Mnyoviopog 8paiong Kot QapLoKOSUVOLIKES EMOPACELS

H duchopavaxn gival ioyupd MEAD e amoTeEAEGUOTIKEG AVUAYNTIKEG, OVTIQAEYUOVMOELS Kol
avTmoupeTikéc W1otnTec. H Bepamevtikn dpdomn ¢ duchopavdxng opeiletal kKupimg oty
OVOGTOAN TNG cLVOESTG TPOGTAYAAVOVAV amd TNV Kukho-o&uyevaon 2 (COX-2).

To Voltarol Emulgel amotehel avTiQpAeyLovDOES KOl avaAyNTIKO GKEDAGILO TOTIKNG XPNONG. €
QAEYLOVN Kol TOVO TPOVLATIKNG 1 PEVLOTIKNG atttoloyiag, To Voltarol Emulgel avaxovilet omd
TOV TOVO, LELMVEL TO OIONUA KOl ELATTMOVEL TOV YPOVO ETAVOSOV GTI PLGLOAOYIKT] AELTOVPYia.
KMvikd dedopéva Exovv dei&et 6T1 10 Voltarol Emulgel peimvet tov 060 novo pio dpa petd tnv
npmtn epappoyn (p<0,0001 évavtt erkovikod eapudrov yéAng). To 94% twv acBevadv
amokpifnke oto Voltarol Emulgel petd and 2 nuépeg Oepaneiag Evavt 8% e eucovikd papuoko
€S (p<0,0001). O pécog xpovog amdKpiong Yo Tovg acbeveic mov ypnoyomoincoy Voltarol
Emulgel ftav 2 nuépeg évavtt 5 nuepdv yia Tovg acheveig mov ypnoLUOToinGay EIKOVIKO
eapuoko véANe (p<0,0001). Amaihayr amnd Tov TOVO Kot TN AEITOLPYIKT| OLGKOALN emTEVYONKE
petd omd 4 nuépeg Oepamneiog pe Voltarol Emulgel (p<0,0001 évavtt 1Kovikod @opprakov YEANG).

AOY® TG VOUTIKNG-AAKOOAOVYOV GVGTOONG TNG, 1 YEAN Voltarol Emulgel éxel eniong
KOTATPADVTIKY Kol OpOGIOTIKY OpAsT).

5.2 D opPOKOKIVITIKES LOLOTNTESG
Amoppoenon

To mocd dikAo@avaKN G OV amoppoPdTal LEGa 0md TO dEPLA VoL AVAAOYO TTPOG TNV EMLPAVELL.
TOV 0éppatog wov kKoAvmtetar pe Voltarol Emulgel ko e€aptdton amd T 6uvorkh 0061 Tov
epappoletor kot Tov fabud evuddtwmong Tov dEpUaTOG. META amd TOTIKN EQAPUOYT HLOG TUTIKNG
d6omg, 2,5 g Voltarol Emulgel og 500 cm? 8&puotog, | anoppdenon avépyetol o€ nepimov 6% g
oLOTNKNG €KBeong petd amd per os yoprynon 4x25 mg oe 24 dpeg, Onwg tpocsdlopiletar amd ™


http://www.eof.gr/

GUVOALKN VEQPIKT amofoin. H emikdAvyn tng meployns epapproyng yio tepiodo 10 cuveyduevov
®POV 00MYEl 68 TPUTAAGIO AENGT TOL TOGOV TG AToPPOPNBeicag SIKAOPAIVAKNG.

Kotavopn
Metd and tomkn yoprynomn Voltarol Emulgel otic apfpmoeic tov yeptod Kot Tov yovotoc, 1

Stk opavakmn petpndnke oto TAdoua, oToV apBpicd 16Td Kot 610 apbpicd VYPo. Ot HEYIOTES
GLYKEVTPMGELC SIKAOPULVAKNG 0TO TAAGHE LETA 0o Tomikn Yopnynon Voltarol Emulgel givon
nepimov 100 @opég younAdtepeg omd 0,Tt LETA amd YopNYN o 10106 TOGOTNTAS SIKAOPUIVAKNG ATt
70 6topa. To 99,7% 1tng StkKAOPaVAKNG OEGUEVETOL OTIC TPWTEIVES TOL 0OPOV, KVPIWS OTIV
aAPoopivn (99,4%).

H duchopavakn cuecmpedeTal 6To SEPO, TO OTOI0 AELTOVPYEL GOV OEEAUEVT] OO OTOV VTLAPYEL
oLVEYNG ATEAELOEPMOOT) TOV PAPUAKOV GTOVG VITOKEILEVOLG 16TOVG. ATO eKel, 1) StkAOPaLVAK
KOTAVEUETOL EMAEKTIKO KO ST PEITOL GTOVE €V T® PAOEL PAEYUAIVOVTEC 1GTOVG (OTTMG GTIC
apBpdoelg) kat oyt oty Kukrogopio Tov aipatoc. H duchopavaxkn Ppicketal 6Tovg 16T00G 68
oLYKEVTPMOOELS £mG 20 popéc vymAdTeEpES 0md 0,TL 6TO TAAGHA.

Buopetaoymuotiopdg

O BropetacynuUatiopog TG SIKAOPAIVAKNG TEPTAAUPAVEL TN YAVKOVPOVISI®GT TOL LOopiov Kot
KUPIOE To GTASLOL LOVIG KO TOAAATANG VOPOELAMMGTG TOV 00N YOVV GE TOIKIAOVG QPUIVOAIKOVG
petaBoritec,  TAEOYNEi0 TOV OTOI®V LETATPETETOL OTT] GUVEYELD GE YAVKOLPOVIOIWUEVOL
TPoidvTa. AVO amd TOVE PAVOAIKOVG LeTaoAltec eivar Blodoyikd evepyol, og LKPITEPO OU®G
Babuo and ™ dtkAoparvakr.

Amofol

H ocvvolikn| cuotnukn kdBapon e dikhopaivakng amd to TAdoua eivar 263+56 mL/min. O
TEAMKOG YpOvog Nuicelag (ong oto TAdopa givorl 1-2 dpeg.

Téooepig amd Tovg petafolites, CLUTEPIAAUPAVOUEVOV TOV dVO dPACTIKMV, EXOVV EMIONG
GUVTOLOLG YPOVoLS Nuicetlag {ong oto TAdopa (1-3 dpeg). ‘Evag petaforitng, n 3-vdpo&v-4-
pebo&u-ouckopavaxm, £xel ToAD peyalvTepo xpovo nuicelag (mNg oto TAGGHA, dALY eivol
TPAKTIKA adpavie. H dtkhogatvakn kot ot petafoliteg te amekkpivovtal Kupimg amd o ovpal.

Eidixoi minboouoi

Neppikn kai nrotiky ovoAeitovpyio,

Ye aofeveic e EKTTOON TG VEPPIKNG AELTOVPYING OEV AVOUEVETOL KOULE CUGCMOPEVCT| TNG
SUAOPUIVAKNG KO TOV LETAPOATOV TNG.

Y& acleveic pe ypovio NIoTiTIdoN 1§ U oVIPPOTOVUEVT] KIpP®OOT), 1| KIVITIKN KOl O LETAPOAGUOC
NG SIKAOPOVAKNG gival 1010 pe avtd Tev acBevav ympic nrotuég achéveles.

53 I poxkivikd dedopéva. Y10 TNV GGQAAELN

Ta pun KAvikd dedopéva omd peréteg ToSkdTNTaG, LETA amd e@Anas Kot Exavoropfoavopevn
d00T, OTMG KoL amd PEAETEG YOVOTOEIKOTNTAG KOl KAPKIVOYOVOL dPACTG TTOL £YIVAV LIE
duhopatvaim, 6gv amokdAvyav 1010{TEPO KivOuVO Y10, TOV GvOpMTO 6T GUVIGTOUEVT
Bepamevtikt| docoroyia. ITowkiieg perétec £xovv deifet kadn avektkodtnta Tov Voltarol Emulgel.
Agv vpée mbBavotra pototoikotntog kot To Voltarol Emulgel dev mpoxdiece
gvatsOnromoinomn tov déppatog. Aev vanpEay otoryeio 0Tl N SIKAOPAIVAKT TPOKAAEL LEIOUIEVN
YOVILOTNTA GE APPEVEG Ko ONAELS apovpaiovg.

Agv vfpée amddeIEn 0TI 1) SIKAOQUVAKT EYEL TEPATOYOVO OPACT| GE TOVTIKLA, OPOVPAIOVS 1)
kovvéla. H avémtuén tov epfpdov mpv, Katd Kot HETA TV KUNoT OEV EMNPECCTNKE.

6. OAPMAKEYTIKEX IAHPO®OPIEX



6.1 Katdloyog ekdoymv

AwBolopivn

KoapPBopepéc 934

KnromoAvaiBvievoyivkoin 1000

KompuAikoi/kampikoi kKokobAeoTéPeg

Ioompomovoin

Yvypr mapagivn

[Ipomvievoylvkoin

Apopo (perfume cream 45) (mepiéyet T aAlepyroyova Beviuikn] odkooAn, Pevioiko
Bevludeotépa, KITpAAN, KITPOVEAAOAT|, KOVLOPTvY, d-ALOVEVIO, EVYEVOAT|, POPVEGOAT, YEPOUVIOAT
Kot AVaAOOAT))

Yéwp (amovicpévo)

6.2 AocvpfoatotnTeg

Koapia yvoor).

6.3 Ardpkero Long

3 ypovia.

6.4 Iowitepeg TPoPLAGEELS KOTA T GVAAEY TOV TPOIOVTOG
No pn pvAdooete oe Oeppokpocio peyaivtepn tov 30°C.,,

I'a ™ svokevacio Pump
To @roAidio PpickeTor VT Tieon Kot TPEMEL VA TPOPLAAGGETAL amd TV dpeon £kBeomn 6tov Mo
KOL VO UMV KOAYETOL 1] TPUTETOL, OKOUN Kot OTav givat AOELO.

6.5 @Ho1N KOl GLOTATIKG TOV TEPLEKTN

-ZoAnvapilo aiovpviov 100 g pe ppayr ao@oreiog amd GAOLUIVIO, LE ECMTEPIKT TPOCTATEVTIKY
enévdvon (phenol-epoxy Adka). To coinvaplo kieivel pe Powtd TOUA TOADTPOTVLAEVIOL UE
potept amoAnén.

-ZoAnvapio aiovpiviov 100 g pe avtikoAAntd pOALe mhaotikov (laminated) [low density
polyethylene / aluminium / high density polyethylene (ecwtepun enictpwon)], TVEAS, ce emoEn
ue dpo high density polyethylene mov KAeiver pe ppayn acepouleiog. To cwinvaplo kKieivel ue
(Aevko N pumhe) Topo (e VO SOPOPETIKAE GYNLLATA TOV TMOUNTOG KOl TOV CREPDHATOS) OO
TOAVTPOTTLAEVI0, GE YAPTIVO KOLTL pe 0dmyia xprongs.

-ZoANvaptlo aiovuviov 150 g ue avtikoAAntd gOALe mAactikov (laminated) [low density
polyethylene / aluminium / high density polyethylene (ecwtepikn enictpmon)], TVEAD, e PN
pe opo high density polyethylene mov kAeiver pe ppayn acopolreiog. To cmwinvapilo kKieiver pe
UTAE TOUO OO TOAVTPOTLAEVIO, GE YAPTIVO KOLTI e odnyia xpnong.

-ZoAnvaptlo aiovuviov 75 g M 100 g pe avtikoAintd evAila tAactikov (laminated), ToAO, pe
TOUA EQAPLOYNS 0O VYNANS TukvoTnTag moAvalbvAévio (HDPE) kot moivmporviévio.

- ™ ovokevacio Pump: ®rokidio alovpuviov 50 mL, 75 mL 1 100 mL vr6 wieon, To omoio
TEPIEYEL TOAGTPOUATIKY ecmTEPIKT ONKN (Pouch) (amd morvaibvrévio low density mov gival o€
EMOQN Ue TO TPoioy), ue ParPida amd high density moAvaiBviévio / 0&gidio Titaviov kot
EVEPYOTOMNTN ATt TOAVOELUEDVAEVIO LIE TTPOCTATEVTIKO TAOUCL.

Mmropel va, unv KokAo@opoOv OAEG 01 GLCKEVAGIES.

6.6 Idwitepeg TpoPuvAGEELS ambppLYNg



Kopio €1d1kn vroypémon yio amdppym.
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Haleon EALGc Movorpoécmnn Avaovoun Etaipeia, e dtokprrikd titho Haleon EALGC
A. Knowiag 274

Xolavopt 15232,

Abnva, EAAGOa

TnA. 210 2217200

8. APIOMOX AAEIAY KYKAO®OPIAX
133745/22-11-2019
9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQXHY THX AAEIAX

Hpepopnvia npatng £ykpiong: 14-03-1990
Huepounvia tekevtaiog avavémong: 06-02-2007

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY



