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@viro oonYLav piong: IIinpoeopics yra Tov ypriotn

Zomarist 50 mg/850 mg emkolvoppéva pe Aemtd vpévio diokio
Zomarist 50 mg/1000 mg emkalvppéva pe AeTTé VRUEVIO dLoKia
BulvtaylMmtivn/vdpoyAmpikn HETPOPLLvN

Awpdaote TPooEKTIKG 0AOKANPO TO GVLAO 001 YLOV YPNGNS TTPLV APYICETE VO TAIPVETE AVTO TO
QapproKo, o10TL TEPLAAPPAvEL GNUAVTIKES TANPOPOPIES Y1 COG.

. DdvrdEre avTd TO EUALO 0dN YLDV Yprone. Towg ypelactel va to dwfdcete Eavda.
. Edv éyete meportépm anopiec, potiote Tov yroTpd, TOV GapUaKOTold 1) TOV VOGOKOUO GOG.
. H ocvvtayn yia avtd 10 pdppoko xopnyndnke amokAelotikd yio oag. Agv TpEmel vo SDGETE TO

QApHOKO 6€ AAAOVG. Mmopel va Tovg TpoKoAETeL PAALN, KOO Kot OTAV TO, GUUTTOUOTO TNG
acBéveldc Tovg eivar 101 pe T d1kd cag.

. Edv mapoatmpnoete Kamowo avemBOUnNTn eVEPYEL, EVILEPDOTE TOV YLOTPO, TOV PUPUAKOTOLON TOV
VOGOKOUO GaG. AVTO 1oYLEL Kot Yia kKEOe mlavr| avemBountr evEPYELR TOL SEV OVAPEPETOL GTO
Tapov POAAO 0N yLdV yprone. BAéne mapdypapo 4.

T epréyer To mapév evAro 0ONYLOV:

Tt eivot to Zomarist kot ot ivon 1 xprion tov

T npénet vo yvopilete npv Tapete To Zomarist

I va mépete To Zomarist

[MBavég avemBounteg evépyeteg

o vo puidooete To Zomarist

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES

I

1. T eivan To Zomarist ko wowa givan 1 (pRo1| TOV

O1 paoTtikég ovoieg Tov Zomarist i rAvtayAurtiv kot 1 pet@opuivn vadyovtal og pio Kotnyopia
(QOPUAK®OV TOL OVOUALOVTOL €U0 TOV GTOUATOG AVTIOOPTTIKAY.

To Zomarist ypnowuonoteitan yia ) Oepaneio evilikov acBevav pe daprtn tomov 2. Avtdg o THTog
ot glvan emiong Yv®OTOC MG UN VCOVAVOEEUPTOUEVOS GaKYop®ONG defntne. To Zomarist
y¥pNoLomToteitar 6tov o dfntng dev pmopei va eleyybel povo pe diorta Ko doknon M /Kot pe GAAa
(QAPLLOKO TOV ¥PNCLLOTOIOVVTIL Yo TN Ogpameia Tov dtafritn ((voovAiiv 1 GoVAPOVLAOVPIES).

O Sprng TOTOL 2 EKINADVETOL OTAV O OPYUVIGHOG OEV TOPAYEL APKETT VGOVAIVT 1] OTOV 1 VGOLAIVY
IOV TOPAYEL O OPYAVIGUOG OV Aettovpyel 060 KoAd o éxpene. Mmopel emiong vo exdnlmbel av o
0PYAVIGUOC TTaPEYEL VITEPPOAIKT TOGOTNTA YAVKAYOVNG.

Kot 1 veovrivn kot n yAvkoyévn mapdyovior oto méykpeoc. H vaovAivn fondd ot peioon tov
EMNESMV TOV GAKYAPOV GTO aipa, Woitepa LeTd to, yevpota. H yAvkayovn dieyeipet to Hmop yio. )
ovvheon cakydpov, TPOKAADVTOS 0OENCT TOV EMTEI®V GOKYAPOL GTO L.

Iog dpa To Zomarist

Kot ot dvo dpaoctikég ovoieg 1 Pravtayiurtivn kot 1 petgoppivn. Kot ot dvo avtég ovsieg fonbovv ot
pOOIoN TV eMTES®V TOV Gakydpov ato aipa. H ovcia BrAviaylumtivn dpa KAvovTag To TyKpeOS Vol
Tapayel TEPIGGOTEPT VOOVAIVY Kol Atydtepr yAvkayovn. H oveio petpopuivn 6pa. fondoviog tov



OPYOVIGHO VO XPTOLUOTOMCEL KAADTEPX TNV VGoLAIvN. 'Exetl amoderyBel 6Tt avtd T0 pdppako fonda va
pewmbel 1o odicyapo TOV AIIOTOG, YEYOVOC TOL Uropel va, fonOfoel TNV TpOANYT TOV ETTAOKDV ATO TO
dwaf1Tn cog.

2. T apéner va yvopilete Tpwv napete To Zomarist

Mnyv napete T0 ZOmarist

. oe mepintwon ailepyiag otn PrhvtayAirtiv, otn pet@opuivn 1 o omolodnmote dALo amod to
GULGTATIKA QLTOL TOV PAPUAKOL (avaEEPOVTUL GTNV Topdypapo 6). Edv vouilete 6T umopel va
glote aAlepyikoi 6 0mO10OMTOTE O AVTA, WAYGTE GTOV YIULTPO GOG TPV TAPETE TO ZOMmarist.

. eav &xete un eheyyOpevo dafntn, U, Yo Tapadeya, coPapn vrepyAvkalpio (VYnAn yAvkolin
aipartog), vavtia, EUETO, O1appola, Ypriyopn andiele Pépove, yoraktikn o&éwon (PA. «Kivduvog
YOAOKTIKNG 0EEMOTG» TopakdT®) N keTo&éwon. H keto&éwon elvar pio katdotaon oty onoio
0VGieg TOL oVOpALoVTaL 'KETOVIKA COUOTO GLGCOPEVOVTOL GTO CiLLe KOl 1) 0ol Lmopel va
odnynoet o€ dafnTikd mpo-kopa. To cvuntdpato TEPIAaUPAvouy GTopay KO TOVOo, YPTYopn Kot
Babud avamvon, vvynAia 1| N VATVOY| GOG AVATTOGGEL Lt AGVVIOIGTI GPOVTAOON OCUT).

. eav elyate TPOGPATO KOPIaKO ENEIGOO10 1 KAPSIOKN AVETAPKELD 1| GOPapd TpofAuoTa pe TV
KUKAOQOpPia TOV aiploToc 1| SOLGYEPELD GTNV avamvor| Tov Ba pmopovce va, gival EVOEiEn KapdloK®mY
TPOPANUATOV.

. eaqv €xete coPfapd UEIMUEVT VEQPIKN AELTOLPYIQL.
eav &yxete coPapn Aoipmén M cofapn apuddtmon (LeydAn amdAelo KI0TOC OO TOV OPYOUVIGUOD).

. eav mpokelTol va vtoPAndeite oe aktvoypapia pe oxlaypaeikd HEGO (Lo 101KV TOTOV

aKtvoypagio katd tnv omola gvietal ypwotikn). Iapokorodue va deite eMTAEOV TIG CYETIKES
TAnpoeopiec oy Topdypapo «IIpogidomoncelc Kot TPOoPLAGEEIS
. edv €xete NTaTIKA TpOPAN AT,
. €0V KaTavoADVETE VIEPPOAIKEG TOGOTNTEG OVOTTVELLOTOS (KON UEPVE 1] LOVO KOTA TTEPICTAGELS).
. edv Onhalete (PA. emiong «Kodmon kot ONAacpocy).

I[pocdomounoeis Ko TPOPVAAEELS

Kivovvog yorakTikig 0EEmong

To Zomarist pmopei va Tpokaréoet pio ToAd omavia, aAld Todd cofapn avemBounTn evépyela, e101KA
€V 01 ve@poi oag dev Aettovpyolv cmotd. O Kivouvog avantuéng yorlakTikng o&Emaong sival emiong
avEnuévog pe un ereyyouevo dtapnn, cofapic AOUMEELS, TaPOTETOUEVT] VIOTEIN 1) TPOGANYN
OWOTVELHATOOMV, APLIATOOT (PA. TEPAUTEP® TANPOPOPIES TOPAKAT®), NTOTIKAE TPOPAALLATO Ko
OTOLEGONTOTE 1UTPIKEG KOTAGTAGELG OTIG OTOIEG £VOL LEPOG TOV OPYOVIGHOV £XEL LELOUEVT] TOPOYN
o&uyovovu (6nwg ofeia cofapn kapdlokn vOGOQ).

Edv xémotlo amd to mopandve epopuoletal oty tepintmon cog, anevbuvieite 6Tov yiatpod cog yo
TEPALTEP® 00N YiEC.

YTopaToTE Vo TaipveTe TO ZOMarist yio 6OVTopo ypoviko StaeTpna £4v £ETE M0 KATAGTAGT] TOV
UToPEL va 6LOYETICETAL PE APVOATMO (OTLLAVTIKT] ATDOAEL COUATIKOV VYP®V) 0TS GoRopd EUETO,
duppota, TuPeTO, £kBeon og BeppotnTa 1 €dv wivete AMydtepa vYpd and 6,11 cuviBmg. AmevBuvieite
OTOV YLUTPO GOC Y10, TEPULTEP® 0ONYiEC.

YTopatioTe vo Toipvete To Zomarist Kot EmKowveovieTe ue £vay yuatpo 1 To TAclEctEPo
VOGOKOUEID APUECMS EAV TAPOVGLAGETE OPIGUEVA UTTO TA CUUTTOUATO TG YOLUAKTIKNG 0EEMONG,
KaOdG 0T 1 KATAGTACT UTOPEL VO 001 YN|OEL GE KMLO.

210, GUUTTONATO TNG YOAOKTIKNG 0&EmONG TeptlapfavovTol:

- €UETOG



- Kot yia (KotMakog Tdvog)

- HOTKEC KPAUTTEG

- veviko aicOnuo adabeciog e coPapn KOT®ON

- SVOKOMO GTNV aVaTVOT

- LempEVT copatikn Beppokpacio Kot Kapookog ToAROS

H yalaxtikn o&éwon gival pio 1Tpiky EXeiyovco, KOTACTOOT KO TPETEL VO, OVTILETOTILETAL O
vocokopeio.

To Zomarist dgv givol vrokaTaoTATo THG VGOLAIVIG. T'lat To AdY0 avTo dev Tpémet va. Aopfdvete Zomarist
yio T Ogpomeia Tov dafrtn Tomov L.

AmevBuvBeite 6ToV Y10TPO, TOV POPLOKOTOL0 1| TOV VOGOKOUO GOG TPV TApeTe To ZOmarist av £yete 1
elyate 610 TOPeABSV VOGO TOV TOYKPEATOG,

Amevbuvieite oToV Y10TpO, TOV POPUOKOTOL0 1] TOV VOGOKOUO GOG TPV TAPETE To ZOMarist av maipvete
&va ovTIOOPNTIKO QAPLOKO YVOOTO MG GovAPovLAoVpia. O YaTpdc coc umopel va BEAEL va PLEIDOEL TN
d6om g covApovurovpiog dtav v maipvete pali pe to Zomarist dote va amo@hyet ™ yaunAn yAukoln
oto aipa (vroyAvkauia)..

Av glyate Tponyovpévog Tapetl Priviaymtivn Kot avayKasOkate va T SoKOWETE AOY® NTOTIKNAG
VOGOV dEV TPEMEL VO, TAPETE AVTO TO PAPUAKO.

Ot daPnTikég deppatikés PAaPeg lvar pa cuyvn Aok Tov dtofrTn. Zag GVUPOLAELOVUE VA
aKOAOVOEITE TIC GLGTAGELS Y10 T PPOVTION TOV FEPOTOC KL TMV TOIDV TOL 0ag divel 0 ylTpog M M
vocokoua cag. Emiong cag suuPfovievovpe va 6idete 1dtaitepn Tpocoyr| o€ kKGOe vEa PEAvVIon
QAVKTOVOV 1 EAKOV Voo Ttaipvete Zomarist. Eav avtd epgavicfovv Ba mpénet va cupfovievdeite
ALECH TO YLOTPO GG,

Edv yperaletan va vroPAnbeite oe peilova yepovpyikr| enéPPaot, TPEMEL VO GTAUOTHGETE VO, TOIPVETE TO
Zomarist xatd tn didpkelo, g enEuPoons Kot yio KAmolo ypovikd ddotua petd amd avtiv. O yatpdg
o0 0o amoPaCicEL TOTE TPENEL VO, GTAUATHGETE Kol TOTE va. apyicete Eava ) Oepameio cog pe To
Zomarist.

M g€€taom yio va ektiundei 1 nmatikn oag Asttovpyia, Oa yivelr mpv v Evapén g Oepameiog pe
Zomarist, ava tpipnve SlocTUATe KoTd T SIAPKELR TOV TPMOTOL £T0VG Oepameiog Kol KOTOTY GE TOKTA
dwotuaro. 'Etot onueio avénpévov nrotikov eviopov pmopoiv va aviyveuBoldv 66o to duvatdv
vopltepa.

Katd ) dudpkeia tng Oepaneiog pe to Zomarist, o yioatpdg cog Ba eAéyyel T veppikn Agttovpyia cog
TOVAGLOTOV o POpd TOV ¥pOVO 1) GUYVOTEPX £CV €I0TE NAKIOUEVOG(T)) 1)/KOL EAV EYETE EMIOEWVOVUEVT
VEQPIKT AELTOVPYIiCL.

O ywatpog oag Oa EAEYYEL TOKTIKA TO OAKYOPO GTO OO KOl GTOL 0VPOL GOG.

Moo ko Epnpor
H yprion tov Zomarist o moudid kot pnpovg niikiog £o¢ 18 etmdv dev cuviotdTol.

Alha @appoxe kKo Zomarist



Edv yperaleton va Adfete £veon oKloypaptkod HEGOV TO 0TOi0 TEPLEYEL 1HO10 TNV KLKAOPOpPia TOV
alpatdg Gogc, Yo TAPASELY L0 OTO TAOIGLO AKTIVOYPOPIOG 1) GAPOOTG, TPEMEL VO, GTALLATI|GETE VO TAIPVETE
T0 Zomarist mpwv kot katd tov ypoévo g éveonc. O yatpog cog o amopooicel Tote Tpémet va
OTOUOTACETE Ko TTOTE Vo, apyioete Eavd tn Ogpomeia oag pe to Zomarist.

Evnuepoote tov ylotpd cog eqv Taipvete, ExeTe TpOSOUTE TAPEL | UTOPEL Vo TAPETE AALA QAPUAKO.

Mropei va, ypelaleote cuyvotePo EAeYYO0 TG YALVKOING TOV OUILOITOC KOl TNG VEQPIKNG Agttovpyiag, 1 0

Y1TpdG 60G PTOPEL VoL XPELNCTEL VO TPOGapUOGEL T docoloyio Tov Zomarist. Eival idtotépwg onpoviikd

VO aVOPEPETE TOL aKOAoLOQL:

- YAVKOKOPTIKOELOTN OV YEVIKA (PN GULOTO00VTAL Yo T Ogpameio pAeypovav

- B2- ay@VIGTEC TOV YEVIKA (PTCIUOTOLOVVTOL Yid. T Oepameio VATVEVGTIKMV dLOTOPUY DV

- A0 PAPULOKE TTOV XPTCLLOTOLOVVTOL Vi TN Bepameio Tov dtafn

- eappoko to omoio avEAVOLV TV Tapay®yn oVpwV (S10VPNTIKE)

- (APLLOKO TTOV YPTGLULOTOIOVVTOL Y10 TV OVTIHETMMIOT) TOV TOVOL Kat TG eAgyuovig (MEZAD kot
avactoreic COX-2, ommg povmpopaivn kot celeko&ipmn)

- oplopéva apuaxoe. yo, tn Bepameio e vynAng aptnplaxng nicong (avactoreic MEA kot
OVTOYOVIGTES TOV VTOO0YE®V TG ayyelotevaivng 1)

- OpPIoUEVA QAPLOKO TTOV EXNPEAlovV To Bupeoeldn,

- OPLGLEVO PAPLLAKO TTOV EMNPEALOVY TO VELPIKO CUGTN LA

- OPICUEVA PAPLLOKO TOV XPNGLULOTOovVTaL Yia TN Oepaneio Tng ot Oayyng (.. pavoralivn)

- OPICUEVO PAPLLOKO TTOV XPNGLULOTOI0VVTaL Yia T Bepaneio Tng Aoipwéng amd HIV (m.y.
vrolovteykpafipn)

- OPICUEVO PAPLLOKO TTOV YPTCLULOTOIOVVTAL Yia T Oepameio eVOC GLYKEKPIUEVOD TOTTOV KOPKIVOL
oV Bupeoeldovg (LA KapKivog Tov Bupeoeldovg) (.. Pfavdetavipmn)

- OPIOUEVOL PAPLLOKOL TTOV YPTCLLOTOIOVVTOL Yo TN Ogpameio TG KOoDPOG KUl TOV TEXTIKOV EAKDOV
(.. oweTdivn).

To Zomarist pe owomvevpoT®oN

ATo@edyeTE TNV VIEPPOAIKN TPOCANYN OWVOTVELUOTMOMV VO Taipvete To Zomarist kabmg owtd pmopet
va avénoet tov Kivouvo yoraxtikng o&émong (tapakaiovpe dgite Tnv Topdypago «Ilpogidomomoeig kot
TPOPUVAAEELSY).

Kinon ko Oniaopog

- Edv giote éyxvog, vopilete 6T pmopel va elote £ykvog 1 oxedlalete vo amokTnoeTe maidi, {ntnote
TN GLUPOVAT TOL YIATPOV GOC TPV TAPETE 0VTO TO Papuako. O yraTpdg cog Oa cuintioet pali cag
oYETIKG e Tovg TV Kvduvoug amd ) Aqyn Zomarist kotd tn SiépKed TG EYKLHOGVVNC.

Mnyv mépete to Zomarist eav eiote £ykvog 1 Onialete (PA. eniong «Mnv ndpete to Zomaristy).

7ZNTAGTE TN GLUPOLAT TOL YIATPOV 1 TOL PUPUAKOTOLOD GG TPV TAPETE OTOLONTOTE PAPLAKO.
Odnynon Kot ELpLopnog pnyovnRaToV

Edv aic0aveote {aAn doo maipvete to Zomarist, unv odnyeite M yeipileote gpyoieio 1 unyovipozo.
3. Ilog va mapete To Zomarist

H mocotta tov Zomarist mov mpénet vo tapet o ekaotote acbevig e&aptdtor and v katdotach tov. O
ywTpdc oag Ba cag el axpPog T 6661 Tov Zomarist Tov Oo TapeTe.



[Tavrtote va maipvete To PAPULOKO OLTO AVGTNPE COLPOVA LE TIC 0N YiEG TOVL YlaTpoL cug. Edv &xete
auPBoMEC, pMTAGTE TOV Y1TPO 1) TOV PUPUOKOTOLO GO,

H cvviotdpevn d6om eivan évo emkolvppévo pe Aemtd vuévio diokio gite tov 50 mg/850 mg 1 twv
50 mg/1000 mg mov AapPdvetar dHo popég TNV NUEPA.

Edv éyete peropévn veppikn Agttovpyia, 0 YIaTpOg 6o UTOPEl VoL GLVTAYOYPAPNOEL YOUNAOTEPT] OOCT).
Eniong ebv maipvete éva avtidtafntikd eapLoko yvmotd wg GovApovurovpia o yraTpds cos propet va
00, CLVTAYOYPAPTOEL YOUNAOTEPT] HOOT).

O y1atpog 6ag Umopel va 60G GLVIAYOYPAPTGEL AVTO TO PAPULAKO LOVO TOV 1] LE OPICUEVA GALD QAPLLOKQ
TOL OTTO10L YOUNADVOLV TO EMIMEDO GUKYAPOV GTO GO OOG.

IMote ko OGS va wapeTe To Zomarist

. Kotanivete ta diokio 0AdKANpa e Eva moThpl vepd

. [Maipvete éva diokio To Tpmi kat £va, To Ppadv katd T dldpKeLo 1 oUEcmG HeTd amd yeopa. H
Aym oL d1oKiov OpECMG PETE Omd YED O LELDVEL TOV KivOLVO Yo GTOpay KT adtabeaial.

Yvveyiote va mnpeite TI S10TPOPIKES GVUPOVAES TOV GOG £XEL dOMGEL O Y1aTPOG GaG. E1ducotepa, edv
axolovBeite drafntiky diotta yio EAeyyo Tov Papove, cuveyiote v 660 Aapfdvete Zomarist.

Eav napete peyorvtepn d6on Zomarist amd Ty Kovovikig

Eav mapete moAlhd diokior Zomarist, 1) €av kdmolog GAA0G Tapet To. diokio oag, amevduvlsite apéomg o
évay yuotpo 1 o€ évav eappaxomord. Mropei va anartn et pappakevtikn Oepaneia. Eqv yperdleton va
ndte o€ 1aTpeio 1| 6 VOGoKoLElo, va Tapete poli oag T GLOKELOGIN KOl TO TAPOV POALO 00T YLDV.

Eav Eeydoete va mwapete To Zomarist

Edv mopodieiyete €va d10kio, TAPTE TO LIE TO EMOUEVO YEDLLO, EKTOG EAV EIVaL £TOL K1 HAADG
TPOYPOUUATIOUEVO VO TApETE Eva. My whpete dimhn d6om (800 diokio pall) yio vo avamAnpdceTe To
dtokio mov Egydoare.

Edv etapatioste va moipvete To Zomarist

Yvveylote vo TaipveTE 0VTO TO PAPUAKO Y10 OGO XPOVIKO SLAGTNO GLVTAYOYPAPICEL O YIOTPOG GOG DOTE
VO, GUVEYIOTEL 0 EAEYYOG TOV GOKYGPOV OTO aipa 560G MnV 6TOUATHOETE Vo, TaipveTe To Zomarist ektog
€0V 60, TO GLOTNGEL 0 YTPOG cag. Edv €yete amopieg oyetikd pe to 1660 ddotnue Oa waipvere avtod to
QAPLLOKO, POTHGTE TOV YIOTPO GOG.

Edv éxete meplocdtepeg epmTNGELG OYETIKE LLE T YPTOT GVTOV TOV PUPUAKOV, POTACTE TOV YITPO, TOV
QOPUOKOTOLO 1) TOV VOGOKOUO GO,
4, IMBavéic avemBounTeg evépyereg

Onwg 6Aa To pAPLOKOL, £TGL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKOAESEL AVETIOOUNTEG EVEPYEIEG ALV KOl
dev mapovctalovial 6e OAOVE TOVG avOpdTovG.



Oa Tpémet va. SLOKOWETE TN My Tov Zomarist kot vo emekepOgite ToV Y10Tpd 60¢ OUECOS AV

TOPOVGIACETE KATO10 0O TIG aKOAOLOEC avemBounTeg evEPYeELEs:

. Tolaxtiki] 0&Ewon (Mol omdvia: pmopet va emnpedoet £og 1 otovg 10.000 avOpdmovg):

To Zomarist pmopei va TpokaAéceL o, oD 6Tavio, oALG ToAD cofapn avemBountn evépyeia n
omoia ovopdletor yoAakTikn o&Emon (PA. mapdypago «IIpogidonomoelg kot TpopuAdéelsy). Edv
oLUPEl aVTO, TPETEL VO GTUNUTIGETE VA TOIPVETE TO ZOMaArist kKon eTKoveOvi6TE pue £vay
YWTPO 1 TO TANGLEGTEPO VOGOKONEID APES®MS, KOOMG 1 YOAOKTIKY 0&€@GT pmopel vo odnynoet
o€ KOO,

. Ayyerooidnua (omavia: propei va emnppedoet £0g 1 otovg 1.000 avBpdmovg): to. cuprtduata
weptAapPavouy TpnERo 6To TPOCHOTO, 6T YAOCSH 1] GTOV PApLYYa, SOVCKOAIN KOTATOGNC,
duoKoAin avamvong, alevidla eueavion eEavinuatog 1| kKvidmong, To 0Toio UTopel Vo, amoTeEAOVV
évoelgn Hiog avtiopaong Tov OVOUALETOL €Oy YELO010T Lo

. Hratikn vocog (nmatitida) (01 ovyvn: umopel va ennppedoet £og 1 otovg 100 avBpmdmovg): ta
CUUTTOUOTO TEPIAAUPAVOLY KITPIVO SEPIO KOl LATLOL , VOUTIO OTTMAELL TNG OPEENG 1] CKOVPOYPDLLOL
oVpa Ta omoia Pmopel v amoTehoVV EvOElEn NIOTIKNG VOGoL (Mmatitido)

. dLeypovn Tov Taykpéatog (Taykpeatitida) (dxt cvyvn: uropel va exnppedoet £m¢ 1 6Tovg
100 avBpodmovg): Ta countdpata teptrappdvouy cofapd Kot eniplovo mévo oty Kol (otnv
TEPLOYN TOL OTOUAYOV), O OTOI0G UTOPEL VAL OTAVEL EMG TNV TAATT), OTIMG ETIONG Kot Vo Tia Kot
éLETO.

Aldeg avemOOUNTES EVEPYELES

Opropévor acBeveig éxovy eppavioet Tig akoOAoVOeg avemBOunTeg evépyeleg koTd T Anyn Zomarist:

. Yuyvég (umopet va ennppedcovy £m¢ 1 atoug 10 avBpdmovc): TOVOAALLOS, LOTN TOL TPEYEL,
TUPETOS, eEAVOMLA Le payolpa, vTeEpPOAIKOS WOpdTAS, TOVOG 0TIS apbpdaoels, (A, kepaiaAyia,
un ereyyopevoc Tpopoc, duokotdidtnta, voutio (aicOnua adiabeciag), Epetog, Sidppoia,
UETEMPIOUOG, KAOVPX, TOVOG EGMTEPIKA 1] YOP® 0ltd TOV GTOOYO (KOMOKOC TOHVOQ)

. Oyt ouyvég (umopet va emnppedoovv €oc 1 otovg 100 avBpdmovg): kénwor, advuvapio, LETOAALKN
yevon, Yaunin yAvkoln aipotog, andisia 6peéng, TpNELO GTO XEPLA, GTOVE UOTPAYAAOVG 1| OTA
wéapata (oidnua), piyrn, GAEYHOVI TOL TOYKPEATOG, HVTKOG TTOVOG

. [ToAv ondvieg (umopel va enmnppedoovv éog 1 otovg 10.000 avBpmdmovc): onpeio vynAov emimédon
YOAOKTIKOD 0EE0C GTO QLo (KATAOTOOT YVMOOTH MG YOAIKTIKY 0EEmaT)), Ontwg vavnAio 1 {aAn,
cofapn vauTio 1 EUETOG, KOIAMOKOG TOVOC, AKUVOVIGTOC KAPAIOKOG TAAUOC, 1| fabid ypryopn
avamvor|: epufpoTnTa TOL FEPUATOG, Payovpa: Lelwpéva enineda Prrapivng B12 (oypdtra,
KOO, VONTIKA COUTTOUOTO OTWG GVYYVOT] 1] SLTOPOYEG TNG UVAUNG).

Metd v KukAoopio ToL TPOIOVTOG GTNV ayopd, £xoVV emioTg avopephel o1 akdAovBeg avemBOunTEg

EVEPYELEG:

. Mn yvoaoti cuyvotnta (dev pumopel va ektiunbei amd ta dtbéoipa dedopéva): Tomkod Eeprovdiopa
TOV OEPUATOG 1] ADKTOIVEG, PAEYLOVT TOV ALLOQOP®V oyyeimV (ayyetitida) 1 omoia umopei va,
TPOKOAECEL OEpUATIKO eEAVOMUA 1| oNUELOKES, EmiTEdES, EpLOPES, GTPOYYVAEC KNALdEC KAT® 0o
TNV EMPAVELD TOV OEPUATOS 1| LOADTIGHO.

Ava@opd avemBuunTov EVEPYELOV

Edv mopotnpfioete KOmowo, avemBOunTn evEpyELd, EVILEPMDGTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOUO 60G. AVTO 1oyvel Kot Yo kaBe mihav avemBountn evépyela Tov Ogv avapEPETAL GTO TOPOYV
@OALO oMYV Ypriong. Mmopeite eniong vo avapépete avemBounteg evépyeleg amevbeiog (PAEme 0dnyieg
70 KATm). MEGm TG avapopdg avembOunTmv evepyelmy puropeite vo fondnoete otn cLAAOYY
TEPLGGOTEPWOV TANPOPOPIDV GYETIKA LLE TNV AGPAAELD TOV TAPOVTOC PAPLAKOV.



EBvikoc Opyaviopuog @appakmv
Meooyeimv 284

GR-15562 Xolapyog, Abnmva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
Iotétomog: http://www.eof.gr

6.

IMog va pvidooete To Zomarist

To @dapuako ovTd TPETEL VO PUAACCETOL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POAvVoLY Tal
Tod1a.

No pn xpnoponoleite autd To0 PAPUOKO LETH TNV NUEpOUN VIR ANENG TOVL AVOPEPETAL GTIV KLWEAN
KoL 6T0 KOuTi petd v £voeén «EXPy». H nuepounvia Anéng eivor n tedevtaio nuépa Tov uiva
OV OVOPEPETAL EKEL..

Mn gpuAdoocete og Beppokpacio peyarivtepn tov 30°C.

dvidocete 0NV 0P)IKT CLOKEVAGIN (KVYEAN) Y10 VO TPOGTATEVETAL OTO TNV VYPUGia.

Mnv metdite @APUAKA GTO VEPD TNG OMOYETELGNG 1| GTA O1KLOK( amoppipota. Potmote tov
(POPLOKOTTOLO GOG Y10, TO MG VO TETAEETE TA, PAPUOKO TTOV OEV YPTCILOTOIELTE T AVTE T HETPOL
0o Bondncovy oty Tpoctacio Tov TEPIPAAAOVTOC,.

epreydpeva TN 6VOKELUGIUG KOL ALOUTEG TANPOPOPIEg

T mepréyel to Zomarist

O1 dpaoTikég ovaieg glvar 1 BraAvtayAurtiv kot 1 VOPOYAWDPIKY LETPOPUIVT.

Kabe emkoloppévo pe Aemtd vuévio diokio Zomarist 50 mg/850 mg nepiéyet 50 mg
Bulvtayhmtivng kot 850 mg vdpoyAmpikng peteoppivng (mov avtiotoel oe 660 Mg HETQOPUIVG).
KdéBe emkoloppévo pe Aemtd vpévio diokio Zomarist 50 mg/1000 mg mepiéyet 50 mg
Bulvtayhmrtivng kot 1000 mg vépoyAmpikng peteoppivig (mov avtictoryei og 780 mg
HeTQOpEvNG).

Ta GAAo cvototikd givat: YopoumpomvAoKvTTOpivy, GTEATIKO LoyVIO10, DITPOUEAAOLT, d10&eidio
tov titaviov (E 171), xitpvo 0&gido tov odnpov (E 172), moAvaibuievoyilvkdin 4000 kot TdAknc.

Epgavien tov Zomarist kot mepLeopeva TG 6VGKEVOGiag

Ta emkodlvppéva pe Aemtd vuévio dtokior Zomarist 50 mg/850 mg sivan kitpvov ypdUATOC, MOELDT UE TO
apykd «NVR» ot pia mhevpd kot «SEH» otnv GAAn.

Ta smkaivppévo pe Aemtd vuévio dokia Zomarist 50 mg/1000 mg sivar 6koHpov Kitpvov ¥pdUTOG,
®oedN pe ta apyikd «NVR» ot pia mhevpd kot «FLO» otnv dAAn.

To Zomarist dwatifetan o€ cuokevacieg mov mepEyovv 10, 30, 60, 120,180 1 360 emkolvppéva pe Aentd
vuévio drokio katl o€ TOAMOTAES Guokevacieg mov wepteyovy 120 (2x60), 180 (3x60) 11 360 (6x60)
EMKOAVUUEVA, e AeTTO VEVIO. Mmopel va, v KuKAOPOpOoUY OAEG 01 GUOKEVAGIEG KO TEPIEKTIKOTITEG
doKimv 6T YOPO GO,

Karoyog Adsrog Kvkhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iprovdia


http://www.eof.gr/

Hapackevaotic

Lek d.d, PE PROIZVODNJA LENDAVA
Trimlini 2D

Lendava, 9220

Xl oPevia

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Ceppovia

[No omoladrmote TANpoopio GYETIKA e TO TOPOV PAPULAKELTIKO TPOIOV, Tapakareiote va angvBuvleite
GTOV TOTIKO avTImpocsmno Tov Katdyov e Adsiag Kukiopopiag:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

Buarapus
Novartis Bulgaria EOOD
Tem.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E\LGda

Novartis (Hellas) A.E.B.E.

TnA: +30 210 281 17 12

n

WIN MEDICA ®APMAKEYTIKH A.E.
TnA: +30 210 74 88 821

Espaia
Esteve Pharmaceuticals, S.A.
Tel: +34 93 446 60 00

Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888



France
Novartis Pharma S.A.S.
Tél: 433 1 55 47 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvzpog

Novartis Pharma Services Inc.

TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

Portugal
Bialport-Produtos Farmacéuticos, S.A.
Tel: +351 22 986 61 00

Roméania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

United Kingdom (Northern Ireland)
Novartis Ireland Limited
Tel: +44 1276 698370

To mapév pvAlo 0dNYLAV xpRoNS ovadcmpOnke Yo TelsvTaia popd aTig 07/2022

Aldeg TYEG TANPOPOPLOV

Agmntouepeic TANPoPopies Yo TO QAPLOKO aVTO ival dtabécipec 610 dikTvakd om0 Evpmmaicod

Opyaviopov @apudkov: http://www.ema.europa.eu



