B. ®YAAO OAHI'IQN XPHXHX
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D)o ooV ypiong: IIinpogopisg yia Tov ypriotn

Zomarist 50 mg/850 mg smkalvppéva pe Aewt6 VRUEVIO OLGKia
Zomarist 50 mg/1000 mg semkaivppéva pe Aemté VPEVIo oKia
BAVTOy AT TIVI/ VOPOYADPIKY] LETPOPLLIVY

AwfdacTe TPOGEKTIKA OAOKAN PO TO GUALO 0N YIAOV YPNONS TPV APYICETE VO TAIPVETE AVTO TO
QPaPRUKO, OOTL TEPLLAPPAVEL CNUAVTIKES TTANPOPOPIES VIO GUS.

. DuAd&te avTd T0 POAAO 0dNYIBV Yprions. Tomg ypelaotei va to dwPdoete Eava.
. Edwv éxete mepartépo anopieg, p@ToTe TOV Y1I0TPO, TOV GUPLOKOTO) 1) TOV VOGOKOHO GOG.
o H cuvtayn yo avtd 1o @appako yopynke amokAEIGTIKG Y10, GoG. Agv TPETEL VO ODCETE TO

Papuroko og GArovg. Mmopel va toug Tpokaiécset PAGPN, akoOpa Kot OTOV TOL GUUTTOOTO TNG
aoBEVELAG TOVG gival B LE T STKA GO,

. Edv mopatmpricete Kdmow avemBOunm™ evépyel, EVILEPMDGTE TOV YATPS, TOV PAPLOKOTOON
TOV VOGOKOLO GaG. AVTO 10YVEL KoL Yo KAOE BV avemiBOUNTN EVEPYELN TTOV OEV OVOPEPETAL
GTO TAPOV PUALO 001 yLdY xprione BAére mapdypapo 4.

T wepréyel 1o Tapdv @HAh0 0N YLOV:

Tt eiva To Zomarist Ko o givait 1 yprion Tov

T mpémer va yvopilete mpiv mapete 0 Zomarist

[lédg va mépete 10 Zomarist

[TBavéc avemBounteg evépyeteg

[ég va. puhdooete To Zomarist

[Mepeyodpueva g GLOKEVOGING KoL AOUTEG TANPOPOPIES

AN N AW =

1. Th eivon To Zomarist kon wowa gival 1 yp1on Tov

O dpaoTtiké ovoieg Tov Zomarist 1) BAvToyAtivn Kot 1 LETQOPLLIVY] DTAYOVTAL GE [ KaTryopia
QOPLAK®OV TOV OVOLALOVTOL «OTO TOV GTOUATOC AVTIOWLPNTUCHY.

To Zomarist ypnoylonoeiton yio ) Bepancior evijiikov acBevav pe d1ofntn tomov 2. Avtdg o Tumog
S eivat emiong YvmoTOG MG U1 WGOLVAMVOEEAPTAOUEVOS GaKYop®mONG dwfe. To Zomarist
ypMooToeiton dtav o d1afntng dev pmopei va eheyyfei povo pe diorta ko doknon 1 /ot pe Ghha
QAPLLOKO TTOV YPNCYOTO00VTAL Y1o. T Bepameio, Tov S1afrtn (veoVAIVY 1] GOVAPOVVAOVPIES).

O S pNg TOHTOL 2 EKINADGVETAL OTAV O OPYAVICUAIS EV TAPAYEL APKET WVGOLAIVI 1] GTOV 1)
WOOVAIVI TTOL TTOPAYEL O OPYUVIGHOG OV AtToVpYEL 660 KaAd Ba émpene. MTopei emiong va
ekOMAmOEL av 0 0pyavIopds Tapdyel vIEPPOAIKT TOGHTNTO YAVKAYOVTG.

Kai 1 woeovhivn kai 1 yYAvkayovn Tapdyovion 61o Taykpeas. H wvooviivn fondd ot peimon tov
EMIES®V TOL GUKYAPOL GTO aipa, Wiaitepa PeTd o yevpata. H yAvkaydvn dieyeipet To Nmap yio ™
oVVOEST) COKYAPOV, TPOKAADVTOS COENOT) TOV ETTES OV GAKYAPOV GTO QUijLAL.

IIdg dpa To Zomarist

Kot 01 600 dpactikéc ovaiec 1 frkvtayiurtivn kot 1 peteoppivi. Kat ot dvo avtég ovoieg fonbolv ot
pOBIoN TOV ETWESOV TOV caKyApov oTo aipa. H ovoio Privtayiurtivn dpa kdvovtag To TayKpeos va
TAPAYEL TEPIGGOTEPT] IVCOVAIVY Kot AtydTepn yivkayovn. H ovaia petpoppivn dpa fonbdvtag tov
opyaviopd va ypNoOTOMGEL KaADTEP TNV veoLAivY. Exet amoderyBei 611 avtd 10 @dppaio fondd
vo. petmBei o ohKyapo TOL OiLATOG, YEYOVOS TOL U0 pel var fondnoel Ty IpodAnyn TV ETIAOKGV
amo to dPnTn oag.
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2. T péner va yvopilete npiv napete T0 Zomarist

Mnyv wapets To Zomarist

o o¢ TepInTmon dAAepYiog ot PUvTayAmtTiv, 6T LETEOPLLIVI 1} G€ 0TTo10dMToTE GANO amd To.
GLOTATIKA AVTOD TOL PAPHAKOV (ava@épovtatl oty Tapdypago 6). Edv vopilete 61 pmopei va
elote alkepyicoi 6€ 0mO100MMOTE Od AVTA, WANGTE GTOV YILTPO GO TPV TAPETE T0 Zomarist.

. €Gv €xete U eheyyopevo dwafnm, He, Y Tapadetypa, coPfapn vepylvkonptio (VymAn yAvkoln
aipatog), vavtia, £HeTo, O1dppoia, Ypryopn andrela Papovs, yoroktikn o&éwon (PA. «Kivovvog
YOAOKTIKNG 0EEmOoNe» Tapakdto) 1 ketoEEmwon. H keto&émon givan pua katdotacn oty omoia
0VG1ec TOV OVOUALOVTOL 'KETOVIKA CAOATH GLCCOPEVOVTAL GTO Ol KOl 1) oTToiol propel va
odnynoet o dwPnticd mpo-kdpa. Ta copmtdpate TeprrapPdvovv otopaykd Tovo, YpNyopn
Kot Pabid avamvor), vvnAia 1| 1) AVOTVOT| GG VATTOGGEL It ACVVABIGTI PPOVTMOT OGUT.

. €qv elyote TPOGPATU KOPIOKS ETEIGAS10 N KOPS0KT] aveETApPKEW 1) GoPapd TPOoPARATO UE TNV
KUKAOQOPi TOV aiplatoc 1) Suoyépeln 6TV avamvot) oL Bo propoloe va eivat £voeiEn
KOPIK®OV TPO PANUATOV.

J €qv £xete GOPopa LEIOUEVT VEPPIKT] Aettovpyia.
. €aqv £xete coPopn Aoipwén 1 coPapn aevddtmon (LEYAAN andAelo, HOUTOG UTd TOV OPYAVIGUO).
. €AV TPOKELTAL VO, VIO PANOEITE GE OKTIVOYPUPIn e KLY PAPIKO PEGO (L1 EVKOD TOTOL

aKTWOYpapio Katd v omoin evietal ypwotikn). [apakarovpe va deite eTTALOV TIG OYETIKEG
mAnpopopieg oy mapdypapo «IIposidomomoeis Kot TpoPLAAEEIG

o €AV £xeTE MTOTIKAG TPOPARLLATAL.
J €AV KATOVAADVETE VIEPPOAIKEG TOGOTNTEG OTVOTTVELLATOG (KAOMUEPIVE 1 LOVO KATA
TMEPIGTAGEL).

o eqv Onialete (PA. emiomng «Komon ko Onhacpdooy).

IIposidomon)osig Kol TPOPLAALELS

Kivduvoe yohrokTikic 0Eéwong

To Zomarist pmopei vo TPOKOAEGEL LI TOAD GTTAVIO, GAAG TOAD coPapn avemBOuNT™ evEpYELD, E10UCE
£4v 01 vePpoi 6ag dev Aettovpyovv cmotd. O Kivduvog avarTuENG YOAUKTIKNG 0EEMONG gival emiong
AVENIEVOG UE [T EAEYYOLEVO SN TT), GOPapES AOUMEELS, TapaTeTapnévn ynoteio | TpdoAnyn
OWOTVELUATOI DV, 0pvdaT®mon (PA. TEPATEP®D TANPOPOPIEG TOPUKAT®), MITUTIKA TPOPAALATA KOl
OTOIECONTOTE WUTPIKEG KOTUGTAGEIS GTIG OTTOIEG £VA LEPOG TOV OPYUVIGLOD EYEL LEWOUEVT] TOPOYT
o&vydvov (dmwg o&eia soPapn Kapdukn vOGoq).

Edv xémoto amd o mapondve epaproletal oty TEpInTOon oag, ansvbuvieite 6Tov yTpd Gog yio
TEPATEP® OOMYiEG.

XTapoT|6TE vo. TaipveTe To Zomarist Yio 6OVTOpO poviKe SaoTNpa GV £ETE PLU KATAGTOON
OV PTOPEL VO, GVGYETICETAL PIE BYVIATMGT (ONUAVTIKY OTMOAELW COUATIKOV VYPDV) OT®G GoPapd
éueto, d1dppota, TVPETO, EkBeon o€ BeproTnTa 1| €AV TIVETE AMYOTEPQ LYPE OO O,TL GUVIOMG.
Amevbuvbeite 6ToV Y10TPO GOG Y10 TEPUITEP® 0dNYiES.

YrapoTtiote vo Taipvete To Zomarist Ko ETIKOWVOVI|GTE PE Evay Y1aTPO 1] TO TANGLEGTEPO
VOGOKOUEID IPECMS EAV TAPOVGLAGETE OPIGREVA A0 TU. CUUTTONITO. TIG YULIKTIKIG 0EEmongc,
KaODG ALTN 1) KOTACTAOT LITOPEL VL 001YNGEL GE KDL

Y70, GUUTTONOTA TG YUAUKTIKNG 0&Emong mepthapdvovrat:

- £UETOg

- KOy (KO1AoKOG TOVOC)

- LOTKEG KPAUTES

- yeviko aicOnpa adwbeciog pe coPopn kKOT®ON

- dvokoAio 6TV avamvon

- UEIOUEVT] COUOTIKT OEPUOKPUGTO KoL KAPIOKOG TAUAUOG

H yoioktuc 0&€mon eivail Lo WTPIKT) ETETYOVON KOTACTOOT) KO TPETEL VOL AVTIHETOTICETAL GE
VOGOKOUETD.
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Amev0uvOeite 6TOV Y1OTPO GO AUECU Y10 TEPULTEP® 00NYieg EAV:

- Etvan yvootd 6T Taoyete amd o YEVETIKA KANPOVOLLOVUEVT AoBEVELN TTOV EXNPEdLEL Ta
LToy6vopia (Ta GToLyEin TOV TAPAYOLV EVEPYELL HEGO GTO KVTTAPA), OTmG cvuvopopo MELAS
(Toyovoplokt| eykeOAOTADEL, HLVOTADELD, YUAUKTIKY 0EEMOT Kot ETE1GOO10L TAPOLOT0 JLE
EYKEPAAIKO) 1] UNTPIKA KANPOovoLOVHEVO d1aprtn Kot kbemon (MIDD).

- "Exete 0m0o100MTOTE OO CVTA TOL GLUTTAOUATO LETE TNV EVOPEN TNG LETOPUIVIG: ETANTTIKNY
Kpion, HEl®ON TV YVOCTIKGV IKOVOTHTOV, SUVGKOAIN LE TIG KIVAGELS TOV GOMUOTOG, GUMTTOOTO
OV VITOONADVOLV VEVPIKT PAAPN (7%, TOVO 1| LOVSIUGLLL), HKPAVIO KOl KOQ®OT).

To Zomarist dev gival vTokaTAGTOTO THG WVGOLAIVIG. ' To AOY0 awTd dev Tpémet vo Aapfdvete
Zomarist yio ™ Bgpameio Tov Swprjtm Tomov 1.

AmevBuvbeite ooV Y10TpO, TOV PAPUOKOTOL 1) TOV VOGOKOWMO GOG TPV TAPETE TO Zomarist ov £YETE M
glyote 070 TOPELBOV VOGO TOV TAYKPEATOG.

Amgvbuvbeite 6ToV Y10TpO, TOV PAPUAKOTO10 1) TOV VOGOKOUO GOG TPV TAPETE TO Zomarist av
naipvete Eva avTidPnTikd Pappako YvooTd g covipovurovpia. O y1atpodg cog umopel va OEAEL va
HEWDTEL T dOOM TG GOVAPOVLAOLPiaG OTav TNV TTaipvete poll Pe To Zomarist GOTE Vo ATOPUYEL TN
YounAn yAvkoln oto aipa (vroyilvkoia)..

AV gily0TE TPONYOLUEVOS TAPEL PIAVTAYATTIV KOl avayKa.GOKATE Vo TN S1KOWETE AGY® NTOTIKNAG
VOGOV deV TPEMEL VOL TTAPETE OLVTO TO PAPULOKO.

O SwPnrucég deppatikég PAAPeg sivan pio Guyvi ermAok| 1oL dafTr. Zog cvpfoviedovpe va
AKOAOVOEITE TIC GVGTAGELS YO TI PPOVTION TOV SEPUATOG KO TMV TTOSDV TOV 060G diVEL O YITPOS N N
vocokoua oag. Eriong cag supfovisvoupe va didete Waitepn Tpocoyn o€ KABE Ve EUPAVIOT
QAVKTOIVOV 1] EAKOV eVOom Taipvete Zomarist. Edv avtd epeavicfovv Ba mpémel va cupfovievdeite
Gpeca 1o yTpod Goc.

Edv yperdleton va vroPfindeite og peilova yeipovpyikn enEUPOoT], TPEMEL VO GTAUATIGETE VO TOIPVETE
10 Zomarist katé ™ d1dpKe ™G EMEUPAONS KO Y10 KATO10 YpoviKd S1doTnpe LETE and avtiyv. O
YwTpdG 560G B AMOPACIoEL TOTE TPEMEL VO, CTOUATIOETE Ko TOTE Va. apyicete Eava n Oepaneio cog
pe to Zomarist.

Muwr e€étaon yuo va ekTiun0si ) nratikn cog Asttovpyia, o yivel Tpv v Evapén g Oepameiog pe
Zomarist, avd Tpipnva SGTHUATE KATE T S14PKEIN TOL TPMTOV £TOVG BEpameing Kol KATOTY G
TokTd Swotipata. ‘Etotl onueio avEnpévov nrotikdv evidpmv propoiv va aviyveufovv 660 o
duvvatdv vopitepa.

Katd ) dupkeo, g Ogpameiog pe 10 Zomarist, 0 y10tpdg oag 0o EAEYYEL TN VEQPIKT ASTOVPYIO GOG
TOVAGYIGTOV [ick POPE TOV XPOVO 1 GUXVOTEPX, EAV EI6TE NAKIOUEVOG(M) /KOL EQV £XETE EMIOEWVOVUEV
VEQPIKN Asttovpyia.

O ytpds o0g B ELEYYEL TOKTIKG TO GAKYOPO GTO QLN KL GTO, VPO GOG.

Howdra ko £gnpor
H ypion tov Zomarist o€ Ta1d1d ko eprifouvc niuiog £mg 18 tdv dev cuvicTdtot.

Addo @appoxa kot Zomarist

Edv yperdleton va AdPete éveon okiaypa@ikol HEGOV TO OO0 TEPLEYEL IDSTI0 TNV KUKAOPOPIQ TOV
AiLOTOC GOG, Y10 TAPASELYLO, GTO TANIGIO AKTIVOYPAPING 1) GAPOGNG, TPETEL VO GTUUATHGETE VOl
maipvete 10 Zomarist Tpv Kot Kotd Tov xpovo g £veong. O ytpdg oag Ba amopacicel TdTe Tpemet
VO GTOLOTAOETE KOl TOTE Va. apyiocete Eava T Bepoameio oog pe To Zomarist.

Evnuepdote tov yuutpd oag edv maipvete, £XETE TPAOCPATA TAPEL 1] LTOPEL VAL TAPETE AN QPOPLLOKCL.
Mmnopei va yperaleote cuyvoTepo EAEYYO NG YALKOLNG TOL QUILOTOG KO TNG VEQPIKNG AELTOVPYinG, 1 O
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YW TpdG GG LITOPEL VOL XPEWOTEL VO TPOGUPLHOGEL T docoroyin Tov Zomarist. Eivot idtotépmg

ONUOVTIKS VO AVOPEPETE TOL AKOAOVOL:

- YAVKOKOPTIKOELDN TTOL YEVIKA YPNOYOTO00VTAL Yo T Bepameion pAEYHOVAOV

- B2- ayovioTEC TOL YEVIKA ¥PNGULOTOI0VVTOL Y10l T OEPATEIN AVATVEVGTIKOV d10TAPUYDV

- GO QAPLOKE TOV YPNOLOTOOVVTUL Y10 T Ogpameia Tov PN

- PAapLOKa TO. OTTOT0 AVEAVOLV TV TTapay®Y 0VP®V (S10VPNTIKA)

- (PAPLLOKO TTOV YPNOYOTOI0VVTOL Y10l TV OVTULETMTIOT TOV TOVOL Kol NG PAeypovig (MZAD
kot avaotoreic COX-2, 6nmg Povmpopaivn Kot cereko&ipmn)

- opwopéva Pappoka Yo T Bepomeio g VYNANG apTpLkng Tieons (avactoieic MEA kot
AVTAYOVIGTEG TV VITOS0YE®V TG ayyeloTevaivig 1)

- opwopéva PAppaKa Tov EXNPedlovy To Bupeosidn,

- OPIOUEVE PAPLLOKO TTOV EXNPEALOVV TO VEVPIKO GUCTIHLL

- OPICUEVA PAPLLOKO TTOL YPICWOTO0VVTAL Y1 T Bgpameio TG onOAyYNG (.. pavoralivn)

- OPICUEVE PAPLLOKO TTOV XPTOYOTO0VVTAL Yo TN Bepamein TG Aoinwéng amd HIV (m.y.
vrolovteykpafipn)

- 0PIGHEVA PAPLLOKO TTOV XPTCIULOTOOVVTOL Y10 TN Bepanein eVOS GLYKEKPYWEVOD TOTTOL KapKivoy
TOV Bupeneldovs (LLEAOENS Kapkivog Tov Bupeogdonq) (t.y. PavdeTavinmn)

- OPICUEVO PAPLLOKOL TTOV YPT|CLOTOIOVVTOL V1oL T Bgpameiol TG KAOVPAG KOt TV TEXTIKAOV
MKV (T.). oeTdivn).

To Zomarist pe owvonveopat@on

Amo@evyete v vIepPoMKn TPOGANYT OWOTVELUATOOOV VD TTaipveTe To Zomarist Kad®hg avtod
pmopel va vENoeL Tov Kivouvo YoaKTIKNG 0EEMONG (TAPAKAUAOVIE SEITE TV TOPAY PAPO
«ITpogdonomcels Ko TPOPUAGEELS).

Kinon kxm 6niaopoc

- Edv eiote éykvog, vopilete 6T pmopetl va giote £ykvog 1) oyed1dleTe Vo, ATOKTACETE TOdH,
{nmote ™ ovpPovAn TOL YUTPOD GG TPV TAPETE AVLTO TO PAPaKO. O YTpog oag Ba
ov{nmoet poli oag oYeTUCE HE TOVG THAVOVG KIVOUVOLG oo T Afyn Zomarist Kotd
SduapKeln G EYKLHOGHVIG.

Mnyv népete 10 Zomarist €qv giote £ykvoc 1 Onralete (PA. emiong «Mnv mépete To Zomaristy).

Znmote ™ GLUPOVAN TOV Y10.TPOD 1 TOL PAPUAKOTOI0D GOG TPV TAPETE OTOWINTOTE PAPLLAKO.
Odnynon Ko yEPLopog pnyovnpdTov

Edv aio0dveote (An 660 Taipvete To Zomarist, unv odnyeite N yepileote epyaieion | pyovipoTa.
3. IIdg va Tapete To Zomarist

H mocom 10 Tov Zomarist mov mpénel vo, TAPeL 0 EKACTOTE 060eVIG eE0PTATAL OTO TV KATAGTOON
Tov. O y1Tpdg cog Ba cag el akpimg T doom Tov Zomarist Tov Bo TAPETE.

[avtote va maipvete 10 PAPIAKO 0VTO AVGTNPE GOLE®VE. e TIG 001Yies TOL YioTtpoy coc. Edv éyete
apPPBOAEG, POTAGTE TOV YILTPO 1] TOV PUPUAKOTOIO GAG.

H ocvvietdpevn 660m ivorl évo ETIKOAVUUEVO LE AETTO VWLEVIO d1oKio gite Tov 50 mg/850 mg 1| tov
50 mg/1000 mg mov AapPdvetat V0 POPES TNV NUEPA.

Edv éyete perwpévn veppikn Asttovpyia, o y1Tpog GOG LITOPEL VAL GUVTOYOYPOPT|GEL YAUNAGTEPT
d6om. Eriong edv maipverte éva avtidofntikd appoko yvootd mg GOVAPOVOAOLPIN 0 YITPOS GUG

LTOpEL VO GOIG CLVTAYOYPAPTICEL Yo UNAdTEPT dOOT).

O y1pdg 00G PTOPEL VoL GG GUVTAYOYPAPTOEL GUTO TO PAPLAKO LOVO TOV 1 UE OPIGUEVE GADL
QAPLLOKO TO. OTTO10L YOUNADVOVV TO ENITEGO GAKYAPOL GTO QUL GOG.
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I67e ko TdS vo. TpeTe To Zomarist

o Kartarivete to dioxia oAdKAnpa pe £va ToTpl vepd

. [Maipvete éva dioxio o Tpmi Kot Eva To BpAdv KaTd T d1dpKed 1} AHESHG PETE omd yebpa. H
Mym Tov d10Kiov AUESMG LETE OO YEVLO PLEIDVEL TOV KIVOUVO Y10, GTOHOYIKT ad10becia.

Yuveyiote vo Tpeite TIg S10TPoPIKES GVIPOVAEC TTOV Gag £xEL dDEL 0 Y1oTpds 6ag. Ewdwkdtepa, dv
axolovbeite dwPnticn dlota yio Edeyyo Tov Pdpovg, cuveyiote ™y 660 AapPdvete Zomarist.

Eav ndpete peyarvtepn 6601 Zomarist arré Tnv Kovoviki

Edv mapete morhd diokion Zomarist, 1 edv k6mo10Gg AAAOG TAPEL Ta d1oKin Guc, amsvBuvisite apicwmg
o€ évav o Tpo 1 og évav pappaxorold. Mmopei va arormBet pappoxevtcn Oepaneio. Edv
yperaleTal va Thte o€ WTpsio 1 6€ Vosokopelo, va mapete pali 6og T GLOKELAGIN Kol TO TapdV
QOLLO 0OMYLDV.

Eav Egyaoete va ntapete To Zomarist

Edv maparsiyete éva d1okio, TAPTE TO LE TO ETOUEVO YEVUO, EKTOC EAV EIVAL £TOT KL OAALDG
TPOYPAUUATICULEVO VA TAPETE Eva. M TtapeTe durhn 6601 (dvo dokia pali) yio va avarAnpOoETE TO
dokio mov Egydoarte.

Eav ctopamicste va taipvete To Zomarist

YuveyioTe vo TaipVETE AVTO TO PAPUAKO Y1l OGO YPOVIKO SAGTNIO GUVTOYOYPUPIGEL O Y1UTPOG GUG
MOTE Vo CLVEYICTEL 0 EAEYYOG TOV GAKY(LPOL OTO aipa 6ag. Mrv oTapaTACETE va Taipvete to Zomarist
EKTOC €AV GOG TO GLOTAGEL O YILTPOG Goc. Edv éyete amopieg oyetikd pe 1o w60 didotnpua Oa
TapveTE AVTO TO PAPUOKO, POTIGTE TOV YWLTPO GOG.

Edv £xete mep1ocOTEPEG EPOTNOELS GYETIKE LLE TN XPNOT AVTOV TOV PAPUAKOV, POTIGTE TOV Y0TPO,
TOV QUPUAKOTO 1) TOV VOGOKOUO GOG.

4. IIBavig avemOOUNTES EVEPYELES

‘Onmg Ol ToL PAPHLOKO, £TCLKAL AVTO TO PAPUAKO UTOPEL VO TPOKUAECEL AVETIOVUNTEG EVEPYELES AV
ka1 dev mapovostdlovion 6E OAOVG TOVG AvVOPOTOLC.

Oa TpEMEL VO StaKOWYETE TN AMyn Tov Zomarist kKou va emieke@Osite Tov yraTpd 60g apicmg edv

TOPOVOIACETE KATO10 OO TIG AKOAOVOEG AVETIBVUNTEG EVEPYELEGS:

. Tahaxtik) 0E€mon (Tolv ormdvia: pmopei va emnpedost £og 1 otovg 10.000 avBpdmovg):
To Zomarist umwopel va TPOKAAESEL 1oL TOAD OTLAVIA, 0AAG TOAD Gofapn ovemBOun T evEpYEN
1 onoio ovopdletan yoraktic o&Ewon (BA. mapdypapo «ITpogdomomcels Kot TPOPUAGEELS»).
Edv ovpei avto, Tpénet vo 6TopaToeTs Vo, TaipveTs To Zomarist Kol STIKOIWVOVI|6TE NE
£vay Y1oTpo 1| TO TAGLEGTEPO VOGOKONEID UPECMG, KOOMOG 1 YOAUKTIKT 0Emon Umopel va
00NYNOEL OE KO

. Ayyewoidnpa (oravia: propei va ennppedsetl £oc 1 otovg 1.000 avBpdTOVS): 10 GUUTTOOTO
mephapfdvovv TPHEYO GTO TPOGMTO, GTI YADCSA 1) GTOV PAPLYYA, SLGKOAIN KATATOGG,
dvokoAio avamvong, cevidla epeavion eEavonuotog | kvidmong, Ta. omoio Propel va
amoTEAOVV EVOEIEN H10G aVTIOPAOTS TOV OVOLALETON «OyYELO01OLLON

. Hrotwkn vocog (mrotitida) (0x1 cuyvi: popet va emmppedoset Emg 1 otovg 100 avBpdmouc): ta
cupmTOMATE TEPAUUPAVOLV Kitpivo déppa Kkat pdTio , vauTtio amdAgio e 6peéng M
GKOVPOYPOLLE. OVPO. TO, OTTOT0 LTOPEL VO, ATTOTEAOVV £vOeiEN NIATIKNG VOG0V (MIaTiTidn)

o DAeyHOVH TOV TUYKPEATOG (TOYKPEATITION) (031 CUYVI: UToPel va emnppedioet Emg 1 6Tovg
100 avBpmdmovg): Ta cuprtdpate teprapfavouy cofapd Kot exipovo Tdévo oy Kol (ot
TEPIOYN TOV GTOUAYOV), 0 0TOI0G UTOPEL VoL PTAVEL £MC TNV TAUTY, OTWE ETIONG KoL VOVTIO Kol
LETO.
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Addeg avemOOunTeg evépysreg

Opiopévol aoBeveis Exovv epupavicer Tig akOAOVOEG avemBOUNTEG EVEPYEIEG KATA TN Ay Zomarist:

. Yuyvég (Umopetl va emnppedcoovv Emg 1 6tovg 10 avBpdTOVG): TOVOLUOGC, POTH TOL TPEYEL
TOPETOC, e&dvONpa e payovpa, vIepPorucodg 1dpdTaC, TOVOGS GTIG apBpmdaoels, Cain,
KeQaAakyia, un ereyydpevoc Tpopoc, duokotd T, vavtio (aicbnpa adiebeciog), £petog,
dppol, LETEMPIGHAG, KAOVPO, TOVOG EGOTEPTKA 1] YOP® OO TOV GTOUAYO (KOTAOKOG TOVOG)

. Oy ovyvég (umopel va ernppedoovy €06 1 otoug 100 avBpdmovc): kdémwaor, aduvvaytia,
HETAAAKN YEVOT, YOUNA YAvKOLn aipatoc, andlela dpeEng, TPNEWO o1 XEPLO, GTOVG
aoTPAYAoLG 1 oTaL TEALOTO, (010MUA), piyT, PAEYHOVI TOV TAYKPEATOG, LVTKOG TOVOG

. [ToAd omavieg (umopei va ennppedcovv émg 1 tovg 10.000 avBpdmouc): onpeia vyniod
EMITEIOV YOAAUKTIKOV 0££0G 6TO aliple (KATAGTAGT] YVOOTI MG YOAUKTIKT 0EEMGT), 0TS vITvnAia
N LaAn, coPapn vauTio 1 EULETOG, KOTMOKOG TOVOG, OKOVOVIGTOG KAPSOKOG TAAUOS, 1| Bl
YPRyopM avamvon: pubpdTITU TOL SEPLATOS, Payopa: Hetwpéva enineda Prrapivig B12
(@ypdTNTO, KOTWGT), VONTIKA GUUTTOMOTO OTT®MG GUYYVOT 1) SWTopayEG TNG LVIAUNG).

Metd v KuKho@opio TOL TPOIOVTOG GTNV ayopd, £X0VV emionc avaeepOei o1 akdAOVOEG aveTIOVUNTEG

EVEPYELEC:

. Mn yvoot cvyvotnta (dev pmopel va ekTinBel amd to d1béoya dedopéva): ToTKod
EePhoVOIOUA TOV OEPUATOG | PADKTUIVES, PAEYUOVT] TOV OOQOp®V ayyeimv (aryyeitidoa)
omoio umopel va TpokaAEceL deppatikd eEAvONUA 1) CNUEINKES, emimedec, epLBPES, OTPOYYVAES
KNAIOEG KATW 0o TV EMPAVELY TOV SEPUATOC 1 LOADTIGUO.

Avag@opd avemOountov evepyai®dv

Edv mopatnpnoete Kdmolo avemiBountn evEPYEL, EVILEPDOGTE TOV YULTPO, TOV QUPUAKOTOW 1) TOV
VOGOKOUO 60G. AVTO 1GYVEL KoL Yo KAOE TBav avemiBOunT eVEPYELL TOL OEV AVOPEPETAL GTO TAPOHV
@OALO 0dMYLBV ¥promc. Mropeite emiong va avapépete avemBounteg evépyeieg anevbeiag, HEGH TOV
€0VIKOD GLOTAUATOS AVAPOPAS TTOV avaypapetol oto Tapdpmmua V. Méow g avapopds
AVETOVUNTOV EVEPYEIDV pmopeite va fonbfcete 6T GLAAOYT TEPIGCOTEP®V TANPOPOPLDY CYETUKEL
HE TNV AGOUAELD TOV TAPOHVTOC PAPUAKOV.

5. Hog va gvracoete T0 Zomarist

- To pdppoxo avtd TPEMEL VoL QLAACGETOL GE PEPT OV eV To PAETOVV Ko HeV TO POGVOLVY TOL
TS

- Na pn xpNoHOTOLEITE AVTO TO PAPLAKO PETO TNV NUEPOUNVIL ANENG TTOL AVAPEPETOL GTIV
KOWEAT Ko 670 KOouTi petd v £vdelin « EXPy». H nuepopmvia Anéng eivan n tekevtaio nuépa
TOL UNVA IOV OVOLPEPETOL EKEL..

- Mn guvldooete o€ Beppoxpacio peyorvtepn tmv 30°C.

- DVAAGGETE GTNV OPYIKT CLOKELAGTN (KOYERN) Y10 VO TPOGTUTEVETAL OTO TNV VYPAGIL.

- Mnv metdte eApHOKa 6TO VEPS TNG OIOYETELOTG 1) GTOL OIKIOKA amoppipata. Potiote Tov
(POPLOKOTO) GOG Y10l TO TAG VO TETAEETE TO. PAPLLOKO TTOV OEV YPNOYOTOIEITE o AVTA TOL
pétpa Bo fonbncovy oy Tpoctacio Tov TepPdiiovioc.
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6. Iepreydpeva TG GVGKEVAGING KO AOLTES TANPOPOPIES

T epréyer To Zomarist

- Ot dpaoTiKéc ovaieg eivar 1 frvtoyArtiv Kol 1 VOPOYA®PIKT LETQOPLLIVT.

- KaBe emaivppévo pe Aemto vpévio diokio Zomarist S0 mg/850 mg mepiéyetl S0 mg
Brivtayimrivig kot 850 mg vdpoyAmPIKNG HETPOPLIVIG (TTOV avTIGTOEL 68 660 Mg
HETPOPUIVNG).

- Ka0e emucaivppévo pe Aemto vpévio diokio Zomarist 50 mg/1000 mg mepiéyerl 50 mg
Buwvtayimtivig kot 1000 mg vépoylmpixig peteoppivng (mov avtictoryei oe 780 mg
HETPOPHIVNG).

- Ta dAha cvotaticd givat: Yopo&umpomvulokuttapive), 6TEATIKO LLoyVIG10, VITPOUEAOLN,
d10&eid1o tov Traviov (E 171), kitpwvo 0&eidio tov gdnpov (E 172), molvaibvievoylokoin
4000 Ko TAAKTG.

Epg@avion tov Zomarist ko1 7EPLEYOPEVA TG GUVGKEVAGING

Ta emwoivppéva pe Aemtd vuévio drokio Zomarist 50 mg/850 mg givot Kitpvov YpOUATOS, MOEWN pE
o apyd «NVR» om pia mhevpd kot « SEH» oy dAin.

Ta emwoivppéva pe Aemtd vuévio diokior Zomarist 50 mg/1000 mg gival okoHpov KiTpvou YpOUATOC,
®oedN pe ta apywd « NVR» ot pia thevpd kot « FLO» omnv GAAn.

To Zomarist datifetan og cuokevacieg mov mepiEyovv 10, 30, 60, 120,180 1360 emkaivppéva pe
Aemtd VEEVIO B1oKin KO 6 TOAAATAEG cLoKELAGTEG oL TepEyovv 120 (2x60), 180 (3x60) 1) 360
(6x60) erucoloppéva pe Aewtd vpEVIO. Mopei va pnv KukAo@opoHv GAEC 01 GLOKEVOGIEG KO
TEPIEKTIKOTNTESG O10KIWOV GTN YDPA GOG.

Kéroyog Adsrag Kvkiogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

HopaockevaosTiig

Lek d.d, PE PROIZVODNJA LENDAVA
Trimlini 2D

Lendava, 9220

YhoPevia

Novartis Pharmaceutical Manufacturing LLC
Verovskova ulica 57

1000 Ljubljana

Y oevia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Bapkehdvn

Tomavia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nupepfépyn
lepuavia
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Mo omowdnmote TANPOPOPIN GYETIKE LE TO TAPOV QUPLAKEVTIKO TPOTOV, TAUPUKAAEITTE VOl
angvbvvieite ooV T0TUICO AVTITPOS®TO ToL Katdyov g Adeiog Kukhogpopiag:

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

bvarapus
Novartis Bulgaria EOOD
Ten.: +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: +49 911 273 0

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

EAlLGda

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

TnA: +30 210281 17 12

il

WIN MEDICA ®APMAKEYTIKH A.E.
TnA: +30210 74 88 821

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

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00

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

Ireland
Novartis Ireland Limited
Tel: +353 1260 12 55

island
Vistor hf.
Simi: +354 535 7000
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Lietuva
STA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322246 16 11

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

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

Nederland
Novartis Pharma B. V.
Tel: +31 88 04 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 o.0.
Tel.: +48 22 375 4888

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

Romania
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.0.
Tel: +421 2 5542 5439



Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +39 02 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvnpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija

SIA Novartis Baltics

Tel: +371 67 887 070

To mwap6v pOAL0 odNYIOV Ypiions avaOswpr)Onke Yo TehevTaio Qopd 6TIg

Addeg INYES TANPOPOPLAV
Agmtopepeic TANPoPopieg Y To Gappako avTtd givat d1béoiueg 6to dikTvakd Tomo Tov Evponaicohd
Opyaviopot @apudxkmv: http:/www.ema.europa.eu
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