IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/850 mg emkadvppéva pe Aemtd LUEVIO StoKio
Zomarist 50 mg/1000 mg erxikoAvppévo. ue AEmTo VUEVIO dloKia,

2. IOIOTIKH KAI TIOXOTIKH XYNO®EXH

Zomarist 50 mg/850 mg smikaivupévo pe Aertd vuévio diokio

Kabe emxadloppévo pe Aemtd vpévio diokio mepiéyel SO mg frivtaylmtivng kot 850 mg
VOPOYAMPIKNG LETPOPUIVIS (TOV avTioTolyEl o€ 660 MY petQopuivig).

Zomarist 50 mg/1000 mg emucolvppéva. pe Aemtd vuévio diokia

Kdabe emxatvppévo pe Aemtd vpévio diokio mepiéyel S0 mg Prdvrayiumtiving ko 1000 mg
VIPOYA®PIKNG HETPOPUIVIG (TOV avTioToyel g 780 Mg petpoppivig).

Mo tov Tp1n KatdAoyo Tav exdoywVv, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Emwcaioppévo pe Aemto vpévio diokio.

Zomarist 50 mg/850 mg emuwcoivuuéva pe Aertd vuévio diokia

Kitpwvo, @oe1déc, emkaAvpupévo e Aemtd vuévio 01okio pe AoEoToumuéva GKpo, Kol EVIVTMOUEVOL TO,
apykd «<NVR» ot pia tievpd kot «SEH» otnv GAAn.

Zomarist 50 mg/1000 mg smkorvpuuéva, pe Aertd vuévio diokia

2KoVPO KITPIVO, MOELDESG, EMKAAVUUEVO [LE AETTO DUEVIO O10KI0 e AoEoTounpéva drkpa Kot
evomopéva ta apykd «NVR» ot pio mhevpd kot «FLO» oty dAAn.

4. KAINIKEX IAHPO®OPIEX
41 OgpomevTiKég evosielg

To Zomarist gvdeikvuton og Tpdcbeto ot drotpo@En Kot Ty doknon yio T Peitioon Tov

YAVKOUUIKOD EAEYXOV GE EVAAIKEG e oaKkyap®oT dtoprtn tomov 2:

o og aobeveig o1 omoiot dev EAEYYOVTOL ETUPKAOS UOVO LE VOPOYAMPIKT LETPOPUIVT

o ot aobeveic o1 omoiot AapPdvouy NN cLVIVAGHO BIAVTAYAITTIVIG KOl VOPOYAMPIKNG
LETQOPUIVIG, ¢ EEXYMPIOTA doKia.

® o€ GLVOLOCUO UE AAAL PUPUOKEVTIKG, TPOTOVTA Y10, T Oepameia Tov dafntn,
GUUTEPTAAUPOVOUEVIC TNG IVGOLAIVIG, OTAV QUTH OV TAPEXOLV ETOPKT YALKALUIKO EAEYYO (BA.
Tapoypaeovg 4.4, 4.5 kar 5.1 yio dStwbéotpa dedopéva oe dSLopOPETIKONG GLVIVAGHOVG).

4.2  Aocoloyio Kol TPOTOG XOPNYNONS

Aocoloyia

Evilikec ue pvoioloyixn veppixn Asirovpyio (GEFR > 90 ml/min)
H 860m g avtwmepylvkayuknig Bepameiog pe Zomarist Oo mpémel va e&atopukedeton pe pdon to
1oYVOoV BepamenTikd oo Tov AapuBdvel o acBeveic, TNV ATOTEAEGUOTIKOTITO KOL TV OVOYT| EVGD OgV
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0o mpémetl va vepPaivel TNV PEYIOTN GUVICTOUEVT NuepNnola d6on Twv 100 mg Brivtoaylmtivng. To
Zomarist umopei va Eekva gite pe ™ Ay g mepiektikotntag 50 mg/850 mg 1 pe ta
50 mg/1000 mg 6vo popéc v Nuépa, £va diokio To Tpmi Kot 10 dALo T0 Bpadv.

- I"o acBeveig mov dev eEAEYYOVTOL EMAPKAOS LE TN HEYLOT AVEKTY] Y10 AVTOVG 0OGT LETPOPUIVIG
¢ povobepameio:

H 860m évapéng tov Zomarist Ba wpémet va mapéyel priviayiurtiv og 50 mg 0o @opég thv nuépa

(100 mg cvvolikn nuepnoto 60om) ETTALOV NG OGN TNG HETPOPUIVNG TTOV 1O AapPavetat.

- INo acBeveic mov alddlovv amd cuyyopnynon PlviayMativig Kot LETQopivig oe EgxwpiloTtd
doxia

To Zomarist 6o mpémet va Eekvd pe T 606M TG PLAVTOYAITiVNG KOt TG HETQOPLIVIG IOV 1o

YOPTYOUVTOL.

- INo acBeveic mov dev eAéyyovtot ETapK®OG He SUTAO GUVOLAGUO HETPOPUIVIG LE io
GOVLAPOVVLAOLPIL

O1 860¢1¢ Tov Zomarist Oa mpénet va mapéyovv Priviayirtivi og 50 mg d0o popég thv nuépa

(ovvolkn nuepnota d6on 100 mg) Kot o 5601 HETOPUIvIG TapOUoLd e T OGT TOL 1oM

AopPdverar. Otav to Zomarist xpnopomoleital 6 GLVILAGHO HE LI GOVAPOVLAOLPIa, ) YOPTYNOoT

YOUNAOTEPNC BOGNG GOVAPOVVAOLPLAG TPETEL VO, AAUPAVETAL VT OYN Yo TN UEIMGN TOL KIVOHVOL

VTOYAVKOLIOG.

- INo acBeveic mov dev eAéyyovral enapkmg pe Oepameio STA0D GUVIVLAGHOD UE VGOVAIVY KOl TN
UEYLOTN OVEKTN dOGT UETQOPUIVIG:

O1 866¢€1g Tov Zomarist Oa mpémet va Topgxovy PrAvtayurtivy yopnyovpevn og S0 mg 0o Qopég v

nuépa (cuvolkn nuepnota 66omn 100 MQ) kot po d66M Het@opuivng Topduola pe tn d0oT Tov oM

Aappdverat.

H aocopddeia kot 1 amotelecpatikdtnTo TG PIAVTOYAMTTIVIIG KOt TNG HETPOPUIVIIG MG TPUTAT OO TOV
otouaTog Oepameio o€ cuVOVAGHO pe pia OaloMdvediovn dev Exetl edpatmbel

E1dixol mhnBocuol

Hlrxiwuévor (> 65 gtav)

Kabmg 1 petpoppivn amekkpivetal HEc® TV VEQPPOV Kol 01 NAKIoUEVOL acbevels mapovaialovy tdon
Yo EKTTOOT TNG VEQPIKNG Aettovpyiag, ot nhikimpévol acbeveic mov Aappdvovy Zomarist Oo mpénet
VoL VTTOPAAAOVTOL TAKTIKGA GE EAEYYOVG TNG VEPPIKNG Asttovpyiag (PA. mapaypoapovg 4.4 kat 5.2).

Neppixn dvoleitovpyio.

O GFR mpénetl va a&lohoyeiton pv v Evapén g Bepameiog pe TpoidovTa Tov TEPLEYOVY UETPOPUIVT
KoL TOVAQ(IOTOV €TNGIMG 0T cuVEKELa. X acBeveig pe avénuévo kivovvo tepartépm eEEMENC TG
VEQPIKNG OVGAEITOVPYIOG KOl GTOVG NAIKIOUEVOLG, 1) VEQPIKN AElTovpyia Tpémel va alodoyeital o
ouyva, m.y. kbbe 3-6 unvec.

H péyiotn nuepnoia d6om g LETPOPUIVIG TTPETEL KATE TPOTiUNon va dtapeitol oe 2-3 nUepNolEg
d00e1g. O Tapdyovieg Tov eVOEXETAL VAL AEAVOLV TOV KivOuvo YoAakTikng o&éwong (BA. mapdypopo
4.4) mpémel vo. avOoKOTOUVTAL TPV EETAGTEL 1] Evapén TG HETPOPUIvNG o€ acbeveig pe

GFR <60 ml/min.

Edv dev givon S1a0éotun enapkng meplektikdtnta Tov Zomarist, 0o mpémet vo ypnoyonotodval o
EMUEPOVE [LOVO-CLGTATIKA AVTL Y10 TOV GLVOVAGUO 6Tadepng dOOMC.



GFR ml/min | Metgoppivn Bukvtaylmtivn

60-89 H péytom) nuepnoia 6om givan Agev amouteitot TPOGAPHOYT TG
3.000 mg. doonc.

Meiwon tng 06ong umopei va eEetdletan
G€ OYEOT LLE TNV EKMTAOGCT TNG VEPPIKNG
Agttovpyiog.

45-59 H péyiot nueprioa 66om givor H péyiotn nuepnota d6on eivar
2.000 mg. 50 mg

H 8601 évapéng ivar 1o moAD 10 MG
g HEYIETNG 600G,

30-44 H péyiot nueproa 66om givor

1.000 mg.

H d60m évapéng eivar 1o moAD 10 MG
g HEYIETNG 600G,

<30 H petgoppivn avtevdgikvotal.

Hratikn dvelertovpyio

To Zomarist dev Ba mpémet va ypnoonoteitol og acbeveic e otk dvcAertovpyia,
nePILAUPavoOUEVOV aUTOV e enimeda apvotpoveepdong g aiavivig (ALT) 1 aomaptikng
apvotpaveepdons (AST) og tiun > 3X 10 avdtepo Puotoroyikd 6plo (ULN) mpwv and tnv évapén
™m¢ Bepanciog (PA. mapaypapovg 4.3, 4,4 ka1 4.8).

Houdrorpixog ninQvouog

To Zomarist dev cuvictdton yio yprion o€ madid kot epPPovg (< 18 etdv). H aopdieia kot n
amoteAeoaTIKOTTA TOL ZOMarist o€ maidid kot enBoug (< 18 etdv) dev £xovv axdpa tekunpLmOei.
Agv vapyovv dabéciua dedopéva.

Tpoémog yopnynong

Ao otOUATOC YpNIOT).
H Aym tov Zomarist pe 1 apuéomc petd omd yedua evogyouévms meplopilel 0 YOOTPEVIEPIKA
ovuntduaTa TOL oyeTilovot pe T peteopuivn (PA. emiong mapdypago 5.2).

4.3  Avtevositag

- YrepevoioOnoio 6Tig OpacTIKEG OVGIEC 1) GE KATOL0 0td TO EKO0Y0L TOV AVOPEPOVTUL GTNV
mapdypoeo 6.1
- Onotoodnmote THmog o&eiog petafoikng o&éwong (0nmg YooKtk o&Emaon, dtopnTikn
KeToEEMON)
- Awfnrikd Tpo-K®dpo
- YoBapn veppikn averdpkelo (GFR < 30 mi/min) (BA. mapdypapo 4.4)
- Oéeleg xataoTdoelg Tov Umopel va LETOPAAAOVY TN VEQPIKN AgtTovpyia, OTMC:
- aeLOdTOON,
- ocofapn Aoipwdn,
- rkatomAnéia,
- EVOYYELOKT] XOPNYN O 1OSOUEVOV GKLOYPUPIK®Y HEc®V (BA. mapdypapo 4.4).
- Oé&ela N xpoVIo vOGOG TOL UTopel Vo, TPOKAAEGEL 10TIKT vITo&ia, OTMG:
- KOPOLOKN 1] OVOTTVEVGTIKY AVETAPKELD,
- TPOCPOTO EUPPAYILO TOV HLOKOAPIIOD
- KkatamAngio.
- Hrotwkr duciertovpyio (PA. mapaypdpove 4.2, 4.4 ko 4.8)
- Oéela dnAnmpiaon amd owonveL U, GAKOOMOUOG
- Oniacpog (PA. mapdypoeo 4.6)



4.4  E1d01kég TPOELOOTOUNGELS KUL TPOPVAGEELS KATA TN (prion
Cevika
To Zomarist dgv gival VTOKATAGTATO VGOLAIVIG Yo VGoLAVOEEAPTOUEVOLS cBevei kot dev Oa

TPENEL VO, ypnoilponoteital og acBeveic pe dafntn tomov 1.

Toloxtikn o&Emon

H yodoxtikn o&éwon, po oAy omdvio aAld coPapn) LeTaPoAlKT EMTAOKY), ELPAVICETOL GLYVOTEPH GE
o&eia emdeivoon g veppikng Aettovpyiog 1 KapdloavamTvELGTIKY| VOGO 1] GNYoLiic. ZVGGMPELOT
peteopivng cupPaivel og o&eio emdeivmon g veppiking Asttovpylag Kot avEdvel Tov Kivouvo
YOAOKTIKNG 0EEMOTG.

e mepinton apuddtoong (cofapn didppota 1 EUETOC, TVPETOC N LEIWUEVT] TPOGSANYT VYPGOV), 1|
LETQOPLIVI TPEMEL VO, SLOKOTTETOL TPOSMPIVH KOl GLUVIGTATOL 1) ETKOVOVI [LE EVOV EMAYYEALOTIO
vyeiog.

DoproKeVTIKA TPOIOVTO T OTTOI0 UTOPOVV VO EXNPEAGOVY EVIOVA TN VEPPIKT AerTovpYia (OTmS
AVTITEPTAGIKE, dtovpnTiKd Kot MEAD) wpénet va, apyilovv pe Tpocoyr o€ acbeveic mov Aappdvouv
Oepameio pe peT@OPUIvN. AALOL TAPAYOVTEG KIVOUVOL Y10, YOAUKTIKY 0EE®ON ivot viepPoiiky
TPOCANYT| OLVOTVELLATMOIMV, NTOTIKT OVETAPKELL, OVETAPKADS ELEYXOUEVOS dLaffNTng, KETO,
TOPOTETAUEVT] VIOTELN KOl OTOLEGONTOTE KATACTAGELS TOV GLVOEOVTAL e VTTOETM, KBS Kot M
TAVTOYPOVT YPTON POPLAKEVTIKAOV TPOTOVIOV TOL UTOPEL VAL TPOKAAEGOVY YOAUKTIKY 0EEmor (PA.
mapaypdeovg 4.3 kot 4.5).

Ot acOeveic /Kot 01 POVTIOTEG TPETEL VOL EVILEPDVOVTOL GYETIKG LE TOV KIVOUVO YOAUKTIKNG
o&émonc. H yahaktikn o&émon yapoktnpiletar omd 0&edmtikn dHGTVOLN, KOIALOKO TV, HOTKEG
Kkpaumeg, e€achévion Kot vTodeppion GLVOSEVOUEVD, OO KON, 1€ TEPITTMON TOAVOLOYOVUEVDV
CUUTTOUATOV, 0 AcOEVIC TPETEL VO GTANOTNGEL VO TAipVEL LETQOPUIVN Kol va {NTHOEL GUEST 1OTPIKN
epovtida. Ta SlayvooTikd epyactnplakd svprjpata givar petwpévo pH tov aiparog (< 7,35),
avénpéva emineda yorakTikoy oto TAdopa (> 5 mmol/l) kot avénpévo ydopa avidvtov Kot avaroyio
YOAOKTIKOD/TTUPOGTAPLALKOD.

A10x€ip1on 10OIWUEVOV TKLOYPOPIKDY UETWV

H evdoayyelakn] yopnynon 1odtoUEVeV oKLOYPoPIKOV LEGMY UTOPEL Vo, 00N YNOEL o€ veppomdOeta
EMOYOLEVT OO GKLOYPOPIKO, LLE OTOTEAEGLO, T1) GLCCAOPEVCT LETPOPHIVIG Kot avENUEVO Kivouvo
yoAokTikng o&émong. H petpoppivn Ba mpénet va StokdmTeTon TPty amd 1| KOTA TOV XPOVO TNG
ddkaciog amelkdviong Kot va, unv apyioet Eava péypt TovAdyiotov 48 dpec UETE, VTTO TNV
npodmdheon Ot M veppikn Asttovpyio Exel a&loroynOel ek véou kot damiotmiel 6TL eivan otabepn,
(BA. mapaypaeovg 4.2 kot 4.5).

AoBsveic ue yvwotéc 1 mbovoloyovusvec ITOYoVIPIaKES VOTOUC

e a00eveig e YVOOTEG UITOYXOVOPLOKEG VOGOVG, O GUVOPOUO UITOXOVIPLOKNG EYKEPAAOTAOELOG e
YOAOKTIKY 0&EmoN Ko emelcodie opotdlovta pe ayyelokd eykepoikd (MELAS) kot untpikd
KAnpovopovuevo dafntm kot koemon (MIDD), n uetpoppivn dev cuviotdtor AOYm Tov KivdHvov
eMOEIVOGNC TG YOLOKTIKNG 0EEMONG KOl VEDPOAOYIKOV ETITAOK®DVY TOV UTOPEL VoL 001 YIOOVY GE
YEWPOTEPELON TNG VOGOUL.

Y& mepinton onuelov Kol GUUTTOUATOV ToV VTodNA®VoLY chvopopno MELAS 1 MIDD petd v
TPOGANYT LETPOPLIVIG, 1 Bepameio pe LETPOPLLIVI TPETEL VO ATTOGVPETUL OUECHOC KL VA, SlEVEPYELTIL
dpeon oayvootiki aEloAdynon.

Neppikn Aettovpyio

O GFR mpémetl va a&lohoyeitar wpv v Evapén tng Oepameiog Kol 6e TOKTA OOGTHLLOTO GTN GLUVEXELN
(BA. mapdaypogo 4.2). H petpoppivny avtevdsikvoton og acbeveig pe GFR < 30 ml/min kon wpémnet va,
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SIKOTTETOL TPOCOPIVE VIO TNV TAPOLGio, GLVONK®OV oV peTafdAlovy TN vePpikn Agttovpyia (PA.
napdypapo 4.3).

ZUYYOPTYOOLEVO PAPUUKEVTIKA TPOIOVTO TOL UTOPEL VO EXNPEACOVY TN VEPPIKN AEITOLPYIQ, EXOVV OC
ATOTELEGILO. GLLOVTIKT] OLULOSVVOLKY] 0AAYT), 1 ovaoTéALovV TN veepikn petafifaocn kot avsdvouvv
T ovotnuatikn ékbeomn otn peTeopuivn, Ba mpénet va ypnoiorolovvtol pe tpocsoyr| (PA. mapdypopo
4.5).

Hnrotwn dvcrettovpyio

Acbeveig pe nrotikn dvciertovpyia, mepiiapfovopévov avtmv pe erxinedo ALT fy AST wpv v
gvapén g Bepanciog > 3X ULN. dev mpénet va vmoPfdAirovial oe Bepameio pe Zomarist (BA.
nopdypaeovs 4.2, 4.3 ko 4.8).

HopaxolotOnon nratikav evivuwy

"Exovv avaeepbel ondvio teplotatikd Nrotiknig ducAettovpyiog (repthapfavopévng g nratitidog)
pe ) PrAvtayAmtivi. Xe outd To TEPIGTOTIKG Ol 0.60EVEIG NTAY YEVIKA ACLUTTOUATIKOL X0 Pig KAMVIKES
GUVETELEC KOl OL TIEC TOV NAATIKOV SOKLUACLDY ETECTPEYOV GTO PLGIOAOYIK( ETITEDO, LETA TN
dwaxomn g Ogpameiag. [pw v Evapén g Bepameiog e Zomarist Ba pémet va dievepyodvtat
dokocieg NmaTikng Aettovpyiog MGTE va £ival YVOOTES Ol TIHEG TOV OPYIKAOV ETTEI®V TOL AcHEVOVG.
H nratikn Asrtovpyio Oa mpénet va mapakorovbeitar katd ) didpkela g Oepaneiog e Zomarist ava
Tpiunva S10eTAOTO KOTE T SIAPKELN TOV TPMTOL £TOVG BEpomeiog Kot KATOTLY GE TOKTO S10.GTILLOTAL.
Ot acBeveic TOV OVATTHGGOLY AVENUEVO ETITESQ TPOVSOULVACHOV TPETEL VO, TOPAKOAOVOOVVTOL pE
devtepn a&loAdyNomn TG NIATIKNG Aettovpyiog TpokeéEVoL va emiePatmbel To v Adym evpnual Kot
Katdmy vo, mapakorovbodviol pe cuyvig eEETAGEIC TS NTOTIKNG Asttovpyiag puéypt Tolta un
QLG10AOYIKO/-G bpnua/-ta va vroymphoetovy. Edv n avénon g AST 1 tng ALT o tipn 3 popég to
avatepo euotoroyko opto (ULN) N peyoddtepn empével, cuviotdron 1 dtakomn g Bepansiog e
Zomarist. Ot acOgveic mov Tapovstdlovy ikTepo 1| GAAN oTUEiR TOL LTOSEIKVOOVY NTOTIKY|
dvoiertovpyio Oa Tpénet va draxdmTOLY TO ZOMarist.

Mertd ™ dakonn g Bepameiog pe Zomarist kot tnv opoeromoinor tv eEETAGEMY NIATIKNG
dvoiertovpyeiag, dev Ba mpémet va apyilel Eava n Oepomeio pe Zomarist.

Agpuotikéc dotapayéc

Agppotucég PAapeg, mov mepthapfdvouv pAdKTOVEG Kol eEEAKDOELS, £xovv avapephel pe ypnon
Brivtaylutivg og dkpa mBNKoV og un-kAvikéc to&ikoroyiég peaéteg (PA. mapdypago 5.3). Iapot
depuotikég PAGPeC dev mapatnpnOnkay o€ avénuévo T0606Td 68 KAMVIKEG OOKIUES, | EUTELPia GE
acOeveic pe depuaTiKéC EMMAOKEG AOY® dlafNTn eivon teplopiopuévn. Emumiéov vmpéov avapopég
HETE TNV KUKAOPOPIo, TOV PAPUAKOV Y10t TOUPOAVYDIELG KOl ATOPOAMI®TIKEG PAGPES TOL dEPLOTOC.
SUVETMG, G CLUUOPE®ON UE TN GLVION EPOVTIdE TOV dlafnTiKoD acbevy, cGuVicTATOL T
TOPOKOAOVONGN Yo SEPUOTIKES SAUTUPUYES, OTTMG 0L AVKTUIVEG 1 01 EEEAKMGELC.

Oé&elo TorykpeaTiTioo,

H ypnon ¢ Privtoylmtivig éxel oyetiotel pe kivovuvo avantuéng oéelag maykpeatitidag. Ot acbeveig
TPEMEL VO, EVIULEPDVOVTOL GYETIKG LLE TO YOPUKTNPLOTIKO COUTTOUE TG 0&EING TOyKPEUTITIONG.

Av vrdpyet vroyia yio Toykpeatitido 1 frivtaylmtiviy tpénel va dtakomtetol. Av emPePformbel n

dudyvaon tng o&elag maykpeatitidog 1 frivrayAintivn dev mpénet va enavayopnyeitar. [Ipénet va
dideTon Tpocoyn o€ acbeveig pe 10Topikd ofeing TaykpeatiTidng.

Yrmoyivkoupio

Eivol yvaotd 61t o1 covdlpovorovpiec mpokaiohv vroylvkapio. Ot acBeveic mov Aapfdvouy
Bulvtaylmtivn o€ cuvovaoUo (e ol GOVAPOVLAOVPiN UTTopel va dlatpéyovv kivouvo eppdviong



vroylvkapiog. I'io To Adyo avtd Ba mpémet va e€etdleTon 1) xopnynon wag younAdtepns 66omg
GoVAPOVVLAOLPLAG Yo va petmBel o kivduvog vtoylvkaipiog.

Xepovpyikn enépfocn

H petpoppivn mpémet va dtakdmTeTon Katd Tov ¥povo TG YEPOLPYIKNG eTEUPacnG vITd YeVIKT, paylaio
N emokAnpido avooOnoio. H Bepaneio pmopel va apyiocet Eavd oyl vopitepa omd 48 dpec petd )
YEPOLPYIKN eXEUPAON 1 TN GLVEYLIOT TNG GITIGNS OO TOV GTOUATOG Kol VL TNV TPoHIOHESN OTL M
veppikn Asttovpyia £xel a&loloyndel ek véou kai damiotmbel 6T eivar atabepn.

45 Aliemopdosic pe Ghlo QUPROKEVTIKA TPOIOVTA Kot GAheg popPéc aiiniemiopacng

Aev €xovv die€oyBeil e1dikéc perétec oAnAenidpoaong yio to Zomarist. Ot axdAovbeg avapopég
avTOVaKAOLY TIG OlBEGIEG TANPOPOPIES Yio KAOE Lo 0o TIC dpacTIKEG 0vaieg EeymploTd

Buivtoylmtivn

H mBavémra odAnAenidpdoemy e PIAVTayMaTivig e GUYXOPNYOOLEVO POPUOKEVTIKE TPOTOVTAL
glvar younAn. Kabog n Pravtayiurtivn dev glvar vrdctpopa tov eviLUIKOD GLGTHUATOG TOV
rkutoypopatog P (CYP) 450 kot dev avaotédiel | emdyet to évioua CYP 450, dev givar mbavo va
OAANAETIOPACEL [LE OPOUCTIKES OVGIES TOV EIVOL VTOGTPAOUATE, AVOCTOAELS 1] EXAYWYELG TOV
GUYKEKPIUEVOV EVEOU®V.

Ta amoteréopoto amd KAVIKEG SOKIUEC TOV SlEVEPYNONKAV UE T 0TO TOL GTOUATOS OVTIOOPNTIKA
moyMtalovn, peteoppivn kot yAvfoupidn oe cuvovaoud pe Prlvtayhmtivn dev £6e1&av KAMVIKA
ONUOVTIKEC POPUUKOKIVITIKEG OAANAETIOPACEIC 6TOV TANOLOUO GTOYO.

Meléteg oaAAnlenidpaong LETOED TV @opudkmv pe dtyo&ivn (vdotpopa TG yAvkonpoteivnc-P)
kot Bapeapivn (vrdotpopa oo CYP2CI) mov dievepyndnkav og vyt dropa dev £de1&av KAVIKG
ONUOVTIKES POPUOKOKIVITIKEG OAANAETIOPACELS LETA T GLYXOPYNOT UE PhvTaymtivn.

Atevepynnioav pedétec oAnAeniopaong Letah Tmv eopUAK®V G VY1 GTOUO LE TV AUAOSITIVN, T
poumpidn, ™ Borcoaptdyvn kot T clufactativr. Xe avTég TIG LEAETES, dgV TTopaTPHONKOY KAVIKA
ONUOVTIKES POPUOKOKIVITIKEG OAANAETIOPACELG LETA TN GVYYXopNynoT Prlvtaylmtivng. Ev tovtolg
avTo dev €xel tekunplwbei otov mMAnBucpd otoyo.

2ovovaoudg ue avoororeic MEA (ovaotolsic tov uetatpentikod ev{buov me ayyeioteveiviig)
Mmropei va vapyel ovENpEVOS Kivouvog ayyeloodnpatog o€ acbeveig mov Aappdvouv Tavutodypova
avootoreic MEA (BA. mapaypago 4.8).

Onwg cvpPaivel pe dALo avTidoffnTiKd QOPHOKEVTIKA TPOIOVTO OO TOV GTOUOTOC, T) VITOYAVKOLUIKN
dpdon g Prlvtaylmtivng propet vo petwbel amd cuyKeEKPLUEVES SPACTIKEG OVGIEG, OTIG OTOIES
nepthappavovtor ot Ogalideg, To KOPTIKOGTEPOELDN, TO BLUPEOELdIKH GKEVACUATO, KOl TO,

GUUITOON TIKOUUN TIKA.

Metgoppivn

Mpn ovoviotouevor oovovaouol

Owonvevuarwon

H oAxoolikn| to&ikmon oyetileton pe ovénuévo Kivouvo yarakTikng 0&Emong, 101¢ G TEPIMTMOCELS
VNOTELOG, VTOGITIGLOV 1] NATIKNG SVGAEITOLPYING.




lwdiwuéva oriaypopixa péoo.

H petpoppivn mpémet va SlokoOTTETOL TPV Ao N KATA TOV YpOVO TNG S10dIKAGI1og OTEIKOVIGNG KOl Vo,
unv apyiost Eava péypt TovAdyiotov 48 dpeg LETA, VIO TNV TPOVTOOEST] OTL 1) VEQPIKT AElTOVpYia £XEL
a&lohoynei ex véou kan domotwbei Oti givar otabepn| (PA. mapaypdpovg 4.2 kot 4.4).

20VOVaOUOL IOV ATOITODY TPOPVAGLELS KOTA TH YpHOoH

Op1opéva. PAPUOKEVLTIKA TPOTOVTO EVOEYETAL VO EMNPEACOVY OPVITIKA TN VEPPIKT| AELTOVPYid, TO
omoio evoéyeTal va ovENGEL TOV Kivouvo YoloKTiKNG 0&Emang, T.y. MZA®D, cvumepthappavouévoy
TOV EMAEKTIKOV 0vaoTOAE®V TG KukAoo&uyevaong (COX) II, avactorémv MEA, aviayovietdv tov
VrodoyE®V NG ayyelotevoivg I kot dtovpnTikdv, 1ding dtovpnTik®dV g aykOAne. Katd v évapén
N xpNon TéTolmV TPOIOVTOV G GLVOLACUO LE LETEOPLLiVY, elval amapaitnTn 1 6TEVN TOpaKOoAOVONON
G VEPPIKNG Aettovpyiog.

Ta YAVKOKOPTIKOELDT], 01 f2-0YOVIGTEG KOt TO SIOVPNTIKA EYOVV EVOOYEVT] VITEPYAVKAUIKT dpdon. O
acBevig Bo TPEMEL v EVIEPDVETAL KOl VOL JIEVEPYOLVTAL TTILO GLYVOL EAEYYOL TNG YALKONG aiploTog,
Kuping oty apyn g Bepanciag. Eqv givan avaykaio, n docoloyia tov Zomarist propei va
avampocapUOlETOL GTN OLAPKELN TG CLYYOPTYOVLEVNG OY®YNG KOl KOTA T1) O10KOTTH OVTHC.

Ot avaotoleig Tov petoTpentikod evivpov g ayyelotevoivng (MEA) evééyetal va petdoouvy ta
emineda yAvkoing oto aipa. Eqv eivar avaykaio, 1 6060A0Yio TOV OVTI-OTEPYAVKOLUIKOD
QOPUOKEVTIKOD TPOIOVTOG UTOPEL VO avampocapoleTal 0T SIEPKELD TNG GLYYOPTYOVUEVIG OYWOYNG
KOl KOTA T1 O10KOTT OVTNC.

H tovtdypovn xpnom QopUIKELTIKGV TPOIOVIMY OV TPEUPOivVOUY GTO KOWVE VEPPIKH COANVAPLOKA
GUGTHLLOTO LETOPOPAS TO OO0 EUTAEKOVTOL GT| VEPPIKY] OTOPOAT TNG HETPOPUIVIG (T.). OpYOVIKOG
Katlovikog petapopéac-2 [OCT2] / avaotoreic eEmONGONG TOALATADY QOPUAK®V KOl TOEWVAOV
[MATE] 6mwg pavoralivn, Pavdstavipmn, violovteykpafipn kol GUETIOVN) Umopel vo, 0dNyNoEL o€

avENOT TNG CLOTNUATIKNAG EKOEGNC GTI] LETQOPUIVY.

4.6 Tovipétnra, kOnon km yorovyio
Kbnon

Agv dwatifevton emapkr KMVIKA dE30UEVH GYETIKA e TN Ypnon Tov Zomarist og £ykvo yvvaika. Ot
peAéteg yio ) Pravtoylutivn og (oo katédel&av avamapaymykn Toikotnto o vynAég dooels. [a
TN UETQOPUIVN, Ot peAéteg o€ (ma dev KoTEdEIEaY avamapay®ykn toéikdmra. Ot pedétec o (do pe
BrAvtaylutivn ko petopuivn dev Exovv deilel Tepatoydvo dpacT oAl euPpLoTolikéc emOPACEIC GE
ToEIKEG Y10 TN unTépa 86oelg (PA. mapdypago 5.3). O evdeyduevog kivduvog yio tov dvBpwmo gival
dyvwotog. To Zomarist dev Tpénel va ¥pNGIULOTOLEITOL KATA TN SIEPKELN TN EYKVUOGVVIC.

OnAacpog

Meléteg oe {dha £yovv deilel améKkpion TG LETQOPUIVIG Kot TNG PrlviayMmtivig 6To YaAa. Aev gival
YVOoTo €4V 1 Brivtaylmtivn anekkpivetal 6To avOp®TIVO YOAO MGTOGO 1) LETQOPUIVY ameKKpiveTaL
070 avOpOTIVO YOAo g UIKPEG TOGOTNTES. AOYM TOV SLVNTIKOD KIVOUVO, OPEILOIEVNG OT
UETQOPLLIVT], VTTOYAVKOLUIOG TOV VEOYVOD, OALA Kot TNG EAAEYTG dedOUEVOVY TG PBrAvTayAmtivig Yia
Tov GvBpwmo, To Zomarist dev mpémel va yprouonoleitat Kotd Ty didpketo tov Onraouod (BA.
napdypapo 4.3).

Tovipdémra

Agv £xovv dielorybel pehéteg yio v enidpaon tov Zomarist otny yovipdtnta tov avopdmov (BA.
napbypapo 5.3).



4.7 Emopacels 6Ty IKavoTnTo 0017161S KUl YEIPLGUOD PN UVILATOV

Agv mpaypotoromOnKoy PeAETeg GYETIKA LE TIG EMOPAGEIS GTNV IKAVOTNTO 00N YNOTG KO XEPIGLOD
pnyavnuérov. Ot acbeveig mov eppavifovv LaAn og avemBountn evépyela Bo Tpénet va amopehyovv
TNV 03NYNoN OYNUATOV 1) TOV YEPICUO UNYOVIUATOV.

4.8 AvemBopnteg evépysieg

TIepiAnyn tov TPoEik acareioc

Agdopéva acpdielog eebnoav cuvorlkd amd 6.197 acBeveic pe £ékbeon oe
Biivtaylutiv/petpoppivn og TuoyoomotnueveS SoKLUES EAEYXOLEVES LLE EIKOVIKO QAPLOKO. ATO
avTovg ToL acbeveic, 3.698 acbeveig Edafav flvtaylmtivn/peteopuivn kot 2.499 acbeveig Erafav
EIKOVIKO PAPLOKO/UETQOPIVT).

Agev £xovv die€oyBei Bepamentikéc KAMvikég dokuég pe to Zomarist. Qot6c0, 1 froicodvvapio Tov
Zomarist pe ) ovyyopnyoduevn Prlvtoylurtivy Ko peteoppivn £xet tekunpiodei (PA.
Topaypaeo 5.2).

O1 TePIGOTEPEC AVETBVUNTES EVEPYELEC NTAV EAAPPEC KOl TAPOIIKEG, YMOPIG VO AatovV SLOKOTT TNG
Oepaneiog. Aegv Bpébnke kdmolo oyéon UeTalD TV AVETIOOUNTOV EVEPYEIDV KOl TNG NAKING, TNG
ebvikdrag, g didpkelag Exbeong 1 g nuepnoag doonc. H ypiion g Prkvrayiimtivng Exet
oYETIOTEL pe Kivouvo ovamtuéng Taykpeatitidag. H yoraktikn o&Emon €xel avapepOel petd m ypnon
UETQOPLIVIG, 10i00¢ o€ aoBevelg pe vmokeipevn veepikn dveiettovpyia (PA. mapdypopo 4.4).

Katdhoyoc avemBountmyv eVEPYELDV GE TIVAKQ

O1 avemBounteg evépyeteg mov avagépdnkay oe acbeveic mov Ehafav Privrayimtivn oe Stmhég
TVPAEG KAMVIKEG dOKIUEG ¢ povobBepameio Kol o¢ TpocOkn oe Bepaneieg TapatiBeviol Topakdtm avd
0pYOVIKO GOoTNUA Kol ardAVT cuyvotnTa. Ot GuyvoTNTES EUPAaVIong Kabopilovtol mg ToAD GLYVEC
(=21/10), ovyvég (=1/100 g <1/10), oyt ovyvég (=1/1.000 g <1/100), omdvieg (=1/10.000 £mg
<1/1.000), moA¥ omdvieg (<1/10,000), un yvootég (dev pmopovv vo ektiunBovv pe Bdon ta debéoipa
dedopéva). Evtog kabe kommyopiog cuyvotntog ELPAVIONS, Ol OVETOVUNTEG EVEPYELEG TapOTIOEVTOL
Kkatd POivovca celpd cofapoTnToCc.

Hivakag 1 AvemBounteg evépyeleg mov avapépOnkay og acbeveic mov Ehafav Privrayimrivy
KOl HETQOPLiIVY] (OG HOVO-OVOTUTIKA 1] MG 6VUVOVUGHO 6TaBgpic 0001G), 1] 6€
ovvovaopd pe dideg aviidwapnrikés Oepaneisg, 6€ KMVIKES OOKIPES KO UE TNV
gumelpio peTd v Kukiopopio

Katnyopio/opyoviké cOotnua - Avem@ountes evépysieg \ Yoyvétnto
AOLAEEIS KON TAPUAGITOCELS

Aoluwén avdTEPOL OVOTVEVGTIKOD GLGTHILOTOG Xuyvég
Pwooeoapvyyitida Suyvég
Awtopayég Tov petaforopov kou g Opéung

Yroylvkoiuio Oyt cvyvég
Arndrewo 6peéng Oyt cuyvég

Meimon g anoppdenong Prropivng Bio kot yoroktikni o&éwon | [Toid omdviec*

AL TOPUYES TOV VEVPLKOD GUGTILOTOS

Z6n Zoyveg
Kepolaryia Suyvég
Tpépovio Xoyvég

MetaAlkn yevon Oy cuyvég




AWTapayég TOV YOGTPEVTEPIKOD

"Eperog 2oyvéc
Aldppota 2uyvéc
Navtia Xuyvég
l'aotpooicopayikn moAtvdpdunon Xuyvég
Metempiopoc 2oyvEéc
AvokoMotTo 2uyveéc
Kothokd dAyog cuumepthapfovouévng v Kothiog Yuyvég
[aykpeatitida Oyt ovyvéc
AlTOpayéS TOL NTOTOS KOL TOV YOAPOpOV

Hrartitda ] Oyt ovyvéc
A Tapuyég TOL OEPUATOS KOL TOV VTOOOPLOV L6TOV

Yrepudpwoio Xuyvég
Kvnoudc 2oyvEC
E&GvOnua Suyvég
AgpuoTition Suyvég
Ep0Onua Oyt ouyvég
Kvidwon Oy cvyvég
IMopgoiymoelg KL UTOPOMOMTIKEG B%»stg dépuatoc, ’ Mn yvootic!
GUUTEPTAAUPOVOUEVOL TOL TOUPOAVYDOOVE TEUPLYOELOOVG

Aepuatikf| oyyeitido Mn yvootéc’
A0 TOPOYES TOV HVOGKEAETIKOU GUGTIHOTOG KOl TOV GUVOETIKOD 1GTOV
ApBpadyia Suyvég
Mvuodyio Oy cvyvég
I'evikég drotapoyés KoL KATAGTAGELS TN 0000 YOP1NYNONS

E&acBévion Xuyvég
Konwon Oy ovyvég
Piyn Oyt cvyvég
[eprpepikod oldmua Oyt cuyvég
Hapoxivikég eEgTdosig

Mn @uG1oA0YIKEG DOKIUAGIEG NTOTIKNAG AEITOVPYIOGC \ Oy ovyvég

* AvemBounteg evépyeleg mov avapépOnkav o acbeveic mov Erafav petpopuivn mg

povobBepameio kot mov dev mapatnpnnkay oe acbeveig mov Elafav cuvovacud otabepng
000G Privtayimtivng + petpopuivng. Avaepepbeite oTnV TEPIANYN TOV YOPUKTIPIOTIKOV
TOV TTPOIOVTOG Y10 TN UETQOPUIVT Y10 CUUTANPOUOTIKES TANPOPOPIES.

t Me Bdon v gunelpio UeTd TV KLKAOQOPIQ.

TIeprypoon emieyuévmv ovemfuunT®y EVEPYELDV

Bilvrayhiztivy
Hramixn dvolertovpyio

"Exovv avaeepbel omdvio TeploTatiKd NroTikng SucAettovpyiog (Tepthapavopévng g nratitidog)
ue ™ Privtoylumtiv. Xe ovtd To TEPIOTOTIKG Ol AGOEVEIC NTAV YEVIKA AGVUTTOUATIKOL X0 PIg KAMVIKEG
GUVETELEC KO OL TIHEC TOV NTATIKADV SOKLUAGIDV ETECTPEYOV GTO, PLGLOALOYIK( ETUITEDO, LETA TN
dwakomn g Oepamneiag. Xe dedopéva amd eleyyopeves peréteg povobepamneiog 1 Oepaneiog
GUVOLOCUOD d1apKeLaG ¢ 24 gfdouddmv, 1 cuyvotnTa UEaviong Tv ovénoewny g ALT i tng AST
og Tiun 3x ULN (ta&vounuéveg mg mopovceec 6€ TOVALYIOTOV 000 S1000)IKEG LETPNOELS 1) KATE TNV
teAkn vrd Bepaneia emiokeyn) nrov 0,2%, 0,3% kot 0,2% yo ™ Privrayirtivn 50 mg pio eopd v
nuépa, tn Privtayimtivn 50 mg 600 Popég TNV NUEP Kot OAN TOL PAPLLOKE GVYKPLONG, OVTIGTOLYO.
AVTEG 01 VENCELC TV TPOVSOUIVOGMV NTAY YEVIK( AGVUTTOUATIKESG, U1 EEEMOGOIEVNG PVOTG KoL
dgv oLVOEOM KAV e YoAdaTAON 1) IKTEPO.

Ayyerooidnuo.

"Exovv avaeepBel omdvieg mepmTMOELS AyYEL000NUATOG UE PIAVTOYMITTIVI GE TOPOLOL0 TOGOOTO LIE
Tovg udptupec. ‘Eva PeyoddTepo TOGOGTO TEPITMGE®V avapEpOnkay otav 1 PrAvtaylurtivn
xopnynOnke ce cuvdvacuod pe avactoréo MEA. Ta TeplocoTepO TEPIOTATIKA NTOV NG PapOTnTag
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KOl 0TOKOTAGTAONKAY LE GUVEYLOT] TG YopNynong Privtayiumtivig,.

Yroyloxouuio

H vroyAvkaipio frav &yt cuyvn 6tov 1 frlviayiurtivn (0,4%) ypnoonombnke og povobepaneio og
eleyyopeves peréteg cOykplong pe oynua povodepomeiog Le dpaotikd APLOKO GUYKPIoNG 1] EKOVIKO
oappaxo (0,2%). Kavéva o&p 1 coPapod enelc010 voyAvkaipiog dev avapépdnke. Otav
YPMNOILOTOMONKE EMMPOGOETA TNG LETPOPLIVIG, | LTTOYAVKOia EpavioTnKe 610 1% TV acbevav
mov éhafav Privtayintivn kot 6o 0,4% tov acBevodv mov Erafav eikoviko edpuaxo. Otav
mpootébnke moyltaldvn, N vroylvkopio eppavictnke 6to 0,6% t@v acBevodv mov Erafav
Brivtaylmtivn kot oto 1,9% tev acbevav mov Eafov siovikd appakxo. Otav tpocstédnke
GOVAPOVVLAOVPI, 1] VTTOYAVKOLIN EpPavicTnke oto 1,2% TV 0oBevav mov EAafav Brhvtayimtivn
ka1 oto 0,6% tov acBevdv mov Erafav gikovikd pappako. Otav mpootédnkay covApovolovpia Kot
UETQOPLLivN, 1 vToyAvKapia epeovictnke 610 5,1% tov acbevav mov ElaPav BrAviaylmtivn kot 6to
1,9% tov acbevdv mov Elafoav eikovikd eapuako. X acbeveic mov Elafav PAviaylumtiv og
GLVOLAGUO LLE VGOLALVY, 1| GLYVOTNTA ELPEVIoNG LToyAvKoupiog fTav 14% o ) PrkvtayAuetiv kon
16% 1o T0 €1KOVIKO PApLLOKO.

Merpopuivy

Meiwon ¢ amoppopnons Pirouivys Bio

Meiwon oty amoppoenon g Prrapiving Bz pe ehdrtoon tov emmrédwv opol £xel Tapatnpnbel mold
onavia og aobeveic mov eiyav AdPet petpoppivn yuo peyddn mepiodo. H e&étaom g artiodoyiog avtg
cuviotdrol edv 0 acBevig maoyel amd peyaAoPAacTIKY avaipia.

Hrartikn leitovpyia
"Exovv avaeepOel peplovopéveg TEPITTMGELS LY PUGIOAOYIK®OV TIUDV GE SOKILOGIES TNG NTOTIKNG
Aertovpyiog N nratitida Tov amoKatactddnKay pe drokonn e Bepaneiog pe peteoppivn.

Aratopayéc tov yootpeviepiod

laotpeviepikég avemBounteg evépyeleg ekdNA®VoVTOL cLYvOTEPA KaTd TNV £vapén g Bepameiog Kot
OTIG TIEPLOCOTEPEG TEPUTTMGELS omoKabioTavTal avutopata. ' TV amoTpom ToVg GUVIGTATOL VO,
AapBdvetar n peteopuivn o€ 600 SOGELG TNV NUEPA KATE TNV SLAPKELN 1] AUECHS LETO TO YEVUOTA.
Mo apyn avénomn g d6ons pmopet eniong va PEATIOGEL TNV avoyT] ond TO YOOTPEVTEPIKO.

Avogopd TOavoloyoOUEVOV avETIOOUNTOV EVEPYELDY

H avagopd mbavoroyodpeveov avemBOunTmv evepyelmv HETH amd T YopnyNnon adelog KukAopopiog
TOV QAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Exttpénet tn cuveyn mapakorlovdnon e oxéong
0PEALOVE-KIVOHVOL TOV POPHOKEVTIKOD TPOTOVTOG. ZNTEITOL amd TOVG EMAYYEAIOTIES VYElNG VO
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIBOUNTEG EVEPYELEG LECH TOL EBVIKOD GLGTNLOTOG
ovoeopds Tov avaypdeeton oto [Hopdptmua V.

4.9 Ymepdooolroyia

Agv vrdpyovv drabéciua ototyeia yio viepdocoAoyia Tov Zomarist.

Bilvtaylmtivn
Ta otoyeia yio Tnv vrepdocoroyia ue PrAviaylmtivn eivor TEPLOPIGUEVAL.

ZOUTTOUOTO.
O1 TANPOPOpPIES Y10, TOL EVOEYOUEVO, GUUTTOUATO VITEPOOGOAOYING LE PIAVTAYAITTIVI TPOEPYOVTOL OO

pio LEAETN avoyng pe avéavopevn 60om o vy dropo mov Eafav Pravtayiurtivn eni 10 nuépeg. Xta
400 mg, KataypdenKoy Tpio TEPICTATIKAE HVOAYING Kol LELOVOUEVE, TEPICTATIKA EAAPPLAC KO
TOPOOIKNC TapatsOnoiag, TupeTov, OONUUTOG KOOMOC Kot TOPOdIKNG DENCTG TV EMTESWMV AMTACTC.
10,600 Mg, évoc CUUUETEXMV TOPOVGINGE OIONUN GTA KATM KOl GTO Avm AKPO, KOl 0VENGELS TOV
emmEdV G Kpeatvikig poopokivaong (CPK), tg AST, ¢ C-avtidpdoag mpmteivig (CRP) kot
g pvosearpivng. Tpelg GAAOL GUUUETEYXOVTEG EUEAVICHY OO 0T KAT® GKpa, UE Tapaichncio o
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000 mepuTTOoElS. OAN TO GUUTTMOOATO KOl OAEC O 1] PLGLOAOYIKEG EPYACTNPLUKES TIUEG LITOYD PTGV
yopic Bepameio LeTd TN H10KOTY| TOV PAPUAKOL TNG HEAETNC.

Metpoppivn

H vrepdocoroyia petpoppivng (1 cuvumdpymv Kivouvog YorokTikng 0&Emong) Umopel vo TPoKaAEGEL
YOAOKTIKY] 0E€®OTN, 1 0010 GLVIGTA ENEIYOV OTPIKO TEPIGTATIKO KOl TPETEL VO, AVTIUETOTILETOL GE
VOGOKOETO.

Avuuetwnion

H mo amoteleopatikn pébodog amopdkpovong g Hetpopuivng eivar n apodtvoien. Qoto6co, n
Brivtaylutivn dev pmopei va amopokpuvOet pe apodivoiion, moporo mov o KOpLog petaforitng tng
7ov Ttpokvmtet amd VIPOAven (LAY 151) pumopei. ZuvioTdtol VITOGTNPIKTIKY OVTILETATION.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®appoxodvvopkEs 1010TNTES

Doppokobepamentikn katnyopio: OAppoKe TOV ¥PTNGULOTOIOVVTIOL GTO O1aP1T,cVVIVAGHOT 0Td
GTOUATOG YOPNYOOLEVOV QUPUAK®Y Yo TN peimon g YAukolng tov aipatog, kmdwkog ATC:
A10BDO08

Mnyoviopdc 6pdonc

To Zomarist cuvévdaletl 600 AVTI-LTEPYAVKUUIKOVE TOPAYOVTEG UE GLUUTANPOUOTIKODG UNYOVICUODG
dpdiong Yo KoAvTepo yAvkapko Eleyyo og acbeveic pe dafnn tomov 2: ) PrAvtaylurtivn, éva
HEAOG TNG KOTNYOPIOG TV EVIGYVTIKAV TNG AELTOLPYING TV VO3V Kot TV DOPOYAMPIKY|
UETQOPLLIVY, £va, LELOG TNG KATIYOPIOG TV dtyovavidwy.

H Bilvtaylmtivn, pélog T opadag TV EVIGYLTIKOV TG AEITOVPYiag TV vNodimv, ivar £vag
16YVPOC KO EKAEKTIKOG OVAGTOAENG TG OMENTIOVAKN G TenTiddonc-4 (DPP-4).H petpoppivn dpa

KUPIOC PEIDOVOVTAG TNV EVOOYEVT TOPAYMYN NTOTIKNG YAVKOLNG.

Daprokodvvapkéc ETOPACELC

Bilvrayhiztivy
H Bilvtaylmtivi dpa kupimg avactéddovtag tnv DPP-4, to évlupo mov givar vrtehBovo yio tnv

AmOdOUNOT TOV WWKPETWVOV oppovav GLP-1 (memrtidio-1 opotdlov otn yAvkayovn) kot GIP
(e€aptdpevo amod ) YALKOLN VGOLAIVOTPOTO TOAVTENTIONO).

H yopniynon Prikvtaylmtivng empépet tayeio Kot TANpn avaotodn g opaong e DPP-4, odnydvtog
o€ auénuéva vooyevn eninedo vnoTElG Kol LETAYEVUATIKG TV VKPETVMOV oppovav GLP-1 ka1 GIP.

AvEAVOVTOG T EVOOYEVT EMMENN VTMOV TMOV WKPETWVMY OPLOVAV, 1 PrAvtaylmtivn evioybel Tnv
gvototnoia tov B-kuttdpov ot YAVKOLN, 0dNYOVTOC o€ PeATimpevn eEaptduevn amd T YALKOL
£xkpion wveovAivng. H aywyn pe Brkvrayimrtivn 50-100 mg nuepnoing oe acbeveic pe dapnmm

TOmov 2 Peitinoe oNUAVTIKA TOVG OgiKTEG TNG AEITOLPYING TOV PNTa KVTTAP®V,
ovuneptapBoavousvov too HOMA-B (Homeostasis Model Assessment —fB), tov Adyov mpoivoovAivng
TPOG VGOVAIVY] KOl TV UETPNCEDY AVTUTOKPLONG TOV B-KLTTAP®V LE GUYVA YEVUATIKA TEGT OVOYXNGC.
e un owPntikd (pe puotoroykn yAvkopio) dropa, n frivtaylmtivn dev dieyeipel Tnv €Kkpion
WGOLAIVIC, OVTE EAATTMVEL TA EMITEDA YAVKOING,

Av&avovtog ta gvooyevn emimeda GLP-1, n filvtaylmtivn evioyvel eniong v evaicOncio TV o-

KUTTAP®V 0TI YAVKOLN, 00NydVTaG 68 PEYOADTEPT EKKPLOT] YAVKOYOVTG KATAAANANG G TPOG TO,
emimeda yYAukolnge.
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H evioyouévn avénon g avaroyiog veoviivng/yAvkayovng Kotd T SIapKELN TNG VITEPYAVKOUING
eEartiag avENUEVOV EMTESMV WVKPETIVOV OPLOVAOV 00NYEL GE LEIOT TNG NITOTIKG TOPAYDYNG
YALKOLNG G€ KOTAGTACT VNOTELONG KO LETOYEVUATIKA, OONYDVTOG GE UEIMUEVT] YAVKOLUIAL.

H yvoor enidpaon tov avénuévov emmédov GLP-1 oty kabuotépnon g YaoTpikng KEVong dev
mapotnpeiton pe ) Bepaneio Pravraylurtivng.

Merpopuivy

H petpoppivn givar pio dtyovovion pe avti-uvmepyAvkoipuks dpac, 1 omoio LEUDVEL Kot To oK Kot
TOL LETOYEVUATIKA ETtimeda YAuKOINC 670 TAAGO. AgV JlEYEipEL TNV EKKPLOT) VGOLAIVIG Kot Gpal OEV
wpoKaiel voyAvKopio 1 cvENUEVN TPOGANYN COUATIKOV BApoug.

H petpoppivn mboavmg aokel TNV VITOYAVKOIUIKT TG 0pACT] LECH TPV UNYOVICUOV:

- UEC® UEIMONG TNE TAPAYOYNS NTATIKNG YAVKOLNG avaoTEALOVTOG TN YAVKOVEOYEVEST] KO TN
YALKOYOVOALOT|

- GTOVG UVES, AVEAVOVTOG EAAPPDOG TNV EVALGHNGIN GTNV VGOLATVT Kot dpa BEATidVOVTOG TNV
TEPLPEPIKT TPOCANYT Kol yp1on TS YAVKOING

- EMPPAdOVOVTOG TNV EVIEPIKT ATOPPOPNOT| TG YALVKOING.

H petpoppivn dieyeipet tnv evdokvttapikn ohvOeon yAvkoyovou dpdvtag ent tng cuvBeTdong Tov

YAVKOYOVOL Kol QLEAVEL TNV IKAVOTNTO LETUPOPAC CLUYKEKPIUEVOV TOTMV UEUPPAVIKOV LETAPOPEDY

yAokolng (GLUT-1 xon GLUT-4).

Y1ov avBpwmo, aveEdptnTa 0o TN dPACT TG OTN YAVKOLUIA, 1] LETQOPLIVY £XEL EVVOIKT EMIOPACT KoL
070 petaforioud Tov Mmidiov. Avtd Exel amodelydei pe Oepanentikég 00GELG GE EAEYYOUEVEC,
HeGOTPODEGIEG 1] LOKPOTPODECES KAMVIKEG LEAETEG: 1) LETPOPUIVY LELDOVEL TO EMITESA OAMKTG
YOANOTEPOANG GTOV 0p0, YoANoTEPOANG LDL kot tprylvkepidicv.

H nmpoontikn tuyaomompévn uekétn UKPDS (UK Prospective Diabetes Study) edpainoe to

pokporpofecpo 6pelog TG EVTaTIKNG pUBIoNg TG YAuKOING aipatog og acheveig pe dapntn

tomov 2. H avéivon tov anotehecudtov yio vrépfapovg acbevei mov Elafov petpopuivn Hetd amod

amoTLYI0 TNG SlOLTOG LEUOVMUEVD, EGEIEE:

- L0 GNUAVTIKY HEMOT] TOL OTOAVTOL KIvODVOU Y10 OTTO10ONTOTE OPEIAOLEVT] GTO St TN
emmAokn otV opdda g petpopuivng (29,8 mepiotatikd/1.000 acheveig-£1n) Evavil g
dtartag povo (43,3 meprotatikd/1.000 acbeveic-étn), p=0,0023 kot Evavil T@v ouadmv
povoBepoameiog pe covApovoiovpia 1 vaovrivn (40,1 meprotatikd/1.000 acOeveic-étn),
p=0,0034,

- U0 GNUAVTIKT LEIDOT] TOV 0TOAVTOL KIvOHVOL TNG OPEIAOUEVNG GTOV StafrTtn Ovnoluotntoc:
uetpopuivn 7,5 mepiotatikd/1.000 acbeveic-£n, dionta povo 12,7 mepiotatikd/1.000 acbeveic-
ém, p=0,017;

- U0 GNUAVTIKT LELMOT TOL OITOAVTOL KIvODVOU GUVOAIKNG BvNGudTNTOG: LETQOPUIV
13,5 meprotartikd/1.000 acbeveic-£tn Evavtl TC dloTog LELOVOUEVA,

20,6 mepiotatikd/1.000 acbeveic-£tn (p=0,011) ka1 Evavtt T@v opddmv povobepaneiog pe
covApovvAovpia 1 tvaovdivn 18,9 meprotatikd/1.000 acbeveic-étn (p=0,021);

- U0 GNUAVTIKT LEIDOT TOV OTOAVTOL KIvODVOL EULPPAYLOTOC TOV HVOKAPSIOV: UETQOPLIVN
11 meprotaticd/1.000 acbeveic-étn, diowta povo 18 mepiotaticd/1.000 acbeveic-étn (p=0.01).

KAk ommoteAeoUOTIKOTNTO KOl 0GQAAELD,

H mpoctnin Prkvtayiirtivng oe acBeveic pe pun tKovomomtiko YAVKOKO EAEYY0 Tapd T ANy
povoBepomeiog LETQOPUIVIG Eiye ¢ amOTELECUO PETA atd 6 UNVES aymYNG ETUTALOV GTATIGTIKA
onuovtikn péon peimon tov enmédov HbA1: oe chykpion pe to gikovikd edpuoko (Stopopés ueta&hd
TV opadwv -0,7% ot -1,1% ywo flvtoyitivy 50 mg ko 100 mg, avtictoya). To moc06td TmV
acOevav mov métvyav peimon HbA > 0,7% arnd v Evapén ¢ HEAETNG NTAY GTUTIOTIKOG
ONUOVTIKA VYNAOTEPO Kal 6TIG 600 opdde PrAviayAurtivig kot peteoppivng (46% xat 60%,
avtiotoyy) o cOYKPIoN LE THY ORAde, LETPOPUIVIG Kot 1KoVIKOD @appudikov (20%).
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e i dokiun didpkelag 24-gfdopddwv,  frivioyimtivny (50 mg i nuepnoing) cvykpibnke pe
moyAMrtalovn (30 mg dra& nuepnoing) oe acbeveig mov puOuiloviav avemapkdg pe pet@oppivn (Héon
nuepnota 66om: 2020 mg). Ot péoec pewoelg and v apykn HbAz: Tov 8,4% ftav -0,9% ue
Brivtaylumtivn mpooTifépuevn oty peteoppivn kot -1,0% pe tn moyMralovn tpootifépevn oty
peteopuivn.Mia péon avénon Bapovg +1,9 kg napatnpndnke o acbeveic mov eldpupoavay
moyMtalovn TpocTifEpEVT 6T pETQOpLivn o€ cuykpion pe +0,3 Kg o avtong mov ehdufavoy
BrAvtoylmtiv TpocTIOEUEVT] GTIV LETQOPLLIVT).

Yg po KAVIKN doKun, dtapkelag 2 etav, 1 Prkvtoyiurtivn (50 mg dig nuepnoing) cvykpidnke pe
yAMpempion (uéxpt 6 mg nuepnoiong — uéon 60cm ota 6vo ét: 4,6 myg) oe aobeveig mov erdufavay
petoppivn (uéon nuepnoto d6om: 1894 mg). Metd amd 1 £tog o1 péoeg peiwoeig otnv HbA.

nrov -0,4% pe ) Privtaylmtivn pootifépevn oty peteopuivn kot -0,5% pe tn yApempion
TpooTIfEUEVN otV peteopuivn amd o péon apykn T HbAL: 7,3%. H aAlayn oto copatikd
Bapog frav -0,2 kg pe ) Privrayhmtivy Evavtt tov +1,6 Kg pe ™ yhpempion. H cuyvomra
ELOAVIONG TNG VIOYAVKOLIIOG NTOV GNUOVTIKG YapunAdTEPT 6TV opdda thg Pivtaylutivng (1,7%)
and avth oty opdda g yApempidng (16,2%). Xto telikd onpeio g perétng (2 £tn), ot TEG TG
HbA1c fjtav TopOUOIEG LE TIG aPYIKES TIHEG KO 0TS 000 opddeg Oepaneiag evad o1 aAlayEg 6TO
cOUOTIKO BApog Kot Ol S1POPEG GTNV VITOYAVKOLUIN TALPEREVOY.

e pla Khvikn dokun didpketag 52-gfdopddwv n Pkvtayrurtivr (50 mg 800 opég Ty nuépa)
ovykpidnke pe ™ yAkhalion (uéon nuepnota d6om: 229,5 mg) oe acbeveic mov dev eEréyyovray
EMAPKAG PE HETQOPUIVI (1 apykn) ddom peteopuivig ntav 1928 mgmuépa). Metd and 1 étog ot
uéoeg peinoelg otny HbA: rav -0,81% ue Brivrayhmtivn npoctiféuevn ot petgopuivn (uéon
apyixn T HbA1: 8,4%) xon -0,85% pe yAukholion mpootiBéuevn otn petpoppivn (Léon apykn Tiun
HbA:c 8,5%). Zratiotikd n un katotepdtro enetedydn (95% CL -0,11 - 0,20). H petaforr Tov
oopoTkoV Bapovg pe ) Privaylmtivy nrav +0,1 Kg og oykpion pe npdoinyn +1,4 Kg pe ™
yAuchalion.

H amoteieopatikdma 100 GUVOLACUOV oTafepdV dOGE®V PAVTayAMITivig Kot LETQOPUEVIG
a&roroynonke (otadiokd TrtAomotovpuevn og pia 6o 50 mg/500 mg 600 @opég v NuEPA 1

50 mg/1000 mg V0 popéc v nuépa) oe pia dokiun 24-eBdouddmv we apyikn Oepancio oe acbeveic
7oV OV elyav AAPEL TPOMNYOLUEVOS PUPUOKEVTIKY oywyn. H BiAvtaylurtivn/petpoppivn

50 mg/1000 mg d00 popég v nuépa peiwoe v HbA: katd -1,82%, n Pdvtaylutivy/petgoppivn
50 mg/500 mg &bo popic v nuépa katd -1,61%, 1 petgopuivy 1000 mg 600 Qopég TV NUEPL

xatd -1,36% xot n frivrayirtiviy 50 mg 600 eopég v nuépa kotd -1,09% amd o péon apytkn TN
HbAc 8,6%. H peioon oty HbA.: mov mapatmpndnke og acbeveig pe apyxr tiunq >10,0% ftov
UEYOADTEPT).

AeEnyOn pio Tuyotomompévn, SUTAd TVPAY, EAEYXOUEVT] LE EIKOVIKO (APLOKO KAVIKT SOKIUN
duapkelag 24 efdopddwv og 318 acbeveic yia vo a&loroyndei 1 omoTEAECUATIKOTNTA KoL ) AGPAAELD
¢ Privtayimtivig (50 mg dvo popéc v Nuépa) og cuvdvacud pe ueteopuivn (> 1500 mg v
nuépa) ko ykApempidn (= 4 mg v nuépa). H Pdvtayiumtivn o cuvovacud pe peteoppivn kot
yKAMpempion peimoe onuavtikd mv HbA1C oe ohykpion pe to ewovikd dpuako. H mpocappocpévn
070 EIKOVIKO @apuako peimon omd ™ uéon apytkn iy HbAic mov ftav 8,8% rtav -0,76%.

Ae€nyBet pia TeEVTAET g TOAVKEVTPIKT, TUYALOTONUEVT, SImAd TVEAT perétn (VERIFY) e acbeveig
ue dwoprtn tomov 2 yia v alohdynon g enidpaong piog Tpmiung Oepaneiog cuvdvacuol pe
Bravtaylutivn kot petopuivn (N=998) &vavtt mpdtumng apyikng povobepameiog pe LETQOPLivn
aKoAovBoEVT] 0mtd cLVOVAGUO pe Pravtoylutivn (opdada dradoyikng Bepameiog) (N=1.003) og
veodayvmoévteg acbeveic ue dwaprtn tomov 2. To oyua cuvovaouov PrivtayAiirtivng 50 mg dvo
@opég nuepnoing pall pe peteopuivn gixe 0C OMOTEAEGHO LU0 GTOTIOTIKG KOl KALVIKG GMUOVTIKN
OYETIKN LELMOT] TOL KIVOHVOUL Y1 «xpOvo £mG TNV emiPefaimon g amotuyiag Tng apyikng Oepameiog
(T HbA1c >7%) évavtt povoBepameiog pe peteoppivn oe acbeveic pe dapntn tomov 2 mov dgv
gyav MaPet Bepaneio Katd ™ dudpkela g Setovg perétng (HR [95% CI]: 0,51 [0,45, 0,58], p<0,001).
H ovyvomta amotuyioag g apyikng Oepameiog (tiun HbAlc >7%) ftav 429 (43,6%) acBeveic oty
opado Bepamneiog cuvovacuov katl 614 (62,1%) acbeveic oty opdda dradoykng Bepomeiog.
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Ate&nyon pio ToyalomonUéEVT, SUTAG TVEAT], EAEYYOUEVT] LLE EIKOVIKO PAPLOKO KAWVIKT SOKIUN GE

449 acBeveig Sidpketog 24 efdopddmv yia vo a&loloyndel n amoteAeoLATIKOTNTA KOL 1] AGQAAELN TNG
Brivtaylumtivng (50 mg dvo eopéc v nuépa) o cuvdvacud pe pio otadepn 06om Bactknig n
TPOAVOUEUELYHEVTG IVGOVATVTG (LEo Muepn ol d0om 41 LoVAdEC), [LE TavTOYPOVN XPTHoN
peteopuivng (N=276) 1 xopig tavtdypovn xpnon peteoppivng (N=173).H Bilvtayiutivy o
oLVOLAGUO PE VOOVAIVY peimoe onpavtikd Ty HbAs: og oUykpion pe to gikovikod pappoko. 1o
GUVOAKO TANBLG O N TPOGUPHOGUEVT GTO EIKOVIKO PAPLOKO UECT LEIMOT] OO [ LEGT OPYIKT] TN
HbAc 8,8% ftav -0,72%. Z11g voopdadeg mov EAafav vGoLAIVY HE | YOPig TanTOYpOVN XOPHYNon
LETQOPUIVIG 1 TTPOGOPUOCHEVT] GTO EIKOVIKO @appako péon peioon oty HbAL Ntav -0,63%

wat -0,84%, avtictorya. H cuyvotnto epeaviong VmoyAVKaIiog 6To GUVOALKO TAnBvoud ntav 8,4%
Kat 7,2% o11g opdideg TG PrhvtayAmtivig Kot Tov E1KoVIKoD Qapudkov avtiototya. Ot acbeveic mov
erapfovav lvtaylmrtivny dev mapovoiocav avénon copatikov Bapovg (+0,2 kg) evéd avtéc mov
eMGpPavoy elKovikd EAaproKo Tapovsiocay peimon copatikod Bapovg (-0,7 kg).

e pio GAAN pedétn dbpketog 24 fdopddwy og acbeveic [e mEPIGOTEPO TPOYWPNUEVO St TN

TOTOV 2 oL dgV EAEYYOVTOL ETOPKMG e VGOVAIVT (Léom dOom Ppayeiog kKot TapateTapévns dpdong
wvoovrivng 80 IU/day), n péon peimon oty in HbAlc dtav npoctifeto Privrayimtivn (50 mg 600
QOPES TNV MUEPA) TTOV CTOTIGTIKA CNUOVTIKG LeYAADTEPT A O, TL LLE TO EIKOVIKO QAPLLOKO KOl
wvoovAivn) (0,5% évavtt 0,2%). H cuyvomta epedvions vroyAvkaipiog nray xepuniotepn oty opddo
™m¢ Privtoylmtiving amd 6Tt oty opdda Tov gkovikoD eapuakov (22,9% évavtt 29,69%).

Kopdiayysiaxoc kivovvoc

A€y pio peta-avaAvon e TavTomomMuUEVa oveEAPTNTO KOl TPOOTTIKA KOPIIOYYEINKE TEPIGTATIKA
amo 37 kKhvikég peléteg povobepameiog kot Oepomeiog cuvdvacuov edaong I kot IV didpkelag Emg
dvo Tov 2 ypdvev (néon ékbeon 50 efdopddeg yuo n Prhvrayiimtivn kon 49 efdouddeg yio Ta
oapuaka cOyKplong) 1 omoia £6e1Ee 0t ) Oegpameia pe Privrayirtivn dgv oyetilovtay pe avénon tov
KOPOLOYYELKOD KIVOUVOL EVOAVTL TOV QUPUAK®V cOykplong. To chvOeTo KaToANKTIKO onueio TV
TavTOmOMUEVOV peilovov avembduntov kapdiayysiokdv coppapdtov (MACE)
ooumepAapPovopévou 0£€0g EPPPAYILOTOS TOV LVOKAPSIOV, ayYELKOD EYKEPUAIKOD ENEIGOOI0V 1)
Kapdloyyelonkov Oavatov NTav Tapdprolo yio T PAvTayAmtivi EVovTL ToV GLVOLOUGHOD dPUCTIKGOV KOl
EIKOVIKOV paprakmv obykplong [avaroyio kivddvov Mantel-Haenszel (M-H RR) 0,82% (95% AE
0,61-1,11)]. 'Eva peiCov avemBounto kapdioyyetoxd copfape (MACE) cuvépn otoug 83 amd Toug
9.599 (0,86%) acbeveic mov EraPav PrAvtayAmtivn kor 6Tovs 85 and toug 7.102 (1,20%) acBeveig
7ov éhapav edpuoko ovykplong. H a&lordynon kabe pepovopévov peilovog avemtbountov
kapduayyetokov cvppapatog (MACE) dev £de1&e kamolo avénuévo kivovvo (tapdporo M-H RR).
Soppdpoata emPeforopévng KapdloKng OVETAPKELNS To. 0Ttoia 0pifovTal MG KOPOLOKT OVETAPKELL TOV
amortel voonieio 1 véa epedvion Kopolakng avemdpkelog avapépbnkav o 41 (0,43%) acbeveic mov
ElaPav Pravtoylumtivn kot o 32 (0,45%) acBeveic mov Ehafav pdapuaxo cvykpiong ue M-H RR 1,08
(95% AE 0,68-1,70).

Toudrozpikdc TANOvoude

O Evponaikdc Opyaviopog apudkmv Exel dOCEL amaAloyn omnd TNV VTOYPEMST VIOBOANG TV
ATOTELEGUATOV TOV PEAETOV UE TN PIAVTOYAMITIVI] 68 GUVOLOCUO LE HETPOPUIVT OE OAEG TIG
VTOKATIYOPIEG TOL TOUSATPIKOV TANBVGHOV pE Gakyapddn dtofntn tomov 2 (PAEre Topdypagpo 4.2
Y0 TANPOPOPIES GYETIKA UE TNV TALOLATPIKY YPTIoN).

52  ®appoxokivTikég 1010TNTES

Zomarist

Amoppopnon

H Broicoduvapio éxel amoderydel yio. to Zomarist o€ tpeig meplektikdmeg (50 mg/500 mg,

50 mg/850 mg kot 50 mg/1000 mg), évavtt ehebBepov cuvdvacuod diokinv Brlvioylmtivng kot
VOPOYA®PIKNG LETPOPUIVIG OTIG AVTIOTOLXES OOGELS,
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H tpoen dev ennpedlel o Babud kat to puoud amoppoenong ¢ Privtaylurtivig amd to Zomarist. O
pLOUOG Kt 0 Badpog e amoppdenong TG pHeTeoppivng amd To Zomarist 50 mg/1000 mg
glaTTOnKav 6TOY YopNYNONKE He TPOPT|, OTWS PaAiveTol Ao TN Heiwon otV Crax katd 26%, otV
AUC xatd 7% xo1 otov kaBvotepnuévo Tmax (2 £mg 4 dpeg).

Ot ax6AovBeg INADGELS OVOPEPOVTAL GTIG POPLAKOKIVITIKEG OIOTNTEG TV EMUEPOVS OPACTIKDOV
ovol®V Tov Zomarist.

Buwvtayhmtivn

Amoppopnon

Metd amd yopnynon omd Tov GTOUATOS GE KOTAGTAGT ynoteiog, n frivtaylmtivn amoppopdton
TOYEDG LE TIC HEYIOTEG GLYKEVIPAOOELG GTO TAACUA Vo Topatnpovvion o€ 1,7 dpec. H tpoen
KkafvoTtepel ELaQPOC TOV YPOVO MG TN UEYIGTN CLYKEVTIPMGT GTO TAAGLE, TTOV EMITVYYAVETOL OE
2,5 dpeg, aALG dev petafdiret Tn cvvolkn ékbeon (AUC). H yopnynon g PiAvtaylmtivng pe
TpoeN 001 ynoe oe PEUEVN Cmax (19%) o€ chyKpion pe T xopNynon o€ KaTdoToon VoTeiog.
061660, T0 uEyehog ™G petaforng dev eival KAMVIKG GNUAVTIKO, LE ATOTEAEGLLOL VO, UTOPEL VOl
yopnyeiton n PrAvtaylurtivn pe M yopic tpoer). H amdAivtn Prodabecipdtnta ivar 85%.

Kozovoun

H ohvdeon g prlviayAurtivig pe Ti¢ Tpoteiveg tov mhaouatog eivor younAn (9,3%) kain
Biivtaylurtivn kotavépetor e€icov 610 TAdGpa Kot T epuBporvtTapa. O pécog GYKOG KATAVOUNG TNG
Buivtaylmtivg o€ otabepn katdotaon uetd and evooprifia yopnynon (Vss) eivon 71 Aitpa,
VTOMADVOVTOG EEMOYYELOKT KOTAVOUT.

Bioustaoynuotiouoc

O petaforiopdg gival n kKOpLa 006¢ oméEKKPLong TG PrAviaymtiv) 6tovg avlpmmoug,
avtimpooconedovtag to 69% g doonc. O kdprog petaforitng (LAY 151) eivor @apupoakoroyikd un
dpaoTIKOG Kot Elval TO TPOidV VOPOAVOTG TNG KVAVOUAOAS, OVTITPOS®TEVOVTAG TO 57% Tng d6oNC,
akoAovBoduevo and 1o Tpoidv vVdpodAveT g audiny (4% g doonc). H DPP-4 cuppdiiet pepikdg oty
v3podIven TG PrivtayAtiving Baoet g in Vivo pedétng mave oe apovpaiovg pe EAlewyn DPP-4. H
Brivtaylutivn dev petafolriCetar and éviopa tov CYP 450 o mocotukd mpocdtopicipo Babud kot
KaTd cLVETELD 1] peTAfoAlkn KaBapon g PrivtayAmtivn dev avapéVeTaL Vo, ETNPENCTEL OO T
ovyyopfynon avaoctorémv kot erayoyéwv Tov CYP 450. Meléteg in Vitro koatédei&ay 0t 1
Bulvtaydmtivn dev avaotéllelendyet ta évivpo CYP 450. Enopévag, n Bilvtaylutivn dev givor

mOovo va ennpedoet T PeTtafoAlkn KAOapon cuyyopnyovpEVOV QaprAK®Y Tov petafoiilovtol amd
o CYP 1A2, CYP 2C8, CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 1 CYP 3A4/5.

Amofoin

Metd amd yoprynon and tov otopatog [Y*C] pilvraylmtivng, mepimov o 85% g §6omg
amopaKPVOVONKE PEG® TV 0VPWV Kot To 15% g doonc péow tev kompavav. H veppikn amékkpion
g avaiioimtng Privtaylmtivig arotelovoe to 23% tng d0omg PETd omd Yop1ynomn and Tov
OTONATOG. MeTA amd evOoPAEPLa YopnYNON o€ VLY dTopa, N OAKT KABOPOoT 6TO TAAGLO KOl 1) OAIKT
veepikn kaOapon g Privtayiutivng eivan 41 xar 13 I/h avtictorya. H péon nulon yo v
ATOUAKPVVOT| HETA atd EVOOPAEPLA YopnyNnon eival mtepimov 2 dpeg. H nulon yio v aropdikpouveon
HETE amd yoprynon amwd TOL GTOUATOG Eval TEPITOV 3 DPES.

I poyyurotnro/un ypouurotnro,
H Crax Y100 T PrlvayAimtiv kot 1) meployn KAt and tov KOUmTOAn cuykévipoonc-ypovov (AUC)
avéNdnke oe oyeddv avaAoyo TPog T 6061 TPOTO GTO EVPOC TV DEPATEVTIKMDY dOCEMV.

Xopaoxtnpioukd oe 000eveic

Dvro: Agv TopatnpRONKoV KAMVIKG GYETIKEG S1APOPEG TN POUPLOKOKIVITIKT TNG PrAvtoylmtivig
UETOED OvOPMY KO YUVOLKDV VYDV OTOH®V €VTOG EVPEOG PAGLOTOG NAKiaG Kot dsiktn palog
odpatog (AME). H avactorn) g DPP-4 and ) ulvioylrtivn dev emnpedleton and 1o @OLO.
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Hlwcia: Xe vym nAikuiopéva dropa (> 70 etdv), n cuvolikn ékbeon ot Pilvtayiurtivny (100 mg draé
nuepnoing) avéndnke kotd 32%, pe 18% avénon g HéyoTng cLYKEVIP®GNG OTO TAAGLLO. GE
ovykpion pe véa vy dropo (18-40 etdv). Qoto660, 0VTEG 01 peTaPorég dev Bempovvrar KAVIKG
oyetikéc. H avaostoln tng DPP-4 amd ™ Bravtaylmtivn dev emnpedleton amd tnv nAkia.

Hratikn dvoiertovpyio: Agv vanpyov KAMViKE onpovtikég petaporés (uéyioto ~30%) otnv ékbeon
o Pvtaylmtivn og dropo pe N, pétpio 1 coPapn nratikn dveierrovpyia (Child-Pugh A-C).

Neppikr| duohettovpyio: Xe dropa pe N, péTpla 1 coPfapn veppikr| SucAelTovpyia, 1| GUGTNUATIKN
ékBeomn ot Privtaylmtivi ntav avEnpévn (Crax 8-66%, AUC 32-134%) kot 1 ohikny kGBapon omd
TOV OPYOVIGUO NTAV LEIWUEVT EVOVTL ATOU®V LE QUGIOAOYIKT] VEQPIKT AELITOLPYIQL.

EBvikdtnra: [Tepropiopéva dedopéva vmodetkviovy 0Tl 1) GUAR OeV EXEL OTLLOVTIKY ETIOPOCT] OTN
QOPUOKOKIVITIKT TG PlvtayMmtivng.

Metpoppivn

Amoppopnon

Metd amd Tov GTOHOTOS YOPTYOVUEVNG dOONG LETPOPLUIVIG, 1| LEYIOTT CLYKEVIP®GT] GTO TAUGLLOL
(Cinax) emtvyydveton petd and 2,5 dpeg nepinov. H amdAvt Prodiabeoipdtnto evog diokiov
peteoppiving 500 mg etvon mepimov 50-60% o vy dtopa. Metd ™ xop1ynomn ond Tov GTOUATOG, TO
un amoppoenBév kAo mov amopakpuvinke ota kémpova frav 20-30%.

Metd ) 3opNyno” omd ToOL GTOUATOC, 1| ATOPPOPNGT TG LETPOPUIVIG EIVOL KOPESUEVT KO OTEANC.
Ewaletan 0T1 1 @oppoKoKIvTIKT TG amoppOenong TS LETQOPUIVIG eV givar ypapuk. Xe cuvioeig
d00E1g KOl S0GOAOYIKA GYNULATA LETPOPUIVIG, Ol 0TABEPEG CLYKEVIPADGELG TAAGHOTOG EMTVYYAVOVTOL
€v10G 24-48 mpdv Kot o€ YeEVIKEG YPOUUES eivat kKotmTepeg amd 1 ug/ml. Te eheyyoueveg kKAMVIKEG
dokpéc, To péyiota emineda HeT@oppivng 610 TAdcpd (Cmax) 0ev Eemépacay ta 4 pg/ml, akdpurn Kot g
péyioteg 800ELS.

H tpogn| emiPpadivel ELappmdg Kot LELdVEL TO BaBd amoppOPnong TG LETQOPUIvIG. MeTd amd
yopnynon doong 850 mg, n péylot cvykévipmaon oto Thdoua nrav 40% youniotepn, n AUC
petmOnke kotd 25% Kot 0 xpdvog HEXPL T HEYIGT CUYKEVTIP®OT) GTO TAUGLLO TOPOTAONKE KATA
35 Aemtd. H khivikn cvoyétion avthg ¢ peimong sival ayvootn.

Karavoun
H otvdeon oe mpwteiveg Tov mhdopotog eivar apeintéa. H petpopuivn katavéuetal ot
gpvBpoxdtrapa. O pécog dykog katavoung (Va) xopaivetor and 63 £og 276 Aitpa.

Bioueraoynuariouoc
H peteopuivn amexkpivetor availoimtn ot ovpa. Agv éxovv Tovtomombei uetafolriteg otov
avOpommo.

Amofoin

H petpoppivn amexkpiverar amd toug veppotc. H veppikn kdBapon g petpoppivng etvon

> 400 ml/min, yeyovdg mov vTOdNADVEL OTL 1] LETPOPLLIVT] OTTOUOKPVVETOL LEGH CTEPOUATIKNG
dmMONoNG Kot cOANVOPLOKNG OTEKKPIONG. META TN YOp1YNON OTd TOL GTOUATOG, 1| POIVOUEVIKT] TEAMKN
nuion yo Ty aropdkpuven eivat katd tpocéyyion 6,5 dpec. Otav 1 veepikn Asitovpyia eivat
SlaTapaypévn, 1 veppikn KABopor HEIDOVETAL AVOAOYIKE LLE EKEIV TNG KPEATIVIVIG KOl GUVETMG 1
NuoN aToUdKPLVCNC TaPATEIVETAL, LUE OTOTELECUO OENUEVA ETITESN LETQOPIVIIG OTO TAAGLO.

5.3 TIIpoxivika doedopéva Y10 TNV d6@drela
Meléteg oe {dha adpketog Eog kot 13 gfdopdadec £xovv die&aybel pe TIG CUVOVAGUEVEG dPACTIKEG

ovoiec Tov Zomarist. Aev npocdiopicOnke kapia véa toEikdtnta oxetilduevn pe tov cvovdvooud. Ta
aKoAovBo dedopéva apopovv oe uprpota omd PEAETES oL £xovv deEayBel pe Brivtaylmtivn 1

HETPOPLIVI LEUOVOUEVQL.
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BulwvtayMmtivn

HoapoatpnOniay Kabvctepnoelg TG EVOOKAPIIIKNE OYWOYNG TOV MGEDV GE GKOAOLS e OGT Y®Pig
anotéleopa Tov 15 mg/kg (7 popég v ékbBeomn tov avOpdmov Baoet TG Cmax).

& 0poLPAiovg KOl TTOVTIKOVG TOPUTIPHONKE GLCCHPEVST APPOIDY KLWYEASIKOV LLOKPOPAY®OV GTOV
nvevpova. H d6om yopig anotéleopa otovg apovpaiovg nrav 25 mg/kg (5 popég v ékBeomn tov
avBpomov Bacet tng AUC) kot otovg movtikovg 750 mg/kg (142 popég v ékbeomn tov avBpdmov).

SOUTTOUOTO OTO TO YOOTPEVTEPIKO, KUPIOC LOAOKA KOTpava, PAEVV®MON KOTPavVa, S1Gppola., Kol GE
vyNAOTEPES 0OGELS, TaPOLGia aipatog 6Ta KOTpava mapatnprdnkay oe okviovs. To erinedo tng
300G Yopic amoTELEG O, OV TEKUNPLOONKE.

H Bilvtaylmtivi dev ftav petaArla&loyovog oe cupufaticols in vitro ko in vivo e EYYOVG
YovoTo&IKOTNTAGS,

e o LEAETN YOVILOTNTOS KOt TPOIUNG avAmTuEng Tov UPpvov o€ apovpaiovs dev KoToypaprkoy
evOei&elg SoTapaymV TG YOVILOTNTAG, TG VOTOPAY®OYIKNG IKOVOTNTOG 1] TNG TPOUNG ELPPLIKNG
avantuéng e&attiog g rivtayirtivng. H to&ikotta oto EuPpuo agloloynbnke o apovpaiovg kot
KOVVEALDL. AVENUEVT EMIMTOON KOUATOEWMV TAELP®OV TapatnpNONKe G€ apovpaiovg oe oyéomn e
TOPOUETPOVS UEIWUEVOL COUATIKOD BAPOVE TG UNTEPAC, LE 600N YwPig amotéreopa Twv 75 mg/kg
(10 @opég v éxbBeon Tov avOpdTOV). T KOVVELLD, UEIOUEVO BAPOG TOV EUPPUOov Kot GKEAETIKEG
UETAPOAEG EVOEIKTIKEG KAOLGTEPOE®V GTNV AVATTLEN TTapaTNPNONKAY LOVO ETTi TOPOLGING GOPAUP1S
ToEIKOTNTOG OTN UNTEPQ, pE B0 ywpic amotéreopa Twv 50 mg/kg (9 opéc v ékbeon tov
avBpmdmTov). Mo pedétn avantuéng mpiv Ko LETA TN Yévvnon devepynOnke og apovpaiovg. Evpiuata
Kataypaenkav Lovo og oyéon pe ToEiotnta e untépag ota > 150 mg/kg kot meprAdppovoy
TOPOOIKN UEIMGT TOL COUOTIKOD BAPOVG Kol LEIWUEVT] Ky TN dpactnpidotnta ot F1 yevid.

Mua, S1eTig LEAETN KOPKIVOYEVESTG O1EVEPYNONKE GE APOVPAIOVS GE DOGELC OO TOV GTOLOTOC £WC

900 mg/kg (mepimov 200 popég v ékBeom Yo ToV AVOPOTO GTN UEYIOTN CLVIGTMWEVT dOGN). Agv
mapoTnpOnKay avénoelg g enintmong tov oykov egottiog g Aqyng frlviaylmtivng. AAAN o
Sletng perétn Kopkivoyéveong dievepynonie o€ TOVIIKOVG GE dOGELS OO TOV GTOUATOG £WG

1000 mg/kg. AvEnuévn eminTmon adEVOKOPKIVOUATMOV TOV LOGTOD KoL OLUNYYEIOGOPKMUATMOV
nopoTnpHONKav pe 80on ywpic amotéleopa twv 500 mg/kg (59 popég v ékBeomn Tov avBpdTov) Kot
100 mg/kg (16 gopég v ékbeomn Tov avBpdmov) avtictoya. H avénuévn enintmon ovtdv Tov Oykov
6€ TOVTIKOVG Dempeitat 0Tt dgv VTOJEIKVIEL GNUAVTIKO KivOuvo Y1 Tov GvBpmmo Pdoel TG amovsiog
yovoto&kdtTnTag TG PrAvtoyAmtivig Kot Tov KOPLov UETABOAITN TG, TNG ELPAVIONS TOV OYKWOV GE
éva Lovo €100¢ Kot Tig VYNAEG avaAoyieg CLGTNHOTIKNG EKOECT|G OTIG OMOiEC TapATNPNONKAV 01 OYKOL.

e o to&oroyikn puerétn oiapketog 13 gfdopadmv o mOnKkovg cynomolgus, Kotoypaonkoy
depuotikég PAGPeg og dooelg > 5 mg/kg/muépa. AvTég EVIOTIGTNKAY GE OAES TIG TEPUTTMOGELS OTO GKPOL
(xépra, OO0, apTIA Ko ovpd). Zta S mg/kgmuépa (tepimov wodvvaun pe v ékbeon AUC tov
avOpmmov ot d6on Twv 100 mg), moparnpnOnkav udvo ervktawvec. 'Hrav avaotpéyiueg mopd
ovveyn Bepameia kol dgv oYETIGTNKOV LE U1 QUGIOAOYIKE 16TOTAHOAOYIKA evpriHaTe. ATOPOAId®OT,
EePALOVOIG O TOV dEPHOTOG, EPEAKIDESG Kot PAGPEC oTNV OVPA Le 0vTIoTOLYEG 16TOTAOOAOYIKEG
aAloidoelg mapatnpnonkov oe docelg > 20 mg/kg/Mmuépa (mepimov 3 popéc v éxbeon AUC yio tov
avOpwmo otn 66om v 100 mg). Nekpotikéc PAGPec otnv ovpd Topatnpriidnkoy ota

> 80 mg/kg/Mmpépa. O depuatikég PAaPeg dev NTav avaoTpEYieg og TONKoLS Tov EAafay

160 mg/kg/muépa. katd T S1ApKELD TEPIOO0V aVAPPOONG 4 EBSOUAdDV.

Metpoppivn
Ta pun KMvika dedopéva yio T HETPOPUIVI dEV AMOKAADTTOVV 1310{TEPO KIVOLVO Y10 TOV AVOP®TO g

Béiomn Tic cupPatikég LEAETEG PUPLAKOAOYIKNG AOPAAELOC, TOEKOTNTOG EMAVOLOUPAVOLEV®DY 0OGE®V,
YOVOTOEIKOTNTOG, EVOEXOUEVIC KAPKIVOYOVOL SPAomng, TOEIKOTNTOG OTIV OVATOPOYMYIKY] IKAVOTNTA.
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6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotdloyog gkdoymv

TTvpnvac Tov dtokiov

Yépo&umpomvAiokutTopivy
ZTE0TIKO LAYVI|G1l0

Agntd vuévio emKaAVYNC

YrpopeAloln

Awo&eido tov tiraviov (E 171)
Kitpwvo o&eidio tov adnpov (E 172)
IMoAvaBvievoyivkoin 4000
TéAxng

6.2 AovpupotoTnTeg
Agv gpapudletat.
6.3 Awdpkera Cong

PA/alu/PVC/alu 2 ypévia
PCTFE/PVClalu 18 pnvec
PVC/PE/PVDClalu 18 pnveg

6.4 Idwitepeg TpoPuAaels KoTA T POAIEN TOV TPOTOVTOG

Mn pvlacoete o€ Oeppokpacio peyorvtepn tomv 30°C.
dvldccete 6NV APYIKN CLEKEVAGIN (KOYELN) Y10 VO, TPOGTUTEVETAL OTO TNV VYPUGIa.

6.5 ®@Yon kKo GLOTUTIKA TOV TEPLEKTN

Kuyéin amd Alovuivio/Alovpivio (PA/alu/PVC/alu)

Awtifeton o€ cuokevacieg mov mepiEyovv 10, 30, 60, 120,180 1 360 emikoivppéve. pe AETTO VUEVIO
diokia kot o€ ToAATAEG Guokevacieg mov TepEyovv 120 (2 cvokevaoieg Twv 60), 180 (3
ovokevooieg tov 60) 1 360 (6 cuokevacicg v 60) emkaivuuéva, pe Aemtd vuévio diokia.

Koyén and TTolvyropotpipbopooibvriévio (PCTFE/PVC/alu)

Awtifeton o€ cuokevacieg mov mepiEyovv 10, 30, 60, 120, 180 1 360 emucorvppéva, pe Aemtd VUEVIO
dokio kot o€ moAamAég cuokevacieg mov mepiéyovy 120 (2 cvokevaoisg tmv 60), 180

(3 ovoxkevacieg Tav 60) 1 360 (6 cvokevacieg TV 60) extkoAlVUpUEVE LE AETTO DUEVIO SIOKIdL.

Kowyéin and IoivPivvroyrompioio/TToAvabuviévio/ TToAvvoridevoyrlmpidio/Alovuivio
(PVC/PE/PVDClalu)

Awtifeton o€ cvokevacieg mov mepiEyovv 10, 30, 60, 120, 180 1 360 enucorvoppéva pe Aemtd vUEVIO
drokio kot o€ moAamAég cuokevacieg mov mepiéyovy 120 (2 ovokevaoisg tmv 60), 180

(3 ovokevacieg Tav 60) 1 360 (6 cvokevacieg Twv 60) extkoAlvppEVa LE AETTO DUEVIO SIoKIdL.
Mmopei va, v KokAo@opoOV OAEC 01 GLOKEVACIEG KOl TEPLEKTIKOTNTEC O10KIMV.

6.6 Iowitepeg TpoPuLAEELS amToppLYNG

Kda06e aypnoipomointo Qoprakevtikd Tpoidy 1| VITOAELLN TPETEL VO, ATOPPITTETOL COLPOVO LE TIC
KOTO TOTOVG 1GYVOVGEC GYETIKEC SLOTAEELS.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

8. APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

Zomarist 50 mg/850 mg smikaivupévo pe Aertd vuévio diokio

EU/1/08/483/001-006
EU/1/08/483/013-015
EU/1/08/483/019-024
EU/1/08/483/031-033
EU/1/08/483/037-045

Zomarist 50 mg/1000 mg emucolvppéva pe Aemtd vuévio diokia

EU/1/08/483/007-012
EU/1/08/483/016-018
EU/1/08/483/025-030
EU/1/08/483/034-036
EU/1/08/483/046-054

9. HMEPOMHNIA ITPQTHX EI'KPIXHY/ANANEQYXHY THX AAEIAX
Hpepounvia mpdtng £ykprong: 01 Agkepppiov 2008
Huepounvia televtaiog ovavémong: 31 loviiov 2013

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpopopieg Yio T0 TapdV POPUUKEVTIKO TPOiOV givor S1BEGILES GTOV SIKTLAKO TOTO
tov Evpomaikod Opyovicpod @appdkov: hitp://www.ema.europa.eu
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ITAPAPTHMA 11

IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. THAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovouoa kot d1e06vven Tov TaPUCKELAGTH TOL £ival LITEVHVVOC Y10 TNV ATOOEGUEVCT] TV TOPTIOWY

Lek d.d, PE PROIZVODNJA LENDAVA
Trimlini 2D

Lendava, 9220

>loPevia

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
I'eppavia

Novartis Pharmaceutical Manufacturing LLC
Verovskova ulica 57

1000 Ljubljana

XhoPevia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764

08013 Bapkehdvn

Iomavia

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Nvpeppépyn

Ieppovia

270 £VTUTIO QUAAO 0ONYIDV XPNOTG TOV POPUOKEVTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL

ka1 M S1ev¥0vvoT TOL TAPUCKELAGTN TTOV Eival VTEHOLVOG Y10 TNV ATOSEGUEVGN TN GYETIKNG TAPTIONS.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopHaKeLTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX

o Ex0¢éoe1g meprodtkig wapakorovdnong g acparerlag

Ot amoutioelg Yo v vrofoin tov (PSURSs)ya to v Adym @appoakentikd mpoidv opilovrol
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evaong (kotdhoyog EURD) mov mapatifeton

oV mapdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kaOe emakdlovdng
EMKALPOTOINONE OTIMG ONLLOGIEVETAL GTIV EVPAOTAIKT] SIKTVOKT TOAT Y10 TO QAPLOKOL.

A.  OPOI'H IEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owoyeipiong kKivovvov (ZAK)

O Kdroyoc Adestog Kuvkhopopiag (KAK) Ba die€aydyel TIC amaitovIeEVES OPOCSTIPLOTNTES KOl

TOPEUPACELS POPUUKOETOYPOTVIONC OTTMC TapoLGLalovTal 1o cuppwvnév XAK mov
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nmapovotdletar otny evotnra 1.8.2 g adetag KukAopopiag Kol 0molesdmoTe EmaKOAOVOES
gykekpipéveg avadempnoeig tov TAK.

‘Eva emucaporompévo TAK Oa mpénet va kototedet:

. Metd and aitnuo tov Evporaikod Opyaviopod @apudkmv,

. Omnotednmote Tpomomoteital To GOGTNHA dlayelptong KvdHvov, e1KE ™G AmOTEAEG LA ANWYTG
VE®V TANPOGOPIDOV TOV UITOPOVV VAL ETUPEPOVY GNUAVTIKY OAAXYT) GTN GYECT] 0PEAOVC-KIVOUVOL
N ©¢ omOTELESUA TNG EMTEVLENC EVOC GNUAVTIKOD 0POCTLOL (PUPUOKOETOYPVTVIOT 1)
glayiotomoinon Kvévvov).
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IHAPAPTHMA 111

EINIZXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIZ IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ANAAIITAOYMENO KOYTII'TA XYXKEYAXIA MONAAQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/850 mg emkaivppéva pe Aemtd vuévio diokia
BuivtaylMativi/vdpoyAmpikn LETQOPUIVN

| 2. LYNOEXIH LE APAXTIKH(EX) OYZIA(EL)

Kabe diokio mepiéyxer 50 mg Privrayiimtivng ko 850 mg vdpoyrwpikng petpoppivng (n omoia
avtiototyel og 660 Mg peTQOPUIvNG).

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio

10 emxodoppéva pe Aemrtd vUEVIO d1okia
30 emkaAvppéva pe AeTTO LUEVIO dloKio
60 emkodvppévo pe Aentd VUEVIO dlokial
120 emcoAivppéva pe Aewto VIO diokio
180 emkaAvppéva pe Aewtd vUEVIO dlokio
360 emucodvppéva pe Aemtd vpévio diokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIDV ¥pHoNG TPV amd TN YPNON.
Amo6 otopaTOC YpNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Kot dev TPooeyyilovv Ta Taldld.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEZHX

EXP

‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn pvldooete o€ Beppokpacio peyarvtepn twv 30°C.
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DVAGGGETE GTNV OPYLKT] GLOKEVAGTN (KOWEAT) Y10 VO, TPOGTATEVETAL ATO TNV VYPACIA.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN

YIHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4
Iphavdia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/08/483/001 10 emwcorvppéva pe Aemtd vpévio dwokio (PA/alu/PVClalu)
EU/1/08/483/002 30 emkoivppéva pe Aemtd vuévio diokio (PA/alu/PVClalu)
EU/1/08/483/003 60 emkaAvppéva pe Aemtd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/004 120 emkoroppéva pe Aemtd vpévio diokia (PA/alu/PVClalu)
EU/1/08/483/005 180 emolvppéva pe Aentd vuévio diokio (PA/alu/PVClalu)
EU/1/08/483/006 360 emcoloppéva ue Aemto vuévio drokio (PA/alu/PVC/alu)
EU/1/08/483/019 10 emkaivppéva pe Aemtd vuévio dwokio (PCTFE/PVC/alu)
EU/1/08/483/020 30 emkoroppéva pe Aemtd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/021 60 emkoroppéva pe Aemntd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/022 120 gmxolvppéve pe Aemtd vpévio diokia (PCTFE/PVC/alu)
EU/1/08/483/023 180 emoroppéva pe Aemtd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/024 360 emucaroppéva pe Aemtd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/037 10 emkaivupéva pe Aemtd vuévio dwokio (PVC/PE/PVDC/alu)
EU/1/08/483/038 30 emkaAvppéva pe Aemtd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/039 60 emkoloppéva pe Aentd vpévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/040 120 gmxolvppéva pe Aentd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/041 180 gmixolvppéva pe Aemtd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/042 360 emucarvppéva pe Aemtd vuévio diokio (PVC/PE/PVDC/alu)

13. APIOMOZX IMAPTIAAX

Lot

‘ 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Zomarist 50 mg/850 mg
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16106T0TOC YPOUUU®TOS KOdKaG (2D) mTov pépel Tov TepIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIZTEX ENAEIZEIZ TIOY HPEIEI NA ANATPA®ONTAI =TI X YZKEYAZIEE
KYYEAHZ (BLISTER) 'H ZTIE TAINIEX (STRIPS)

YYXKEYAZXIEX KYYEAHX (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Zomarist 50 mg/850 mg emkaAvppéva e AeTtd LUEVIO dloKio
BrAvtayAmtivi/vopoyAmpikr| HETPOPUIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

|5.  AAAA ITOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXZH XAPTINH LYZKEYAXIA I'IA IOAAANIAEE ZYEKEYAXIEY (XQPIX BLUE
BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/850 mg emkaivppéva pe Aemtd vuévio diokia
BrlvtoyMativin/vdpoyAmpikn HeETPOPLLivY

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe dioxio mepiéxet 50 mg frlvtayirtivng kail 850 mg vdpoylmpikng petpopuivng (n omoia
avtiototyel og 660 Mg peTQOpUIvNG).

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vpévio diokio

60 emicodvppévo pe Aemtd vuévio dlokio.Xtotyeio moALomTANG cuokevaciog.No unv Toisital
Eexoplotd.

| 5. TPONOX KAI OAOX(OI) XOPHTHEHE

Awpaote 10 PUALO 0INYIDV XpYoNG TPV Al TN YPNON.
Amo6 otopaTOC YpNoT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdooetal o€ 0éon, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP

‘ 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
Dvidcoete oTNV APYIKN CLOKEVAGIN (KVWELN) Y10 VO, TPOGTUTEVETOL OTO TNV VYPUGId.
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10. IAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphovdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/08/483/013 120 gmxolvppéva pe Aentd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/014 180 gmixolvppéva pe Aentd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/015 360 emucaroppéva pe rentd vuévio diokio (PA/alu/PVClalu)
EU/1/08/483/031 120 emkolvppéva pe Aentd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/032 180 gmixolvppéva pe Aentd vuévio diokia (PCTFE/PVC/alu)
EU/1/08/483/033 360 emucarvppéva pe remtd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/043 120 emolvppéva pe Aentd vuévio diokio (PVC/PE/PVDC/alu)
EU/1/08/483/044 180 gmixolvppéva pe Aentd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/045 360 emkoloppévo pue Aemto vpévio diokia (PVC/PE/PVDC/alu)

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Zomarist 50 mg/850 mg
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ENAEIZEIZ IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKH XAPTINH XYXKEYAZXIA TIOAAAITAQN XYXKEYAXIQN
(ITEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/850 mg emkaivppéva pe Aemtd vuévio diokia
BrlvtoyMativin/vdpoyAmpikn HeETPOPLLivY

| 2. LYNOEXIH XE APAXTIKH(EX) OYEIA(EL)

Kabe dioxio mepiéxet 50 mg frdvtayiurtivng kail 850 mg vdpoylmpikng petpopuivng (n omoia
avtiototyel og 660 Mg peTQOpUIvNG).

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vpévio diokio

[MoAromAn cvokevacia: 120 (2 cuokevaciec Tmv 60) extkalvppéva pe Aentd VUEVIO d1oKid.
[ToAhamAn cvokevacio: 180 (3 cvokevaocieg twv 60) emtkaAvUpIEVA [LE AETTO VUEVIO dloKiaL.
[ToAhamAn cvokevacio: 360 (6 cuokevacies TV 60) emkKaAVUPEVA [LE AETTO LUEVIO dloKidL.

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDV XpHoNG TPV Amd TN YPNON.
Ao otoUaTOC YpNIoT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdooetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP

‘ 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdocete og Beppokpacio peyarvtepn tov 30°C.
DVAGGGETE GTNV OPYIKT] GLOKEVAGTA (KLWEAT) Y10 VO, TPOGTATEVETAL ATO TNV VYPAGCIA.
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10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/08/483/013 120 gmxolvppéva pe Aentd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/014 180 emkorvppéva pe Aemtd vpévio dokia (PA/alu/PVClalu)
EU/1/08/483/015 360 gmkoloppéva pe Aentd vuévio diokio (PA/alu/PVClalu)
EU/1/08/483/031 120 gmxolvppéva pe Aentd vuévio diokia (PCTFE/PVC/alu)
EU/1/08/483/032 180 emkoroppéva pe Aemtd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/033 360 gmkoloppéva pe Aentd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/043 120 gmxolvppéva pe Aentd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/044 180 gmixolvppéva pe Aemtd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/045 360 emucarvppéva pe Aentd vuévio diokio (PVC/PE/PVDC/alu)

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Zomarist 50 mg/850 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKag (2D) mov pépel Tov TepIAN@OEVTO LOVAITKO aVayVOPIGTIKO KMOKO.
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18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ANAAIITAOYMENO KOYTII'TA XYXKEYAXIA MONAAQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/1000 mg emikaAvppéve e AETTO VUEVIO dIoKia
BuivtayMativiy/udpoyAmpikn LETPOPUIVN

| 2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe diokio mepiéyxer 50 mg Privrayimrivng ko 1000 mg vopoyrwpikng petpoppivig (n oroio
avtiototryel og 780 Mg peTQopuivig).

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Enucaloppévo pe Aemtd vpévio diokio

10 emxodoppéva pe Aemrtd vUEVIO d1okia
30 emkaAvppéva pe AeTTO LUEVIO dloKio
60 emkodvppévo pe Aentd VUEVIO dlokial
120 emcoAivppéva pe Aewto VIO diokio
180 emkaAvppéva pe Aewtd vUEVIO dlokio
360 emucodvppéva pe Aemtd vpévio diokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIDV ¥pHoNG TPV amd TN YPNON.
Amo6 otopaTOC YpNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éon v onoio dev PAEmov Ko dev mTpoceyyilovy Ta, Todd.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
Dvidcoete oTNV APYIKN CLGKEVAGIN (KVYELN) Y10 VO TPOGTATEVETAL OO TNV VYPAGIa.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4
Iphavédia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/08/483/007 10 emkaivupéva pe Aemtd vuévio owokio (PA/alu/PVC/alu)
EU/1/08/483/008 30 emkaAvppéva pe Aemtd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/009 60 emkoroppéva pe Aemtd vpévio diokia (PA/alu/PVClalu)
EU/1/08/483/010 120 emkoroppéva pe Aemtd vpévio diokia (PA/alu/PVClalu)
EU/1/08/483/011 180 gmixolvpuéva pe Aemtd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/012 360 emcoloppéva ue Aemtod vuévio drokio (PA/alu/PVC/alu)
EU/1/08/483/025 10 emworvppéva pe Aemtd vpévio dwokia (PCTFE/PVC/alu)
EU/1/08/483/026 30 emkaAvppéva pe Aemtd vuévio diokia (PCTFE/PVC/alu)
EU/1/08/483/027 60 emkaAvppéva pe Aemtd vuévio diokia (PCTFE/PVC/alu)
EU/1/08/483/028 120 emkoroppéva pe Aemtd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/029 180 emkoroppéva pe Aemtd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/030 360 emcoloppéva ue Aemto vuévio drokio (PCTFE/PVC/alu)
EU/1/08/483/046 10 emworvppéva pe Aemtd vpévio dokia (PVC/PE/PVDC/alu)
EU/1/08/483/047 30 emkoroppéva pe Aentd vpévio diokio (PVC/PE/PVDC/alu)
EU/1/08/483/048 60 emkaAvppéva pe Aemtd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/049 120 gmxolvppévo pe Aemtd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/050 180 emolvppéva pe Aentd vuévio diokio (PVC/PE/PVDC/alu)
EU/1/08/483/051 360 emkorloppéva e Aemto vuévio diokio (PVC/PE/PVDC/alu)
‘ 13. APIOMOX ITAPTIAAX
Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEZH |

| 15. OAHTIEX XPHIHE |

| 16. TIAHPO®OPIEX *E BRAILLE |
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Zomarist 50 mg/1000 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A6d1d0TaToC YPauL®TdHs Kddkag (2D) mov pépet tov TepAn@BEvTa LovadKO avayveploTiKo KOOKo.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIZTEX ENAEIZEIE [IOY IPENEI NA ANATPA®ONTAI ETIE XYSKEYAXIEX
KYYEAHE (BLISTER) 'H LTI TAINIEX (STRIPS)

XYXKEYAZXIA KYYEAHX (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/1000 mg emkolvppéva pe Aentd vpévio diokia
Brivtaylutivi/vdpoyhopiky| HET@OppivN

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX IMAPTIAAY

Lot

5. AAAA ILTOIXEIA
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ENAEIZEIZ IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXZH XAPTINH LYZKEYAXIA I'IA IOAAANIAEE ZYEKEYAXIEY (XQPIX BLUE
BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/1000 mg emikaAvppéve e AETTO VUEVIO doKia
BrlvtoyMativin/vdpoyAmpikn HeETPOPLLivY

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe dioxio mepiéyet 50 mg Brivrayirtivng kot 1000 mg vépoyAwpikng petpopuivng (n omoia
avtiototyel og 780 Mg peTQopuivig).

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vpévio diokio

60 emicodvppévo pe Aemtd vuévio dlokia. Xtotyeio moAAUTAN G cuokevaciog. Na punv toAsiton
EexoploTa.

| 5. TPONOX KAI OAOX(OI) XOPHTHEHE

Awpaote 10 PUALO 0INYIDV XpYoNG TPV Al TN YPNON.
Amo6 otopaTOC YpNoT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdooetal o€ 0éon, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI ATTIAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEHX

EXP

‘ 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
Dvidcoete oTNV APYIKN CLOKEVAGIN (KVWELN) Y10 VO, TPOGTUTEVETOL OTO TNV VYPUGId.
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX
Novartis Europharm Limited
Vista Building
Elm Park, Merrion Road
Dublin 4
Iphovdia
12.  APIOMOX(0OI) AAEIAY KYKAO®OPIAX
EU/1/08/483/016 120 gmxolvppéva pe Aentd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/017 180 gmixolvppéva pe Aentd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/018 360 emucaroppéva pe rentd vuévio diokio (PA/alu/PVClalu)
EU/1/08/483/034 120 emkolvppéva pe Aentd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/035 180 gmixolvppéva pe Aentd vuévio diokia (PCTFE/PVC/alu)
EU/1/08/483/036 360 emucarvppéva pe remtd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/052 120 emolvppéva pe Aentd vuévio diokio (PVC/PE/PVDC/alu)
EU/1/08/483/053 180 gmixolvppéva pe Aentd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/054 360 emkoloppévo pue Aemto vpévio diokia (PVC/PE/PVDC/alu)
13. APIOMOX ITAPTIAAX
Lot

‘ 14. TENIKH KATATAZH I'l A TH AIAGEXH

| 15.

OAHTI'IEX XPHXHX

| 16.

IHNAHPO®OPIEX XE BRAILLE

Zomarist 50 mg/1000 mg
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ENAEIZEIZ IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKH XAPTINH XYXKEYAZXIA TIOAAAITAQN XYXKEYAXIQN
(ITEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zomarist 50 mg/1000 mg emikaAvppéve e AETTO VUEVIO doKia
BrlvtoyMativin/vdpoyAmpikn HeETPOPLLivY

| 2. LYNOEXIH XE APAXTIKH(EX) OYEIA(EL)

Kabe dioxio mepiéyet 50 mg Brivtayirtivng kot 1000 mg vépoyAwpikng petpopuivng (n omoia
avtiototyel og 780 Mg peTQopuivig).

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vpévio diokio

[MoAromAn cvokevacia: 120 (2 cuokevaciec Tmv 60) extkalvppéva pe Aentd VUEVIO d1oKid.
[ToAhamAn cvokevacio: 180 (3 cvokevaocieg twv 60) emtkaAvUpIEVA [LE AETTO VUEVIO dloKiaL.
[ToAhamAn cvokevacio: 360 (6 cuokevacies TV 60) emkKaAVUPEVA [LE AETTO LUEVIO dloKidL.

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

AwPaote 10 QUALO 0dNYIOV ¥pNONG TPV O TN YPNOM.
Ao otopaTOC YpNoT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdooetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP

‘ 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdocete og Beppokpacio peyarvtepn tov 30°C.
DVAGGGETE GTNV OPYIKT] GLOKEVAGTA (KLWEAT) Y10 VO, TPOGTATEVETAL ATO TNV VYPAGCIA.
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10.

IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX
Novartis Europharm Limited
Vista Building
Elm Park, Merrion Road
Dublin 4
Iphavédia
12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX
EU/1/08/483/016 120 gmxolvppéva pe Aentd vuévio diokia (PA/alu/PVC/alu)
EU/1/08/483/017 180 emkorvppéva pe Aemtd vpévio dokia (PA/alu/PVClalu)
EU/1/08/483/018 360 gmkoloppéva pe Aentd vuévio diokio (PA/alu/PVClalu)
EU/1/08/483/034 120 gmxolvppéva pe Aentd vuévio diokia (PCTFE/PVC/alu)
EU/1/08/483/035 180 emkoroppéva pe Aemtd vpévio diokio (PCTFE/PVC/alu)
EU/1/08/483/036 360 gmkoloppéva pe Aentd vuévio diokio (PCTFE/PVC/alu)
EU/1/08/483/052 120 gmxolvppéva pe Aentd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/053 180 gmixolvppéva pe Aemtd vuévio diokia (PVC/PE/PVDC/alu)
EU/1/08/483/054 360 emucarvppéva pe Aentd vuévio diokio (PVC/PE/PVDC/alu)
13. APIOMOX ITAPTIAAX
Lot

‘ 14, TENIKH KATATAZEH I'lA TH ATAGEXH

| 15,

OAHTI'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Zomarist 50 mg/1000 mg

17.

MONAAIKOZ ANAINQPIETIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov pépel Tov TepIAN@OEVTO LOVOITKO aVayVOPIGTIKO KMOKO.

18.

MONAAIKOXZ ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO

TON ANOPQIIO

PC
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B. ®’YAAO OAHI'IQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Zomarist 50 mg/850 mg emkolvppéva pe AEmTTO VUEVIO dLoKid
Zomarist 50 mg/1000 mg emkolvppéva. pe LeTTé VUEVIO dLoKia
BuvtoyMativi/udpoyAmpikn HETPOPUIvN

AP aoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPV UPYIGETE VU TALPVETE AVTO TO
PappraKo, o16TL TEPLAANPAVEL CNUAVTIKES TANPOPOPIES YIX GUS.

o DordEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dofdacete Eavda.
. Edv éxete mepartépo amopieg, poTNGTE TOV Y10TPO, TOV QUPLAKOTOLO 1| TOV VOGOKOUO GOC.
. H cvvtayn yio avtd 10 ¢approko xopnynonke amokAeloTiKd yio 6og. Agv TPEMEL VoL dDOETE TO

@apupoxo oe GArovs. Mmopel va Toug TpokaAéoel PAAPN, axoOUa Kot OTAY TO GUUTTOUATO TG
ac0Eveldg Tovg eivar 010 pe ta S1Kd Gog,.

o Ed&v mapotnprioete Kamoo avemBOUnTn evEPYEL, EVILEPMDGTE TOV YITPO, TOV POPLAKOTOLON
TOV VOGOKOUO G0C. AuTd 1oY0eL Kot Yo KaOe mhoavn avemBOunTn evEPYELN TOV OV UVAPEPETAL
670 TapdY PUALO 0dNYIDV XpYong. BAére mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T1 elvan To Zomarist ko oo givat 1) xp1on TOL
Timpénel vo yvopilete Tpv Tapete To Zomarist

IMog va mapete to Zomarist

[MBovég avemBOunTeg evépyeteg

Mg va puidooete to Zomarist

[epreydpeva g cvokevaciog Kot AomEG TANpopopieg

SOk~ wdE

1. T givan To Zomarist kau wowa givan ) yp1on ToL

O1 dpaotikég ovoieg Tov Zomarist n frAvioyAurtivn kat 1 LET@opivn vdyovtal o€ pio Karnyopia
OOPUAK®V TOL OVOUALOVTOL KOO TOV GTOUATOG OVTIOO PTG,

To Zomarist ypnowonoteiton yio ™ Ogpaneio evilikwv acOevdv pe daprtn tomov 2. Avtdg o TOTog
dwaprytn givor emiong yvmotdc oG un voovAvoe&aptduevoc cokyopmdng stafnmc. To Zomarist
ypMNOoLoTotEiTan OTav o dtafntng dev pmopei va eheyyBel povo pe dionta Ko doknon M /Kot pe GAA
QAPLLOKE TTOV XPNOLUOTOL0VVTOL Yo T Oepameia Tov Stoprtn (tvoovdivn 1 GOVAPOVLAOVPIEC).

O dPng THmov 2 ekdNADVETAL OTAV 0 OPYUVICUOG OEV TaPAyEL APKET VOOVAIVI 1 OTOV M
WWGOVAIVI] TTOL TTapdyel 0 opyavIGUOG dev Agttovpyel 660 KaAd Ba Empene. Mmopel emiong va
eKOMA®OEL av 0 opyavicroc Tapdyel vVIEPPOMKT TOGHTNTA YAVKOYOVNC.

Kot 1 wweoviivn kot 1 yAvkayovn mapdyoviot oto maykpeoc. H veovAivn fonba ot peiwon tov
EMIEOWMV TOV GaKYAPOL 61O aipa, Wiaitepa petd to yevporta. H yAvkayovrn dieyeipet to Hop yio, )
ovvbeon cakyGpov, TPOKAADVTOC 0VENCT TOV EMMEOMY GOKYAPOV GTO CiiplaL.

Iog dpo. To Zomarist

Kot ot dvo dpactikég ovoieg 1 Pravioylurtivy kot 1 peteoppivn. Kot ot dvo avtég ovsieg fonbodv ot
pOOLION TOV EMTES®V TOV GOKYAPOL 6To aipa. H ovcia BrAvtaylumtiv dpa KAvovTag TO TAYKPENS VoL
Tapdyel TeEPocHTEPT] VGOVAIVY Kot Aryotepn yAvkayovn. H ovcia petpoppivn dpa fonbdvtog tov
OPYOVIGLO VO, YPNGLOTOCEL KOADTEPA TNV vooLAIVN. ‘Exetl amoderyBel 611 avtd 10 pdppako Bonda
va pewmBel To Gakyapo Tov aipotog, yeyovog mov pmopel va fondnoet Ty TpoOANYT TV EXITAOKMOV
a6 To dloPriTn Goc.
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2. T npéner vo yvopilets Tpwv napete o Zomarist

Mnyv wapete To Zomarist

. o€ mepintwon aAlepyiog ot PrAvtaylmtivn, 6tn peteoppivn 1 oe omtolodnmote A0 omd Ta
GLGTATIKA OVTOV TOV PAPUAKOL (avapEépovTal TNV Topaypago 6). Edv vouilete 6T1 umopei va
€loTe OAAEPYIKOTL G€ 0OLOONTOTE Ad AVTA, WANGTE GTOV YIATPO GOG TPV TAPETE TO ZOMArist.

o €qv €xete un eheyyouevo Safrtn, Ue, Yo TopadEya, cofapn vrepyAvkaipio (VynAn YAvkoln
aipatog), vavtia, ERETO, ddppota, YpNyopr andiela Pdpove, yoraxktiky o&éwon (PA. «Kivovvog
YOAOKTIKNG 0EEMON G TapakdTm) N ketoéwon. H keto&émon glvar (o Kotdotaon oty onoia
ovcieg Tov ovopdlovtol 'KETOVIKA GCOUATH GUGGMPEVLOVTOL GTO ALl Kol 1) ool Uropel va
odnynoet o dafntikd mpo-kdpa. To copntdpato teptAaupdvovy cTopayko Tovo, Ypryopn
ka1 fabid avomyvon, vTvnAio 1 1 AVATVON GG AVOTTUGGEL L0 0oLVIOIGTH PPOVTMOT OCUY].

. e elyate TPOGPATO KOPOL0KO ENEIGOI0 1) KOPOLOKY| OVETAPKELX 1) GoPapd TpoPAruata pe TV
KUKAOQOPIio, TOV QipLOTOC 1) SOVGYEPELN GTNV GvaTVOT| Tov Ba pmopovce va givat EVOgien
KapSOKOV TpoPANUAT@V.

o edv €xete coPopd petmpévn veppikn Agttovpyia.
o edv €xete coPapn Aolpwén 1 coPapn apuddtmon (LeydAn armAgld HOUTOG OO TOV OPYAVIGUO).
o edv mpokertan va vtoPAndeite oe aktvoypapia pe oxaypaekd PEGo (po W1KoD TOTOV

aKTVOYpOpio Katd Ty omoia gvietar ypwotikn)). Iapaxarode va deite EMTAEOV TIG OYETIKEG
TANpoopicc oTNV Tapdypago «IIpogidomomoelg kat TpoPLAGEEIS

o €4V €xete NTATIKG TPOPANUATAL.
o €0V KATOVOADVETE VTEPPOAIKEC TOGOTNTEG OVOTTVELLLOTOC (KoOnueptva 1| LoVo KoTd
TMEPIGTAGELS).

. eav Onralete (PA. emiong «Komeon kot Onhoaopog).

IIposgidomou|oelg kKo TPoPLAGEELG

Kivévvog yohraktiknc 0€émong

To Zomarist propei va TpokaAéoet pio. Todd omdvia, aAAG ToAD coPapr| avemBountm evépyeia, 101K
€qv o1 veppotl cag dgv Aettovpyolv cmaotd. O kivovvog avantuéng yohakTikng oEEmong etvor emiong
avENUEVOG pe pn eheyyopevo dtafrtr, coPapés AotudEels, TapateTouévn vioteia 1 TpodcAnym
OLVOTVELUATOODV, 0pLIATOGOT (PA. TEPAUTEP® TANPOPOPIEC TAUPAKATM), NTOTIKE TPOPAN LT Ko
0TO1EGONTOTE 1 TPIKEG KATAGTAGEIS GTLS OTOIEG VAL LEPOC TOV OPYAVIGUOD EYEL LELOUEVT] TOPOYN
o&uyoévou (6nwg o&eia coPapn kapdlokr vOGOC).

Edv xémoto amod to mapondve epoappoletarl omny mepintmon oag, anevbuvbeite 6Tov YoaTpd GOg Yo
TEPOLTEP® 0ONYiES.

YTopaT6TE va OipveETE TO ZoMarist yio 60vTopno ypoviko dideTnua gdv £(ETE N0 KOTOOTOON
OV UTOPEL VO, GVGYETILETAL PE BPVIATOGT (CNUAVTIKT ATMAELN COUATIKOV DYP®V) OO GoPapd
éueto, dbppota, Topetd, Ekbeomn o Oepuodtnta M av mivete Ayodtepo VYPA Ao 0,11 GLVNHO®G.
AmevBuvleite oToV Y10TPO GOG Y0 TEPALTEP® OdNYiES.

YTopoTNGTE Vo TOIPVETE TO Z0Marist kKou eTkotveoviieTe pe £vay Y1oTpo 1| T0 TANGLEGTEPO
VOGOKOUEID UPECMS EAV TAPOVOLAGETE OPIGUEVE UTTO TO. CUUTTONATO, TN)G YOAUKTIKNG 0EEmongG,
KaODC QLT 1 KOTAGTAGT UTOPEL VoL 00T YNOEL GE KMLO.

370, COUTTOUOTO TNE YOAOKTIKN G 0&Emang mepthaupdavovtol:

- £1ETOC

- KotAtoyio (KotMakog TOvog)

- LOTKES KPAUTES

- veviko aicOnua adiabeciog pe coPapr| kémwon

- OVOKOALN GTNV AVATVOT

- HELOUEVT] COUATIKT BepLokpocio Kot Kapdlakog TAAUOG

H yoloxtikn o&éwon gival pio 1aTpiky EXElyOVCO KOTAGTOOT KO TPEMEL VO AVTIUETOTILETOL OF
VOGOKOLETO.

46



AmevOuvOeite oTOV Y10TPO GOUC ANEGT Y10 TEPULTEP® 00N YiES EAV:

- Elvar yvootd 611 mhoyete amd pua yevetikd kKAnpovopovpevn achévela mov ennpedlet o
pitoyovopia (To ototyeio oL TOPAYOLY EVEPYELD LECH OTA KOTTAPO), OTT®G cvvdpopo MELAS
(piroyovdpilakm eykepalonddeia, poomdoeia, YoAoKTIKY 0EEMON Kot ETEIGOOLN TAPOLOLD LLE
EYKEPAMKO) 1 UNTPIKA KANpovouovpuevo dafntn kot koewon (MIDD).

- "Eyete omoto0Mmote 0md auTd 10 COUTTOUOTO LETE TNV EVAPEN TNG LETQOPUIVIG: EMANTTIKY
Kpion, HEI®ON TOV YVOCTIKOV KOVOTHT®V, SUGKOAIN LLE TIC KIV|GELS TOL COMOTOC, CUUTTOUOTO
OV LLOONAMVOLY VELPIKN PAAPN (T.). TOVO 1} LOVSIAGHA), UIKPAVIO Kol KOO®OT).

To Zomarist dgv gival vIokaTaoTaTo TG WGoLAIvG. Ta To Adyo antd dev mpémet va AopPdavete
Zomarist yio. ) Ogpameia tov dwafnn tomov 1.

AmevBuvbeite 6Tov y1aTpod, TOV QAPUOKOTOL0 1 TOV VOGOKOLO 60G TPV TAPETE TO ZOMarist av éyete 1)
glyate 610 TopeABOV VOGO TOV TOYKPENTOG,

AmevBuvbeite oTov ylaTpd, TOV QaproKonold 1 TOV VOGOKOWO 600G TPV TapeTe To ZOMarist av
TAIPVETE £Vl AVTIOAPNTIKO PAPUAKO YVOGTO ¢ GovAPovuAovpia. O ylatpdg cog umopei va BéLeL va,
UEIoEL TN 66N TG GovA@ovLAovpiag dtav Thy maipvete poli pe To Zomarist dote va amo@iyel
younAn YAvkon oto aipo (voylvkopia)..

Av glyote Tponyovuévag Tapet PrivtayMmtivn Kot avaykacOniote va ) Stakoyete Ady® NTOTIKNG
VOGOV deV MPEMEL VAL TAPETE AVTO TO PAPLLAKO.

O1 dwaPnticég depuatikég PAaPeg ivar pio cuyvn eTmAOKN TOL StaP1Tn. Zag GVUBOVAEVOLE Vi
aKOAOVOEITE TIC GLOTAGELC Y10, T1 PPOVTION TOVL SEPLOTOG KOL TMV TOOLMV OV Gag Oivel 0 YloTpOg 1 M
vocokopa cag. Emiong cag supfovievovpie va didete 1dtaitepn mpocoyn o€ kdbe véa eppdvion
QAVKTOVOV 1) EAK®V evoom maipvete Zomarist. Edv avtd epeovicfodv Ba mpénel vo copfovievdeite
dpeca To yTpod Gog.

Edv yperaletar va voPAnOeite o peilova yeipovpyikn enéufoo, TPETEL VO GTOUUTNCETE VO TOUPVETE
T0 Zomarist kotd ) Sidpreta TG EEUPAONG KOt Yo KATO10 ¥povikd ddotnua Hetd and ovtiv. O
YwTpog cag Bo amopacioel TOTE TPEMEL VO CTANATNOETE Kot TOTE Vo apyicete Eava T Bepaneio cog
ue To Zomarist.

Mo g&€taom yuo va ektiunfei  nmatiky cog Aettovpyia, Ba yiver Tpv tnv Evapén g epaneiog pe
Zomarist, avd tpipnvoe SlooTHHATE KOTA T SIAPKELD TOV TPMTOL £T0VG Hepomeiog Kol KATOTY G€
Taktd Stwotuoato. Etol onueio avénuévev nratikov evuwoy umopolv va aviyvevbodv 66o to
duvatov vopitepa.

Katd ) didpkero g Ogpomeiog pe to Zomarist, o yotpdg cag 0o eAéyyel T vePPIKn Aettovpyia oog
TOVAGYIGTOV pia POPA TOV ¥POVO 1) cLYVOTEPA £V €I0TE NAKIOUEVOG(T]) 1)/KOL EAV EYETE EMOEIVOVUEVT
VEQPIKT AgLTovpYia.

O y10tpdg oag B EAEYYEL TOKTIKA TO GAKYOPO GTO O Kol 6T 00Pa GOG.

o kor £égenpor
H ypnon tov Zomarist oe moudid kat epNPovg nAikiog émc 18 etdv dev cuvietdtal.

Alha @appoke ko Zomarist

Edv yperaletar vo AdPete veon oxiaypa@ikod HEGOL TO OO0 TEPIEXEL UDOLO TNV KLKAOPOPIo TOV
allaTOC GOGC, Y10 TOPAOELY L GTO TAAICLO AKTIVOYPAPIOG 1| CAPMOONG, TPEMEL VO, CTOUOTICETE VO
naipvete 1o Zomarist mpiv Ko kotd tov xpovo g £veone. O yiatpde cog Oa amopaciost mdte mpimet
Vo oTOpOTNoETE Ko TOTE va apyioete Eavd tn Oepoameia oag pe to Zomarist.

Evnuepmote Tov yiatpd cog v ToipveTe, EXeTe TPOCEATA TAPEL N LTOPEL VA TAPETE AAAL PAPLLAKAL.
Mmnopei va ypeldleoste cuyvoTEPO EAEYYO TNG YAVKOING TOL OGHLLOTOC KOl TG VEQPIKNG AELTOoVpYing, 1 O
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YTPOG G6OG UTOPEL VoL XPELOGTEL Vo TPposapuroceL T docoloyio tov Zomarist. Eival idiontépag

OMNUOVTIKO VO OVAPEPETE TA OKOAOLO:

- YAVKOKOPTIKOELDT TOV YEVIKA YPNGLOTOLOVVTAL Y10, TN Oepameio eAeyHOVOY

- B2- ay@VvieTEG TOV YEVIKA YPNGUOTOI0VVTOL Y10, T1 OEPATEIN OVATVELGTIKMV SLOTOPOY DV

- AL AapUOKa TOV YPMGLULOTOOVVTOL Y1 TN Bepaneio Tov dafn

- @appaKe To 07010 AEAVOVY TV TOPOY®YT 0VPV (5100pNTIKE)

- QAPLOKO TTOV YPTCLUOTOLOVVTOL Y10 TV OVTILETMIICT) TOV TOVOV Ko TG Aeypovig (MZAD
kot avoaotoreic COX-2, dnwg Povmpopaivn Kot ceheko&inmn)

- oplopéva papuaka yio tn Bepameio g vynAng aptnplokng wicong (avactoreic MEA kot
AVTOYOVIOTEG TMV VTOJ0YEWV TNG ayyelotevaivng 1)

- opopéva eappaka ov ennpedlovv To Bupeoeidn,

- OpPIGUEVO PAPLLOKA IOV ETNPEALOVY TO VELPLKO GUCTI LA

- OPIGUEVO PAPLLOKE TTOV YPTCLLOTOI00VTOL Yia TN Oepaneio Tng ot Oayyng (7. pavoralivn)

- OPIGUEVO PAPLLOKE TTOV YPTCLLOTOIoVVTOL Yia T Ogpaneio g Aoiuwéng amo HIV (w.y.
vroiovteykpafipn)

- OPIGUEVOL PAPLLOKO TTOV YPTCLILOTOIOVVTOL Yia T Ogpameion EVOC GLYKEKPIUEVOD TOTOV KOPKIVOL
Tov Bupeoeldovg (LELOELONG KapKivog Tov Bupeoeldong) (.. Pavdetaviumn)

- OPIGUEVO PAPLLOKO TTOV YPTCLULOTOIOVVTAL Yio TN Bgpameio TG KOOVPAS KOl TOV TEXTIKAOV
MKV (.. oleTidivn).

To Zomarist pe owomvevpoT®don

Amoevyete TV vIepPOAKY TPOGANYT OVOTVELHOTOIDV EVO TTaipveTe To Zomarist kafog avtd
umopei va avénoet tov Kivouvo yorokTikng o&Emaong (Tapakalobpe deite TV Tapaypapo
«ITpo€1d0TONGELG KOl TPOPLAAEEIS).

Kinon kol Onhaopog

- Edv giote éykvog, vouilete O6t1 pmopel va giote £ykvoc 1 oYedALETE VO, AMOKTNOETE TOdi,
{ntmote T GLUPOVAT TOL YIOTPOV GaG TPV TAPETE AVTO TO PAppoKo. O yaTpds oag Ha
ov{nmoet padi oag oxeTikd pe Tovg mhovovc Kivdhvoug omd ) Ayn Zomarist kotd
SLAPKELD TNG EYKVUOGVVTG.

Mnv mtapete o Zomarist edv giote £ykvog 1 Onialete (BA. emiong «Mnv mhpete To Zomarist»).

ZNoTE TN GLUPOVAT TOV YLOTPOV 1] TOL PAPUAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPLLOKO.
Odnfynon ko LEPLOROS PNYOVRLATOV

Edav aicOaveote (GAn 660 maipvete to Zomarist, unv odnyeite M xepileote epyodeio 1| unyoviuoTa.
3. Mog va mapete To Zomarist

H mocdtnto tov Zomarist mov mpénel va mapet o ekdotote aobevig e€aptdrat amd v Katdotao
tov. O yutpdg cag o cag mel akpiPdg T 6061 Tov Zomarist wov Oa TapeTe.

ITavtote va maipveTe To PAPUOKO CLTO CVGTIPE GCOUPOVO LIE TIG 00N YiEg TOV Y1oTpoy cag. Edv éxete
apPIPoAiEC, pPMTAGTE TOV YTPO 1) TOV POPLOKOTOLO GOG.

H cuvictdpuevn 86om givon éva emkaivupévo e Aemtd vuévio dokio gite tov 50 mg/850 mg 1 tov
50 mg/1000 mg nov Aapfdvetor dHo Popég TNV NUéPa.

Edv éxete peropévn veppikni Asttovpyia, o ylutpdc 6og UTopEl va, GLVTAYOYPAPNOEL XOUNAOTEPT
doon. Eriong edv naipvete £va avTidafnTikd gApLOKO YVOGTO ¢ GOVAPOVLAOVPIN O YIOTPOC GOG

UTOPEL VoL GOG GLUVTAYOYPOPTGEL YOUNAOTEPT dOGT).

O 710TpOG 0OC UTOPEL VO GOG GLVTAYOYPAPTOEL AVTO TO PAPLAKO LOVO TOL N LE OPIoUEVA AAAL
QAPLOKA TO OTTOT0 YOUNADVOLV TO ENITEDO GOKYAPOL GTO AL OAG.
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IMote kou AAOG vo whpete To Zomarist

o Kotanivete ta diokio oAOKANpa LE £VO, TOTHPL VEPO

. [aipvete éva diokio To Tpmi kot £va to Ppadv katd TN SdpKeln 1 OUEC®G HETA 0o yeopua. H
Aym Tov doKiov apESMG LETA o YEV IO LELOVEL TOV KivOuVO 1o oTopoyiKn adtabeaia.

Yuveyiote vo Tpeite TIg S0TPOoPIKES GUUPOVAEC TOV GOG £XEL dMGEL O Y1aTPOG 6aG. E1dwkdtepa, edv
axolovbeite drafintiky diatta yio Ereyyo Tov Papovg, cuveyiote v 660 Aoufdvete Zomarist.

Eav napete peyordtepn d6on Zomarist amo v Kavoviki

Edv népete modhd diokior Zomarist, 1| €av kémotog GALOG TTapet To. dioKia 6ag, amevBuvleite apiomg
o€ évav TP 1) og évav pappakorord. Mmopel va amaitnOel pappaxevtikny Beponeio. Edav
ypelaletar vo Tate o€ wTpeio N o€ voookopeio, va mdpete poll 6og T CLOKEVAGIN KOl TO TUPOV
@OALO OOMYIDV.

Eav Egyaoete va mapete To Zomarist

Edv mapodreiyete Eva 610ki0, TAPTE TO UE TO EMOUEVO YEDLLO, EKTOG EAV EIVOL ETGL KL QAAIDG
TPOYPOUUATIOUEVO va ThpeTe Eva. Mny mhpete dmAr| door (dvo diokia pall) yuo vo avaminpdoeTe To
dwokio mov Egydoare.

Eav otapaticete va maipvers o Zomarist

Yuveylote va Talpvete avTd TO PAPUAKO Yo OGO YPOVIKO SLAGTNLE CLVTAYOYPAPIGEL O YITPOG GOG
MOTE VO GLVEYIOTEL 0 EAEYY0G TOV GaKYAPOV 6TO aipa oG MV GTaUATHGETE Vo maipvete To Zomarist
€KTOC €0V GOG TO GLUGTNHGEL 0 Y1aTPOG oag. Edv éxete anopieg oyetikd pe o 1660 ddotnua Oo
TOIPVETE OVTO TO PAPLOKO, POTIOTE TOV YTPO GUG.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV POPUAKOV, POTHCTE TOV Y1ATPO,
TOV POPLLOKOTOLO 1] TOV VOGOKOUO GOLC.

4. IBavéc avemOOpnTES EVEPYELEG

Onwg dha Ta eAppaKa, ETGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKUAESEL AVETIOOUNTEC EVEPYELEG OV
ka1 0gv Tapovoldalovral 6 GAOVG TOVE avOpPOTOLG.

Qo mpénel va Sraxdyete T Myn Tov Zomarist kou vo emekeQOEite TOV Y10TPO 60G AUECHOS EAV

TOPOVGIACETE KATOLN OTTO TIG AKOAOVOEC avemBOUNTES EVEPYELEC:

. Tolaktiki 0&Emon (moAd ondvia: prmopei va ennpedost £éog 1 atovg 10.000 avBpdmovg):

To Zomarist pmopei v tpokorécet pio ToAd ordvia, aAAd ToAd coPapr| avemBOunTn evépyela
N omoio ovoudletor yoraktikn o&émon (PA. mapdypago «IIpogidonomoelg katl TpoPLAGEEIS?).
EdGv couPei avtd, mpénel vo 6TONATGETE Vo Taipvete To ZOMarist Kot ETKowvOvI|6TE 1
évay YuoTpo 1 T0 TAMGLEGTEPO VOGOKOUEID dpuES®C, KOOMG 1 yolokTikn o&éwon pmopel va
001 YNOEL GE KMLLO.

o Ayyerooidnpo (omavia: propei vo ennppedoset £og 1 otovg 1.000 avbpdmovc): ta copntduata
nepthapfavouv TpnEo 610 TPOCHOTO, 6T YADCGTH 1| GTOV PAPLYYO, SVGKOAMA KATATOONG,
dvokoAio, avamvong, aipvidla eueavion e&avOnuatog 1 Kvidmong, Ta omoio. Wropel vo
amoTELOVV EVOEIEN LLOG OVTIOPAOT|G TTOV OVOUALETOL KOy YELOOTIOM O

o Hrotwkn vocog (nrotitida) (Ox1 ocvyvr: uropel va emnppedost £éog 1 otovg 100 avBpdmouc): ta
CUUTMOUOTO TEPIAOUPAVOLY KITPIVO SEPUA KO LATLOL , VOUTIO OTOAELR TNG OPEENG
GKOVPOYPOLLO. OVPO, TO, 0TI, LITOPEL VOL AtoTEAOVY EVOEIEN NTLATIKNG VOGOL (NTToTiTIoN)

. DAeypovn Tov ToyKp£aTog (Taykpeatitidn) (OxL cuyvn: uropet vo emnppedoet £og 1 6Toug
100 avBpmmovc): Ta copntodpate teptropfavovy cofapod kai eniplovo Tévo oty Kothd (otnv
TEPLOYN TOL GTOLAYOV), O OTOI0G UTOPEL VO PTAVEL EMC TNV TAATT, OTMOC EMIOTNG KO VOLTIO Kot
éuerto.
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AMLeg avEMOVUNTES EVEPYELEG

Opiopévol acbeveic Exovv epeavicet T akdlovdeg avemBvunTe evEpyeleg Kotd T Aqyn Zomarist:

. Youyvég (umopet va emnppedoovy €mg 1 otovg 10 avBpdmovg): movorapoc, potn mov TpExeL,
TLPETOG, EEAVON L pe payolpa, vTepPoiikdg WPpmTAG, TOVOC 0TIS apBpaacel, (aAn,
KePaAodyio, pn eAeyyOUEVOS TPOUOG, SuoKOIAOTNTO, VauTia (aicOnua adiobeciag), Euetoc,
duappota, HeTEMPIoUOS, KAOVPA, TOVOG EGMTEPIKA 1) YOP® and TOV GTOUNYO (KOAMaKOS TOVOG)

o Oy ovyvég (umopei va emmppedoovy £oc 1 atovg 100 avBpomovg): kénwor, advvapia,
HETAAMKT] YOO, YOUNAn YALKON aipatog, andiela OpeENs, TPNEWO GTA XEPLL, GTOVS
acTpaydAlovg 1| oto TEALaTe (0ldNuUa), piyn, EAEYHOV TOL TAYKPEATOG, LVTKOG TOVOG

o [ToAd ordvieg (Umopel va emnppedsovy Emg 1 otovg 10.000 avBpmdmovg): onueio vynAoy
EMITESOV YOAUKTIKOV 0£€0G 610 aipa (KATdoTooT] YVOoT O YOAAKTIKY 0&Eman), OTmS vITvnAia
N £&An, coPapn vavtia 1 £petoc, KOMakos TOVOG, aKavOVIGTOS KapdloKog TaANOG, 1 Pabid
YPYOPN avamvon: epulpoTnTa Tov dEPUATOG, Payobpa: LeldpEvVa erineda Prrapivng B12
(ypdTNTA, KOTMGT, VONTIKA GUUTTOUATA OTTMG GUYYLON 1 SL0TOPUyES TG LVIAUNG).

Metd v kuklogopio Tov TPOiIOVTOG GTNV ayopd, £xovv emiong avapepbei ot akdlovbec avemBounteg

EVEPYELEG:

o Mn yvooth cuyvomra (dev propel va ektiunel and to dtobéoipa dedopéva): TomKo
EePAOVOIG O TOV SEPHOTOG 1] PAVKTOIVEG, PAEYLOVT] TOV QLLOPOpOV ayyeimv (ayyeudtida) 1
omoio pmopel va TPOKaAEGEL depuatikd e£AvON A 1 onuelakes, eninedec, puOpéc, GTPOYYLAES
KNAIOEG KATM amd TNV EMPAVELL TOV OEPUATOC 1 LOADTIGUO.

Ava@opd avemOOunTOV EvepyELOV

Ed&v mapotnprioete Kamowo avemBOUnTn eVEPYELL, EVILEPDOTE TOV YIOTPO, TOV QOPUAKOTOLO 1) TOV
VOGOKONO 6aG. AVTO 1oYvEL Kot Yio kéBe mhavr| avemBountr evépyelo Tov SEV AVOPEPETAL GTO TOPOV
@OALO 00MYIDV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiog, LEC® TOV
€Bvikov cuaTNUATOG aVaPOPAS TToL avaypdeeTol oto [apdpua V. Méom g avapopdg
avemBouNToOV evePYEIDY pmopeite va Pondnoete 6T CLALOYN TEPLGGOTEP®V TAPOPOPIDV GYETIKA
LE TNV 0CQAAELN TOV TOPOVTOG PUPILEKOV.

5. IMog va puidosste To Zomarist

- To @apuoko ovTd TPETEL VO PLAACTETAL GE PLEPT] TOV OgV TO PAETOVV Kol Ogv TO POAVOLY Tl
TodLd.

- Noa yun ypnoIoTolEite avTd TO PAPUUKO UETG TNV NUEPOUNVI ANENG TTOVL AVOPEPETAL GTIV
KOWEAN Kot 6T0 KouTi petd tnv €voeltn «EXP». H nuepounvia Anéng sivar n tedevtaio nuépa
TOL UNVO. TTOV OVOPEPETOL EKEL. .

- Mn gpuAdooete og Ogppokpacio peyarvtepn tov 30°C.

- Dvidcoete oTNV APYIKN CLOKEVAGTN (KVWELN) Y10 VO, TPOGTUTEVETAL OTO TNV VYPUGId.

- Mnv metdite @ApULOKA GTO VEPD TNG OMOYETELGNG 1| GTO OlKLOKA amoppipata. Potiote tov
(OPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO. PAPUOKO TTOV OEV YPTCILOTOIEITE T AVTA TOL
uétpa Bo Bondncovy oty Tpoctacio Tov TEPPAAAOVTOC.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

6. Iepreydpeva TS GLOKEVAGIOG KL AOUTEG TANPOPOPIEg

T wgpréyer To Zomarist

- O1 dpaoTikég ovoieg ival n PrAvtayAurtiv kot 1 VOPOYA®PIKT LETPOPUIVT).

- Kabe emkatoppévo pe Aentd vuévio diokio Zomarist 50 mg/850 mg mepiéyet 50 mg
Bulvtaydmtivng kot 850 mg vépoyAmpikng peteoppiving (mov avtiotolyei oe 660 mg
HETQOPLEVNG).

- Kabe emkatoppévo pe Aentd vuévio diokio Zomarist 50 mg/1000 mg mepiéyet 50 mg
Bulvtaydmtivng kot 1000 mg vdpoyrwpikng peteoppivng (mov avtiotoryei o 780 mg
HETQOPpEVNG).

- Ta GAAa cvotaTikd givat: Y Opo&umpomuAoKLTTOPiv, GTEATIKO LOYVIOL0, DITPOUEAAOLT,
d10&gidro Tov titaviov (E 171), kitpwvo 0&gidio tov odmpov (E 172), moAvarbvievoylukoin
4000 xo1 TdAKNG.

Ep@avien tov Zomarist kot agpieyopeva TG 6VGKELUGING

To emkoadoppéva pe Aemtd vuévio diokio Zomarist 50 mg/850 mg ivon Kitptvov yp®dUATOS, MOEWN HE
T apykd «NVR» ot pio mhevpd kot «SEH» oty dAAn.

To emkodoppéva pe Aemtd vpévio diokio Zomarist 50 mg/1000 mg givor 6kovpov KiTpvoL XpdIOTOS,
moedn] pe ta apywd «NVR» ot pio mhevpd kot «FLO» oty dAAn.

To Zomarist diatifeton g cuokevacieg mov mepiéyovv 10, 30, 60, 120,180 1 360 emkaivupéva e
Aemtd vEEVIO dlokia Kot o€ TOALATAEG cuokevacieg mov TepEyovv 120 (2x60), 180 (3x60) 1 360
(6x60) emkaivppéva pe Aemtd vuévio. Mmopel va, unv KuKAOQOPoHv OAEG 01 GLOKEVAGIES Kol
TEPIEKTIKOTNTEG SIOKIMV G YDPO GUGC.

Kéroyog Adsrag Kvkrhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

Hopackevactiig

Lek d.d, PE PROIZVODNJA LENDAVA
Trimlini 2D

Lendava, 9220

XloPevia

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Teppovia

Novartis Pharmaceutical Manufacturing LLC
Verovskova ulica 57

1000 Ljubljana

XloPevia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Bapkeiovn

Ionmtavia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeufépyn
Teppovia
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I"oa omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POPULOKEVTIKO TPOIOV, TAUPUKAAEIGTE VL
amgvBovvleite otov TomIKO ovTITPOc®wTO Tov Koatdyov tng Adstog Kvuihopopiog:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

bbarapus
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 2730

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

E)\ada

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

TnA: +30 210 281 17 12

f

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

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

France
Novartis Pharma S.A.S.
Tél: +33 155 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
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 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 0.0.
Tel.: +48 22 375 4888

Portugal
Bialport-Produtos Farmacéuticos, 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

Slovenské republika
Novartis Slovakia s.r.o.
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
Kvbztpog 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 mapév evLLo 00OV YpRioNS avabemp1OnKke Yo TELEVTALN POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mAnpopopieg yia to pappako avtd eivar drabéoipeg oto dikTvakd TOmo ToL Evponaikov
Opyavicpov Papudkmv: http://www.ema.europa.eu
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