MEPIAHYH TON XAPAKTHPIETIKQN TOY IPOIONTOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nexium 20 mg yaotpoavOektikd dickia
Nexium 40 mg yaotpoovBektikd diokia

2. ITOIOTIKH KAI ITIOXOTIKH XYNOEXH

20 mg: Kdabe yaotpoaviektikd diokio mepiéyetl 22,3 mg poryvnotobyov Tptddpikng Ecopenpaloing
7oV 1sodvvapel pe 20 mg ecopenpalOANG.
40 mg: KdOe yootpoaviektio diokio mepiéyet 44,5 Mg poryvnolovyov Tptddpikng eGOUETPULOANS
7oV 16odvvapel pe 40 mg ecopenpalOAnG.

"Exdoyo(a) pe yvoot dpdon
20 mg: Kabe yaotpoaviektikd diokio mepiéyel 28 mg caxyopoling.
40 mg: Kdafe yootpoavOektiko diokio mepiéyel 30 mg cakyapolng.

INo Tov Tpn KatdAoyo Tev exdoywv PAére Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

lootpoavBektikd diokio

20 mg: Avorytob pol ypdUATOG, EXUNKT], OUPTKVPTA, ETIKAAVUUEVE LLE DUEVIO O1OKI, JOPUYUEVO LUE
v évdein 20 mg ot pio mhevpd kot A/EH oty GAAn mhevpd.

40 mg: Pog, empnkn, opeikupto, ETKAAVUUEVE LE DUEVIO dloKia, yopaypéva pe Ty €vdeltn 40 mg
ot pia Tevpd kot A/El otnv dAAn TAgvpd.

4. KAINIKEX TIAHPO®OPIEX

41 OgpamevTtikéc gvociteig

Ta diokio Nexium gvdeikvutol € EVAMKEC Yo

laotpootsopayikn IaAvdpouikn Noco (I'OIIN)

- Oepameio ¢ SLOPPOTIKNC 01G0QAYITIONG 0TO YOGTPOOIGOPAYIKT TOAVOPOUNOT

- Hokpoypovia Bepameio GuvTHPNONG Yio TNV TPOANYN LITOTPOTNG 6€ acbeveic oToVE 0TOi0VG O1
BAGPeg amd v ocopayitida £xovv EToLA®OET

- OVTUHETOTIOT] GUUTTOUATOV YOGTPOOIGOPAYIKNG TaAvOpopikiG vocou (I'OIIN)

Y& ouvovacud pe o KatdAAnAa OepoamenTikd oynuaTa ovIIBLOTIK®OVY Yo TV ekpilmomn Tov

EAwcopaxtnpidiov Tov Tulmpov Kot v

- EMOVAMOT TOL SMAEKASAKTLALKOD EAKOVE IOV oyeTiletan pe to EAkofaxtmpidto tov
TLA®POD, Kot

- TPOANYT TG VITOTPOTNG TENTIKMV EAKAOV o€ 0oBeveic e €EAkn mov oyetifovtol pe 10
EAwcopaxtnpidto tov muAwmpod

Ye aoBeveic mov amarteiton cuveyng Bepaneio pe Mn Ztepoeidn Aviipieypovadn @apuoxo (MEAD)
- EmovAwon yootpik@v eAkdv mov oyetiCovtal pe  ypnon MZAO.



[pdAnym Yoo TPIKOV Kol SMIEKASUKTVAIK®DY EAKOV TTOL G)eTiovTol pe T yprion MEAD cg
acBeveic mov datpéyovv kivouvo dnpovpyiog EAKOVG.

Hopatetapévn Bepameio petd amd vOoPAEPLO aymyN Yl TV TPOANYT| EXAVOLLOPPAYING TEXTIKMV
EAKOV.

Ogpaneio Tov Zvvdpouov Zollinger-Ellison

Ta dioxio Nexium evdeikvovtor o g@rfovg amd v nlkia tov 12 e1dv yio:

lNaotpootsopaykn moivdopopkr voco (I'OIIN):

- Oepamneio TE SPPOTIKNG 01G0QAYITIONG 0O YUGTPOOIGOPUYIKT TOAVIPOUN G,

- pokpoypdvia Bepameio cuvtipnong yo v TpOANYN LIOTPOTNG 6€ acbeveils GToVS 0TOioVG Ot
BAGPeg amd v ocoayitda £xovv ETOVAMOEL,

- OVTIUETOTIOT] GUUTTOUATOV YOGTPOOLGOPAYIKNG TaALVOpOopIKNG vocov (I"OIIN).

e ocuvdvacud pe ovTiBloTikd yio v Bepaneio Tov dOEKASAKTUAIKOD EAKOVG TTOL TPOKOAEITOL OO
0 EAkofaxtnpidio tov Tuiwpod.

4.2  Aocoloyio kor TpoOTOG YOPYNONS

Aocoloyia
Evihikec

Taotpooicopayixn walivopouixy vooog (I'OIIN)

- Oepaneia TN SPPOTIKAC 0160QAYITIOUC A YOGTPOOIGOOUYIKT TOAVIPOUNGT
40 mg o eopd v Npépa Yo, 4 efdopadec.
Yvviotatol 1 cuvéEyion ¢ Bepameiog Yo ahieg 4 efdopdadec e doovg acheveic dev Exel
emtevybel erovrmon tov PAAPOV TG 01G0QAYITIONG 1) G& OGOV £YOVV CLUTTMOTO TTOV
EMUEVOLV.

- nakpoypovia Ogpamreia yio TNV TpdAnwWN voTpomnc o€ acbeveic oTovc omoiove o1 BAGBeC omd
™V osooayitida £yovv erovAwbel
20 mg o popd TV NuUEPQL.

- OVTIUETAOTIOT) CLUTTOUATOV YUGTPOOLG0QUYIKNE TaAvdpoukne vocov (I'OTIN)
20 mg pio popd TV nuépa oe aobeveig ympic owcoeayitida. Av dev emtevydei o Eleyyog TV
CUUTTOUATOV HETA 0o 4 efdouddec, TpEmel va yivetal TePaITEP® EAEYYOC TV AGOEV@MV.
Metd v amaAloyn and T0 CUUTTOUOTO, O EAEYYOG T®V CUUTTOUATOV 6TO LEALOV UTOPEL VO
emtevyBet pe ) ypnon 20 mg o opd v nuépa. Otav vapyet avaykr, uropei va yivel
kat’ exikinon Aqyn 20 Mg o eopd v nuépa. X acbeveic mov Aaupdvouv MIAD ue
KIvOLUVO va EUPAVIGOVV YOOTPIKA KOl dMOEKASUKTUALKA EAKN, 1) KAT  €XiKANGN AQyN Yo TOV
ELEYYO TOV CUUTTOUATOV OEV GUVICTATOL.

2e oLVOLAOUO UE TO. KOTAAANAQ Oepomentind. oyuoTa ovifiotikdy yia v ekpilwon Tov

Elixofaxtnpidiov tov mviwpod kaoi tyv:

- ETOVAMGON TOL dMAEKAdUKTLALKOD EAKkoVg Tov oyetiletan ue To EAkoBaktnpidio tov
TLA®POD, Kot

- TPOANYN TNE VITOTPOTNE TEXTIKAOV EAK®V o€ aoDeveic e EAKN mov oyetilovion Ue 1o
EAkofaxtnpidto Tov muilmpov.
20 mg Nexium pe 1 g apo&ukiddivng kot 500 mg khapifpopvkivng 600 popég tnv nuépa yio 7
NUepEG.

2 aobeveic mov omauteitor ovveyns Bepomeio e MEAD
- EMOVAMOT YOOTPIKMOV EAKOV oL oyetiCovron pe n ypnon MEAD




H ocvvnng docoroyia givar 20 mg pa eopd tv nuépa. H didpketa g Oepaneiog ivar 4-8
efodoudoec.

- TPOANYN YAGTPIKAV KOl OMOEKOOAKTVAIKMOV EAK®OV oV oyetiloval ue tn ypnon MXAD ce
oobeveic Tov datpEyovv Kivouvo dnuovpyiog ELKoOVE
20 mg pio eopd TV MUEPO.

Hopazetauévn Oepomeio uetd, amo evooprefio. aywyn yio, ThY TPOINWI EXOVALUOPPOYIOS TETTIKWOV
eAK@V

40 mg o popd v nuépa Yo 4 fSopnddeg LETd and evooPAEPia oyyn Yio TNV TPOANYY
EMOVALLOPPOAYIOG TETTIKAOV EAKDV.

Ospameio tov Zvvopduov Zollinger-Ellison

H ocvvietdpevn apykn docoroyia gival 40 mg Nexium dvo gopég v nuépa. H docoroyio mpémet
oTNV cLVEYELD Va. eEaTopkeeTal Kot 1 Ogpaneio va cuveyiletar yio 660 daotnue evosikvutat
KAvikd. Baoetl tov s1eféciumv kKAVIK®V 6£d0UEVOV, TO LEYOAVTEPO TOGOGTO TV a.60evmv pmopet
va gheyyOel pe d6oeig petaly 80 pe 160 mg ecopenpaloing v nuépa. Ot docelc mov vrepPaivovy
ta. 80 mg nuepnoimg, Oa Tpémel va Slapovvtal o€ VO ANYELS TV NUEPO.

Ewdwoi I[TAnbvouoi

Neppixn dvolertovpyio

Y& aoBeveic e veppikn ducAettovpyio dev amatteitanl TPOGAPUOYT TG d0GOAOYING. XVVICTATOL
npocoyn o€ acheveic pe coPapn| vEPPIKT SuGAELTOLPYIQ KAODC VTAPYEL TEPLOPIGUEVT] EUTELPIN
(BAéme mapdypago 5.2).

Hratikn dvoiertovpyio
Y& aofeveic pe Mo £m¢ HETPLO NTOTIKTY SVGAELTOVPYiD. OV OTULTEITOL TPOGAPUOYT TNG O0GOAOYINGC.
Y& aoBeveic pe coPapn nratikn dvciettovpyia, n péytotn doom givarl 20 mg Nexium kot dgv Tpémet

vo, vrepPaiverar (BAéne Toapdypago 5.2).

Himaiwuévor
210V¢ NMMKIOUEVOLG deV OmaLTEITOL TPOGAPLOYT THG SOGOAOYING.

Houdrazpirog ninBoouog

‘EonBor omo v niixio towv 12 v

Laotpooisopoyixn walivopouixn vooog (I'OIIN)

- Bepamneio e drfpmTikng orwwopayitidag and YooTPoolsoQayIky Talvopduncn
40 mg o eopd v Npépa Yo, 4 efdopadec.
Yvviotdtol 1) cuvéEyion ¢ Bepameiog Yo ahAeg 4 gfdopddec oe doovg acheveic dev Exel
emtevybel erodrmon tov PAaPOV TS 0160QAYITIONG 1) GE OGOV £YOVV GUUTTMOTO TTOV
EMUEVOLV.

- nokpoypovio Bepameio yio tTnv TpOANWN VToTponnc o€ acheveic 6Tovg omoiove o1 PAGBEC omd
TNV 0150QayiTida £youvv emovimbel
20 mg o popad TV NuéPQ.

- QVTLUETMOMION] CUUTTOUATOV YOOTPOOIGOPAYIKNG Tolvdpokrs vocou (I"OTIN)
20 mg pio popd v Nuépa oe aobeveic ympic oicoeayitida. Av dev emttevydei o Eleyyoc Tmv
CUUTTONATOV LETA amd 4 eBOopAdES, TPETEL VO YiveTal TEPATEP® ELEYYOC TOV ACHEVDV.
Metd v amaAloyn and T0 CUUTTOUOTA, O EAEYYOG T®V CUUTTOUATOV 6TO LEAAOV UTOPEL VO
emtevyOel pe tn ypnon 20 mg o eopd v nuépa.




Ocpomeio Tov OWIEKAIOKTVAIKOD EAKOVS TOV TTPOoKaAEiTol amo to Elixofarxtnpidio tov mvlwpod
Kotd v emhoyn| g xatdrining Bepaneiog cuvdvaco, mpénet vo Aapfavovtot vroyn ot
emionpeg eBvikég, meplpepelaés Kot TOMKEG KOTELOLVINPLES YPUUUES OGOV aPOopd TNV
avlextikotnTo TV Pakmmpiov, n didpkela g Bepanciog (cuvnbmg 7 NUEPEG QALG LEPLKEG POPEG
éwg 14 nuépec) Kot 1 KaTdAANnAN xprion Tev aviifaxtnplakdv topayoviov.H Bepancio Ba mpémet va
EMOTTEVETAL OO EVAV ELOIKO.

H ocvvietdpevn docoroyia givar:

Béipoc Aocoloyia

30 - 40 kg Zuvovacpog pe 6vo avtifroticd: Nexium 20 mg, apo&ikidiivn 750 mg kot
KhapBpopvkivn 7,5 mg/kg Bapovg cmdpatog yopnyovvtal 6ra pali 6o Popég Tnv
nuépa yuo pio eféopdda.

> 40 kg Yuvovacpog pe 6vo avtiProticd: Nexium 20 mg, apolikidiivn 1 g kot khapiBpopvkivn
500 mg yopnyovvtal 6Ao pali 600 eopég TNV nuépa yio pia efoouddoa.

Touoic jurpotepo twv 12 ety
H docoloyia o acbeveig niikiog 1 €wg 11 etdv avagépetor atny [lepiAnyn XapokTtnpioTik@v Tov
[Ipoidvtog Tov Nexium cg pakeAicko.

Tpomog yopnynong

Ta dioxio cvvicTdTon va katarivovtol ohdkAnpa pe T Pondeta vypov. Ta dickio dev mpémet va
pacovtol 1 va OpoppatiCovral. I'a acbeveig mov mapovctalovy duokoiio GTNY KOTATOGT, T O1oKia
umopovv emiong va 61ahvbolv oe od ToTHPL Un avBpakovyov vepov. Agv Tpénel va,
YPNOUYLOTOLOVVTUL AAAL VYPH EMELDT UTOPEL Vo S10AVOETL 1 EVTIEPIKT EMKAALYT TV KOKKI®V.
Avoxwnote éog 6tov ta diokia dtoAvBovv. H Afym Tov evaimpipatog TV KoKKimv TpEmEL va
yivetan apéomg N evtog 30 AeTTdV 0o TNV TOPACKELT] TOV. XTI GUVEXELD, Y10 Vo KaBapicet To
TOTAPL Ao T KOKKio, Tpochiote vepd g T néom Ko migite 1o. Ta kokKio dEV TPEMEL VO LOGDVTOL
N va Opoppotilovrat.

INo acBeveic mov Tapovstalovy advvapio KOTATooNG, Ta d1oKio uropovy va dtakvbodv ce un
avOpakovyo vepod kat vo xopnyndodv pécm pivoyaotpikod cwinva. Eival onuavtikd vo, eléyyetan
TPOCEKTIKA 1 KATOAANAOTNTO TG CVPLYYOS KOl TOV COANVA TOV EMAEXONKAY Yo TNV dadtKoGiol
avt. ['lo 0dnyieg Topackevng kot xoprynong PAéne mapdypapo 6.6.

4.3 Avtevositeg

YrepevaicOnoio ot dpactiki ovoia, vrokateotnuéveg Beviyudaloies 1 6€ KATO0 0o To, EKS0Y0
OV AVOQEPOVTOL GTNV TOPAYPapo 6.1.

H egocopenpaldin dev mpénel va cuyyopnyeitan ue veApvaBipn (BAéne mopdypago 4.5).
4.4 Ewkég TPOEIOOTOM|GELS KO TPOPVAAEELS KATA TN Yp1]ON

[Mopovsio avyneLYNTIKOY CUUTTOUATOV (T.). CUAVTIKY U1 ETOIOKOUEVT] ATMOAELD, BAPOUG,
emovalopPovopevol EUETOL, duoPayio, QUOTELEST I LEAOVEL) KOl OE TEPITTMOT) VITOYIAG 1
TOPOVGIAG YOOTPIKOV £AKOVG, Oa Tpénel TpdTa Vo amokAgietar n vapén Kakondelag, apod M
Oepameia pe Nexium pmopei va avokovpicel omd ta coprtduata, Kabvetepdvtag £T61 T S1dyvoon.

Moaxkpoypdvia ypron
AocBeveig og pakpoypdvia Bepamneio (iaitepa 6ol akorovBobv Bepameia yia Tovo and Eva xpovo)
TPEMEL VO TAPAKOAOVOOVVTOL G TUKTA YPOVIKE O10GTHULATOL.

Kat’ enikAnon Oepaneio,




Acbeveig mov Ppiokovtor og Kot enikinon Oepaneia Oo mpémel va cupfoviedovial va
EMKOWVMOVIGOLV LLE TOV Y1UTPO TOVG AV ELPOVIGHEL OAAOYT) GTOVG YOPUKTIPES TOV GLUTTOUATOV
TOVG.

Expifwon tov ElMxofaktnpidiov Tov muimpon

Orav cvvtayoypageital esopenpaloin yia v ekpilwon tov EAkoBaktnpidiov tov muiwpoo,
TPENEL Vo, AapPavovtar vtoyT TOAVEG OAANAETIOPACELS Y10l OAO TO. GUGTOUTIKG TOV TPUTAOD
Bepanevtikov oynuatog. H khapiBpopwkivn eivan évag toyvpog avaostoréag tov CYP3A4 ko yv
avtd 10 AOYO TPEMEL VoL AapPAvovTaL VTOYT| 01 AVTEVOEIEELS KOl O AAANAETOPACELS TNG
KAopBpopvkivig 6tav ypnotponoteitol o tpmAd Bepanevtikd cynuo oe acheveic mov Aopfdavoovy
TAVTOYPOVA AL apuaka oV petafoAriloviat amd to CYP3A4 6mwg 1 cloampion.

lootpeviepucés AowwmEelc

H Bepoaneio ue avactoreic tng avtiiog Tpotoviov umopei va 0dNy\oeL 6 Pikpn avénon Tov
KvdOvou yaoTpevTepikav Aotudéemv omng amd Salmonella kai Campylobacter (BAéne mapdypagpo
5.1).

Amoppoenon g Prrapivng B12

H ecopenpaldin, 6Tmg O TO PAPLOKO TOV KATOCTEALOLY TNV TTapaymYY| 0EEmv, UTopel va PLEIDCEL
™V amoppoenon g Prrapivng B12 (kvavokofoarapivng) Adym tg vmo-1 aylopudpiag. Avtd Oa
npénel va eEetdletorl oe acbeveic VIO pakpoypovia Bepameio pe PEIOUEVES OTOONKEC TOV
OPYOVIGLOV 1] TOPAYOVTEG KIVOUVOL Y10 LEWOUEVT] amoppodenon Prrapivng B12.

Ynoupayvnowoutio

YoBapn vropayvnoopio £xel avagepei oe acbeveic mov Erafav Oepameia pe avaoTorelc TG
avtiiog tpmtoviov (PPIS), 6nmg 1 ecopemnpaloin yio TOVAGYIGTOV TPELS PIVES, KOL OTIC
TEPLOCOTEPE TEPIMTMOGELS, Y10 EVAL YPOVO. ZoPapd GUUTTOUATO, VITOUAYVNCLULUING OTTG KOTMOoT),
TeETAVIO, TOPAANPTLA, oTtocuol, (AN Kot Kothokn appubuio uropel va eppavicbovv, oAk umopei
va EEKIVIIGOUV DTTOVAN Kot Vo, ayvorn0ovv. XTnv TAEI0VOTNTA TOV TPooPePAnpévev acdevay, N
VIOUAYVNOLOLpio PEATIOONKE PETA TNV OVTIKOTAGTOGT) TOV LOyVNGIOU KOl T1) S10KOTH TOV
OVOGTOAEN TNG OVTALOG TPOTOVIMYV.

I"a tovg acbeveig mov avapéveral va £xovv mapateTopuévn Bepaneio 1 Tov Aapfdvouy avacTolelg
g avtAiog Tp@toviev pe dryo&ivn | AppHoKa Tov UTOPEL VoL TPOKAAEGOVY VITOUAYVNGLOLiaL (TT.).
dovpntikad), ol emayyeiuatieg vyeiag Oa mpénel va e€etdlovv v TOavOTNTO UETPNONG TOV
emméEdV payvnoiov mpwv mv Evapén g Oepameiog pe avaotoreic Tng avtiiog Tp@TOVimV Kot
TePLOdIKA KOTA TN ddpKeLo NG Bepameiog.

Kivduvog katdyuotog

Ot avaotoleic g avtAiag TpoToviny, Wing av ypnoiworonfodv oe vYNALC SOGELS Kat Yo, Leydlo
YPOVIKA dtootripata (>1 £tovg), umopet va avéoovy eEAdPp®G TOV KivOuVo KOTAYUATOG 1YoV,
KOPTTOV Kol 6GTOVOVAIKNG GTAANG, KUPIMG G€ NAIKI®UEVOVC 1) TOPOVGI0 GAA®YV KATAYEYPOUUEVOY
TopoyOdvVTeOV Kivduvov. Ot HeAETEC TapaTNPNONC OElXVOLV OTL 0L AVAGTOAELS TNG AVTAING TPOTOVIMV
umopel va av&noovy Tov 6uvoAlkd kivovvo katdypoatog katd 10-40%. Mépog avtng g avénong
umopel va opeidetal o€ GAAOVE Tapdyoviec Kivohvov. Acbeveic og Kivouvo 06TEOTOPOCNC TPETEL VAL
Aappdvouv pépyva, GOUPOVO. LE TIG LOYVOVOEC KAVIKEC KatevBuvtnpleg 0dnyieg ko Oa tpémet va
&yovv enapkn tpdsinym Prrapiving D kot acPectiov.

Yro&ug depuatikdc epuOnuatddng Avkog (YAEA)

Ot avaotoleic avtiiog Tpmtoviov oyetilovtal Le omdvia TEPIOTATIKA VITOEEOG dEPUATIKOD
gpunpatddovg Avkov. Edv mapatnpnBodv PAaPec, 1dimg o€ meployés Tov dEpUATOC TOV eKTiBeVTOL
61OV MO, cLVodeLALEVEG amd apBpalyia, o acBevig mpémel va avalnmoel dueca wTpikn fondeta
KOl Ol ETOAYYEALLOTIEG TOL TOUEN TNG VYELNG TPEMEL VO EEETACOVY TO EVOEYOUEVO OLOKOTNG TNG
yopriynong Nexium. H eppdvion vwo&éog deppatikod puinuatd@dovg AVKoV HETE, od T yopnynon
avaoTOAEN TNG aVTAMOG Tp@TOVIDY EVOEXETAL V. aEAVEL TOV KivOUVO VTTOEEDG SEPLLUTIKOD
EPLONUOTDOSOVG AVKOL e GALOVG AVACTOAEIS TNG OVTAIOG TPMOTOVI®YV.




2VvoVoopoG pe GAAL QOPUOKEVTIKG TPOTOVTA

Agv cvvictdtat cuyyopnynon ecopenpaloing pe atalavafipn (PAéne mapdypapo 4.5). Edv o
cuvovacpoc atalavapipns pe avactoréa g aviiiog TpoToviev Kpivetal avomdpeuKToq,
OULVIGTATOL TPOCEKTIKOG KAVIKOG EAEYXOG G€ GLVALAGUO [ pio advénom tng 06ong g atalavafipng
ota 400 mg pe 100 mg prrovafipne. H docoloyia ecopenpaloing 20 mg dev mpénel va
vrepPaiverat.

H ecopenpaldin eivar évag avactoréag Tov CYP2C19. Katd tnv évapén 1 ) dtokom g
Oepaneiog pe ecopenpaloin, mpénet vo Aapfavetal veoyr 1 TOavoTNTA AAANAETIOpOONG LE
QOpUOKEVTIKA TpoidvTa ov petaforilovror péow tov CYP2C19. AMnienidopaocn mapatnpeiton
peta&d KhomdoypEAng Kat ecopenpaloing (BAéne mapdypapo 4.5). H kKAwvikn onpocio avtig g
aAnienidopaong etvan apeifoin. Ipoinmrtikd, n Tavtdypovn xprion ecopenpaloing Ko
KAomdoypEANG TpémeL va. amoBappiveTaL.

Ortav cvvtayoypageital ecopenpaloin yia kot’ enikAnon Oepaneia, mpémel vo Aapfavovtal vToyn
EVOEYOLEVES OAANAETIOPACELG LE GAAD PAPLLOKAL, AOY® TNG ALEOUEIMONG TMV GUYKEVIPOGEMV TNG
ecopenpaldAng oto mhdoua. BAéne mapdypogo 4.5.

2oBapég depuatikég avemBounteg evEpyeleg

YoPapéc deprotikég avemBounTeg evépyeleg 0nmg moAdbpopeo epvnua (EM), obhvdpopo Stevens-
Johnson (SJS), to&wkn emdepkn vekpdivon (TEN) kot aviidpacn 610 Qapuako ue noctvo@ilio
Kot ovotuikd cvurtdpato (DRESS), mov puropel va givor ametintikég yuo t on, Exovv avoeepdei
TOAD omdvia o€ oyéon pe ) Beponeia pe ecopempaloin.

O1 ac0eveic TPEMEL VO EVILEPDVOVTAL Y10 TO. GNUELDL KOl CUUTTOUOTO TNG GOPOPNG OEPUATIKNG
avtidopaong EM/SIS/TEN/DRESS xat npénet va avalntodv wrpiki] cupfouin) omd tov yorpd Toug
OUECMG LOALG TAPOTNPTIGOVV OTOLUONTOTE EVOEIKTIKG GNUELN 1) GUUTTOUATO.

H ecopenpaldin mpémel va SIOKOTTETOL AUECHOS PETA TNV EUPAVICT] CNUEIDV KO CUUTTOUATOV
cofapmv deppatik®dv avTdpdoemy kot Oa Tpénel va TapéyeTon TPOSHETN TPk POVTION/oTEVN
napakorlovOnon 6nmg arotteital.

Agv Oa Tpémel va emyepeiton exavanpdkinon oe acbeveic ue EM/SIS/ITEN/DRESS.

2akyopoln

Avtd 10 PoppoKkeLTIKO TPOTOV TEPIEXEL cakyapoln. Ot acOeveic pe ondvia kKAnpovoukd
npoPAnpata ducavesing otn PPovkToln, dSusamoppoPnoT YAVKOINC-YolakTtoOlNng 1| ovemdpKeLd
GOVKPACTG-IGOUUATAONG OV TPETEL VAL TAPOLY AVTO TO PAPUAKO.

Ndrpro
To @dpuaxo avto mepiéyet Mydtepo and 1 mmol vatpiov (23 mg) avé diokio, ivon TpakTiKa
«ehevlepo vatpiovy.

Enidpaon otic epyootnprokéc eEetdoelg

To avénuévo eninedo Xpopoypavivng A (CgA) pmopei va ennpedoet TG €EETAGELS Y10
VEVPOEVOOKPIVIKOVG OyKove. ['a va amoeevyfel awtn 1 enidpaon, Oa mpénet, N Oepamneia pe
eoopenpaloAn, va otapatd tovAdyiotov 5 nuépeg Tpv and tig CgA uetprioeig (BAéne mapdypapo
5.1). Edv ot ipég g CgA xai tng yootpivig dev enavEABouv gvTog Tov HPOVS TV TIUMV AVOPOPAG
UETE TNV 0PYIKN LETPTON, Ol UETPNOELS TTPEMEL VO, ETavoANeBovY 14 nuépeg petd tn dlakomr tng
YPNONG AVACTOAEN TNG AVTALOG TPOTOVIMV.

45  Allemopdosic pe GALo QUPUOKEVTIKA TPOIOVTA Ko GrAheg pop@és allniemiopacng

Enidpaon tng ecouempalOANS 6T QOpUOKOKIVITIKN GAAOV QOPUAK®OY




Avaortoleic e mpwtedons

"Exet avagepBel 611 1 openpaloin aAAniemdpd pe kdmolovg avactoieic g mpotedons. H kiviknm
onpacio Kot ot unyovicpol wicw amd avtég Tic avapepheioeg aAlniemdpdoelg dgv givor Tavia
yvootd. Avénuévo yaotpkd pH katd ™ didpkeln Oepameiog pe openpaldin uropei va petaPaiiet
TNV 0moppoOPNoN TOV AVOCcTOAE®VY TG Tp@TEdoTS. AAAoL mBavol unyavicpol odinienidopacng etvon
péom tov CYP 2C19.

Mo mv atalavaPipn kot v vehevaBipn Exovv avagepbel pelopéva enimeda 6Tov opd OTOV
yopnyovvrot pali pe tnv opempaloin kot €161 dgv cuvicTdTon 1 GvYxopnynor. H cuyyoprynon
ouenpaloins (40 mg epanal nuepnoimg) pe atalovafipn 300 mg/prrovafipn 100 mg e vyeig
efehovtég giye oav amotéAecpa onpavtikn peioon g éxbeong oy atalavePipn (tepimov 75%
peioon g AUC, Crax Kot Cmin). AvEnon g 60ong g atalavafipng og 400 mg dev avtiotdbuce
NV eMnT®ON NG openpaloing oty ékbeon oty atalavafipn. H cuyyoprynon openpalding

(20 mg g@dma& nuepnoing) pe atalavafipn 400 mg/prrovaPipn 100 mg oe vyeic e0ehoviég siye oav
amotéleoua pio peimon mepimov 30% tng ékBeong g atalovaPipng oe cOykplon pe v Ekbeon
nov mapatnpnnke pe atalovaPipn 300 mg/prrovafipn 100 mg epdnal nuepnoiong ywpig
ouempaloin 20 mg gpdna nuepnoing. H cuyyopnynon openpalding (40 mg epdanal nuepnoing) pe
vedpwvafBipn peiwoe ) péon AUC, Crax Kot Cmin TG veApvofipng katd 36-39% ko n péon AUC,
Crnax Kot Cmin TOV QOpLOKOAOYIKE OpacTiKoy petofority M8 peidbnke katd 75-92%. Adyw tov
TOPOUOI®V (OPUAKOSVVAIIKDV dPACEDV KOl POPUAKOKIVITIK®Y WO10THTOV TG OUETPALOANG Kot TNG
ecopenpalOAng 1 cuyyopnynon ecouenpaloing ue atalovaPipn dev cuvietdrar (PAETE Tapdypopo
4.4) ka1 m ovyxopnynon ecouenpaloing pe veapvofipn avievosikvoton (BAéne mapdypago 4.3).

INa ™ cakovwvafipn (tavtoypova pe prrovafipn) avaeépdnke avénon tov emmédwy opov (80-
100%) katd tn didpkela cuyxopnynong pe Bepomeio openpalding (40 mg epdmoé nuepncing). H
Oepaneio pe openpaloin 20 mg epdanal nuepnoing dev giye kapia enidpaocn otnv ékbeon g
dapovvafipnc (tavtdypova pe prrovoPipn) kot tng aprpevafipng (tavtoypova pe prrovafipn). H
Oepaneio pe ecopenpaloAn 20 mg epdmaé nuepncing dev elyxe Kapio exidpacn oty €kbeon g
aumpevaPipng (pe i yopic prrovaPipn). H Bepoaneio pe openpaloin 40 mg epdnaé nuepnoing dev
elye Kapio emidpacn otnv £kBeon g AomvaPipng (tawtdypova pe prrovoPipn).

MeBotpelarn

e oplopévoug acbeveig Exel avapepBel abéEnom tov emmédwv g pebotpesdng 6tav cuyyopnyeitol
pali pe avaotoieic tng avtiiog TpeToviey. e yopnynon vyniov ddcewv pebotpeldtng umopet va
ypelootel va eEetaotel Hio Tapodtkn S1eKom T ECOUETPAlOANG.

Toxpoiipong

"Exet avagepbei 611 1 Tovtdypovn xoprynomn g ecopenpaloing avéavel ta emineda Tov
TAKPOAOVG 6TOV 0p0. Oa TPETEL v EPUPLOLETOL EVIGYVLEVT] TOPOKOAOVONCT] TOV GUYKEVIPDCEDV
TOKPOAMUOVG KABDG Kot TG veppIkng Aettovpyiag (kdBapon KpeaTvivig) Kot va TpocaploleTol 1
8001 NG TaKpOMpOLS, 4V ypetaleTa.

DopuakevTikd TPOIOVIQ TWV OTOILWY 1] AToPPOPnon eCoptatal aro 10 pH

H xotactoAn g yaotpikng o&0mrag katd ) ddpkeia Oepameiog pe ecopuenpalOAn Kot GAAOVC
ovaoTOAEIS TNG avTAloG TP®TOViwV, UTopel Vo HEIMGEL 7] VoL AVENGEL TNV amoppOPN o1 KOTOL®DY
(POPLOKEVTIKOV TPOIOVIMV TOV OTTOi®V 1) amoppoenor eEaptdtat amd to yootpiko pH. Onwg
ocvppaivel pe GARO POPUOKEVTIKE TPOTOVTA T OO LELDVOVV TNV EVOOYAOTPIKY 0E0TNTA, M
OmTOPPOENCN PUPULOKEVTIKMOV TPOIOVIMV O®G 1) KETOKOVALOAT, 1| 1TpaKova OAN Kol 1| EPAOTIVILN
umopel va pelmdel ko n amoppdenon g dryo&iving umopet va avénbei Kotd tn didpkela g
Oepaneiog pe ecopenpaloin. Tavtoypovn Oepameio pe openpaloin (20 mg v nuépa) kot dtyo&ivn
og vy dropa ovénoe v Prodabecipotnta g dryo&ivng katd 10% (uéypt 30% ce 600 and Ta
déka atopa). Zmdvia £yt avapepBel tofucotnta dryo&ivine. Evtovtolc, cuviotdtal mpocsoyn étav
xopnyeitan ecoUenPAlOAn o€ VYNAEG dOGEIC 6€ NMKIOUEVOVG acbevelc. Ztnv Ttepintmon ovth,
TPEMEL VO EVIGYVETOL 1] OgpamevTiky Tapakorlovdnon g dryo&ivng.




Dopuarevtikd Tpoiovra to. orwoio ustaffoliCovrar axo o CYP2CI19

H ecopenpaldin avactéirer to CYP2C19, 10 kipro évlupo mov petaforilel v ecopenpaloin.
"Eto1, oT1¢ mepintdoelg mov 1 ecopenpalOAT cuvdvaletal pe PappoKa Tov peToforilovtal amd To
CYP2C19, énwc n dalemaun, crtahompapr, Wmpapivn, KAopumpopivn, eatvotoivn KA., UTopel va
avENBel N CLYKEVTPOON AVTAOV TOV POPUAK®OY GTO TAACLLN KoL VO XPEGTEL pelmwon Tng Sécng TOVG.
AV Tpénel va AapPdvetar voyn Wiaitepa OTAV GUVTAYOYpaPEiTal ESOUETPalOAN Yo Oeparmeio
Kot enikinon.

Awalemoun
H tovtoypovn yopriiynon 30 mg ecopenpaloing eiye cav arotélecua v Katd 45% peioon trng
kdOapong g dwlembpung mov givor vrdoTpwpe tov CYP2C19.

Douvoroivy
H tovtoypovn yopriynon 40 mg ecopenpalOAng og eminmtikong acbeveic glye ocav amoTtéAesLo, THY

Kkatd 13% avénon tov xapuniotepov EMITESMV TN GOVLTOIVNG 0TO TAGCHO. XVVicTdtot 0 EAEYYOG
TOV CLYKEVTPDOGEDV TNG POVUTOIVNG 6TO TAAGHa Otav apyilel | otopatd 1 Oeponeio pe
€GOUETPALOAN.

Bopixovaldin
H opempaloin (40 mg epdnaé npepnoimg) avéavel Ty Cmax kot v AUC: g Popikovaloing
(vréotpopa tov CYP2C19) kotd 15% kot 41% avtictoyyo.

2iloataloin
H openpaloin émwc N ecopenpaldin dpovv g avaotoreic Tov CYP2C19. g o dtaotowpoduevn

UEAETN 1| opempalOAN yopnyov eV o€ vyl eBedovTtég o 00oelg TV 40 mg avénoe TV Cmax Kot TO
AUC ¢ othootaloAng katd 18% kot 26% avtiotoryo Kot vOg omd Toug OpacTiKovg LETAPOAITEG
g Katd 29% kat 69% avtictorya.

2ioampion

H tovtoypovn yopriynon 40 mg ecopenpalding oe vyleic e0ehovtéc glye oav amoTéAesua, TNV KAt
32% avénon tov gpPadod KAT® amd TNV KOUTOAN TNS CLYKEVIPMGNG OTO TAAGLA MG TPOG TOV XPOVO
(AUC) ka1 v kotd 31% mapdtacn tov ypovov nulong (tiz) g oroampidng aAld dev avénoe
OMUOVTIKG T0 VYNAOTEPO eMineda TG oloampidng oto TAdcoua. To ehappd Topatetauévo QTc
SLAoTN O, TTOV TOPATNPELTAL LETA TN XOPYNOT TNG Cle0mPidne g povobepamneia, dev mapovcioce
TEPALTEP® TTAPATOCT) OTOV 1| GLoaTPidn xopnyndnke oe cuvovacud pe ecopenpaloin (PAEne emiong
Topaypao 4.4).

Bapgapivy

e pio KAvikn peAétn 1 tautodypovn yopnynon 40 mg ecopenpaloing oe acheveic mov eAdpuPavay
Bappapivn £de1&e 0TL 0 YpdVog TNEEMS NTAV HEGO OTa 00deKTE Opta. Evrovtolg, petd my
KUKAOQOpPIa, TOV TPOIOVTOG, KATE, TN OLAPKELD TOVTOYPOVIG XOPTYNONG AVAPEPON KUV LELOVOUEVES
nepmtdcelg avénong tov INR, kAvikd onuovtikég. Zuvietdtal, emopévmg EAEYX0G Katd tnv Evapén
Kot T ANEN ¢ ovyyopNynong ecopenpaloAng kotd  didpkela Oepomneiog pe Papeapivn | GAla
TAPAY®YA KOLLLOPTVIG.

Klomidoypéin

AmoteAéopoto amd HELETEC o€ VYU dToua £XE1EAV UL POPUAKOKIVITIKT/ QOPLOKOSUVOLLIKT|
oAAnAemidopacn avapesa oTny KAOTO0YpEAT (d0om eoptiong 300 mg/mueproto 6661 cLVTHPNONG
75 mg) kot v ecopenPalOAn (40 mg amd TOV GTOUOTOG NIEPTCIMG), LE ATOTEAEG A, VO LELWDEL 1
éxBeom oo dpaotikd petaforitn e kKAomdoypéing kotd néco dpo 40% Kot Katd cuvénela va
pelwbei n péylotn avacstoAn g (erayouevng amd v ADP) cuecdpeuong Tov aponetoloy Katd
puéco 6po 14%.



Orav 1 Khomdoypéin yopnyndnke pali pe otabepd cuvdvacpod ecopenpaloin 20 mg +
OKETVAOGOAIKVAIKO 0ED 81 mg og cuykpion pe KAomdoypéAn mg povobepaneia o pio peAén oe
vy dropa, vnpée pio peimon g €kBeong oto dpaotikd peTaPoiitn tng KAOTIOOYPEANG KOTA
nepinov 40%. Qot1d00, Ta PéYLoTO EMIMESO OVAGTOANG TG (emarydpevng amd v ADP) cucsompevong
TOV AUOTETOM®Y 6T dTopa oVTd NTav Ta idte oty opdda TG KAOTO0YPEANS Kot 6TV opdda TG
KAOTIS0YPEANG + T0 6T00EPO GLUVLAGHO (EcOUETPALOAT + AKETVAOGAMKVAIKO 0ED).

AvTiIpaTikd dedopéva Exovv avapepbel T060 amd KAMVIKEG peAéTeg OG0 Kot 0md LEAETES
TOPOTIPNONS MG TPOG TIG KMVIKEG EMMTAOCELS AVTNG TNG POPLAKOKIVI TIKNG/ POPLOKOOVVOLIKNIG
aAniemidopaong avagopikd pe ta peilova Kapdayystakd enelcodia. Qg HETpo TpoPOAAENS, TPEMEL
va. 0moBappOVETAL 1) TALTOYPOVT YPNHON TS KAOTIOOYPEATG.

EpevvnOévro. popuokxevtind mpoiovio ue un kAIVIKG, onuavtiky oiinlemiopoon

Auo&ixiAiv ko kividivy

"Exet amoderyBel 6T1 1 ecopenpaloin dev £xel KAVIKA OTULOVTIKY EXIOPOCT) GTNV QUPUOKOKIVITIKY
™G QpOEKIAATYI G 1 TNG KIvidivg.

Nampolévny 1 poperoliunny

Meléteg Tov a&l0A0YoVV TV GLUYYXOPNYNOT ECOUETPALOANG Le varpolévn 1 Le popeko&iumn dev
£0€15av KAmoo, KAMVIKG GNUAVTIKY] GOPUOKOKIVITIKY] OAANAETIOpaCT) KOTA TN JdpKELDL
Bpayvypoviov UEAETOV.

Enidpaon GAAOV QapUOKEVTIKOV TPOTOVIMV 6T QOPUUKOKIVNTIKY THE E0OUETPpalOANC

Dapuaxevtirad mpoiovro mov ovacréAlovy o CYP2C19 kau/1f to CYP3A4

H ecopenpaloin petaforileror and to CYP2C19 kou to CYP3A4. H tavtdypovn yopnynom e
ecopenpaloAng ue évav avactorén Tov CYP3A4, v khapiBpopvkivn (500 mg 500 popéc tnv
nuépa), elxe oav amotéAesUo TovV dTAactacud Tov cuykevipmcemy (AUC) g ecopenpalding. H
TV TOYPOVT] YOPTYNON EGOUETPALOANG Kot evOG avactoréa tdco Tov CYP2C19 60 Kot tov
CYP3A4, umopet va €€l G AMOTELEGILO TOV SIMAAGIOGUO Kol TAEOV TOV GUYKEVIPDOGEMV TNG
eoopenpaloing. H Popicovaloin, avactoréac tov CYP2C19 kot CYP3A4, avédver v AUC, g
eoopenpaloing katd 280%. Kavovikd dev amotteiton tpocapoyn g 6ocoroyiog g
€00UETPLOANG O€ Kapio amd ouTéG TIC KATAGTAGELS. L26TOC0, TPOGUPLOYT TNG 00GOA0YING TPENEL
va e€etdletorl oe ac0eveic pe cofapn NTATIKN AVETAPKELD KOl OOV OTOLTELTAL LOKPOY POV
Oepameio.

Daopuokevtika wpoiovio. wov digysipovy 1o CYP2C19 kai/n to CYP3A4

ApaoTikég ovoieg mov eival Yvwoto ott deyeipouy to CYP2C19 1 to CYP3A4 1 kot ta 600 (07tmg 1
prpapmikivn kot to St John’s wort) umopei va 0dnynoovv ce petmpéva eninedo esopenpaldoing otov
op6 av&avovtag To puiud petaforicpov g esopenpaloing.

Houdrarpixoc winBoouog
Meléteg aAnAemdpAoemy £xovv TpayLoTonot0el LOVO o EVAAIKEG.

4.6 Tovipétnra, kOO Kot yorovyio

Konon

Aev vdpyovv emapkn KMVIKG dedouévo oyeTika pe TNy £kbeorn katd Ty kbdnon ue to Nexium.
Yroyeio amd EMONUOAOYIKEG LEAETEG O PHEYAAO AP0 KUCEWMV, LIE TO POKEUIKO Uiyl TNV
ouempaloAn, dev £del&av ducpoppikn 1 euPpvotolikn dpdor. Meléteg oe {da pe tnv ecopenpaloin
dev Katédel&av apeon 1N EReon PAATTIKY EnidpacT otV avantuén Tov epPpvov. MeAéteg o (ma
LE TO POKEUKO piyHo dEV KATASEIKVOOLV AueoT 1 Epupect PAanTikn enidpacn dGov apopd TV
KONOT™, TOV TOKETO 1 TNV AvATTLEY TOV VEOYVOD. ZUVIGTATOL TPOGOYN OTAV GUVTOYOYPAPEITAL GE
gyxvovg.
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Ta dedopéva amd GYETIKA TEPLOPICUEVO aplOUO EYKDOV YOVOIK®V (TEPUTTOGELS EKPaomg
gykopoovvng peta&d 300-1000) katadetkvoovy tn un Hapén GLYYEVOV SoLapTdV 1 TOEIKOTNTO
610 EuPpvo/veoyvo amd T xpron g ecopenpaloing.

Meléteg og {da dev KatédeEay aueon 1 EUUEST TOEIKOTNTO GTNV VOTapay®yLkn Kovotnto (BAEre
napdypago 5.3).

OnAacpog
Agv gival yvootd av 1 ecopenpaloin anekkpivetal 6To pnTpikd yodo. Ymhpyovv avenapkeic

TANPOPOPIEG TYETIKA LIE TIG EMOPAGELS TNG EGOUETPALOANG ot veoyévvnto/Bpéon. H ecopempaloin
OgV TPEMEL VO, YPTCIULOTOIEITAL KOTA TN SdpKELD TOL ONAAGHLOD.

Fovpomra
Mehéteg oe {da. e TO pakeKd piyua tng openpalOANg, YOPNYOOUEVO OO TOL GTOUATOG OEV
éoel&av emOPACELG 0 GYEON UE T YOVILLOTITA.

47 Emdpacelg 6Ty tKavOTITO 001161 KL XEIPLGHOD UYOVI|HAT®OV

H ecopenpaldin €xetl pikpn enidpaotn otV KavOTNTO 001 YNONG KOl XEPIGUOV pnyovnudatov. Exovv
avapepBel avemBOUNTEG evépyeleg dmwg LaAn (6xt ocvyvn) kot Bapmn opacn (omdvia) (PAEre
napdypoeo 4.8). Eav ot acbeveic emnpedlovol dev mpémel va 0d1nyouv 1 va xepilovtat unyaviuoto.

4.8 AvemOOunTeg evépyeieg

Hepiinyn Tov Tpoeil acoaieiog

O1 o ovyvég avemBOuNTES EVEPYELES TOL OVAPEPIMKAY G KAVIKES LEAETES (ko LeTd TV
KuKAopopia) eivar kepaAaAyia, Kotlakd dAyoc, didppota Kot vavtia. Exiong, to mpogil acpdleiag
glval TapOO10 OTIC SLUPOPETIKEG LOPPEG, EVOEIEELS, NAKIOKEG OpAdEG Kot TANOVGUOVC 0oOEVDV.
Agv avoyvaopioTnKoy 0060-e£0PTOUEVES OVETIBOUNTES EVEPYELES.

AvemBounteg evépyeleg o€ LopeN Tivako

O1 akolovBeg avemBopunteg evépyeteg Exovv dromotmbel 1 VaPyEL LIOYIO CLGYETIONG TOVGS LE TNV
€00UETPaLOAN amd TIg KAVIKEG peAéTeg Kot petd tnv kukhopopia. Kopia an’ avtég dev éxel Ppebet
ot eivar docoe&aptdpevr. Ot avemBOUNTEG EVEPYELEG KOTATAGGOVTOL COUPMVO UE TV GLYVOTNTO:
TOAD ovyvég >1/10, cuyvég >1/100 émg <1/10, oyt cuyvég >1/1.000 émg <1/100, ordvieg >1/10.000
¢wg <1/1.000, Todd omdvieg <1/10.000, un yvootég (6ev pmopotv va ektiunbovv pe faon ta
dwbéoipa dedopévar).

Katnyopio/Opyavikd Tootua Zoyvotnrta AvemBountn evépyela

Alotapoy£C TOV ALLOTOTIKOD Trdvieg Agvkomevia, OpouPomevia

KOl TOL AEUPIKOD GUGTNHLOTOG [ToAD omdvieg AKOKKIOKVTTOPOULIO, TOVKVTTAPOTEVIO

Alotapoy£ TOV AVOGOTOMNTIKOD | ZTAVIEG AvTi0pacelg vepevalcinciog w.y.

GUGTNLLOTOG TVPETOG, Oy YELOOION 0L KO
OVOPLACKTIKEG avTdpacels/kataminéio
(shock)
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Awtopayég Tov petafoliopon Oy ovyvég [eprpepikod oidnua
KoL g Opéyng Zrdvieg Ymovatploipio
Mn yvootég Ymopayvnotoupio (BAéne mopdypapo 4.4),
cofopn vropayvnotlopio pmopel va
CULOYETIOTEL e VITaoPes TN,
Yropayvnolopio pmopet eniong va
oVoYETIo0EL e VITOKAALOLLIOL.
Yoyatpiég dtatapoyég Oy ovyvég Abnvia
Eravieg Aéyepon, ohyyvon, KoTabAyn
[ToAVd omdvieg EmBetikdotnta, yevdachnoeic
AwTapayéc Tov veupukon ZoyvE Kepaiaryia
GLOTNOTOG Oy ovyvég Z6&n, maponcOnoio, vvniio
Zrdvieg Awotapoyéc g Yevong
OeBarpikéc doTapayéc IAVIEG Oaumnn dpacn
AwTapayéc Tov MTOG KoL TOV Oy ovuyvég Thyyog
AafupivBou
Alotapoy€ TOV AVOTVELGTIKOD | ZIOVIEG Bpoyyooracpog
GLGTHKOTOC, TOL HdpoKa Kot
Tov pecobwpakiov
AlTOpayEG TOL YOOTPEVTEPIKOD | ZUYVES Kot\akod dAhyoc, duokothidtnra, dtdppota,
UETEMPIOUOG, VOUTIO/EPETOG, TTOADTOOES
adeviov 06Aov (kaAionbelg)
Oy ouyvég Enpootouia
YTAVIEC ZTOUOTITIO0N, YOGTPEVIEPIKT KOVTIVTIOGN
Mn yvootéc M1iKpooKOTIKN KOAITION
Awtapoyéc tov frotog kot tov | Oy cvyvég AvEnon 1eov Nrotikev evioumy
YOANPOP®V Xmavieg Hrotitda pe 1 yopig iktepo

[ToAV omdvieg

Hratum avendpkela, eykepaionddela og
0c0eveic e TPODTAPYOLGO NITATIKN VOGO

AlTopay£g TOL OEPIOTOC Kot
TOV VTTOAOPLOV 1GTOV

Oy ovyvég

Agpporition, Kvnouog, e&avonua, kvidwon

Zrdvieg

Alomekia, potogvaicOnacio

[ToAV omdvieg

[ToAvpoppo epunpua, chvdpopo Stevens-
Johnson, to&wkn emdeppikn vekpdivon
(TEN), avtidpoor 6T0 ApUOKO e
NOGWOPIALN KOl GCUGTNIKA GUUTTM LT
(DRESS)

Mn yvooTég Y71o&0g depuatikdc epuONUATOONC AVKOG
(BAéme mapdypago 4.4)
Awtoapayéc Tov poookedetikod | Oyt ouyvég Kdéraypa woyiov, kapmov 1 6TovOLAIKNG
GUGTHIOTOG KOl TOV GUVOETIKOV omAng (BAéne mapdypapo 4.4)
16TOV Trdvieg ApOpadyia, poodyio

[ToAD omdvieg

Muikn advvouio

Alotapoyéc TV VEQPAOV Kol TV
0VPOPOP®V 0DV

[ToAV omdvieg

Atdpeon veppitida, oe oplopévoug acbeveic
&xel avapepbel TavTdYpOV VEPPIKN
OVETAPKELQL.

Awotapoyéc Tov
OVOTTOPOYYIKOD GUGTHLLATOG
KOl TOV LOGTOV

[ToAb omdvieg

TINovawouaoctio

Tevikég dratapayéc Kot
KATOOTAGELS TNG 0000

Xopfiynong

Zrdvieg

AicOnua kokovyiog, avénuévn epidpwon

Avaopd mifoavoroyoduevev avemBounTwv eVEPYEIOV
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H avagopd mhovoroyodpuevmv avemBountov evepyeldv PETH amd TN YopnyNon Gdelg KUKAOQOpPiag
TOV QUPUAKELTIKOD TPOidVTOG etvan onpavtiky. Emitpénet mn cvveyr| mapakorlohOnon g oxéong
0PEAOVG-KIVOVVOL TOV QUPUOKEVLTIKOD TPOIOVTOC. Znteital and Tovg enayyeALaties vyelag va
aVaPEPOVY OTTOIECONTOTE TOOVOLOYODLEVES avemBOUNTEG EVEPYELeg otov EBvikd Opyavioud
Ddappiakov, Mecoyeiov 284 GR-15562 XoAapydg, AGnva, Tni: + 30 21 32040380/337, ®a&: + 30
21 06549585, Iototonog: http://www.eof.gr.

49 Ymepdooolroyia

H péypt onuepa eumepio and v okompun Aqyn vrepPoriknig d6ong eivar moAd meplopicuévn. Metd
amo ) Aqyn 280 mg avapépnoay GUUTTOUATO OO TO YUSTPEVTEPIKO Kot advuvapio. Eedmal
d0celg 80 mg ecopenpaloing dev mpokdrece kKavéva mpdPAnua. Aev givatl yvootd KAmolo g0k
avtidoTo Yo 10 edppoko. H ecopenpaldin cuvdéetal og peydro Pabud pe tig mpmteiveg Tov
TAAoUOTOG KoL YU anTo dev pmopet va, apodtwibei onpavtikd. Onwng o ke mepintmon
VIEPOOGOAOYING, 1) AY®YN TPETEL VO, EIVOL CUUTTOUOTIKT] KO VO, PTCULOTOI0VVTOL YEVIK(L
VTOGTNPIKTIKG LETPOL.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX
51 ®oppokodvVOpIKEG 1OIOTITES

Ddappokobepamentikn katnyopio: AviidEva eapuaKe, avasTOAElG TNG avTALOG TPpOTOVI®Y,
Kodwog ATC: A02B CO05

H ecopenpaldin eival to S-ioopepég tng openpalOAng Kot EAATTMVEL T YOOTPIKN £KKPLoT) 0EE0G
UEG® EVOG GUYKEKPLUEVOL UNYOVIGUoD dpaong. Eivat évog exhextikdg avaoTtoréag Tng avTAiog
TPOTOVIOV 6T TOY®UOTIKE KOiTTopa. To R- kot to S-tcopepéc g openpaloing Exovv TopouoLa
(OPLAKOSVVAUIKT OpAoT).

Mnyaviouog dpdong

H ecopenpaldin eivar po acBevig Baon, Tov CLUYKEVIPOVETUL KOl LETATPENETAL GE OPUCTIKY] LOPPON
6T0 TOAD 0E1V0 TTEPIPAALOV TV EKKPITIKMY COANVOPIOV TOV TOLY®MUATIKOD KUTTAPOV, OTTOL Kot
avaotéliel to évlopo HY, K*-ATPdomn, dnk. v avilia tpotoviov katl avactéAel 1060 T Booiki,
0G0 KoL TNV UETA 0o d1€yepon EKKPlon 0EEOC.

Dopuokodvvautkéc ETOPACELS

H évapén g dpdong eppaviletal péoa o€ pio dpa PeTd TNV amd ToL 6TOUATOS AW doong 20 mg
kot 40 mg ecopenpaloing. Metd and erovoropfavopsvn yopriynon 20 mg ecopenpaloing pia
(QOPA TNV NUEPA Y10 TEVTE NUEPEG, N HEOT UEYIOTN EKKPLOT) 0EE0G LETA OO O1EYEPOT) LUE
TeVIAyaoTpivn petmvetol katd 90% otav petpdtat 6-7 dpeg Petd T Ayn g 000mg Katd TV
TEUTTN NUEPQL.

Metd amd névte NuEPES amd TOL GTOUATOS YopTynon 06ong 20 mg kot 40 mg ecouenpaloAng o
0c0EVEIC |LE CUUTTOUOTIKT YUGTPOOIGOPUYIKT TAALYOPOUNGT, TIUEG TOV evdoyaoTpikov pH dvm tov
4 SatnpnOnkav yio Srdotnue 13 opodv kot 17 @pdv Katd LEGO 0po avTioToly o, OTN JIEPKELN TOL
24mpov. To 060016 TV 06Hevidv 6ToVg 0moiovg dtatnpeital evdoyaotpikd pH > 4 yio tovAdyioto
8, 12 ko 16 mpeg pe 20 mg ecopenpaloing eivar 76%, 54% kot 24% avtictoyya. Ta avtictorya
10c0o1d Yo To 40 mg ecopenpaloing ivar 97%, 92% kot 56%.

Xpnooroiwvtag v AUC ¢ TapdieTpo yio TNV EKTIUNON TG CLYKEVIPOGONS TOV POPUAKOL GTO
TAAG LA, KOTAOEIKVOETOL [iol oXEom HETAED TNG OVOGTOANG TNG EKKPIOT|C TOV YAGTPIKOL 0EE0C KO TNG
éxbeong oto pdpuaKo.
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H emovAmon g otcopayitidag and yaoTpoolso@aytkn Taivopouncn e 40 mg esopenpaloing
emrvyyavetar 6to 78% mepimov tov aclevav petd ond téooepis efdopddes kot 6to 93% petd and
oKT® gPfdopades Bepameiog.

Ogpaneio pog fdopnddag pe v esopenpaloin 20 mg dVo eopéc TNV NUEPA Kot To, KATAAANAQ
avtilotikd €yel cav arotérecpa v emttvyn ekpilmon tov Elkopaktnpidiov Tov Tuimpol mepimov
010 90% TV acbevav.

Metd and 1 Bepaneia expiloong yio pio efdopdda, dev vapyel avaykn erakdéiovdng povobepameiog
LLE OVTIEKKPLTIKA QAPLLOKO Y10, TNV OTOTEAEGUOTIKT ETOVAWMGT TOV EAKOLS Kot TNV eEGAEyYM TV
CUUTTOUATOV GE dMOEKAOUKTUAIKA EAKN WPIG EMTAOKEC,

e pio Tuyotomomuévr, SITAG-TVEAT, ELEYXOLEVT LE EIKOVIKO QAPLOKO KAVIKT LEAETN, Ol acBeveic
Ue apoppoayio mentikon Ehkovg emPefaiopuévov evdookomikad Kot yapoktnpiiopevo og Forrest la,
Ib, I1a 7 1Ib (9%, 43%, 38% ko1 10% avrtictoya) TuyotomomOniay yio vo Adfovv Nexium didAvpo
v éyyvon (n=375) 1 ewovikd pdppaxo (n=389). Metd and evoookomikn apldcTacT, ol acbeveig
éhaPav eite 80 mg ecouempalding mg evooeAEPia £yyvon yio 30 Aemtd akolovbovpevn and cuveyN
&yyvon 8 mg avd MPa 1 EIKOVIKO QAPLOKO Yo 72 dpec. Metd tnv apyikn mepiodo Tov 72 wpav,
o601 o1 acBeveig EdaPav and Tov otopatog 40 mg Nexium yio 27 NUEPES Y10 KATAGTOAN TOV 0EEOC.
H epodvion emavopoppayiog péca o 3 nuépeg ntav 5,9% oty opdda mov yopnynonke Nexium og
ovykpion pe 10,3% oy opdda Tov eikovikov gappiakov. Xtig 30 nuépeg petd v Bepameia, 1
eppdvion erovalpoppayiog otnyv opdda mov yopnyndnike Nexium £vavtt Tng opddng Tov E1KOVIKOD
eoppdxov frav 7,7% évavtt 13,6%.

Kotd ™ dibpkeia e Oepameiog e avVTIEKKPITIKG QUPUAKEVTIKG TPOIOVTO, TO EXITEDN TNG YOOTPIVIG
oToV 0pO AVEAVOVTOL MG OTTAVTNOT OTN UELMMEVT EKKPLoT YaoTpikod oEéoc. H CgA av&aveton
emiong A0ym ¢ petmpévng yaotpikng o&utntoc. To avénuévo eninedo CgA pmopel vo emnpedost Tig
€EeTAGELC Y10 VELPOEVIOKPIVIKODS OYKOVC. ATO T0l S1afEG1L0 ONIOCIEVUEVH GTOLXELD TTPOKDATEL OTL N
YPNOMN AVOCTOAE®V TNG avTAiNG TpToviV Ba mpénet va StakdmTeTon S NUEPES Emg Kal 2 gfdoudadeg
npv and Tic petpnoels e CgA. Zkomdg g S10KomNG etvor va dlevkoAvvBel 1| endvodog Tuyov
Yevdmg avénpévav Tiumv g CgA uetd ) Oepameio pe PPI gvtog Tov €0povg Tov TIH®Y ovapopdc.

AvEnon otov apBpd tov ECL-kuttdpov nov mbava oyetiletol pe tnv adnon tov emmaédmv e
yooTpivig otov 0pod xel mapatnpndel 1000 6 TAdIG OGO Kol G€ EVAMKES, KATC, T1) SLOPKEL
pakpoypoviag Oepomeiog pe ecopenpalon. Ta svpAuata Oempodviol g Avey KAVIKAG OTUocioG.

Kotd ™ dibpkela g poakpoypdviog Bepameiog [Le avVTIEKKPLTIKG QOPUAKEVTIKY TPOTOVTO EYEL
avapepOel 1 EUPAVIOT] YOOTPIKMOV 0OEVOIDV KOGTEMV UE KAT®S ovEnuévn ouyvomta. Ot aAlayég
aUTEG glvan £va PUGTIOA0YIKO ETOKOAOVOO TNG £vTOVNG AVACTOANG TNG £KKpLong 0&€og, sival
KaAon0e1g kot aivetorl 0Tt Elvar ovVOCTPEYILES.

Meiopévn yootpikn o&OtnTa yio Kabe A0Y0o GUUTEPIAUUPAVOUEVOV TOV OVOGTOAE®MY TG aVTALOG
TPOTOVIOV, 0LEAVEL TOV aPBO TOV YASTPIKAOV BaKTNPi®mV TOV PLGIOAOYIKE VITAPYOVY GTOV
vootpevtepkd cowinva. H Oepamneio pe avactoreic tng avtiiog Tpotoviov uropsl va 0dnynocel 6
pkpn adénomn tov Kivddvou YaoTpeviepikav Aotunéewv énmg and Salmonella kar Campylobacter
Kot og voonievdpevoug acbeveig mbavmg emiong and Clostridium difficile.

KMvikr) arnotedespotikdnta

e 800 PEAETEC e PAPLOKO GVYKPIOTG T povitidivn, To Nexium £dei&e kadvtepn dpdon oty
EMOVAMOT] TOV YUOTPIK®DV EAKQOV o€ aobeveic mov ypnoiponoincay MEAD, couneprtiapfovopuévaov
tov COX-2 exhektikov MXAO.

Ye 800 peAéTeC 6 GUYKPION LE TO IKOVIKO pappako, To Nexium édei&e kolvtepn dpdon otV
TPOANYT YOOTPIKOV Kol dOEKASAKTUAKOV EAKDV 0€ acbeveig mov ypnotipomoincay MEAD
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(acBeveic nlikiag >60 etV ko pe Tpobmdpyov EAkoc), cuumepiiapfovopévav tov COX-2
exhekTiKOv MEAD.

Hodrorpikodg minBuoog

e o LEAETN o€ TadlaTPIKovg acheVels e YOoTPOOIGOQYIKT TaALvOpoutkn voco (<1 émg 17
€TMV) oL eAdpPovay pokpoypovia Bepaneio pe avacstoreic g aviilog tpwtoviny, o 61% tov
OOV avéErTuEe pikpov Pabuov vrepriacio Tov ECL-kuttdpov pe dyvoot KAviKn onpociol kot
YOPIG AvATTUEN OTPOPIKNC YAOTPITIONG 1) KOPKIVOEIODYV OYKWV.

52 DappoKoKIVITIKEG LOWOTTES

Amoppoonon

H ecopenpaldin eivar 0Ego-gvaicOntn ovsia kot xopnyeitol and 10 GTOUA VIO HOPEN
evtepodoAvtav kokkiov. H in vivo petatpomn oto R-1couepéc eivor apeintéa. H anoppdenon g
ecopenpaloAng ivat Tayeio, pe enitevén PEyloToV ETIMES®V 6TO TAAGHO EVTOC TepimoL 1-2 wpav
a6 ™ Aqyn. H amdivt Prodwobecipotnta tov eoppdiov givar 64% petd and epdnas 66on 40 mg
Kot avEdveton o€ 89% petd amd emavalapBavopeves xyopnynoels epanaé nuepnoing. o ta 20 mg
ecopenpaloAng ot avtiototyeg TiéS eivar 50% ko 68%. H Aqyn g tpoenc kabuotepei Kot petmvel
TNV 0opPOPN o1 TG ECOUETPALOANG 0PI OU®S 0VTO VoL EYEL KATOLO GNUAVTIKY| ENIMTMOON 0N
dpdion g ecopenpalOANG GTNV EVOOYAGTPIKY 0EHTNTA.

Kotavoun

O @ovopevog 0YKOG KaTavoung ot otafepomompévn Katdotaon oe vyl dtopa elvat Tepinov

0,22 l/kg Bapovg oodpatoc. H ecopenpalddn cuvdéetal Ue Tig TpmTEIVEG TOV TAGGHOTOS GE TOGOGTO
97%.

Buopetaoynpotiopog

H ecopenpaldin petaforiletar €€ ohokANpov, amd o evOLKO GOGTNO TOL KVTOYP®uaTog P450
(CYP). O peraporopods g ecopenpaloing katd to peyadvtepo pépoc, eéaptdtor and To
noAvpopeikd CYP2C19, mov givar vevBuvo yia 10 oynuratiopd tmv vopo&u- kot o deouebui-
petaforrtv g ecopenpaloine. To vadAiowmo uépog tov petaforicpod eEaptatat amd o GAAN
€101k1| wopopoen, o CYP3A4, mov glvar vevBouvn yio T0 SYNUATIGHO TNG COVAPOVIKTG
ecopempalOANg, kupiov petafolritn oto TAGCHOL.

AmofoAn

O1 ak6lovBeg mapdpeTpot anetkovitovy Kuplmg T PUPUOKOKIVITIKT G€ GTOUa e AEITOVPYIKO
CYP2C19 évlopo, dniadn| dropa e SuvatdTTo EKTETAUEVOL HETABOAMGHLOV.

H ol k@Bapon mhdcporog sivor mepimov 17 I/h petd amd pio epdma d6om kot mepimov 9 I/h petd
amo emavorappavopeveg yopnynoeic. O ypovoc nuilmng g esopenpalding ivon mepinov 1,3 dpeg
uetd omd emovarapfavoueveg epana nuepnoing yopnynoels. H ecopenpaldoin amopoakpvvetot €
0AOKANPOL 07td TO TAACUA LETOED TV 0OGEMV YWPIg Vo ELPaVICETOL TAOT CLGCMPEVCNC GE EPATAE
nuepfiota xopnynon.

Ot xVprot petoPolriteg TG ecouempaloAng 0ev EXOVV KoLl 0pacT TNV £KKPLoN YAoTPLKOD 0EE0C.
To 80% mepimov NG 0md TOV GTOUATOG YOPTYOVUEVNG BOGTG TG EG0UETPALOANG omoPaAleTol VIO
TN Hope1 HeTAfOMT®V 6T 00pa Kol TO VIOAOUTO 6Ta KOTTpava. Atyotepo amd 1% g apyikng
ovoiag BpickeTon oo ovpa.

CpapikénTo/un ypouukdtnto

H @appokokivntikn g ecopenpaloing £xet peretndei o 06oe1g puéypt 40 mg dvo eopég v nuépo.
H meproymn kdto amd v KopmoAn g cLYKEVTPOONS w¢ Ttpog Tov xpdvo (AUC), 6to TAdGLA,
av&avel PHETA amd eTavoLoUPavOUEVES YopnYNOELS. AvTi 1 avénon eivol d060-e&apTdUEVT Kot EXEL
ocov amotéAecpa pio peyardtepn avénon g AUC avaloyikd pe v 66on Petd amd
EMAVOAAIPOVOLEVT] XOPYNON. ALTH 1 YPOVO-0000-££APTNOT OPEIAETOL OTN UEIDOT TOV
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UETABOAIG OV TPMTNG S10S0V KOl TG CLGTNKNG kKaBapong Tov Thavd Tpokaieital amd TNV
avaotoAr] Tov gvivpov CYP2C19 and v ecopenpaldin Kavn Tov GOLAPOVIKO LeTAPOAITN TNG.

Ewwéc ouddec acbevav

Aroua ue pixpn dvvorotnra ugtoforicuod

[epimov 2,9+1,5% tov TANOLG 0D Tapovataletl EAdenym Aettovpyikod CYP2C19 evlvpov givan
ONAodn dTopo e PIKPR SLVOTOTNTO LETABOAICUOV. 2T, ATOUO 0VTA O PETAPOAMOUOG TG
eoopenpaloing mbava kotaivetal kuping ond o CYP3A4. Metd and enavolopfoavopeveg
yopnynoeis 40 mg ecopenpalding epana nuepnocimg, To pHEco epPaddv g TEPOYNS KAT® amd TV
KOUTOAT TG GLYKEVIPWOOTG (OC TPOG TOV XPOV0, 6T0 TAAGH, fTav wepimov 100% peyaivtepo o€
dropa pe pkpn duvatdtna peTafoAMcol amd 6Tt oe dtopa mov Exovv Asttovpykd CYP2C19
évlopo (Gtopa pe duvatdtnro eKTeTapévoL petafoiiopov). H péon tipn tov péyiotmv
GLYKEVTPMGE®V 6T0 TAAGH0, avénRONKe mepimov 60%. Ta gvpipata ovTd dgv EXOVV KoY EXITTOON
0N 60G0A0Yia TNG EcOoUETPAlOANC.

Dvlo

Metd and pio epana 660m 40 mg esopenpaloAng n uéon Ty Tov uPadov TG TEPLOYNG KAT® omd
TNV KOUTOAT TS CLYKEVIPMONS OC TPOS TOV Ypdvo etvor mepimov 30% peyolvtepn oTic yovaikeg
amo Toug Avipes. Agv £xel mapotnpnOet dStopopd petald Twv dVo PUA®V PeTd arnd
EMOVAAOUPOVOLEVES YOPMNYNOELS, EQATas Nuepnoimg. Ta svpruate aVTd dev £X0VV KOULE ETITTOON
011 00G0A0Yia TNG EGOUETPALOANG.

Hrauixy dvalertovpyio,

O petaporiouds g ecopenpaloing umopet vo ennpeactel SLGUEVRC o€ acbevelg pe Mo Emg
peTpla Nratikn duoiettovpyio. O puOpde petaforlcpol peidvetar oe achevels pe coPfapn NTOTIKY
duciettovpyio e OmMOTELECUO TO SITAAGLAGHO TOV EUPASOD TNG TEPLOYNG KAT® O TNV KOUTOAN
OLYKEVTP®ANG-YPOVoL TG ecopenpaloing. o tov Aoyo avtd, og acbeveic ue coPfopn
dvoAettovpyio dev mpémet va yopnyeitan 6o peyarvtepn ond 20 mg. H ecopenpaldin 1} ot kOpiot
petaforiteg g 6ev Tapovctalovy ToN CLGGMPEVONG GTAV YOPTYOUVTOL EPATAE MHEPTOIMG.

Neopikn dvalertovpyio

Agv €yovv delayBel pedéteg o aobevelg pe petmpévn veppikn Aettovpyia. Kabog ot veppoi etvar
VEVOLVOL Y10 TNV ATEKKPIOT] TOV UETAROATOV TNG EGOUETPOULOANG AL OXL Y10 TV OITOUAKPLVGN
™G apyIKNG ovoiag, o uetafoAiiopdc g ecopenpaloing dev avauévetat vo, aAldtel oe aoeveig pe
dloTapayEVT] VEQPIKT AElTOoVpYia.

Hlxiowuévor
O petaporiopds g ecopenpaloing dev aAldlel onuovTikd otoug nAKimpeévoug (71-80 etav).

Houdrarpixoc winBoouog

Eopnpor 12-18 erwv

Metd and enovorapfoavopevn yoprynon 60omng 20 mg kot 40 mg ecopenpalOAng, 1 GLVOALKN
éxbeon (AUC) kot 0 xpdvog mov amatteiton yio vo, exitevydel 1 u€ylotn cuyKEVIPMGT TOL PaPUAKoV
070 TAAGUO, (tmax) o€ €PNPoLg nAkiag 12-18 eTdv NTav TopdUoLln LE AVTO TOV EVIAMK®V Kot Y1a, TIG
dV0 dOGEIS ECOUETPALOANG.

5.3 IMpoxivikd dedopéva Yo TNV A6QaALEL0.

Ta pn kKhvikd dedopéva dev amokaADTTOLV 1010{TEPO Kivduvo Yia Tov dvBpmmo pe faon Tig
oVUPOTIKEG LEAETEG PUPUAKOLOYIKNG AGPAAELOG, TOEIKOTNTOG EMAVALAUPAVOLEV®DY dOGE®V,
YOVOTOEIKOTNTOC, EVOEYOLEVIC KAPKIVOYOVOU OPAGTS, TOEIKOTNTAG OTNV OVOTOPOYWYIKT IKOVOTITO
Kot ovamtuén. Ot avemBounteg evépyeleg mov dev mapatnpnnKay oTig KMVIKEG LEAETES, OALA
mapatnpnonkay o {da o€ enineda £kBeong TapoOpoLa e T KAVIKG emtimeda £kBeomng Kot [
evdgyoLEevn oxéon e TNV KAMVIKR ¥p1on, NTav o1 akOAoLOES:
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Meléteg KOPKIVOYEVEGNG GE aPOVPAIOVE LE TO POKELKO Uiypa £EIEQV VTEPTANUGIO TOV YOOTPIKGOV
ECL-xvttdpav kot kapkvoeidh. Ot Spaoelg anTég 6To YOOTPIKO GE 0POVPAIoNg EIVOL OTOTELEGLLO
NG MOPOTETAUEVTG KO EVIOVNG VIEP-YAGTPIVOLLING GV ETOKOAOLOO TNG OVAGTOANG TG EKKPIONG
TOV YOOTPLIKOL 0&£E0G KOl TOPATIPOVVTOL LETE 0 pakpOypovn Bepameio e avaoTOAELG TNG
€KKPLoNG Yoo TPLKoV 0EEOC.

6. GOAPMAKEYTIKEX ITIAHPO®OPIEX
6.1 Kaotaloyog ekdoymv

Movooteatikog e6Tépas YAukepOing 40- 55,

vopo&umpomvioKvTTapiv,

VIPOUEANOLN,

0&gid10 Tov o1dMpov (Siokio 20 My: epvOpd-kacTavo Kot Kitpvo, diokia 40 mg: epubpd-Kactavd)
(E172),

GTEATIKO LLOYVIO10,

ovumoAvpuePEG uebaxpvAtkol o&Eog axpuAitkol atbvieotépa (1:1) daomopd 30 To1g eKaTo,
UIKPOKPUGTOAAKT KuTTOPivY,

cuvBeTikn Topapivn,

moAvatdvuievoyivikoin 6000,

moAvcopPuco 80,

Kpoomoiddvn,

GTENTVAOPOVLOAPIKO VATPLO,

o@opidia cokyapolng (caxyapoln kot duvro apafocitov),

TAAKNC,

do&eidio Tov tiraviov (E 171),

KITPIKOG TPLobLAEGTEPAG,

6.2 AocvpparéTnTes

Agv gpappoletar.

6.3  Awgpkero Long

3 xpovia

Khpatoroyucég Coveg III-IV: 2 ypovia yia ta diokio tav 40 mg ko 18 prves yio ta diokia tomv

20 mg.

6.4 Iowitepeg mpoPurdcers katd Ty POLAEN TOV TPOIOVTOG

Mn evAdocete o€ Beppokpacio peyorvtepn twv 30°C.

Awotnpeite 1oV TEPLEKT KOAG KAEIGUEVO (PLAAT]) Yo VO TPOCTATEVETAL Otd TNV VYpacio. DLVAGcCETE

oTNV 0pYIKN cvokevaocio (KuWEAN) Yo va TPOoTOTEDETAL OO TV VYPUCI.

6.5 ®@Vo1 Ko GLOTUTIKA TOVL TEPLEKTY

- D16 amd ToAvatBvAévio, pe PLOmTO TOUE 0d TOAVTPOTLAEVIO LE AGPAAELN KATA TOV
OVOTyHOTOG KO EQOOIOGUEVO LUE KAWYOLAD OTOENPAVTIKOV.

- Yvokevaocio og kKuyéAn (blister) adovpviov.

20 mg, 40 mg: didrec toov 2, 5, 7, 14, 15, 28, 30, 56, 60, 100, 140(5x28) diokimv.

20 mg, 40 mg: Xvokevacieg Koyéing og wallet kovn xovti Tov 3, 7, 7x1, 14, 15, 25x1, 28, 30,
50x1, 56, 60, 90, 98, 100x1, 140 diokimv.
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Mmropei va, unv KoKAOQOPOLY OAEG Ol CUGKEVAGIEC.
6.6 Idwitepeg mpoPULLAEEIS TOPPIYNS KOL AALOG YEIPLGHOG
Kopia €18k vroypéwon yio andpprym.

Xopfynon LEG® PVOYACTPIKOD GCOANVO

1. TonoBeteiote 10 d10Ki0 GTNV KATAAANAN cOPLYYQ Ko YepioTe TNV Ue Ttepimov 25 ml vepod kot

nepinov 5 ml aépa. Xe opiopévous GOANVES, Yia vo amo@evyBel to epdEipo Tov coinva and

TOL KOKKi0, amatteitor n didAvon va yivetar og 50 ml.

AVoKIVEIOTE QPECHOE TNV GLPTYYA TEPITOL Yo 2 AETTA Yia Vo dlaAvBel To diokio.

Kpatnote ) ovpryya pe v dxpn ynid kot eforwbeite 6t dicpn dev Exel opacet.

[Ipocapurdcte Ty GOPLYYe GTOV COAVO EVD dlotnpeite TV Tponyoduevn Béon .

Avoxiveiote TNV cOptyyo Kot Tomofeteiote TV e TNV GKPT TPOC To KATw. ATelevbepmvete

apécmg 5-10 ml péoa otov coAva. Avamodoyvpicte TNV cOptyyd HET TV £VECT Kol

avakwvelote (1 oOpryya TPENEL VoL Kpateital 1e v axpn ynAd yuo va armoeevydet To gpa&io

™mg arpng).

6. Ivpiote v cVpLyyQ e TNV GKPN TPOC Ta KAT® Kot amerevbepavere 5-10 ml péco otov
colMva. Eravaidperte tnv dtodikacio ovtr péxpt va adedoeL 1 GupLyyd.

7. I'epiote ™MV cOpryya pe 25 ml vepo kot 5 ml aépa ko exavorapete v dodikacio amd To
Bruo 5 av amoatteiton o vo KaBopioeTe To VITOAEILLOTO TOL EUEVOYV GTNV GUPLYYO. X
oplopévovg cmanveg ypetaioviat S0 ml vepo.

akrwn

7. KATOXOX THX AAEIAY KYKAO®OPIAX

BIANEE A.E.

006¢ Bapoumoumng 8, 14671 N. EpvOpaia, Kneioud
EAMGSo

TnA.: 210 8009111

e-mail: mailbox@vianex.gr

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

59231/25-10-2021

9. HMEPOMHNIA ITPQTHX EN'KPIZHX / ANANEQXHX THX AAEIAX
Huepounvia mpdtng adsiag kukiopopiag: 24-01-2001

Hpepounvia tekevtaiog avavémong: 02-02-2012

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

17-7-2023

Agmtopepeic TANpopopieg Yo 10 TOPOV QAPLOKO Eival S1ABESILES GTOV SIKTLOKO TOTO Tov EOviKon
Opyavicpod Oopudxkwv, Iotdtomoc: http://www.eof.qgr.
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