HMEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Advil 200mg emikolvppéva, diokio

2. NOIOTIKH KAI MIOXOTIKH XYNOEXH

Ka0e emkarvppévo diokio mepiéyet 200 mg ipovmpopaivnc.

"'Exdoya pe yvoot dpdon:

Kabe emxaivppévo dioxio mepiéyet 144,18 mg caxyapolng, 0,0016 mg topa-vépo&vPevioikon
uebvreotépa (E218), 0,0016 mg mapa-vopo&uvPevioikov mpomvieotépa (E216) kat 0,003 mg
Bevloikov dratog .

IMa tov TAfpn KaTdroyo TV ekddywv, PA. Tapdypoeo 6.1.
3. DOAPMAKOTEXNIKH MOP®H

Enucodoppévo diokio.

4. KAINIKEX TIAHPO®OPIEX
4.1 OepomevTiKég EVOEitelg

. SOUTTOUOTIKY OVTILETOTICT Y10 TNV AVOKOV(IGT] TOV GAYOLG KOl TG PAEYHOVIG TOV
oyetileTon Pe EKQVMOTIKEG TOONGELS TV 0pBpDCEDY

. AECT] GUUMTOUATIKT AVTILETOTION TOL GAYOVS KOTA Tr) SIAPKELN TNG EUUNVOL POCEWMG
(dvounvoppola).

. SOUTTOUOTIKY OVTILETOTION NG £0G LETPLOG Papdtntag dAyoug (kepolodyia,
HVOGKEAETIKO AAYOC, 000VTIKO AAYOC).

. [Tvpetodg

4.2 Aocoloyia Ko TPOTOS Yop1nyNoNg

Aocoroyia
®o TPETEL VO YPNCILOTOLEITOL 1] KATMTEPT EVEPYOS dOOT] YO T LKPATEPT SAPKELN TOV Eivar

OTOPOLTNTI Y10 TV AVOKOVPIoT) artd To CVUTTOUOT (BA. Tapdypapo 4.4).

Evijlkeg kot épnpor dvo tov 12 etov (>40kg)
Amo6 otoUaTOC YpNoT Kal LOVO Yia Bpayvypdvia xprion).

H 660n 1Povmpopaivig eaptdtor omd Ty niikio Kot to couatikd Bapog tov acbevoic. H péyiom
eQamaé nuepnota dOOM Yo EVAAIKES Kot Epfovg dev mpémel va vrepPaivet Ta 400 mg.

Adon peyarvtepn amd 400 mg ™ @opd dev divouy KOADTEPO AVOAYNTIKO OTOTEAEGUO. APNOTE
TovAdIoTOV 4 Opeg petah TV 0cEMV.

H ovvolikr 660om dev mpénet va vrepPaivel to 1.200 mg péoa oe 24 dpeg.

Evilikeg kot €pnPot Tpémet vo cupPourenfodv 1o Y1oTpo TOVE GV TO GLUTTMOUATH ETUEVOVY 1
EMOEVOVOVTOL, 1 OV OTOLTELTAL YPOVTPOPAIVY Y10 SLIAGTN IO LEYOADTEPO Ol 3 NUEPEG OE TEPIMTMOT)
TLPETOV KO Y10 SIICTN U LEYUADTEPO OO 5 NUEPEG O TEPIMTMOT TOVOL.



H apyikn 66om eivar 200-400 mg kou €dv ypetaotel pmopet va yopnynbovv emmiéov 200-400 mg péypt
3 popég TV Nuépa pe pecodtacTnpato 4-6 ®pAOV.

Ot épnpot mpémet va supuPovievfody 1o YaTpd TOVS EGV 1] YPTIOT AVTOL TOV QAPUAKOL YpeldleTon Yo
SloTnue LeyaAdTePO 0md 3 MUEPES, 1] EAV TO. COUTTOUATO ETOEVAOVOVTOL.

Xopotiké apog  |[E@amaf 66on YoyvotnTa Méyiotn nuepriown
OloKiOV 0601
200 mg
> 40 kg (Epnpot, 112 dwokia (200  [Ewc 3 popég tv|1.200 mg
EVIIAKEG Kot mg 1] 400 mg muépa Bovmpoaivng
MAKIoUEVOL) 1Bovmpopaivnc)

Howratpikog ManOvepog

To Advil 200 mg emkaAvppéva diokio eivar KATAAANAO Yoo eVAALKESG KOl Tondld ave Tov 20 KIAdV
(v TV 6 ET®V), EPOGOV £XOVV IKAVOTNTA AMYNG SIoKI®V.
To Advil 200 mg mtpémel va, xpNGIUOTOIEITOL LOVO Y10l TOdLE [LE COUOTIKO BApog TovAdyioTov 20 KIAJ.

H péyiot cuvohikn nuepnota 66om 1povrpogaivng sivar 20 - 30 mg avé kg copotikod Bapoug,
duoupovpevn o€ 3 €n¢ 4 epamaé d6celg kdOe 6 - 8 dpeg. H uéytotn ocvuvietduevn nuepnoto d6on dev
npénel va, Eenepaotel. H ouvorixn d6on dev mpénet va vepPaiver ta 800 mg Povmpopaivng péca oe
24 mpec.

IMa ta Tadd wybouvv T axdAovo:

HMxkio (Bapog) E@dnag 660 XuyvotnTa Méyrwotn ueprioio. 600

6-7 etwv (20-30 kg) 1 d1okio (200 mg) 3 Popéc TV NuUEPQ 3 diokia (600 mg)

8-12 etv (>30 kg) 1 dwokio (200 mg) 3- 4 popég v nuépa 4 diokia (800 mg)
Hikiouévor

Agv ama1todvToL E101KEG TPOTOTONGELG GTT 00GOA0YIO EKTOC KO EAV 1) VEQPPIKT 1] 1 NTOTIKY
Aertovpyia givon petwpévn, omdte 1 docoroyia Ba mpémet va alloloyeitan pepovopéva. Oa mpénet va
AapPavetal pe Tpocoyn 1 00G0A0Yi0 GE AT TV OHAdAL.

Negpixn Avemapkeio
Agv amotteiton peiwon g docoroyiag og acheveic e o £0¢ PETpla veppikn SusAettovpyia (Yio
acBeveic e coPapn veppikn dvciettovpyia, PA. Topdypago 4.3).

Hratikn Averapreio,
Agv amatteiton peimon g docoroyiag og acheveic pe o £0¢ PETPLa NTTIKY SvsAELTOLPYia (Vi
acBeveig pe coPapn nratikn dvcAettovpyio fA. Avievoeilelg).

H owdpxero Ospanciog yia 6reg TIC EVOEIEEIS TOV TPOIGVTOS VO puny vepPaiver Tig 6 nuépes.

Tpémog yoprynong

Ao otOUaTOC YPNOT).

T v TayvTepn Evapén g dpdiong, To GAPLOKO TTPEMEL VoL Yopnyeital pe adeto atopdyl. Ot acOeveic
pe evootnoia oto otoudyt cuvietdrtal va Aapupavouvy v ovapopaivn pali pe Tpoen.

Ta dokia Povmpopaivng tpénet va Aappdvovtor pali pe apketd vypod Kot Vo KOTamivovtal oAOKANpa.



YOPIg va pacmvat, vo Bpavovtatl, va cuvOAiBovtal 1) va mmAilovtal doTE Vo amoQEVYETOL 1|
OTOLOTIKT EVOYANOT KOl 0 £pEBIOUOG TOL PApPLYYQL.

4.3 Avtevoeigeag

. YrepevoioOnoio 61N dpacTikn ovsia 1} 6 KAmo1o arnd T £K60Y TOV AVUPEPOVTOL OTN
Topaypopo 6.1.

o e aoBeveig Le 16Top1KO AeOuaTOg, KVIOmONG 1 AVTIOPACELG GAAEPYIKOD TOTTOV HETA amd ANyM
OKETVAOGOATKLAMKOV 0EE0C 1 MA@V MEAD

. Xe aobeveig e coPapn kapdiakn avendpkelo (Katnyopia IV katd NYHA)

. e acbeveig e coPapn NIOTIKN AVETAPKELN

. e aobeveic pe coPapn veepikn avendpkelo (omelpapatikiy omonon kato tov 30 ml/min).

. e acbeveig pe mabnoelg mov oyetiovrtal pe ovénuévn Taon yo apoppayio 1 evepyd
opopparyic.

. e 000evEilg [LE 10TOPIKO ALOPPAYIOG TOV YOGTPEVTIEPTIKOV 1| SIATPTONG TOV GYETILOVTAL UE
wpornyovpevn Bepamneio pe MEAO.

. e acbeveig e evepyo 1 10Top1Kd VTOTPOTLALOVTOC TEMTIKOV EAKOVE 1 OLLOPPAYING TOV

YOO TPEVTEPIKOV (TOV 0pileTar mg 000 N TEPLIGGOTEPA EEXMPITTA EMEIGOILN ATOOESELYUEVOL EAKOVG 1|
ooppayiag).

. Koatd ) ddpxeta Tov 3°° tpipnvov g kdmong.

4.4 E101kéC TPoEIBOTOMGELS KOl TPOPVAAEELS KA T T1) Y P1ion)

I'evikég mpocrdomonjcelg

Ot avemBOuNTEC EVEPYELEC UTOPOVV VO EAOYLOTOTTONO0VYV, XPTCUOTOIDVTAS TN XOUNAOTEPT
OTOTEAECUATIKY 0OGT] Y10 TN UIKPOTEPT OldpKeLa, 1) ool eivorl amapaitnTn Yo Tov EAEYYO TV
oVUTTOUATOV (BA. TopaypaEo 4.2 KOl YOSTPEVTIEPIKES Kl KAPOLOYYELONKES EMOPACELS TOPUKAT®).

ATOKPOYT GCUUTTOUATOV VTOKEIPEVOV AOUDEEDV

To Advil propei va amokpOyel countdOpaTo Aoipnméng, 0dnymvTag evOeyopEVmg o€ Kabuotepnuévn
£vapén TG KOTAAMNANG ay®YNS Ko, ETOUEVMG, EMOEVDVOVTOG TNV £KPaom g Aoipuménc. Avtd éxet
mapatnpndel o TEPIOTATIKG POKTNPLOKNG TVEVUOVIOG TNG KOVOTNTOS Kol BOKTNPLOKAV EMTAOKDV
g avepevioylds. Otav 1o Advil yopnyeitot yio v avakoveion amd Tov TUPETO 1] TOV TOVO GE GYECT)
ue Aoiumén, cuvictdrol n Tapakoiovdnomn g Aoiuménc. Xe un vocokouelokd teptpdilovia, o
acBevng Oa mpémel va supPovAgVTEL Y1OTPO, EAV TO CUUTTOUOTO EMYUEVOLY 1| ETLOEWVMDVOVTAL.

H paxpoypdvia yxpnomn avorynTikoy wmopel vo tpokarésel Keahadyia, 1 oroia dgv Tpémet vo
avTILETOMIO0EL e VYNAOTEPESG BOGELS TOV PUPUAKOV.

Me v yprion MEZAD kot TV To0TOYPOVH KOTAVIA®GN 0AKOOA, pumopel vo avénbovv ot avemiBounteg
gvépyeleg Tov MEAD, 1dwitepa exeiveg mov oyeTilovTal |LE TO YOOTPEVTEPIKO GOANVA 1] TO KEVIPIKO
VELPIKO GUGT AL

Xp1on 6 NMKLOREVOVG

O nAkiopévol acbeveig Exovv avénuévn ouyvotnta averbountov evepyeldv oto MEZAD e1dikd
apoppayic. TOL YUOTPEVTEPLKOD Kot S1ATPNGCT, TOL UTOPOVV va. aroBodv Bavatneopes. Aoppayio
TOV YOOTPEVTEPIKOV, EAKOC Kot S10TPNON|

Alpoppayio TOV YOOTPEVTEPIKOV, EAKOG Kol LA TPION
Ta MEA® mpénel va yopnyovvIoL Pe TPocoyN 6€ acbeveis Le 10TOPIKd TEXTIKOV EAKOVE Kol GAA®V
YOOTPEVIEPIKAOV TAONGEWDVY, EPOCOV UTOPEL VoL VTTAPEEL EMOEIVOOT TOV CLUTTOUAT®V TOVG (PA.

mopaypaeo 4.3).

Ayoppayia Tov YooTpEVTEPIKOD, £AK0G 1 dtdTpnon Exovv avapepbel pe OAa ta MEAD ce



OTOLOONTTOTE YPOVIKN TEPT0O0 KATA TN O1dpketa TG Bepameing. Ot avemBOUNTEG EVEPYEIEC OVTEC
umopel va givat Bovatneopeg Kot EVOEYETAL VO TPOKOYOLV UE 1 YOPIC TPOEIGOTOMTIKA CULITTOUOTO 1)
TPOT|YOVLEVO IGTOPIKO GOPOPDV YUGTPEVIEPIKAOV GUUPAVTOV.

O «ivévvog apoppayiog, EAKOVG 1 SIATPTONG TOV YOOTTPEVTIEPIKOD GUGTHIATOG Elval HEYOADTEPOG
otav av&avovtal ot d0ceLS IPovTpoPaivig o€ achevelg e 16ToPIKd EAKDV, E10IKE OTOV VTTAPYOVY
emmAoKEG pe aupoppoayio i) d1dTpnon kot otovg nAtkiopuévoue. Or acbeveic avtol Oa mpémet va
apyicovv ) Bepomeia pe T pikpdtepn dvvarty d6om.

H ovvdvacuévn Bepomeio pe yooTPOTPOSTATEVTIKOVS TOPAYOVTEG (TT.). LWCOTPOGTOAN 1| AVUCTOAELS
avTAlag TpoTovinv) Tpénet va eEgTdleTon o avTovg Tovg aobeveic, kabhg kot og acbeveig mov
amorteiton vo Aapfavouy tavtdypova YoUNAEG SOGEIC HKETVAOCUATKVAIKOD 0EE0C 1) GAA. PapUaKOL
7ov TlavoV vo avENcovy Tov Kivouvo BAAPNG Tov yaotpevteptkov (PA. mapdypo@o 4.5).

H tavtoypovn yopiynon g Povapoeaivig kat GAlov MEAD, cuurneptlapufavouévoyv tov
EKAEKTIKAOV aVOGTOAL®V TNG KuKAoo&uyevdons-2 (COX-2), Ba mpémet va amopedyetal AGY® TOL
avénuévou kivdhtvov EAkoug N alpoppayiag (PA. mapdypapo 4.5).

Acbeveig pe 16TOpIKd YOOTPEVTEPIKNG VOGO, E101KA Ol NAIKI®UEVOL 0oBevelg, Ba Tpémel va avapépovy
0m0100MTTOTE 0GLVNOIGTO KOIAOKO GOUTTOUA (E10TKO OLLLOPPAYIC TOL YOGTPEVTEPIKOD COANVE), GTA
apyd otddio g Oepameiag.

[Ipémel va divetar mpocoyn oe acBeveic mov Aapfdvovy Tavtdypovn aywyn mov o propovoe vo
avénoet Tov Kivduvo €Akoug 1 aupopparyiog, Onmg and GTOHOTOG KOPTIKOGTEPOELIN], OVTUTNKTIKG OGS
N Papeopivn, EKAEKTIKODC OVAGTOAELG ETAVATPOCANYNG TNG GEPOTOVIVIC | OVTIOLLOTETAUAOKE,
QAPLOKA OTMG TO OKETVAOGOAKLALKO 050 (BAEne Tapdypapo 4.5 ).

Edv mapovcioctel apoppayio Tov yaotpeviepiko 1 €Akoc o€ acbeveig Tov Aappdavouv
Povpoeaivn, n Bepaneio Bo Tpémel va drakome.

Ta MEA® Qo mpémel va yopnyovuvTal Le TPOGOYY| G ACOEVELG LLE 1IGTOPIKO TENTIKOL EAKOVG Kot GALEG
YOOTPEVTEPIKES SLOTAPAYEC OTIMG EAKMONG KOAITION KOl vOG0g Tov Crohn d10TL eVOEYETOL OL
KOTOOTAGELS QVTEC VO, ETLOEVOOODV.

AWTapayES TOV AVUTVEVGTIKOD GUGTI|LATOG

Ararteiton mpocoyn 6tav 1 ovmpoeaivn yopnyeital o€ acheveic TOL VITOPEPOLV 1] £(OVV 1GTOPLKO
Bpoyykov acOuatoc, xpoviag pvitidog 1| ALEPYIKOV VOGUATOV EPOGOV €xel avapepbel 6TL M
1Povmpogaivn tpokarel fpoyydomaco, Kvidwon 1 ayyEl00idnua 6Tovg acbeveic avtovg.

Alrepyikég avTiopdosis

YoBapég ofeleg avtidpacelg vrepevalctnciog (.. avapLAAKTIKY Kataminéio) Tapoatnpovvial
onavia. Mg 1o TpdTa onpadio avtidpaong vrepevacnaciog petd t AMym Povrpogaivng, n Oeponeio
TPENEL VO, oTAPAToEL. To amattoOeEVa WTPIKA LETPO, OVOAOYO LLE TOL GUUTTAO AT, B0 TPETEL VOl
Eexvnoovy amd eEEBIKEVEVO TPOCOTIKO.

Amarteitol mpocoyn otovg acbeveig ot omoiol epeavicay vrepevoucnacio | CAAEPYIKEG AVTIOPAGELG OE
dAAeg ovaieg, Kabmg pumopel vo SLTPEYOLY AVENUEVO KIVOUVO EUPAVIONC aVTIOPAGEDV
vrepevarctnociog mov gpeavioviot pe v Povmpoaivny. Amaiteitol mtpocoyn oe acheveic mov
TAGYOVV OO AALEPYIKT PVITION, PVIKODG TOADTOOEC 1| XPOVIES OTOPPAKTIKEG OLVOTTVEVOTIKES
droTapayéc, Kabmg vdpyel ovéENUEVOS Kivauvog aALEPYIKAV avTIOpAGE®YV, Ol 0TTOieC UTOPEL va.
TOPOLGLACTOVV OG Kpioelg dobuatog (o Aeydpevo dobua mov TpokaAgitarl omd To avakynTikd),
oionpa Quincke 1 kvidwon.

Kapowukn, veppixi] kon nratiky dovoisttovpyia
Amatteitonl mpocoyn o€ acBeVEIS e VEPPIKT], NTOTIKT 1] KAPOLHKT) SVGAELTOLPYIL EPOGOV 1 YPTON TOV
MXEA® pmopet va €xel og amotérecpa v emdeivoon tng veppikng Aettovpyiog. H cuvong



TOVTOYPOVI ANYT TOPOLOIWV OVOAYNTIKOV aLEAVEL TEPALTEP® avTOV TOV Kivduvo. ['a acBeveic pe
VEPPIKT, NTOTIKN 1] KOAPILOKT] SOVGAEITOVPYIM, TPETEL VO YPTCLLOTOLEITAL 1] KATMTOTN OMOTEAECUATIKN
d00T, Yo TO LIKPOTEPO duvaTd YPOVIKO drdotnpa (PA. mwapdypoaeo 4.3).

Koaporayyelokég kot ayyslokés eyKEQUMKEG EMOPAcELS

IIpwv amd v Evapén g Bepaneiog amorteiton tpocoyn (cvlHTnon Le T0 Y1aTPd 1] TO POPLLOKOTOL0)
o€ aobevelg pe 10TopIKd VIEPTOONC KOV KOpIloKT aveETApKeLd, Kabdg £xovv avopepOei
KaToKpATno”n vYpOV Kot oidnpe tov oyetiloviot pe ) Bepaneio e MZAD.

KhMviég peréteg vmodeikvoovy 0Tt ) xpnon g YPpovmpoaivng, Wwitepa og vynAég d6celg (2400
mg/Muépa) umopel va oxetifeTon pe pio pikpn avénon Tov Kivohvou epedviong Opoppoticadv
APTNPLK®OV GUUPBAVTIOV (Yio TOpAOELy Lo ELPPAYILO TOL HVOKOPSIOV 1 OYYELOKO EYKEPUAIKO
€MEI00010). ZVVOALKA, Ol ETONUIOAOYIKES LEAETEG DEV VTTOSEIKVDOLY OTL OL YOUNAES OOGELG
Povmpopaivng (m.y. <1200 mg /Muépa) cuvdcovtal pe avénuévo Kivouvo eppdvions Bpoupoticodv
APTNPLIK®V GUUPBAVTOV.

Ot acOeveic pe un eAeyYOUEVT VITEPTOCT], CLULPOPNTIKY Kopdlakn averapkela (NYHA II-11I),

Sy VOGUEVT] IGYOLLUKT KOPSLOKT] VOGO, TEPLPEPIKT] APTNPLOKT VOO KOUN EYKEPAALKN ayYELKT VOGO
npénel va, Aapfavouy Oepameio pe Povmpoaivn Katdmy TpoceKTIKNG AEIOAOYNONGC, EVD TPETEL VO,
amo@evyovTal ot LYNAEG doaelg (2400 mg/muépa).

Amarteiton emiong mpooektikn a&loAdynon mpwv v Evapén poakporpdbeoung Oepomeiog oe acbeveig
HE TOPAYOVTES KIVOUVOL EUPAVIONG KAPSLOYYELNKADV ENEIGOJI®V (T.). VIEPTACT], VITEPAUTIOALUICL,
GOKYOPMON O1aPNTN, KATVICUE), IOIITEPO EAV ATUITEITOL 1] YOPTYNION VYNADY 00CE®V 1ovTpoPaivng
(2400 mg/Mmuépar).
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Kotd 1t Oepameic pe MEAD éyovv avapepbel omdvia coPapég dEPUOTIKEG AVTIOPACELS, EVIOTE
Boavatnedpec, petald TV omoiny amoAEmIoTIKY deppaTition, cvvdpouo Stevens-Johnson kot To&ikn
emdeppkn vekporvon (BA. mapdypapo 4.8). Ot acbeveic paivetar va datpéyovy PeYOADTEPO KIVOLVO
EUPAVIOTG OVTMV TOV AVTIOPACENDY GTO APYIKA 6TAdW0 TNG Oepameiag, eV 1 EREAVIOT TNG OvVTIOPAoTG
EeKIVE OTNV TAELOVOTITO TV TEPUITOCEWY VIO TOV TPAOTOL UNvo ¢ Bepameioc. ‘Exovv avagepbet
meplotatikd ofeilog yevikevpévng egavnpatikng eAvktaivoone (AGEP) oyetilopeva pe ) ypnon
TPoiovVTOV Tov TEPIEYoLV Povmpoaivr. H ypron g 1Povmpopaivng mpénet vor S1aKOTTETAL UE TNV
TPDTN EUPAVIOT EVOEIEEMV KUl CUUTTOUATOV GOPAPOV SEPUATIKDV OVTIOPACEDY OTMG OEPLLOTIKOD
e€avOnuatoc, PAafmdv 6Tovg fAEVVOYOVOLC | OTTOL0CONTOTE AAANG £vOEENC vITepevatodnaiag.

Y& eEQIPETIKEC TEPIMTAOCELS, 1| AVEUEVAOYLA Umopel va etvor 1 attio cofapdv AOUDEEDY TOV dEPUATOG
KoL TOV LOAUK®OV 16TMV. Méypt orjuepa, 1 cOUUETOYN TV MEAD oty endeivmon avtdv Tov
AoymEewv dev pumopel vo, amoxAelotel. [ to Adyo avTd, GUVIGTATAL 1] ATOELYY] TNG XPNONG TNG
Povmpoaivng otV TEPITTOOT TNG AVEUEVAOYAS.

Negpikég emophoeig

[Ipénel va divetatr mpocoyn otav apyilel Oepaneia pe Povmpoaivn oe acbeveic pe coPapn
aeLIGT®ON. YTapyel Kivduvog ELPAVIOTG VEPPIKNG OVCAEITOVPYING EIOIKA GE QPLONTMUEVO TOLOLY,
gpnPovug kot nAtkiopévous. Onmg pe ta aAho MEAD, 1 pakpoypdvia yoprynon e povrpopaivig
£)YEL WG OMOTELEG O, VEKPMGT] TOV VEQPIKGOV ONA®V kaOd¢ kot dAAeg TaOO0A0YIKEG OAALOLDGEIC GTOVG
veppovc. ‘Exetl emiong mopatnpnbel veppikn toiodtta og acbeveic 6Toug 0moiovg ot
TPOCTAYAAVIIVEG TV VEQPOV TTailovV Evay avTIoTAOGTIKO pOLO GTY| SLOTPTON TNG VEPPIKNG
apdrtoong. Ltovg acbeveic avtoie, | xopynon MEAD pnopei vo, TpoKaAEGEL 0GOEEAPTDOUEVT
peimon g ovvheong TPOoTUYAOVIVAV Kat, KOTG d€HTEPO AOYO, TNG PONG TOV GILITOC GTOVG VEPPOUG,
oV pmopel va TpokaAEcovy veppikn avemdpketa. Ot aoBeveic mov KvduvedovY TEPIGGOTEPO VO
eupavicovy v avtidpaocr ot ivar 6cot Exovv PAAPN TG VEEPIKNG AglTovpYiag, KapdtaKn
OVETAPKELN, NTOTIKY SuoAEITOVPYia, GGOL TaipvoLV dtovpnTiKd Kot avactoieic MEA kot ot



nikiopévol. H drakomn e Oepaneiog pe MEA® axolovbeitor cuviBwg and endvodo oty mpo
Oepanciog katdoTao.

AYoTOLOYIKEG EMOPACELS
H Bovmpo@aivn, 6Tm¢ kot ta GAla MEAD®, pmopel vo avacTeILEL T CLGGOPEVOT AUOTETAAMY KO
VoL TOPOTEIVEL TO YPOVO PONG GE LY ATOLOL.

Aonmtyy Mnyviyyitioa

Y& oTAviEC TEPIMTAOOELS £xel mapatnpndel donmmm unviyyitda o€ acbeveic vd Oeponeio pe
Povpoeaivn. Iap’ 6Xo mov icwg eivan TepiocdTEPO MOAVO Vo cLpPEel o€ aobevelg e CLOTNLOTIKO
epLONUATOdN AVKO Kol oYETILOUEVO VOSTLOTO TOV GLVOETIKOD 10TOV, £xel avapepbel Kot o aobeveig
IOV OEV £Y0VV VTOKEIUEV YPOVI VOGO.

Minpo@opisg oyeTIKA pE TO £KO0Y O

Kabe emkaivppévo dioxio mepiéyet 144,18 mg caxyapolng, 0,0016 mg mopa-vépo&vPevioikon
uebvreotépa (E218), 0,0016 mg mapa-vopo&vPevioikov mpomvieotépa (E216) kat 0,003 mg
Bevloikov dratog .

- Ot aoBeveig pe omdvia kKAnpovopukd tpofAnpata dvcaveéiog oe YAvKOLn, KoK amoppdenon
YAVKONG-YOAOKTOING 1] AVETAPKELD GOVKPAGT|C- IGOUAATACGNC OEV TTPEMEL VO TTAPOLY TAL
dwokia Advil.

- Mmnopet va Tpokarécel aldhepyikég avtidpdoelg (mbavov e kabvotépnon).

- Avtd 1o pdppoako mepiéyet 0.003 mg Bevloikov dhatog oe kdbe dioKio TOV 1G0dVVOEL pe
0.006 mg/g.

- Avtb 10 apuroKo TEPLEYEL AlydTEPO amd 1 mmol vatpiov (23 mg) avd diokio, Elvar 0vTd TOV
ovopalovpe Kerehbepo vatpiov >>.

4.5 AlMAemopdceirs pe GAlo QUPRIKEVTIKG TPOIOVTO KOl AAAES POPPES AAANAETIOPAOG

®a mpénel va, divetal Tpoooyn otovug acheveic mov AapPdvovy ta akdiovba edpuaKa, EPOcOV £XOVV
ovoeepBel aAANAETIOPACELS G KATOL0VG €€ VTMV:

Tavtoypovn yprion MBavég emopaocers:
Povrpo@aivng pe:
Alo MXZAO, Tavtdypovn xprion pe o MEAD, counephapupavouévey Tomv

CLUTEPILAUPAVOUEVOV TOV EKAEKTIKAOV OVOGTOAE®V TNG KuKAoELYEVAoNG-2, B Tpémet va
EKAEKTIKQOV OVOCTOAE@V TNG | OOPEVYETAL AGY® TOL EVOEYOUEVOL EMMPOSHETOV EMOPACEDY

Kukho&uyevdong-2 (PA. mapdrypago 4.4 E1dikég TpoeldomoiGelg Kot TPOPUAGEELS
KOTA TN Ypnon).
Kopdiakég yAvkooideg Ta MEA® gvdéyetar vo ETOEIVOCOVV TIV KOPILUKT AVETAPKELD,

VO LELOGOVY TO PLOUO TNG GTEPAUATIKTG 1 ONnong Kot vo
ovENGOVY TOL EMIMEDN TOV KAPOLOUKDY YAVKOGIOMV GTO TAAGLAL.

Koptikootepoeion Avénpévog kivouvog EAKOVE 1 ALLOPPAYING TOL YOOTPEVTEPIKOD
ue MXAD.
Avtumktikd Ta MEAD gvdéyetar vo eVioyboovV TN OpAcT TV OVIUTKTIKMV,

omm¢ M Papeapivi.

AVTIOUOTTETOALOKA PapuaKka | AvEnuévoc Kivouvog aioppayiog ToV YOOTPEVIEPIKOD LIE TO
(.. KhomdoypEAN Ko MXAO®.

TIKAOTILOTVT)) KOl EKAEKTIKOL
OVOOTOAEIC TNG
EMAVUTPOGANYTG TNG
oepotovivng (SSRIs)
AKeTVAOCOAMKVALKS 0ED Onoc kot pe ta GAla MEAD, | Tavtdypovn yoprynon
1BovmpoPaivng Kot KETLVAOGUALKVALKOD 0EE0C YEVIKE




AVTEVOEIKVLTOL AOY® TOL EVOEXOUEVOL OLENUEVG EUOAVIOTG
OVETLOOUNTWV EVEPYELDV.

[Mepapotikd dedopéva vrodetkvoovy 6Tt 1) ovTPoPaivn
TOOVOV VO AVOGTEAAEL OVTOYOVIGTIKG TNV ETLOPOOT] TOV
YOUNADV dOCEMV AKETVAOGOAMKVALKOD 0EE0C GTI GLCCHOPELON
TOV OUOTETAAIWV 0TV T SVO PAPLLOKE YOPTYOUVTOL
tavtdypova. [lapodlo mov VILAPYOVY UCAPELEG MG TPOG TNV
TOPEKTACT TOV EV AOY® 0ed0UEVOV G€ KAMVIKEG GLVONKEG, dEV
amokAgieTan ) TOOVOTNTO OTL 1] TOKTIKN, LokpoTtpdOesun ypiom
g Povmpopaivng evogyetal va cupPdiel otn peimon g
KOPOLOTPOCTATEVTIKNG EXIOPACTIC TOL OKETVAOGUATKVAIKOD
0&€o¢ yaunAc 60c0A0YiaG. Aev VITAPYEL TO EVOEXOUEVO KAVIKA
OYETIKNG EMOPOOTG OO TNV TEPIGTUCLOKT XPNOT TG
Bovmpooaivng (BA. mapdypago 5.1).

Aibo

Ta MEA® gvdéyetar vo EAATTOGOLY TNV atofoAn Tov Abiov.

Avtwreptacikd, B-
OTTOKAEIGTES KO SLOVPNTIKAL

Ta MEA® gvdéyetal vo EAATTOGOLV TN OPAoT AVTOV TOV
eapudakov. Ta dtovpntikd propodv vo avEncovv tov Kivéuvo
veppotolikotntag Twv MEAD. e opiopévoug acbeveic e
KATEGTOAUEVT] VEQPIKT AgtTovpyia (TT.). apuiaT®UEVOL acBeveig
N MMKIOPEVOL acBEVELS Le KATAGTAAUEVT] VEPPIKT AELTOVPYIR) M
ovyyopnynon avacstoréa tov MEA, B-amokAeiot 1
ovtayovioTr| g ayysoteveivng 1l ko mtapaydviev mov
avaoTEALOVV TNV KUKAOELYEVAOT| £XEL MG OMOTEAEG L TNV
EMOEIVOGT TNG VEPPIKNG AELITOVPYING, CLUTEPIAOUPAVOUEVIC TNG
mOovng o&elag vepPIKNg AVETAPKELNG, 1 omoia eivat cuvnOmg
avaotpéyiun. Etopévmg, o cuvdvacpog tpémet va yopnyeitot pe
TPOooYN, EWIKE 6ToVG NAKI®pEVOLC. Ot acbeveic Ba mpénet va
EVLOUTOVOVTOL ETOPKMG KO OTOLTEITAL TPOCOYN GTNV
TopaKoAovONON TNG VEPPIKNG AEITOVPYING PETA TNV Evopén TNG
GLVOVOGTIKNG Bepameing Kot TEPLOSIKE GTN CLUVEXELA.

MebotpeEdn Ta MEZAD gvdéyeton vo avacTEIAOVY T1 COANVOPLOKT] EKKPLOT
g nebotpelatng Kol va Petmcovy v kaapon tng
uebotpeEdng.

Kvkhoomopivn Avénpévog kivovvog veppoto&ikdtnrog e MEZAOD.

Taxpoiipovg Otov to MZA® yopnyolvtor poli pe TokpoAovg umopei va
av&Ncovy Tov Kivouvo veppoto&IkOTNTaG.

Z1d0Bovdivn Otav ta MEAD yopnyodvtar pali pe (idoPovdivn pmopel va

avénoovy Tov Kivouvo aplatoAoyiking To&ikotntag. Y mapyovy
ototyela Yo avénuévo Kivouvo atpdpOpov Kot dplatdUaTog 68
HIV(+) apoppopiiikotg mov Aappdvouv tavtdypova Bepameio
ue C1doBovdivn kot povmpoeaivn.

Avtiflotikd THmov KIvoAOVNG

Agdopéva og TEPAROTOL®ma VTOJEIKVDOLY 0Tl To. MEAD pmopel
va 0v&Noovy ToV KivoLuvo GAGUAOV oL cyeTiovTal pe
ovTIPloTikd TOmov KvoAdvng. Ot acBeveic mov Aappdvovy
MZA® kot KIvoAOVeG EVOEXETAL VA £X0VV 0VENLEVO KivOuvo
avATTLENG CTOGUMV.

Avaoctoieic CYP2C9

H tavtoypovn yopriynon ovmpopaivng Le avaoToAEic TOL
CYP2C9 pmopei va avénoet v éxBeon otnv fovmpopaivn
(vmootpopa Tov CYP2CY). Ze o perétn pe foprkovaloin Kot
oAovkovaloAn (avactoreig CYP2CY), katadeiydnie avnuévn
éxBeon S(+)-1Povmpoeaivng katd nepimov 80 émg 100%. Oa
TpEMEL vaL yivetar peimon g d6omg ¢ ovmpopaivng dtov
YOPMYOVVTOL TOLTOYPOVA 1YV POl avactoreic Tov CYP2CY,
wwitepa 6TO VYNAEG 00GELS IPOLTPOPAIVIG YOPTYODVTOL LE
BopikovaldAin 1 eAovkovalon.




YovApovurovpieg Ta MEA® pmopei vo eVIGYOGOLV TIG ETOPACELG TV
GOVAPOVLAOLPLDYV. YTHPENY OTLAVIES OVOPOPES VITOYAVKALLNG
o€ acbeveig vrd Bepaneio pe GovAPovLAOVpiec TOV AduPavay
1ovmpogaivn.

XoAeoTupapivn H tavtdéypovn yoprynon povpoeaivig kot YoAesTupopiving
UTopeEl va LELDGEL TNV amoppden o TG ovTpoPaivig 6To
YaoTPEVTEPIKO cwAnva. QoTOG0, 1 KAVIKN onuacio sival

dyvooT.

AvoyAvkocideg Toa MZAD gvdéyeTon vo EAATTMOGOVV TV ATEKKPIOT TOV
OULVOYAVKOGLOMV.

dutika exyvriioporta To Ginkgo biloba evdéyetan va avénoet tov kivouvo apoppayiog
ue MXAD.

Mupenpiotdovn Meimon 6TV amoTEAEGLATIKOTNTA TOL QOPUOKEVTIKOD

TPoidvToC pmopel Bewpntikd va couPet Adym twv
AVTITPOCTOYAOVIVIK®OV 1310TATOV TV MZAD,
GUUTEPIAAUPAVOLEVOL TOV OKETVAOGOMKVALKOD 0EE0G.
IIepropiopéva otoryeia deiyvouv 6TL 1 cuyyopnynon MXA®
KOTO TNV NUEPO YOPTYNONG TNS TPOSTAYAAVIivNG dev ennpedlet
OPVNTIKY TO, OTOTEAEGLLOTO TG LIPETPIOTOVIG N TNG
TPOCTOYAOVIIVIIC WG TPOG TNV TPAYNAIKY Opitaven 1§ TV
GUGTOATIKOTNTO TG UTPOG KOL OEV LUELMVEL TNV KAVIKT
OTOTEAECUATIKOTNTO TG QOPUAKEVTIKNG SLOKOTNG TNG KUNONG.

4.6 Tovipotnta, Kvnoen ko yarovyio

Kdnon

H avactoAn tng 60vOeoTg TV TPOSTAYAUVIIVAOV UITOPEL VO EXNPEAGEL APVITIKE TIV EYKVUOGVVN
KoM TV eUPpuikn avamtuén. Xtoryeio amd EMONUOAOYIKEG LEAETEC VITOOEIKVOOLV QLENUEVO KiVOLVO
amoPoANG Kot KapdloKNG SOVCTANGING Kol YOOTPOGYIONG LETA TN YP1OT EVOG AVAGTOAEN TNG cVVOESNG
TPOCTUYAOVIVOV GTNV apyn TG EyKLupoovvng. O kivduvog miotevetal 0Tt avEavetal aviloya Le T
d6om Ko T ddipketa g Bepaneiog. Xta (da, 1 YopNyNo™ EVOS avaoTOAEN TG cUVOESN S TV
TPOCTOYAOVIVOV £xEL 0modelyDel OTL 00NYel 6€ ADENGT TV UTOAEIDV TPO KL UETE EUPVTELGONC KO
g euPpuikng Bvnootntag. Emmiéov, avénuévog aplipoc TepioTatik@y dlapopmyv SUGTANCIDV,
GUUTEPTAAUPAVOUEV®Y TOV KOPOLoyYELOK®V, &Yl avapephel og {da mov Tovg YopnyHonKe
avaGTOAENG GUVOESNC TOV TPOGTAYAAVOIV®Y KOTH TNV TEPIOJ0 TNG OPYOVOYEVEGNC.

Ao v 20" gfdopado TG eyKvHOcHVNG Kot UeTE, 1 xpnon Advil propei va Tpokodécel
OAYOUIPALVIO MG OTOTEAEGLO. VEQPPIKTG OVGAELTOLPYiOG TOV gUPpvov. Avtd propet va couPei Aiyo
petd v évapén g Bepomeiog Kot eivar cuvnBmg avacstpéyipo pe  dtokomn. EmmAéoy, vmpEav
OVOQOPES GTEVMOGTG TOL 0PTNPLAKOD TOPOL HETA amd Bepameio 6To deHTEPO TPIUNVO, O1 TEPLGGOTEPES
amo TIC 0Toleg VITOYMPNoOV HeTd TN dokonn g Oepaneiog. Emopévmg, 1 ovmpoeaivn dev Ba mpémet
va yopnynOet Katd T S1GpKELD TOL TPMTOV KOl TOL SEVTEPOV TPUVOD TNG KUMONG EKTOG €4V givat
caQ®G amapaitnto. Av 1 iovrpogaivn ypnoLoroleitol amd pa yuvaika Tov tpootadei va cuALGPEL
N Kot T SIGPKELN TOV TPMTOV 1 TOL SELTEPOV TPLUNVOL TNE KONOTG, 1 8001 o Tpémel va dtatnpeiton
0G0 TO dLVOTO YOUNAOTEPT KoL 1] StdpKel TG Oepameiog va ivarl 660 TO SLVATOV LKPITEPT]. Oa
TPENEL VO, AAUPAVETAL VTTOYN 1] TPOYEVVNTIKT TOPAKOAOVONGT] Y100 OALYyoUOPALVIO KOl GTEVMOOT] TOV
aptnPLeKod TOpov HeTA amd £kbeon oto Advil Yo apketéc nuépeg amd v 20" gfdopdda KOTGNG Kot
petd. To Advil Ba Tpémet vo d1aOTTETAL EAV EVTOTIOTEL OALYODOPAUVIO 1) GTEVMOOT] TOL OPTNPLUKOD
TOPOV.

Koatd ™ didpketa tov Tpitov TpYivou g Kimeongs, OA0t ol avacTolelg chvleong Tmv
TPOGTAYAOVOIVAOV gVOExeTal va eKkBEGOVY 10 EUPpLo oTa akdAovOaL:

- Kaopdionvevpovikn to&ikdtnta (tpoémpn oTéveaor / GOYKAELST] TOL APTNPLOKOD TOPOL KoL
TIVELLLOVIKT) VITEPTOON)



- Neppikn dvorertovpyio (PAETE Topondvem).

210 TEMOG TG EYKVUOGVVNG, Ol AVOAGTOAEIG cUVOESTC TV TPOSTAYANVIVOV Uropel va ekBEcovy
UNTéPO KoL TO VEOYVO oTa EENG:

- Evdeyopevn mapdtacm tov yxpdvou apoppayiog

- AVOGTOA T®V GUOTACEMY TN UNTPOG TTOL UTOPEL VoL 00N YN OEL 68 KABLOTEPTLEVO 1|
TOPOATETOUEVO TOKETO.

Koatd ovvéneia, n ipovmapopaivn avtevosikvotal Kot T SidpKeLo TOL TPITOL TPIUVOL TG KUNGCTC.

Toxetoc
H ypniion ™c 1povmpoeaivng dev cuvietdrol Katd 1 SipKELD TOL TOKETOV.

H évopé&n tov TokeTol umopei vo Kabvotepnoet Kot 1 StipkeLd Tov vo avéndet pe peyakdtepn
mOovOTNTO Cpoppayiog TN UNTEPO KOl TO VEOYVO.

Onloouog
2T1G TEPLOPIOUEVEG UEXPL ONUEPO dLoBECIEC PLEAETES, 1] BoVTTPpOPAiv eppavIleTal 6TO UNTPIKO YAAN
o€ TOAD WIKPEG oLYKEVTPMGELG. H yprion g iBovmpoeaivig dev cuviotdtor otig Onialovoeg untépec.

Toviuotnra
Yrdpyovv evdei&elg 6Tt papuaka ta omoia avacTéAAovy T cvvleon KukAoSuyevdong

/TPOCTAYACVIVOV UTTOPEL VoL ETNPEAGOLY TN YOVOALIKELX YovipotnTa (emidpacn otnv moppnéia) Kot dgv
GLVIOTATOL GE YUVAIKEC TOV TPOoTaBoVV va, GLAALGPOVY. Ze yuvaikeg Tov £yovV SVoKOMES va.
oVAAGBoVY 1 ToL VTOBAAAOVTOL GE EAEYYO TNG OTEWPOTNTAS, Oa mpémel va, e&eTdleTon dlokomn TG
Oepaneiog pe Povnpopaivn. H enidpacn otn yovaikeio yovipotnTa ivol ovasTpEYIUn HETA T
dtokomn ¢ Oepameiog.

4.7 Emopdcseig 6Ny IKOvOTINTO 001Y161)G KUL YELPLGHOD PUNYUVIILATOV

Metd ) Bepomeia pe iovmpopaivn, o ypdvog avtidpacns Tov achevav evoiyeTal va ETNPENCTEL.
AvT106 Tpénel vo AapBAvETOL VITOWYT] OTOV ATOLTEITOL AVENUEVT ETQYpOTTVI|ON, T.). KATG TNV 0d1yNon
OVTOKIVITOV 1) TOV XEPIOUO HNyovnHaTev. Avtd epapuoletat o peyarbtepo fabud otav yiveton
GUVOLOCUOG [LE OVOTTVEVL L.

4.8 AvemOOunTeg evépyereg

To 6VUvoLo TV aVETBOUNTOV EVEPYEIDV TTOL avaPEPONKaV Le PovTpopaivn etval TapOUOLO LE EKEIVO
TV AoV MXAO.

AWTOPayES TOV YUGTPEVTEPIKOD CUGTI|LATOS

O1 cuYVOTEPO AVOPEPOUEVEC OVETIOVUNTEG EVEPYELEG EIVOL YOOTPEVTEPIKNG @O C. Mmopel va
TOPOVGLUCTOVV TETXTIKA EAKN, SLATPNON | AUOPPAYIC TOV YOGTPEVIEPIKOD, avatneopeg 6€ KATO1EG
TEPMTOGELG, EO0IKA o€ NAKI®pEVoVS acBeveic (BA. mapdypapo 4.4. E1dikéc Tpoeldomooelg Kot
TPoPLAGEELS kaTd T xpnom). Exovv avapeplel vavrtia, Epetoc didppoia, petemptopodg,
dvoKoIMOTNTO, SLOTEYTN, KOIALOKO GAYOG, LEAUVO, OUATEUEDT], EAKMONG GTOUOTITION, aLLopparyic,
TOV YOOTPEVTEPIKOV Kol TapOEuVeT Tng KOAITIONG Kat Tng vocov tov Crohn petd and ypnon pe
Povmpoaivn. Atydtepo cuyvi avemBOUNTN evEpYELD OV avapEpOnKe ivor 1 yooTpitida,
dMOEKAOAUKTUALKO EAKOC KOl YOOTPIKO EAKOG KOl SLATPNGT TOV YOGTPEVIEPIKOD COANVAL.

AWTopay£S TOV GVOGOTOUTIKOV GCVGTINOTOS

"Exovv avaeepbel avtidpdoeig vrepevoicnociog petd and Oepaneia pe povmpoeaivn. Avtég pmopet va
givar (o)) un 0k oAhepyikn avtiopacn kot avaeuioiic, (B) avTidpacTIKOTNTO AVATVEVGTIKNG 0000
7oV ekdNA@VETOL cLVNOWG WG dobua, emdevovevo acbua, Bpoyydomacuoc | dvorvola 1 (Y)
SlaTapayEc Tov 6EpUATOC, OTWG eEavOnuaTa S1pPOpmV TOT®V, KVNOUOS, KVIOWGT), TOpeUPd,
OYYEL001OM UL KO, TTOAD GTLAVL, TTOADHOPPO ePVON LN, TOUPOAVYDOEIS dEPLATOTTAOEIES



(ovumeprrapfovouévon Tov cuvdpdov Stevens-Johnson kot T TOEIKNC EMOEPLUKNAG VEKPOAIVOTG).

AOPAEELS KOL TAPUACITMOOELS

"Exel neprypogel emideivoon tov emdepik@v AOUOEEDV (TT.). aVATTLEN VEKPOTIKNG PUCTITIONG) TOV
ovumintet pe  xpnon tov MEAD®. Q¢ ek ToUTOL, £4V ELEAVICTOVV onueio Aolpméng N emdevobovy
Katd TN S1dpKeln XpNoNg g Povmpopaivng, o acbevic cuviotdrtal va angvBuvoel oe yiaTpd yopig
kaBvotépnon.

AWTapay£S TOL OEPRATOS KAL TOV VITOIOPLOV 16TOV

Y& eEQPETIKEC TEPIMTAOGELS, GOPAPES OEPUATIKEC AOIUMDEELS KOl ETUTAOKEC TOV LOAAKDV HOpimv
pmopel va eLPOVIGTOOY KOoTd TN dtdpkela avepoPAoydg (BA. eniong « AOUOEELG KO TOPAGTTOCEIS)
Kot wapdypoeo 4.4).

Kopowokéc kol ayyslokés orotapayésg

KhMvucég peréteg vmodeicvoouy 0tL ) xpnon g YPouvmpoeaivng, Waitepa oe vynAég d6celg (2400 mg
NuepNoimg), pmopel va oxetileTon pe pia pikpr avénon Tov Kivohvou epedviong Opopfotikmy
APTNPLOK®V ETEIGOSIMV (Y10, TOPASELY O EUGPAYLLO. TOV LDOKOPIIOV 1 AyYEINKO EYKEQPUAKO
ene1l06010) (PA. mopaypoo 4.4).

Ot ax6AovBeg avemBounteg evépyeteg mov mBovadg oyetilovtat pe v Povpopaivn TapatiBevrol
avd cvyvotnta cOpeva pe T cuvinkn MedDRA kot ava katnyopio opyavikod cuothipatog. Ot
Katnyopieg ovuyvotTag TaStvopodviol cOUE®VA HE TIG akdAovbec cupupdoeic: IToAd cuyvég (> 1/10),
2oyves (= 1/100 émg <1/10), Oy ovyvéc (= 1/1. 000 mg <1/100), Zmavies (= 1/10.000 £€mg <1/1.000),
[ToAv omdvieg (<1/10.000) kor Mn yvoaotég (dev pmopotdv va ektiunfovv pe Baon ta dabéoya
dedopéva).

Katmyopia/Opyoviké Zootnpe Zoyvotnte  [AvemOopnty evépyeia

AOLUDEELS KOL TOPACITOCELS Oy cuyvég Pivitida

Eravieg Mnviyyitida donmen (BA. Topdypao 4.4)
AL0TOPOYEG TOV OULOTOMTIKOD  [ETTAViES Agvkomevia, Opoppomevia, ovdeteponevia,
KOL TOV AELLPUKOD GLUGTILOTOG OKOKKIOKLTTOPOLUIO, OTANCTIKY OVOLio Kot

OLLOAVTIKT OVOILLioL

Ta TpdTa oNpadia givorl: TVPeTOS, TOVOAULLOG,
EMLPAVELOKA EAKT] OTOUOTOC, GCUUTTMLOTO TOV
opotdovv ot ypinn, coPapn e&aviinon,
OLLOPPAYIC OYVAOOTOL OLTIOAOYIOG KOl LAOAWDTES.

Atotapoyéc Tov avosomonTikod [Oyt cuyvég 'YrepevoioOnoio

GUGTNLOTOG
Eravieg IAVOQUAOKTIKT avTidpaon
To copmtopata propel va givot: S10yKmon Tov
TPOCHOTOL, TNG YAMOGHS KOl TOV AdpuYyd, SLGTTVOLO,
tayvKapdia, vrotact (avapviaéio, ayyelooidnuo M
coPapn Kataminéia).
Poylatpikég datapoyég Oy cuyvég IAbTvia, Gyyog
Eravieg KoatabAnyr, cuyyutikn Katdotaon
AL0TOPOYEG TOV VEVPLKOD Zuyvég Kepoaialyio, (oAn
CLGTNHATOS Oytovyvéc  [MopoucOnoio, vevniio

Emdvieg Ontikn vevpitida




OpOaApcég droTapoyég Oy cuyvég "Exntmon g 6poong
Eravieg To&wkn omtikn vevporadeia
Aratapoayéc Tov 0Tdg KoL TOL Oy cuyvég Exntoon tng akovotikng o&vtntag, epPoég
AapopivBov
AloTopayEc Tov avamveLoTikod  [Oyt cuyvég Bpoyywo aofpa, poyydonacpog, dHomvola

GLOTILLOTOC, TOL BDPUKN KOl TOL
uecobwpakiov

AL0TOPOYEC TOV YOOTPEVTIEPIKOD

Zoyvég Avcreyia, didppota, vouTio, ELETOG, KOIMOKO
Ay0G, LETEMPIGUOC, SVGKOIAOTNTA, UEAALVOL,
OLULOTELEST], QLLOPPOYIO TOL YOOTPEVIEPIKOV
COANVOL

Oy cuyvég [aotpitidn, 00IEKASAKTUAIKO EAKOG, YOOTPIKO

EAkoc, eEEMK®MOT TOL GTOUATOC, SLATPTOT| TOV
YOO TPEVTEPIKOD COAMVAL,

[ToA0 omdvieg

IMoykpeatitidn

Mn yvooTtég

Mapo&uvon kolitidag kot g vocsov tov Crohn

Alotapoy£S TOL NTOTOG KOt TOV
KOANPOP®V

Oy cuyvég

Hratitda, iktepog, nmatiky Aettovpyio un
(PLOLOAOYIKT|

[ToA0 omdvieg

Hrotwm avendpkeio

Arotapoay£c Tov SEPHOTOG KOL TOV
VTOOHPLOV 1GTOV

ZoyVES

E&avOnua

Oy cuyvég

Kvidmon, kvnopog, mopeopa, oyyelooidno

[ToA0 omdvieg

Zofapéc LOPPEG DEPUATIKAOV AVTIOPAGE®DV (TT.Y.
TMOAVLLOPPO EPVON L0, TOUPOAVYDOELS AVTIOPAUCELG
GLUUTEPTAQUPOVOUEVOL TOL GLUVOPONOL Stevens
Johnson kot tng To&IKNG EMOEPUIKNG VEKPOAVGTIC)

Mn yvooTég

DopLOKEVTIKT] OVTIOPACT] LE NOCIVOPIALN KOt
cuoTnkd cvpntopato (Zovopopo DRESS), O&ela
yevikevpévn e€avonpatikn eAvktaivoon (AGEP)
IAVTI0pAGCELG pOTOELAIGONGIOG

AL0TOPOYES TOV VEQPOV KOL TV
0VPOPOPMY 00DV

Oy cuyvég

Ne@poto&kdTTa S10(pOpmV LOPPDOV, T.). SIAUEST
VEPPITION TMV 0VPOPAPOYV COANVAPI®V, VEPPOGIKO
GUVOPOLLO KOl VEQPIKT OVETAPKELDL

[eviéc dratapoyc Kot

ZOyVES

Koénwon

KATOGTAGELS TNG 0000 YOPNYNoNG

Emdvieg

Oionua

Koapdiokég otaTapayésg




Mol ombvieg [Kapdiokn ovemapielo, ELPPOYUE TOV HVoKapdiov
(PA. emiong mapaypapo 4.4)

IAyyEloKEG SLaTOPOYEG

[ToAv omdvieg [Yméptaom

Avapopd mBavoroyovueveov avemBOUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GOE0g KLKAOPOPToG
TOL QOPUAKEVTIKOD TPoidvTog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOUVOL TOL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyelaticg vyeiag vo
avaPEPOLY OTOLEGONTOTE TBUVOLOYOLLEVEG avemBOUNTEG EVEPYELEG oToV EBvikd Opyaviopo
Ddoppakov, Mecoyeiov 284, GR-15562 Xohapyodg, Adnva, Tni: + 30 21 32040380/337, ®a&: + 30
210 6549585, lototomoc:  http://www.eof.gr

4.9 Ynepdocoroyia

To&wotnto

I'evikd dev TapatnpnONKav onueio Kot courtdpeto toéikdTnTog o d0celg katm tov 100 mg / kg oe
Tod1d 1 eviAkeg. 26TOGO, UTOPEL VO YPELOOTEL VITOGTNPIKTIKY| PPOVTION GE OPIGUEVEG TEPUTTMCELS.
"Eyel mapatnpnOei 6t Ta mondid epeoviovv onueio Kot COUTTOROTO TOEIKOTNTOG LETA OO KATATOOT)
doong iong N peyorlvtepnc tov 400 mg/kg Bapovg.

ZOUTTONOTO

Ot eprocdtepot acbeveic mov Elafav onpavtikég tocdtnteg IPovmpopaivng Ba ekdnAdcovy o
ovuntoOpata péca o 4 £0¢ 6 dpeg.

Ta o cuyva avaeepOUEVE GLUTTOUATA OO VIEPSOCOAOYIA TEPIAAUPAvOLY vavTia, EUETO,
KOMakOaAyog, AnBapyo kat vavniia. Zopntopoata 610 KNI tepiiappavovy kepoiodlyio, uPoéc,
CaAn, omacpote kot oanmAeia cuveidnong. ‘Eyovv eniong avapepbel omdvia vootayuog, vrobepuia,
VEPPIKES OLOTAPOAYES, ULLOPPAYID TOV YOGTPEVTEPIKOV, KMUA, Amvola Kot KatacToAr tov KN kot tov
OVOTTVELGTIKOD GUGTNUATOSG. To&KOTNTO TOV KOPILHYYELKOD TOV TEPIAAUPAVEL VTTOTAOT),
Bpadvkapdio Kot Tovkapdio £xel avapephel. e TEPUTTOCELS GNUAVTIKNG VITEPOOGOAOYING, Etval
mOavO Vo ELEOVICTOVV VEPPIKT aVERAPKELD Kol NTaTikn BAGPT. Meydin vrepdocoroyia etvat yevikd
KOAG aveKTn OTOV dev AapPdvovtat GALO GAPLLOKAL.

e coPapéc dMnAnmpraocel pmopet va LpavioTel peTaffoAkn o&Eman.

Ogpoaneia

Agv VITapyEL GLYKEKPLUEVO OVTIOOTO GE TTEPImTMOT VITEPOOGOAOYING UE povTpoPaivn.

Ot acBeveic Oo Tpémel va avTUeT@ORILOVTOL CUUTTOUOTIKG OTTMG ATALTEITUL € YPOVIKO ST Hiog
®OPOAG Ao TNV KATATOoT oG duvntikd Toékng Tocotntag o mpénet va e€etaleton ) xoprynon
gvepyov avOpaxa. Evollaktikd og evniikovg Bo mpémet va e€eTaletan 1) YOOTPIKY TAVGY GE YPOVIKO
SloTnUe piog ®pag amd TV Ayn LIEPPOAKNG dOGNC dSVVNTIKA ATEIANTIKNG Yio TNV (®1] TOVG.
Eniong, o mpémet va dtacpaiiotel 1 opoAr amofoin ovpwv. H veppikr| kot nratikn Aettovpyia o
npénel va mapokorovdeitar otevd. Ot acBeveic Oa mpémetl va maparxorovBodvtor yio 4 dpeg
TOVAGYIOTOV HETA TNV ARYT SUVNTIKOG TOEIKMV TOGOTHTMV. ZVYVOi 1 TAPOTETAUEVOL OTTOGUOL Oa
TPENEL VO, EAEYYOVTAL PE EVOOPAEPLO yopnyNon dtalemaung. AAlo LETPO UITOPEL VO EVOEIKVLVTOL
avdAioyo pe TNV KAVIKY KoTdoTaon Tov acbevovs. Edv eivat anapaitnto, mpénet va d10pBwbei 1
160PpPOTLO TMV NAEKTPOAVT®Y 6TOV 0pO. [0l TIC O TPOGPATEG TANPOPOPIES, EMKOIVOVINGTE UE TO
Kévtpo AnAnmpidcenv.

5. GAPMAKOAOI'IKEX IAIOTHTEX

5.1 D appPIKOOVVUPIKEG LOLOTITES



DopUaKoOEPATEVLTIKT KOTYOPio: AVIIPAEYLOVMAT KO OVTIPPEVHOTIKA QAPLAKA, LT GTEPOELDN,
mopaymya tpomtovikov 0&fog, Kmdkdg ATC: MO1AEO1

[Ipokertar yuo Eva dypopo kpuoTodikd otabepd 61eped, Le onueio ™éEng 75° émg 77°C. Eivan
GYETIKA AOIIAVTO OTO VEPO, OALA EDKOAN OLIAVTO GTOVG TEPIGGOTEPOVS OPYAVIKOVS dtaAvTec. H
1Povmpoeaivn €xel pKa 4,43 + 0,03 Kot GUVTEAEGTH KOTAVOUNG GTO GUGTN O OKTAVOANG-Ooatog 11,7
oe pH 7.,4.

H ynpua ovopacio tg iPovmpoeaivng eivat (£)-2-(4-1cofovtvropaivoro) Tpomiovikd o&v. To
poptakd Papog e Povmpopaivng eivar 206,28 kat o poprakog tomog eivar Ci3His0x.

H 1Bovmpopaivn givatl éva Topdymyo Tov TPomoviKoD 0EEOC, LU OTEPOEIDEG AVTIPAEYUOVMOES
oapupaxo (MZAD) pe avodlynTiky, OVILPAEYLOVOON KOl AVTITUPETIKY OpAoT).

Ot BepamevTikég 1010TNTEG TOL PAPUAKOL Bempeital OTL 0OQEIAOVTAL GTNV OVACTUATIKY OpAcn €l TOV
ev{OoV KUKAOELYEVAGT] TTOL EXEL OC OMOTEAEC LA TY] OTLOVTIKY AVOGTOAN TNG 60vBES G TV
TPOoTayAaVIVOV. O1 1810TNTEG AVTEG TAPEYOLY CLUTTOHUOTIKY VOKODPIOT] OO TN PAEYLOVT, TOV
TOVO Kal TOV TUPETO.

[Mewpapoatikd dedopéva vTodeKvvovy OTL 1) POVTPOPAIVY TOOVOV VO AVUCTELAEL OVTOYOVIGTIKG TNV
EMIOPACT] TOV YOUUNADV SOCEMV UKETVAOGUAKVALKOD 0EE0C GTI| GLGGMPEVGT TOV ULUOTETAAIDV OTAV
TaL 600 PApUAKE XOPNYOOVTaL TOLTOYPOVE. OPIoUEVES PUPLAKOSVVOLIKEG LEAETEG DTOOEIKVOOUV OTL,
otav yopnynOnke pa epdmnas d6om 400 mg 1Povmpoeaivng evtog 8 wpmv mpwv 1 evtdg 30 Aentdv petd
TN AMYN AKETLAOGOAKVALKOD 0&£0G dpeomg amodéapevong (81 mg), mopatnpndnke peioon e
dpAaong Tov OKETLAOGAAKVALKOD 0EE0G GTO oYNUATIOHO BpopuPosavdv 1| 6T CLGCOPELOT
awponetoriov. [opoio Tov VIAPYOLY AGAPELES WS TPOG TNV TOPEKTACT) TOV EV AOY® OEG0UEVOV GE
KAvikég cuvOnkeg, dev amokAeietar | TOAVOTNTO OTL M TOKTIKY, LOKPOTPODEGUN XPNOT TG
1Povmpopaivic evdéxetal va GUUPBALEL GTN HEIDGT TNG KOPOIOTPOCTUTEVTIKNG EMIOPACT|G TOV
OKETVAOCUATKVAIKOV 0EE0G YaumANg SoGoA0YioG. Aev LTLAPYEL TO EVOEYOUEVO KAVIKA GYETIKNG
eMidpaoTg ad TNV TEPLGTAGLOKT ¥PNoN TS YPpovmpopaivie (BA. mapdypapo 4.5).

5.2 DoPPOKOKIVITIKES 1010TNTEG
H Bovmpo@aivn givor éva paxepkd piypa [+]S- ko [-]R-gvavtiopepdv.

Amoppoonen

H 1Bovmpopaivn amoppopdtal Toy€me amd To YuoTPEVTEPIKO choTNa Le Prodtafecipotnta 80-90%.
O1 VYNAOTEPES GVYKEVTIPAOCELG GTOV 0PO EMTLYYAVOVTOL Ui EMG dVO MPEC PETA TN YOPYNON TOV
OKEVOGUATMV QUECTG ATOOEGUEVOTG.

Meléteg mov meptlopfavouy éva oTafepd YELLLO VTOOEKVOOLY OTL 1] TPOPT| dEV EMNPEALEL GNUAVTIKA
TN cuvolkn BrodiabeciudTnTo.

Kowydxio yepdro pe vypd: H povmpopaivn amod koydkia yepiopévo Le vypd amoppo@dtal 6Tov id1o
Babuod pe v Povmpoeaivn and diokia Povrpopaivig, 1 AUCInS givarl icodvvaun. Metd and tov
GTOUATOG YOPNYNOT, TA Koy dKia ovmpoaivig Tapovcidlovy Tmax oe mepimov 35 Aemntd (oe
ovykpion pe ta dtokia Povmpoeaivig 400 mg oe mepimov 90 Aemtd). Avt 1 dapopd Tov
napoatnpeitor oty Tmax €xet diepguvnBei pdvo oTIg LEAETEG PAPHOKOKIVITIKHG.

H amoppdenon g vaTplovyov Swdpikig POVTpoeaivig vl ToyOTEPT GUYKPITIKA UE TH GUUPOTIKA
Poumpopaivn. XTig LEAETEG PAPUAKOKIVITIKNG, 1| VATPLOVX0G d10dpikY| Povrpoaivn enédelle

vynAotepn Cmax kot tpocéyyioe ™ Cmax vopitepa and T copPatikn Bovmpoaiv.

Katavopun



H 1Bovmpogaivn decueveton extevag e T TpmTeives Tov mAdopatog (99%). H povrpoaivn éxet
uikpd 6yko katavoung, mepinov 0,12-0,2 L/kg otovg evilkec.

Buopetasynpotiopog

H Bovrpopaivn petaforiletor Tayéwg 6to fmop HEc® Tov Kutoypdpotog P450, katd tpotipunon tov
CYP2(C9, o¢ dbo mpwtoyeveic adpaveic petaforitec, nv 2-vdpo&v-1ovnpopaivn kot tnv 3-kapPov-
Povmpoaivi. Metd TV amd TOV GTOLOTOS YOPTYNCT TOL QOPUAKOV, EAAPPOS AydTEPO amd T0 90%
HoG omd ToV oTOUATOG SO0 PovTpopaivig wropel va aviyvevbel ota 0Opa o¢ 0&eldmTiKol
petaforitec kot ta cvlevyuéva yAvkovpovidd tovg. ITodd pikpr TocotnTo iovtpopaivig
ameKKpivetal ovaAloimt oo ovpa.

Amofoin

H amékipion amd tovg veppovg givor tayeia kot TAnpng. O ypodvog nuicelag (ong amoPoing twv
OKEVOGLOTMV AUECTG AmOdEGUEVOTG Eival TTEPimov 600 dpec. H amékikpion tng ipovmpopaivng éxel
o€00V 0AOKANpmOEl 24 Mpeg LeTd TNV TELELTAIN dOO.

E1ducoi 700 B

Hiwiouévor

Agdopévng NG amovciog VEPPIKNG OVGAELTOVPYING, VITAPYOVLY LOVO LUKPES, KAVIKA OO LOVTES
SOPOPES GTO POPLOKOKIVITIKO TPOPIA KoL TV VEQPIKT AMEKKPLOT LETAED TOV VEMV KOl TOV
NMKIOUEVOV.

Haiorazpixos minBveuos

210 Todid nAKiog evog £Tovg Kat Avem, LETE amd TPOoSapproyn TG BepamevTikng 606MG MG TPOG TO
Bapoc (5 mg/kg émc 10 mg/kg couatikod Bdpovc), N cvetnuatiky ékbeon oty 1PovIpoeaivy
eaivetol va gival Tapopota e avth Tev evnAikmv. Iowdd nlkiag 3 unvov émg 2,5 eTdv eavnke va,
€yovv peyaAvtepo oyko katavoung (L/kg) kot kaBapon (L/kg/h) tng ifovmpopaivng amd 6,t1 To Todidt
nikiog avo tov 2,5 éng 12 etdv.

Neppixy ovelettovpyia

INoa acBeveig pe Ymo veppikn dvciettovpyia, £xovv avaeepbel avénuéva enineda g (S)-
Povmpoaivic 6to Thacpa, vynAoTepeg TIMEG AUC yioo v (S)-1povmpoeaivn kot avénuéveg
avaroyieg AUC tov evavtiopepav (S/R) o ouykpion pe ta vy dropa. X acbeveic pe veppikn voco
TeEMKOV 6Tadiov oV VIOPAALOVTAV GE ALOdOAIGT), TO HEGO eheVOEPO KAAGHA TG PovTpOPaivig
nrav mepinov 3% oe chykplon pe mepinov 1% oe vyeic eBehoviéc. XoPapr| dwatapayn g veQPKNG
Aertovpyiog umopel va 00N YNGEL G GLGCMOPEVST| TOV PETAPOAITOV TG PovTpoaivng. H onpacio
aVTNG TG dpaog elvar dyvwotn. Ot petaforitec pmopet va amopakpuvOodv pe arpodroiion (BA.
Tapaypaeovg 4.2, 4.3 kar 4.4).

Hratixy dveleitovpyio

AlxooMkn NraTomddeln e NI MG HETPLO NTOTIKT OVGAELTOVPYIR OEV 001 YNOE GE ONUAVTIKA
AALOLOUEVES POPUAKOKIVITIKEG TTOPAUETPOVG.

Xe KippoTikovg acbeveic pe pétpla nratikn svciettovpyia (okop Child-Pugh 6-10) mwov éhafav
Oepamneia pe paxepkn Povmpoaivn, TapatnpROnKe Kotd LEGO 6po dSTAAGLA TaPATACT] TOV YPGVOL
nuicelag Long ko n avaroyic AUC tov evavtiopepdv (S/R) ftav onpovtikd xopniotepn oe
oUYKPLON HE TOVG VY1Elg eBehovTéc vmodekvhovtog datapayn TS Hetafolkng avtioTpopns g (R)-
1Povmpopaivic 6to dpactikd (S)-evavtiopepés (PA. mapaypapovg 4.2, 4.3 kai 4.4).

5.3 IIpoxvikd dgdouéva yio TV A6PAAELD,
Agv vIapy ovV TPOKAVIKA 0£d0UEVO GYETIKA LE TIG AELOAOYNOELS ACPAAELNG, EKTOC OTd QLT TTOV

£yovv NoN avapepbei.
H to&ikdtnta g Pouvmpogaivng og mepdpato og {ma exkdniadnke oc dtoPfpdoelg Kot EAKn 610



YOoTPEVTEPIKO GUOTNLA. Agv £0e1Ee PeTOAAAELOYOVO Opaon in Vitro Kot SV TaV KOPKIVOYOVOS GE
0poVPLioVG Ko TOVTIKLAL. XE TEPAUOTIKEC LEAETEG amodelyTnKE OTL 1] BovTpoPaiv dtomepva TOV
TAoKovVTa aAAG Oev VITapyoLV eVOEIEELS TEPOTOYOVOL dpAoNC.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Koataroyog ekdoymv

Apwvlro apapoacitov, TpoleAaTivomompuévo AUuA0, KOALOEWDEC 010EE1O10 TOV TTVPLTIOL, 6TEATIKO 0ED,
vatplovyog KopueAholn, dpvio apafocitov Uni-Pure-FL, Aaovpobetikd vartpio, coxyapdln,
UIKPOKPUGTUAMKY KuTTOpiv, Kepl kapvaovPne, opagloss regular GS-2-0310, opalux brown AS-
9030A, opacode black S-1-17823 HV 1 opacode black S-1-27794.

6.2 Aovpparotnreg

Agv epapuodletat.

6.3 Avbpkera Lomg
36 pnvec.
6.4 Iowitepeg mpoPurdéers katd T @OLAEN TOV TPOIOVTOG

Mn puvAdocete o€ Beppokpaciao peyarvtepn twv 30°C.

6.5 DVo1 KOL GUGTUTIKG TOV TEPLEKTN
BTX20 (og Blisters)
6.6 Iowitepeg mpoPuAdcers amoppryng Ko GAhog YEIPIGHOG

Ka0e aypnoiponointo eopuokevtiKd Tpoidy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVE 1GYVOVCEG OYETIKEG OLoTAEELS.

7. KATOXOX AAEIAY KYKAO®OPIAX

Haleon EALGg Movorpocwnn Avavoun Etaipeio, pe dtokpitikd titho Haleon EALGG,
Aewo. Knowsiog 274, 152 32, Xaravdpt, AOfva, EAAGOa, TnA.: +302102217200

8. APIOMOZX AAEIAY KYKAO®OPIAX
74769/28-09-2020

9. HMEPOMHNIA IMPQTHE ETKPIZHY/ANANEQYXHY. THX AAEIAX
Huepopnvia mpodng €ykpiong: 20-9-96
Huepounvia avavéwong: 6-2-2007

10. HMEPOMHNIA ANAGEQPHXEQY TOY KEIMENOY

04-12-2023



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	2. ΠΟΙΟΤΙΚΗ ΚΑΙ ΠΟΣΟΤΙΚΗ ΣΥΝΘΕΣΗ
	3. ΦΑΡΜΑΚΟΤΕΧΝΙΚΗ ΜΟΡΦΗ
	4. ΚΛΙΝΙΚEΣ ΠΛΗΡΟΦΟΡΙΕΣ
	4.2 Δοσολογία και τρόπος χορήγησης
	Ενήλικες και έφηβοι άνω των 12 ετών (≥40kg)
	Παιδιατρικός Πληθυσμός
	Η διάρκεια θεραπείας για όλες τις ενδείξεις του προϊόντος να μην υπερβαίνει τις 6 ημέρες.
	4.3 Αντενδείξεις
	4.4 Ειδικές προειδοποιήσεις και προφυλάξεις κατά τη χρήση
	Γενικές προειδοποιήσεις
	Χρήση σε ηλικιωμένους
	Διαταραχές του αναπνευστικού συστήματος
	Αλλεργικές αντιδράσεις
	Καρδιακή, νεφρική και ηπατική δυσλειτουργία
	Καρδιαγγειακές και αγγειακές εγκεφαλικές επιδράσεις
	Νεφρικές επιδράσεις
	Αιματολογικές επιδράσεις
	Άσηπτη Μηνιγγίτιδα
	Πληροφορίες σχετικά με τα έκδοχα
	4.5 Αλληλεπιδράσεις με άλλα φαρμακευτικά προϊόντα και άλλες μορφές αλληλεπίδρασης
	4.6 Γονιμότητα, κύηση και γαλουχία
	4.7 Επιδράσεις στην ικανότητα οδήγησης και χειρισμού μηχανημάτων
	4.8 Ανεπιθύμητες ενέργειες
	Διαταραχές του γαστρεντερικού συστήματος
	Διαταραχές του ανοσοποιητικού συστήματος
	Λοιμώξεις και παρασιτώσεις
	Καρδιακές και αγγειακές διαταραχές
	Συμπτώματα
	Θεραπεία
	5. ΦΑΡΜΑΚΟΛΟΓΙΚΕΣ ΙΔΙΟΤΗΤΕΣ
	5.1 Φαρμακοδυναμικές ιδιότητες
	5.2 Φαρμακοκινητικές ιδιότητες
	Απορρόφηση
	Κατανομή
	Βιομετασχηματισμός
	Αποβολή
	Ηλικιωμένοι
	Παιδιατρικός πληθυσμός
	Νεφρική δυσλειτουργία
	Ηπατική δυσλειτουργία

	5.3 Προκλινικά δεδομένα για την ασφάλεια
	6. ΦΑΡΜΑΚΕΥΤΙΚΕΣ ΠΛΗΡΟΦΟΡΙΕΣ
	6.2   Aσυμβατότητες
	6.3 Διάρκεια ζωής
	6.4   Ιδιαίτερες προφυλάξεις κατά τη φύλαξη του προϊόντος
	6.5 Φύση και συστατικά του περιέκτη
	6.6   Ιδιαίτερες προφυλάξεις απόρριψης και άλλος χειρισμός
	7. ΚΑΤΟΧΟΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	8. ΑΡΙΘΜΟΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	9.   ΗΜΕΡΟΜΗΝΙΑ ΠΡΩΤΗΣ EΓΚΡΙΣΗΣ/ΑΝΑΝΕΩΣΗΣ ΤΗΣ ΑΔΕΙΑΣ
	10. ΗΜΕΡΟΜΗΝΙΑ ΑΝΑΘΕΩΡΗΣΕΩΣ ΤΟΥ ΚΕΙΜΕΝΟΥ

