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DOYAAO OAHT'TQN XPHXHE: IAHPO®OPIEX I'TA TO XPHXTH

Macladin®
500mg emucoloppéva pe Aemtd vuévio diokio
Clarithromycin

Awfdote TPOGEKTIKG OLOKANPO TO QVALO 0ONYLAV YP1ONG TPOTOV UPYIGETE VO TAIPVETE AVTO TO

PappaoKo.
e DvAdEre awtd TO PUALO 0dNYIDV Ypione. Towg ypelaotel va to drafdoete Eava.

*  Edv éyete nepartépm amopies, p@TNOTE TO YIOTPO N TO PAPLOKOTOLO GOC.

* H ovvtayn v avtd 10 @dppoko yopnynbnke yuo cag. Agv mpénel vo, SMGETE TO PAPLOKO GE
dArovg. Mmopel va tovg mpokaAéael PAAPN, akdpa Kot OTav To COUTTOUTA TOVG gival O pe
Ta O1KdL GO,

* Xg mepintoon mov Oempeite OTL TO PAPUOKO GOG TPOKAAESE KOOl avemlBOUNT evépyela
TOPOUKOAOVIE VO TN YVOOTOTOGETE 6T0 Ogpdmovta 10Tpd GaG, | GTO POAPUAKOTOLO 1 GALO
emayyeApatioc tov Topéa Tng vyelag, M amevbeiog otov E6vikd Opyoavioud Poppdkov
(Meooyeiov 284, 15562, Xolapyog, www.eof.gr

To mapév pvALo 00N LAV TEPIEYEL:

1. Tt eivar To Macladin® kat o givat 1) gprion Tov

2. Tumpémer vo. yvopilete mpotod mapete o Macladin®
3. Hwg va napete to Macladin®

4. ITBavég avemBounteg evépyeleg

5. Iog vo. puidooetor to Macladin®

6. Aoutég minpogopieg

1. TI EINAI TO MACLADIN® KAI ITIOIA EINAI H XPHEZH TOY
AVTIBloTikd APLOKO TNG OUASNS TOV UAUKPOAODV.

To Macladin® evdeikvotar yioo ™ Oepameio AowdEewv mov opeilovion e gvoicOnTOLS TNV
Khapidpopvkivn pikpoopyoviopuovs. Tétoleg AoumEelg etva:

*  Ao®EELG TOL KATATEPOL OVATTVELGTIKOD GLOTIOTOS (T.). Bpoyyitida, mvevpovia).

*  Ao®EEIS TOL AVATEPOV AVOTVELGTIKOD GLGTNLATOG (T.). PAPLYYITIS, LYHOPITLS).

*  Ao®Eelg Tov HEPLOTOC KoL TOV LOAOKAOV popiov (TT.y. Bulakitic, KuTtTapitic, EpLoimeis).

*  YvumAnpouotikn Oepancio (6e cuvdvaoud pe GAAa avTipvpaTtikd edpuaka) Yo Tt Oepameio
YEVIKELUEVOV 1) EVIOMICUEVOV AOUMEEDV 0QEOUEVODY G€ Atuma  pokofaktnpidwo (7.y.
Mycobacterium avium 7  Mycobacterium intracellulare, Mycobacterium chelonae,
Mycobacterium fortuitum ko1 Mycobacterium kansassii).

*  Expifwon tov Helicobacter pylori yio v avtipetdnion tov €AKovg Tov dMOEKOSAKTOAOD Kot
TPOANYT TOV VITOTPOTDV TOV, EPOCOV YOPTYEITUL GE GUVOVAGO LE AVOGTOAEIG TNG YOOTPIKNG
£€KKpLONC.

*  Odovroyeveig AOMEELS, G PAPLLOKO dEVTEPTG EMAOYNG.

2. TI IPEIIEI NA TNQPIZETAI ITPIN NA TAPETE TO MACLADIN®

Mnyv napere to Macladin®
e ¢ mepimtoong arrepyiog (vrepevocOnoiog) ota LOKPOASIKE OVIIPLOTIKA 1| GE OTMO10ONTOTE
d\ho cvotatucd Tov Macladin®.
o Moli pe @dppoxo mov mepiEyovv aoteuloAn (astemizole), ocilompion (cisapride), myolion
(pimozide), tepeevadivn (terfenadine) kot epyotapivn 1 dtwdpoepyotopivn.

Ipocitts wWraitepa ne To Macladin®



http://www.eof.gr/
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e mePINTOON VEPPIKNG AVETAPKELOG

Xe mepinton gykvposvvng 1 Onlacpon

e mepinton NTATIKNG VOGOL

Edv vidBete {alddeg katd tm Oepameio pe Macladin®, ypeidleton mpocoyy yri pmopei
CaAn avt vo ennNPeAGEL TNV TKOVOTNTO 00N YNONG N YEPLIOUOV UNYOVAOY

Y& TepInTOOoT VTOKUAMOLIoG

e TEPIMTAOCELG EMIUOVNG SIAPPOLOGC

e TePINTOOT TAVTOYPOVNG XOPNYNONG ME KOAYIKIVT

e mepinToTn GoPapng Kol TOPUTETAUEVNG AoTHmENg

e TePINTOOT EMOEIVOONG GCUUTTOUATOV coPapnc LLacOEveLag

Afyn GArov Qappixkov

INopokareiche va evnuep®oTe TO0 YOTPO GOG 1 TO POPUOKOTOD GOG €AV TAIPVETE M| €YETE TAPEL
TPOCPOTU PAPLOK, OKOUO KOl 0VTE, TOV OV GO EXOVV yopnynoel pe cuvtoym.

Or axorovBeg arlniemdpdoelg oyetiCoviar pe 10 woéviopo CYP3A  éxovv mapatnpnBel pe v
gpvBpopvkivn kavn pe v Kropdpouvkivn petd v kuklogopia.

Evnuepwote 10 yiotpd coc €6V ToipveTE QAPUOKO TTOL TEPLEYOLY  Bgo@UAAIvY, BoAmpoikd o&D,
kopBoaualenivny, olhootaldin, olampidn, dryo&ivn, KoAyikivn, amd Tov oTOUNTOC OVTITNKTIKG (TT.Y.
Bapeoapivn), mopdywya epyotouivine, dwdpoepyotouivny, TproloAdun, wdaloldun, oimpaloldun,
ueBvAnpedvilorldvn, S160TVPAUIdN, EOVVTOIVT, AoTEMLOAN, TEPQEVADIVY, TAKPOMUOVE, KUKAOGTOPivN,
muolidn, xwidivn, pwpourovtivn, ocwdevoeiin, tadalafil, vardenafil, tolterodine, AoPooctativn,
owpaoctativn, ouempaldin, BiwvPraoctivn, efavirenz, nevirapine, rifampicin, rifabutin, rifapentin,
fluconazole, atazanavir, itraconazole & saquinavir. Mropei vo ypelocOei tporonoinon tng docoroyiog
TOV QUPUIKOV aLTOV Katd Tn didpkeo tne Oepanciog ue kAapiOpouvkivn (BA. IIpocééte Wwaitepa e

10 Macladin®).

Edv maoyete amd veppikn ovemdapkelo kot AouPdavete mapdAinio Oepameic pe prrovafipn xot
Khopdpopvkivn evnuep®oTe TO YoTpO c0G YTt pmopel va ypeloodel peimon tng docoroyiog Tng
KhopBpopvkivng.

Ytoug evijlikes, og TepinTmon mov Aaufdvetar cvyypdovac pe to Macladin® gappoko mov mepiéyet
(100Bovdivn Oa mpémel T SO AVTA PAPLOKA VO AAUPAVOVTOL GE SLUPOPETIKEC DPES.

Ay Tov Macladin® pe tpoéc kar motd
To Macladin® AapBdveton aveEapmta omd T TPoen.

Kinon kot Onhaopog
ZntoTE TN GLUPOVAT TOV YLOTPOD KOL TOV QUPLOKOTOI00 GO TPOTOV TAPETE OTOLOONTOTE PAPLOKO.

001yNoN KOt LEPIGROS PNYAVOVY
Edv vidbete {ahadec katd ) Oepaneia pe Macladin®, ypeidleton mpocoy ywati pmopei 1 (GAn ot va
EMNPEACEL TNV TKAVOTNTO 00N YNOTG 1 YEPIGUOD UNYOVAV.

3. [1QX NA ITAPETE TO MACLADIN®

[Iavtote va maipvete to Macladin® avompé copgova pe Tic odnyieg Tov ywrpod coc. Edv éxete
apePoriec, pMTAGTE TO YIUTPO 1 TO QOPLOKOTOLO GOC.

0leg 01 lomudéelg oTis 0moies evoeikvoTal 1 KLoplOpouvkivy), EKTOS AVTOV OV AVIPEPOVTAL GTH
GUVEELD,

H ovvnOng ocvvictopevn do6on tov @oapudkov givar 250 mg dvo @opég v nuépa. Xe Papvtepsg
hoymEelg 1 docoloyio pmopel va avéndel oe 500 mg dvo @opég v nuépa. H ouvidng didpketa g
Oepamneiog eival 6 g 14 nuépeg. Ot dooeig Aappdvovtor Tpmi kat fpadv.
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Av vIo@épeTe omd veQpPIKT| avendpketo, 1 docooyia Tov Macladin® peidveton oto Huov, dnhadh 250
mg pio eopd v nuépa 1 250 Mg dHo popég v Nuépa oe Papitepeg AoumEeElg Kot 1 Oepameio dev
npénel va mapoteivetal mépa and 14 nuépec.

Ta diokia v 500 mg de yopnyovvTal 6 TOUdOLA KATM TV 12 €TV,

Aoudéeis amo poxoflaxtnpioio

H «chapBpopvkivny mpémet va xpnoiponoteitor 6e cuvOLAGHO Le GALN AVTIHVKOPAKTIPIOIOKAE PAPLOKAL.
H cuvictdpevn 660m Yo Tovg EVAAIKES e YEVIKELUEVT N EVIOTIGUEVT AoIp®EN omd pokofoktnpidio
(M. avium, M. intracellulare, M. chelonae, M. fortuitum) eivan 500 mg d00 @opég v nuépa. H
Bepamneia cvveyiletar 6o datnpeitarl n KAwvikn Pertioon. Ot docelc Aappdvoviar tpwi kKo Bpadv.

Expilwoen tov elikofoxtnpioiov tov mviwpod

Tpirlo OepamevTino oynua,

To Macladin® 500 mg 390 gopéc TV NUEP G GLVdVAGHS pe apo&ikiAdiv 1000 mg Vo popéc tv
nuépa kot opempaloAn 20 mg dvo QopEg TNV NUEPA Yo 7 NUEPEG.

To Macladin® 500 mg 500 gopéc tv Nuép 6 GLVdVAGUS pe apo&uciddivy 1000 mg Vo popéc tv
nuépa Ko openpaloin 40 mg nuepnoimg yo 7 nuépes.

A6 Ospansvtiné cynjua
H ocvvictdpevn docoroyio etvar 500 mg tpelg @opéc v nuépa ywoo 14 nuépeg, o cuvovaoud e
OVOOTOAEIC TNG YOOTPIKNG EKKPLOTC.

Qdovroyeveic lowmaéeig
250 mg dvo Qopéc nuepNcimg Yo S NUEPES.

O y10tpdg oag Ba emAélel To OepamELTIKO YN TTOV TOPLALEL GTNV TEPIMTMOT| GOG.

Axépo Kt av 1 katdotoon g vysiog cog £xel feltimbel 1 amokatactabel Tpv To T€A0g TG Bepameiag,
U SlOKOYETE T XOpNyNo™ Tov papudkov. vveyiote T Oepameio yio 6GeC NUEPEC GOC EYEL GLGTNGEL O
Y1TpAC GOG.

Av mapete peyarvrepn 860 Macladin® améd Tqv kavoviki

Ao TIC avaQopEG OV LILAPYOVY TPOKVTTEL OTL UETA TN AYM HEYOANG TocoTTag KAaplOpouvkivig
TPETMEL VO AVOLEVOVTOL YOOTPEVTEPIKA cupmtapata. Ot avemBountes avidpdoels mov oyetilovrol pe
VIEPPOAKES OOCEIS TPEMEL VO AVTILETOTILOVTOL E TNV TAXEID OTOUAKPVUVGT TOV QPOPUAKOVL OV dgv
£xel aKoOU0 omopPoPN el Kot LE VITOGTNPIKTIKG HETPO.

Ye aVTEC TIC TEPWMTMGELS, EVNUEPDOTE TO YWIpd cag N T0 Kévipo AnAnmpuicenv, ti: 7793777
Abnva.

Eav Eeydoate va mapere To Macladin®

Edv Eexdoate po 600m, Tapte T 060m mov EEYAoaTe TO GLUVTOUOTEPO duVATOV, KOl LETE GUVEYICTE e
TNV KAVOVIKT] 60,G 06T PAGEL TOV KOVOVIKOD TPOYPAULATOS TTOV GG EYEL ODGEL O YLOTPO GOG.

Mnv mtapete STAN 006N Y1 VO, GOUTANPOGETE TN 000 oL EEYdioaTE.

4. IIOANEX ANEINIOYMHTEX ENEPI'EIEX

Onog 6ha ta pappaka, £tot kot o Macladin® pmopei va mpokadécet avembOuNTeg EVEPYELES AV Kat
dev Topovctalovtal 6€ OAOVE TOVG avOpmTovC.
Edv xdmowo avemBountn evépyela yivetar cofapn, 1 av TapoInpioETe KATOL0, OvemBOUNTN eVEPYEL
OV OEV OVOQEPETOL OTO TAPOV PUAAO 0dNYldV, Topakoieiche va evnuepmceTe TO Ytpd 1N TO
(QOPLOKOTOLO GOC.
Or avemBounteg evépyeleg TOL QUPUAKOL TOL OavaEEPOVIOL GLYVOTEPQ civol Aldppola, €uetot,
KOAl0KOl TOVOL, VouTia, ducmeyia, deppatikd eEavOnuoTa, TOVoKEPAAOG 1 ALOIGT TG YEVONG.
Metd TV KuKAoQopio TOL POPUAKOL avaeEPONKAY ETIONG 01 KAT®OL avemBOUNTEG EVEPYELES:

o  Koavtivtioon tov otépaToC

e Asgvkomevia, Opoufokvtonevia

o AVOQUAGKTIKY avtidpaot, vtepevaiotncio

3
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e Ymoylvkoipio

Yoyoown dwtopayn, wevdaichnom, omomPOCAVOTOAIGUOC,  GLYYLTIKY]  KOTAoTAO,

OTOTPOCMITOTOINGN, KUTAOAYN, Ayy0g, abmvia, avduoia OVELPQ

Yroaopoi, {aAn, aysvcio, avoopuia, ducysvacio, mapoouio

Koewon, ihyyog, eppoég

Trosades de pointes, mapatetapévo gt NAEKTPOKOPSIOYPUPNUATOC, KOTALOKT] ToLKapdia

O&elo  maykpeatitida, YA®OGCITION, GCTOHOTITION, OTOYPOUATIOUOS 1TNG  YADOOWG,

OTOYPOUUTIGLOG TMV 0dOVTOV

e Hnotikn avendpkewo, mMuotitido, MTOTIKY YOAOCGTATIKY, {KTEPOG YOAOGTATIKOS, 1KTEPOG
NTATOKLTTAPIKOG, NTATIKN AEITOVPYIa L] QLUGLOAOYIKT|

o XOvdpouo Stevens-Johnson, to&ikn emdepuikn vekporlven, kvidmon, e&avonua

o Neopitida didpeon

o Kpeatwivn aipotog avénuévn, nrotikd vivpa ovénuéva

Otav ovyyopnyeitor n KiapOpopvkivn pe ouempaloin, mapoaTnpeiton HEPIKEG POPES AVOSTPEYLLOG
ATOYPOUOTIGHOG TS YADGGOG Kot 0AAOI®GT TNG YEVOTG.

"Exovv vaapéer ava@opés petd TNV Kuklo@opic yio TNV TOEWKOTNTO TG KOAMIKIVIIG pE TNV
TAVTOYPOVY AP0 TNG KAUPLOPORVKIVIG KOl TIG KOAYIKIVIG, E101KA GTOVS NAKIOUEVOVS, HEPIKEG
€K TOV 0TOLOV gp@avioTnKav og ao0eveic ne veQpikl avendpkela. X Kamowovg acleveig Eyovv
ava@epOel ko Oavaror.

AvemOOuNTES EVEPYELES OE AVOCOKATAGTOANEVOVS 000EVEIS

Ot aoBeveic pe hodéeg amd pokoPaxtnpidia mov Aapfdvovy Macladin®, yia peyéin Sidpketa, Tpémet
V0L VTTOKEVTOL GE GTEVT LOTPIKN TOPAKOAOVON O™ TOGO KAWVIKT 0G0 KOl EPYOGTIPLOK.

Ye mepint®on eUEdviong KAmolng avtidpaons katd T Sidpkela tng Bepaneiog evuepOOTE TO YOTPO
oG,

Ye mepimtoon mov Oewpeite OTL TO0 QApUOKO COG TPOKAAESE KOmOwW avemBountn evépyesln
TOPOKOAOVUE VO TN YVOOTOTOWGETE oT0 Ogpdmovta 1wTpd GOG, 1 OTO QUPUAKOTOd 1 GAAO
gmoyyeApatioo Tov Topén TG vyeiag, N amevbeiog otov EOvikd Opyaviepd @opudakmv (Mecoyeiov 284,
15562, Xolapyog, www.eof.qgr).

5. QX NA ®YAAXIETAI TO MACLADIN®

Na purdooetat o€ pépn mov dev 10 POAVOLVY KoL OV TO BAETOVV T TALOLAL.

dvidooetan og Oepuokpacio TeptPAAAoVTOC.

Na pn ypnowomoteiton o Macladin® petd v nuepounvie ARENC mov avagépetar oto kovti. H
nuepopnvio ANéEng etvor 1 tekevtaio HEPO TOL PIVO TOL OVOPEPETOL.

Ta @dpuoko dev TPETEL VO OTOPPITTOVTOL GTO VEPO TNG UMOYETEVGNC 1| GTO, GKOVTIOLA.
Poteiote T0o popprokomold Gog Ths Vo TETAEETE TA QAP LOAKO TTOV dEV YPEALOVTOL L.
Avtd o pétpa Ba fondnicovv oty Tpoctacio Tov TEPPAALOVTOG.

6. AOIIIEX IIAHPO®OPIEX

T repréyer To Macladin®

e H dpaotikn ovcia eivar kKhapiBpopvkivn (Clarithromycin).

e Toa dAra ovotatikd eivar: Crosscarmellose sodium, Cellulose microcrystalline (Avicel PH 102),
Silicon dioxide, Povidone (K value 29-32), Stearic acid, Magnesium stearate, Talc. ZovOeon
gmkaloyng:  Hydroxypropylmethylcellulose 2910, Titanium dioxide E 171, CI 77891,
Hydroxypropylcellulose, Propylene glycol, Sorbitan monooleate, Sorbic acid, Vanillin,
Quinoline yellow aluminium lake E 104, CI 47005.
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Epgavion tov Macladin® kat mepieyopevo cvoksvasiog
Xaptvo kovuti mov mepiéyetl 14 1 21 diokia Kot pOALO 03NYIOV XPHOTG.

Karoyog dociog kukhogopiog: TARGET PHARMA EIIE, Mevavopov 54, 104 31 Abnva, TnA.: 210
5224830, dag: 210 5224838, e-mail: info@targetpharma.gr

Hopaywyog: appoxevtikny Bropunyavie PROEL EITAM. I'. KOPQNHX A.E, Aniov 9 12134, Abnva,
EXLada

To mapov ¢vilo 0dNYLAOV xpR6NGS EYKPIONKE TEAEVTALN POopd oTIg: 28-05-2013
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