OYAAO OAHI'TQN: TIAHPO®OPIEX I'TA TO XPHXTH
Claripen® 250mg, 500mg diokia emkoivppéva pe Aertd vpévio
(xkhaprOpopvkivy)

AW Paote TPOGEKTIKA OLOKANPO TO PUVALO 0ONYLOV YPNGNG TPV UPYIGETE VO, YPNGLUOTOLEITE
avTo TO PappOKo.

- ®uld&te avTd T0 PUAAO 0dN YLV Yprionc. Towg xpetaotel va o daPdoete Eavd.

- Edv éyete mepartépm amopiec, pwTNOTE TO YIUTPO 1 TO PUPLOKOTOLO GOC.

- H ovvtayn yw avtd 10 @appoko yopnyndnke yo coc. Aev mpénel vo 0DGETE TO PAPLLOKO GE
dAAovc. Mmopel va Tovg Tpokaiésetl BAAPN, akoua Kot 6TOV To GUUTTONATE TOLG eivar 1010 e Ta
Okl oag.

- Edav kdmoia avemBountn evépyela yivetoar cofapn, 1 OV TOPATNPNOETE KATOW OvemBOUNTN
evEPYELDL TOL OEV AVAPEPETAL OTO TAPOV POUALO OdNYLDV, TUPOKUAEICOE Vo EVIUEPMOETE TO
y1otpd 1 TO POPLUAKOTOLO GG,

To mapdv @vALo 00N LAV TEPEYEL:

Tt eivan to Claripen® kot mowa givar 1y xprion Tov
T npénet va yvopilete npw napete o Claripen®
dc va népete to Claripen®

ITBavég avemBOuNTEG EVEPYELEG

Idc va puidooete to Claripen®

Aowmég minpopopieg.

SurwWNE

1. TI EINAI TO CLARIPEN® KAI IIOIA EINAI H XPHZH TOY
Avtiotikd @dpoko g Katnyopiog TV HOKPOAMOMY.

To Claripen® evdeicvotar yia ) Oepomeio. AowdEemv mov opeilovior o evaichntove ce aVTO
pikpoopyoviopovs. Tétoteg AotudEeig ivat:

o Ao®EELS TOL KATMTEPOV AVATVEVGTIKOD GLGTNIATOG (1., Ppoyyitida, Tvevpovia)

AOUOEELS TOL OVADTEPOL AVATVEVCTIKOD GUGTILATOG (TT.Y. GopLYYiTda, 1ypopitidn)

AOOEELG TOV FEPUATOC KL TOV LOAAK®OV popimv (T.y. Budakitida, Kuttapitida, Epuoimelog)
ZoumAnpouatikn Oepancio (o€ cLVOLAGUO pE AN OVTIPLHOTIKA QAPROKO) Yoo T Bepameio
YEVIKELUEVOV 1 EVIOMIGUEVOV AOWUDOEE®V OQENOUEVOV o dtuma  pvkoPaktnpidi  (m.y.
Mycobacterium avium, Mycobacterium intracellulare, Mycobacterium chelonae, Mycobacterium
fortuitum kot Mycobacterium kansasii).

o ExpiCwon tov Helicobacter pylori yia v avtiuetdmion tov EAKove Tov mIeKadoKTOAOL Kol
TPOANYT] TOV VTOTPOTMOV TOV, €Q° OCOV YOPNYEITUL GE GLVOVOCUO LE OVOGTOAEIC TNG YOUOTPIKNG
£KKPLOTG

Odovtoyeveic AOUDEELS, WG PAPLLOKO OEVTEPNC ETAOYTG.

2. TI IIPEITEI NA INQPIZETE ITPIN ITAPETE TO CLARIPEN®

Mnv mapete to Claripen®

o X mepinmtmon olhepyiog (vepevaicnoiog) oto HaKkpoMIIKAE avTiBloTikd 1 o 0mo100nToTE GALO
ovotatikd Tov Claripen®.

o Maoadll pe pappoxo mov meptEyovv actelloin, oilampion, Tpolidon, teppevadivn Kal pyoTapivn i
dwdpoepyoTopivn.

Mpocétte 1owaitepa pe to Claripen®

o X MEPIMTOON VEQPIKNG AVETAPKELOC.

o X mepinTton eYKLHOoLYNG 1] OINAOGHLOD.

o X mepinT®on NTATIKAG VOCOV.

o Edv vidobete (orddeg xatd ™ Oepaneia pe khapBpopvkivn, ypetdletonr mpocoyn yoti umopel n
CéAn avt va ernpedoeL TNV IKAVOTITA 001YNONG 1] XEPICLOD LNYOVOV.
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€ mEPIMTOON VTOKAALOUIOG.

Y€ MEPIMTDOGELS EMUOVNG SLAPPOLUC.

e mepintwon TanTdypovng YopNYNoNG Le KOAYIKiv.

e mepintwon 6oPapic Kol TOPATETAUEVNC AOTUWOENC

e mepintwon emdeivaong cuUTTOUATOV cofapng Lvachéivelag

Aqyn/Xpion GALOV QopraKev
ITopakareicBe va evnuepdoete 10 yotpd 1 10 Qoppokomold cag edv maipvete N €xete mApeL
TPOGPATO GAAAL PAPLLOKO, OKOLO KOL ALTE TTOL 08V GOg EXovV Yopnynoel e cuvtayn.

Ot axdAovBeg aAlniemdpaoelg mov oyetiCovion pe 1o woéviopo CYP3A éxovv mapatnpnOei pe tnv
gpvOpopvkivn Ko pe v KhapBpopvkivny LeTd TV KukAopopia.

Evnuepdote to yatpd cog, v maipvete @dppoka mov mepLEYovy Beo@LAAIVY, PoaAmpoikd 0&L,
kopPapalenivn, othootaloin, cilompidn, dryo&ivn, Kolyikivi, omd TOV GTOUATOS OVTIINKTIKG (TT.).
Bapeapivn), maphywyo epyotauivig, Swdpogpyotauivny, tpraloraurn, mwdaloldun, oimpaloidun,
pebvimpedviCoddvn,  dloomupauidn,  @oawvvtoivi, aotepilldAn,  TEPPEVASIVI,  TOKPOALLOLG,
KukAoomopivn, mpolidn, Kwidivny, prpapmovtiv, oiddevaeiin, tadalafil, vardenafil, tolterodine,
LoPaoctativy, owPactativn, opempaloln, PwPractivn, efavirenz, nevirapine, rifampicin, rifabutin,
rifapentin, fluconazole, atazanavir, itraconazole kot saquinavir. Mmopei va ypetacbei tponomoinon g
docoroyiog TV QapudKkmv avtdv Katd ) dwipkela TG Oepameiog pe khapiBpopvxivn (BA. map.
«IIpocétte Wuaitepa pe to Claripen®).

Edv mdoyete omd veppikn avemdpkelo kot AouPdvere mopdAinia Oepomeion pe prrovafipn ko
KAapBpopvkivn, evnuepmoTte Tov yotpd cag yiati pmopel va ypelacel peimon e dosoroyiog g
KAapBpopvkivnc.

2100¢ EVIMIKES, 0€ TEPIMTOGN OV AAUPAVETOL GLYYPOVAOS LE TO Claripen® géppako mov mepiéyel
C1d60PBovdivn, Ba Tpémet ta 600 avTd Pdppakae va AapuBdvovtal oe SIUPOPETIKES DPEGS.

Afjyn tov Claripen® pe tpooi| ko moté
To Claripen® Aapfaveron aveaptnTo amd T TpoeH.

Kinon kot Onlaocpog
ZnNToTE T GLUPBOVAT TOL YLOTPOV 1| TOV PAPUAKOTOLOD GO TPOTOV TAPETE OMOLOONTOTE PAPLLOKO.

Oonynon Ko LEPLopég pyavav
Edv vidBete Calddeg katd tn Bepameio pe Claripen®, ypetaleton mposoyn yiati propei 1 {6AN avth va
EMMPEGCEL TNV KAVATNTO 0O YNOTG 1 XEPICHOD UNYOVDV.

3. TIQX NA TIAPETE TO CLARIPEN®
[évtote va naipvete 1o Claripen® avompé cdpeova pe tic 0dnyieg Tov yotpod coc. Edv éyete
auEIPoMeg, pOTAOTE TO YUTPO 1 TO PUPLOKOTOLO GOC.

0l&g 01 Lowuaéels otig omoiss evocinvotal n§ KAaplOpouvkiviy, EKTOS AVTAOV TOV AVAPEPOVTAL GTH]
ovvéyela

H cvvigng ovviotdpevn d6omn tov Claripen® eivar 250mg (1 dwokio tov 250mg) §bo @opéc v
nuépa. Xe Papvtepeg AotudEel n docoroyio umopetl va awénbel oe 500mg dvo opéc v nuépa. H
ovvOng didpkela g Bepameiog eivar 6 g 14 nuépec. Ot ddoelc Aapfavovtor mpwi Kot fpdov.

Av vTOQEPETAL AT VEPPIKT OVEMAPKELD, 1| docoroyia Tov Claripen® pewbverar 6To fov dni. 250mg
e @opd v nuépa 1 250mg 6vo opéc v nuépa oe Papitepeg AolumEelg ko n Bepameia dev

TPEMEL va. TopateiveTol TEPQ amd 14 nuépec.

O eprextikdTTEG TV Otokicv 250mg kot 500mg dev yopnyohvtal o modld KAT® twv 12 €Tdv.



Aopoéeig and pokofaktnpidlo
H «hopiBpopvkivny mpémet va ypnoipomoleitor 6 ouvovooud HE GAAN OVTIHVKOPAKTNPLOIKA
QAPLLOKOL.

H ocvvictdpevn 600m yio Toug EVAAIKESG LLE YEVIKELUEVN 1 EVTOTIGUEVN AoTUwEn amd pokoPaktnpidlo
(M.avium, M.intracellulare, M.chelonae, M.fortuitum) givatr 500mg d%o @opéc v nuépa. H Ogpaneio
ovveyiletal 660 drotnpeitar | KAvikn Bedtioon. Ot 66ce1g Aapfdvovtal Tpwi kat Bpddv.

Expilwon tov eMkofakTnpidiov Tov TVA®POL

Tpiwho Ocpamevtind oynuo.:
Claripen® 500mg (2 diokia Twv 250mg 7 1 Siokio Tov 500mMg) 300 QopEc TV NUEPO GE GLVIVAGHO LE
Apo&ikiddivn 1000mg 600 @opéc v nuépa ko Openpaldin 20mg 2 eopég v nuépa yio 7 nUEPES.

Claripen® 500mg (2 diokia Twv 250mg 7 1 Siokio Tov 500mMg) 300 QopEC TV NUEPO GE GUVSVAGHO LE
Apo&ikiddivny 1000mg 600 gopéc v nuépa kot Openpaldin 40mg nuepnoing yio 7 nuépec.

A1w)0 Ospomevtird oynuo.
H ovvietdpevn docoroyia eivar 500mg tpeig @opég v nuépa yuoo 14 nuépeg, oe GLVOLOCUO e
OVOOTOAELG TNG YOOTPIKNG EKKPLONG.

Odovroyeveic Lotuwlerc: 250mg 600 popég nuepnoing Yo S nuUépeC.

O ywTpog cog Ba emAééet To Bepamevtikd GYNRUa TOL TOPLALEL OTNV TEPIMTOON COLC.

Axopa kol av m Kotdotoon e vyelag cag éxel PeAtiobel v omokatactabel mpv TO TEAOG TNG
Bepanciog, un Stokdyete T yoprynon tov Claripen®. Tvvexiote ) Oepomeia yio 66€C NUEPES GO Exel
GLOTNAGEL O Y10TPOG GO,

Eav mapete peyarorepn d66n Claripen® ané tv kavoviki

ATO TIg avaopEg TOL LVILAPYOVY TPOKVTTEL OTL PETA TN ANYT LEYAANG TOGOTNTAG KAUPLOPOULKIVIG
TPEMEL VO OVOLEVOVTOL YOUOTPEVIEPIKA GLUUTTOUATO. O avemBOunTeg avTdpAcElS Tov oyeTilovon pe
vepPorkEg dOCELG TPEMEL VO AVTIUETORILOVTOL e TV TAYELD OTOUAKPVVGT TOV PAPLAKOV TOV OgV
£xel axoUa amoppoPNOEl Kot [LE VITOCTNPIKTIKEA LETPOL.

2’ aVTEG TIC TEPUTTADGELS, EVIUEPMOTE TOV YLoTPO oa¢ 1 To KEvipo AnAntnpidcewv
TnA.: 210 7793777 Anva.

Eav &gydocte va mapete To Claripen®

Av Egydoete pio 06om, mhpte T 0661 TOL EEXAGATE TO GLVTOUOTEPO SLVATOV, KOl LETA GUVEXIOTE e
TNV KOVOVIKY] 60¢ 000M PACGEL TOV KAVOVIKOD TPOYPELIATOS TTOL GOG £XEl ODOEL 0 YiaTpdg Gog. Mnv
TapeTE OTAN OGN Y10l VO AVATANPMCETE TN 600 TOL Eeydoate.

4. MIGANEX ANENNIOYMHTEZXZ ENEPI'EIEX
Onoc 6ha o pdppaka, étot kot to Claripen®pmopei va mpokodéoetl avembdunTes evépyeteg av Kol
dev mapovctdloviol 6 OAOVG TOVG avOpOTOVC.

Edv kamolo avemBountn evépyela yivetal cofapn, 1| ov Topatnpioete KAmoo avemBounTn evépysia
OV OgV AVAPEPETUL GTO TOPOV QUALO 0ONYIDV, TAPOKAAEICOE Vo eEVNUEPDOGETE TO YOTIPO 1 TO

QOPUOKOTOLO GOC.

Ot avemBounTeg evéPYElEC MOV AvaPEPOVTAL GLUYVOTEPA &ival: Aldppota, EUETOL, KOWAlaKOl TOVOL,
vavtia, dvoneyia, depuatikd eEavinpata, TovokEPoAog Kot aAloimon g yevbong.

Metd v KukAopopia Tov eapudkov avagépbnkav eniong ot katmb avemBounteg evépyeleg:



- KOVTIVTIOON TOV GTOUATOC

- Aevkomevia, Opopfokvtonevia

- OVOQLAOKTIKY avtidpaot), vrepgvoicincio

- vwoyAvKopio

- Yool  dwrtapayn,  yevdaictnomn,  OmOTPOGUVUTOAIGHOS,  CLYYVLTIKN  KOTAoTOOM,
OTOTPOSMTOTOINGN, KATAOALYT, Ayyoc, abmvia, avdpaia dvelpa

- onoaopoi, Cahn, ayevoia, avooyio, ducyevcia, TapoGic

- KOQ®on, tAtyyog, eupoég

- torsades de pointes, Topatetapévo gt NAEKTPOKAPIIOYPAPUATOG, KOIMOAKT] TOXLKOPSioL

- ofelo maykpeatitida, YAOCGITION, GTOUATITION, ATOYPOUATICUOS TNG YADCGCAS, OTOYPOUATICUOS
TOV dOVTIDV

- NMWOTIKN  OVETAPKEWD, NTOTITION, TNTOTIKY YOAOGTOTIKY], IKTEPOG YOAOGTATIKOC, 1KTEPOG
NTATOKVTTOPIKOC, TATIKT AELITOLPYIO U1 PUGIOAOYIKN

- ovvdpopo Stevens-Johnson/to&ikn emdeppikn vekpoAvon, kvidmon, eEavonua

- veoppitda didpeon

- kpeatwvivn aipotog avénuévn, nrotikd évivpo avEnpéva

Orav ovyyoprnyeitoan 1 KAapvBpopvkivn pe openpalodn mapatnpeitor LePIKES POPEG AVOTTPEYLLOG
OTOYPOUATIGUOC TNG YADGGOG Kot aAAoiman NS yevonc.

"Eyovv vap&el avagopég HeTa TV KVKAOQOpia Y1a TOEIKOTNTA KOAYIKIVIG pe TaVTOYpovY] piion
™G KAUPOPOPVKIVIG KOl KOAYIKIVIG, €101Kd 0TOVS NMKLOUEVOLS, HEPIKEG €K TV 0moimv
enpaviotnkav og acleveic pe veepikn) avemdpkela. Xe t€to0vg ao0eveic &xovv avapepOei ko
Odavaror.

AvemOounteg eVEPYEIES GE AVOOOKATEGTOAUEVOVS ATOEVEIS

Ot acBeveic pe hotpdEsig omd pokoPaktpidior mov AapBdvovy Claripen® yuo peydin Sidpketa, mpémet
Vo VTOKELVTOL GE GTEVI] LOTPIKT TOPAKOAOVONGT TOGO KALVIKT 0G0 KOl EPYOCTNPLUKT.

Y€ TepInT®Oon ELPAVIONG KATOLOG 0vTiopao™g KATd T ddpKeLn TG Bepaneiag, EVNUEPMDOTE TO YLOTPO
o0,

5. TIQZ NA ®YAAIIETE TO CLARIPEN®
Na puAdooceton o€ pEPn ov dev 10 POEVOLY Kot dev To PAETOVY Ta TOLILAL.

dvrdocetal og Oepuroxkpacio teptPdirovtog.

Na pn ypnotponoteite to Claripen® peté v nuepopmvio AjENC mov avaeépetar oto kovti. H
nuepounvia AENG eivar  teAgvTAiC NUEPA TOL UAVO TTOV OVOPEPETAL.

To edpuoka dev TPEMEL VO OOPPITTOVTIOL GTO VEPO TNG OMOYETEVONG N OTA oKOoVTidle. Pwthote 10
QOPUOKOTOLd OOG TMG Vo TETAEETE TO. QPAppoaka mov Oev ypelalovior mo. Avtd to pétpo Bo
Bonbncovy oy Tpoctacia Tov mepPaAiovToc.

6. AOIIEX IAHPO®OPIEX

T nepréyer To Claripen®

H dpaoctikn ovoia eivar 1 khapvbpopvkivn. Kabe diokio mepiéyet 250mg 13 500mg khopifpopvkiving
avtiotouyo.

Ta GAla ovototikd eivor: Croscarmellose sodium, microcrystalline cellulose, silicon dioxide
colloidal, polyvidone, stearic acid, magnesium stearate, talc.

Emkdioyn: Hypromellose, hydroxypropylcellulose, propylene glycol, sorbitan oleate, titanium
dioxide E171, sorbic acid, vanillin, quinoline yellow lake E104.



Epgavien tov Claripen® kay mepiex6pevo e cvokevasiog

Aoxia 250mg: Xdaptivo kovti twv 12 diokiov (Blister 2x6).

Aoxia 500mg: Xaptivo kovti tev 21 diokiov (3 blisters twv 7 diokimv) | tov 14 diokiov (2 blisters
TV 7 S1oKiwV).

Karoyog docrog kukho@opiog otnv EALGO0 Kol Tapaymyog
ELPEN AE ®PAPMAKEYTIKH BIOMHXANIA
Aewe. Mapaddvoc 95, 190 09 ITiképur ATtikng.

To mapov pvilo 0dNYLOV Yp6NGS EYKPIONKE Yo TELEVTOIO Qopa Tnv 1.9.2011.

ELPEN A.E. PAPMAKEYTIKH BIOMHXANIA

AEQ®. MAPAG®QNOZX 95, 19009 TIIKEPMI ATTIKHX
m THA.: 210 6039326-9, FAX: 210 6039300

I'PADEIA EINIXTHMONIKHY ENHMEPQXHYX:

AOHNA: ZEBAXTEIAX 11, 11528. THA.: 210 7488712
OEX/NIKH: EONIKHX ANTIZTAZEQY 114, 55134 ®OINIKAZ, THA.: 2310 459920-1
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