®Yrro ooV rpiong: IIinpogopisg Yo Tov ypnoty

Claripen
Koxkia yio méoypo evardpnpe 250mg/Sml

KhoplBpopokivn

AW PaoTe TPOGEKTIKA OLOKANPO TO QPUAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO
QOOaPLOKO, OLOTL TEPAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DuAdEre avTd TO POALO 03N YLDV YpIoNc. Tows ypelaotel va To dwfdocete Eavd.

- Edv &yete mepartépm amopies, potiote TOV Y1Tpd 1) TOV QUPLAKOTOLO GOG.

- H cvvtayn y1” avtd 10 edpuaxo yopnynonke amokAeloTikd yio. 6og. Agv mpénel va, SDCETE TO

PapuoKo o€ GALOVG. MTopel va Tovg TPOKOAEGEL PAGPT, KOO KOt OTAV TO GUUTTMOLOTO TNG
ac0éveldg Toug gival id1o pe ta Sk Gog.

- Edv mapatnpnioete kamoto avemBountn evépyeia, EVIUEPMDGTE TOV YIATPO 1) TOV PUPLOKOTOLO
G0c. AVt 1oy0EL Kot Yol KAOe mhavn avemBOUNT VEPYELD TOV OV AVAPEPETOL GTO TAPOV
@OAAO 0OMYLDV ¥priong. BAéme mapdypago 4.

T Tepréyel To TOPOV GVALO 00N YLAOV:

1. T etvon To Claripen kou oo gtvor 1) xpromn Tov

2. T mpémer va yvopilete mpwv mhpete to Claripen

3. [og va mapete o Claripen

4. [MBavéc avemBOunTes evépyetes

5. [Twg va puidocete o Claripen

6. [Tepeydpeva TG GLOKELOGING KOl AOUTEG TANPOPOPIES
1.  Tuiveivar o Claripen kou wowa givan i yp1ion Tov

AVvTIBloTikd APLOKO TNG KATNYOPLOG TOV LOKPOAODV.

To madratpikd evarmpnua Claripen 250mg/5ml gvdeixvotal yuo ) Oepomeio Aoywmdéemv Tov

0QeiAovTal 6€ €VAICONTOVG HIKPOOPYAVIGHOVS TNV KAaptBpopokive.

Téroteg howdéeig eiva:

- AOPDEEIS TOV KATMTEPOV OVOTVEVGTIKOV GUGTALATOS (.. PpoyyiTida, TvELHOVIN).

- AOUDEELS TOV AVADTEPOV AVOTVEVGTIKOD GUOTNUATOG (.Y, CTPEXTOKOKKIKT (OPLYYITION).

- Oéela péon TvmdoNg mtitida.

- AoDEELS TOV FEPUATOG KOL TOV LOAAKDY popimV (TT.). LoAvGHaTIKO KNpio, Bulaxitida,
OTOGTLLOTO, KLTTOPITION).

- SVUTANPOUOTIKY Oepameio G€ YEVIKEDUEVEG 1) EVTOTIGUEVES AOUMEELG OPEIAOUEVES GE GTLTIOL
pokoPaxtnpiow (n.y. Mycobacterium avium, Mycobacterium intracellulare, Mycobacterium
chelonae, Mycobacterium fortuitum xon Mycobacterium kansasii).



2. Tuvrmpémer va yvopilete npwv wapete To Claripen

Mnyv népete to Claripen

- o€ mepintwon arlepyiog (vrepevarcOnciog) Tov Tad10d GoG oTO LaKPOASIKE avVTIPLOTIKA 1) o€
omotodnTote AAA0 cvotatikd Tov Claripen (avagépovtatl oTny Topdypoeo 6)

- pali pe appoka Tov TepEyovy acTeUILOAN, o1lampidn, doumeptdovn, Tiuolion Kot
TEPPEVDIVT, KABMG 0 GVVIVAGOG AVTOV TOV PUPLAK®OV UTOPEL V. TPOKAAESEL GOPUPES
dwatapayéc oTov Kapdakd puduod

- gbv Aappdvete GAlo apuaka To omoio eival yvwoto 6Tt Tpokolovy coPapéc dlaTapayEs oToV
Kapdokd puiud

- edv Taipvete QAPLOKO TO 0TTOl0 TEPLEYEL AOUITOMTION

- edv €yxete 16TOpKO TapdTaong Tov dwotipatog QT (cuvyyevi 1 TekunplOPEVN ETIKTNTN
napdrtacn tov Swwotipatog QT) 1 Kothakng kapdiakng appubpiog, copmeptAapfovorévng g
TayvKapdiag diknv puridiov (torsades de pointes)

- pali pe avactoreic tng HMG-CoA pedovktdong (ototivec) mov petafolilovtal EKTEVHDG LECH
tov CYP3A4 (MoBactativn i) oypfactativi), AOY® Tov ovénpévonu Kivovvov poondoetag,
ocupmeptioppavouévng g pafdopvorveng

- ebv &yete younAd enimeda Kahiov 1 poyvnoiov 6to aipo oG (VTOKOAOLIN 1) VITOLLOYVIGLOLUIR)

- edv méoyete amd GoPapn NTATIKY AVETAPKELNL GE GLVOVAGHO LE VEPPIKT duoAettovpyia

- edv Taipvete eappako mov ovoudlovtot Tikaypelopn, Paumpadivn 1 pavoralivn (Yo ™
oBdayyn M v T peiowon g mBavoTnTag Kapdlakng TPoSPoins 1 EYKEPUALKOD ENEIGOSIOV)

- pali pe ™ dpacTIKn ovcia, KOAYIKivN).
Ipogrdomonoeis kot TpoPuAGEeLS

IIpociEre wwaitepo pne To Claripen

Evnuepaote tov ylatpd cog og mepintmon mwov 1o waidi Gog:
- Ymopépetl omd vEQPIKY| AVETAPKELOL.

- "Exel mpofAnpata e 1o GUKMTL.

- [Mapovoidoet diappora.

- "Exel coPapn| kot mopatetapévn Aoipwén.

AmevBuvbBeite 6TOV YI0TpO M TOV PapLOKOTOd GaG TPy ypnolponomoete o Claripen.

Alro gappoxa kor Claripen

Ot evijlkeg yovaikeg mpty Adfovv To evarwpnua Claripen 0o mpénet va cupovAehoviat Tov yorpod Toug
o€ MEPIMTOOT EYKVUOGVVNG 1] ONAacov.

H acedlieo Kot 1 amoTeEAEGHOTIKOTNTA TNG KAAPLOPOULKIVIIG G Todld KAT® TV 6 Unvav dev €xel
TeEKUNPLOOEL.

H aogdieia g khapiBpopvkivng e maidld pe pokofoaktnpiotokés Aoméels kito tav 20 pnvav dgv

&xet peletnOet.

Evnuepmoete tov yatpo 1 Tov QopUoKonold cag 6V maipvete 1| ExeTe TpOcOUTA TAPEL AN PApLLOKAL,
OKOUO KOt 0T oV dev Gag Exovv yopnynbel pe cuvtayn.



Evnuepdote TOV Y10Tpo 605 €0V AauPAvete KAMO0 amd To QAPUAKO TOV AVUPEPOVTOL KATWTEP®,

€POCOV OmoLTEITOL EO1IKN TPOGOYN Kol UTOPEL va, ypelachel TpomonoinoT g 0060 0YING TV PAPUAK®V

ovTOV KaTd T ddpkela TG Bepaneiog pe Khappopvkivn:

. KOAyKivn,

. tpraforofeviodialenivec, Omwg tprafordun kot pdaloAdun,

. 076 GTOUOTOS VIOYAVKOLUKOVG TAPAYOVTIEG/ IVGOLALIVY, OTTMOG VATEYALVION Kol pemaryAvion,

. Bapeapivn 1 omotodqmote GAAO avTimnkTiko .y dapryatpdvn, ppapolapmdvn, amEapumdavn,
€00&aUmavn (Ta ool YPNCULOTOLOVVTAL Y10l VO OPOLOGOLV TO aipla GalG),

. GAAQ LOKPOMOTKA OVTIPLOTIKG, KOOMDC Kot AVKOLUKIVY) Kot KAVOOUVKIVNY,

. avaotoieic Tng HMG-CoA Pedovktdong (otativec), Omwg AoPactativn 1| ouPactativn. Edv n

aywyn pe kKhapBpopvkivn dev givar duvatov va amopevydet, tdte 1 Bepaneia pe AoPactotivn 1
oPootoativn TPEMEL Vo SIOKOTEL KOTA TN SIAPKELD TNG OYDYNG. L€ TEPITTOCELS OOV 1
TaVTOYPOVT YpNon KhapiBpopvkivng pe otatives dev pmopel va amopevyfel, cuvictdrol va
cuvtayoypoeitar n eELdyotn eykekpiévn d6omn ¢ otativing. Mmopel eniong va eEetaotein
XPNOM Mg otativing Tov dev eoptdtot amd 1o peTaforiopud pécm tov CYP3A (m.y.
@AovPactativn).

H ypfion tov axérlovbov goppdkov avievoeikvotar avotnpd Adym tng mbavotnrag v coPapés
AAANAETIOPACELC:

. clanpion, doumeptddvn, mipolion, acteilldin Kot tepeevadivn,

. gpyoTapivn/dwdpoepyoTapivn,

. amd 6TONTOG daloAdu,

. avaoToAElg TG avaywydons tov HMG-CoA (ototiveg).

Emdpdoeig GAL®V QupUOKEVTIKOV TPOIOVTOV GTIV KAaPBpopvKivn

. Déappoxa mov givan enaywyeig tov CYP3A (m.y. prpaumikivn, eavotoivn, kapBapalenivn,
eowvopapprrain, Borcouodyopto (St John’s wort)).

Ta akdrovBa pdapuaka givol yvootd 1 VmonTa OTL EXNPEALOVY TIC GUYKEVTIPMGELS TG
KAoplOpopvkivng 6to TAdGOL:

. Eogoafpévin, vefrpamiv), proaumikivn, pLooumronTivy Kot pupomTevTivn.

. Etpafipivn.
. drovkovaloAn.
. Prrovapipn.

Edv maoyete amd petmpévn veppikn Aettovpyia kot Aapfavete mapddinia Oeparneio pe prrovofipn kot
KAapOpopvkivn, evnuepmate Tov YoTpo oag Yot umopei vo ypelachel peioon g docoroyiag g
KAaptOpopwkivng.

Enidpacn tng khapOpopvokivig pe Ghlo QopproKeELTIKA TPoidvTa:

. aAniemdpdoelg oxetiiopueveg pe o CYP3A: ta akdrlovba pdppaka 1 Kotnyopieg papuikmv
elval yvootd 1 vmonta petoforopod amod to idto 1oéviopo CYP3A: odrpaloidun,
aotelloAn, kapPapalenivn, othootaloin, ollampidn, doumepidovn, Kuklocmopivn,
dtoomvpapion, Tapdymya epyotapivng, pebvinpedvilordvn, AoPactativn, cypactativ,
opOMUOVG, LOALOAGUT, OUETPALOAT), OO TOV GTOUATOG AVTITNKTIKA (7). Papeapivn), dtuTa
AVTIYLYOGIKE (.. KOLETLOMIVN), Tolidn, Kvidivr, pLoapumonTivy, GIASEVAQIAT, TAKPOAUOVC,

3



TepPeVadivn, Tplalordun kot Bvpractivn. @apuake mov AAANAETISPOHY LE TAPOUOIOVG
UNYOVIGHOVG HECH GAA®V 160eVEDU®V TOV KVTOYpodUaTog P450 teptiappdvouy T garvutoivn,
Beo@uALivn ko Boimpodn,

. avTippLO K,

. opempaloan,

. o13eAvaeiin, Tadaragiin kol Bapdevagiin,

. BgopuAriv, kapPBapalenivn,

. TOATEPODIVT,

. tpraforoPfeviodialeniveg (m.y. aAmpaloraun, pdaloraun, tpraloraun),

. KOAYIKivT,

. oryo&ivn,

. {6oPovdivn,

. @ovVTOivn Ko BaAmpodTn,

. atalafoavipn,

. avaoTOAELS O1A®V acPeotiov, mov petaforiloviat amd to CYP3A4 (m.y. Bepomapiin,
aprodurivn, Stktialéun),

. rtpakovaloin,

. caxovwvapipn,

. VOPo&LYA®POKIVI 1 YADPOKIVY (TOL YPNCLLOTOIOVVTOL Y10, T Bepaneia TabncewV,

cuumePAaUPavoOpEVNG TNG PEVUATOEWOVE apbpitidag, 1| yia T Oepameio 1 TV TPOANYN TNG
glovoaiag). H tavtdypovn Mymn avtdv Tov QopUaKov Le TV KAaptBpopvkivi uropet vo
avénoel TV TOAVOTNTA ELPAVIONS U1 PVGLOA0YIKOD Kapdlakol puBuod kot GAA®V cofapmdv
avemBountov evepyeldv mov ennpedlovv v Kapdld cog,

. KOPTIKOGTEPOELDT], YOPTYOVLEVE OO TO GTOUA, E EVECT) 1| EIGTVEOUEVA (TTOVL YPNGILOTOLOVVTAL
Yo va. fonfncovy TV KATOGTOAT TOV 0VOGOTOWTIKOD GUGTHLATOS TOV OPYAVIGHOD, KaBMG
avTd givan ypnoo ot Bepomeio evog evpéog PAGUOTOC TAONGEDV).

2100G eViMkeG, o€ mepimTmon mov AapPdavetar cvyypovoc pe 1o Claripen @dppoko mov mepléyet
{doPovdivn, Bo Tpémet ta 6v0 avTd Papuake Vo AAUPAVOVTaL GE dLOPOPETIKEG DPEG.

To Claripen pg Tpo@1] kKot T0T6
To Claripen Aopfaveror aveEdptnta omd TV TPOEY.

Kinon ko1 Onioopdg

Agv cuvictdTol n gpfion g KAapOpopvKivng Katd ) S1dpKeLd TG KOMoNG Y®PIG TPOCEKTIKT EKTIUN G
TOV 0QEAOVG EvavTt TV Kvdvev. H acpdieia g khapiBpopvkiving katd tov Oniacud tov veoyvmv
dev &xet emPBeParwbel. H khapBpopvkivn exkkpivetor 6to avOpmmvo yéa.

ZNnToTE TN GLUBOLAT TOL YITPOV 1| TOL POPLAKOTOLOD GG TPOTOV TAPETE OTOLOONTOTE PAPLLAKO.

00nynon Kot XEPIGUOS PNYEVIILATOV
Edv vidbete (alddeg katd ™ Oepameia pe Claripen, ypeidletol mpocoyn ywoti pmopei 1 {aAn avth vo
EMNPEACEL TNV TKOVOTNTO 00N YNONG N YEPICUOV UNYAVILATOV.

To Claripen wepiéyel caxyopoln
Av 0 y1aTpdc cag, cag evnuépmat 0Tt €xete Suoavesio 6E OPIGUEVH GAKYOPO, ETIKOWVMOVINGTE LLE TOV YIOTPO
O0C TPV TAPETE OLTO TO PAPLOKEVTIKO TPOIOV.



3. Iog vo wapete to Claripen

[Téavtote vo maipvete 1o Claripen avompd cOuemva pe Tic odnyieg tov yuatpov cag. Edv éxete

OUQIPOAIES, POTNOTE TOV YIOTPO 1] TOV PAPLOKOTOLO GOC.

H ocvvictdpevn nuepnoila 606oAoyio oTa Tadd 0 dAeg Tic Louéels ekToS omo TiS UOKOPOKTHPIOIOKES
gtvon 7,5 mg/kg 2 popég v nuépa, pe péyiotn 66om 500 mg 2 popéc v nuépa. Evdektikég ovuvifels
d0celg avd kg fapovg cmpatog yia modid dve Tov 6 unvov (dev yopnyeitol KATo Twv 6 uvov):

OAHTI'IEXZ I'TA TON KAGOPIZMO THXZ AOXOAOI'TAX I'TA MAIAIATPIKOYX AXOENEIX
Xopoova pe 10 Zopatiké Bapog

Bapoc* 7,5 mg/kg 6vo @opég v Nuépa (docoroyia og ml)
250 mg/5ml

8-11 kg 1,25 ml

12-19 kg 2,5 ml

20-29 kg 3,75 ml

30-40 kg 5 ml

*Tro ool papovg kdto Tov 8 kg n doc0royia vroroyileTor avaroya pe T0 cOPATIKO Bapog
(nepimov 7,5 mg/kg 300 popég TV nuépa)

*Aoowetpikn ovptyyo tov 10 ml pe soPabuicelg oe ml (kufwcd exatootd). H ocvpryya avt sivan
KATAAANAN Yo TV 0md TOL GTOUATOC YOPTYNON TOV PAPLAKOL KOl TOTOOETEITAL LEGO GTO GUVOETIKO
TOWUA, GTO TAV® UEPOG TNG PLEANG. Ot drefabuicelg mov vITdPYOLV GTO GO TNG CVPLYYOS OVTIGTOLYOVV
OTO OTOLTOVEVO M EVOI®PIUATOC OVAAOYO LE TO SMUATIKO Bépog Tov Taidiov, 6Tmg £xel kabopicel o
YTpog cac. Qg ek TovTov, dSuPalete ancvbeiog Tig daPfaduicelg TG SOCIUETPIKNG GVPLYYOG Yol THV
amd Tov oTopaTog Yopnynon. Kébe dwafdduion avtiotoryei o pia povo 06o1. Amattovviat 500 00GELg
v Nuépa. H dooyetpixn cdpryyo mpémet va kobopileTol apécwme HETA TN XPHoN.

H ocvuving didpketa Oepameiag eivar 5 pe 10 nuépec. To evardpnuo uropei va Aapfdvetal mpv 1 HETd
ta yeoporo 1 poli pue yéio. H Oepaneio oTpentokokKikng @apuyyitidag mpénet vo diopkel TOLVAGIOTOV
10 nuépec.

Adocoloyia cg maid1d pue veppixky ovelsitovpyio

H docoioyia Tov evarwpnipatog Claripen peidvetol 6To oL pe péyiotn d6om péxpt 250 mg nuepnoimg
1N 250 mg 600 @opéc nuepnoing oe mo cofapés AOWMMEELS Kol 1| XOPYNON TOL 08V TPEMEL Vo
nmapoteivetral Tépa and 14 nuépeg. ZvuPovievdeite tov yraTpd oag.

Axopo Kot €6V 1 KatdoTtaon vyeing Tov Tadod cog £xel Pertiobel | amokatactadel Tpty To TEAOG TG
Oepaneiog, un dakodyete TN yopnynon tov Claripen. Xvveyiote T Ogpaneio yio 66eG NUEPES Gag ExEL
GLGTNGEL O Y1TPOG COG.

Aocoloyia 6& a0 pue HOKOPAKTHPIOIOKES AOIUMEELS

Y10 TodLd PE YEVIKEVUEVN 1] EVTOTGUEVT] Aoipumén and pokoPaktnpidio (M. avium, M. intracellulare,
M. chelonae, M. fortuitum, M. kansasii) cuviotdtor docoroyia 7,5 €wg 15 mg/kg d0o popég v nuépa.
H péyiom nuepnowa d6on dev Ba mpémet va vepPaivel ta S00 mg 600 Popéc v NUéPAL.

Xe avtég TIg mepmtmoels, 1 Oepameion pe Claripen cvveyiletonr 600 dwopkel T0 KMvikd 6geroc. H
KAoplOpopvKivn TPETEL VoL PNCLOTOLEITOL GE GLVOVACUO LE GAAN OVTIHVKOPOUKTPIOIOKE POPLLOKCL.
Evdektikég docoroyieg ava kg Bdpovg ochpotoc:



OAHTI'IEZ I'lTA TON KAGOPIZMO THX AOXOAOTI'TAX I'TA TAIAIATPIKOYX AXOENEIX
1€ PUKOPOKTNPIOLOKES AOLHAEELS GOUPOVO, LE TO COUATIKO Bapog

Bapoc* ml
7,5 mg/kg dvo Qopég TNV nuépa 15 mg/kg 0v0 @opéc TV nuépa
8-11 kg 1,25 ml 2,5 ml
12-19 kg 2,5 ml Sml
20-29 kg 3,75 ml 7,5 ml
30-40 kg 5 ml 10 ml

* Y10, To1o1d fapovg kdtm Tov 8 kg ) 6ocoroyia vroroyileTar avdroyo pe To cOPRATIKO Bapog
(nepimov 7,5 mg/kg 6v0 Qopéc Ty nuépa)

*Aooetpikn ovpryyo towv 10 ml pe dwPabuicelg oe ml (kuPfkd ekatootd). H ovpryya avtr eivan
KOTAAANAN Y10 TNV 0TO TOV GTOUOTOG XOPT YO TOL PAPUAKOL Kol ToobeTeitan LEGO GTO GUVIETIKO
OO, OTO TAV® LEPOG TNG PLAANC.

[Mopackevn] TOL EVELOPHATOS
[IpocBétovpe omv apyf Ayo vepd otn GLAAN KAl OVOKIVOOUE KOAG. XN cLVEXELD, TPosOETovE Kot
GALO vepPO UEYPL TNV KOKKIVY] YPOUUY.

To evandpnua wov oynuotileton mepiéyet evpeyEhelg KOKKOG.

H mokvétmra g xhapiBpopvkivng oto evaidpnua mov &yel avacvotadetl sivar 250 mg/5 ml. To
QOPUOKEVTIKO aLTO TPOT1dV dev amartel 1dwaitepeg cuvOTKeg Bepprokpascioc yio T eVAaEN Tov. To étotpo
evaldpnpo euAdcceTal ektdg Yuyeiov Kot ypnoytonoteiton evtog 14 muepadv. H ouadn mpémer va
avakveitol koAd Tpv omd Kabe ypnon.

Eav napete peyardtepn 06on Claripen o6 Tnv Kavoviki

Edv t0 moudi cag mapet katd Aabog vrepPolikéc moocdTnTeg TOUdTPIKoy evoumpnuatog Claripen tdte
etvar mBavd vo TOPOLGLAGEL YOOTPEVTEPIKA EVOYAUOTO KOl OVETIBOUNTES AVTIOPACELS. X’ QUTES TIG
TEPIMTMOGELG, EMKOWVMOVIGTE UE TOV Y1aTpd cog N He to0 Kévipo Aninmpidcewy, TnA.: 210 7793 777,
ABMva. Mmopel va ypelachel Tayeio amopdKpuven Tov PupRAKOL Tov dev €xel amoppoendei 1 GAAN
OVTILETOTLON.

Edv Egyaoete va mapete To Claripen

Edv Eexdoete pio d0om, mapte T 8001 TTOL EgYATATE TO GLVTOUOTEPO SLVATOV, KAl LETE GLVEYIOTE LE
TV KOVOVIKT] G60¢ 806N BAGEL TOL KOVOVIKOD TPOYPAUUATOS TOV GG £XEL ODGEL 0 Y1TpdS 6aG. Mnv
népete SuTAN dOON Yo VO AvamANp®OGETE TN dO0T 1oL Egydoarte.

Edv &yete meprocOTEPES EPMTNGELS GYETIKA LLE TN YPNOT ALTOV TOV POPUAKOV, POTNGTE TOV YIUTPO N
TOV QUPLOKOTOLO GOG.

4. IIBavég avemBOuNTEG evépyELES

Onwc 6la ta pdppaka, £Tot kot to Claripen pmwopel vo TpoKoAEGEL AVETBOUNTES EVEPYELEG OV KOLL OVTEG
dev mapovstalovial 6e OAOVG TOVG avOpOTOVG.

To maudrotpikd evardpnuoe Claripen cuvnbmg givol ac@arés kot dev mpokaiel coPapég avemBounTeg
EVEPYELES.



Ot avemBounTeg EVEPYELEG TTOL OVOPEPOVTOL GLYVOTEPQ gival: Aldppota, ELETOL, KOIALOKOL TOVOL, VOUTIO
Kol aAloiwon g yevong.

AvTég o1 avemBounteg evépyeleg glvar cuvnO®E NTTIEG G€ €vTooT Kol gival COUPOVES UE TO YVOOTO
TPOPIA ACPAAELNG TOV LOKPOAIIIK®V OVTIPIOTIKOV.

Emkowvovnote apéonc pe évav yuotpo edv eppavicete cofapn depratikn avtidpacn: epudpd, poAdmTo
egavinuo pe efoykdpota KAt amd To dEpua Kol (ovokdieg (eCavOnuatik @Avktaivoon). H
GLYVOTNTO AVTNG TNG AVETOOUNTNG EVEPYELOG OV gival yvmatn (dgv gival duvati M eKTiUnocn g e
Béon ta dabécyua dedopéva).

Metd v kukAopopio Tov PapRAKoL avaeEpOnkay eniong ot KatmOl avemBOuNTES EVEPYELES:
- Aoilpmén, Aoipmén Tov KOATOV, YELIOUEUPPAVAOIT S KOATION, EpLTITELAS,

- Aevkomevia, Opopfomevia, AKOKKIOKVTTOPOLLIO,

- AVOQLAOKTIKY avtidpaon, vrepgvoictnacio, ayysiooidnua,

- avopeia, petopévn 6pekn,

- Gryyog, veupikoTnTo, abmTvic, YuxmoIKn dTapayn, SLYYVTIKY KATACTAGT), OTOTPOCHOTOTOINOT),
KatdOAyn, anonpocavatololoc, yevdaichnon, un euolodoykd ovelpa, povia,

- KepaAaAyia, datapayés g yevons, omacpoi, LoAn, vevniia, TpPOLOG, GTAGHOG, AYELGia,
avoopia, dvoygvcia, Tapocuio, TapoaicOnoia,

- KOQ®ON, IAtyyoc, epfoéc, Ekntmon TG aKovoTikng 0&0TNTIG,

- Kothokn tayvkapdio diknv putidiov (torsades de pointes), mopatetopévo didotnua QT oto
NAEKTPOKAPIIOYPAPT LA, aicOTULa TOAU®Y, KOTAMOKT ToyvKkopdia, KooK LopUapuyn,

- apoppayia,

- duappota, EUETOG, dvuoTeyia, vouTia, Kotakd GAyog, yootpitida, SuokotlotnTa, Enpoctopia,
epuyN, petempopds, otela Taykpeatitidon, YAOoSITION, GTORATITION, OTOYPOUATIGUOC TS
YADGGOG, OTOYPOUATIGUOC TOV 00OVIMV,

- SoKIOoIEG NIATIKNAG AEITOVPYIOG LI PUGIOAOYIKES, OULVOTPOVOPEPACT] TNG AAAVIVIG auENUEVT,
OCTOPTIKT ALUIVOTPAVGPEPAOT CLENUEVT, NTOTIKY] OVETAPKELD, IKTEPOG YOAOOTATIKOG,

- VREPOPWSIN, KVNGUAOC, EEAVON LN KNAOOPAATIODIES, POPUAKEVTIKO EEAVON LA LE NOCTIVOPIAMQ
ka1 ovotnuatikd copntopote (DRESS), akun, covdpopo Stevens-Johnson, to&ikn emdeppikn
vekpoivon, kvidmon, e&avonua,

- poikoi omacpol, poookeretikny dvokapyio, papdopvorvon, poorddeta,

- VEQPIKN OVETAPKELD, VEQPITION dipEDT,

- mopeéia, eEocbévion,

- o1ebvn g opohomompévn oxéon (INR) avénuévn, ypovog tpobpoppivig mapoatetapévoc, ypdpo

0VPOV UM PLGLOAOYIKO.

"Eyxovv vadpéel avapopéc Hetd v KukAoeopio Yo ToEIKOTNTO TG KOAYIKIVIG, OTOV GUYYOopYEiTaL e
KAoptBpopvkivn, edKd og NMKIOUEVOVG KOUN 68 AcBEVEIC [LE VEPPIKT] OVETAPKELL, OPIGUEVES ATO TIG
omoiec pe Bavommedpo éxPacn. Edv n tavtdypovn yoprynon korykivng kot kKiapidpopvkivng eivot
amopaitnn, ot acbeveic mpémel va mopakoAovBodvTal Yo KAWVIKG GUURTOUATO TOSIKOTNTOG O
KOAYKivT.



AvemOOuNTEG EVEPYELES OE UVOGOKATAGTUANEVOVG 000EVEIG

O acBeveic pe houdéerg amd pukofaxtnpidwa mov Aappdvovy docelg Claripen yio peydin didpketo,
TPEMEL VO VITOPAALOVTIOL GE GTEVI] WOTPIKN TOPAKOA0VON O™ TOGO KAVIKT OGO KOl EPYUCTNPLOKT. X
TMEPIMTOOTN EUPAVIOTG KATO0G aVTIOpaoTG KOTd TN dldpKela Tng Bepaneiag, EvUepOOTE TOV Y1OTPO
o0G.

Ava@opa avemOouNTOV EVEPYELDOV

Edv mapatnpnoete kdmoto ovemBOunTn eVEPYELL, EVIILEPDCTE TOV YIATPO 1] TOV PAPLOKOTOLd Gag. AVTd
oy0et kot yio Kabe mhovi| avemBOpunTn evEPYELD TOL SEV AVOPEPETAL GTO TAPOV PUALO O YLDV YP1OTG.
Mmropeite emiong vo avaeépete avemBounteg evépyeleg anevbeiog pécm tov EBvikov Opyavicpov
dapuakov, Mecoyeiov 284, GR-15562 Xohapyog, Abnva, Tni.: +30 21 32040337

Iotétomog: http://www.eof.gr, http://www kitrinikarta.gr 1| otic @appaxevtikég Ynnpeoieg g Kompov,
Ynovpyeio Yyelag, CY-1475 Agvkwoia, Tni: +357 22608607, ®ok: + 357 22608669

Iotétomog: www.moh.gov.cy/phs.

Méow ™G avoaeopds avemBountwv evepyelmv umopeite va Pondnoete 6t GLALOYN TEPIGCOTEPWV
TANPOPOPLDY GYETIKA LLE TNV OCPAAELN TOV TOPOVTOG PUPLAKOL.

5. g va guiaccete To Claripen

To eappoko avTtd TPETEL VO PUAACTETOL GE LLEPT TTOL OgV TO PAETOLY Ko dev T0 POEvoLV Ta Tondid.

No pn ypnowomnoteite to Claripen petd v nuepopnvio MEng mov avagépetal oto kKovti. H nuepounvia
AENG lvan M TEAEVTOLO NUEPO TOL PIVO TOV OVOPEPETAL.

To mpoidv puidcoetan og Oeppokpacio pkpdTepn 1 ion twv 25°C.
To étoyo evaumpnua puidoocetar og Beppoxpacio pkpdtepn 1 ion tov 25°C kot ypnoyomoteitot evtog
14 nuepmv.

Mnv metdte QOPUOKO GTO VEPO 1TNG OMOYETELONG 1 OTO OWKlOKA amoppippota. Potfiote tov
QOPUAKOTOLO CaG TAOG VO TETAEETE T PAppoKa oL dev yperalovtal mo. Avtd ta pétpa Bo fonbicovv
oTNV TPOcTaGio TOL TEPPAALOVTOG.

6. Ileprgyopevo TG GVOKEVOGIUS KOl AOWTES TANPOPOPIES
T epréyer to Claripen

- H dpaotikn ovsia givan 1 khapvBpopvkivn. Ta 5 ml evoiwpipatog tepiéyovv 250 mg
KAloptBpopvkivng.

Ta dAho cvotatikd gival: kKoALogwég dvudpo d1o&eido tov mupitiov, kapPouepéc 974P, dwacmopd

ovpmolvpepovs pebaxpvikod o&éoc 30%, taAkmg, moivaBvAievoyivkoin 1500, kopp EavOavng,

dwo&eidio tov titaviov (E171), copPikd kaio, dvudpo kitpucd o0&y, poitode&tpivn, cakyapdln, yevon

opdovia.


http://www.moh.gov.cy/phs

Epedavien tov Claripen kot wepieyopeva TG 606KEVAGIOG
Koxxkia yio mooipo evardprua. Agukd £mg LTOAEVKO KOKKIOL Y10 EVOLDPTLLOL.
Ta 5 ml evaumpnipatog mepiéyovv 250 mg kiapdpopvkivig.

YvoKevaoia
YKovpoyp®Uo YudAvo @loAidlo Tov 60 ml cg ¥dpTivo KoLTL.

Karoyog Adcrag Kvkhopopiog ko Iapackevastiig
ELPEN AE ®PAPMAKEYTIKH BIOMHXANIA

Aew@. Mapabaovos 95, 190 09 ITiképpu Attikng, EALGSa
TnA.: +30 2106039326-9

Tomkég Avrimpocwmog Yo Tnv Kompo
COSTAKIS TSISIOS & CO. LTD, TnA.: +357 25343150

To mapov pvAro 00N YOV Ep1oNS avademp1Onke Yo TELEVTOIO POpa Tov XemTépPpro 2025.



