®vrho ooNYIOV ypions: ITAnpogopics yia Tov yprioTy

Orizal 20 mg/5 mg

Orizal 40 mg/5 mg

Orizal 40 mg/10 mg
EMKOAVPPEVA UE AETTO VIEVIO OLGKIM
olpecaptavn pedolopiin /aprodurivny

AwPaote TPOGEKTIKA 0OLOKANPO TO GVALO 00N YLDV YPNONGS TPLV UPYIGETE VA PN CUOTOLEITE AVTO
T0 PAPULOAKO, OLOTL TEPLLANPAVEL CNUAVTIKES TANPOPOPIES YIX EGAS.

- DvAGETe awTod TO PUALO 0N YLDV YpNone. Towg ypelaotel va to daPdoete Eava.

- Edv éxete mepartépm amopieg, potiote ToV YoTpd M TOV QOPUOKOTOLd GOG.

- H ocvvtoyn yv avtd 10 edppako xopnyninke amokAeloTIKA Yio 60G. AgV TPENEL VO SDGETE TO QAPLLOKO
o€ dAhovc. Mmopel va Tovg TpokaAécel PAAPN, axdun Kt dtav To onpeia g acBévelag Tovg givar o
HE Ta KA GO,

- Eqv mapatnpnoete kdmolo avemBountn evépyeta, EVUEPDGTE TOV YLOTPO 1] TOV POPLOKOTOLO GOGC.
AvTto 10y0etl Kot yuo kbBe Thavy avemBuunTn EVEPYELOL TTOL JEV AVAPEPETAL OTO TAPOV PVALO 0S| YLUDV
xpnong. BAéme mapdypapo 4.

Tv tepréyel To Ta POV GUALO 00N YLAOV:

1. Tretvon To Orizal ko Towa ivai 1 ypron Tov

2. Tvmpémer va yvopilete mpwv ndpete to Orizal

3. a¢ va mapete t0 Orizal

4. [IBovég avemBOuNTEC EVEPYELEG

5. llaxg va puAdocete To Orizal

6. [Tepieyopeva TG cLGKELAGTNG KOl AOITEC TANPOPOPIES

1. Tv givon To Orizal kot o 1 Yp1)on TOV

To Orizal mepiéyel dvo ovsiec mov ovopdloviotl OALecaPTAVY LedOEOIAN Kot apAodivn (mg
apAodutiv atvoA0GOVAPOVIKT). Kat ot Vo ovcieg Bonbovv otov Eleyyo tmv vynidv
EMMESMV TG OPTNPLUKNG THECT|S.

e H Olueoaptdavn pedolouiin avikel og pio opdda eapudkmyv mov ovoudleTot
“OvVTOYOVIOTEC TOV VTOJ0YE®V TNG ayyelotacivng 11 ” 1 omola petdvel TNV apTnplokn
Tieon LECH YOALPOONG TOV AUOPOPOV ayYEI®V.

e H Apiodurivn avikel og pio opudda ovcsidv Tov oVOUALEToL “amOKAEIGTEG TOV
dtdAwVv acPeoction” Kot epmodilel T LETAKIVNON TOL AGPECTION TPOG TO AYYELKO
TOIYOUO [LE OTOTEAEGLO, TV TOPEUTOIIOT TNHG CUCTOCTG TOV AyYEI®V, OTOTE HEIDVEL
EMIONG TNV APTNPLOKT TiEDT.

O1 dpdoeig kot TV V0 AVTOV OVGIBY GUUBAALOVY GTO VO LNV CLCTMVTOL TO, CLOPOPOL
ayyeio Kot £T61 Ta ayyeio YOAOUPDOVOLV KOl EAATTOVETOL 1) APTYPLOKT| TTIEST).

To Orizal ypnoponoteital yio T Oepameia Tng LVYNANG APTNPLOKNG TieoTg o€ acheveic 6TOVG

0moilovg M APTNPLOKT THEST] dEV EAEYYETOL LKAVOTOMTIKG €ITE e TNV OApecapTavVN nedo&opiin
glte pe v apAodimivn g povobepamneio.

111



2. Tvapéner va yvopilete npv mwapete To Orizal

Mnyv napete to Orizal

oe mepintwon aAlepyiog otV oAuecaptdvn pedoouiin 1 oty aprodmivn 1 o€ pia
€WK Ooudda TOV OTOKAEIOTOV TV SWAOV acPectiov, Tig dwdpompudiveg 1 o€
OmoNTOTE GAAO Oomd TO OCLOTATIKG OVTOD TOL (EOPUAKOL (CVAPEPOVTAL GTNV
Tapaypago 6).

Av miotevete 0T mBova elote addepywkoi, Tpwv AdPete to Orizal pidote pe tov yoTpd
o0g.

av €loTe 6TO OeVTEPO N GTO TPITO TPIUNVO TNG KNGS (NAndY| oV €l0TE TEPIGGOTEPO OO
3 unvav €ykvog). To Orizal eivar ®6TOG0 KOAOTEPO, VO TO ATOPVYETE KOTA TO TPAOTO
tpipnvo g kinong (BAéne mapdypapo “Kidnomn kot Onhacpog™).

eav €yxete SwPfntn M dwTopayuévn veepikn Asttovpyio kot AauPdvete aywyn ue €va
(APLOKO TTOV UELDVEL TNV APTNPLOKT TECT KoL TEPLEYEL OAMOKIPEVT|

av €xete coPopd NmATIKA TPpoPAuata, v vadpyel PAAPN ot YoAn N N TopOYETEVOT)
™G YOANG omd Tn YoAndoyo kvotn eumodiletor (mwy. amd Tovg YoAOGABOLG) 7 €hv
avTtipetonilete Kdmolo iktepo (KITpivn amdypmoT TOV SEPLITOG KOL TOV LATIDV)

av &yete TOAD yaunAn migon

OV VTOPEPETE QMO OVETOPKT TAPOYT CULLOTOG GTOVG 10TOVG GO LUE CUUTTMWATO OTTWG .Y
YoumAn  apmplokn  wieomn,  youmAd  oeuyud,  toyvkapdic  (kotomAnio,
cupmeptlapPavopévng g Kapdloyevovg katomAinéiog). Kapdioyevn kotominéio onpaivet
katanmnéio Ady® cofoapdv KapdloK®OY TPoPANUATOV.

av 1 po1| Tov aiplatog amd TV Kapdld cog epmodileton (T.y. Ady® GTEVOONG TG AOPTNG)

av €xete YouUnAn kopdlakn mopoyn (He amotéAespo TV dLoKOAlo GtV avomvon 1 10
TEPLPEPIKO 01dM 0L LETA 0o KOpdlakT TPOooPoin (0ED Enepaypo Tov HuoKapdiov)

IIposgidomon|oelg Kat TPOPLAGEELS
AmevfBuvbeite 6ToV Y1I0TpO GO 1| TOV PAPUAKOTOL0 Gag TPy TTapete to Orizal

Evnuepacte Tov y10tpé 60g v AapfAveTe OTOI00MTTOTE OO TO TUPUKATO PAPHOKO, TOV
YPNOWOTOL0VVTAL Yl TN Bepameia TG VYNANG PTNPLOKTG THEOTS:

o ¢vav avaotoréa MEA (v mapdderypo evoroampiin, Mowvompidn, poumpiin) Kot
Wwitepa ov EeTe veppika TpoPAnpata mov oyetifovtat pe tov dtofntn.
® oMOoKIpEV

O ywtpdc cag umopei vo eEAEYEEL TN VEQPIKT GOG AEITOLPYiQ, TNV OPTNPLOKT GOG TIECT] Kot
TNV TOGOTNTO TOV NAEKTPOAVTAOV (TT.X. KAAO) GTO Gl OOG GE TUKTO OLOLGTILOLTOL.

Agite emiong mAnpoeopiec otV Tapdypapo «Mnv tapete 1o Orizal»

Evnuep@octe Tov y10tpd 60g av £XETE KATOL0 0 TO TOPAKAT® TPOPANUOTO VYELOG:

Neppikéc TabNoeIg 1 LETAUOGKELOT VEPPOD

Hratikéc nabnoeic.
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= Kapduaxn avemdpkeia | TpofAnpata pe tic ParPideg tng kapdidg 1 To pookdpdio.

= 'Evtovoug guétovg, dwdppoieg, Aapupdvete Bepameio pe vyniég 60celg “ookimv yuo
dovpnon” (drovpntikd) N Ppickeote og dlonta TEPLOPIGUEVOL AAATOG.

= Avénpéva eninedo KaAiov 610 aipa.

= IIpoPAnuata pe to emveppidto (adévec Tov mapdyovv oppdvec kal fpiokoviot Thve omd

TOLG VEQPOVG).

Emwowovnote pe tov yiatpod cog ov gppavicete didppota mov givol cofapn, enipovn Kot
TpokaAel onuavtiky oandieia Bdpovs. O yotpoc cog pmopel va a&loAoyNCEL TO CUUTTOUATA
00G KOl VO OTOQOGIoEL GYETIKA UE TO T®G 0o cuVEYIGEL TNV Oy®YR Y10 TNV OPTNPLOKT GOG
mieon.

Onmg woyvet yio OAQ TO APUOKO TOV LEIDVOLV TNV 0PTNPLOKN TTiEoT, 1 vaepPorkT Leiwon
VTG og 000eveElg Pe SOTaPAYES TNG CLUOTIKNG PONG TNG KOPOldg 1 TOL €YKEPAAOL eivat
duvatd va 0dNYNoEL GE Kapdlakt TPOSPOAN 1 eYKEPAAIKO emelcodo. Emopévac, o yrotpdg
cag Oo EAEYEEL TPOGEKTIKG TNV APTNPLOKY GOG TIEDT).

Qo Tpénel Vo TO avVaPEPETE GTOV Y1OTPO GoG av vopilete Ot glote (1 vrapyet mbavotnTa vo
ueivere) éykvoc. To Orizal dev evdeikvutolr KOTE TOVG TPMTOLE HNVES TG KONONG Kot
OVTEVOEIKVLTAL 1 YOPNYNON TOL €4V €iote 610 dghTEPO M| OTO TPiTO TPiUNVO TNG KOMGNG,
eMEN pumopel vo mpokarécel coPapéc PAaPec oto EuPpuvo edv ypnowomombel katd
dubpkela awtov Tov otadiov (PAéme mapdypapo “Kimon kot Onroopds”).

Howowd ko Epnpor (kato Tov 18)
To Orizal dev cuvietdrtal Yio mwodd Kot eprpove kdtm twv 18 eTdv

Alra @appoxa ko Orizal
Evnuepdote Tov yiatpd G0C 1 TO QUPUAKOTOLO GOG OV TaipVeTE, £XETE TPOGPATO TAPEL 1|
UTOPEL VO TAPETE OTOLOONTOTE OO TO, TOPOKAT®D PAPUOKOL:

e Alluo avTWAEPTUGIKA Qdppoxa, kobmng n dpdon tov Orizal umopet va avéndei. O
YwIpdg c0g pmopel va ypelootel vo aAldger tn 06om cog n/xor vo AdPet GAAeg
TPOPLALEELC:

Edv maipvere évav avactoréo MEA 1 aliokipévn (BAéme emiong mAnpogopieg otnv
mopaypoeo «Mnv mhpete to Orizaly kot «I1pogidomomcelg Kot TpoPLAGEELD).

= XopumrinpoOpoTte KoAiov, VTOKOTACTATA GAUTOG TTOV TEPLEYOVY KAA0, SLOVPNTIKA 1|

nrapivy (xpnoYoToteital yio Vo KAVEL TO Oiflol T AETTOPPELGTO KOL YO TNV TPOANYN
oynuaTcpov Bpoufov aipatog). H ypion avtdv tov gappdkov tavtdypova pe to Orizal
etvar duvatd va avéneel to, enineda kaAiov 6To aipa.

= To AiBwo (@dappaKO TOL YPNGUOTOLEITAL Y10 TNV OVIHETMMIOT doTapaydV TG dtdfeong

KOl OPICUEVOV TOTT®V KATtaOAyng) 6tav ypnoyomoteitot TtopdAinia pe to Orizal pmopel
va, 0dNyNoeL 6€ avénon g ToEkoTNTag ToL AMbiov. Av tpémel va AdPete AiBro, o yaTpdg
oag Oa petpnoet Ta eninedo Tov Abiov 670 aijo cog.

=  Mn Xrtepoerdn Avrigieypovodn @dappoke (MEAD, edppoke TOL YPNCLLOTOLOVVTOL

Y. TNV 0VOKOLQPION omd TOV TOVO, TO OIOMUO KOl GAAC GUUTTOUOTO (GAEYUOVNG,
ocvumeptiapPavopévng g apbpitidog) mov cvyyopnyovvrot pe to Orizal givar dSvvatod va
avénoovy Tov Kivduvo veppikng averdpkeloc. H dpdon tov Orizal pmopel va, ehottbel
ond o MXAOD.
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*  Yopoyropikn] Koreoefehdpun, Eva QAPULOKO TOV UEIDOVEL T EMIMES TG YOANOTEPOANG

o10 aipa cog, kabdc n dpdon tov Orizal pmopel va ehottwbel. O yiotpdg cog pmopei va
oo ovpPoviedoet va mapete to Orizal tovAdylotov 4 dpeg TPV TNV VIPOYAMPIKN
KoAEoEREAGUN

= Opwopéva avtié&va (pdppoka yio ) dvoreyio 1| Tov omioBooTepVIKO Kaco), Kabhg M

dpdaonm tov Orizal givar duvoto va ehottobel eEAappaC.

= @®dppoka mov ypnopomorovvrar v tov HIV/AIDS (m.y. prrovopipn, wtwvafipn,

verpwaBipn) N Y ™ Ogpameic pPVKNTIOGIKOV Aowpdéeov (m.y. keToKovalOA,
rtpaxovaloin).

= Auvvtwlépn, Pepomopiin (Tapdyovieg mOL  XPNOUOTOOVVIOL Yo, TPOPANUATO TOV
KopALKoD puOUOY KAl Yol TNV OVTILETOTION TG VYNANG OPTNPLOKNG TiESNC).

=  Pwpoapmkivy, gpuBpopvkivy, KiapOpopvkivny (avrifroTikd), mopdyovieg TOL
YPMNOLLOTOIOVVTUL Y10 TNV OVTILETATIOT TS QLHOTIOONS 1} GAAOV AoUdEE®V.

= St. John’s wort (Hypericum perforatum), €vo, QUTIKO QAPUOKO.
= Aavtporévio (éyyvon yia coPfopéc avapalieg otn Oepuokpacio TOL GOUATOS)

= Yyfactativy, £vog TOPAYOVTOG TTOV YPTCLLOTOIEITOL Y10, TV UEIMOT TV EMTESMV TNG

YOANGTEPOANG Kot TV Mmdimv (Tprylvkepidia) 6To aipa.
Taxpoéipovg, 61poipovg, TERGIPOAPOVS, fEPOIpovg Kol KVKAOGTOPivY,
YPNOLOTOLELTAL Yo VoL EAEYEEL TNV aVTIOPACT) TOL AVOGOTOIMNTIKOD GUGTNLOTOG TOV
0pYaVIGHOD GOg, S1IELVKOADVOVTOG £TGL TOV OPYOVIGUO GOG Vo 0eyDel To petapocygvbéy
opyovo
Evnuepdote tov yrotpd oag 1| T0 QOPUOKOTOLO GOG OV TAIPVETE, £XETE TPOSPATO TAPEL 1|
umopet vo mdpete dAAo pappoKo

To Orizal pe Tpo@1} koL TOTO

To Orizal givon duvatd va Anebet pe 1 yopic tpoen. Katamieite to diokio pe kdmoto vypd
(6mwg éva motpt vepd). Av gival duvato, va Aaufavete tnv kadnuepivi cag d6om v idta
opa kGbe pépa, yio Topadetya Katd T S1dpKeLn TOL TPMIvoD YEHLATOG.

XoUOG YKPEMPPOVT KOl YKPEMPPOVT OV MPEMEL VO, KATAVIADVOVTAL ATd ovOpDOTOLE TOV
naipvovv Orizal. Avto ne1dN 10 YKPEITPPOLT Kol 0 YVUOC YKPETPPOLT UTOPEL Vo, 00Ny GOV
og aHENOT TOV EMTEI®V GTO L0l TOL dPUCGTIKOD GUGTOTIKOV OUAOSITIVIG, 1) OTToio, Topel va
TPOKOAESEL ampOPAETT avENon otV avtivreptTactkn dpdon Tov Orizal.

Hiuaopévor Av giote dvo tov 65 eT@v, 0 YoTpog cog Ba eléyyel v mieon cag Kabs popd
mov av&avetol 1 06on ®ote vo Peformbel 6T N aptnplokn Teon dgv EAATTOVETAL G Un
emBopntd emineda.

Mavpot ac0sveig
Onwg 1oyvetl Kot pe GAAA TopoUole PAPLOKa, 1) ovTILEPTAGIKT dpdor Ttov Orizal pmopel va
elvat EAaPPmOG UIKPOTEPT GE LOPOVE aobeveic.

Kinon ko Onraopdg

Kdnon

Oa mpémel va eVNUEPMOCETE TOV YTpd oG ov vouilete 0Tt giote (1 mBaveg Bo peivete)
éykvog. Ot yatpoi ocvvnbwe cvvietodv vo otapatinoete ™ ARy tov Orizal mpwv peivete
€ykvog N auéomg HoMe pabete oti giote €ykvog kat Bo cog cupfoviéyouvy va Aapete dAro
eoapuako avti tov Orizal. To Orizal dev cuvicTdtol KOTA TOVG TPOTOVG TPELS UNVEG TNG
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KONONG Kol dgV TPEMEL Vo Yopnyeital €4V eloTe 6TO OEVTEPO 1) GTO TPITO TPIUNVO TNG KUNONG
enedn pmopel va mpokorésel coPapéc PAdPec oto EuPpvo av yopnynBel Enetta and tovg 3
TPADTOVG UVEG TNG KUTOT|G.

Av petvete €ykvog katd tn dudpkela g Bepaneiog pe Orizal, mopakaieicOes va evnuepooete
Kot vo emiokebeite Tov yioTpd cog yopic kabvotépnon.

Oniaopog

Evnuepoote tov yiotpd cag edv Onialete N edv mpokerran vo apyioete va Onialete. H
aprodurivn €xel KatadelyBel 0Tl mepvdel oto UNTPIKO YAAo o€ Uikpéc moootntes. To Orizal
dev ouvioTdtal Yo untépeg mov OnAdlovv, Kol 0 YTPOg GOC TPEMEL VO GUOTNOEL pict GAAN
Oepameio yio €0dg mov embupeite va OnAdoete, Wwitepo ebv eitvor veoyévwnto N €xet
yevvnOel TpowpaL.

Edv eioBe éyxvog 1 Ondalete, vopilete 6t pmopel va eicbe €yvog 1 oyxedialete va
amoktoete Taudi {NTNoTe T GLUPOLAY| TOV YLTPOV N TOL PAPLAKOTOLOD GUG TPLY TAPETE
oVTO TO PAPLLOKO.

0onynon Ko yewpiopég pnyavnpdtov

Eivar duvatd va vidwbete vivnila, dppmatog 1| (AN 11 011 £xete TOVOKEPUAO EVD AouPaveTe
(QAPLOKO Y10, TNV OVIWWETOMTION TNG LVYNANG aptnplokng mieons. Av copfaiver avtd, pnv
oonyeite 1M YPNOWOMOIEITE HUNYAVAMATO HEYPL VO  VITOYOPNOOVY TO GUUTTMLLOTO.
YvuPovievteite Tov yloTpd G0G.

To @dppaxo avtd mepiéyel Myotepo and 1 mmol vatpiov (23 mg) avd emkaivppévo pe Aentd
vuévio dtokio, etvar avtd wov ovopalovpe «erehlBepo vatpiovy.

3. Ilag ve napete to Orizal

[Tavtote va maipvete 10 EAPUAKO AVTO CLGTIPO COLPOVA LLE TIC 0ONYIES TOV Y1OTPOV 1| TOV
eopproakonolol cag. Edv éyete apeiporieg, potnote Tov YLoTpod 1| TOV POPUAKOTOLO GO,

= H ovvictopevn 66om tov Orizal eivan éva dtokio Tnv nuépa.

= Ta diokia givatl duvato va Anebovv pe 1 xopic tpoen. Katamieite to diokio pe kdmolo

VYPO (OTmG €va ToTtNPL vePO). To diokio dev Tpémel va paciétatl. Mnv to Aapufavete pe
YOUO YKPETPPOVT.

= Av givon duvaro, AapPdavete v nuepnola 0don v ida dpa Kabe pépa, yio mopdoety o

KaTd TO TPWOIVO.

Eév napete peyorvtepn 0601 Orizal amd Tnv Kavoviki

Av AiaPete mepioocdtepa dokio amd T cvuvidn doom eivar duvatd Vo EPEAVICETE YOUNAN
apTNPLOKY TECT PE GVUTTOUATO OTTMG (OAN, TayvKapdia 1| fpadvkapdia.

Av MaPete mepiocotepa diokio amd TN ovvnln d6on N av éva maudl Kotd Adbog Kotamiel
HEPIKE, TNYOiveTe AUECH GTOV YIATPO GG 1) OTO TANCIECTEPO TUNUO EXELYOVIOV KOL TAPETE
pali o kovTi TOL PUPAKOL 1| AVTO TO EVAAASLO.

H nepicoeia vypdv pnopel va suocmpevtel 6TOVg TVEDLOVES GaG (TTVELLOVIKS 010N L)
TPOKAA®VTOG OVGTVOL0 TOV Umopel va avamtuybel mg kot 24-48 dpeg petd ™ Anym.
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Edv Eeydoete va mapete 10 Orizal
Av Egyaoete vo AdPete pia d0or, AAPeTE TNV KOVOVIKY GOG 600T) TV ETOUEVN UEPO. KAVOVIKA.
Mnyv mhpeTe SITAN SOGT Y10 VO AVOTAT|POGETE TN dOGM TTOL EEXAGATE.

Edv ctapaticere va naipvete To Orizal
Eivar onpavtikd va cuveyioete va Aapfavete to Orizal ektog Kot ov 0 Y1TpOC GOG CLUGTHOEL
N S10KOTN TOV.

Edv éxete meplocOTtEpEg EPOTNOELS GYETIKA LLE TN YP1ION OVTOV TOV PAPLAKOV, POTHOTE TOV
YTpd 1 TOV POPLLOKOTOLO GOGC.

4. MBavég avemOOuNTEg evépyELEg

Onwg 6Ao T0. QAPHOKO, £TCL KOl OLTO TO (APLOKO UTOPEL Vo TPOKAAESEL OvEmBOUNTES
evépyeleg av kol dgv mopovotdloviol 6 OAOVE TOVG OvOPOTOVS. AV EUEAVICTOVV, gival
ocuvnOmg Mmieg ko dev amorteiton 1 dtakont| g Oepamneiog.

Hapério mov oev gu@aviovrar ovyvd, ol akdérovleg avemBOUNTES evépyeles nmwopei va.
givar oofapéc:

Katd ™ owpkewe g Oepameiog pe Orizal givor dvvatd va mpokAnbBovv ordepyukég
avVTIOPAGCELC, Ol omoieg pmopel va emnpedcoovy oAOKANPO T0 omdua, e e€oidnon (oidnua) tov
TPOCAHTOV, TOV GTOUATOG KON TOV AGPLYYR KOl Guvodo Kvnoud Kot eEavOnua. Av coppei
V10 drokoyTe To Orizal Kol ETKOIVOVI|GTE GUEGA IE TOV YI0TPO GaC.

To Orizal umopei va EAATTOGEL GNUOVTIKA TNV apTNPLOKN TiEoN E01KA GE evaicOnta dtopa 1
®G amOTEAEGHO PioG OAAEPYIKNG avTIOpaoTG. AVTO gival dvvaTO VO TPOKOAEGEL GTUOVTIKN
advvopio 1 Amofupio. Av copfeil avtd dwekoéyte To Orizal, emkoiveoviioTe pPe Tov Y10TpPO
060G Gueca Ko EamAOGTE.

Svuyvotnrta un yvootn: Edv eppavicete Kitpiviopo Tov AEVKoH HEPOVS TOV LTIV,
OKOVPOYPOUA 0VPO, KVNGLO TOL dEPUATOC, AKOUN Kol Qv £xete Eekvioel T Bepameia e
Orizal apketd Kapd TPV, EMKOVOVIGTE GUECMG IE TOV YIO.TPO 60G 0 0moiog Oa
0E10AOYNOEL T GUUTTOUATA GOG KOl 00 OTOPAGIGEL TMC VO GUVEYXIGETE TN POPHOKEVTIKN
Yy TNG OPTNPLOKNG TEOTC.

Alheg mOBavég avemBopnteg evépyereg Tov Orizal:

Yoyvég (nmopel vo. exnpedocovy Aydtepovg amé 1 otovg 10 avOpdmovg):
Z6An, kKepaAaAyia, oldNUo TOV AoTPAYOA®Y, TOV AKP®Y TOOMV, TOV KAT® UKPOV, TOV AKPOV
YEWPOV N TOV Bpoaytdvav, KOTmon.

Oy ovyvég (nmopel va emnpedoovy Aydtepovg and 1 otovg 100 avlpomovg):

Z6An xotd v €yepon oe 6pba BEom, EALEIYT EvepYNTIKOTNTAG, TIVAYHOTO 1] AOLVOLIC TOV
YEPUDV KOl TV TOJADV, 1Alyyos, aicOnua Kopdlokdv ToAU®V, Toyvkapdic, YOUNAY apTnploK
mieon pe ovuntodpato 6nwg (aAn, (oddda-tdorn Amobupiag, dvokorio otV avomvon, Pryxas,
vavtio, €UeTog, dvomeyia, dlappola, SLOKOIAOTNTO, EnpocTouia, GAYog TG Gve KotAlag,
deppoTikd eEavOnua, Kpaumes, TOVog 6TovG Ppayioves Kot To KAT® Gkpa, ooeLaAyia, Emelén
pog ovpnom, eAdTTton TG Alumivto, oadvvapio emitevéng N SwTHPNoNG TG OTLONG,
aduvvouia.

Eniong &xovv mapatnpnbei opiopévec petaforéc o€ PLoyniKeS TUPAUETPOVS GTO QUL OTTMG:
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avENUEVO OALG KOl EAOTTOUEVO EMimeda KaAiov, avénuéva eminedo KpeaTvivng ailoToc,
ovénuéva emineda ovptkov o&foc, avénuéva emimedo piog MTATIKAG SOKIAGiog (YA
YAOUTAUVAIKY] TPUVOPEPACT)).

Yravieg (nmopei vo emnpedoovy Myotepovg o6 1 atovg 1.000 avBpamovg):
YrepevaioOnoia oto @dapuako, Amobouia, epvfpdémmta kot aicnon Oepudtnrog o710
TPOCMOTO, KOKKIVOL KVIOUMDOELG TOUPOl (Kvidwor)), 0idnio, Tov Tpoc®dTOov.

Avem@ounteg evépyeieg mov £Xovv avaepPOel pe ™ ApNoN THS OAREGAPTAVI] peEdOEOpiAN
1 ™G aprodwwiv ¢ povoBepameieg, arhd oy pe 1o Orizal 1] 6g vynAidTepn cVYvéTHTA:

O\lpeoaptavn pedoopiin

Yoyvég (nmopel vo. exnpedoovy Aydtepovg and 1 otovg 10 avOpdmovg):

Bpoyyitida, Tovoraplog, ptvoppota. 1] «ITOVK®UEVT POTH, BYOG, KOWAOKO GAYOS, GTOUO)IKY
dwtapoyn, ouappota, dvoreyia, vavtia, TOVOC 6TIS apbBpdGElS 1| 6TO 06T, 0GPLAAYi, OijLo
0T0. 0VPa, AOIUMOEN TOL OVPOTOMTIKOV, BOPAKIKOG TOVOG, GUUTTOUATH KPVOAOYAUOTOC,
novog. Or petaforég oe Proynuikéc mopouéTpovg aeopoly To Emimedo TV AUdimv
(vmeptpryAvkepdoia), ovpio aipotoc 1 ovénon Tov ovpwkod o&féog Kot avénon Tov
TOPOUETPMV TNG NTATIKNG KOl LOTKNEC AELTOVPYIagG .

'Oy ovyvég (nmopei va emmpedocovy Myotepovg a6 1 otovg 100 avlpdmovg):

Meiwon tov apBpov evog THTOL KLTTAPWOV TOV OULOTOG, TO AEYOUEVO OLLOTETAAMA, TOV
Uopel vo. 0dNyNGEL GTNV €0KOAT ONUIOLPYIN EKYLUDGEDY 1) GE TOPATACT] TOL ¥POVOL THENG,
GUECEG AAEPYIKEG OAVTIOPACELS Ol OTOieg UMOPEl Vo EMNPEAGOLY OAOKANPO TO COMO KOl
UTOPEL VO TPOKOAEGOLV  OVOTVELSTIKA mpoPfAnuota Kabd¢ emiong dupeon mtdon g
apTNPLOKNG TTECNG 1 0moio. Uopel v 001 yNoeL 6€ Amobupia, (AvaQLAAKTIKEG OVTIOPAGELS),
omBayyn (mévog 1 dvcsdpecto cvvaicOnua oto otifog, Yvoot| ®g otndayyn), Kvnouog,
e&avOnua tov 6éppatog, aAlepyikd deppotikd eEdvOnua, eEavnua pe kvidwon, oldnua Tov
TPOGMOTOV, HVTKOG TOVOC, Kokovyia.

Yravieg (nmopei vo emnpedoovy Myotepovg om6 1 atovg 1.000 avOpamovg):
Oidnua Tov TPOCHTOV, TOL GTOUATOS Ko TOV Adpuyya (QvNTiKEG Yopdis), ofelo veppikn
ducAertovpyio kol veQpikn avendpkeia, Abapyoc.

Aploowrivn
olb Xoyvéc (umopel va eanpedoovy wepiocdtTepovs amd 1 otovg 10 avOpdmTovg):
Oionpo (KataxkpdaTnon vYpOV)

Yoyvég (nmopel vo. exnpedoovy Aydtepovg amé 1 otovg 10 avOpdmovg):

Kotk dryoc, vavtia, mpréyo actpaydrov, aicOnua vrvniiog, epudpdtnta Kot aicbnon
Beppomtog oto mpdommo, dratapayr] Opaong (cvpmeptlapfovouévng tng SIMAMTIOS Kot TNG
BoAng O6poonc), aictnua KapdloK®V TAAU®Y, S1appotld, OLCKOIMATNTO, OVoTEYia, KPAUTEC,
advvopio, SVGKOAIN TNV OVATTVO).

Oy ovyvég (nmopel va emnpedoovy Ayétepovg amé 1 otovg 100 avlpomovg):

[poPApata vvov, datapayés Vmvov, arlayég diabsong cvumeptiapupavouévov aicnua
ayyovg, KotaOAYM, evepebiototnTa, piyn, orAayéc ot yevorn, Amobvuic, aicOnupa
ocpupiypatog oto avtd (epPodc), emdeivwon g onBayyMg (TOvog 1 ducdapesto aicOna
670 6TN00G), PWOPPOLD 1N «UTOVKOUEVI UOTY, OAMTEKIA, 1O oTiypota 1 KnAidec oTo
OépHo. AOY®  IKPOOLLOPPayL®Y (TTopplpa), OTOYPMUNTICUOG TOV OEPUATOS, LIEPPOMIKT
epidpwon, e&avOnua oto dépua, KVNopog, TOVog oTig apbpdcelg 1| Tovg Hug, TpoPAnpota
OTNV 0VPNGCN, TAPOPUNCT VIO VOYXTEPIVI] 0VPNGN, AVENIEV OVPNOT, YUVALKOUAOTIO, TOVOG
oto atnbog, Tovog, adiabesia, avénon N peimon Papovg.

Xravieg (nmopei vo ernpedoovy Myotepovg o6 1 atovg 1.000 avBparmovg):
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Mo\ oravieg (nmopei va exnpedoovy Aydtepovg anéd 1 otovg 10.000 avlpomovg):
Meioorn Ttov apBpod TOV AEVKOV OHOcPUpi®v 6To aipd, yeyovog mov Oa umropodoe va
0aVENCEL TOV KIVOLUVO AOIUMEEDY, LEl®oT TOV aplBloy £vOg TOTOV KVTTAP®OV GTO il YVMOGTA
®C OIULOTETAAMO TO, OToiot UTOpel vo 0dNyNoovy €OKOAO GE LMA®TEG M| TOPOTETAUEVT
apoppayia, avénon ™ yAvkding aipotog, ovénuévo oei&wo TtV pudv M avénuévn
avtiotaon oty madntiky kivinorn (vreptovia), TVAyHOTA 1) VITOCONGIN TOV YEPLDV KOl TOV
OOV, KAPOloKT TPOCPOAT] KOl OKOVOVIGTOG KOPOLOKOC TOAUOS, PAEYIOVH TOL €mBnAiov
TOV GTOUGYOV, TAYVVOT T®V 0VA®V, AVENUEVE NTaTKG Evivua, KITpvn Xpold Tov SEPUATOG
Kol TOV potiov, avEnpévn evarcbnoio tov SEpHATOS OTO (MG, LELOVOUEVES TEPITTOCELG
OAAEPYIKAOV avTIdpdoemy (Kvnoudc, e&dvOnuo, TpnEylo Tov TPOGMTOV, TOV GTOUNTOS Kal 1
Tov AGpuyye (@ovnTikég ¥opdéc) wnall ue kvnoud kot e€avOmuo, coPopéc depUATIKEG
avtdpdoelg ocvumepthapPovopuéveoy  Eviovov eEovONUOTOG, (OVCKAA®MY, GTOAEMIONG Kol
TPNEWO TOL SEPUOTOC, QAEYHOVNG TV PAevoydvvev (cuvdpopo Stevens Johnson, To&ikn
EMOEPUIKT] VEKPOAVOT)), ATEIANTIKEG PLEPIKES POPES Yo TN Lo,

Mn yvootég (1] ovyvotnTa dgv pwopei va exTipun0si pe Paon to dwebdicipa dedopéva)
Tpépovio, dxoumtn 6TAON CAOUOTOC, TPOGHOTO AVEKQPACTO OIKNV HACKAS, apYEG KIVIGELS,
aoTafEG Kol pun 1ooppomnuUéVo PAdiopa.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnproete kdmola avemBountn evépyelo, EVNUEPDGTE TOV YIOTPO 1 TO POPUAKOTOLO
oaG. Avtd 1oydel kat yuo kKibe mhovn avemBOunTn eVEPYELN TOV SEV AVUPEPETOL GTO TOPOV
@OALO 0dNYIDV Ypriong. Mmopeite eniong va avaeépete avembBountes evépyeleg amevbeiog
HEG® TOL €BVIKOD GLGTHUATOG AVAPOPAS TOL OVOYPAPETOL TOPUKAT.

EA\Lada

EbBvikog Opyavicpdg Oappdkov
Meocoyeiov 284

GR-15562 Xohapyog, Adrva
TmA: +30 21 32040380/337
@a&: +30 21 06549585
Iototomog: http://www.eof.gr

Kvmpog

Doappaxevtikég Ynnpeoieg
Ynovpyeio Yyetog

CY-1475 Asvkooia

TnA: + 357 22608607

®a&: +357 22608669
Iototomog: www.moh.gov.cy/phs

MéEGm TG avapopag avemBountTov evepyeimv uropeite va fondnoete 6t cuAloyn
TEPLOGOTEPMOV TANPOPOPLDY GYETIKA LE TNV OCPAAELN TOV TOAPOVTOG PUPHUAKOV.

5. Hog va guidoocete To Orizal

To @appoko avtd TPETEL Vo PUAGCGETOL G UEPT] TTOV deV TO PAEmOVV Ko dgv TO PBAVOLVY TaL
TOOLA.
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Na punv xpnoyLonoleite avtd 10 PAPUOKO HETA TNV NUEPOUNVIN ANENG TTOL AVOPEPETAL GTO
kovuti, petd ™ AHEH. H nuepopunvia Aéng eivar ) tedevtaio nuépo PRva mov ovoaeEpeTal
exel.

To @dppaxo avtd dev amaitel Wilaitepeg cuvOnKes EGOAAENS.

Mnv ztetdite AppoKe 6TO VEPO TNG OTOYETEVONG 1) GTO OIKIOKA omoppippata. Potiote to
(OPLOKOTOO GOG Y10 TO TAOG VAL TETAEETE TA PAPLLOKO TTOV OEV YPNCLUOTOLEITE Lo, AVTA TOL
pétpa Ba fondncovy oy Tpoctacic Tov TEPPAAALOVTOG.

6. Ilepreydpeva TNG CVOKEVUGIAG KO AOUTES TANPOQPOpPiES

Tv epréyer To Orizal

O1 dpaoTikég ovoies glvar ot oApecaptdvn pedoopiin kot oprodimivi (g
(QOLVOAOGOVAPOVIKY).

Ka0e diokio mepiéyel 20 mg oApecsaptdvn pedofopiin kot 5 mg aprodumivn (o
(QOIVOAOGOVAPOVIKT)).

Kdé0e diokio mepiéyel 40 mg oApecsoptdvn pedofopiin kot 5 mg apAodurivn (@g
(POLVOAOGOVAPOVIKT).

Ka0e diokio mepiéyel 40 mg oApesoptdvn pedolopiin kot 10 mg aprodimivn (g
(QOVOAOGOVAPOVIKN).

To GAho cvotaTikd ivon

[Mvupvag Tov diokiov: Apvio apapocitov Tpolelativomomévo, Kuttopivn
HUIKPOKPLGTAAAIKT, TUPITIOL 0£E1010 KOAAOELDEG AvVOPO, KAPUEAAOIN VOTPLOvYOG
dlaoTovpovuevn

LOYVT|G10 GTEOTIKO.

Emicdioyn tov dickiov: moAvfivoraikooin, toivaiBvuievoyAvkdin 3350, TdAkng, Titaviov
dro&eido (E171) ko adnpov (1) o&eidio kitpvo (E172) (uévo yia ta Orizal 40 mg/ 5 mg
kot 40 mg/10 mg emucolvoppéva pe Aemtod vuévio diokia) kat adnpov (I11) o&eidio epvbpod
(E172) povo yia ta Orizal 40mg/10mg emkaivppéva pe Aewto vpévio diokia.

Epg@avion tov Orizal kou wepieydpeve TS GVGKEVAGING

Ta Orizal 20 mg/5 mg emkaAvppévo pe Aemtd vuévio diokia eivor AevKd, GTPOYYLAL, LLE TO
C73 ot pia whevpd.

Ta Orizal 40 mg/5 mg emkoAvppéva, pe Aertd VEVIO dloKia Elval VITOKITPIVA, GTPOYYVAL, |LE
to C75 ot pia mhievpd.

Ta Orizal 40 mg/10 mg emMKOAVUULEVO PLE AETTO DUEVIO O1GKI0L EIVOL KAPEKOKKLVA, GTPOYYVAQ,
pe to C77 ot pia TAevpd.

To Orizal emtkadvppéve pe Aemtd vuévio diokia diatifevtal oe cuokevacieg OPA / Alovpivio
/ PVC / Alovpuivio o xoyéreg cuokevaoiav (blisters) twv 14, 28, 30, 56, 90, 98 kot 10 x 28,
10 x 30 emkaAvpupEVOV e AETTO VUEVIO SIoKI®MV 68 KUWELEC Kal 6 cuokevaoieg Tov 10 x 1,
50x 1 ko 500 x 1 emkodloppévav ue Aemtd vuévio diokiov oe didtpnteg kuoyéreg (blisters)
Hovadag d6oMG..

Yvokevacio oty ayopd: BT x 28

Mmopei va pn Kokho@opohv OAEG Ol GLOKEVOGIEG.

Kdroyog Adsrog Kukrogopiog kot Ilapackevastig
Karoyog doerag koxlopopiog:
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MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG SA

1, Avenue de la Gare

L- 1611 Aovéegpfodpyo

TnA: +352 264 976 59

E-mail: miol_regulatory@menarini.lu

Tomikog avumpoownog yio v EALddo.:

Menarini Hellas AE

[Métpov 16-18,
15123 Mapovct
Attu

TnA. 210-8316111

E-mail: info@menarini.gr

Hapookevoaotig

DAIICHI SANKYO EUROPE GmbH

85276 Pfaffenhofen

Teppoavia
7

Berlin-Chemie AG

12489 Berlin
eppavia
U

Laboratorios Menarini, S.A.

Alfons XII, 587

08918 Badalona (Barcelona),

Ionavia

AvTo T0 Oappoko £xetl eykpldei ota Kpatn péin tov Evpomraikod Owovoptkov Xmpov
(EOX) pe 1Tig akérov0eg ovopaoisc:

Amelior 20mg / Smg, 40mg / Smg, _

Avortpia

Béhyo Forzaten 20mg / Smg, 40mg / Smg, _
Boviyoapia Tespadan 20mg / Smg, 40mg / Smg, _
ToaAAio Axeler 20mg / 5Smg, 40mg / Smg, _
Teppavia Vocado 20mg / Smg, 40mg / Smg, _
EX\ada Orizal 20mg / 5mg, 40mg / Smg, _
Ecbovia Sanoral 20mg / 5mg, 40mg / Smg, _
Iphovdia Konverge 20mg / Smg, 40mg / Smg—,_
lomavia Balzak 20mg / Smg, 40mg / Smg, __
ITohia Bivis 20mg / 5mg, 40mg / Smg, _
Kompog Orizal 20mg / 5mg, 40mg / Smg, _
Agtovia Sanoral 20mg / Smg, 40mg / Smg,

Aovavia Sanoral 20mg / Smg, 40mg / Smg,

Aovéeufovpyo Forzaten 20mg / Smg, 40mg / Smg, _
Mdita Konverge 20mg / Smg, 40mg / Smg, _
OMavdia Belfor 20mg / 5Smg, 40mg / Smg,

Ovyyapia Duactan 20mg / Smg, 40mg / Smg,

[ToAwvio Elestar 20mg / 5mg, 40mg / Smg, _
[Moptoyoiia Zolnor 20mg / 5Smg, 40mg / Smg, _
Povpavia Inovum 20mg / Smg, 40mg / Smg,
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YAoBakia Folgan 20mg/ 5mg, 40mg / Smg, _
YhoBevia Olectan 20mg / S5mg, 40mg / Smg,
Toeyia Sintonyn 20mg / 5Smg, 40mg / Smg, _

To wapov @UALO 00NYLOV PN OGS AVAVEOPNONKE Y10 TELEVTOIO POPA GTIG

E))Gda: 01/09/2022
Kompog: 09/12/2022
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