®YAAO OAHT'IQN XPHXHX: IAHPO®OPIEX I'A TON XPHXTH
Inderal dwokia 40mg emkaivppéva pe vPEVio
Inderal kawyaxwa 80mg gheyyopevns amodéopevong

Propranolol Hydrochloride

AW PacTe TPOGEKTIKG OLOKANPO TO GVALO 0ONYLOV YPNOGNS TPOTOV UPYIGETE VO TAIPVETE GVTO TO
PappoKo.

. DvrdEte avtd T0 PUALO 0dNYIBV YpNoNG. Towe ypelaotel va to dafdoete Eavd.

. Edv éxete mepartépm amopieg, pmTNGTE TO YATPO 1) TO POPUAKOTOLO GOC.

. H ocvvtayn yv ovtd 10 edpuoxo yopnyndnke yuo coc. Agv mpémel vo, dMGETE TO QAPLOKO GE
dAlovg. Mmopet va Toug mpokaAéaet BAAPT, axopa Kot 6Tav To CLUTTOUATE TOVG givarl (do pe
T0. S1Kdl GO,

To mwapov @OALO 0ONYIOV TEPLEYEL:

Tt eivan to Inderal kot oo eivar 1 yprion tov

T npénel va yvopilete Tpotov ypnoonomoete to Inderal
I vo ypnowomromoete to Inderal

[MBavég avemBOunTeg evépyeteg

Ia¢ va puAdocetal to Inderal

Aowméc mAnpogopieg

oOUTh WN

1. TI EINAI TO INDERAL KAI ITIOIA EINAI H XPHXH TOY
H dpaoctikn ovsia givar ) Propranolol Hydrochloride

Kdabe diokio mepiéyet évav aptBpd exddywv ta omoio fonbovv 6Ty TapacKeLT TOV dIoKIOL.
Avtd  eivar: Lactose Monohydrate, Gelatine, Magnesium Stearate, Carmellose Calcium,
Hypromellose, Glycerol, Cochineal Carminic Acid E120, Titanium dioxide E171.

Kdabe kayovia mepiéyet Evav aplfud ekddymv ta omoia fondodv 6TV TopackeL] TS KAWOLAS.
Avta givar: Cellulose Microcrystalline, Ethylcellulose, Hypromellose, Iron oxide red E172, Iron oxide
black E172, Erythrosine E172, Titanium dioxide E171, Gelatine.

To Inderal kvkhogopei oe:  Atokia kot kaOe diokio mepiéyel 40mg TpomTpavorOANG.
Kawyakia kot kabe koyakio tepiéyet 80mg (Inderal 80)
TPOTPAVOAOANG (G pLopen Ppadeiag amodEGUEVTT|G).

To Inderal kvkhoopei og kovTid TV 30 dtokimv (2 urAiotep TV 15) Kot 6 KovTid TV 28 Koyakiov
(2 umhiotep TV 14).

To Inderal avikel og o ouddo eapuakov tov ovopdloviol B-avactoreic. Avtd onuaivel 0Tt emdph oe
TOALG GUGTNLOTO TOV OPYOVICUOV, CUUTEPIAOUPBAVOLEVNG TG KAPOLEG.

To Inderal propei vo ypnoipomomel 6T mapaKkdT® KOTUGTAGELS:
Aokio emxaivppéva pue VUEVIO

- Yréptaon (o¢ povobepamneia 1 6€ cuvovacud e AL ovtivmepTactkd 10iwg Oetalidd
S1oVpNTIKA)

- X1e@aviaia- vocog e otnbayykn cuvopoun

- ®upeotoéikwon

- dAeforoufcn un avtictaduoTikn Tayvkapdia, appuiuies Kupimg LIEPKOIMOKNG TPOEAELONC,

1




VILEPTPOPIKT OMOPPOKTIKY LLOKOPSOTAOEL
- Makpoypovia Tpo@OAAEN LT amd 0ED EULEPOYLLA TOV HLOKOPSIoV
- [IpogyyelpnTikn TpoeToIacia 1] GUVTNPNTIKN Bepameio AvEYXELPTITOV POIOYPMUOKVTMLUATOG
- [IpoAnym kpicemv nukpaviog
- Ayy®ong dtatapoyn

Kowdkio eleyyduevng anodéouevong

- Ynéptoon

- @upeotoikwon

- Ztepoviaia vooog e otnloyyikn cuvopoun
- Ayy®dng dratapoyn

2.  TINPEIEI NA I'NQPIZETE ITPIN NA XPHXIMOIIOIHXETE TO INDERAL

Mnyv ypnoypomonjcete to Inderal edv:

Edav &yete 1otopikd dobuatog 1 cvpittovcag avarnvoric MHN TTAPETE INDERAL. AnevBuvleite oto yiatpod

N T0 POPUOKOTOLO GOLG.

Ipw mapete to Inderal evnpepmdaote 10 y10Tpd 1 TO PAPUOKOTOLO GAG EAV:

- ‘Exete aAlepyio otV mTpOompavorOAn | 6€ kG010 and o, cuatatikd tov Inderal.

- "Exete vopépel | vTOEEPETE OO OTOLOONTOTE KOPILOKT BN o™, TEPLOUPBOVOUEVNS TG
KOPOLOKNG OVETAPKELNG, 1 SLOTAPOAYES TNG KOATOKOIAOKNG Oy ®YNG.

- "Eyete moté vmoépet amod £vo ToAD apyd 1 TOAD 0KAVOVIGTO KApOoKO TOANS, TTOAD YOUNAN
apTNPLOKN TieoN 1 TOAD Kok Kukiopopia.

- Yag €xel Toté emmbel OTL TAcKETE OO £V GLYKEKPIUEVO €id0g TOVOL 6To 6TNBOG (6TNOAYYM)
mov ovopdletor otnOayyn Prinzmetal.

- 2ag &yl ToTé emmbel OTL EYETE POLOYPOUOKVTOLO TO OTTOT0 OeV avTIHETOTILETOL 1)ON pe GALa
QapLOKOL.

- Eiote o¢ katdotaom vnoteiog 1 £xete VNoTEYEL TPOGOATAL.

- To kayakia edeyyopevng amodéopevong Inderal dev cuviotdvtat yio ypnon ota Tondid.

- Avté to ydmio Kot To ke akio givot povo yio oag kot dev mpémel moté va Anefodv amd
OTO10VONTOTE GAAOV.

Ipocéére wWdrnitepa pe to Inderal gav:

- glofe aliepykdg

- €xete AAAL TPOPANUATA VYELNS, OTIMG TPOPANUATO LLE TO VEPPA, TO GUKMTL, TO Bupeoeldn,

mhoyete omd daPnTn, dtapoyEg TG KuKAopopiag, kapdlakd TpofAnuata, SuGKoAin GtV

avamvon 1 TpPHEO GTOVS AGTPAYAAOVC.

Edv mivete ouyva peydieg mocotnteg ahikoOh, UTopel va EYEL ETOPACT GTOV UNYOVICUO

dpaong Tov PAPUAKOV.

Edv maipvete khovidivn yio véptacn 1 yio TpOANYT| NUIKPAVINS, NV CTOUATHCETE OVTE TNV

KAovidivn ovte to Inderal ywpig va cuppovievteite tov yratpd oag.

Mmopei va Tapatnpioete 0Tt £xete AydTEPOLS GPLYHOVS Otav Ttaipvete Inderal. Avto givon
(QUOIOAOYIKO, AALA EAV OVIGUYTOETE, EVIILEPDGTE TOV YIOTPO GO,

To Inderal nepiotociokd unopel vo TPOTOTOMGEL TH PLGIKT AVTIOPOOT] TOV OPYAVICUOD GOG

otnv woovkrivn. To Inderal eniong pmopei vo TpomOTOMOEL THV AVTIOPACT] TOV OPYAVIGHOD GOG, GTHV
YOUNAT cVYKEVTPOON cakydpov oto aipo. To Inderal pmopei va peidost v avénon tov Kopdlakdv
TOAUDV, KOTA TN OAPKELD TOV VTOYAVKOUKAOV ETEIGOSImV. XIAVIO 1] GLYKEVIP®GOT GUKYAPOV GTO
aipo propet vo pewmbei og 11010 Pabud dote vo TPoKaAECEL GTAGUOVG 1| KOO

To Inderal nepiotociakd npokarel vioyAvkotpio akdpa kot o€ acbeveic ot omoiot dev VTOPEPOLVY and
dwfnn: my. veoyévvnra, Ppéen, acOeveic oe TexvNTo veppd (aipodwiion) 1 acBeveic mov vroEépouvv
oo YPpOVIA NTOTLKT VOGO Kol VTEPSOGOLOYICL.

Edv eicaybeite o€ vosoroeio EVUEPDOTE TO 1TPIKO TPOCOTIKO KOl 1O10TEPD TOV

avooOnolodoyo (ehv mpoxettar vo. gyxepiloteite), 0Tt taipvete Inderal.

Ytapotnote vo maipvete Inderal povo edv cag to meL 0 Y1oTpdc oag Kat TOTE LOVO, GTASUKA.



Ta dwokio Inderal mepiéyovv peta&d tov AAA®V adpavdv cuotatik®dv (ékdoya), AakToln kat 610&€idio Tov
TITOViov, To 0ol HIwopovV va ONovpYNGovy TPOPANKA 6E £va LiKpo aplBpd acBevmv mov givat evaicintot
G’ OVTA TO GLGTATIKA.

Ta koydxia Inderal eniong mepiéyovy 610&€idio Tov TrTavViov.

Kdnon
Ipw wapete Inderal, evnuepdote tov yiatpd oag edv €i0TE £YKVOC 1) EMOUOKETE VO, PLEVETE £YKLOG.

T'alovyia
IIpw wapete Inderal evnuepdote 1o yratpd cog 6t Onrialete.

Oonynon kKo LEPLopog Py avav

To Inderal givor aniBavo va emdpdoet apvnTikd oty IKAvOTNTA 60g Vo 0dnyeite awtokivinto 1 va yepileote
unyovnpato. Qotdco, pepikol acbeveig umopel omopadikd vo vidcovv (AN 1 kémworn Otav maipvovy
Inderal. Aev npémetl va odnyeite 1 va yepileote pnyaviuata €6y £XTe aVTEG TIC EMBPACELS.

Xpion GAA®V QuppraKk®yv

IIpwv mépete 10 EAPLOKS GOC, EVIIUEPMDOTE TOV YOTPO GaG €6V maipvete dALA pdpLLoKa,
ovuneptAappovorévov Tov Potdvev, TOV VYIEVOV TPOP®V 1 GLUTANPOUATOV OTPOPNG OV
ayopacote yYwpic cuvtoyn yorpov. Avtd mepthapfdvel eniong EAPUOKO TOV YPNCLUOTOONKAV L0
ToAd. Mepikd edpuaxo pmopel va ennpealovy ) dpdotn GAA®V QopUAK®V.

Edukd, evnuepdote TOV Y10TPO GOG €AV TOIPVETE:

dtoomupopion, Kvidivy, Tpomapavovn 1 apwdapovn (Yo appvdpuia),

Qapuaka yuo véptacn 1 otnOayyn (sWdwd Bepomapiin, dktialéun, KAovidivn, vigedumivn,
VIGOADITTIVN, ViKopdLTivy, 1opadimivn, Aactdurivn, voporalivn),

QAPLLOKO, YO, TV UKpovia Tov TepLEyovy mapdymyo epyotauivng 1 rizatriptan,
yropompopalivn 1| Beopidalivn (Yio optopéves yoylaTpikég oatapoyés),

woouebaxivn 1 Povmpoeévn (Yia avakobeioT omd Tov TOvo),

(QAPLLOKO Y10, KOPOLOKT aveETapKeLo, (dryo&ivn),

QAapuaKa Yo TPoPARUATO TOL GTOUAYOV (CLUETISIVN),

Oepamneia yio Tvevpovia (proapumikivn),

v doBua (BgopuAdivn),

Qappaka yuo. va eumodiodei n dnuovpyia Opoupev oto aipa (Bapeapivn).

Eniong, mpénel va evnuep®ceTe TOV Y10TPO GOG EAV TOIPVETE KATOLO PIVIKO GTOGLUQOPNTIKO 1 GALQ
0epamEVTIKG, Y10 KPLOAOYTLX TTOV UTOPEL VO AyOPAGOTE YWPIG GLVTAYN YITPOV.

Edv mivete ovyva peydleg mocotnteg ahkoor, 1 exidpaom tov Inderal pmopei va ehattwbdei.

*  TIpocoyn mpénel va diveTal Katd Ty cuyxopnynon avalstntikov tapayoviov ko Inderal. O

avalcnololdyog Oa TpENEL VoL EVIUEPMVETOL KO VOL EMAEYETOL AvasONTIKOG TapdyovTas e 0G0 TO
duvaToV IKPOTEPT APVNTIKY WVOTPOTO OPAoT).

Edv giote dofntikog, To Inderal pmopei vo tpomomomost Ty avtandkpion cog otV
WGOLAIVN 1] o€ dAA avTdtoPnTikd edppaxe. Mmopel eniong va tpomomomcet Tnv
(VOLOAOYIKY] GOG AVTIOPAOT] OTAV-TO EMIMESA TOL GOKYAPOL GTO aipla lval YoOUnAd, Tov
cuviBwg cuvendyston HENCT TV KOPIOKMV TOAUMV. TAVIK T EMITESN GOKYAPOL GTO OipLoL
propotv va petmbovv og 1étoto Pabud MOTE Vo TPOKUAEGOVY GTAGHOVS 1] KMOUA.

To Inderal mepiotaciakd Tpokorel vIoyAvkopio akdpo kot o acbeveic ol 0moiot v VITOPEPOLVY 0O

Swfnn: wy. veoyévvnro, Bpéen, acbeveig oe 1exvnTo veppod (aipodoiion) N acBeveig mov vroeépovv
amd ypdvia NTATIKY VOGO KoLl VTEPSOGOAOYIaL.

TPOIIOX XOPHI'HXEHX TOY INDERAL

Axokovbnote Tig 001 Yiec TOV YlaTPOD GOC Yo TO TOTE Ko Twg vo. maipvete to Inderal.
Pwtiote tov y1atpd 1 TOV popUaKoTold oag eGv dev glote Giyovpot.



Edv &yete v evidmwon 6t 1 dpdon tov Inderal givar moAd 1oyvpn | moAD adbvaun WAfcTE pe TO
Y10tpd 1 TO QOPLUAKOTOLO GG,

. O ywtpdg oag Oa amopaciost yia tnv Ttocdtnto Inderal mov wpénet va maipverte kabe nuépa,
OvOAOYO LE TNV TEPITTMON GO,
. O mapokdto nivakag delyvel Tn cuviOn KAIHOKO Tov GLVOAOL TOV dOCEWDV TOV AAUPAVOVTOL GE Ll

NUEPA Yo VOV EVAALKOL.

Aoocoloyikég lMivakag EvnAikwv
(o€ dinpepéveg nuepnoleg 660¢Ig)
EAdxioTn 86on/nuépa MéyioTn ddon/nuépa
YmépTaon 160mg 640mg
2TNOAyXN 80mg 320mg
AppuBpieg 30mg 160mg
MpdANWN Kpioewv nuIkpaviag 80mg 240mg
Tayukapdia 30mg 160mg
Ayxwdng diatapaxn 80mg 160mg
OupeoToikwaon 30mg 160mg
MuokapdloTrdBeia 30mg 160mg
daioxpwpoKUTWHA 60mg (TTPOEYXEIPNTIKA) 60mg
30mg (emi avsyxelpr’]TQU OyKou 30mg
WG ouvTnNPENTIKA
Beparreia)
Metd omc,'> 0&U €uppaypa Tou 160mg 160mg
pJuoKapdiou

Y76 opiouéveg ouvonkeg, to Inderal ypnowonoteitar yia tn Ogpomeio mardidv pe appvduieg (Srotapoyss Tov
KapdiaKod puouov).
H 660m Ba tpocappoctel and tov yiatpd avaroyo pe tnv nikio Kot 1o Bépoc tov achevoic.

To koydxio eEAeyyOUEVIC OTTOSOEGUEVOTG OEV GUVIGTMVTAL Y10 ¥PNOT) OTO TSI,

Ta koydxio cuvnOmg Aapfdavovtol pio popd TV NUEPL.

Katanivete ta diokio 1 TG KOWOLAES OAOKAN PO, e TN Pondela vepov.

[Ipoonabeiote vo moipvete T0 APUOKO GOG TNV 1010 dpo KAOE uépa.

Mnv cToUATNOETE VO TAPVETE TO PAPUOKO GOC OKOUT Kot €6V acOavesTe KOAG, EKTOC OV
c60¢ GVUPOVAEVGEL 0 Y10TPOG Gag. TOTE, GTAUUTOTE TO GTUOLOKA.

* X x %

Av mtapete peyoldtepn 6o Inderal ax’ v kavovikn)

Edqv mdpete mepiocdTEPQ dtokia 1 KOWAKLL 0Td TNV KOVOVIKY G0¢ 0001, amevbuvieite 6to YiaTpd cag 1 610
QOPUOKOTOLO GOC TO GVVIOUOTEPO dLVOTOV.

Eav Eeyaoete va mapete kdmora 0001

Awokio, Koaydxio: Edv mapoieiyete po d0om, mlpte v apécme LoAg to Bounbeite. Mnv maipvete dvo
J0GEIC TAVTOHYPOVA DGTE VO OVOTANPDGETE TN 060oM Tov Egxdoarte.

4, INMEOANEX ANEINIOYMHTEX ENEPTEIEX
4



Onog 6ha Ta appoxa £tol kot to Inderal pwopei vo Tpokaricel avemOOUNTES EVEPYELEG
Yovleg  (og 1% 1| o€ mepiocdTEPOLG 060eveic aAAd oe Aydtepoug and 10%: petald 1
otovg 10 kot 1 otovg 100 acBeveic).
Yuypa akpo
*  Bpadvkapdia
*  nobOl0GHe KOl CUGTAGELS 6T SAKTUAL, TV YEPLDV, TOV akoAlovOeital and aicOnua
Oeppotrag kot Tovo (pavouevo Raynaud)
avVAGLYO VTIVO / EPLOATIKG OVELPOL
KOT®MON

*

Oy ovyvég (og 0,1% M meprocdTEPOLE 000eVEIS aALA AryoTepoug amd 1% peta&y 1 otovg 100
kat 1 otovg 1.000 acOeveic)

*  duppola

*  vootia

*  éuetog

Xravieg (o€ 0,01% M meprocdTepovg aobeveic aArd Arydtepovg omd 0,1% peta&d 1 otovg 1.000
ka1 1 otovg 10.000 acbeveiq)

N emdeivacn ¢ duokoriog otV avamvon|, Eav £xETe N elyote 610 TOPEAOOV Ao,

dvokorio otV avamvon KoM TpHEIL0 GTOVE OGTPAYAAOVG, EQV EMICTC TAGYETE OO KAPIIOKN

OvETAPKELQL.

KOPOLOKO ATOKAEIGUO TTOV UTOPEL VO TPOKOAEGEL AVMDUAAO Kapdtako puouod, Lain, aictnua

KO6mwong N Amobupia.

CaAn, Wwitepa 6TOV onkdvesTE OpOiot

eMdEivmOON TNG KATAGTOOTNG TOV KUKAOPOPIKOV, AV 101 EYETE KOKT KUKAOPOPIO, TOV OULLOITOC

TPYOTTOON

oAhayéc drabeomng

GLYYLoN

YuYooelg 1 yevdastnoeic (Woytkég datapoyis)

LUPUNKLOGLLO GTO, XEPLOL

dlTaPaYES TNG OPOUCTG

EnpopBoipuio

deppoTikd eEavinua, copmeptiappavopévng emdeivoong e yopiaong

Opoppoxvtonevia (evvoei To peAdviac)

KOKKIVOL OTLYHOTO OTO OEPUA (TOPPVPOL)

F Ok ok % ok ok ko ok ok *

[ToAb omavieg (og AMyotepovg and 0,01% acbeveic, AMrydtepovg and 1 og 10.000 acbeveic)
* ooPapn poikn advvapio (LoacOivela gravis)

Mn yvootn cuyvotnta
* oTOGHO1 TOV GLVOLOVTOL [LE TNV VIOYAVKALIN

Xounin ovykévipwon cokyapov oto oipae umopel vo cupfel og drafmnrticods kot pn defrnrikodg acheveig
TEPIAMAUPAVOUEVOV TV VEOYEVVITOV, BPe@aV, Todimv, NAKIOUEVOY aclevav, aclevdv cg TexvnTto veppo
(arpodoinom) 1 acBevodv ot omoiot Ppickovral og Bepaneio yio Tov SafnTn.

Mmopel emiong va mapovciloctei .o acleveig petd and moapatetapévn vnoteio Ko o acbeveig pe ypovia
NmaTiKy voco.

Mmropei eniong va TepovcsloeTovuy dAloyEG 0Ta KOTTAapA 1| GAAL pEPT ToL aipatog oag. O YiaTpdc cog pumopel
Vo, 560G {NTNOEL TEPIOTAGIKE OpoToA0YIKES eEeTdoelg hote va elEyEet edv To Inderal £xel emnpedost o aipa
oo,

Mnv avnovynoeTe amd avtdV TOV KOTAAOYO TV avemBountov evepyeldv. Towg va punv tapovoidoete kopio
om’ aVTEC.

Edv mopatnpnoete kdmoleg avemBounteg eVEPYEIEG TOV OEV OVOPEPOVIAL GTO (UAAO OONYLOV TOPOKUA®D
EMKOVMOVNOTE [LE TO YLOTPO 1] TO PAPUOKOTOLO GOG.



Ava@opd avemOOuNTOV EVEPYELDOV

Edv mapoatnpnoete kamolo avemBOuntn evépyela, EVNUEPMOTE TOV YATPO TOV (QUPLOKOTOLO 1)
TOV/TNV VOGOKONO GOC. AVTO 10yveL Kot Yoo KaOe mhovn avemBOuntn evépyeia Tov Oev avapEPETL
0TO0 TAPOV QUAAO 0dNYuIdV ypnons. Mmopeite emiong vo ovoQEpeTe avemBOuNTeg evEPYELES
anevBeioc otov: EOvikd Opyoviopd Oapudakov, Mecoyeiov 284, GR-15562 Xolapydg, ABnva, TnA:
+30 21 32040380/337, ®a&: + 30 21 06549585, Iotdtomog: http://www.eof.qgr.

Méow ¢ avagopds avemBOuntwv evepyeldv pmopeite va fondnoete otn cuAhoyn meplocdTEP®V
TANPOPOPLOV CYETIKA LE TNV ACPAAELN TOV TOPOVTOS PAPLLAKOL.

5. QX NA OPYAAXXETAI TO INDERAL

*  Noa euAdooetol og pPéPN oL 0V 10 POGVOLY Kot 6gv To BAETOLV Ta TOSLA.

*  Toa dtokio Kot TO KOWYAKLO VO QLAGCCOVTOL GTOVE TEPLEKTES 0T’ TOLG OTTOT0VLE TPONADAV.

*  Noa un evidoocetol og Oeppokpacio peyorvtepn tov 25°C.

*  No un ypnotponoteite to Inderal petd v nuepounvio AMEng mov avoeépetor oto kovti. H
nuepopnvia. AMéng etvan n teAevTaio NUEPE TOL UNVA TOV AVAPEPETOL.

*  Ta @dppoka 0ev TPETEL VO ATOPPITTOVIOL GTO VEPO TNG AMOYETEVONG 1 6T okovTidwn. Pwteiote
TO QOPUAKOTOLY GO TS Vo TETALETE TOL APk TOv dgv yperdlovion mo. Avtd to pétpa Oa
Bonbnoovv omv mpootacia tov TEPPAAAOVTOG.

6. AOIINEX IAHPO®OPIEX

Kdroyog adsiog kukropopiag

AKO100)0g

AstraZeneca UK, Limited, England

YnevOvvog Kvkhogopiog

ASTRAZENECA A.E.

®cotokomovriov 4 & Aotpovavtav, 151 25 Mapovot

I[opaockevootig
Awxio:  Corden Pharma GmbH, Plankstadt, Germany
Kaydxkia: AstraZeneca UK LTD, England

To wapov VAL 0ONYLOV YPNONS EVAVEMONKE Y0 TELEVTAIO POPE 0TI
01-10-2012

Tpoémog 6100gonS: pe W TPIKI] GVVTAYT





