B. ®YAAO OAHTI'TQN XPHXHX



OYAAO OAHT'TQN XPHEHZX: ITAnpo@opies Yo Tov a.c0gvi)
Spedra 50 mg dwokia

afovoeiin

AP aoTe TPOGEKTIKA OALOKANPO TO GVALO 00N YAV PN GNG TPOTOV UPYIGETE VU TAIPVETE AVTO TO
QAPLOKO, S10TL TEPLLUPPAVEL CNUAVTIKES TANPOPOPIES VIO GaC.

- DurdEte avTd TO EUALO 0dNYIDV YpNons. Towg ypetaotel va 1o dafdoete Eava.

- Edv éxete meportépm amopieg, potoTe TOV Y10TpO 1| TOV GOPUAKOTOLO GOG.

- H ocvvtayn yia avtd 10 eappoko xopnynonke amokAEIGTIKA Y10 60G. AgV TPENEL VO, ODCETE TO
QapuoKo og GAAovg. Mmopel va tovg mpokaréoet PAAPN, ko Kot OTav To onpeion TG

ac0éveldg Toug givar 101 pe ta d1kd Gog.

- Edv mapatnproete kamola avemBountn evépyeta, EVNUEPDGTE TOV YLOTPO 1| TOV POPUAKOTOLO
60G. Avtd 1oydel kot yio KaOe mhovy avemBOUNTN evEPYELN TOV OEV AVAPEPETAL GTO TOPOV
@OAAO 0OMYIDV YPNOTG.

T eprEyeL 1o TAPOV QUAAO 0ONYLOV

Tt eivon To Spedra ko oo glvar 1 gpnomn Tov

Ti npéner va yvopilete mpotovd ndpete to Spedra

[og va mapete 10 Spedra

[Mbavég avemBounteg evépyeteg

ITog va puldoocetot to Spedra

[Tepreydpevo g cuokevaciog Kot AOUES TANPOPOPIEg

AN

1. T eivor 1o Spedra ko oo givan i prion Tov

To Spedra mepiéyet T dpaotiki ovcia afavaeiin. AVKeEL GE Pid KATNYOPio QOPUAK®OV TOV
ovoudlovtal omoKAEISTEG TG PG Podieatepdong Tomov 5 (PDES). To Spedra ypnotponoeitat yio
Bepameio evIIAMK®OV avOp®mV OV TAGYOVV OO GTLTIKT SOLGAELTOVPYI (YVOGTH EMIONG KOl (0C GEEOVUALKT
avikavotnTae). ZTUTIKY SucAeitovpyia eppaviletal 0tav o acbevig dev umopel va emtiyel | va

ST pNoEL EXAPKT GTOOT| KATAAANAN Yio 6e€ovaAIKN EmapT.

To Spedra dpa yolapdvovtag Ta apo@dpa. ayyeio Tov TEOVG. AVTO AVEAVEL TN POT| TOV CULLOTOG GTO
méoc, fonBdvtag oty enitevén Kot Satrpnon TG 6THONG KOTA TNV p@TiKy d1€yepon. To Spedra dev
Oepomevel v TaNoN cag.

Eivar onuavtiko va emtonuaviet 6t to Spedra dpa povo otav dieyeipeote aelovaikd. o va
TPOETOYOOTELTE Y10 TN GEEOVAAIKY| EMAPT B0 TPETEL VO, EEKIVI|CETE LLE TO TPOKATAUPKTIKO GTASO TNG
0eE0VOMKN G TPAENG, akpPig 6Ttmg Ba kdvate gdv dev AapPavoTe KATOL0 PAPLOKO Y10 VO GOG
BonBnoet.

To Spedra dev Ba cag Bondnocet av dev mhoyete amd oTuTiKn dvsAettovpyia. To Spedra dev mpoopileTan
YL (PT|OT| GE YUVOUKEG.



2. T tpéner vo yvopilete mpy vo mapeTe 10 Spedra

Mnyv wapete To Spedra:

° o€ mepintwon aAlepyiag otnv apavagiin 1 o€ 0mol0oMmToTE GALO OO TO. GUGTATIKA CVTOV TOV
QOPUAKOV (OVOQEPOVTOL TNV TAPAYPOPO 6)
° €0V TOIPVETE «VITPIKEY PAPLOKO YLOL TNV OVTILETOTION TOVOL 0ToV Bmdpaka (aTnBdyym), OTmg

VITPMOESG QOO 1) TpviTpikY] YAvkepivn. To Spedra umopel va avénoet Ty enidpaon Tov ev AOym
QOPUAKOV KOl VO, LELWCEL CUOVTIKA TIV 0pTNPLOKT GOG TEST

° €av maipvete papuaio, yuo ™ Oepameio tng Aoipméng HIV 1 tov AIDS 6mmg prrovafipn,
wowafipn, cakovivafipn, veApwvaBipn 1 atalovaPipn

° €av maipvete papuaka yuo T Oepomeion LUKNTINGIKOV AodEE®V 6Twmc 1 KEToKovaloAn, N
rtpaxovaloin f n fopikovaloin N opiopuéva avTiBloTikd yio ) Oepaneio Paktnplokdy
roumEewv ommg 1 KhapiBpopvkivn | 1 teMBpopvkivy

° gdv &yete coPapd Kapdiakd TPOPAN LY

° €4V elyote KATOL0 £YKEPUAMKO EMEIGOO0 N KAPILOKT TPOGPOAT KOTA TOVG 6 TEAELTAIOVG U VEGS.

° €4V €xeTE YOUNAN 1 DYNAN 0PTNPIOKN TEST), U1 EAEYXOUEVN UE TN ANYT QAPUAK®V

o €av €yete mdvoug otov Odpaka (6TnOayyn) N Tapovclilete TOVOVG 6TOV DdpaKka KATE T
S1apKeLo TNG CLVOLGING

° €av €xete coPapic NTATIKEG 1) VEQPIKEG TOONGELG

° €4V TapovoldleTe anMOAELN OPUGTG A0 TOV EVAV 0POOALO AOY® OVETOPKOVG OULATMOONG TOV
0pOodpmv cog (U aptptdikn Tpochio wyaipiky ontikn vevporddeio (NAION))

° €6V VILAPYEL OIKOYEVELNKO 1GTOPIKO 0POUALOAOYIKMV TPOPANUATOV (OTTWOC LEAQYYPOOTIKN
apeipAnctpogidonddeia)

° €av maipvete procstryovdrn. To edapuaxo avtd ypnopomoteitor yio v Bepaneio TG TVEVHOVIKNG

apTNPKNG VIEEPTAONC (ONAAON TG VYNANG TTHEGTG TOV ALOTOC GTOVG TVEDLOVES) KOL TNG
1POViag BpopBoepBOAKng TVELUOVIKNGC VITEPTAONC (SNAAOT TG VYNANG TTLEGN G GTOVE TVEDLLOVEG
devteponabig amd Bpopfoug aipatog). Ot amoxielotés PDES €youv katadeibel avénon tov
VIOTAGIKAOV OpAcE®MV 0TOV TOL Pupprdkov. Edv Taipvete plocstyovdrn 1 dev giote Giyovpot
EVILEPDGTE TOV Y10TPO GOC.

Mnyv mépete To Spedra edv KATO10 OO TO TPOAVAPEPOUEVA IOYVEL OTNV TEPINT®ON oag. Edv dev glote
Glyovpot, EVIIEPDOTE TOV YIOTPO 1) TOV POPUOKOTOLO GOG TPOTOV TApETE TO Spedra.

IIpogidomon|oELg Kol TPOPVAGEELS

AmevBuvbeite otoV Y10TpO 1 TOV POPHOKOTOLO GG TPOTOV hPETE TO Spedra:

° €av avtpetonilete Kopdlokd TpofAnuata. Evoéyetal va ivar emikivouvo yio €64g va EYETE
6€E0VOMKEC ETOQEC

° €0V TAGYETE ATO «TPLATMIGLLO», ONA. aO LOVIUT OTVOT TOL dlopKel 4 dpeg 1 Kot TEPIGGATEPO.
AVt pmopet vo cvpPei og dvopeg pe mabNoelg OTMG 1) OPETOVOKLTTOPIKT AVOLLICL, TO TOAAUTAO
PuEA®pO ) 1 Agvyoipio

° €6v 1 PLGIKT GO KATAGTOON EMNPEALEL TO SN0 TOV TEOVS GOG (OTMG YOVIMoT, VOGOG TOV
Peyronie 1 ivaon Tov onpoyy®midv coUAT®V)

° €4v maoyeTe AMO OTONONTOTE ALLOPPAUYIKT SLOTAPAYN 1] OO EVEPYO TEMTIKO EAKOG.

AmevBuvieite 6ToV Y10TPO 1 TOV PAPUAKOTOLO GOG TPOTOV TAPETE TOo Spedra 0y KGO0 Ao Ta.
TPOUVOPEPOLEVO IGYVEL OTNV TEPINTOON oaG. Edv €xete appiPories, potiote Tov y1oTpd 1 TOV
QOPLOKOTOLO GOG.

Moo , , <of

Opiopévor avdpeg mov Aappdvovy edpuaxe 6nwg To Spedra Tapovcioacay TPoPANUATE GTV OPACT] KoL
v axon| tovg. ['a TepiocdTepec TANpopopieg avatpéste oty mapdypapo 4 «XoPapéc avemBounteg



EVEPYEIEQ. AV VOl YVWOOTO €4V Ta. €V AOY® TpoPAnpata oyetilovtal aueca pe to Spedra, pe GAAEG
vOGOLG Ao TIG OTOIEC UTOPEL VA, TAGYETE N L€ GUVOVOAGLO TOPAYOVIDV.

Hoowd ko Epnpor
To Spedra dev npémnet va Aappdvetot amd modid kot eprfovg niikiog kit tov 18 etdv.

Alha @appoxka kot Spedra

Evnpuepmote tov yiatpd 1) ToV QOpUOKOTOL0 GOG AV TAIPVETE, EXETE TPOGEATA TAPEL 1] LTOPEl va
mapeTe GALO PapuaKa, kabdc to Spedra pmopei va ennpedoetl Tov Tpomo dpdong oploUEVOV GAA®V
ooapudkwv. Emiong, opltopéva appoka pmopovv vo exnpedcovy tov 1pdno dpdong tov Spedra.

Ewdotepa, evnuepdote Tov yotpd cog Kot unv naipvete to Spedra edv AapPavete «vitpikdy eappoka
Yo TOVOVG oTov Bdpaka (otnBdyyn) onwe vitpddeg apdAto N Tpvitpiky YAvkepivn. To Spedra €xet
amodelydel 6TL avEavel TiG ETOPACELS TOV EV AOY® PUPUAK®V KOl LELDVEL CT|LLOVTIKG, TNV OPTNPLOKT GOG
nieon. Eniong, unv maipvete Spedra edv Aappdvete pappaka yio tn Oepomneio g Aoipwéne tov HIV i
tov AIDS 6mwg 1 prrovaPipn, n wowvafipn, n cakovwvafipn, n vehovafipn | 1 atalovafipn, 1 ebv
TOIPVETE PAPLOKO Y10 LUK TIOCIKEG AOUMDEELS OTTMG 1] KETOKOVALOAT, 1) 1tpoKkovaloin 1 n
Bopucovaloin, N opiopéva, avTiBloTikd Yo faxtnplakéc Aouméels 0mmg 1 KAapidpopvkivy \ M
teMBpopvkivn (BA. apyn mapaypdeov 2 vd TV enikeaAido «Mnv whpete T0 Spedray).

Evnuepaote tov y1otpd 1 TOV QOPLOKOTOI0 GOG EAV TAPVETE OTO100MTOTE OO TO, kO OLOA PApPLLOKA:

° QApUOKO TOV OVOUALOVTOL «UAPO OTTOKAELGTES) — Y10, TPOPANLLOTO GTOV TTPOGTATY 1] Vi TN

Uelwon TS VYNANE apPTNPLOKNAG TEoNG

OappoKa yuo Kopdlokég appudpieg 0nmg n Kvidivn, 1 Tpokaivauion, n apodapovn 1 1 GOTOAOAN

avTIBloTiKd Yo Ao®EELS OTTmG 1) puBpopvkivn

eawvoPopPrtain N TpYudovnN — yio v emAnyio;

kapBopalenivn yio v eminyia, yio T otabepomoinon g didbeonc 1 Yo TNV AVIYLETOTION

GUYKEKPIUEVOV LOPODV TOVOL

° A0 PAPLLOKO TOV EVOEXETAL VO, LELOGOLV TN dldoact Tov Spedra 6Tov opyovioud (LETplot
amokAelotég Tov CYP3A4) petald tov onolwv aumpevafipn, ampenttavn, StAtialéun,
PAovKOVaLOAN, pocaumpevafipn Kot Bepamoptiin.

° PLOGLYOLATY|

Mnyv maipvete to Spedra 6 cuVOVAGUO pe GALEG Oepomeieg Yio T GTLTIKY SLGAEITOLPYIN OTOG M
oAdevapiin, n tadoragiin 1 1 Papdevaeiin.

Edv oyvet kdmowo and to mopamdve, WANGTE e TOV YI0TPO 1 TOV QUPHOKOTOL0 GG TPOTOV TAPETE TO
Spedra. Eav éxete apeifolieg, potote TOV Y10TPO 1 TOV QUPUAKOTO0 GOG.

To Spedra pg motd Kou owvémvevpo

O youdg YKPEMPPOLT Uopel vo avENcel TNV EkOEcT] GTO PAPOKO KOl 1] KOTOVIAMGN TOL TPETEL VL
ATOPEVYETAL KATA T O1dpKeLn TOV 24 @POV TOV TPOTYOUVTOL TNG ANWNG ToL Spedra.

H xotavalmon owvorvedpotog Toautdypova e T Ay Spedra evoéyetal va avENGEL TOV KOpOLOKO
pLOUO GOC Kt Vo, LEIDGEL TNV apTnplakn oag tigor. Evoéyetat va vimoete (oA (18img og 6pOia otdion),
KeEPOAUAYiQ 1] VO VIDGETE TNV Kapdld Gog va yTumdiel 6to 6tNog oag (aictnua Taipdy).

H xotaviimon ovorvedLaTog EVOEXETAL ETIONG VL LELDGEL TNV KOVOTNTO TPOKATONG GTUONG.

TCovipétnro

Agv vapyovv eTdpAoElg OTNV KIvNTIKOTNTA 1] 6T SOUN TOV GIEPLOTOG OE VYLElG e0eAovTéC PLETA amd
T yopnynon epdnaf d6cewv twv 200 mg afoavaeiing omd To oToa.



H emavarapoavopevn yopriynon 100 mg apavaeiing amd tov otdépoatog yio pio tepiodo 26 efSopadwmv
o€ VYielg 0elovTég Kol EVIIAMKES AVTPESG LLE NTILOL GTUTIKT SVGAELTOVPYID OEV GLGYETIOTNKE e
0TO1EGONTOTE AVETIOVUNTES EMOPACELS OTIV GUYKEVTIPMOT], TOV aplBud, TNV KvnTIkdTTa, 1| TNV
popeoroyio Twv omepuatolmapimv.

Oofynon Ko YEPIopog pnyavev

To Spedra pmopel va cag mpokarécel (AAN 1| va EXNPEACEL TNV OPACT] GOG. LE AVTH TNV TEPITTOGT, UNV
odnyeite, unv ypnoiponoteite TodNAoTo Ko pnv yepileote epyoreio 1 pnyoves.

3. I®g va mapete To Spedra

[Tévtote va Taipvete 10 PAPLOKO 0VTO AVGTNPA COLE®VA LE TIG 00NYiEG TOL YiaTpoL cag. Edv éxete
apPPoAiEG, pOTAGTE TOV YIOTPO 1 TOV QUPUOKOTOL0 CGOG.

H ocvuvictduevn 66om eivar éva diokio twv 100 mg, cOppova Le TIC ovayKes. Agv TPEMEL va TOIPVETE TO
Spedra mepiocdtepec amd pio eopd v Nuépa. Ga propovce va cag yopnynbei n 66om gvog diokiov 200
mg ov 0 YloTpog oag Kpivel 6TL 1 door tv 100 mg ftav ToAd addvaun yia €6dg, 1 1 6661 €vOg d1oKiov
50 mg av o yTpdc cog Kpivel 0Tt To dlokio Tov 100 mg ftav moAd 1oyvpod yia €6dg. Edv to Spedra
yopnyeitor pali pe optopéva GALN QAPLOKO EVOEXETAL VO OTALTEITAL TPOGOUPHOYN TOV d0cE®Y. Edv
TOIPVETE KATO0 QApHaKo OTwc epuBpopvkivn, aumpevafipn, anpemttdven, dSthtialépun, eAovikovaloin,
poocapumpevofipn M Pepamapiin (pétprot amoxieiotég tov CYP3A4), n cuvietopevn d6on Tov Spedra
givar éva diokio Tov 100 mg kat HeTo&d TV 00GEMV TPETEL VO LEGOAABOVV TOVAGYIGTOV 2 NUEPECS.

[Ipénet va maipvete o Spedra mepimov 30 Aentd mpiv and T cvvovsia. AdPete veoyn 6T T0 Spedra Ha
cag fondnoet va emituyeTe oTVGN POVO €AV 1] MY TOL GLVOVOCTEL PE GEEOVLOAIKT] OLEYEPOT).

To Spedra pmopet vo Aappdvetar pe 1§ xopig Tpo@n- edv Aappdvetot Le Tpoe| 0 xpovog EVapENG g
dpdiong tov apudov evogyetal va Tapatadet.

Eév mapete peyarvtepn 66on Spedra amd tTnv Kavoviky
Edv mapete peydin 66on Spedra, mpémel va, evnUepdOETE ApPESMG TOV Y1TPd cag. Evoyeton va

EUPAVICETE TEPIOGOTEPES OVEMBOUNTES EVEPYELEC, OL OTOTEG EVOEXOUEVMG VO EMOEVDOOVV.

Edv &yete nepiocdtepeg epOTNOELS GYETIKA LE TN YpNoN Tov Spedra , p@TAGTE TOV Y1TPO 1| TO
(POPLOKOTOLO GOC.

4. IMBavég avemOBOUNTES EVEPYELEG

Onwg 6ha To pApHOKO, £TOL KOL AVTO TO PAPLOKO UTOPEL VO TPOKAAESEL AVETIHOUNTES EVEPYELEG, OV KO
dev mopovctalovtal 6e GAOVG TOVS AVOPOTOLG.

Yopapég avemBOuNTES EVEPYELEG

AwoxédyTe TN Ypion Tov Spedra ko angvBuvleite apéoms o€ YATPO AV TAPATNPNGETE KATOLX OO
TG €ENG ooPapég avemOBOUNTEG EvEPYELES — EVOE ETAN VA YPELdLEDTE ENMElyoVG W TPIKT Ogpameios:



° oTOo™ 1 omoin dev VIoYWPEL (Tpromicopog). Edv £xete othon 1 omoia dwapkel tepiocdtepeg and 4
wpeg, Tpénet vo voPAndeite og Bepameior 6G0 TO dSuVATOV TAYLTEPO, SLUPOPETIKA EVOEXETAL VL
pokAnOet poviun PAGPN oto méog oag (mepthapfavopévng g advvauiog enitevéng othong).

° Boumn 6paon.

° alevidlo peimon 1 andAela 0paong oe £vay 1 Kot aTovg 600 o@Baipog.

° oeviodla peimon 1 amdAelo akong (OpIoUEVES POPEC EVOEYETAL VO cLVOdELETAL aTd (AAN 1
Boviopa ota avTid).

Awkoyte T gpfon Tov Spedra kot amevOuvheite apéomc G YIOTPO OV TOPATNPHGETE KATOL0, OO TIG
coPapéc avemBOUNTEG EVEPYEIEC TOV AVAPEPOVTOL OVOTEP®.

X1ig Ghheg avemOBUuNTES EVEPYELES TEPLAGUPAVOVTONL:

Yoyvég (evoéyetan va ennpedoovy ¢ kot 1 ota 10 dropa)
° KEQOAQAYiOL

° £€aym

° PVIKTY cLULPOPNON

Oy ovyvég (evoéyetan va ennpedoovy £ kot 1 ota 100 dropa)

° aioOnuo LaAng

° vvnAia 1 VtEPPOAIKT KOTWON

o GLUEOPTON TOV TAPUPPIVIOV KOIAOTHTOV

° 0GQLOAYin

° eEayelc

° aioBnon Aayavidopotog 6tav KatafaAlete TPooTAOELL

° oAhayég otov Kapdlakd puiud TOL TAPATNPOVVTOL GE NAEKTPOKOPIIOYPAPT L
° avENUEVOC Kapdlakdg puOudc

° oioOnuo TaAp®V

° dvomeyia, aicOnua otopayikng adabesiog Kot otopayk| adrdecia
° Bopmn 6paon

° avénuéva eninedo nraTikdv evihumv

Yravieg (evoéyeTan va ennpeaoovy £m¢ kot 1 ota 1.000 dropa)

® ypim

° YPITMONG GLVIPOUN

° UTOVK®UEVT LOTN ) KOTOPPON

° oAhepykd cuviyt

° GLUUEOPTON OTN POTN, GTIC TOPAPPIVIEC KOTAOTNTEG 1] GTO (VM UEPOG TV ALEPAYDYDV, TOV

PEPVOLV €PNl GTOVG TVEVLLOVEG

ovpik” apbBpitda

dvoKoMa 6ToV VTTVO (abTTvia)

TPOMPN EKCTEPUATION

mapaevec alodnoelg

aiocOnuo advvapiog va mopapeivete akivntog
ovog oTov Bdpaka

évtovog mdvog oTov Bdpoka

YPYOPOG KOPIOKOS pLOUOG

VYNAN apTNPLOKT TiEST

Enpootopia

TOVOG 6TO GTOpdYL 1] aicOnpa Kavoov

7TOVOG 1 SLGEOPIN GTNV KAT® KOIMOKT XDPO
Siappota

eEavOnpua

7TOVOG GTO KAT® PEPOG TNG PAYNG | OTA TANIVE TOV KAT® PEPOLS TOL BdpaKa

6



pikoi woévot

puikoi omacpol

cuyvoovpio

STapayEC TOL TEOLG

avBopunT 6THOT YWPig ceovaAKY d1Eyepon

KVIOUOG OTNV TEPLOYN TWV YEVVITIKDOV OpYOvV®Y

Suopkég aicOnua advvopiog 1 KOTMoNg

oidMuo oTo TOJIK 1) GTOVE OGTPAYAAOVG

ovénuévn aptnplokn mieon

pol 1 KOKKIva 0VPa, QLo GTO OVPO

L1 pLGLOA0YIKOT TPOGHETOL KapdLaKoi 1oL

U1 PLGILOAOYIKA OTOTELECUATA OTNV EEETAON ALOTOC Y10, TOV TPOSTATN TTOL ovoudleTor «PSA»

U1 QLGIOAOYIKA OTOTELECHATA TNV EEETAGT QULATOC Y10, TNV YOAEPLOPIV, Lo YUK 0LGi0 TTOV

TOPAYETUL OTd TN PLGLOAOYIKY| O1AGTOCT TV EPLOPOKVLTTAPOV

° L1 PLGLOAOYIKA ATOTEAECHATA GTNV EEETOOT CULLOTOC Y10L KPEATIVEVT), 0L XM LIKY] OVGTIO TOV
EKKPIVETOL GTO, OVPA, KO ATOTEAEL OEIKTN TNG VEPPIKNG AEITOVPYIOG

e  av&non Pdapovg

° TVPETOC

° pwoppayio

Ava@opd avemOOuNTOV evEPYELOV

Edv mapatnproete kdmola avemBountn evépyeta, EVNUEPDGTE TOV YLOTPO 1) TOV POPUAKOTOLO GO,
Av10 1oyvet Kou Yo ka0e oy avemBountr VEPYELD TTOL JEV UVOUPEPETOL OTO TAPOV GVUAAO 00T YLDV
xphone. Mropeite emiong va avapépete avembounteg evépyeleg omevdeiog, pécm tov eBviko
GLOTALOTOG avaPopdc Tov avaypdeetatl oto Hapdpmua V. Méow g avagopds avemibountomv
gvepYELDV Umopeite va fonbnocete ot GLALOYY| TEPIGGOTEPMOV TAT|POPOPLDY GYETIKA LE TNV OCPAAELL
TOL TTOPOVTOS POPUAKOV.

5. IHag va puidoseror To Spedra
To @dapuaxo ovtd TPETEL VoL PUAACOETAL GE LEPT TTOV gV TO PAETOVV Kat dgV TO POGVOVVY T TAd1G.

Noa pn ypnoonoteite ovtd T0 PAPHOKO UETA Ao TNV NUepounvio ARENG IOV avaypaPETOL GTNV
eEmtepcn ovokevacio kot ot cvokevacia blister petd v évdeltn EXP/AHEH. H nuepounvia Anéng
glvon 1 tedevtaio NUEPO TOV PIVO TOL AVAQEPETAL EKEL.

Agv vTapyovv €101KEG 001 YiEG dLOTNPNONG Y1 TO TPOIOV AVTO.

Mnyv metdte QAPUAKO GTO VEPO TNG ATOYETEVGNG 1 0TO GKOVTION. POTGTE TOV Papuakomold cag yia
TO WO VO TETAEETE TA PAPLOKO TOV EV YPNOYLOTOLEITE T AVTd Ta péTtpa B fonbrcovy otnv
TpooTacio Tov mepPdAlovtog.

6. Iepreydpevo TS GVOKEVOGIOG KAl AOLTES TANPOPOPIES

T negpréyer To Spedra

° H dpaoctikn ovoia givar | apavaeiin. Kabe diokio mepiéyet 50 mg afoavaeiing.

° To dAho GLOTATIKA EIVAL LOVVITOAT, POLUOPIKO 0ED, VOPOEVTPOTVAOKVLTTOPIVY,
VIPOELITPOTVAOKVTTAPIVY YOUNANG VTTOKATAGTACNG, 0VOPUKIKO AGPECTIO, GTENTIKO LOyVIGLO Kot
kitpivo o&gidto tov cdnpov (E172).


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Epeavien tov Spedra kot TepleyOPeEvo TS GLOKELUGTOG

To Spedra givot éva 00106 d10Kio avoryTod KITpvou ¥p®dUATOC, ToL PEPEL TNV EvOelEn “50” ot pia
mievpd. Ta diokia mepthappdvoviol oe cuokevacieg e didtpnta blister povadwv d6omg ToL TEPLEYOVY
4x1, 8x1 1 12x1 dwokia.

Mmnopei va pnv KokAo@opohv OAES 01 GUCKEVLUGIEG OTN YDPO. GUGC.

Kéroyog g ddetag kukrlogpopiag:

MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG SA
1, Avenue de la Gare

L- 1611 Aov&euPovpyo

AovEeppovpyo

Hopaywyog:

Menarini - Von Heyden GmbH
Leipziger Strafe 7-13

01097 Dresden

Teppavia

1

Sanofi Winthrop Industrie
1, rue de la Vierge

Ambares et Lagrave

33565 Carbon-Blanc-Cedex
TaAAia

["o omoadNToTE TANPOPOPIC GYETIKA LE TO TOPOHV PAPUOKEVTIKO TPOIOV, TUPUKAAEISTE VO
angvBuvleite GTOV TOTKO AVIUTPOCHOTO TOL KOTOXOL TNG ASEWG KUKAOPOPLNG.

Belgié/Belgique/Belgien Lietuva
Menarini Benelux NV/SA UAB “BERLIN-CHEMIE MENARINI
Tél/Tel: + 32 (0)2 721 4545 BALTIC”
Tel: +370 52 691 947
Bbuarapus Luxembourg/Luxemburg
Menarini Benelux NV/SA

Bepmun-Xemu/A. Menapunu bearapus EOO/ Tél/Tel: +32 (0)2 721 4545
ten.: +359 2 454 0950

Ceska republika Magyarorszag
Berlin-Chemie/A.Menarini Ceska republika Berlin-Chemie/A. Menarini Kft.
S.I.O. Tel.: +36 23501301

Tel: +420 267 199 333

Danmark Malta
Pharmaprim AB Menarini International Operations Luxembourg
TIf: +46 8355933 S.A.

Tel: +352 264976



Deutschland
Berlin-Chemie AG
Tel: +49 (0) 30 67070

Eesti
OU Berlin-Chemie Menarini Eesti
Tel: +372 667 5001

EArada
MENARINI HELLAS AE
TnA: +30 210 8316111-13

Espaiia
Laboratorios Menarini S.A.
Tel: +34-93 462 88 00

France
MENARINI France
Tél: +33 (0)1 45 60 77 20

Hrvatska
Berlin-Chemie Menarini Hrvatska d.o.o.
Tel: + 385 1 4821 361

Ireland
A. Menarini Pharmaceuticals Ireland Ltd
Tel: +353 1 284 6744

island
Pharmaprim AB
Simi: +46 8355933

Italia

A. Menarini Industrie Farmaceutiche Riunite
s.r.L.

Tel: +39-055 56801

Kvnpog
MENARINI HELLAS AE
Tn: +30 210 8316111-13

Nederland
Menarini Benelux NV/SA
Tel: +32 (0)2 721 4545

Norge
Pharmaprim AB
TIf: +46 8355933

Osterreich
A. Menarini Pharma GmbH.
Tel: +43 1 879 95 85-0

Polska
Berlin-Chemie/Menarini Polska Sp. z 0.0.
Tel.: +48 22 566 21 00

Portugal
A. Menarini Portugal — Farmacéutica, S.A.
Tel: +351 210 935 500

Romania
Berlin-Chemie A. Menarini S.R.L.
Tel: +40 21 232 34 32

Slovenija

Berlin-Chemie / A. Menarini Distribution
Ljubljana d.o.o.

Tel: +386 01 300 2160

Slovenska republika
Berlin-Chemie / A. Menarini Distribution
Slovakia s.r.0.Tel: +421 2 544 30 730

Suomi/Finland
Berlin-Chemie/A .Menarini Suomi OY
Puh/Tel: +358 403 000 760

Sverige
Pharmaprim AB
Tel: +46 8355933



Latvija United Kingdom (Northern Ireland)
STA Berlin-Chemie/Menarini Baltic A. Menarini Farmaceutica Internazionale S.R.L.
Tel: +371 67103210 Tel: +44 (0)1628 856400

To mwapdv ULA0 00OV yp1ioNs avaBewpnOnke Yo TELEVTAIN Popd oTig 11/2021

Agmtopept TANPOPOPLOKE GTOLKELN Y100 TO TPOIOV aVTO gival S100Ea1a 6TOV SIKTLOKS TOTO TOV
Evponaikov Opyaviopod @apudrkov: http:/www.ema.europa.eu.
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