OYAAO OAHI'TQN XPHXHZX: ITAnpo@opics Yo Tov a.60gv1)
Spedra 200 mg dwokia

afovaeiin

AP aoTe TPOGEKTIKA OALOKANPO TO GVALO 00N YAV PN GNG TPOTOV UPYIGETE VU TAIPVETE ALVTO TO
QAPLOKO, SL0TL TEPLLUPPAVEL OCNUAVTIKES 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 cvvtayn yia ovtd 10 eappoko xopnynonke amokAEIGTIKA Y10 60C. AgV TPENEL VO, ODCETE TO
@apuoKo og GAAovg. Mmopel va tovg mpokaréoet PAAPN, akdpa Kot OTov To onpeion TG

ac0éveldg Tovg givar 01 pe ta d1kd Gog.

- Edv mapatnproete kamola avemBountn evépyeta, EVNUEPDOGTE TOV YLOTPO 1| TOV POPUAKOTOLO
60G. Avtd 1oydet kot yio KGO mhovy avemBOUNTN evEPYELD TOV OEV AVAPEPETAL GTO TOPOY
@OAAO 0ONYIDV YPNOTG.

T egprEyeL 10 TAPOV QUAAO 0ONYLOV

Tt eivon To Spedra kot oo glvar 1 gpromn Tov

Ti npénel va yvopilete mpotov ndpete to Spedra

[og va mapete 10 Spedra

[Mbavég avemBounteg evépyeteg

ITog va puldooetot to Spedra

[Tepreydpevo g cuokevaciog Kot AOES 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®OY TOV
ovoudlovtal omoKAEISTEG TG PmGPodieatepdong Tomov S (PDES). To Spedra ypnotponoteitat yio ™
Bepameio evIIAMK®OV avOp®mV oL TAGYOVV OO GTLTIKT OLGAEITOVPYI (YVOGTH EMIONG Kl (0C GEEOVUALKT
avikavotnTae). ZTUTIKY SucAeitovpyia eppaviletal 0tav o acbevig dev umopel va emtiyel | va

ST pNoEL EXAPKT GTOOT] KATAAANAN Yio 6e€ovaAikn emap.

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

Eivar onuavtiko va emtonuaviei 6t to Spedra dpa povo otav dieyeipeote aefovaikd. o va
TPOETOYOOTELTE Y10 TN GEEOVAAIKY| EMAPT B0 TPETEL VO, EEKIVI|CETE LLE TO TPOKATAUPKTIKO GTASO TNG
0€E0VOMKN G TPAENG, akpPdg 0Ttmg Ba khvate 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. Tvwpéner va yvopilete mpwy va tdpete To Spedra

Mnyv napete To Spedra:



o€ mepintwon aliepyiog oty afavaeiin 1 6€ 0mo10dNTOTE AALO OO TO, GLGTATIKG AVTOV TOV
QOPUAKOV (avaPEPOVTAL TNV TAPAYPUPO 6).

€0V TOIPVETE «VITPIKEY QAPLLOKD Y10, TNV AVTILETOTION TOVOL 6Tov Bmpaxa (atnddayyn), OTmg
VITPMOEG VA0 ) TPpviTPIKY YAvkepivn. To Spedra umopei va avénoet vy enidpacn Tov ev AOYm
QOPUAK®OV KOL VO LELDMOEL GNLLOVTIKA TV 0PTNPLOKN GOC TEST).

eqv maipvete appoxa ya t Oepaneio e Aoipméng HIV 1 tov AIDS 6mwg prrovafipn,
wowaPipn, caxovvafipn, verpwvapipn 1 atalovafipn

€qv maipvete papuaioa, yio ™ Oepameio LKNTINGTIKOY AodEemv dnme 1 keTokovaloin, N
rtpakovaloin N n Popikovaldin | opiopéva avtiPloTikd yio T Bepaneio faktnplakmy
AodEewv 6mmg 1 KhapiBpopvkivn 1| 1 teMBpopvkivy

€av €xete coPfapod kapdlokd TpOPANLaL.

€4V €ly0TE KATOL0 EYKEPUAKO ETEIGOOI0 N KOPIIOKT TPOGPOAT KOTA TOLG 6 TEAELTAIOVE UNVEG.
€0V EYETE YOUNAN 1 VYNAR aPTNPLOKY| TTEST], UN EAEYYOUEVT LLE TN AWM QOPUAKOV.

€av €yete mdvoug otov Bdpaka (oTnOAayyn) N Tapovslilete TOVOLS 6TOV BdpaKa KATA TN
SLIPKELD TNG GLVOVGING,.

€aqv €xete coPfapic NTOTIKEG 1 VEQPIKEG TAONGELG.

€dv mopovoidlete andAeio Opaong omd Tov Evay 0PBUALO AOY® AVETOPKOVS OLULATMONG TWV
0pBoAp®V 5ag (UM aptnPTdkn Tpdchia woyoikn ontiky vevponddeia (NAION)).

€0QV VTAPYEL OIKOYEVELNKD 10TOPIKO OPOUALOAOYIK®Y TPOPANUATOV (OO LEAXYYPDOTIKN
aueipAnctpoeidonddein).

gdv maipvete prootyovdtn. To edpuako avtd ypnoiponoteital yio v Oepameio TG TVELLOVIKNG
apTNPLKNG VIEPTAONS (ONAAON TG VYNANG TEGNG TOV AILOTOG GTOVG TVEDOVES) KOl TNG
xpoviag OpopPoepfoliknig mvevpovikng vTEpTaomg (OnAad TG VYNANG TECNS GTOVG TVEDLOVES
devteponalig omd OpouPoug aipatog). Ot amoxielstéc PDES €yovv katadeibel avénon tov
VIOTAGIK®Y OpAGE®V 0VTOV TOV Pappdikov. Edv maipvete ploctyovdtn 1 dev giote Giyovpot
EVNUEPDOTE TOV Y10TPO GOC.

Mnyv mépete To Spedra edv KGO0 00 TO, TPOAVAPEPOLEVE IOYVEL OTNV TTEPinT®ON oag. Edv dev giote
Glyovpot, EVILEPMGTE TOV Y1OTPA 1) TOV PUPLOKOTOLO GOC TPOTOV TApeTE TO Spedra.

pogdomomcseis kKot IPoPuAGEELS

AmevBuvleite 6ToV Y10TPO 1 TOV POPUOKOTOLO GG TPOTOV ThPETE TO Spedra:

gbv avtipetmnilete Kopdlakd tpofAnuata. Evoéyetat va givar emkivéuvo yia €0dig va Exete
0€£0VOMKES ETAPECS.

€4V TAOYETE AMO «TPLOTICUO», ONA. OO PLOVIUT GTOCT) OV dlapKel 4 dPEG 1| Ko TEPIGSOTEPO.
AVt pmopet vo cuuPei oe Avdpeg e TabNoELS OTMG 1) OPETUVOKVTTUPIKT AVOLUIO, TO TOALUTAO
HLELDLLOL 1] 1] AEVY L.

€4V 1 PLOIKN G0G KaTdoTaoN ENMNPEALEL TO YN TOV TEOVG GaG (OTMG YOVIMOT], VOGOG TOL
Peyronie 1| ivoon tov onpayymddv coUITmV).

€0V TAoYETE OO OTONONTOTE OLUOPPOYIKT SLOTOPAYN 1 OO EVEPYO TEMTIKO EAKOG.

AmevBuvheite oTOV Y10TPO 1 TOV PAPUOKOTOLO GOG TPOTOV TAPETE TOo Spedra £dv KATO10 Ao TaL
TPOAVAPEPOLEVA IOYVEL 0TIV TEpinTmon oag. Edv éxete appiforieg, potmote Tov yiotpod 1| Tov
(POPLOKOTOL0 GOLC.

IpoBis . , ,
Opiopévor avdpeg mov Aappdvovy edpuaxe 6nwmg To Spedra Tapovciacoy TpofANUATE STV OPUCT| KoL
TNV aKom tovg. [ Tepiocdtepec TAnpopopieg avatpéte oty mapdypapo 4 «XoPapég avemBOunTeg
EVEPYEIEQ. AV VOl YVOOTO €AV Ta. gV AOY® TpoPAnpata oyetilovtal aueca pe to Spedra, pe GAAEG
vOGOLG Ao TIG OTOIEC UTOPEL VA, TAGYETE 1 LLE GUVOVOAGLO TOPAYOVIDV.



Iowora kot Eenpor

To Spedra dev npémnet va Aappdvetot amd modid kot pnfovg nAikiog Kot tov 18 etdv.

Al @appoxka kot Spedra

Evnuepmote tov yiatpd 1) ToV QOpUOKOTOLO GOG AV TAipVETE, EXETE TPOGPATA TAPEL 1] LTOPEl Vo
mhpeTe GALO PapuaKa, kabdc to Spedra pmopei va ennpedoetl Tov TpoOmo dpaong oploUEVOY GAA®V
ooapudkwv. Emiong, opltopéva appoka pmopovv vo exnpedcovy tov 1pdno dpdong tov Spedra.

Ewdwotepa, evnuepdote Tov yotpd cog Kot unv maipvete to Spedra edv AapPavete «vitpikdy eappoka
Yo TOVOVG oTov Bdpaka (otnBdyyn) 6nwe vitpddeg apdAto N Tpwvitpiky YAvkepivn. To Spedra €xet
amodelydel 6TL avEaver Tig ETOPACELS TV EV AOY® POPUAK®V KOl LELDVEL OT|LLOVTIKG, TNV OPTNPLOKT GOG
nieon. Eniong, unv maipvete Spedra edv Aappdvete pappaka yia tn Oepomeio g Aoipwéne tov HIV i
tov AIDS 6mwg 1 prrovaPipn, n wowvafipn, n cakovwvaPipn, n vehowvafipn 1 atalovafipn, 1 ebv
TOIPVETE PAPLOKO Y10 LUK TIOGIKEG AOUMDEELS OTTMG 1] KETOKOVALOAT, 1) 1tpokovaloin 1 n
Bopucovaloin, N opiopéva, avTiBloTikd yio faxtnplakéc Aouméels 0rtmg 1 KAapidpopvkivny n
teMBpopkivn (BA. apyn mapaypdeov 2 vd TV enikeaAido «Mnv whpete 10 Spedray).

Evnuepaote tov y1otpd 1 TOV QOPLOKOTOI0 GOG EAV TAIPVETE OTOL0OMTOTE OO TO, kO OLOA PAPLLOKAL:

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

Uelwon TS VYNANE apPTNPLOKNIG TTEoNG

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) petaéd tov onolwv aumpevafipn, ampenttavn, StAtialéun,
PAovKOVaLOAN, pocaumpevafipn Kot Bepamoptiin.

° PLOGLYOLATY|

Mnv rmaipvete 10 Spedra o cuvdvacud pe dAleg Bepomeiec yio T GTLTIKN SVCAELTOVPYIN OTTMG M
o1Adevapiin, 1 tadaiaeiin N N Papdevaeiin.

Edv oyvel kdmoo omd To mTopandve, WANGTE LE TOV YI0TPO 1 TOV QUPUOKOTO0 GG TPOTOV TAPETE TO
Spedra. Edv &xete appifolricg, potiote ToV Y10Tpd 1] TOV QOPLAKOTOLO GOGC.

To Spedra pg moTa KoL OLVOTTVEL RO

O yopdg yrpéumepout umopet vo avEncet Tnyv £kBeon 6To PAPLOKO Kot 1) KOTAVAAMGN TOV TPEMEL Vi,
amoPeVYETAL KATA TN O1ApKELN TOV 24 ®P®OV TOV TPOTYOLVTAL TNG AYNG Tov Spedra.

H xotavalmon owvorvedpotog tautodypova e t Ay Spedra evééyetal va avERcEL TOV KOpOLoKo
pLOUO coG Kot Vo LELDGEL TNV apTnplokh oag Tieon. Evoéyetal va vidoete (dAn (10iwg og 6pOia otdion),
KePaiadyio 1 va vidoete TNV Kopdid cag va yTumdel 6to 6T0o¢ 6og (aictnuo ToApmy).

H xotavaimon ovorvedLOTOC EVOEXETAL ETIOTG VO LELDGEL TIV TKOVOTNTO TPOKATONG GTUGNG.



LCovipétnro

Agv vTapyovv MOPACEIS GTNV KIVNTIKOTNTO 1] TN dOUN TOL GTEPUATOG GE LYLElG eBehoviég petd and
T yopnynon epanas 66cewv twv 200 mg afoavaeiing omd o oToHa.

H emavarapoavopevn yopriynon 100 mg apavaeiing amd tov otdépatog yio pio tepiodo 26 efSopadwmv
o€ vYielg é0elovTég Kol EVIIAIKEG AVTPESG LLE NTLOL GTUTIKT SVGAELTOVPYIO OEV GLGYETIOTNKE e
0TO1EGONTOTE AVETIOVUNTES EMOPACELS OTIV GUYKEVTPMOT], TOV aplBud, TNV KvnTikdTTa, 1 TNV
popeoroyio Twv omepuatolmapimv.

Oonynon Ko YEPLopog 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 unyoves.

3. I ®g va mapete 1o Spedra

[Tévtote va Taipvete TO0 PAPLOKO 0VTO AVGTNPA COLE®VA LE TIG 00NYiEG TOL YiaTpoL cag. Edv éxete
apPPoAieg, pOTAGTE TOV YIOTPO 1 TOV QUPUOKOTOL0 UG,

H ocvuvictduevn 66on eivar éva diokio tov 100 mg, cOppOva LE TIC ovayKes. Agv TPEMEL Vo TOIPVETE TO
Spedra mepiocdtepec amd pio eopd v Nuépa. Ga propovce va cag yopnynbei n d6om gvog diokiov 200
mg ov 0 YloTpog oag Kpivel 6TL 1 door tv 100 mg ftav ToAd addvaun yia 6dg, 1 1 6661 evOg d1oKiov
50 mg av o yTpdc cog Kpivel 0Tt To dlokio Tv 100 mg ftav moAd 1oyvpod Yia €6dg. Edv to Spedra
yopnyeitor pali pe optopéva GALN QAPLOKO EVOEXETAL VO OTALTEITAL TPOGOPLOYN TOV d0cEmY. Edv
TOIPVETE KATO0 QApHaKo OTwc epuBpopvkivn, aumpevafipn, anpemttdven, dSthtialéun, 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 LEGOAAPOVV TOVAGYIGTOV 2 NUEPES.

[Ipénet va maipvete to Spedra mepimov 15 pe 30 Aentd mpv omd ) cvvovoic. AdPete vTOYN OTL TO
Spedra Ba cag fondnoet va enttdyete 6TOGN LOVO €AV 1| AN TOL GLVOVLOCTEL Le 6eO0VaAIKT d1EYEPTT).

To Spedra pmopet vo Aappdverar pe 1§ xopig Tpo@n- edv Aappdvetol e Tpoe| 0 xpovog EVapENG NG
dpdiong tov appdov evogyetal va Tapatadet.

Eév mapete peyarvtepn 66on Spedra amd tTnv Kavoviky

Edv mapete peydin 66on Spedra, mpémel va evnUepdOETE ApESMG TOV Y1Tpd cag. Evoéyeton va
EUPAVICETE TEPIOGOTEPES OVEMBVUNTES EVEPYELEC, OL OTOTEG EVOEXOUEVMG VO EMOEVDOOVV.

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



YoBapég avemBOUNTES EVEPYELEG

AwkoyTe ™) 1pion Tov Spedra kot arevOuvlsite apéocmg o€ YI0TP6 0V TOPATNPNGETE KATOL0, 0.7TO

TG €€NG ooPapég avemOBUuNTEG evépyELeg — evOE eTan va ypeLdlenTe eneiyovoa waTpikn Ogpameio:

o oo™ 1| omoio dev VIOYWPEL (Tpromiopog). Edv éxete othon 1 omoia dwopkel mepiocdtepeg and 4
wpeg, Tpémel va vtoPAnbdeite oe Oepameion 660 T0 SLVATOV TAXVTEPO, OLUPOPETIKO EVOEYETAL VAL
mpoxkAnOei poviun BAEPN oto méog cag (meptrappavopévng g aduvapiog enitevéng oTHoNC).

° Bapmn 6poon

° aevidlo peimon 1 andAeln Opaong € EVav 1 KOl 6TOVG dVO 0POAALOVG

° a1pvidlo, peimon 1 amdAEL0 oKoN g (0PIOUEVES POPEC EVOEXETAL VO, GUVOdEVETAL Ot (AAN I
Bovioua oto avTid).

Awkoyte T ypfon Tov Spedra kot amevbuvheite apécmS G YIOTPO OV TOPATIPNGETE KATOL0, OO TIG
GOPupEC AVETIBVUNTEG EVEPYELEC TTOV AVOPEPOVTOL AVOTEP®.

Y15 drheg avemOopnTeg evépyeleg mepriappfavovran:

Yoyvég (evoéyetan va exnpeacovy ¢ ko 1 ota 10 dropa)
° KeQaAaAyioL

o  &laym

° PVIKT] GLUPOPNON

Oy ovyvég (evoéyetan va ennpedoovy £0¢ ko 1 ota 100 dropa)
aicOnuo LoAng

vvnAia 1 vrepPoMkn KOO

GLUEHPTON TOV TAPUPPIVIOV KOIAOTHTOV

0GQLOAYia

g&ayelg

aiocOnon Aayovidopatoc otav KataBdAlete TpoondOeio

oAhayég otov kapdlokd puiud TOL TAPATNPOVVTAL GE NAEKTPOKAPIIOYPAPTLLOL
avENUEVOG Kapdlakog puOpoc

aicOnua TaApoy

dvoneyia, aioOnuo otopoytkng adtabeciog Kot oTopoyikn adlabecio
Bapmn 6poon

avénuéva eninedo NraTikdv evihpmv

Yravieg (evoéyeton va, emnpedoovy £0¢ kot 1 ota 1.000 dropa)

®  ypimn

° YPIT®ONG GLVIPOUN

° UTOVK®UEVT HOTN 1 KOTOPPON

° OAAEPYIKO GUVAYL

° oLUEHPNON OTN POTN, OTIC TOPAPPIVIEG KOTAOTNTES 1] OTO AV® LEPOG TV ALEPAYDYDV, TOV

PEPVOLV €PNl GTOVG TTVEVLLOVEG
ovpikn apbpitida

dvoKoMa 6ToV VTTVO (abTTvic)
TPOMPN EKCTEPUATION

mapaéeveg aobnoelg

aicOnuo advvopiog va Tapapeivete akivntog
TOVOG 6TOV BdpaKa

évtovog Tovog oTov Bdpoka
YPYOPOG KOPd1akdg puOuog

VYNAN 0PTNPLOKT TiEST

Enpootopia

OVOG 6TO GTOpdYL 1] aicOnpa Kavoov



7TOVOG 1 SLGEOPIN GTNV KAT® KOWMOKT XDPO

Siappota

eEavOnpua

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

pikoi woévol

poikoi omacpol

cuyvoovpio

STapayEC TOL TEOLG

avBopunT 6THOT YOPig ceovaAKT dlEyepon

KVIOUOG OTNV TEPLOYN TWV YEVVITIKDOV 0pYavV®V

Suopkég aicOnua advvopiog 1 KOTMoNg

oidMuo oTo TOJK 1) GTOVE OGTPAYAAOVG

ovénuévn aptnplokn mieon

pol 1 KOKKIva 0VPa, QLo GTO OVPO

L1 pLGLO0A0YIKOT TPOGHETOL KapdLaKoi 1oL

U1 PLGLOAOYIKA OTOTELECUATA OTNV EEETAON AULOTOG Y10, TOV TPOSTATN TOL ovoudletol «PSA»

U1 QLGIOAOYIKA aTOTELECHATA TNV EEETAGT QULOTOC Y10, TNV YOAEPLOPIV, Lo ¥MUIKT 0LGi0 TTOV

TOPAYETOL OTd TN PLGLOAOYIKY| O1AGTOCT TV EPLOPOKVLTTAPOV

° L1 LGLOAOYIKA ATOTELECHATA GTNV EEETOOT CULLOTOC Y10 KPEOTIVEVT), 0L X1 LLKY] OLGIO TOV
EKKPIVETOL GTO, OVPA, KO ATOTEAEL OEIKTN TNG VEPPIKNG AEITOVPYIOG

e  av&non Pdapovg

° TVPETOC

° pwoppayio

Ava@opd avemBOUNTOV EVEPYELOV

Edv mapatnpnoete kdmoto avemBOun T EVEPYEL, EVIILEPMGTE TOV YIATPO 1] TOV QOPLOKOTOLO GOGC.
Av10 1oyvet Ko Yo ka0e mhavi avemBountr eVEPYELD TTOL JEV AVOUPEPETAUL OTO TAPOV GVAAO 00T YLDV
xpnone. Mmropeite emiong va avapépete avemBounteg evépyeleg omevdeiog, pécm Tov gBviko
GLGTHUOTOC OVaPOPAG TTOL avaypdpetol oto Hopaptnua V. Méow ¢ avagopdg averifountov
gvepyeldV umopeite va fondnoete ot cLALOYN TEPIGGHTEPDV TANPOPOPIDOV GYETIKA LE TNV AGPAAELNL
TOL TTOPOVTIOS PAPLAKOV.

5. I®g va guiaccetar To Spedra

To @dappaxo ovtd TPETEL Vo PUAACOETAL GE PEPT TTOV gV TO PAETOVV Kot dgv TO POGVOUV T TAd1G.
Na un gpnoponToLEite aVTO TO PAPLOKO HETA omd TV NUeEpOUNVio ANENC TOV AvaypAPETAL GTNV
eEmTePIKN cvokeLOGia kol 6T cuokevacia blister petd v évoelén EXP/AHZEH. H nuepounvia Anéng
glvar n TelevTaio NUEP TOL UAVO TOV AVOPEPETOL EKEL.

Agv vapyovv e101KEC 001 Yieg SLOTPNONG Y10, TO TPOIOV QVTO.

Mnyv metdte QAPUAKO GTO VEPO TNG AMOYETEVONG 1 0T0 GKOVTidI. PoToTE TOV Pappakomold oag yia

TO TG VO, TETAEETE TA PAPLLOKO TTOV OgV Ypnotponoleite ma. Avtd ta uétpa Bo fondncovy oty
TPOGTAGIN TOV TEPPAALOVTOC.

6. Iepreydpevo TG 6VOKEVOGIOG KUl AOUTES TANPOPOPIES

T epréyel To Spedra

° H dpaotikn ovoia givar ) apfavaeiin. Kabe diokio mepiéyel 200 mg afovapiing.


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

° To GALe, cvoTOTIKG Elval LOvVITOAT, Povpapikd 0&D, Vdpo&vmporTvAoKVTTAPivN,
VOPOEVTTPOTLAOKVLTTOPIVY YOUNANG VITOKATAGTACTG, AVOPUKIKO AGPECTIO, GTENTIKO LLOLYVIIGLO KOt
KiTpivo o&eido tov cdnpov (E172).

Epg@avien tov Spedra kou TepleyOpevo TG 6VoKELUGIOg

To Spedra givat éva 00€10£¢ S10Ki0 avoryToD KiTpIvou ¥pMUOTOC, ToL EpEL TNV Evoelén “200” ot pia
mhevpad. Ta diokia wepthapfavovial 6€ CLOKELOGIES e ddTpMTa blister Lovadwy dOCNG TOV TEPLEYOLV
2x1, 4x1, 8x1 1 12x1 dokia.

Mmopei va unv KokAo@opohyv OAES 01 GUCKEVLUGIEG OTN YDPO. GOGC.

Kéaroyog g doetog kukhopopiag:

MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG SA
1, Avenue de la Gare

L- 1611 Aov&epufovpyo

Aovéeppovpyo

[Moapaywyog:

Menarini - Von Heyden GmbH
Leipziger Strafe 7-13

01097 Dresden

Teppavia

f

Sanofi Winthrop Industrie
1, rue de la Vierge

Ambares et Lagrave

33565 Carbon-Blanc-Cedex
ToAAia

INo ool dNTOTE TANPOPOPIN GYETIKA LE TO TOPOV PAPUOKEVTIKO TPOTOV, TAPAKAAEISTE VOl
amevbvvleite GTOV TOTIKO AVTITPOCHOTO TOL KUTOXOL TNG ASEWNG KUKAOPOPING.

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

Bbbarapus Luxembourg/Luxemburg
Bepmun-Xemu/A. Menapunu bearapus EOO/] Menarini Benelux NV/SA

Ten.: +359 2 454 0950 Tél/Tel: + 32 (0)2 721 4545
Ceska republika Magyarorszag
Berlin-Chemie/A.Menarini Ceska republika Berlin-Chemie/A. Menarini Kft.
S.I.0. 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.o0. Tel: +386 01 300 2160

Slovenska republika
Berlin-Chemie / A. Menarini Distribution
Slovakia s.r.o 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 wapdv UAAO 00NYLOV YprioNS avaBswpOnke 1o TELEVTOIL Popd oTig 11/2021

Agmtopepn TANPOPOPLOKE GTOLYEID Y10, TO TPOIOV aVTO givar S1BESILO GTOV SIKTLAKO TOTO TOL
Evponaikon Opyavicpold @apudxov: hitp://www.ema.europa.cu.


http://www.ema.europa.eu

