DOYAAO OAHTI'TQN XPHXHX: ITAnpo@opieg Yia Tov acOevi
Spedra 100 mg dwokia

afovaeiin

AwfacTe TPOGEKTIKA OLOKANPO TO VIO 00N YLAV YPNONGS TPOTOV UPYICETE VU TAIPVETE AVTO TO
PapRoKo, S10TL TEPLLUPPAVEL OCNUAVTIKES TANPOPOPIES YL GO,

- DuAGETE 0VTO TO PUALO 00N YLDV Yprong. Towg ypetaotel va to daPdacete Eavd.

- Edv éxete mepontépm amopieg, pmtoTe TOV Y10TPO 1| TOV GAPULAKOTOLO GOG.

- H ocvvtayn yio avtd 10 @dppoxo yopnynnke oamokAelotikd yio oag. Aev TpENEL VoL SMGETE TO

Qapuroko og GAlovg. Mropei va tovg TpokaAiéasl PAGPN, akoua kot OTav To. onueio g acBEveldg Tovg

glvar 101 pe Ta d1kd oag.

- Edv mapatnproete kamola avemBountn evépyeta, EVNUEPDGTE TOV YLOTPO 1) TOV POPUAKOTOLO GO,
Av10 1oy0et Ko yio ka0e mhavi avemBountn EVEPYELN TTOL JEV OVOPEPETOL GTO TAPOV POAAO

00N YLDV YPNONG.
Tv tepréyel To Tapov VAL 00N YOV

Tt elvar 10 Spedra kot o iva 1 gprion Tov
Tinpénel va yvopilete mpotov ndpete to Spedra

[Mog va ndpete to Spedra

ITBavég avemBountec evépyeteg

[log va puidooetal to Spedra

[epreydpevo g cuokevaciog Kol AOUTEG TAT|POPOPIES

AN

1. T eivan To Spedra ko wowa givan | ypion 10V

To Spedra mepiéyetl ™ dpaotikn ovoia afavaeiin. AVNKeL og | KaTnyopio eapudkov Tov ovoudlovtal
OTOKAEIOTEG TG Poeodiestepdong Tomov 5 (PDES). To Spedra ypnotponoieital yio tn Oeponeio
EVIIMK@V avOp®V TOV TAGYOLV A0 GTLTIKT SLVGAELTOVPYiL (YVOOTN emiong Kol G oeEovaiikn
aviKavOTNTa). ZTUTIKY SucAElToVpYia eppaviletal 0Tav o acevig dev umopel va emtthyel 1§ va
TN PN oEL EXOPKN GTVOT KATAAANAN Yio oe€OVAAIKN EmOQT.

To Spedra dpa yoahapdvovtag To aoPopa ayyeia TOL TEOVS. AVTO AVEAVEL TN POT] TOV CULOTOC GTO TEOG,
Bonbdvtog oty enitevén Kot doTnpNon TG 6TV KATA TNV €paTIKY d1€yepor). To Spedra dev
Oepomevel v TaNoN cag.

Eivor onuavtkd va emonpoviet 6tL to Spedra dpa povo dtav dieyeipeote seovalikd. o va

TPOETOWOOTEITE Y1 TN oeovaiikn emapn Oa Tpénel va EEKIVIGETE LUE TO TPOKATAPKTIKO GTASLO TNG
oeovaMKNG TpaEng, akpPac Ommg Oa kdvate edv dev AapPfdvarte KAmTolo APLOKO Yo va Gog fondnoet.

To Spedra dev Ba cag Bondnocetl av dev mhoyete amd oTLTIKN dvcAettovpyia. To Spedra dev mpoopileTan
YloL XPTOY| GE YUVOIKES.



2.

T pémer vo yvopilete mpy vo TapeTe 10 Spedra

Mnyv wapete 1o Spedra:

o€ mepinT®on aAlepyiog otV afavagiin 1 6€ 0To100MTOTE AAAO OO TOL GVGTATIKA CLTOV TOV
POPUAKOV (OVaQEPOVTAL GTNV TAPAYPOPO 6).

€0V TAPVETE «VITPIKEY PAPLLOKA Y10, TV OVTILETOTLIOT TOVOL oTov Bmpaxa (otnBdyyn), OTmg
VITPMOEG QU0 1) TpVITPIKY] YAvkepivn. To Spedra pumopel va avénoet Ty enidpacn TV v AOY®
POPUAKOV KOL VO LELWCEL GTLLOVTIKA TV 0pTNPLOKN GOG TEST).

gy maipvete eappaka yio tn Oepomeia g Aoipwéne HIV 1 tov AIDS 6mwg prrovafipn,
wdwafipn, cakovwvafipn, verpwvoipn 1 atalovafipn

€qv maipvete papuaia yio ™ epomeion LUKNTINGIKOV AOUOEEDYV OGS 1) KETOKOVALOAN, N
rtpaxovaloin f M BopikovaldAn N opiopéva avTiBlotikd yio ) Oepaneio Paktnplokdy Aouméemv
Omm¢ 1 KAaplOpopvkiviy N 1 teABpopvkivn

e €xete coPoapod kapdlakd TpdPANLaL.

€4V elyote KATMOL0 £YKEPUAKS ETEIGOOI0 N KOPIIOKT TPOGPOAN KOTA TOLG 6 TEAELTAIOVG PN VEGS.
€4V €xete Yo uMAN N VYNAN OPTNPLOKN THEST), UN EAEYYOUEVN UE TN MY QAPUAK®V.

gy &yete TOVoLg otov Bmpaka (otnBayy”M) 1 Tapovoidlete TOVOLE 6TOV BdpaKa KUTA TN O1dpKeLn
NG GLVOVGING.

€4V €xete coPapic NTUTUEG 1) VEQPIKEG TAONCELG.

€4V Tapovo1dleTe andOAELN OpAGNG A0 TOV £VAY 0POOALO AOY® OVETUPKOVG OLLATMOONG TOV
opBaAp®V cog (LN aptnpttidkn Tpdcbia woyoiky ontikn vevpordbeia (NAION)).

€4V VTAPYEL OIKOYEVELOKD 1GTOPIKO OPOAALOAOYIK®OV TPOPANUATOV (OTMG LEAXYYPDOTIKN
apeipAnotposdonadein).

€dv maipvete procstryovdtn. To edpuaxo avtd ypnopomoteitol yio v Oepaneio TG TVELUOVIKNG
apTNPLOKNG VIEPTAONG (ONANOT] TNG VYNANG TTHEGNC TOV GUILOTOG GTOVG TVEVHOVES) Kol TNG ¥POVING
Opoppoepforikng mTvevpovikng vTEpTacTg (dnAadn TG VYNANG TEONS GTOVG TVEVLLOVES
devteponabig amd Bpoupoug aipotog). O amokielotéc PDES €yovv katadeibel avénon tomv
VTOTOGIK®Y OpAcemV ovTov ToV Papudakov. Edv maipvete plocstyovdrn 1 dev giote Giyovpot
EVILEPMOTE TOV Y1ATPO GOC.

Mnyv mépete T0 Spedra edv KATO0 0O TO, TPOAVAPEPOLEVE, IOYVEL TNV TTEPinT®on oag. Edv dev giote
GlyovpoL, EVIIEPDOGTE TOV YIUTPO 1) TOV PUPLOKOTOLd GOC TPOTOV TAPETE TO Spedra.

[pogidomomcsis kot IPoPLAGEELS

AmevBuvbeite 6ToV YI0TpO M TOV QUPUAKOTOLO GO TPOTOVL TTapeTe To Spedra:

gbv avtpetonilete Kapdrokd tpofAnuata. Evoéyetatl va sivar emkivovvo yia €0dig va Exete
0€E0VOMKESG ETAPES.

€4V TAoYETE AMO «TPLATIGUO», ONA. OO PLOVIUTN 6TOGT TOL dlapKel 4 MPEG 1 Kol TEPIGGOTEPO.
Av16 pmopet vo cuuPei oe dvdpeg e mabNoelg OTMG 1) OPETUVOKVTTOPIKY AVOLULIC, TO TOAAUTAO
HOEADLLOL 1] 1] AEVY LA,

€4v 1 PLOIKN G0G Katdotaom exnPedlel TO GYNUA TOV TEOVG Gag (OTMG YOVIMOT], VOGOG TOL
Peyronie 1 ivomon Tov onpayyoddv cOUATOV).

€4V TAoYETE OO OTONONTOTE OLUOPPUYIKT SLaTOPaYN 1 0O EVEPYO TEMTIKO EAKOG.



AmevBuvbheite 6ToV Y1I0TpO N TOV QUPUAKOTOL0 GO TPOTOL TTApeTE To Spedra €dv kGmTo10 Ao Ta.
TpoavapepdLEVa 1oYOEL 0TV TTEPimT®ON cag. Edv €xete appifolricg, potiote Tov yiatpd 1| Tov
QUPUAKOTOLO GO,

oo , , <of
Opiopévol vopec mov Aapupdvouy apuaka 6Tmg To Spedra Topovciacay TPOPANUATE GTV OPACT] KoL
v axon| tove. [ TepiocdTepec TANpopopieg avatpéste oty Tapdypapo 4 «Zofupéc avemBounteg
evépyelegy. Agv givarl yvooto gdv ta gv Adym mpoPAnuota oxetiCovtar dueca pe to Spedra, pe dAheg
vOGOLE OO TIC 001G UTOPEL VOL TACKETE 1| LE CLUVOVAGHO TOPAYOVIDV.

Hoowd ko Epnpor

To Spedra dev npémet va Aapupdvetat amd modid kot eprfovg nAkiog KaTm tov 18 eTtdv.

Alho @appoxae ko Spedra

Evnuepdote Tov yiatpd 1 TOV QOPLAKOTOO GOG AV TOIPVETE, EXETE TPOGEATO TAPEL 1] UTOPEL Vo ThpETE
A @appoka, kaBmg To Spedra pumopet vo emnpedscel Tov TPOTO dpACNS OPISHEVOV GALDY QOPUAK®Y.
Eniong, opiopéva pdppoka Hropobv va ennpedcoovy Tov TpoOTo dpdong Tov Spedra.

Ewdikotepa, evnuepdote oV y1otpd Go¢ Kot unv waipvete to Spedra edv Aapupavete «vitpikdy @appoka
v TOVoug oTov Bmpaka (6TnOdyy) OTMS VITPMOES aptdAL0 1) TPVITPIKY YAVKePiv. To Spedra £xet
amoderyBel 6T avEdver Tig EMOPACELS TOV £V AOY® POPUAK®V KOl LELOVEL CTLLOVTIKG TNV OPTNPLOKT GOG
nieon. Eniong, unv maipvete Spedra edv Aapupdavete eappakxa yio tn Oepaneia tng Aoipméng tov HIV 1
tov AIDS 6mw¢ 1 prrovaPipn, n wovaBipn, n cakovwvafipn, 1 vehowvafipn | 1 atalovafipn, 1 €bv
TalpveTe PAPLOKO YL0L LOKNTIOGIKEG AMOUMEELS OGN kKeTokovalOAN, N ttpakovaloAn 1 n Popikovaloin,
N opopéva avtiPloTikd yio faktnplokés AotudEelg Onmg 1 KAopiBpopvkivy | 1 tedMbpopvkivny (BA. apyn
TOPOYPAPOL 2 VIO TNV EMKEPOAIdO «MnV TapeTe TO Spedray).

Evnuepmote Tov yatpd 1| TOV QOPUAKOTOLO GOG EAV TAIPVETE OTOLOONTOTE Omd ToL 0KOAOLOO PApLLOKQL:

. OAapUOKa TTOV OVOUALOVTOL «OAPO OTOKAEIGTES) — Y10, TPOPANLLATA GTOV TPOGTATN 1] Yo TN Helmon

™G VYNNG APTNPLUKNG TieoNg

QAapUOKa Yo KopOlokEg appulpieg 0mmg n Kvidiv, 1 TpoKaivauion, n apodapdovn 1 1 GOTOAOAN

avTIBroTikd yio AomEelg Onwe 1 epuBpopvkivn

oawvoPBopPrtain | TPYdOVN — Yo TNV EMANYia

kapPapalenivn yio TNy emAnyia, yio ™ otadgpomnoinon g S1dbeong 1 Yo TNV aVTIUETOTION

GUYKEKPILEVOV LOPODY TOVOL

° A0 QapLLOKO TTOV EVOEXETAL VA, LLELOGOVY TN dldoTaoT Tov Spedra otov opyaviopod (HETPLOL
amokielotéc Tov CYP3A4) petald tov omolwv aunpevafipn, anpemitdvn, otktialéun,
@AovkovaloAn, pocaumpevaPipn Kot fepomaptiin.

° PLOGLYOLATY|



Mnyv maipvete to Spedra 6 cuvoVAGUO pe GALEG Bepameieg Yo Tr GTLTIKY SLGAEITOLPYIO OTTOG M
o\devapiin, n Tadorapiin | n Papdevapiin.

Edv oyvet kdmowo and 1o mopandve, WANGTE LE TOV Y10TPO 1] TOV QUPHOKOTOL0 GO TPOTOV TAPETE TO
Spedra. Eqv éxete appifolieg, poTHoTE TOV Y10TPO 1] TOV QUPIOKOTOL0 GOG.

To Spedra pe ToTd KoL OIVOTTVELNO

O youodg ykp€mepout propel vo, avénoet v €kBecn 6To PAPUOKO Kot 1) KOTOVAAMGT TOL TPEMEL Vol
amoQPEVYETAL KATE, TN O1APKELN TOV 24 ®P®V TOV TPOTYOLVTAL TNG AYNS Tov Spedra.

H xatavdlmon otvortvedatog Tantdypova pe T Ay Spedra evoéyetat vo avENncet Tov Kopdtakd puopo
O0G KO VO LELDMOEL TNV apTNnplaky cog wieon. Evoéyetot va vidoete (dAn (10iwg o€ 0pbia otdon),
KEPAAQAYIO 1] VO VIOGETE TNV Kapdld 6ag va ¥TuTaEL 6To 6T0og oag (aicOnua ToAudy).

H xotavaimon ovorvedatog VOEXETAL ETIONG VO LELMGEL TNV IKOVOTNTO TPOKANONG GTUGNG.

TCovipotnro

Agv vITapPYOLV EMOPAGELS GTNV KIVNTIKOTNTA 1 6T OOUN TOV GIEPLATOG OE VYLElG e0eAOVTEC PLETA amd TN
xopnynon epanas d6cemv twv 200 mg afovagiing amd to otoa.

H emavarappavopevn yopnynon 100 mg afovagiing amd tov otoépetoc yio pic mepiodo 26 gfdopdadmv
o€ VYIElG €0EAOVTEC KOl EVIIAIKEC AVTPEC LE NTTLOL GTLTIKT SVCAELTOVPYIO dEV CLGYETIOTNKE UE
0mOolEGONTOTE AVETMBOUNTES EMOPAGEIS GTNV GLYKEVTP®OT, TOV 0p1OUd, TNV KIVNTIKOTNTA, 1 TV
popporoyio Twv oreppatolmapiov.

Oonfynon kou Eplopdg pnyovev

To Spedra pmopel va cag mpokarécsel (AAN 1} va EXNPEACEL TNV OPOCT] GUG. LE AVTH TNV TEPITTOGT, UNV
odnyeite, unv ypnoyLonoleite TodNAATO Ko UV xepileote epyaieio | pnyaves.

3. Iog va apete To Spedra

[Tévtote va TaipveTe TO GAPLOKO OVTO QVGTNPA COLP®VA LE TIG 00MYiEG TOL YlaTpoL Gog. Edv éxete
aUPPOAES, pOTAGTE TOV YIOTPO 1| TOV QUPHOKOTO0 GOG.

H ocvuvictduevn 66on etvar éva diokio twv 100 mg, cOHPOVO LE TIC 0vAYKeS. AEV TPEMEL VA TOIPVETE TO
Spedra mepiocdtepec omd pio eopd v nuépa. Aa propovce va cag yopnynbei n 66om gvog dickiov 200
mg av 0 YIutpog oag kpivel 6t 1 d6on Tov 100 mg tav ToAd addvaun yio €6dg, 1 1 6661 £vog d1oKiov
50 mg av o yrTpdg Gog Kpivel 0Tt To dlokio Tawv 100 mg fTav moAd 1oyvpod yia €6dg. Edv to Spedra
yopnyettar pali pe optopéva GAAS QAPLLOKO EVOEXETAL VO OTALTEITOL TPOCUPLOYH TV ddcemv. Edv
ToipveTE KATO10 PAPLOKO OTTG epuBpouvKiv, aumpevafipn, omxpemTavty, SIATléun, eAovkovaloan,



eoocaumpevaPipn 1 Bepamapiin (pétprot anokAielotég tov CYP3A4), 1 cuvictmdpevn 66on tov Spedra
etvan éva dtokio Twv 100 mg kot peta&d TV 606emV TPEREL VA, LEGOANBOVYV TOVAAYIGTOV 2 NUEPEC.

[Ipénet va maipvete o Spedra mepinov 15 pe 30 Aentd mpv amd ) cvvovoic. AdPete vTOYN OTL TO
Spedra Ba cag fondnoel va enttdyete oTHON LOVO €AV 1| AYN TOL GLVOLACTEL e 6eoVaAIKT d1EyePaT).

To Spedra pumopet vo Aappdvetat pe 1§ xopig Tpoen- edv Aappdvetor Le Tpoer| 0 povog EVapENG g
dpdong Tov papudrkov evogyetat vo Topatadet.

Edv mapete peyarvtepn 66on Spedra amd tTnv Kavovik

Edv mapete peydin 66on Spedra, mpémel va, evnUePDOETE APESMG TOV Y1TPO Gag. Evoéyetor va
EULPAVICETE TEPIOGOTEPEG AVEMOVUNTEG EVEPYELEG, O OTOIES EVOEYOUEVMS VOl EMOEVOOOV.

Edv éyete nepiocdtepeg epOTNOELS GYETIKA e TN ¥pNon Tov Spedra , p@TAGTE TOV Y1ATPO 1| TO
QOPUOKOTOLO GG,

4. IMBavég avemBOUNTES EVEPYELES

Onwg 0A0 T PAPHOK, ETCL KOl CVTO TO QAPLOKO UITOPEL VO TPOKAAESEL AVETIHOUNTES EVEPYELEG, OV KO
dev mapovctafovtal 6 GAOVG TOVE AVOPOTOLG,.

Yopapég avemBOUNTES EVEPYELEG

AwkéyTe T Ypion Tov Spedra kKo angvBuvleite apéoms o YATPO OV TUPATNPNGETE KATOLN OO

115 €€nfc ooPapéc avemOBuunTEg EvEPYEIES — vOEYETUN VO (pELdLEDTE emeiyovoa TPkt Ospaneia:

. oTOo™ N omoin dev vVIoYwpPEl (Tpromiopog). Edv €xete othon 1 omoia dwopkel mepiocdtepeg and 4
mpeg, Tpénet vo voPAndeite oe Bepameior 6G0 TO SUVATOV TAYVTEPO, SLUPOPETIKA EVOEXETAL VL
wpokANnOel poviun PAGPN oto méog oag (Teprhapfavorévng g advvapiog enitevéng otong).

° Ooumn 6pacn

° a1pvidlo, peimon 1 aTOAELN OpaoT|G GE EVav 1 Kol 6TOVG dVO 0POAAUOVG
° alevidia peimon 1 andiela akong (0plopéves PopEg evOE ETAL Vo, cLvodeveTaL amd (AN 1 Povioua
GTO OVTLA).

Awkoyte T ypfon Tov Spedra kot amevbuvieite ApEcOE GE YITPO OV TOPATNPNCETE KATOL0, OO TIG
coPapEg avemBOUNTES EVEPYELEG TOV OVOPEPOVTUL OVOTEP®.

YTic Ghheg avemOOUNTES EVEPYELEG TEPLAGUPAVOVTOL:

Yoyvég (evoéyetan va ennpedoovy £0¢ kot 1 ota 10 dropa)

° KEQUAQAYiOL

° £€aym

° PVIKT] GLULPOPNON

Oy ovyvég (evoéyeTor va emnpedoovy £mg kot 1 ato 100 dropa)
° aioOnuo LaAng

° vvnAia 1 VEEPPOAIKT KOT®ON



GLUEOPTON TOV TAPUPPIVIOV KOIAOTHTOV

0GPLOAYiN

eEayelc

aictnon Aoyovidopatog 6tav Katafdiiete tpoomdbeia

aAL0YEG OTOV KaPAIOKO pLOLO TOL TOPATNPOVVTUL GE NAEKTPOKOPIIOYPAPTLLOL
aLENUEVOG KopOLakOg pLOUOC

aioOnuo ToAudV

dvomeyia, aictnpa otopayikng adabesiog Kot otopayikr| adredecio

Ooumn 6pacn

avénpéva eminedo NroTikdv eviOumv

Yravieg (evoéyeTan va ennpeacovy £mc kot 1 ota 1.000 dropa)

ypinn

YPIT®ONG GLVOPOUN

UTOVK®UEVT LOTN 1] KOTOpPON

aAAEPYIKO cUVAYL

oLUEOPTION OTN LOTN, OTIC TAPAPPIVIEG KOTAOTNTEG 1] GTO AV®M UEPOG TOV AEPAYDYDV, TOV PEPVOVY
0€p0. OTOVG TVEVLLOVEG

ovpIK” apBpitida

dvokoMa 6Tov VTTVo (abmvia)

TPOMPN EKCTEPUATION

mapaéevec aotnoelg

aioOnuo advvapiog va mopaueivete akivntog

oVog oTov Bdpaka

€vtovog Tovog 6Tov Bopaka

YPYOPOG KOPILaKOS puOUOC

VYNAN apTPLOKN TiEoT

Enpootopia

7TOVOG GTO GTOMAYL 1] aicBnpa Kavoov

7TOVOG N SLGEOPIN GTNV KAT® KOIMOKT XDPO

diappota

eEavOnua

7TOVOG GTO KAT® PEPOG TNG PAYNG | OTA TANIVE TOV KAT® PEPOLS TOV HdpaKa
poikoi woévot

pvikoi omacpol

cuyvoouvpio

STaPaYES TOL TEOLG

avBopuNT oTVOT YOPig ceOVAMKT O1EyEPOT

KVNOUOG GTNV TTEPLOYN] TOV YEVVNTIKAOV 0PYAvV®V

Suoprég aichnua advvopiog 1 KOTwmong

oidM o oTo TOJO 1| GTOVG OGTPAYAAOVG

avénuévn aptnplokt wieon

pol 1 KOKKIva 0VPa, QL0 GTA OVPOL

Un euotoAoyKoi TpdcheTot kapdiakoi Myot

U1 PLGIOAOYIKA OTOTEAECUATA OTNV EEETALON ALOTOC Y10 TOV TPOSTATN TOL ovoudleTor «PSA»
U1 QLGIOAOYIKA OTOTELECUATA GTNV EETAON ALOTOC Y10, TNV YOAEPLOPIVY, [LoL ¥MUIKT 0VGio TTOV
TOPAYETOL 0O TN PLGLOAOYIKY O1AGTOCT TV EPLOPOKVLTTAPWV



° U1 PLGIOAOYIKA OTOTELECUOTA GTIV EEETAON GLLOTOC Y10, KPEOTIVIVY), L0l (TLUKT] OVGi0 TTOV
EKKPIVETOL GTO, OVPO, KOl OTOTEAEL OEIKTN TNG VEPPIKNG AEITOVPYIOGC

®  ad&non Papovg
. TUPETOC
° pwoppayia

Avapopd avemOOunTOV vEPYELOV
Edv mapotnprioete kdmola avemBountn evépyeta, EVUEPDGTE TOV YIOTPO 1| TOV QOPUAKOTOL0 GOg. AVTO

oyveL Kat yio kéBe mbav| avemBounTn evEpYELD TOV OV OVOPEPETOL OTO TOPOV PVUALO 0ONYLDY YPTONC.
Mmopeite eniong va avagépete avembounteg evépyeleg anevdeiog, HEcw Tov eBvikod GLOTHUATOG
avaeopdg mov avaypdeetat oto Hapdpmua V. Méow g avapopds avemBOunTomv evepyeidv pnopeite
va fonBnoete 6N GLALOYN TEPIGCOHTEP®Y TANPOPOPLDY GYETIKA LE TNV AGPAAELD TOV TAPOVTOG
QOPULAKOVL.

5. [log va guraccetal To Spedra
To @dppaxo ovtd Tpémel va puAdcoeTal o€ PéPN oL dev 10 PAETOVY Kat dev TO POGVOLY T TOd14L.

Noa un ypnoyLonoleite ovtd T0 PAPUOKO HETA amd TNV NuUepounvio ANENGS TOV avoypaPETAL GTNV
eEmTEPIKT GLOKELOGIN Kot TN cvokevacia blister petd v évoeiEn EXP/AHEH. H nuepounvie Anéng
elvan ) Tedevtaio NUEPO TOL UVA TOL OVAPEPETOL EKEL.

Agv vITapyovV E101KEC 001 YiEC SLOTHPNONC Y1 TO TPOIOV AVTO.

Mnyv metdte PApLOKO GTO VEPD TNG ATOYXETEVOTG N T OKOLTId10. P@THOTE TOV QOPLOKOTOLO GOG Yo TO
TAG VO, TETAEETE T PAPLLOKA TOV OEV ¥pNoomoteite ma. Avtd ta pétpa Bo fondnocovy oty npoctacio
Tov mePPaArovTog.

6. Mepreydpevo TG GLOKEVAGING KOl LOWTES TANPOPOPIES

Tv tepréyer To Spedra

° H dpaotikn ovsia etvan 1 afavaeiin. Kabe diokio mepiéyer 100 mg afoavaepiing.

° To GALo cvoToTiKd ival LovVITOAT, Povpaptkd 0D, vdpo&umponvAiokvTTapivn,
VIPOELTPOTVAOKVTTAPTIVT YOUNANG VTTOKOTAGTUGNG, AVOPUKIKO AGRECTIO, GTENTIKO LOYVIOLO Kot
Kitpvo 0&gidro Tov cdnpov (E172).

Ep@évion tov Spedra ko epieyépevo TS 6VGKEVLAGING

To Spedra givat éva 00g1d£¢ d16Ki0 avoryTod KiTpvou ¥pmuUatoc, Tov épel TNy Evoelén “100” otn pia
mhevpd. Ta diokio wepthapfavovial 6€ cLoKELOGIES e dtdTpnTa blister Lovadwy d6oNG TOL TEPLEYOLY
2x1, 4x1, 8x1 7 12x1 diokia.

Mmopei va pnv KokAo@opohv OAEG Ol GUCKEVOGIEG OTN YDPO. GOGC.


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

Kéroyog g doeiog kukhopopiag:

MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG SA

1, Avenue de la Gare
L- 1611 Aov&epPovpyo
Aovéeppoipyo

[Mopaywyog:

Menarini - Von Heyden GmbH
Leipziger Strafe 7-13

01097 Dresden

Teppovia

f

Sanofi Winthrop Industrie
1, rue de la Vierge

Ambares et Lagrave

33565 Carbon-Blanc-Cedex
TaAAia

[N omotednToTe TANPOPOPIN GYETIKA LE TO TOPAV PAPULOKEVTIKO TPOTOV, Tapakaieiote vo angvbuvieite

GTOV TOTIKO AVTITPOCMOTO TOL KATOYOV TNG GOEL0C KuKAOPOPIaG.

Belgié/Belgique/Belgien
Menarini Benelux NV/SA
Tél/Tel: + 32 (0)2 721 4545

Bbarapus
Bepnun-Xemu/A. Menapunu bearapus EOO/]
Teit.: +359 2 454 0950

Ceska republika
Berlin-Chemie/A.Menarini Ceska republika
S.I.0.

Tel: +420 267 199 333

Danmark
Pharmaprim AB
TIf: +46 8355933

Lietuva

UAB “BERLIN-CHEMIE MENARINI
BALTIC”

Tel: +370 52 691 947

Luxembourg/Luxemburg
Menarini Benelux NV/SA
Tél/Tel: +32 (0)2 721 4545

Magyarorszag
Berlin-Chemie/A. Menarini Kft.
Tel.: +36 23501301

Malta

Menarini International Operations Luxembourg
S.A.

Tel: +352 264976



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

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

EAlrada
MENARINI HELLAS AE
TnAi: +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 14821 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

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 o.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



Kvnpog Sverige

MENARINI HELLAS AE Pharmaprim AB

Tn: +30 210 8316111-13 Tel: +46 8355933

Latvija United Kingdom (Northern Ireland)

SIA Berlin-Chemie/Menarini Baltic A. Menarini Farmaceutica Internazionale S.R.L.
Tel: +371 67103210 Tel: +44 (0)1628 856400

To mapdév evAiro 0dNYIOV Yp1iong avadswpnOnke Yo Televtaia opd otig 11/2021

Aentopepn TANPoeoplakd oTotyeia yio 1o TPoidv ovTo ival S100EGILA GTOV SIKTLOKO TOTO TOV
Evponaikov Opyoviopod @apudxov: hitp://www.ema.europa.cu.


http://www.ema.europa.eu

