ITAPAPTHMA I

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Silodyx 4 mg okAnpd koydxio

Silodyx 8 mg okAnpd koydxio

2.  TIOIOTIKH KAI MIOXOTIKH XYNOGEXH

Silodyx 4 mg oxAnpd KoydKio
Kda0e orchnpd kaydkio mepiéyel 4 mg 61hodocivng.

Silodyx 8 mg oxAnpd koydKio
Kda0e orchnpd kaydkio mepiéyel 8 mg 61hodocivng.

T tov TApn Katdloyo tv ekddy®v, PA. mapdypago 6.1.

3. ®APMAKOTEXNIKH MOP®H
21N po Koy axio.

Silodyx 4 mg okAnpd konydiio
Kitpwvo, adrapavég, oxdnpo koydxio (erativng, peyébovg 3 (katd npocéyyion 15,9 x 5,8 mm).

Silodyx 8 mg okAnpd kondicio
Agvko, adlapavég, okAnpo kayakio (elativng, peyéboug 0 (katd tpocéyyion 21,7 x 7,6 mm).

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKEg EVOEiLelg

Bepomeio TOV oNUEi®V Kol CVUTTOUATOV TG KahonBovg viepmiaciag tov tpootdrn (KYII) oe
EVNAIKEG AVOPEC.

4.2  Aocolroyia Kol TpémTOS YopyNoNg

Aocoloyia

H ocvvietdpevn do6on eivar éva kayakio Silodyx 8 mg v nuépa. o e1dikovg TAnbucpovc acbevav,
ocuviotdrtol 1 yopnynon evog koyaxiov Silodyx 4 mg v nuépa (PA. TapaKdTm).

Hlriouévor
Agv amaiteitol Tpocappoyn g 600mg Yo Tovg NAMKIOHEVOVS (BA. Tapdypapo 5.2).

Negpixn ovolertovpyio.

Agv amaiteiton mpocappoyn g 60omng yio aobeveic pe e veppikn duciettovpyio (CLer > 50 £mg

< 80 ml/min).

Y aoBeveig pe pétpla veppikn dvoiertovpyio (CLer > 30 émg < 50 ml/min) ) cvvictdpevn d6on
évapéng ivor 4 mg pio popd v nuépa, 1 onoia propel va avéndel e 8 mg pia popd TV NuEP PETE
amo pio efdoudda Bepameiog, avaAoya Le TV OTOUIKY avTamoKplon Tov kdbe acevr. H ypnion oe
aocBeveic pe coPapn veepikn dvciertovpyia (CLer < 30 ml/min) dgv cuviotdton (BA. mapaypdeovg 4.4
Ko 5.2).

Hrozikn dvolerrovpyio
Agv amonteiton Tpocapproyn e d0ong Yo acBeveic pe o E0¢ PLETPLO NITOTIKT SVCAEITOVPYIAL.



H ypniion oc acBeveic pe coPapr| nratikni dvcAeitovpyia dev cuvioTdtol, A0y EAheymg dabéoiuwy
otoyeiov (BA. Tapaypdoovc 4.4 kat 5.2).

Taidrazpiros minBoouog
Agv vapyet oyetikn ypnon tov Silodyx otov mandiatpikd TANOVGUO Yo TNV EvOelEn TG KakonBovg

vrepniaciog Tov tpootatn (KYII).

Tpomog yopnynong

Amo6 otONaTOC YPNOT).

To koydkio Tpémel va AapPavetor pali pe tpoon, Katd npotipnon v idia dpa kabe nuépa. Ta
Kok dgv TpEmel vo ondlovTot 1} v, LOGOVTOL OAAN VO KOTOTIVOVTOL OAOKAN PO, KOTd TpoTitnon
LE €va TOTNPL VEPOD.

4.3 Avtevociteg

YrepevoioOnoio 61N dpacTikn ovsia 1} 6 KAmo1o amd To £KO0Y0 TOV AVUPEPOVTOL GTNV
Topaypopo 6.1.

4.4 E10kég TPOoEIOOTOMGELS KO TPOPVAAEES KATE TN Yp1jon

Aeyyepnrtikd 2vvopopo Xarapng Ipdag (Intraoperative Floppy Iris Syndrome, 1IFIS)

To IFIS (uia mapoarioyn Tov GLVOPOLOL HIKPRG KOPNG) Tapatnprdnke Katd T Sidpkela ETEUPACTC
KOTOPPAKTN 08 OPIGUEVOLG 0oBeveic Tov AdpPavay o -amokAEloTéG 1 TOL elyav AdPet KoTd TO
mopeABoV Bepameia pe a-amoKAEIGTEG. AVTO UTOPEl VoL 00N YNOEL G OVENUEVES EMTAOKEG TNG
dadasiog katd T ddpkela TG enépPaong.

Agv cuviotdton Evapén Bepaneiog e olihodooivn o€ acbeveig yio Tovg omoiovg givat
TPOYpOUUATIoUEV eMEUPooT Katappditn. Zuviotdtol dtokomn tng Oepameiog pe Evav 0-0mTOKAEIOTN
1-2 gBdopadeg mptv amod TV eMEUPAOT] KOTAPPAKTN, OAAE TO OQELOG KOl 1) OLEPKELD TG OLOKOTNG TNG
Oepaneiog mpv omd TNV eXEPPAON KATAPPAKTN OV £XEL TEKUNPLOOEL.

Koatd ™ didprela g mpoeyyelpnTikng a&loldynong, o xeipovpyos oeBoAuiotpog Kot 1 opOaAUIaTpIK)
opdoa mpémel va e&etdoovy edv o1 acbeveig mov eival TPOYPOUUATIGUEVOL Yo ETEUPOCT KATAPPAKT
Aappavovv 1 éxovv AaPet Oepaneia pe G1A0d0Givn, £Tol daTe Vo dtacaitotel 0Tl Oa £xovv Anedel ta
KatdAAnio pétpa yio tn Srayeipton tov IFIS katd tn didprela Tng XEPOVPYIKNG EXEUPACTC.

OpbBootatikéc emdploelg

H ocvyvomta epodviong opbootatikdv emdpdoemv pe Tn 61h0docivn eivat ToAv younin. Evtovtolg,
UTOpEl VoL TPOVCIACTEL HEIOT TNG OPTNPLOKNG THEST|G € pepOVOUEVOVG acbeveig, | omoia og
OTAVIEG TEPIMTOGELS LWITOPEL Vo 00N YN oL 0€ GLYKOom. Me Ta TpdTa onueia 0pBocTAUTIKNG VITOTACTG
(6mwg opBootatikn (GAn), o acBevig Ba mpénet va kabicel N va Eamddoetl puéypt va earelpbodv Ta
ocopmtopata. Xe acbeveic pe opbootatikn vrdtacn, n Oepancio pe ctlodocivn dev cuViGTATOL.

Neopr| dvciettovpyia
H ypnion ¢ othodocivng oe acbeveig pe cofapn veppikn dvciertovpyio (CLcr < 30 ml/min) dev
ovviotdral (BA. Tapaypdpovg 4.2 kot 5.2).

Hrotwr) duciettovpyio
H c1lodocivn dev cuvictdrol yia yprion o acbeveic pe cofapr| otk SVGAEITOLPYia, AOY®D
EMeyng owabéoipwv otoryeiov (PA. Tapaypdpovg 4.2 kat 5.2).

Kopkivopo tov mpostdn

Agdopévov 6t KYTI kot 1o Kapkivopo Tov mpoctdtn uropet va epeoviCovy ta idio GUTTOHOT
KOl LTOPEL VO GUVLTTAPYOLV, 01 acBEVELS Yia TOVG 0Toiovg LITAPYEL OKEYN OTL UTOPEL Vo TAGKOVV Ao
KYTI npéner va e€etalovtan mpv amd v Evapén g Bepomneiog e 61A0d0G1vVT, Y10 VO OTTOKAEIGTEL 1|
TOPOVGIO, KOPKIVAOUATOG TOL TPOoTdTr. AakTuAtkn opbikn e€étaon Kat, Otav etvon arapaitnro,
TPOGOIOPIOHOG TOV €101KOV TPOooTATIKOV avTrydvov (PSA) mpémel va mpaypatomrotodvtol Tpty amod T
Oepameio Kot 6€ TAKTUKG S10GTLLOTO PETH OO QLTHV.
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H Bepancia pe o1thodoaivn odnyel og PeimoN TG TOGOTNTAG CTEPUATOC TOV ATEAEVOEPMOVETOL KATH TN
OLIPKELD TG EKOTEPHUATIONG TO OO0 LITOPEL VO EMNPEGGEL TPOS®PIVA TNV avdpikn yovipotnto. H
OLYKEKPIUEVT eTidpaoT) eEaleipeTol petd T dtakomn TG othodocivng (PA. mapdypaeo 4.8).

Ndrtpro
To @oapurakevTIKd 0LTO TPOIOV TTEPLEYEL MYOTEPO ad 1 mmol vatpiov (23 mg) avd kaydakio, dniadn
0VLGLOOTIKA Efvatl «eEAeVBeEPO vVaTpiov.

4.5 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTH KOl GAAES pOPPES aAINAemiopaong

H o1lodocivn petaforiletar extevmg, kuping péom tov CYP3A4, TG aAKOOAIKNC 0pUIPOYOVACTG
xat g UGT2B7. H othodocivn arnoterel eniong vwootpmpa yio tnv P-yAvkompwteivn. Ot ovoieg mov
avaoTEALOVY (OTTmG KETOKOVALOAN, 1tpakovaloin, pttovafipn 1 kuklooropivn) 1 endyouv (Ommg
prpaumikivn, Bapprrovpikd, kappopalenivn, eavoutoivn) avtd ta EvIuUa Kot TOVG LETAPOPEIS pmopel
VoL ETNPEACOVY TIC GLYKEVIPMGELC TNG GIA0O0GIVIG KOl TOV gvEPYOD UETABOAITN TG 0TO TAGGLO.

Alpa-onokAeloTég

Agv VIapYoVV EMOPKEIC TANPOPOPIES GYETIKA LE TV ACPAAT ¥PNON TNG GLA0J0GTIVNG O GYEoN UE
GAAOVG OVTAYMVIGTEG TOV O-0OPEVEPYIKDY VITOSOYEWDY. LVUVETMG, 1 TAVTOXPOVN (PO GAADY
AVTOYOVIGTOV 0-0UOPEVEPYIKMY DTOS0YEMV OEV GLVIGTATAL.

Avaotoleic Tov CYP3A4

e o peAétn oAANAETIOpAcE®VY, TapoTnpnonKe o avénon Katd 3,7 popég oTIc HEYIOTEG
GLYKEVIPMOELS TNG GIA000GIVNG 6TO TAAGHLA Kol pia avénom kotd 3,1 popég otnv €kbBeomn ot
ctrodocivn (dnA. oty AUC) pe tn suyyopiynomn evog toyvpov avactoréa tov CYP3A4
(keTokovaloin 400 mg). H tavtdypovn ypnon pe woyvpois avaotoreig tov CYP3A4 (6nwg
KeTokovalOAN, 1tpakovaloAn, prtovafipn 1 KukAocmopivn) SV GLVIGTATOL.

Oroav 1 6lhodocivn cuyyopnyhnke pe évov uetping .oyvpod avactoréa tov CYP3A4, ommgn
dhtwalépn, mapatnpnibnke avénon otnv AUC g othodooivng katd mtepimov 30%, ahid 1 Cmax Ko M
nuicela {on dev emnpedotnoy. Avti 1 LETOPoAN elval KAVIKA U GYETIKY Kot OEV amotTeiTOL

TPOGUPLOYN TNG 0OGTG.

Avaotoleic ng PDE-5

"Exovv mapatnpnbei e dyioteg opprokoduvapkeéc aAnAenidpdosig petald g olhodosivig Kot TV
HEYIOT®V 00GEMV GIASEVUPIANG 1] TOSUAAPIANG. X€ Lo EAEYYOLEVT LLE EIKOVIKO QPAPLOKO LEAETN OE
24 dropa nhikiag 45-78 etov mov Adppavav cihodocivn, 1 cuyyopnynon cikdevoeiing 100 mg 1
TadaAaPiing 20 mg dev TPOKAAESE KAVIKG CTUAVTIKES HEGEG LEIDMGELG GTT) GUGTOAIKT 1] OLLGTOAIKY
aptnplokn tieon, 6nwg agloroyndnke and tic opfootatikég dokipaciss (0pOia otdomn Evavtt HITLG).
210 dropa Gve TV 65 eTMV, 01 LEGEG LELMOELS OTA S1APOPA YPOVIKA onueio oy Heta&d 5 Kot

15 mmHg (cvotohwn) kon peta&d 0 ko 10 mmHg (dtaotolikny). Ot Betcég opBootatikég dokipacieg
NTav LOVO EANPP®S GUYVOTEPES KOTA TN SIAPKELD TN GLYYOPNYNONG, EVIOVTOLC, OEV TAPOVGIUCTNKE
ocvpntopatikny opbdotacn N {aAn. Ot acBeveic mov Aapupavovy avactoreic e PDE-5 tavtdypove pe
1 61h0d0c1vN TPETEL va TapakoAovBohvtal Yo evOEXOUEVES OVETIBOUNTEG EVEPYELES.

Avtioneptooikd

270 TPOYPOUUUE KAVIKOV LEAETOV, TOALOL 0oBeveig AdpuBavay GuYXOpNYODUEVT OVTIDTEPTAGIKY
Oepaneia (Kupimwg TAPAYOVTEG TOV dPOLV GTO GUGTNIO PEVIVIG-OYYEIOTEVGIVIG, f1)TO-OTOKAEITTEC,
OVTAYOVIOTEG AGBECTION KOl SIOVPNTIKE) Y ®PIg VA TOPOVGIAcOVY aHENGT 0T GLYVOTNTO ELPAVIONC
g opBootatikng vrotaong. Eviovtolg, anatteiton mpocoyn Kotd Ty Evapén g TonToXpovng XPNoNs
LE OVTIVTEPTAGIKG, Kol 01 acOeveic Tpémel va TapakoiovBodvtal Yo vOEXOUEVES OVETIOOUNTEG
EVEPYEILEC.

Avryo&ivn

Ta enineda o€ oTOOEPOTOMNUEVT KATAGTOCT TNG O1yo&ivig, EVOG LITOGTPMUATOS TG
P-yAvkompwteivng, 0ev ennpedoTnKay OMIOVTIKE amd T cuyyopnynon pe 8 mg othodocivig pia eopd
v NUéEpa. Agv amoiTeiTol TPOGOPLOYT TG OOGTC.



4.6 T'ovipétnTo, KONON KAl Yorovyia

Kvnon kot Onrhacpog
Agv epapudletor d10TL 1 othodocivn Tpoopiletal yio avdpeg acBeveic povo.

Tovuotnta

2T KAMVIKEG LEAETEG, TOPATNPNONKE 1] ELPAVIOT) EKOTEPUATIONG LE LEIOUEVO 1) KABOLOL GTEP LA
KaTd TN O1dpketa g Bepamneiag pe orhodoaivr (PA. mapdypapo 4.8), AOY® T®V QOPLOKOIVVOLUKDOY
wotntoVv g othodocivie. [pwv amd v évapén g Beponeiog, o acBevig mpénet va evnuepwbel
GYETIKA LE TO EVOEYOUEVO EUGAVIOTG AVTNG TG EMIOPUCTG, 1] 0010 ETNPEALEL TPOSMPIVA TNV AVOPLKN
YOVILOTNTOL.

4.7 Emodpaceig 6TV IKEVOTNTA 001]Y1|61G KOl YEIPICHOD U OVILdTOV

To Silodyx &xet pikpn 1 pétplo exidpacn otV IKEVOTNTA 0dNYNONG Kol YEPIGUOD punyovnudtoy. Ot
aoBeveig mpémet va evuepwBohv GYETIKA LE TO EVOEYOUEVO ELGAVIONG CUUTTOUAT®V OV GYETI{oVTOL
ue v opboctatikn votoot (0mmg (OAN) Kot vo Tovg EQroTabdel 1) TPOcOYN GYETIKG LE TNV 001 yNoT
K0l TO YEPIOUO Unyovnudtov péxpt va yvopilovv Tog Bo Toug emnpedoet 1 61A000GTvT).

4.8 AvemOOunrteg evépyereg

20vVoyT) TOL TPOPIA OOQEAELOG

H acopddeia g c1ihodocivng £yl a&loroynbei oe Téooepic SMAA-TLEAEG EAEYYOUEVEG KMVIKEG LEAETES
DOaong II-111 (ne 931 acbeveig mov AduPavav 8 mg cthodooiving pio popd v nuépa kot 733 acbeveic
oL AApPovoy EKOVIKO EAPUAKO) KOl GE dVO LAKPOYPOVIEG LEAETEC OVOLKTNG EMIGTLLOVONG PACTC
EMEKTACTG. XVVOALKA, 1.581 acBeveic élafav crhodociviy otn d06on TV 8 mg pio opd Tnv Nuépa,
ocopmepthappavopévey 961 acbevov mov ektédniay yio TovAdyiotov 6 piveg kot 384 aclevav mov
ektédnkav yua 1 €toc.

O1 ovyvotepeg avemBOUNTES EVEPYELEC TOL OVOPEPONKAY LLE TN GIAOO0GIVT OTIG EAEYYOLEVEG UE
EIKOVIKO PAPUOKO KAVIKEG LEAETEC Kol KATE, T OLAPKELN TNG LOKPOYXPOVING XPNONGS NTAV SLOTAPUYES
EKOTEPUATIONG OTOC TAATVOPOUN EKOTEPUATION KOl ATOVGI0 EKOTEPUATIONG (LLE LEIOUEVO OYKO
EKOTEPUATIONG 1 OTOLGIN CTEPLATOG), Le oLYvOTNTO 23%. AVTO UTOPEL TPOSWOPIVA VO EXNPEACEL TV
avdpikn yoviuodtnta. H cuykekpuuévn enidpoon ivar ovaoTpéyiun evioc LEPIKOV NUEPDY omtd TN
dwokonmn g Oepameiog (PA. moapdypapo 4.4).

Katdloyog avemBountmv evepyelmv o€ Loper Tivako

2TOV TOPOKAT® TIVOKO, 01 AVETIBOUNTEC EVEPYELEG TOV avaPEPONKAY 08 OAEC TIC KAMVIKEG LEAETEC KO
OTNV TOYKOGLO, EUTEIPIO LETE TNV KLKAOPOPIO TOV QUPHAKOL Y10, TIG OTOIES VTLAPYEL EDAOYN LTIOONG
oyéon mapatiBevtol avad Katnyopio opyovikod GUGTHUATOG COUE®VA UE TN BAon dedopévav
MedDRA ka1 cuyvotnta: told cuyvég (> 1/10), cvyvég (> 1/100 émg < 1/10), 6y ovyvég (> 1/1.000
€mg < 1/100), ondvieg (> 1/10.000 £mg < 1/1.000), modd ondvieg (< 1/10.000), un yvootég (dev
umopobv va ektiunBovv pe Baon to dwbéoia dedopéva). Evtog kdbe katnyopiog cuyvotnrag, ot
TOPUTNPOVUEVES avemIOOUNTEC EVEPYELeC TapatibevTol katd @Oivovsa celpd coPapdmrag.




Katnyopia
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1 - avemBounteg evépyeteg omd avBOPUNTEG VUPOPEG OTIV TOYKOC L0 EUTELPIN LETE TNV KUKAOQOPIi TOV
QOPLAKOL (01 cUYVOTNTEG VIOAOYIoTNKAY aTTd TO. GLUPAVTO TOV AVaEEPONKAY oTIG KAVIKEG dokipuég Daong [-IV
KoL GTIG U1 TOpEUPATIKEG LEAETEC).

TIeprypaen emieyuévmv ovembountwy EVEPYELDV

OpBoorozixy votaon

H ovyvotnta epedaviong opfostatikng vIdTaong OTIG EAEYYOUEVES LE EIKOVIKO QAPLLOKO KAMVIKEC
peréteg tav 1,2% pe tn othodocivn kot 1,0% pe 1o eikovikd eappaxo. H opboctatikn vwdtaon
Umopel meploTaciakd vo odnynceet o€ cuykonn (BA. mopdypapo 4.4).

Aieyyerpnuiré 2ovipopo Xolopng Ipidog (IFIS)
IFIS &yetl avapepbei Katd ™ dudpkela yelpovpykdv eneppdoemv katappdrtn (BA. tapdypopo 4.4).

Avapopd mBavoroyovueveoV avemBOUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GOE0g KLKAOPOPToG
TOL QOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat omd Toug enayyeAatieg vyeiog vo
avaQPEPOLY OTTOLEGONTOTE TOUVOALOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
ava@opdg mov avaypdeetol oto [Hapdptnua V.

4.9 Ynepooocolroyia

H oclodocivn a&loroynnke o d6ce1c Em¢ kKo 48 mg/muépa o€ vyieig avopeg ebelovtéc. H
d0G0TEPLOPIOTIKN avemBOUNTN evEpyela Tav 1 opBoctotikn vtotaon. Edv n katdmoon ivat
TPOCPOTN, Uopel va e€eTaoTel 1) TPOKANOT EUETOV N 1] TAVGT| GTOUAYOL. XE TEPITTMOT] TOL N
VEPd0GOoLOYia LE GIA0S0GTIVT] 001 YNGEL G€ LITOTACT, TPETEL VO Topacyedel kapdloyyelak
vroompién. H apokabopon dev givarl mbovo 011 o Exet onuavikd 6@eAog 0e60UEVOL OTL T
610030G1vN TPOGOEVETOL OTIG TPWTEIVEG o€ PEYAAO Babuod (96,6%).

5. OAPMAKOAOI'IKEX IAIOTHTEX
5.1 @oppokodvvoptkES 1O10TNTES

Dappaxobepansvtiky katnyopio: Pappoka TodGEDY TOV OVLPOTOMNTIKOD GUGTIHHATOC, AVTAYWVICTEG
TOV A-00PEVEPYIKOV VTOO0YEMV, Kdikdg ATC: GO4CA04.

Mnyoviopdg dpdong

H c1lodocivn eivon og peydho Pabpd emAEKTIKN Y10 TOVG 0 A-OOPEVEPYLKOVS VITOOOYEIG TOV
Bpiokovtal kKupiwg 6TOV TPOSTATN TOL AVOPDOTOL, 6T PACT) TS OLPOSOYOV KVGTNG, GTOV AVYEVA TNG
0VPOSOYOV KOGTNG, OTIV TPOSTATIKY] KAYO KOl TNV TPOCTATIKT ovprfpa. O amokAEIoUOg QVTOV TOV
0l1A-0OPEVEPYIKADV VTTOSOYEMV TPOKOAEL YAANCT TOV AEI®V VMOV GE GVTOVG TOVS 1IGTOVS, LEIDVOVTAG
€101 TV avtiotaon g €650V TG 0VPOdGYOL KVGTNGC, YWPIC Vo ETNPECLEL T CLGTOGTIKOTNTA TOV
Aelov eEmotnpog Huog. Avtd emipépet PeATinoTn 1060 TOV CUUTTONATOV amobiKevong (epedioTikd)
0G0 KOl T®V CUUTTOUATOV KEVOOTC (ATOPPUKTIKE) (CUUTTOUATO TOV KOTMTEPOV OVPOTOUTIKOV,
Lower urinary tract symptoms, LUTS) mov oyetiovtot pe v KahonOn vrepmiacio Tov Tpootdr.
H o1tlodocivn éxel onuovTikd younAoTePT GLYYEVELD Y10, TOVG Ol B-0OPEVEPYIKODE VTTOJOYEIC TOV
Bpiokovtor kKupimg oto kKapdiayyelokd cvootnua. Exel katadewydei in vitro 611 0 Adyog Tpdcdeong
0l1A:0B TNG O1A0d0G1TVNG givarl vrrepPoiikd vynAsg (162:1).

Klvik) amotedecpotikdtnTa Kot ac@dielo

e o @aong I Stmhd-toAn eheyyOUEVT LE EIKOVIKO PAPUOKO KAVIKT HEAETT Yo TOV KaBopiopod
d0omnc¢ pe othodocivn 4 | 8 mg pia eopd v Nuépa, mapatnpnonke peyardtepn Pektioon ot
Babpoioyia dsiktn cuuntopdtov TG Apeptkavikng Ovporoyikng Evoong (American Urologic
Association, AUA) pe oihodooivn 8 mg (-6,8 = 5,8, n =90, p = 0,0018) ko1 cihodocivn 4 mg
(-5,7£5,5,n =88, p=10,0355) oe cbykpion pe 10 ekovikd eappoko (-4,0 £5,5, n= §3).



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

ITepiocotepor amd 800 acbeveig pe pétpra Eog coPapd cvpntopato KYIT (Aebvic Baburoroyio

CUUTTOUATOV TPOcTatY, International Prostate Symptom Score, IPSS, Tyun xotd v évapén > 13)

éloPav orhodociviy 8 mg pia eopd TNV NUEPA 6€ V0 ELEYYOUEVES [IE EIKOVIKO PAPLOKO KAIVIKEG

perétec ®dong I mov mpaypatomomOnkav otic Hvouéveg Iloiteieg kou o€ pio eheyydpevn e
EIKOVIKO QAPLLOKO KOl OPOCTIKO PAPUAUKO KAVIKT HEAETT IOV TTpayLatomot|onke oty Evponn. e
OMeg TIG pEAETEG, Ol acbeveic TOL gV AVTATOKPIONKAV GTO EIKOVIKO QAPLOKO KOTA TN SIUPKELDL UL0G
QAGCTC EIKOVIKOD QOPUAKO 4 gfdopadmv mpv TV Evapén e LEAETNC TUYaL0TTOONKOV Yo Vol
AdBovv ™ Oepameio TG peAéTnG. Xe OAeg TIC LeAETEG, ol acbeveic Tov vrofAnONKay o€ Oepameio pe

o1A0d0Givn lyav peyoAvTepn pelmon 1060 TV cuuntoudtov arodnkevong (epebiotikd) 660 Kot TV
ocopntopatov kévaong (aroppoktikd) g KYII og ohykpion L T0 EIKOVIKO QAPUOKO OTTMG
a&loroynOnke petd omd 12 gfoopadeg Oeponeioc. Ta dedopéva mov TapatnpROnKay 6GTovg

mAnBucopovg pe TpodBeon Yo Bepaneia (Intent-To-Treat) g K0Oe PEAETNG TAPOLGIALOVTOL TOPAKATO:

IPSS IPSS
IPSS . .
. , Epebrotika AToQPUKTIKG
Yvvolki] fadporoyia , ,
CUUTONOTO. CUUTONOTO.
Meré- | Zkéhog Ap. T Awpopd Awgpopd (Aglgé/pog(;)
m Ospanciag | aoOevav KN Metapor | (95% CI) | MetaBoln | (95% CI) | Metaporn | 5 - °
KTl TV . ) . . . &vovtt
. ambd v | évavtt amd v | évavtt amd v ,
évapén |, |, | ELIKOVIKOV
(SD) évapén gwovikov | évapén gucovikov | évapén oapud-
(QOPLAKOV POPUAKOV oL
Zhodoom | 33 | a5 | 65 23 42
US-1 -2,8% -0,9* -1,9%
EI’KOVIKO 278 2145 3.6 (-3,9,-1,7) 1.4 (-1,4,-0,4) 22 (-2,6,-1,2)
QapUOKO
20080001 |33 | g1as | 63 2,4 3,9
US-2 -2,9% -1,0* -1,8%
EI’KOVIKO 229 2145 34 (-4,0, -1,8) 13 (-1,5, -0,6) 2.1 (-2,5,-1,1)
QApUOKO
21hodooi- 371 19+4 -7,0 -2,3% -2,5 -0,7° -4,5 -1,7*
vn (_3727 _174) (_1717 _072) (_2727 _171)
376 19+4 -6,7 -2,0% -2,4 -0,6° -4,2 -1,4*
Evponn | Tapcov- (-2,9,-1,1) (-1,1,-0,2) (-2,0, -0,8)
Aocivn
185 19+4 -4,7 -1,8 -2,9
Ewovucd
QAapUAKO

* p< 0,001 évavtt erkovikod eappdikov, °p = 0,002 Evavtt E1KOVIKOD POPRAKOD

2NV eAeYYOUEVN LLE OPOCTIKO PAPUAKO KAVIKY LEAETT OV TpaypatomolOnke otnv Evpmdnn,
ctlodoacivn 8 mg pia eopd v Nuépa katadelydnike og un Katdtepn g tapcoviosivig 0,4 mg pio
@opa TNV NpEpa: 1 Tpocappocuévn pnéon oapopd (95% CI) ot cuvorkn Babuoroyio IPSS peta&y
Oepameidv otov TANBLGLO TV AcBEVOV TOV GLUHOPPOONKAV LE TO TPOTOKOALO TNG LEAETNG
(per-protocol population) fitav 0,4 (-0,4 éwg 1,1). To m060016 TV ATOU®VY OV avTamokpifniay (dnA.
Bektioon otn cvvolkn Pfabporoyio IPSS katd tovddyiotov 25%) NTOV ONUAVTIKG VYNAOTEPO GTNV
opdda 61hodoacivg (68%) Kot Tapcovrocivig (65%), oe cuyKpion Le To glKoviKd eappako (53%).

211 HOKPOYPOVIO OVOIKTNG EMIOUOVOTG PACT EMEKTACTG VTMV TOV EAEYYOUEVAOV PHEAETDOV, OTNV
omoia o1 aceveig Erafav orhodooivn yio puéypt 1 £1o¢, 1 fertioon TV cuumtOUdTOV TOL TPONADE
amo TN c61hodocivn katd Ty gfdouada 12 g Bepomeiog dtatnpninke yio didotnuo 1 £Tovc.

e Kivikn pedétn daong IV mov mpaypoatoromdnke otnv Evpdnn, ue péon cuvoiikn aduoroyio
IPSS kot v évapén 18,9 Babuovg, 77,1% avtamokpifnkav ot cilodocivn (0mmg agloloynonke
amo e petafoir] ot cvvolkn Babporoyia IPSS amd v évapén katd tovAdyiotov 25%). Hepimov




o1 poot omd toug acbeveic avépepay PEATIOON GTA TO EVOYANTIKO CULTTOLOTO Y10 TOL OO0l
mapamovédnKav ot acbeveig kotd v Evapén (dOnA. voktovpia, cuyvoTNTa OVPNONC, LELWUEVT pOT,
EMITAKTIKT OVPNON, TEMKEG OTAYOVEG KOl ATEANG KEVAOOT)), OGS 0E10A0YNONKE amd TO
gpotnpatordyo g Aebvoig Etaupeiog yio tnv Akpdteia yia dppeveg aobeveig (ICS-male
questionnaire).

Agv mopoatnpnnie oNUOVTIKY PEIOT GTNV 0pTnPLoKn TieoT o€ KT BE6TM 6TO GHVOAD TV KAVIKOV
UEAETOV TTOL TTPOYLOTOTOMONKAY LE TN GIA0S0GTVT).

H c1lodocivn 8 mg kot 24 mg nuepnoimg 6ev iye OTATIGTIKG GNUAVTIKY] ETLOPOOT] GTO SLOCTHUOTO
tov HKI" 1] 6tV Kopdiaxh enavamdA®aT) 6€ GYECT] LLE TO EIKOVIKO (pAPLLOKO.

Hodratpikdg minbucuog

O Evponaikoc Opyaviopog apudkmv xel dOCEL amaAlayn omd TNV VTOYPEMST VIOPOANG TV
amoteElecUATOV TV HEAET®V pE To Silodyx o€ OAEC TIG VITOKATITYOPIEC TOV TOdLATPIKOV TANOVGUOD
yio v KYII (BAéne mapdypoeo 4.2 yio mAnpo@opiec GYETIKA Le TNV ToudlaTpIKn ¥p1on).

5.2 @oppokoKivnTIKES 1010TTEG

O1 QOPLOKOKIVITIKEG IO1OTNTEG TNG GIA0O0GTVIG Kol TV KUPL®V PETaPoAtadv g adloloynnkay o
gvnAikovug avopeg pe kot xopig KYTI petd and epdmas kot ToAhamléc xopnyNoelg 00GE®V TOL
kopoivovral ard 0,1 mg £wc 48 mg v nuépa. Ot PapUaKOKIVITIKEG 1O10TNTES TG G1A000GTVIG gival
YPOUUKEG GE OAOKANPO TO EVPOG TV SOGEMV QLTAOV.

H éx0eom otov kbp1o petaforitn oto mAdco, TO YAvKovpovido g olhodocivng (KMD-3213G), oe
otabepomomuévn katdotaon eivar mepimov 3 TAdoia ekeivg ¢ apyikng ovaiag. H othodoacivn kot to
YAVKOVPOVIOLd TG PBGvOLY o€ 6TABEPOTOINUEVT] KOTACTOOT UETA a0 3 MUEPES Kot S NMUEPES
Oepaneiog, avtioTorya.

Amoppoonon

H amd otoépatog yopnyovpevn cilodociv amoppopiTol KOAMSG Kol 1 0ToppoOPnon eivat avdAoyn g
d0oong. H amdivtn Prodiabecipotnta eivan mepimov 32%.

Mua in vitro peiét pe kottapa Caco-2 katédelEe 0Tt 1 61A0d061TVN ATOTEAEL VTTOGTP®LA YOl TV
P-yAvkompwteivn.

H tpoon peidvel v Cuax katd mepimov 30%, avEAver ToV tmax KoTtd Tepimov 1 dpa kot £xel pkpn
enidopaon oty AUC.

e vyteig dvdpeg eBeroviéc nhkiog oto gvpoc-otdyo (n = 16, péon nhkia 55 £ 8 £1n) petd and
yopnynon 8 mg amd GTOUNTOC Lia popd TV NUEPH LETA TO TPOVO Y1, 7 MUEPES, EANPONCAY o1
axoAovBeg PapprokokvnTIKEG TapAReTPol: Cmax 87 £ 51 ng/ml (SD), tmax 2,5 dpeg (evpog 1,0-3,0),
AUC 433 + 286 ng * h/ml.

Kotavoun
H o1hodoacivn €xet 6yko katavopng 0,81 1/kg kot Tpocdévetat Kotd 96,6% 611g Tp@TEivEg TAGGLOTOG.

Agv KatovEUETOL 6TO KOTTOPO TOV OiLLOTOG.
H mp6c6deon tov yAvkovpovidiov T 61A08061vng 6Tig TpmTeiveg eivatl 91%.

Biopetooynpotiopdc

H o1lodocivn voketton o€ ekteTapévo petaforiond pécm yhvkovpovidioong (UGT2B7), akioorkng
KoL 0ASEDOKNG 0pUIPOYOVASTG KOl 0EEWMTIKMY 00(V, Kuping péow Tov CYP3A4. O koplog
petoPoAitng oto mAdoua, To cvlevyLévo YAvKovpovidlo g cthodocivig (KMD-3213G), To omoio
&xel KatadeyOel 6T elvan dpactikd in vitro, £xel extetapévn nuicela {on (tepimov 24 dpeg) Kot
©OAavel 08 GLYKEVTPMOGELS TAACUATOG TEPITOV TEGGEPLG POPEG VYNAOTEPEG OO EKEIVEG TNG
o1h0d0civng. In vitro dedopéva LTOdEKVHOLY OTL 1] GIA000GIVI JEV £XEL TO SUVOUIKO VO OVOGTEALEL )
va emdryetl evOLIKE GLGTAOTO TOL KuTOYXPpOLaTOG P450.

AmofoAn
Metd v and otdpatog yopiynon “C-onuaspévne othodosivng, N avékimon g podtevépystag HeTd
amd 7 nuépeg Nrav mepinov 33,5% ota 0vpa kot 54,9% ota kénpava. H kdBapon g sthodooivng arnd
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10 oopo frav wepinov 0,28 I/h/kg. H othodocivn amekkpiveTal Kupimg o¢ LeTafoAiTec, EVHD TOAD
HUIKPEC TOGHTNTEG AUETAPANTOV PopudKov avoakTdvTol ota oVpa. H tedikn nuicea (o1 Tov apytkon
QOPUAKOV KOl TOL YAVKOVPOVIdiov Tov eivan tepimov 11 dpeg ko 18 dpeg, avticTorya.

Edwkoi mAnbvuopuol

Himawuévor
H £éxBeomn o othodocivn kot 6toug KOplovg petaforiteg e dev HETAPUAAETOL OTLLOVTIKE e TV
nAkia, akopo Kot o€ dropa nikiog dve Tov 75 eTdv.

Taidrazpiros minBoouog
H o1lodocivn dev €xel a&loroynOel og acheveic nAikiog kdto tov 18 eTdv.

Hrartikn dvalerrovpyio,

e o HeAET eQAmas 0OGMC, 0L PUPUAKOKIVITIKES 1O10TNTEC TNG GIA0S0GTVN G 08V uetafAnonkay o
gvvéa acbeveic pe pétpla nratikn dvciertovpyio, (fabuoroyieg Child-Pugh 7 éwg 9), oe cOyKpion ue
gvvéa vy dropo. To amoteAéopato omd avTnV TN LEAETN TPETEL VO EPUNVEDOVTOL [LE TPOGOYN,
dedopévou 0tL o1 aebeveic Tov evidydnkav eiyov ELGIOAOYIKEG PloynKES TIUES, TO 0010 VTOONAMVEL
QLGIOAOYIKT LETAPOAIKT AELTOLPYIQ, KOt ¥apaKTNPIioTNKAVY OTL EiY0V LETPLO NATIKY SVGAELITOVPYIO pE
Béon Tov ackitn kot TNV NTATIKN £YKEPAAOTADEL.

O1 @apUOKOKIVNTIKES 110TNTES TNG 01000061V o€ aobevels pe coPapn nratiky Svcigttovpyia dev
&yovv peletOei.

Negpixn dvalertovpyio,

e o peAé epdmoaé ooong, 1 £kbeon ot clhodocivn (Un Tpocdepévn) o€ dropo pe N (n = 8) Kot
péTplo veppikr duciettovpyia (n = 8) eiye o¢ amotéleoua, Katd péco 6po, pia ovénon g Cmax (KoTd
1,6 popéq) xar tng AUC (katd 1,7 popéc) e oyéon Ue ATOUO LE PLUGLOAOYIKT VEQPIKT AElTOVPYiN
(n=8). Ze atopa pe cofapn veppikn duciettovpyia (n = 5) n avénon tng Ekbeong NTav 2,2 popég yia
™V Cmax ka1 3,7 @opéc yio tnv AUC. H €kBeom otovg kbplovg petafolritec, To yYAukovpovidlo g
c1hodoacivng kot to KMD-3293, avénonke emiong.

H mapaxorovbnon tov emmédmv mAdopuatog oe pia kKAwvikn perétn @daong I koatédeiée 011 Ta
enineda TG CLVOMKNC G1AL0d0GIvN G HeTd and 4 gfdonddec Bepameiog dev AAAaEaY Ge aoBeveic e
nma dvciettovpyia (n = 70), oe GOYKPLoN Ue aoBeveic e PLGIOAOYIKN VEQPIKT| Agttovpyia (n = 155),
EVD TOL EMIMEDO OIMAACIAGTNKAV KATA HEGO Opo o€ acbeveic pe pétpia dSuciettovpyio (n = 7).

Mo avackOTNon TV 6EG0UEVOV OCQUAEING TMV 000EVAOY TTOL evTdyOnKay g OAES TIG KAVIKEC
UEAETEG OEV VTOOEIKVEL OTL 1| |ITLo, veQPIk ducAettovpyio (n = 487) anoteiel Tpdcbeto Kivovvo
acoAieiog Kot T dudpkeln TG Oepaneiog pe orhodoaivn (0mwg avénon ot LoAn 1 otV
opBootatikn VTOTAGT) 6€ GUYKPIoT HE acbevelg pe puololoyikn veppikn Aettovpyia (n = 955).
SUVETMG, 0V OMOLTEITOL TPOGUPLOYN TNG 006MC 6€ acbevels pe Nmio veppikn dvciettovpyioa. Adyw®
NG TEPLOPIOUEVT|G epmElpiag o€ acbeveic e HETPLa VEPPIKT duciettovpyia (n = 35), cuvicTdTol pia
YOUNAOTEPN 060N Evapéng tv 4 mg. e acbeveig pe coPapn veppikn duciettovpyia 1 yopnynon Tov
Silodyx dev cuvictdTat.

5.3 IIpoxivika dedopéva yia TV aoc@drero

Ta pun KAviKd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, ToV AvOprmo e Baon Tig
SLUPOTIKEG LEAETEC PUPUOKOAOYIKNG ACPAAELOG, EVOEYOUEVIC KAPKIVOYOVOL, HETOAAAELOYOVOL Kot
TEPATOYOVOVL dpdons. Emmntdoelg oe {da (mov emnpéacay tov Bupeogidn adéva g TPOKTIKE)
mapotnpinkay povo e €kbeon oo PapuaKo mov Bewpndnke OTL HTAV APKETE TAV® OO TO OVATATO
opro £kBeong tov avBpdmov, Tapovctdlovtag LK GYEoT UE TNV KAVIKY] ¥p1on.

& 0poEVIKOLG apovpaiovs, Topatnpninke petmpévn yovipdtra ond ekb€celg mov Moy mepinov
dumhdoieg g Ekbeong ot HEYIOTN GLVIGTMWEVT 066N Yia Tov dvOpwmo. H enidpacn mov
TapoTNPHONKE NTAV AVASTPEYIUN).
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6. OAPMAKEYTIKEXZ TIAHPO®OPIEX
6.1 Kotahloyog ekddymv
Silodyx 4 mg kot 8 mg okAnpd Koy aKio

Ilepreydpuevo konyokiov

Apwlo, tpolehativoromuévo (apafocitov)
Moavvitoan (E421)

ZTEATIKO LAYVI|Gl0

Aaovpvrobelikod vatplo

Kélpog konyaxiov

Zghativn

Awoégidio tov titaviov (E171)

Kitpivo o&gidio tov odnpov (E172) (kaydxio 4 mg uévo)

6.2 AocvupatétnTeg

Agv gpapuodletar.

6.3 Awgpkero Lonc

3 xpovia.

6.4 Iowitepeg TPpo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

Mn puAdooete og Beppokpacio peyaivtepn tov 30 °C.
duldooete GTNV APYIKN GCLEKEVAGIO Y10, VO TPOGTATEVETUL OO TO MG KOL TNV VYPOGia.

6.5 Dvon kol CVETATIKG TOV TEPLEKTY

Ta kayaxia wapéyoviar o€ kKoywéreg amd PVC/PVDC/pOAAo alovpvion, GUGKELOCUEVO GE KOVTLA.
Yvokevaocieg twv 5, 10, 20, 30, 50, 90, 100 kayaxiov.

IMoAvevokevascio wov mepiéyetl 200 (2 cuokevacieg tawv 100) koydxio.

Mmnopei va, unv KuKAOPOpPOUV OLEG 0L GUOKEVAGIES.

6.6 Iowitepeg TPoPLAGEELS UOPPLYNG

Kda0e aypnoiponointo eapuokevtiKd tpoidv 1 VIOAEUO TPETEL VO ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Recordati Ireland Ltd.

Raheens East

Ringaskiddy Co. Cork
Iphavdia
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8. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/1/09/607/001
EU/1/09/607/002
EU/1/09/607/003
EU/1/09/607/004
EU/1/09/607/005
EU/1/09/607/006
EU/1/09/607/007
EU/1/09/607/008
EU/1/09/607/009
EU/1/09/607/010
EU/1/09/607/011
EU/1/09/607/012
EU/1/09/607/013
EU/1/09/607/014
EU/1/09/607/015

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQYXHY THX AAEIAX
Huepounvia mpatng éykprong: 29/01/2010

Hpepounvia tedevtaiog avavémong: 18/09/2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmntopepeic TANPoQopieg Yio T0 TapdV POPUUKEVTIKO TPOioV givor d1BEGIES GTOV SIKTLAKO TOTO
tov Evponaikod Opyoviopuov Goapudkwmv: http:/www.ema.europa.eu.
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ITAPAPTHMA 11

HAPAXKEYAXTHXEX YIIEY®OYNOI I'TA THN
AIIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHXEX YIIEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

‘Ovouo kot d1e06vven TV TOPUSKEVOSTMOV TOLV Eivorl VITELOVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

Recordati Industria Chimica ¢ Farmaceutica S.p.A.
Via M. Civitali 1

20148 Milan

ItoAia

LABORATOIRES BOUCHARA-RECORDATI
Parc Mécatronic

03410 Saint Victor

ToAlio

270 £VTUTIO QOALO 0ONYIDV XPNOTG TOV PUPLOKEVTIKOD TPOIOVTOC TPETEL VAL OVOYPUPETOL TO OVOLLXL
Kot 1 S1evV0vVVoT TOV TAPUCKELAGTH TTOV Eival VTEHOVLVOG Y1X TNV ATOSEGUEVGT TNE CYETIKNG TAPTIONS.

B. OPOI'H OI IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopproxkeLTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GLUVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX KYKAO®OPIAX
o Ex0¢og1g meprodikig wapakorovdnong g acpdrerlag

Ot amoitioelg yio Tnv voPoAn ekBEce@v TEPLOSIKTG TAPAKOAOVONONG TNG AGPAAELNS Y10, TO EV AOY®
QOPUAKEVTIKO TTPOTOV opilovTal 6ToV KATAAOYO UE TIg NUEPOUNVieC avapopdg T Evoong (katdloyog
EURD) mov mapatifetol oty mapdypoeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK ko kdbe
EMOKOAOLONG EMIKOIPOTTOINGNG OTMG ONUOGIEVETOL BTNV EVPOTAIKT JUKTLOKT TOAN Y10l TO PAPLLOKOL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AHOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Xyéowo Awayeipiong Kivovvoo (XAK)

O Kdroyog Adetag Kvkhogpopiag Oa die&aydyet Tig amartodpeveg dpactnpldTnTes Kot
TAPEUPAGELS PUPLOKOETOYPVTVIIONG OGS Tapovctdlovtal 6to cupupvndév XAK mov
napovctdleTar otny evotnta 1.8.2 g doetog KukAoPopiag Kol OTolEcdNTOTE ETAKOAOVOEG
gykekpipéves avabempnoelg tov LAK.

‘Eva emucaporompévo ZAK Oa mpénet va kototedet:

. petd amo aitnua tov Evponaikod Opyovicpod Qapudkov,

. OTOTEONTOTE TPOTOMOLEITOL TO GUGTN O dLorYEIPLONG KIVODVOUL, E101KE MG AMOTEAEGILO ANYNG
VE®V TANPOPOPIDV TOV HTOPOVV VOl EMPEPOLY GNUAVTIKT GAANYT GTI GYECT] 0PEAOVC-KIVOHVOL
N ®©G ATOTEAEG LA TNG EMITEVENG EVOG ONLOVTIKOD OPOGTLOV ((PUPUOKOETOYPOTVION 1)
glayiotomoinon Kvévvov).

14



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Silodyx 4 mg oxAnpd koydKio

c1Aod0Givn

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kda0e orchnpd kaydkio mepiéyel 4 mg 61hodocivng.

|3. KATAAOI'OX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANPA KoOyaKio,
10 oxAnpd koydiio
20 oxAnpd Koydiio
30 oxAnpd KoyaKio
50 oKkAnpd KoydKio
90 oKAnpd Koydicio
100 oxAnpd Konydicio

|5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0NV YPAONG TPV O TN YPNON).

A6 otONaTOC YpNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

|7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Mn evAdoacete o€ Beppokpacio peyarvtepn tov 30 °C.
DVAGGGETE GTNV OPYIKT] GLCKEVAGIO Y10 VO TPOCTATEVETAUL OO TO PMC KL TNV VYPAGI.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Recordati Ireland Ltd.
Raheens East
Ringaskiddy Co. Cork
IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/607/001
EU/1/09/607/002
EU/1/09/607/003
EU/1/09/607/004
EU/1/09/607/005
EU/1/09/607/006
EU/1/09/607/007

13. APIOMOZX ITAPTIAAX

Moptida

| 14. TENIKH KATATAZH I'TA TH AIAOEXH

| 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

Silodyx 4 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163146TaTOG YPAPU®TOS KDOKAS (2D) mov gépet Tov TEPIANPHEVTO LOVASIKO VO yVEOPIOTIKO KOOIKO
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEZX AIIO PVC/PVDC/®YAAO AAOYMINIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Silodyx 4 mg okAnpd koydxio

G1A000G1vN

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Recordati Ireland Ltd.

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Silodyx 8 mg oxAnpd koydKio

c1Aod0Givn

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kda0e orchnpd kaydkio mepiéyel 8 mg 61hodocivng.

|3. KATAAOI'OX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANPA KoOyaKio,
10 oxAnpd koydiio
20 oxAnpd Koydiio
30 oxAnpd KoyaKio
50 oKkAnpd KoydKio
90 oKAnpd Koydicio
100 oxAnpd Konydicio

|5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0NV YPAONG TPV O TN YPNON).

A6 otONaTOC YpNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

|7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Mn evAdoacete o€ Beppokpacio peyarvtepn tov 30 °C.
DVAGGGETE GTNV OPYIKT] GLCKEVAGIO Y10 VO TPOCTATEVETAUL OO TO PMC KL TNV VYPAGI.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Recordati Ireland Ltd.
Raheens East
Ringaskiddy Co. Cork
IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/607/008
EU/1/09/607/009
EU/1/09/607/010
EU/1/09/607/011
EU/1/09/607/012
EU/1/09/607/013
EU/1/09/607/014

13. APIOMOZX ITAPTIAAX

Moptida

| 14. TENIKH KATATAZH I'TA TH AIAOEXH

| 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

Silodyx 8 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163146TaTOG YPAPU®TOS KDOKAS (2D) mov gépet Tov TEPIANPHEVTO LOVASIKO VO yVEOPIOTIKO KOOIKO
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI TIOAYXYXZKEYAXIAY (200 koydaxio)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Silodyx 8 mg oxAnpd koydKio

c1h0d0Givn

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kda0e orchnpd kaydkio mepiéyel 8 mg 61hodocivng.

|3. KATAAOI'OX EKAOXQN

| 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

IToAvovokevacia: 200 (2 cvokevacieg Twv 100) okAnpd Kaydxia.

|5. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).

A6 otONaTOC YpNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

|7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEX OYAAZEHX

Mn gpuAdooete og Beppokpacia peyoaivtepn tov 30 °C.
Dduidcoete GTNV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEJIAY KYKAO®OPIAX

Recordati Ireland Ltd.
Raheens East
Ringaskiddy Co. Cork
Iphovdia

12.

APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/1/09/607/015 200 oxhnpd xawyakia (2 cuckevocieg twv 100)

13.

APIOMOZX ITAPTIAAX

MMoptida

14.

I'ENIKH KATATAZH I'lA TH AIAOEXH

15.

OAHT'IEX XPHXHX

16.

IHAHPO®OPIEX XE BRAILLE

Silodyx 8 mg

17.

MONAAIKOZ ANATNQPIETIKOX KQAIKOX. — AIZAIAXTATOX TPAMMOQTOX
KQAIKAY (2D)

A163146TaTOG YPAUU®TOS KDoKaAS (2D) mov pépet Tov TEPIANPHEVTO LOVASIKO VO yVEOPIOTIKO KOOIKO

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITO
TON ANOPQIIO

PC:

SN:
NN:
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKA KOYTIA ITOAYXYEZKEYAXIAYX (2x 100 xoydxia)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Silodyx 8 mg oxAnpd koydKio

c1h0d0Givn

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kda0e orchnpd kaydkio mepiéyel 8 mg 61hodocivng.

|3. KATAAOI'OX EKAOXQN

| 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

100 oxAnpd kaydxio. Tuqpa mtoAvevokevaciog, dev uropet va towindel Eeywpiotd.

|5. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).

A6 otONaTOC YpNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

|7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEX OYAAZEHX

Mn gpuAdooete og Beppokpacia peyoaivtepn tov 30 °C.
Dduidcoete GTNV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEJIAY KYKAO®OPIAX

Recordati Ireland Ltd.
Raheens East
Ringaskiddy Co. Cork
Iphovdia

12.

APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/1/09/607/015

13.

APIOMOZX ITAPTIAAX

MMoptida

14.

I'ENIKH KATATAZH I'lA TH AIAOEXH

15.

OAHT'IEX XPHXHX

16.

IHAHPO®OPIEX XE BRAILLE

Silodyx 8 mg

17.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

Agv epapuodletan

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITO
TON ANOPQIIO

Agv gpapudletan
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEZX AIIO PVC/PVDC/®YAAO AAOYMINIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Silodyx 8 mg okAnpd koydxio

G1A000G1vN

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Recordati Ireland Ltd.

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonYLOV ypions: Iinpoopics Yo Tov a.c0evi)

Silodyx 8 mg oxkAnpd koyaxio
Silodyx 4 mg okAnpda koyaxio
21odooivn

AP acTe TPOGEKTIKA OAOKAN PO TO PVLAO 0ONYIAOV YP1GNG TPV UPYICETE VO YP1CLUOTOLEITE GVTO

T0 QAPROKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- dordEte avto To EOALO 0N YDV Yprone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépm amopieg, pOTNOTE TOV YLOITPO 1] TOV PAPLOKOTOLO GOC.

- H ocvvtayn yio avtd 1o edppoko xopnynnke amokAeloTiKd Yio 60G. Agv TPETEL VO ODCETE TO
@AapuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KOL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug etvar 1010 e ToL KA oG,

- Edv mopatnpnoete kamoto avemBOun evEpyeELn, EVIUEPDCETE TOV YIATPO 1] TOV QUPHOKOTOLO
c0g. Avtd 1oyvel kat yo Kabe mhoavn avemBOunt evEPYELD TOV JEV OVAPEPETOL GTO TAPOV
@OALO 0ONY1DV ¥prone. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T elvan 1o Silodyx Kot mowa givan n gprion tov

T mpénet va yvopilete mpv mapete to Silodyx

Ilog va ndpete to Silodyx

[TBavéc avemBounteg evépyeteg

[Mog va puidooete to Silodyx

[Tepieydueva tng cuokevAGiog Kot AOUTES TANPOPOPIES

NN N e

1. T givan To Silodyx ko orwa givan n xprion Tov
T eivar To Silodyx

To Silodyx avfkel 6€ pio OpAd0 QUPUAK®OV TOL 0VOUALOVTOL OTOKAEIGTEG TMV GAPO A-OUOPEVEPYIKDV
VIOJOYEDV.

To Silodyx eivar emAeKTIKO Y10 TOVG VTOSOYEIS OV PPicKOVTOL GTOV TPOGTATH, GTIV OLPOSOYO KHGTN
Kot otV ovpfOpa. O ATOKAEICUOG ALTOV TOV VTOOOYEMV, TPOKAAEL YOAAPMOT TV AEIMV LVMV GTOVG
GUYKEKPIUEVOVCS 16TOVG. Me ToV TpOTO 0uTO SIEVKOADVETHL 1] 00PN o Kol avakoveilovtot Ta
GUUTTOUATE GOG.

o givan n ypijon tov Silodyx

To Silodyx ypnowomoteitan oe EVAAIKES GvOpeg yio. T Oepameio, TOV CLUTTOUATMOV TOV
0VLPOTTOTIKOV 7OV oyeTilovTal pe TNV KoAonon 01dyKmon Tov TpooTdtn (VITEPTANGIO TOV TPOGTATY),
OmMC:

o dvokolia oty Evapén g ovpnong,

o aloOnpo averapkovg EKKEVOGCTG TG OLPOSOYOL KUGTNG,
. O GLYVN AVAYK™ Y00 OVPNOT), KOO KoL KATA T vO)TO.
2. Tvnpéner vo yvopilete mpv ndpete To Silodyx

Mnyv napete to Silodyx

o€ mepinToon aAlepyiog 6T 01A0d0Giv 1| G€ OTOLOONTOTE AAAO OO TO GLGTOTIKG AVTOD TOL
QOPUAKOD (OVOPEPOVTOL TNV TTAPAYPAPO 6).
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IIpog1domon)6ElS Kol TPOPUAGEELS
AmevBuvleite oTov Y10Tpd 1 TOV QOPLOKOTOLO GOG TPtV Tapete To Silodyx

o Edv voPAnOeite og opBapikn xepovpyikn enépufacn A0y®m BodepdtnTag Tov PaKon
(emépPoon kKaToppdkTy), lvarl GNUAVTIKO VO EVIUEPDOCETE APESME TOV 0QOaALiaTpd Gag OTL
YPTOLLOTOLELTE T} EYETE KOTA TO TOPEAOGV ypnopomomoet Silodyx. Avtod givatl GNUAVTIKO O10TL
optopévol acbeveic mov glyav Aapetl Oepaneia pe PappaKko cvToD ToL €100VG TapOLGIaGHY
OTTAOAELN TOV HVTKOD TOVOL TNG 1P100g (TO £YYP®UO KUKMKO HEPOG TOL 0QOUAL0D) KoTd TN
dldpketlo pog tétolag xepovpyikng enépPaonc. O opBaipiatpog cag Bo AaPet Tic KatdAAnAeg
TPOPLAAEELG OYETIKA [LE TO PAPLOKO KO TIG XEWPOVPYIKES TEYVIKESG TTOV TPOKELTAL VOL
ypnoononbovv. Potiote tov yatpd cag edv mpémet vo avaPAALETE 1] VoL SLUKOYETE
wpocwpva ™ ANy tov Silodyx dtav Tpokeital va voPfAnbeite og yeipovpyikn enéuPoon
KOTOPPAKTY.

o Edv kdmote MmoBvuncate 1 awcBavOnkate (dAn 6tav onkwbnkate andtopa og 6pdia otdon,
EVNUEPMOTE TOV Y10TPO cag Pty whpete to Silodyx.
Otav maipvete Silodyx pmopel va mapovoidcete {ain 6tov onkmbeite oe dpOlo oTdon Kot
TEPIOTACIOKA AMoBupia, €101Kd KoTd TNV Evapén g Oepaneiog 1 eGv maipvete GAAL QAP
OV YOUNA®VOLY TNV apTnplokh Ttieon. Edv avtd cuppel, BePoarmbeite 611 Ba Kabicete 1 Ba
EamhdoeTe apESOC HEYPL VO EEAPOVIGTOVY TOL CUUTTOUOTO KOl EVIIUEPDGTE TOV YIOTPO GO TO
oLVTOUOTEPO dVVOTO (PA. emiomg mapdypapo “OdMyNo™n Ko XEPIGUOG UNYovUaToV™).

o Edv éxete cofapd nratikd tpofiqpata, dcv npénel va napete to Silodyx, kabmg dev €xel
SOKIAOTEL 0TI CLYKEKPIUEVT TTAONGN.

. Edv éxete mpofinpato pe Tovg veppovg oug, cupfovievdeite Tov yoTpd Gog.
Edv éyete veppikd mpofinquota pétplog cofapdtntag, o yorpog cog Ba Eexvioet To Silodyx pe
TPOCOYN KOl EVOEYOUEVAC LE YounAoTePN dOon (BA. Tapdypago 3 “Adon”).
Edv &yete coPapd veppucd mpoPAnuata, dgv tpénet vo mapete To Silodyx.

o Agdopévov 6t1 1 KahonOng S10YK®GT TOV TPOGTATH Kol 0 KOPKIVOG TOV TPOGTATY UTopEl va
TapoLGtdlovy Ta id10 CLUTTOUATE, O YIUTPOS 6ag Oa Goc eEETAGEL Y10 KOPKIVO TOV TPOGTATY
apw v évapén g Oepameiag pe Silodyx. To Silodyx dev amotelei Oepomeia yio Tov Kapkivo
TOV TPOGTATN.

o H Bepamneia pe Silodyx pmopel va odnynoet og pun guololoykn exkonepudrion (peimon Tov
OTEPUATOG TTOV ATEAELOEPMVETAL KATE, T1 GEEOVUAIKT ETOPT)), TOV UTOPEL TPOCWOPIVA VL,

EMNPEACEL TNV OVOPIKT yovipudtnTae. Avti 1 enidpaon eSapaviletal LeTA TN SLOKOTT TOL
Silodyx. [apaxaieicOe vo evpep®dGETE TOV Y10TPO GOG EGV CKOTEVETE VOL OMOKTNOETE TOOLEL.

Ndrtpro
To @appaxo avtd mepiEyel Arydtepo amd 1 mmol vatpiov (23 mg) avd Koydkio, Sniadn ovclacTIKA
glvar «eAevBepo vatpiovy.

Moword kon £pnpor

Mn yopnynoete owtd TO PAPLOKO G€ TaLdLd Kot QNPovg nAikiog kKatw Tav 18 etdv Kabmg dev
VILAPYEL OYETIKN EVOEIEN Y1 TN CLYKEKPIUEVT] NAKLOKT OUAOaL.

Ao @appoxa ko Silodyx

Evnuepaoote tov y10tpd 1 1OV QaploKomold cog e0v TolpveTe, £YETE TPOCOAUTA TAPEL 1) LTOPEL VO
mhpeTe GALO PApPLOKOL.
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Evnuepdote 1ov y101pd 6og €101Kd, €6V maipvete:

o QAPIOKA TTOV YOUNADVOVY TV aPTPLOKI] TTigon (s101kd, papuaka Tov ovoudlovtol
GAPOL-OTTOKAEIOTES, Onm¢ mpaloaivn 1 0o&alocivn) d1OTL VTTAPYEL EVOEYOUEVOS KivOuVOG M)
dpdon avTOV TOV EUPUAK®OY va gival avénuévn evoowm mtaipvete to Silodyx.

. OVTIHVKNTOGIKE Qapproka (dnwg ketokovaloAn 1 1tpakovaloin), approKa Tov
xpnopomorovvTal yio v Aoipwén HIV /AIDS (6nmg prtovafipn) | @éppoxe wov
APNOLUOTOLOVVTUL HETA OO PETANOGYEVGELS YL VO, ATOTPEYOVY TV OTOPPLYI] 0PYAVOV
(6nw¢ KuKAoomopivn) S10TL AVTA TA EAPHOKE UTOPEL Vo, avENGovV T cuykévtpmaon Tov Silodyx
670 aipa.

o QPAPROKO TTOV YPNGLHOTO0VVTAL Y1 TN Ogpameia Tpofinpatov eritevéng 1 dSwutipnong
™G 6TV61NG (OT®G GIAdEVAPIAN 1 TAdOAUPIAN), S10TL 1 TOWTOYPOVN ¥PNon ue to Silodyx pmopet
VoL 001 YNOEL G€ EAQPPA UEIMON TNE OPTNPLUKNG TTiEoNC.

. QapproKa Yo THY emyia | proapmikivny (éva eapuako yio ) Bepomeio T pupatioong),
10T 1 Opdom tov Silodyx pmopel va givor LeWUEVT.

Kinon kot Oniaopdg

To Silodyx dev mpoopileton yio xpron amd yovaikes.

LCovipétnro

To Silodyx evdéyeton vo, LEIOGEL TNV TOLOTNTO TOL CTEPLOTOC K, £TOL, 0o LTOpoVGE Vo, EXNPEACEL

TOPOSIKA TNV IKAVOTNTA Gog Vo TeEkvoTtotoete. Edv oyedidlete va amoktoete todi, (ntote
GUUPBOVAN TOL YLTPOV 1} TOV POPLOKOTOLOD GG TPV TAPETE AVTO TO PAPLLAKO.

Odnynon ko yEPLoPOg PNy avnpdTmv

Mnv odnyeite N xepileote unyovipata ebv acBovieite MmoBopia, LaAn, vevnAia 1 Exete Bapmn
opao.

3. Hog va wapete 1o Silodyx

ITavtote va maipvete To EAPHOKO QVTO AVGTNPE GOUPOVA LE TIG 0ONYIES TOV Y1UTPOD 1] TOV
pappokomolod cog. Eav éxete appifoliec, potiote Tov Y1aTpd 1] TOV GOPUAKOTOW GOG.

H ocvvietdpevn do6on eivan éva kaydkio Silodyx 8 mg v nuépa pe and otéUaTog Xopnynon.

To kayakio Tpémel vo AapuPavetol tavtote pali pe Tpo@n|, Katd tpotipnon v idle dpa Kabe nuépa.
Mnyv ondlete 1 HOoATE TO KOWAKLO, 0AAG VO TO KOTOTIVETE OAOKANPO, KOTH TPOTIUNGT KE VO TOTHPL
vepo.

Aocbeveic pe vepikd tpofinuota
Edv éyete veppikd mpofAipoto LETPLOC GOPOPITNTAS, O YIOTPOS GUG UTOPEL VO GOG GUVTOYOYPOPNCEL
dtapopeTikn 6601. ['a 10 oKkomd avtod givar dabécia ta oxdnpd koydkio Silodyx 4 mg.

Eav wapete peyorvtepn 06om Silodyx amé tnv Kavovikn

Edv éyete mapel meptocdTEP ad £va, KAWYAKLO, EVIILEPDGTE TOV Y1UTPO GOC TO GUVTOUOTEPO SVVATO.
Edv aicOovOeite {ain 1 advvapio, EvUep®OTE QUECHS TOV YIATPO COC.

Eav Eeyaoete va mapete to Silodyx
Mmropeite vo TapeTe TO KOWAKIO GOG apyoTEPO TNV 1010 NUEPA £dv EeydioaTe Vo TO TAPETE Vopitepa.

Edv éxel pBdoet oyeddv n mpa yio Tnv emopevn 8601, maporeiyte tn 860 mov Eeydoate. Mnv mipete
AN 066N Y10 VO, AVOTANPDGETE TO KOYAKIO oV EEYACATE.
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Edv otapoatiosete va naipvete to Silodyx
Edv otapatncete T Oepaneio, To GUUTTOUATA GOG UTOPEL VO, ETAVEUPOAVIOTODV.

Edv éyete mep1ocdtepeg EpMTNOELS GYETIKA LE TN XPTOT ALTOV TOL PAPUAKOV, POTHOTE TOV Y TPO N
TOV QUPLOKOTOLO GG,

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eapproKa, £TGL KO AVTO TO GAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, AV
ka1 6gv Tapovctdlovtal 6€ OAOLG TOVG avOPMOTOVC.

Emkowvmviote apécmg pe Tov Yioutpo 6og E6V TUpaTNPNGETE OTOIEGONTOTE ANl TG akOAoVOEg
OAAEPYIKEG AVTIOPAGELG: 01OMIL0L TOV TPOGMITOV 1) TOV A0V, SLVGKOAIN GTNV avamvor], aicOnua
MmoBupiog, depproTikd Kvynopo N kvidmon kabdc o1 emaT®oElg urnopel va, kataotobv cofapéc.

H cuyvotepn avemBOun evépyeta givarl pio peimon oty TocOTNTo GTEPUATOS TTOL OTEAELOEPOVETAL
Kot T 6e£0VOAKT EnoEn. AV 1 nidpacn eEapavileTor petd ) dtokont| tov Silodyx.
[Mopakareiche vo evnuep®CETE TOV Y1OTPO GOG EAV CKOTEVETE VO OTOKTIOETE TOLOLA.

Mmopei va gppavicete {aAn, copmepropufavouévne g (dAng 6tav onkaveste o€ 0phia 6TAcT, Kol
TEPIOTACIOKA AModvpia.

Edv aicBavOeite advvapio 1 {ain, PeParmbeite 6t Bo kabicete 1 Bo Eamdmoete apécmg UeEYpL vo
€EAPOVIGTOVV TO GUUTTOMOTO. X€ TEPIMTMOT CAANG OTav onk®dvesTe 6e OpOia otdon 1 Mrobvuiog,
EVNUEPDOOTE TOV Y1Tpd 060G T0 cvvToudtepo duvartd.

To Silodyx pmopei va TpoKaAésel EMMTAOKEG KATA TN SLAPKELD YELPOVPYIKNG EXENPAONS
KoTappakTn (0pBoiukn yelpovpykn enéppfocn Aoyw BorepdtnTog Tov akov, PA. mapdypopo
“IIpogldomomoelg Kot TPOPLAGEELS”).

Eivon onpovtikd vo evnuepdoete apécmc Tov oBaAiatpd cag v XPTCILOTOLEITE 1| EYETE
ypnoponooet Silodyx Kotd o Topelddv.

O mBavéc avemBounteg evépyeleg mapatifevton TapaKiTm:

Hlolv coyvég avemOvuntes evépyeleg (Umopel va exnpedoovy mepiceotepa ano 1 ota 10 aroua)
. Mn @vcloloyikt| ekomeppdtion (amelevbepmvetal LUKPOTEPT 1 LI AVTIANTTH TOGOTNTA
OTEPUATOG KATA T 6e&0VaAKY| ETaN, PA. Tapdypapo “TIpogidomomoeig Kot TpoLAGEEIS”)

2oyvés avemBounteg evépyeies (umopéei va exnpedcovy éwg 1 ota 10 droua)

o 74, ovumepiiappavouévng tg CaAng 0tav onkaveote g OpOia atdon (PA. emiong
TOPUTAVE®, TNV TOPOVLSO EVOTNTO)

e Koroppon 1 gpayuévn potm

. Aldppota

Oyt coyvég avemBountes evépyeieg (umopei va exnpedoovy éwg 1 ota 100 droua)

Mewopévn oe&ovolikn opun

Navtia

Enpooctopio

Avokolieg oty enitevén 1 daTrpNon oTLONG

I'pnyopdtepog kapdiakdg puOudg

SOUTTOUOTO AALEPYIKTG AVTIOPUOTC TTOL EXNPEALEL TO dEPUQ, OTMG EEAVON A, KVNGUOG,
Kvidwon Ko e£avOn o TPOKOAOVUEVO OO PAPLLOKO

Mn @LGLOAOYIKG OTOTEAEGUOTO EEETAGEWMY NIATIKNG AELITOVPYING

XounAn aptnplokn wieon
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2ravies avemOountes evépyeies (umopei va, exnpedoovy éws 1 ota 1.000 droua)
o I'piyopor N axavévietotl kapdiakoi ool (ovopdletor aicOnuo modpmv)
o AuroBopio / AndAreio cuveldnong

Hod oravies avemOvunteg evépyeieg (umopei va ernpeacovy éwg 1 ota 10.000 droua)
. AMEG AALEPYIKES OVTIOPAGCELS LLE OLON L TOV TPOGMTTOV 1 TOL ACLLOD

Mpn yvootés ( coyvoTnyta oev umopei va extiunbct ue foon ta orabéciua dedouéva)
. Xolapr kOpM KaTd T O1GPKELN XEPOLPYIKNG enépuPaong Katappaktn (PA. exiong mopondvom,
OTNV TOPOVCA EVOTITOL)

Edv motedete 6t 1 oeovorikn cag (on £xel ennpeacdei, mopokareiche va evuepdOETE TOV YIUTPO
oG,

Avo@opa avemBopnTov EvepyELOV

Edv mapotnpioete KAmota ovemiBounTn eVvEPYELD, EVILEPDOGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
AvT0 1oyt Kot Yo kde mbavn avemBountn evépyela Tov Ogv avaQEPETAL GTO TAPOHV PUALO 0ONYIDV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Léow Tov Bvikond
GULGTHLOTOG OVOPOPAS TTOL avarypapeTol oto lapdptnua V. Méowm g avapopds avemBopuntov
EVEPYEIDV UmopeiTe vo, fonBNceTE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDV CYETIKA LLE TNV ACPAAELL
TOV TTOPOVTOS POPUAKOL.

5. Hog va gvraccete 1o Silodyx

To @dppako avtd TPENEL Vo, PUAAGGETOL GE PEPT TTOL OgV TO PAETOVY Kot dgv TO POEvVOLY T TaLdLdL.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVia ANENG TOV AVOEEPETOL GTO KOVTL Ko
o™V KyéAn petd v AHEH/EXP. H nuepounvia Anéng eivon ) tedevtaio nuépo ToL UiV TOV
OvVOQEPETOL EKEL.

Mn gpuAdooete og Ogppokpacia peyoarvtepn tov 30 °C.
Duldcoete GTNV APYIKN GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

Na pn ¢pMOLHOTOLEITE AVTO TO PAPLAKO EAV TAPATNPNCETE OTL 1] GLOKELOGIN Eival KATEGTPOUUEVN 1|
delyvel 011 &yl avoryDel.

Mnv metdte @ApROKO GTO VEPO TNG OMOYETELONG 1) OTa OKIOKA amoppippata. Potote tov
QOPUOKOTOLO GOG Y0 TO TAG VO TETAEETE TO, PAPUOKO TTOV OEV XPNOLLOTTOLEITE Tl AvTd T péTpa Oa
BonBnocovv oty Tpoctacia tov TepPdAiiovtog.

6. Iegpreyopeva TG 6LOKEVAGIOG KUL AOUTTEG TANPOPOPIEg

T ngpréyer To Silodyx

Silodyx 8 mg
H dpaoctikn ovoia givar 1 cthodocivn. Kabe koydiio mepiéyel 8 mg oilodosivg.

Ta dAAa cvotoTikd gival Tpolelativomomuévo auoio apafocitov, povvitodn (E421), oteatiko
poayvinolo, Aaovpuvrobetikod vatpro, (ehativn, dto&eido tov Titaviov (E171).
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Silodyx 4 mg
H 6poaotikn ovsia eivail n sthodocivn. Kébe kaydkio mepiéyel 4 mg oihodocivig.

Ta dAAa cvototikd gival Tpolelatvomompévo apoio apafocitov, povvitodn (E421), oteatiko
payviotlo, Aaovpurobetkd vatpro, {erativn, dto&eidto tov Titaviov (E171), xitpvo o&eidio tov
cwnpov (E172).

Epoavien tov Silodyx kou TepleyOpeEva TG CVOKEVOGING

To Silodyx 8 mg givar Agvkd, adioeavn, ocxkAnpd koydkio {ehativng, peyédoug 0 (katd tpocéyyion
21,7 x 7,6 mm).

To Silodyx 4 mg eivan kitpva, adiapavi], okAnpd kayakio (edativng, peyébovug 3 (Kotd Tpocéyyion
15,9 x 5,8 mm).

To Silodyx dwtifetan 6€ Guokevacieg mov epiEyovv 5, 10, 20, 30, 50, 90, 100 kaydkia Kol 6
TOAVGVOKEVAGIES TOV ATOTEAOVVTOL and 2 KOLTLd, oL To kabéva mepiéyetl 100 konydxia. Mmopet va
UV KUKAOPOPOoUV OAEC 01 GUGKELOGIES.

Kéroyog Adsrag Kvkrhogopiag

Recordati Ireland Ltd.
Raheens East
Ringaskiddy Co. Cork
Iphavdia

HopackevaosTic

Recordati Industria Chimica e Farmaceutica S.p.A.
Via Matteo Civitali 1

20148 Milan

Itoria

Laboratoires Bouchara-Recordati
Parc Mécatronic

03410 Saint Victor

ToAlia

I"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

Recordati bv Recordati Ireland Ltd.
Tél/Tel: +32 2 461 01 36 Tel: + 353 21 4379400
Bbbarapus Luxembourg/Luxemburg
Recordati Ireland Ltd. Recordati bv

Temn.: +353 21 4379400 Tél/Tel: +32 2 461 01 36
Ceska republika Magyarorszag
Recordati Ireland Ltd. Recordati Ireland Ltd.
Tel: + 353 21 4379400 Tel.: +353 21 4379400
Danmark Malta

Recordati Ireland Ltd. Recordati Ireland Ltd.
TIf.: +353 21 4379400 Tel: + 353 21 4379400
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Deutschland
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Eesti
Recordati Ireland Ltd.
Tel: + 353 21 4379400

EArGoo
BIANEZ AE.
TnA: + 30210 8009111

Espaiia
Almirall, S.A.
Tel: +34 93 291 30 00

France
ZAMBON France
Tél: +33 (0)1 58 04 41 41

Hrvatska
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Ireland
Recordati Ireland Ltd.
Tel: + 353 21 4379400

sland
Recordati Ireland Ltd.
Simi: + 353 21 4379400

Italia
Takeda Italia S.p.A.
Tel: + 39 06 502601

Kvmpog
Recordati Ireland Ltd.
TnA: +353 21 4379400

Latvija
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Nederland
Recordati bv
Tel: +32 2 461 01 36

Norge
Recordati Ireland Ltd.
TIf: + 353 21 4379400

Osterreich
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Polska
Recordati Ireland Ltd.
Tel.: + 353 21 4379400

Portugal

Tecnimede Sociedade Técnico-
Medicinal, S.A

Tel: +351 21 041 41 00

Romaénia
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Slovenija
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Slovenska republika
Recordati Ireland Ltd.
Tel: + 353 21 4379400

Suomi/Finland
Recordati Ireland Ltd.
Puh/Tel: + 353 21 4379400

Sverige
Recordati Ireland Ltd.
Tel: + 353 21 4379400

To wapdv @UAA0 00N IOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTAIO POPE GTIS

Alreg INYEG TANPOPOPLAOY

Aemtopepeic TANpoPopies yia 1o Papuako avtod gival d100écieg oTov dKTLaKO TOTO Tov Evpomaikod

Opyaviopod @oppdkwv: https://www.ema.europa.eu.
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