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@vAro ooV (piong: IIAnpoeopics yra Tov ypijotn

Alymsys 25 mg/ml Tokvé dvalvpe Yo Tapacken] S1ahdpatog Tpog £yyvon
urefacilovpdpmn

vTo @appako avtd TeELel LTO CLUTANPOUOTIKY TOPAKOAOVONGN. AVTo Ba emTpEWeL Tov Ypryopo
TPOCIOPIoUO VEOV TANPOPOPLOV acpaAelnc. Mmopeite va Pondnoete pécw g avagopdg mlavmv
aveTBOUNTOV EVEPYELDY TOL EVOEYOUEVMS Tapovctialete. BA. Téhog mapaypdeov 4 yia tov 1pdmo
avaopds avemBOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU YPNCLUOTOLEITE AVTO

70 Qappoxo, H16TL TEPLAUPPAVEL oNUOVTIKEG TANPOPOPiES VIO TOC.

- DvraEre avtd To EOALO 0N YDV Yprone. Towg ypelactel va to dwwfdoete Eava.

- Edv &yete mepartépm amopiec, poTNOTE TOV Y1ATPY, TOV PAPLAKOTOLO 1) TOV VOGOKOLO GOG.

- Edv mapotnprioete kamoo avemBOUnTn evEpyeLd, EVILEPMDGTE TOV YATPO, TOV PAPLOKOTOLO 1|
TOV VOGOKOUO GOG. AVTO 1oY0EL Kot Y10, KAOE mhovi avemBountn evépyela mov OV avapEPETOL
670 TOPOV GUALO 0dNYIDV ¥pNong. BAére Topdypago 4.

T Tepréyer 1o mapoév VAL 00N YLOV

Tt etvon To Alymsys kot oo givar 1 gpfion Tov

T pénet va yvopilete mpv ypnoiponomoete to Alymsys
Iag va ypnopomomoete to Alymsys

[MBavég avemBOunteg evépyeteg

[g va puidcoete To Alymsys

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

SouhkrwdE

1. Th givor To Alymsys kat wowe givat 1) yprion Tov

To Alymsys mepiéyel tn 0paotiky] ovcio purefoactlovpdunn, n omoia ivar Eva eavOpmmonotnuévo
HOVOKA®VIKO avticopd (§vag TOmog TPMOTEIVNG TOL GLVNO®G TUPAYETAL OO TO AVOCOTOMTIKO
oVOTNHA Yo Vo fonBncel otV dpova. Tov opyaviopuov and AoUGEELS Kot Kopkivo). H
urePactlovuaunn cuVIEETUL EKAEKTIKA UE Lol TPOTEIVT OV ovoudletal avOpdmvog avéntikog
napdyovtag tov ayysiakov gvoodniiov (VEGF), o omolog Bpioketan otnv ecmtepikn empdvela tmv
ALoPOpOV ayyeiv kol Tov AeUPK®V ayyelov otov opyaviopd. H npwteivny VEGF npokaiel tnv
AVATTUEN TOV ALOPOP®V AYYEI®V EVTOS TV OYK®V, AVTH TO, GLOQOPO. ayYEiD TapEYOVV GTOV OYKO
Opentikd ovotatikd Kot o&uydvo. MoAg ) urePacilovpdaunn cvvdebei pe tov VEGF, n avartuén tov
OYKOL gUTOSILETOL AVACTEALOVTOG TV OVATTLEN TOV OLULOPOP®Y AYYEIMV OV TOPEYOVV T, OPENTIKA
oVOTATIKA Kot 0EVYOVO GToV OYKO.

To Alymsys eivat éva pappoko Tov ypnoiponoleital yuo tn Oepaneia evniikov aclevov pe
TPOYOPMNUEVO KOPKIVO TOV TaryEog eviEpov 1 Tov opbov. To Alymsys Oa yopnyeital oe cuvovacud pe
ayoyn ynuetodepoameiog, 1 omoia mepEyel Eva Aaprako @OopLOTLPLUSIVIC.

To Alymsys ypnoomoteital emiong yio tn Oepaneio evnAiikov 0cOevav pe HeETACTATIKO KOPKivo TOV
uactov. Otav ypnoonoteitan oe 0cOeveig pe Kapkivo Tov pooetov, Bo yopnyeitol pe va
QOPUAKEVTIKO TTPOTOV Y ynpelobeponeio Tov ovoudletonl makAta&éAn 1| Komesttapivn.

To Alymsys ypnouomoigiton exiong yia m Oeponeio evniikov acfevav pe Tpoympnuévo un
UIKPOKLTTOPIKO KapKivo Tov tvedpova. To Alymsys Oa yopnyeitor poali pe oynquo ynuetodepameiog
OV TEPLEXEL TAATIVOL.

To Alymsys ypnoipomoieital eniong yuo T Bepaneio evnAikov acBevov e TPoYPMNIEVO Un
UIKPOKLTTOPIKO KOPKIVO TOV TVEDLOVA OTOV TO KOPKIVIKG KOTTAPO £Y0VV EWOIKEG LETAAAAEELS HLOG
TPOTEIVNG OV ovoUAleTal VTTOJOYENS TOL EMOEPUKOD avénTikod apdyovta (EGFR). To Alymsys Oa
yopnyeital 6e GUVOLAGUO PE EPAOTIVIUTN.



To Alymsys ypnoipomoteiton emiong yio ) Bepaneio evniikov acbevav pe tpoympnpévo
veppokvTTOTIKO Kapkivo. Otav ypnoiponoteitol o€ acbeveig pe kapkivo Tov veppmv, Ba yopnysitot
podi pe évav GAAOV TOTTO PAPUAKOL TOL OVOUALETOL VTEPPEPOVT.

To Alymsys ypnoomoteitan eniong yio tn Bepaneio evnAikov acbevav pe tpoyopnpévo emBnitokd
KOPKivVo T®V ®@0NKOV, KapKivo ToV 0aymymv, 1 Tpmtorafolc KapKivov tov tepttovaiov. Otov
ypnoonoteitan o€ acbevelg pe embniakd Kapkivo Tov wodnkdv, Kapkivo Tov oaynyodv, 1
TpmToTadn Kopkivo tov mepttovaiov, Ba mpémetl va yopryeitar oe cuvovacud pe KapBomiativn kot
TakMTagEN.

Orav ypnotpomnoteiton yia Toug evilikes acbevelg pe mpoympnpévo emniioko kapkivo Tov mobnkav,
KOPKIVO TOV ®oy®ymv 1| TPOTOTa0N KapKivo Tov mepttovaion, Tov omoimv 1 vocog £xel emavELDet
TOVAdYIGTOV 6 PMVEG LT TNV TehevTaia popd mTov vtoPAnOnKay ce Bepameio pe Eva oynua
npeobepaneiog mov mepiéyet mapdyovra mhativag, o Alymsys Oa yopnyeital o€ cLVOVAGUO pE
vepottafivn Kot KapPoriativn 1 pe kapPomiativy Kot TokAIToEEAT.

Orav ypnotpomnoteitot yio Toug evilikeg acbeveig pe mpoympnpévo emniioko koapkivo Tov mobnkav,
KOPKIVO TOV @oymy®mv 1] TpOTonad KapKivo Tov mepttovaiov, Tov omoimv 1 vocog Exel emavEADet
TOVAdYIGTOV 6 PUNVEG LETE 0td TNV TEAELTAi QOopd TToL VITOPANONKaY o€ Oepameia pe Eva oynua
ymueobepaneiog mov mepiEyel Tapdyovra mhativag, o Alymsys Oa yopnyeital 6€ GUVOVAGUO L
TOTMOTEKAVY] 1| TEYKVAWUEVT] MITOG®MIKT d0&opovPukivn.

To Alymsys ypnouomoteital, emiong, yio tn Oepaneio evniikov acbevov pe sppévova,
VrOTPOmALoVTa 1] HETACTOTIKO KapPKivo Tov Tpayniov g untpas. To Alymsys Ba yopnysitoan oe
ouvoLOoUO pe TaKMTAEEAN KOt GIOTAATIV 1], EVOALOKTIKA, pe ToakMTAEEAN Kol TOTOTEKAVT O
acOeveic mov de umopovv va, Adfovv Bepaneio e Thativa.

2. Tvpénel va yvopilete Tpv (pnoponomoste 70 Alymsys

Mn ypnoipomonoete To Alymsys:

o o€ mepintmon aldepyiog ot unefocilovudunn 1 6€ 0mo10dNToTe GALO GO TO GLGTAUTIKA AVTOV
TOL POPUAKOV (ovapépovTal 6TV Tapdypapo 6).

o og mepintmaon odlepyiog o€ TPoidvTa KuTTAp®V wobnKkng kvelikov kpikntov (CHO) M o dAla
avacLVOVAGUEVE avOpdTIve, 1} e£avOpOTOTOINUEVA AVTICOUTA.

. o€ MEPIMTOON IOV £loTE £YKVOC,

Ipocdomomoeis ko TPoPLAGEELS
AmevBuvleite 6ToV Y10TPO, TOV POPLAKOTOLO 1 TOV VOGOKOWO GO TTPLY YPNCIL0TOoETE TO Alymsys:

o Eivar mBovo o611 10 Alymsys umopei va, avéncetl tov kivouvo d14tpnong Tov TolOUNTOS TOV
eviépov. Eav éxete mabnoelg mov mpokalodyv QAEYHOVI HEGH GTNV KOWA (TT.).
EKKOATIOUOTITION, GTOUOYIKA EAKT, KOAITION oyeTi{Opuevn ue ynuetobepameia), culntnote o pe
TOV Y1Tpd OO,

o To Alymsys umopei va av&NceL ToV Kivouvo EUEAVIOTG U1 PVGIOAOYIKNG GUVIEGNC T} d1000V
peta&d dvo opyavev N ayyeiov. O kivdvuvog eppaviong ocbvoeong petasd Tov KOATOL Kot
0T010VONTOTE GNUELOL TOV EVTEPOL Umopel vo, avénbei v Exete eppévovta, vmotpomalovta 1
HETAOTATIKO KOPKivo TOV TpoyNAoL TG WATPOS.

o To Alymsys umopei va av&noet tov Kivouvo apoppayiag 1 vo avEncet Tov Kivouvo yio
TPOPANATA LLE TNV EXTOVAMCT] TPODUOTOC LETH amd YEPOLPYIKN enépPacn. Edv mpokeital va
vroPAnOeite o eyyeipnon, edv eiyate vroPAndei oe peilova yelpovpykn enéuPaon evidc twv
TEAEVTOIOV 28 MUEPDV N €AV EXETE AKOUN LT ETOVAMUEVO TPADUA LETO OO YEPOLPYIKT
enépupaom, oe Ba wpénel va AaPete avtd TO PAPLOKO.



To Alymsys umopei va av&noet tov Kivovvo avamtuéng copfapmdv AOUGEEDY TOV SEPUATOG 1|
Babitepmv oTpoUdTOY KAT® 0md TO dépUa, WiTEPA EAV ELYOTE SIATPTON TOV TOLYDUATOS TOV
EVIEPOL 1 TPOPANLLOTA [LE TNV ETOVAWMGT] TPAVUATOG.

To Alymsys umopei va av&noet v enintmon g vynANg aptnplakng micons. Edv £xete vynAn
apTNPLoKy tieomn 1 onoio dev glvar KaAd EAEYXOUEVT] LE OVTIVTEPTUCIKA QOPLLOKOL,
TOPOKAAOVUE GLENTNGTE TO UE TOV YTPd Gag, kKabdc tpémel va PePaimbeite dTL N apTnplok
mieon oag etvar vid leyyo mpwv apyioete ) Bepaneio pe To Alymsys.

Av éyete 1 giyarte koTd T0 TAPEABOV avevpuca (S10YKmoT Kot eE0GOEVNOT TOV TOYMUUTOC
aLpo@OpoL ayyeiov) 1 Sloy®PIGUO TOV TOLYDUATOS AHOPOPOV ayyelov.

To Alymsys avédvet Tov Kivouvo vo vTapyel TPOTEIVY GTOL VPO GAS, EOKA oV £XETE 1O
VYNAR aPTNPLOKY] TTiE.

O «ivévvog avartuéne Opoupwv aipartog otig appieg cog (vag THTOG aUoPOPOL OyyEiov)
umopel va avénbei edv giote dvo Tav 65 etdv, edv Eyete daPnn 1 edv elyate o BpoduPoug
aipatog otig apmpieg coc. [apaxarode evnuep®GTE TOV Y10TPO GOC, Apov oL Bpdupotl oto
aipo umopei va 0dNYHGoLV o€ Kapdlokn TPOSPOAT Kol 0y YEIONKO EYKEPAAIKO ETEIGOIO.

To Alymsys umopei va avénoet emiong tov kivovvo avdmtuéng Opoupov aipatog otig AEPeg
oag (évog TOTOG apoPopoL ayyeiov).

To @appaxo avtd Pmopei va TPoKAAEGEL aoppayia, Wioitepa opoppayio wov oyetileton pe
tov oyko. [Tapakariovue cuopfovievteite Tov yoTpd GOG GV EGEIG N 1) OIKOYEVELL GOG EXETE
Téon eLPaviong TPoPANUATOV apoppayiog 1| €AV TAIPVETE GAPLOKA Y10 TNV OPOLOCT] TOV
aipotog, Yo 0molovonmote Adyo.

To Alymsys umopei va TpokoA£GEL opoppoyio. LECH Kot YOP® OO TOV EYKEQOAD GOC.
[apakariovue cu{nNTNOTE TO LE TOV YATPO GUG EAV TAGYETE OO LETACTATIKO KAPKIVO OV
emnpedlel Tov EYKEQPUAD GG,

Eivar mBovo o611 1o Alymsys pmopei vo avNcel Tov Kivauvo aiploppayiog 6Tovg TvedLOVES GOG,
ocvumepthapPoavopévou Tov Prixa Kot Tov va gtovete aipo. [apakaiovpe cvlntiote tov pe tov
YTpO GOG €AV EYETE TAPOTINPNCEL KATL TETOLO TTPOTYOVUEVAG.

To Alymsys umopei va avénoet tov Kivovvo ekdnimong advvaung kapdiac. Eivar onuavtikd va
yvopilel o yaTpdc cog edv Exete Toté AaPet avBpakvkiiveg (Yo mapdadetypo doEopovPikivn,
£va GUYKEKPLUEVO €1d0G NG ynuetobepaneiog Tov ypnoiomoteitat yia T Oepaneio opiopuévmv
KapKivov) N Exete vtoPAnOel o axtvobepameio 6to otNOOC GO, 1 oV EYETE KOPILOKT VOGO.

To Alymsys umopei va TpokoAEcel AOUMEELS Kot EAATTMOT TOL aplOoDd TV 0VIETEPOPIA®Y
o0g (éva €160 KVTTAP®V TOL OILATOG CNUAVTIKAOV Y10 TNV TPOCGTAGIN GG amd Ta fakTipia).

To Alymsys pmopei va tpokaiécetl viepevatcOnoio (copmeptlafovopuévig TG avaQLACKTIKNG
karamAn&iog) Kovn avtidpdoelg Kot v Eyyvon (avtidpacelg mov oyetilovol ue v éveon
oV Pappdkov). [Tapakaiovpe evpuepOOTE TOV Y1ATPO GG, TOV PUPLOKOTOLO 1/KOL TOV
VOGOKOWO GOG EAV EYETE OVTILETOTIGEL 6TO TAPEADOV TPOPANUATA LETA A0 EVEGELS, OTWG
CaAn/aicOnuo Amobopiag, dvomvola, oidnuo (Tpné&o) 1 e€avonua.

Mo o7avia VEOPOAOYIKT avemBountn evépyeia Tov ovoudletor chVOpopo TG omicOiag
avaotpéyiung eykeparonddeiog (PRES) éyel cuoyetiotel pe tn Ogpaneia pe to Alymsys. Edqv
£€yeTe TOVOKEQPOAO, dlatapayéc TG Opacmng, cLYYLoN 1 CTACUOVE, LE 1 Y®PIS LYNAN TTiEoT TOV
allLaTOC, TOPOUKOAOVE EMKOWVMVIOTE LE TOV YLOTPO GOG.

Nékpmon Tov 06TIKoD 16700 (06TEOVEKP®GN) GE 00TA EKTOG TG YVabov, £xel avapepbel o



acOeveic kdto TV 18 et@v, Tov Adupavay Bepomeio pe to Alymsys. I16vog 610 oTtOUQ, TO
dovtia /Kot To corydvt, TPNEO N TANYES GTO EGMTEPIKO TOL GTOUATOG, Lovdtoca 1} aicOnua
Bapovg 6T0 GOyoVL, N OAAPOOT VOGS S0VTION. AVTE UTopel Vo Eivor orueio Kol GUUTTOUATO
PAGPNc Tov ootV ot yvdbo (ooteovékpmaon). Evinuepdote Tov yiotpo kal Tov 000vTiaTpo Gog
OPECHG £AV ELPAVIGETE KATOL0 OO AVTA.

[opoakariovpue cupPovAevTeite TOV YIUTPO GOC, AKOUN KoL EAV OLTEG Ol TOPATAVED KUTOGTAGELS ioyvav

YL €6GG LOVO GTO TALPEAOOV.

IIpwv mapete 10 Alymsys 1| eved AapPdvete Oepaneia pe 1o Alymsys:

. Edv &yete M eiyote mOvo 610 oTONA, TO dOVTIA T)/Ko 6T YvdBo, Tpr&o 1 TANYES 6TO
E0MTEPIKO TOV GTOUATOG, LovdaGHa 1 aioOnua Bdpovg otn yvabo, 1 yoldpmon evog ovTiod
EVILEPDOTE TOV YATPO KOl TOV 0d0VTIOTPO GOG AUECWC,.

o Xe mepintwon mov ypeldletar va vroPfandeite oe emepfotikn odovrobepamneio 1| 060VTIOTPIKN
YEPOLPYIKN EMEUPACT], EVILEPDGTE TOV 000VTINTPO GOG OTL Aapfdavete Oepameia e To
Alymsys, 15img 0tav Aaufavete 1 £xete AaPel evooPAEPLO SPOGPOVIKO GTO Oipe GOG.

ZUVIGTATOL VO KAVETE 030VTIHTPIKO EAEYY0 TPty Eekvnoete T Bepaneia pe to Alymsys.

To Alymsys &yetl avamtuybel Ko TopackevaoTel yio T Oepameio Tov Kapkivov e Eveon otnv
KuKAopopia Tov aipatoc. Agv éyel avamtuybel 1| ToPACKELAGTEL Yia éveoT) PLEGA 6TO HATL. 26 ek
TOVTOV, OEV EMTPEMETAL VAL YpNoLonoteitan pe ovtdv tov Tpomo. Otav to Alymsys yopnyeiton pe éveon
amevbeiog oto udtt (Un eyKeKpLEVN ypNon), UTopel vo ekdnAwmBolv ot akdAovdeg avemBdunTeg
eVEPYELES:

o Aoilpwén M preypovi Tov 0pBaApkod BodPov,

o EpuBpotnta tov 0@Oadpod, puikpd copatioln 1 KnAideg 6To onTikd cag medio (0wpodUEVO
copaTidw), TOVOG ToL 0PHUALLOV,

o Noa PAémete MAPWELS OTOG PE OLOPOVUEVH COUATIOWL, TOV EEEAICCOVTOL GE ATMAELL LEPOVG
mg 6pacg cag,

o Avénuévn evdopbida migon,
o Aoppayio 6tov opOoApo.

Howowd xon £pnpor
H ypnion tov Alymsys e cuvictdrol og Toudid Kot efouvg nikiog KdTm tv 18 e1dv, 510TL 1
AGQPAAELN Kot TO OQPEAOG gV £X0VV TEKUNPLOOE] 68 avTovg ToVE TANOLGLOVEC GOEV@HV.

Alro pappoxa kor Alymsys
Evnuepmote tov yiatpd, ToV @OpUOKOTOLd 1) TOV VOGOKOUO GOG AV TailpVeTE, £XETE TPOGPATO TAPEL 1
umopel va Tapete AAAL PApUOKO.

Yuvovacpoi Tov Alymsys pe éva GALO QAPOKO, TTOV OVOUALETOL UNAIKT GOVVITIVIUTT
(ovvtayoypoesital yio Kapkivo ToOv VEQPOD KOl TOV YOOTPEVTEPIKOD), LITOPEL VO TPOKOAEGOVLY
cofoapéc avemBounteg evépyele. o{ntnote Pe Tov Y1aTpo cag yio va Pefoiwbeite ot1 dev
oLVOLALOVTOL AVTA TO PAPHLOKAL.

Evnuepaote tov yuatpd cag edv ypnoponoteite Oepaneieg pe faon v mhativa 1| v ta&dvn yio
KOPKIVO TOL TVEVOVO, 1] TOV PETACTATIKO KOPKIVO TOV pooTtob. ALTEG 01 Ogparneieg 6 GLUVOVAGHO e
t0 Alymsys umopei va ovénoovy tov kivouvo coPapdv averiBountmy vepyEIDV.

Evnuepaote tov yratpd oag edv Exete mpoéspata AdPel | AapPavete aktivobepameia.

Kinon, Oniaopdég kor yovipotnra

Agv TpémEL VoL YPNOUOTIOIEITE 0VTO TO PAPLOKO £V glote £ykvoc. To Alymsys pmopel va BAdyet To
£uPpuo, kabdc Pmopel vo GTAUOTACEL TOV GYNUATIOUO VE®V apo@opav ayyeinv. O yatpdc cog o
TPEMEL VA GOG GLUPOVAEVCEL YOl TN YPNOT AVTICVAANYNG KATA TN O1dpKela TG Bepaneiog pe Alymsys
Kot Y10, 6 UAVEC TOLAGYLGTOV HETE TNV TEAEVTAiR 00T Tov Alymsys.



Edv elote éyxvoc, vouilete 0t1 pmopel va giote £ykvog 1 oyedidlete va amoktinoete modi, {ntnote
GUUPBOVAT TOL YIOTPOL 1] TOV PUPLOKOTOLOV GAG TPOTOV TAPETE OVTO TO PAPLLOKO.

Agv mpénet va OnAdlete To Ppépog oag kotd T dtdpkeln Oepanciog pe Alymsys kot yio 6 priveg
TOVAdYIOTOV HETA TNV TEAeVTAin dOGN ToL Alymsys, kaBdg avTd TO PAPHAKO UTOPEL VL EXNPEAGEL TNV
avamTuén Tov PpEPovg cag.

H Alymsys pumopel va ennpedoet T yovoaukeio yovipotnta. Zopfovievteite Tov yioTpd cog yio
TEPIOCOTEPES TANPOPOPIES.

O1 TPOEUUNVOTONCLOKEG YOVOIKES (YOVATKEG TOL £X0VV KATOUVIO KOKAO) UTOPEL VO TOPOATIPHCOVY
0t1 o1 tepiodol Tovg dev givat TaKTkéG 1) OV ELEavIfovVTaL Kol UTOPEL VO TOPOVGLACOVY UEIOHEVT|
yovipotra. Edv oképreate vo amoktoete modid 0o pémel va o culnTHOETE LE TOV YIUTPO GOG TPV
amo v évopén g Bepaneiog cog.

0onynon Ko YEPLOROS PNYAVILATOV

To Alymsys dev €xel amodetyfel 0TI HEt@VEL TNV IKOVOTNTA GOG Y10. 00N yNo™ 1} XPNOT| EPYOAEIDV 1|
pnyovnudtov. Qotoco, Eouvv avaeepBel vvniia kot AuroBopia pe ™ xpnon tov Alymsys. Eqv
AVTILETOTILETE CLUTTOUOTO TTOV ENNPEALOVY TV OPACT| 1] T GLYKEVIPWOGT GOG, 1) TV WKAVOTNTH GOG
VoL OVTIOPATE, NV 0ONYELTE Kot UT) XPTOULOTOIEITE UnyaviLoTo LEYXPL Vo EEQPAVIGTOVY TO
GUUTTOLOTOL.

To Alymsys mepiéyetl vaTpro
Av10 10 TPOTIdV TIEPLEYEL MYOTEPO 0O 1 mmol vatpiov (23 mg) avd @laAidto, dnA. eival ovclacTiKd
«ehevbepo vatpiovy.

3. Iog va ypnowpomomcete To Alymsys

A6 KoL GUYVOTNTA YOPNYNONG

H avaykaio d6om tov Alymsys e€aptdtat 0o 10 GOUTIKO G0¢ PAPOog Kol TOV THTTOL TOV KAPKIVO
npog Bepaneia. H cuvictdpevn d6on givan 5 mg, 7.5 mg, 10 mg 1 15 mg avd Kikd T0v COHOTIKOD GOg
Bapovc. O ywtpdg cog Ba cag ocvvtayoypaenoet TNV KatdAAnAn d6on tov Alymsys. Oa hapPdaverte
Oepameio e Alymsys pio popd kéde 2 1 3 gfoopades. O apBude tv eyyvoemv mov Oa Aaupdavete o
eEap el amd v avtondkpion cag ot Oepaneia. Oa wpénet va cvveyilete va Aapfdvete avtd to
QAapHOKO £0¢ 6TOL To Alymsys amoTOYEL VO GTARATNOEL TNV AVATTUEN TOV YKoV cag. O y1aTpog Gogs
0o o cv{ntoet pali cog.

Tpomog koL 060G yop1yNoNS

Mnv avokiveite 1o @loAidto. To Alymsys givar éva Tokvo S1dALLO Y10 TOPAGKELT] SIHADLOTOC TPOG
£yyvon. Avaroya Ue T 6001 TOV GLVTOYOYPAPNONKE Yo EGAC, LEPOG 1) OAO TO TEPLEYOUEVO TOV
oloAdiov Alymsys Oa apoiwbei pe dtidlvpa yAoprovyov vatpiov mptv and  ypnon. Evag yiatpdcq
voooKOpoc Ba oag yopnynoet 1o apaiopévo dtdivpa Alymsys pe evooeAéfia £yyvon (otdydnv péca
o™ eAEPa cag). H mpmtn £yyvon Ba cog 600l og dtdotnua 90 Aewtmv. Edv eivar kaAd ovekt, 1
devutepn €yyvon pmopel va dobel evtog 60 Aemtav. Ot petayevEoTePEG EYYVOELS UTOPEL Vo oag 600ovv
evt0g 30 AenTdVv.

H yopnynon tov Alymsys 0a npénel vo drokomel Tpocmpiva

. €4v gpeaviocete TOAD VYNAN apTNPLoKn Tieon N omoia amattel Oepameio pe avVTTEPTACIKA
papuaxa,

o €4V €xete TPOPANLOTA ETOVAMONG TPODLOTOS LETH OO YEPOLPYIKT EXEUPAON,

o €dv vtoPAnbeite og yepovpykn enépPaon.

H yopiynon tov Alymsys 0a tpémer vo, S1aKomel povipa Gv ERQPAvIiceTE

. TOAD LYNAN 0PTNPLOKY TTieon 1) omoia Og Umopel va eAeyyOel e @apLaKa yio TV apTNPLoKT
wieon N o Eapvikn cofapn avénon g apTNPLOKNS Tieong,

. TOPOVCIN TPOTEIVNG GTO 0VPA GOG GLVOSELOUEVT] OO oidN U (TPAELLO) TOL COUATOS GO,
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. S14TPNOT GTO TOTYWOU TOV EVIEPOL GOC,

. L0 U1 PUGLOAOYIKT GOANVOELDT GUVIEST 1) TOPO UVALESO GTNV TPOUYEID KOl GTOV 01GOPAYO,
HeTall EcMTEPIKAOV 0pYAVOV Kot SEPUATOC, LETAED KOATOV Kol OTTOLOVONTOTE GNUEIOV TOV
EVIEPOV, 1| LETOED GAL®V 16TV oL cLVIB®G dev elvar cuvdedepévol (Guplyylo) Kot KpiveTan
cofop1 amd Tov yluTpd Gog,

coPoapéc AoudEetg Tov déppartog 1 Pabitepwv otpopdtov Kato amd to dépLa,

Bpoupo aiparog otic aptnpieg cag,

Bpoupo aiparog ota apoPopa ayyeio TV TVELHOVOVY GOGC,

omoladnmote GoPapr| apopparyic.

Edv 600¢i peyarvtepn 66on Alymsys amwd Tnv Kavoviki
. umopel va ekdniodoete coPfapn nukpavio. Edv cupfet avtd, Oa mpénet va pidncete queca pe to
Y1TPO, TO POPLAKOTOLO 1| TOV VOGOKOLO GOG.

Edv Egyaoete o 6o Alymsys
o 0 YwiTpog cag Ba amopaciost mote Oo Tpémel va oag 000ei ) emduevn doom tov Alymsys. Oa
TPENEL VO TO GLLNTNOETE LE TOV Y1ATPO GO,

Edv otapatiioete ™ Ogpameio pe Alymsys
H dwokom g Bepamneiog pe to Alymsys pnopei va otapaticel v enidopacn otny aviantuén Tov
oyKov. Mn dwokoyete T Oepomeio pe 10 Alymsys €ktOg Kl €0V TO £xETE GLLNTNHGEL E TOV YIATPO GOC.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPNOT CLTOV TOV PUPUAKOV POTHGTE TOV YUTPO,
TOV (POPUOKOTOL) 1] TOV VOGOKOUO GOG.

4. IBavéc avemOBOpNTES EVEPYELEG

Onwg 6o Ta eAppoKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovcldlovtal 6 GAOVG TOVG avOpPOTOLG,.

Ot avemBOpunteg evépyeteg mov mapoatifevion mapaxkdto mapatnpidnkav otav to Alymsys
d00nke pali pe ymueobepomeio. Avtd o onpaivel amopaiTnTo OTL CVTEG Ol AVETIOVUNTEG
gvépyeleg TPoKANONKav avotpd and to Alymsys.

Alrepyikég avTidpdosig

Edv éyete adepyikn avtidpaom, meite To auécmg GToV YITpd GaG 1 GE LEAOG TOL 1TPLKOD
npoocwnikoV. Ta onueia propel va cvpmeptiapfdvovy duckora otnv avamvon 1 Tévo 6to 6Thoc.
Mmnopei eniong va £yete kokKvida 1 EEaymn tov déppatog N e€avinua, avotpryiia kot piyn, aicOnpa
adtafeoiog (vavtia) 1 tdon yia Eueto (épetog), Tpné&o, CaAN, YPNYOPOC KapdSoKOg TUAUOC Kot
ammAEL alcOncE®V.

Qo wpémel va {ntioete o 0cta dpeca £av VTOPEPETE 00 KATOLX OO TIC AVEMOVUNTES
EVEPYELEG TTOV AVAPEPOVTOL TOPUKATO.

O1 coPopég avemBounTeg evépyeleg, ol omoieg pmopel va eivar oAb ovyvés (Lmopei va emnpedoovy

neplocdTEPOVG 0o 1 otovg 10 avOpmdmovc), TepthapuPdvovy Tig e€nc:

. VYNAN opTNPLOKY e,

o aicOnpo LovdioUaTog | LOPUAYKLOGLO OTO XEPLO Kot Ta TOOL0,

. UELMUEVOG aPOUOG KVTTAPWOV GTO Oipld, GCOUTEPIAAUPBAVOUEV®Y TOV AEVKOKVTTUP®Y TO. 0010
TPOGTOUTEVOLY OO AOUMEELS (TIBAVOV Vo GLVOIEDETAL [LE TVPETO) KO TOV KVTTAP®OV TOV
BonBovv atnv &N Tov aipartog,

o aicOnpa advvapiog Kot EAAElYN evEpPYELOG,
° KOT®OM),
o duappota, vauTio, EPETOG KOl KOIAMOKO GAYOC.



O1 6oPopic avemBOuNTeG EVEPYELEC 01 0MOiES popei va eivor 6uyvEg (Lmopel vo ennpedoovy péypt 1

otovg 10 avBpdmovg), meptiapfavovy tig e€ng

. aAAepYIKEG avTIdpacelS (Ta onpeia propel va meptlapfdvovy duckoiio otV avamvon,
£pLOPOTNTA TOL TPOSHOTOL, EEAVOM L, YOUNAT OPTNPLOKT] TEGN 7| DYTAT 0PTNPLOKN TTiEST,
YOUNAO 0&VYOVO GTO Qi GOg, TOVO 6T0 6TNO0G, 1 VOUTIo/EUETO).

. S14TPM O TOL EVIEPOL,

alpopparyio, COUTEPIAOUPAVOIEVIC TNG OUOPPUYING OTOVG TVEDUOVEG O OCOEVEIS e U

LIKPOKLTTOPIKO KOPKivo Tov TvehLova,

amoPpaén TV apTnpLdv oo évay Bpdufo aipatoc,

amopaén Tov eAEPOV amd évav Opoufo aipotog,

amoPpa&n TV apoPOpV ayyel®v TV TVELPOVOV amtd Evay Bpoufo aipatoc,

amopaén Tov eAePOV ota Toda and Evav Bpoupo aipatog,

KOPOLKN OVETAPKELX,

TPOPANUATE GTIV ETOVAMOT] TPOVUATOS LETA OO YELPOVPYIKT EXEUPAON,

gpLBpdTNTO, AmOAETION, EVocONGia, TOVO N POLGKAAES GTa ddyTLA 1| Ta THALA,

pelpévo aptipd epufpoKuTTapOV 6TO O,

EMenym evépyelag,

GTOUOYKEG KO EVTEPIKES SLOTAPOYECS,

Likdg TOVOGS Kat TOVOG oTig apOpdGELS, PuTkn advvapic,

Enpootopia 6e GuVOLACUO pe dlya /KoL LEtdUEVA 1] TKOLPOYPOLLL 0VPdL,

QAEYLOVT] TOV PAEVVOYOVOL TG GTOUATIKNG KOTAOTNTOG KO TOV EVIEPOL, TMV TVELVUOVMV Kot

TOV 0EPAYMYDV, TOV OVOTOPOYDYIKOD KOl TOV OVPOTOMNTIKOD GUGTHIATOG,

o TANYEG OTO GTOUA KOl GTOV COANVO TTOL EVAOVEL TO GTOUO L€ TO GTOWUAYL, Ol OTieg pumopel va
glval ETMOVVEG KOl VO, TPOKAAEGOVY SVGKOAID GTNV KATATOGN,

o TOVOC, CLUTTEPIAAUPOVOLEVOD KEQOAOAYIOG, 0OGPLOAYING KOl TOV TOVOV GTNV TOEAO KOL TIC

TEPLOYES TOV TPMKTOV,

EVIOTIOUEVT] GUYKEVTPMOT] TVOV,

Aotpwén kot iaitepa Aoipmén oto aipo 1 6TV 0VPOSOKO KVGTN,

LELOUEVT] TTOPOYT OHLOTOG OTOV EYKEPAAO 1] OYYELOKO EYKEPUALKO EMELGODI0,

vvnAda,

aoppayia omd T poTn,

avEnon g Kapdakng cuyvoTnTaS (SPUYHAS),

amoppan evtépov,

L1 LGLOAOYIKES TIUEG G EEETACELS OVPWV (TPMOTEIVY 6T 0VPL),

dvonvola 1 xounid eninedo o&uydvov cto aipa,

AomEelg Tov déppatoc N Twv Pabitepov oTIfAdmV KdT® omd To dEpua,

GLPLYYL0: U1 PLGIOAOYIKT] GOANVOELING GVVIEDT] LETOED ECMOTEPIKAOV OPYAV®V Kot HEPLATOG N

GAL®V 1GTOV TOV PUGIOAOYIKA OEV GUVOEOVTOL, GUUTEPIAAUPAVOUEVOY GUVOECEDV PETOED TOV

KOATIOL KOl TOL EVTEPOV GE aGOEVEIC LE KAPKIVO TOL TPAYNAOD TNG UTPOC

Yofapég avemBounteg evépyeieg, ol omoieg pmopet va givarl emdvieg (Umopel va ennpedoovy péypt 1

otovg 1000 avOpdmovg), copmeptrapupavouv:

. Eapvikn, coPapn aArepykn avtidpacn pe Svokoiio otny avomvon, Tpnéo, Lain, Yypiyopo
KOPOOKO TOAUS, WOpDOTA Kol OTOAELN AoONCE®V (AVAPLACKTIKY KaTomAn&ia).

YoPapéc avemBOuNTEC EVEPYEIEC LE U1 YYOGTH Ly vOTNTa (1] cUYvOTNTO, 08 UTopEl va ektiun el amo
Ta Srbéaiua dedouéva) mepthapupdvouy tig e&ng:

o cofoapéc Aotuméelg Tov dépuatog 1 Padditepov oTPOUATOV KATO 0d TO dEPLE, EOIKA OV iy0Te
TPOTEC GTO TOLYMUO TOV EVIEPOL 1) TPOPANLOTA [LE TNV ETOVAMGCT] TPOVUOTOG,

. QPVNTIKN ETLOPOOT) GTIV KOVOTNTO UIOG YOVOTKOG VO amoKTNGEL Todtd (PA. Tig Tapaypdpoug
KAT® oo T AloTo TV averiBounToy EVEPYEIDV Y10 TEPULTEP® GLOTAGELS),

o L0 EYKEQOAKT IO O™ E CUUTTOUATO OTTMOG OTOCUOL (KPIoELS), KEQUAAYia, GOYYLOT, Kol
dlatapayéc oty dpaot (cuvdpopo onicbiag avastpéyiung eykeporondbelag 3 PRES),

. GUUTTOLLOTO TTOL VTOINADVOLYV OAAAYEG GTN PUCIOAOYIKT] AELTOVPYIN TOV EYKEPALOV

(kepolaldyiec, dtaTopoyég TG OPACTG, GUYYXVOT] 1| GTOCLOL), KOl VYNAT 0pTNPLOK] TEST,
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. doykmon Kot eEacBEvnoT TOV TOYMOUOTOC ULHOPOPOL OYYEIOL 1 SOYMPICUOG TOV TOYYMUUTOG
aLpo@Opov ayyeiov (avevpOcUATO KoL APTNPLOKOL Sl ®PIGHLOT),

o amoPpa&n evog TOAD LKPoD aLoPOpoL ayyeiov(wv) ailatog oToV veepo,

. U1 LGIOAOYIKT VYNAN] TTEGT TOV CULOTOC GTO ALULOPOPQ YYEID TV TVELUOVOV TTOL Kad1oTd
v 0e&18 mAELPE TNG KOPALAS Vo AetTovpyel SUGKOAOTEPA OO TO KAVOVIKO,

o Lo 0Tt} 6TO Toiy MU TOL ¥OVOpov ToL Ywpilel Ta povBolvia Tng poTNG,

. LL0L OTTT] GTO GTOUAYL 1] GTO EVTEPO,

. L0 OVOLYTY] TANYT] 1] OT) GTO TOTYWLLK TOV GTOUAYOV 1 TOL AENTTOV EVTIEPOV (TOL GUUTTMUATO

umopei va TeEpAapUPAvouy TOVo TNV KO, TUUTOVIGHO, LODPO, GOV TIGGO KOTPAVA 1 Oijlol 6T
KOTpava 1| aiplo oToV EUETO GOC),

. aoppayio amwd To KATOTEPO PEPOS TOV TAYEOG EVTIEPOUL,

o PAGPec ot ovA pe Eva exTeBEUEVO 0GTO TNG YVEAOOL TOV dEV ETOVADVOVTOL KOl UTOPEL VO
oyetifeton pe mOvo Kot AEYLOVT TOL TEPPAALOVTOG 16T0U (PA. TI TAPAYPAPOLS KAT® 0o TN
Alota TV aveTIBOUNTOV EVEPYEIDY Y10 TEPULTEP®D CLGTAGELS),

o omn o1 XoANd0Y0 KOoTN (cuumTdpaTe Kol onpeio propel va mepthapfavovy Tovo 6Ty Kotd,
TVPETO, VOLTIO/EPETOG).

Oa ntpéner vo avalnTijoete fo10€10 T0 GUVTOROTEPO dVVATOV EAV VTOPEPETE OO KATOLL ATTO TI
OVETLOVUNTES EVEPYELES TOV AVOPEPOVTUL TUPUKATO.

O ok ovyvég avemBounteg evépyeteg (Umopel va ETNpedcovy TepLocoTeEPoLs omd 1 atovg 10
avOpmITOLC), 01 omoieg dev Nty GoPapéc, Teprlapfdavovy Tic eENG:

dvokototto,

ammAel Opeénc,

TLPETOG,

TpoPApaTe e TO LATIO (CUUTEPIAAUPOVOUEVNG TNG ALENUEVIC TAPAYDYNG OAKPV®V),
dTapayn otV opuMa,

petafoin oty aicbnon g yevong,

PVIKN KaToppon,

Enpodeppio, OTOAETION Kol GAEYUOVT] TOL OEPUATOC, LETABOAT GTO YPMUA TOL SEPHUOTOC,
ATOAELNL COUOTIKOV BApovg,

aoppayio amwd tn poTn.

O ouyvég avembounteg evépyetes (umopei va emmpedoovv péypt 1 otoug 10 avbBpdmovg), ot onoieg
dev ftav coPapéc, cuUmEPILOUPAVOLV:
o HeTAPOAEG 0T VT Kot Bpayvada.

Acbeveig dvo Tav 65 eTdv, £rovv avEnuévo Kivouvo UeAvIong ToV oKoAovBmv avemBountwv

EVEPYELDV:

. Opoupovg aipatog otig aptnpieg Tov propel vo 00MyNCOVY G AyYELNKO EYKEQPOAMKO ETEIGOO10 1|
KPSk TPOSfoAn,

. UEI®GT TOL 0PLOUOD TOV AEVKOKVTTAP®Y GTO Gipla, Kol TV KLTTAp®mV Tov fondodv v mhén

TOVL aipaToc,

duappota,

adwobeoio,

KEQOUAQAYiL,

KOTWoN,

VYNAN 0pTNPLOKT TEST.

To Alymsys umopei eniong va TpokoAEcel LETAPOAEC GTOVG EPYUCTNPLUKOVE EAEYYOVE TOV
de&dyovtal amo Tov Y1aTpd 6ag. AVTEG CLUTEPIAUUPAVOLY: UEIOUEVO 0PLOId AEVKOKLTTAP®Y GTO
aipa, 101aitepo OVOETEPOPIA®V (EVOC TOTOC AELKOKLTTAP®V, 0 0TToi0g fonddel otV TpocTacic amd
AOWmEELS) 6TO OipLa, TOPOLGio TPOTEIVNG GTO 0VPA, LEIMUEVO KAALO GTO aijlo, VATPLO 1| pOSPOPO
(éva yyvootoryeio), avénuévn YAukoln oto aipa, avENUEVT OAKOALK OCEATACT) GTO aipla (va
&vlopo), avénuévn kpeatvivn 0pod (Lo TPOTEIVN TOL LETPATOL OO TNV £EETOCT OHLOTOG Y10 VOl



TPocd10ploTel TOGO KAAG AELITOLPYOVV 01 VEQPOL GaG), LEWOUEVN atpocpalpivn (Bpioketol ota epuBpd
alpoceaipta, To omoio Letapépovy o&uyovo), ta ortoia mhavov va eivarl coPapd.

Ava@opd avemOOunTOV gvepyELOV

Edv mapotnpricete Kamowo avemBOUNTN EVEPYELD, EVILEPDGTE TOV YATPO, TOV PAPLAKOTOLO 1) TOV/TNV
VOGOKONO Gag. AVTO 1oyYveL Kot Yio kéOe mbavr| avemBountr evépyela Tov deV AVOQEPETOL GTO TOPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg amevbeiog, LS TOL

EBvikdc Opyaviopog @apudxmv
Meocoyeimv 284

GR-15562 XoAlapyog, ABnva
Tni: + 30 21 32040380/337
®ag: +30 21 06549585
Iotétomog: http://www.eof.gr

Méow g avagopds avemBOHUNT®V EvePYEL®VY Umopeite vo fondncete 6T GUAAOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LE TNV OCPAAELD, TOV TOPOVTOS QPUPLAKOV.

5. Iog va guiaooete To Alymsys
To @dppoxo ovtd TPEMEL Vo UAACCETAL GE PEPT] TTOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLOLEL.

Na un ypnoiponoteite ovtd 10 QAPUOKO UETE TNV Nuepounvio ARENG oL avaypdeetal 6To eEMTEPIKO
KOVTL KOl 6TV ETIKETA TOL PLoAdiov pe ) cvvropoypapioa EXP. H nuepounvia Anéng eivor n
TEAEVTAIO NUEPA TOV UVO TOV OVOPEPETOL EKEL.

dvidocoete og yoyeio (2°C — 8°C). Mnv katayOyeTe.
Dvidocoete 10 PLOAISI0 6T0 eEMTEPIKO KOVTI Y10 VOL TPOGTATEVETAL OO TO YOG,

Ta, StahdpoTo Tpog £yyvomn Oa TPETEL va YPTGLLOTOIOVVTAL AUECHOC LETA TNV apaimon. Edv dev
ypNoLononfovv apécmc, ot xpdvotl GUANENG Kot 01 GLVONKEG KATA TN XP1OT OTOTEAOVY EVBVVT TOV
xPNoTN Kot kavovikd dev Bo Tpénet va etvan peyaAivtepot amd 24 dpeg oe Beppokpacia 2°C €mg 8°C,
€KTOC €0V T SLOADUOTO TTPOC £YYVOT EXOVV TOPUCKEVOAOTEL GE ATOGTEPOUEVO TTEPIPEALov. Otav M
apainon &yet Tpaypatorombel og anootepmpévo mepiParlov, to Alymsys givar 6tabepd otovg 2°C
¢m¢ 8°C ya ypovikod draotnua Emg kot 30 nuépeg Hetd TV apaimon Kot yio Xpoviko S1aoTnio £mG Kol
48 dpeg o€ Oepuokpacieg mov dev vepPaivovy tovg 30°C.

Na pn ypnoiponoteite to Alymsys gdv Tapatnpr|GETE OTOOONTOTE COUOTION ) ATOYPOUATICUO TPV
amd T xopnynon.

Mnv metdite @ApUAKO GTO VEPD TNG ATOYETELONG 1| GTA OKLOK(A aroppinpata. Potmote tov
(QOPUOKOTOLO GOG Y10l TO MG VO TETAEETE TO. PAPUAKO TTOL O YPTCIULOTOLELTE Tl AvTd Tal PETpa Ol
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iepreydpeva TS GLOKELAGIOG KO AOLTTEG TANPOPOPIEg

T tepréyer To Alymsys

o H dpaoctikn ovsia eivan | prefacilovpdunn. Kébe ml nukvod dteddpotog tepiéyet 25 mg
unepaciovpdumnn, to onoio avtictoyei og 1,4 £mg 16,5 mg/ml, epdoov apardvetar dnmg
GLVIGTATOL

o Kd&Be 4 ml praAidiov mepiéyet 100 mg unefaci{ovudumnng, To omoio avtictoyei og 1,4 mg/ml,
£QOCOV OPULOVETOL OGS GUVIGTATAL.

. KaBe 16 ml gprodiov nepiéyel 400 mg preBocilovpdunng, To omoio aviiotoyei og 16,5 mg/ml,
£QOCOV 0PULOVETOL OGS GUVIGTATAL.

o Ta Ao cuoToTIKG Elval To d1EVLOPN TPEAAOLT, HOVOEVVIPO LOVOPUCTKO POCPOPLKO VATPILO,
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http://www.eof.gr/

0166&1vo pwo@opikd vatplo, moAvcsopPikd 20 kot vVowp Yo evéosipa (BA. mapdypapo 2 «To
Alymsys mepiéyet vatplo).

Epeavien tov Alymsys kot TepieyOpevo. TG CVCKEVUGIUG

To Alymsys givat éva mokvd dtdAvpa Yo mapaokevn SAVIATOS TPOG EYYLoT (ATOGTEPOUEVO TVKVO
Suiivpa). To mokvo ddhvpa etvon éva 1pdilov dypopo £mg KITpvend 1 KAGTAVOTO VYPO GE YLAAMVO

QLOAd10 pe TONO EloydpNnong oo ehaotiko. Kabe praAidio mepiéyet 100 mg urePacilovpdunng o

4 ml sreAdpatoc 1 400 mg prefaciovpdunng oe 16 ml Srwdvpatog. Kébe cuorkevacio tov Alymsys

mePEXEL VA PLOAidL0.

Karoyog Adgrag Kvkhogopiag
Mabxience Research SL
C/ Manuel Pombo Angulo 28 - 3a y 4a Planta

28050 Madrid
Iomavia

Iopockevaotiig

GH GENHELIX S.A.

Parque Tecnologico de Leon
Edificio GENHELIX

ClJulia Morros, s/n

Armunia, 24009 Leo6n, Iomovia

INo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VO
anevBouvbeite otov TomKO avTpdcwmo Tov Koatdyov tng Adsiog Kvukhopopiog:

E)\LGoa

Win Medica S.A.

TnA: +30 210 7488 821

To wapov ¢OAlo 0dNYLOV ypions avadepOKe Yo TELEVTAiN Qopd Tov 12/2022
Addeg TNYEG TANPOPOPLAOV

Aentouepeic TANPOQOPIES Yi0 TO PAPLOKO aVTO givor dtafEciec 610 dkTLOKO TOTO Tov Evpmmaikod
Opyoviepod ®oappdkmv http://www.ema.europa.eu
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