ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



'To QAPLOKO 0VTO TEAEL VTG CLUTANPO®UOTIKY TOPOKOAOVONGN. AVTO B0 emITPEWYEL TO YP1YOPO
TPOGOIOPIGUO VEOV TANPOPOPLOV OCPAAELNG. ZNTEITOL OO TOVE EMAYYEALOTIEG VYELOG VO AVOPEPOVY
0TOECONTOTE TIHOVOLOYOVLEVES aVEmBOUNTEG eVEPYELEC. BA. mapdypapo 4.8 yia tov Tpomo avapopdg
aVETIOOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Bildyos 60 mg evéoyo StdAvpo o€ TpoyeuIGUEVT GOPLYYO.
Bildyos 60 mg evéoipo didlopo.

2. MHNOIOTIKH KAI TIOXOTIKH XYNGEXH

Bildyos 60 mg svécwuo didhvpa oe wpoyemauévn cvpryya kot Bildyos 60 mg evéciuo dibivpo

(0oAid10)

Kda0e mpoyepuopuévn oopryya/eroridio epiéyet 60 mg devocovpdunn o€ 1 ml dtedvparog (60 mg/ml).
H devocovpdunn givor éva tiqpwg avOpodmivo povokhovikd aviicopa IgG2 mov mapdyeton o€
KLTTOPIKY| 6E1pd OnAactico (KhitTapa mofnKng KIvELUKOv KPIKNTOV) LLE TEYVOLOYIa

avacvvovacpuévov DNA.

"Exdoya ue yvootn dpdon:

To eappako avtd mepieyel 47 mg copPirrorng (E420) kot 0,1 mg moivcopPucov 20 (E432) og kdOe ml
StoAdpOTOC,

IMo tov TAnpn Katdloyo Tev ekdoy®V, PA. Tapdypapo 6.1.

3. DOPAPMAKOTEXNIKH MOP®H

Evéouo didivua (evéouo).

Arwyég Emg eAappmdg omaAilov, AxpouUo MG EAUPPDOG KITPIVO SLAAVLLO KoL EVOEXETAL VOL TTEPLEYEL
(VOTOGOTNTEG NLUILAPOVDY EMG AEVKDV TPOTEIVOVYWOV COUOTIOIMV.

4. KAINIKEY IAHPO®OPIEX

4.1 OgpomevTikég gvositelg

Bepameia TNG 00TEOTOPMONG O UETEUUNVOTAVGLOKES YOVOIKEG Kol € AvOpEG e oENIEVO Kivouvo
KOTOYUATOV. € UETEUUNVOTOVGLOKES YOVOIKEG, 1] 0EVOCOVUAUTT LEIDVEL GNUOVTIKE TOV Kivouvo
OTOVOVAIK®V, 1] GTOVOLMK®V KOl KATOYHAT®V TOV 16){0v.

Oepamneia TNG 0CTIKNG ATOAELNS TOV OXETICETOL LE OPLOVIKO OTOKAEIGHO O AVOPES e KapKivo Tov
TPOGTATN 01 070101 SLATPEYOLYV ALENUEVO Kivouvo KaTayudtomv (PA. mapdypapo 5.1). Ze dvdpeg pe
KOPKIVO TOL TPOGTATH VIO OPUOVIKO ATTOKAEIGUO, 1] OEVOGOVUAUT LELDVEL GTLLOVTIKA TOV KiVOLVO

OTOVOLAIK®DV KOTAYLATOV.

Ogpaneio TG OCTIKNG ATMAENS TOV GYETILETAL [LE HLAKPOYPOVIO GUCTNOTIKY] OY®YN UE
YAVKOKOPTIKOEION G€ EVIAIKEC aoBeveic pe avénuévo kivovvo katdypatog (BA. mapdypago 5.1).



4.2 Aocoloyio kol TPpOTOG YOPNYNONS

Aocoloyia

H ocvvietduevn d6om eivar 60 Mg 3evoGOVUAUTNG YOPTYOVUEVT G EQPATAE VTTOSOPLO, EVECT] IO, POPE.
K@0e 6 unveg oTo UNPY, TNV KOIALOKTN Y®PO. 1 TO Aved TURKA ToL Bpayiova.

Ot aoBeveic Tpémet vo Aappdvovy erapkn coumAnpopato acPectiov kot Prrapiving D (BA.
Tapaypago 4.4).

Ztovg acBeveic Tov Aappdvouvv Bepancio e Bildyos 0o mpémel va divoviatl o gOALO 0dNyidV xpriong
Ko 1 Képta vrevivoNg acBevoic.

H BéLtiomn cuvolikn dtlpKeL TNG OVTIOTOPPOPNTIKIG ALYDYNG YOl TNV OGTEOTOPWOT)
(cvumeprrapfoavouévav 1660 TG OEVOGOVUAUTNG OGO KOl TOV SIPOCPOVIKMOV) eV EXEL TEKUNPLOOEL.
H avaykn cuveyotc Bepaneiog 0o mpémnet va enovalioloyeital meptodikd pe PAcT To 0OQPEAN KL TOVG
dUVNTIKOHS KIVOLVOLG TNG SEVOGOVUAUTNG LEUOVOUEVO v aoBevn], 101mG PETA amd 5 1 TeplocoTEPQ
xpovia ypnong (BAéme Tapdypopo 4.4).

Hluxiouévor (nlikiog > 65 etchv)
Agv anorteitan Tpooapoyn e 001G 6TOVE NAKIOUEVOLS 0oOEVELS.

Negppixy ovoieitovpyio
Agv amonteiton mpocsappoyn tng d0omg o€ acbeveic Le veppikn dvoiettovpyia (BA. mapdypago 4.4 yo
GUOTAGCELC GYETIKA LLE TNV TOpakoA0vON o TOV aoPecTiov).

Agv vrapyovv dabécia dedopéva Yo 0oOEVELG e LAKPOYPOVIL GUGTNUATIKN Oy UE
YAVKOKOPTIKOELON Kol GoPapr| veppikn dusiertovpyio PuBuog ormepapatikng dmbnong (GFR
< 30 ml/min).

Exnrwon te nrotikng Ae1tovpyiog
H aoc@dAeio kot 1 amoTeEAECUATIKOTNTA TG OEVOGOVUAUTNG deV Exouv pedetnBel o aobeveic e
EKTTOON TS NIATIKNG Asttovpyiag (BA. Tapdypago 5.2).

Houdrotpiog winQvouog

H devocovpaunn dev Ba mpémet va ypnoponoteitol o modtd nikiog < 18 €1dv A0y avnovyldv
OG0V a.Qopd TV aceArELd Yo coPapn vTepacPesTiopio Kot THav AVAGTOAN TG AVATTLENG TV
00TAOV Kot EAAELYT) ovaTOANG dovTidv (BA. Tapaypapovs 4.4 ko 5.3). Ta mapdvta dSabéoipa dedopéva
v Tondd nAkiog 2 €wg 17 etdv meprypdpovial oTig Tapaypapovg 5.1 kat 5.2.

Tpoémog yoprynong

Mo vroddpia yprion.

Bildyos 60 mg/ml diadoua oc mpoysuuouévy aopryyo.:

H yopnynon péow g npoyspiopévng ovptyyag 60 mg/ml uropel vo mpaypotonoteitol and acbevi 1
(PPOVTIOTI] OV EYEL EKTOIOEVTEL EMOPKDG G TEXVIKEG Eveong amd emayyeipatia vyeiog. H mpd
aVTOYXOPNYNON UE TNV Tpoyepopévn ovupryya Bildyos o mpénet va mpaypatonoteital vad v
emiPreym enayyelpatio vyeiag.

Bildyos 60 mg/ml diadvuo oe pralioio wiag yprong:
H yopnynon tov grodiov 60 mg/ml Ba wpénet va mporypotomoteitol povo and emayyeAporio vyeiog.

Ot 0dnyieg xpnomMg, YEPICUOD KOl ATOPPIYNE TOPEXOVTOL OTNV TOPAYPAPO 6.6.



4.3 Avrevositeag

Yrepevaicnoio 6tn dpacTiK 0VGIa 1] 68 KATOW0 0 Ta EKO0Y0 TOV OVUPEPOVTOL GTNV
Tapaypapo 6.1.

YrooBeotiopio (BA. mapdypago 4.4).
4.4 Ewkég TPOELOOTOMGELS KOL TPOPVAAEELS KATA T Yp1]oN

Iyniacuotnta

[pokeyévov va Pertiwbdei 1 yvnloaoudtta TV PLOAOYIKGY QOPUOKEVTIKOV TPOIOVIMV, TO OVOLLX
Kot 0 aplOuog mTapTidag TOL YOPTYOVUEVOD PAPUAKOV TPETEL VO KATAYPAPETOL LLE CAPTVELQ.

ZVUTANPOUOTIKY Yopnynon acBeotiov kot Brropivne D

H emapxng ntpécinym acPectiov kot Prrapiving D eivar onuavtikn o 6Aovg Toug acbeveic.

IIpo@uAd&elc Katd T ¥pnon

Yraofeorionuio

Eivar onuavtikd va avayvopilovtar ot acbeveig g kivovvo va eppavicovy vracBeotionpio. H
vracPeotionpio Tpémet va dtopbmvetal pe exapkn tpdoinym acPectiov kot frrapivng D mpwv amd v
évapén g Bepaneiog. Zuviotdton 1 KAMVIKH Topokolovdnon Tov emmédwv acfestiov mTpv and
ANy KdBe dOOMG Kot 6TOVG 0oBeVeic e Tpodtdbeon yia vracBeotionpiio vTog 500 efdouddwv, LETA
TN Mym ™G apytkng 60omG. Oa TPETEL v LETPAOVTOL TO EXITEDN TOV AGPECTIOV OE TEPIMTOOT TOV
0TMO10GONTOTE aGHEVIC ELPAVICEL KATOLO0 THOVO GOUTTOUO VTOCPESTIOLING KATA TN S1dpKELD TNG
Oepamneiog (PA. mapdypaeo 4.8 yia ta copntopata). Ot acbeveic Tpémel va evhappivovTat vo
AVOPEPOVY GUUTTOUATO EVOEIKTIKA TNG VTOCPESTIONING.

v mepiodo petd v kukAogopia, Exet avapepbel cofapn cupunTOUTIKN VITocPecTionio (pe
OTOTEAEGLO EICOYWYT OTO VOGOKOEID, CLUUPAVTA amelAnTiKd yio Tr {on Kot Bavatnedpa
TEPIOTOTIKG). AV KOl TOL TEPIOCTOTEPA TEPIGTUTIKY EUPAVIGTNKAY TIG TPAOTES EPOOUAOEG UETA TNV
évapén g Bepamneiag, £xel eppavicdel kot apyodtepa.

H ovuyyopnyodpevn Bepomeia pe yYAvkokoptikoedn| ivor évag tpodcBeToc mapdyovag Kivovvou yio
vracPeotionpio.

Neppixn ovoleitovpyio.

Ot acbeveig pe coPfapn veppikn dvcreitovpyia (kdBapon kpeativivng < 30 ml/min) 1} Tov
vroPaAirovtal og eEmveppikn KaBapon doTpéyovv LEYOADTEPO KivOLVO ELPAVIOTG VTTOGPECTIONUIOG.
O1 kivovvol epeavions VTAGRECTIOING KOl GUVOODV avENGE®V TNG Tapaboprdvne avEdvouy e v
avénomn tov Pabuov veppikng dvcsiertovpyiag. ‘Exovv avaepepbei coPfapd kot Bavatneopa
neprotatikd. H emapxng mpocinym acPeotiov, Prrapiving D kot n taktik) mopakoiovdnon tov
aoPeotiov glval 1310UTEPA GNUOVTIKA GE AVTOVE TOVG ACOEVEIC, PA. TOPATAV®.

Aowuwéeig tov 0épuatog

Ot aoBeveic Tov AapPdvovy deVOGOVAUTN UTOPEL VO ELPOVIGOVV AOUMOEELS TOV dEPUATOC (KLPIWG
KLTTOPITION) TOL 001 YOVV GE El6aywYN 610 vocokopeio (BA. mwapdypago 4.8). Oa npénel va d00ovv
odnyieg oTovg aceveig va avalnmoovy dueon wtpikn fondela av Tapovsldcovy onueio 1
CUUTTMOUOTO KLTTOPITIONG.

Oareovéxpwaon e yvaboo (ONT)
ONT éyet avapepbei ondvia oe acheveic mov Aapfdvovv devosovpdunn yio 06Te0mTOpwor (BA.
Tapaypapo 4.8).



H évapén Bepancioc/véog kbxkhog Bepameiog Oa mpénel va kabvotepeital oe acbeveic e un
EMOVAMUEVEG aAVOLYTEC PAAPEC LOAUKDY 1GTOV TOV GTOUATOG. ZVVIGTATAL 000VTINTPIKOC EAEYYOC LE
TPOANTTIKT 000VTIOTPIKN TaPEUPAcT Kot 0TOUIKT a&loAOYNGT 0PELOVG-KIVOUVOL TPV AtO TN
Oepameio e SevoooLUAUTY GE aoOEVEIC e GLVODOVE TOPAYOVTES KIvOHVOUL.

Ot ax6AovBot Tapdyovteg Kivdvuvou o Tpémetl va Aapfavovtol voymn otav afloloyeitat o kivduvog

eppdviong ONI otov acBevn:

. 1 ATOTEAEGLATIKOTITO TOV (POPLOKEVTIKOV TPOTOVTOG TO 0010 OVOGTEAAEL TNV OGTIKN
amoppoenon (VYNAOTEPOC KIVOUVOG Y10l TIG OVGIEC [LE VYNAT] OTOTEAECUATIKOTNTA), TV 000
xopNyNoNs (VYNAGTEPOC KIVOLVOG Yot TNV TOPEVTEPIKN YOPTYNON) Kol TNV 00poloTiKy 661 TG
Oepameiog yio TNV 0GTIKY OTOPPOPTON.

. KOPKIVOG, KOTAGTAGEIS GUVVOCTPOTNTOG (T.). avolpic,, SLoTapayEG TNKTIKOTNTAG, AOUMEELS),
KOTVIGHLOL.

. GLYYOPNYOVUEVEG BEPUmEies: KOPTIKOGTEPOELDN|, yNHEIODEPOTELN, AVACTOAEIS QyyELOYEVEDTC,
aKtvoBepameion KEQAANG Kot TPOYNAOL.

. KOKT GTOLOTIKN VYLEWVT], TEPLOOOVTIKY] VOGO, KOKAOS EQUPLOGLEVES 000VTOGTOLYIES,
Tpobmdpyovoa 0d0oVTIKN VOGOG, emeuPatikég odovtiaTpikég Topeppdoeic (m.y. eaywyn
000VTI®V).

Olot o1 acbeveig mpémet va evBappvvovTal vo, S10TnpodV KOAN GTOUATIKY DYIEWT, Vo DTTOPAAAOVTAL GE
TOKTIKOUG 000VTIUTPIKOVG EAEYYOVG, KOL VO OVAPEPOVV AUEGHS OTOAOTTTOTE CUUTTOUATA OO TO
oTOLO OTT®MG 00OVTIKY] KIVITIKOTNTO, TOVO 1) TPNELO 1) LN ETOVAMOT) EAK®V 1 EKKPICEDY KT TN
duapketa g Bepameiag pe devocovpdaunr. Katd ) owbpkeia Bepaneiog, ot emeuPatikég 000vVTIATPIKES
napepnPacels Oo mpénet va dte&dyoviar povo LeTd amd TPOCEKTIKN EEETOOT KOl VO ATOPEVYOVTOL GE
LKPT XPOVIKE amOGTOCT atd TNV YOPNYNon TS 0EVOGOVLAUTNG.

To oyéd10 dayeipiong tov acbevadv mov avartvesovy ONI Tpémel va kabopiletal pe otevn
ovvepyacio HeTa&ld Tov BEPATOVTOC 10TPO KAt TOV 0SOVTLATPOL 1) TOV YELPOVPYOV GTOUNTOG LLE
gEedikevon o ONI'. Ou npénet va e€etdletal N Tpocwptvi dtakonmn e Bepameiog Emg dtov M
KOTAGTOOT) VITOYWOPNGEL KOl 01 GUUPAAAOVTEG TOPAYOVTEG KIVOUVO LETPLOGTOVV, OTOV AVTO gival
duvatov.

Oareovekpwaon Tov EEw aKODOTIKOD TOPOD

OoTe0VEKP®GT TOL £EM OKOVGTIKOD TOPOV avapEPOTKE LLE TN XPTOTN OEVOGOVUAUTNG. TOVG THovohg
TAPAYOVTES KIVOUVOL 0GTEOVEKPMOT|G TOV €M 0KOVGTIKOD TOPOL TEPIAaULPAvovVTaL 1 ¥p1oN
GTEPOEOMV Ko 1 ¥MHelobepameiol, Ko/ ol TOMKOL TAPAyoVTES KIVODVOL OTTMG KATO1d AOTHmEN 1
TPOVHOTIGHOG. e 0o0gvelg OV AaUPAVOUY dEVOGOVUAUTT KOl TOPOLGLAL0VY GUUTTOUATH GTO VT,
OGS YPOVIEG LOUMDEELS TOV OVTIOV, TPETEL VO, AAUPAVETAL VTTOWYT 1] TOAVOTNTO OGTEOVEKPMOGTG TOV
¢Em aKOVOTIKOV TOPOL.

Artorma katdyuoato 00 unpioiov ooTob

Atvma Kotdypoto Tov pnpleiov 06tow £ovv avaeepdei oe acBeveig mov Aapfdvovy devocovudumn
(BA. mopdypaeo 4.8). Atumo Katdylato ToV Unplaiov 06Tod UTopovv va, cUUPovV PETA amd UiKpo 1
K0OOAOV TPOVUOTIGIO GTNV DIOTPOYOVINPLN TEPLOYN KOl GE TEPLOYEG TNG SLAPVCTG TOV unpiaiov. Ta
cupupdpata ovtd yopaktnpilovtal 0md CLYKEKPYEVE OKTIVOAOYIKA EVPTLOTA. ATVTO KOTAYLOTO TOV
unplaiov 00ToL £Y0oLvV emiong avagepbel oe aoBevels Le GVYKEKPIUEVES TABNGEIS GLVVOCTPOTNTAG
(.. avemapkela Prroapivng D, peopatogidn appitida, VTOPOGEOpALin) KoL [LE T XPAOM
GUYKEKPIUEVAOV QUPLOKEVTIKAOV TPOIOVIMV (TT.). S1POCQOVIKA, YAVKOKOPTIKOELDTN, OVOIGTOAELG TNG
avtiog tpomtoviov). Ta coppdpata avtd govv emniong moapatnpndel yopig avtiamoppoPnTiKn
Oepamneio. [Tapopoln Katdypato To omoio Exouvv avagepbel 6€ GLVOLAGUO e SIPWTPOVIKA eival
GLYVA CUPOTEPOTAELPA, MG EK TOVTOV, TO AVTITAELPO UNPLEio 06TOVY TPETEL VoL €EETOOTEL € acbeveig
oV €AaPav HEVOGOVUAUT KOt TOL £X0VV VITOCTEL KATAY LA TNG d1dpuons Tov pnpaiov dEova. H
SloKOmN TNG 0EVOGOLAUTNG 6€ aoBEVEIG TOV LILAPYEL LITOYiA OTL £Y0VV ATLTTO KATAYU pNnplaiov Ba
nwpénel va ektiun0el ev avapovn g a&loddynong tov acbevn, pe faon tnv e&atoukevpuévn
a&loAldynon Tov 1wolvyiov Kivdvvov-opéhovg. Katd ) didpkeia g Oepaneiog e SevosovpaunT ], ol
acBeveic O Tpémel va evaioOnTOTO10VVTOL OGTE VO AvaPEPOVY VEO N U cvvNBeg TOVO GTO Unpo,



woyio M ot BovPovikn yopa. Ot acbeveig mov Tapovcldlovy To CLUTTMWATE AVTE O TPETEL VAL
a&loAoyouvVTOL Y10, aTeEAEC Pnplodo KaTarypa.

Maxpompobeoun avriamoppopntikny Oepomeia

H paxponpofecun avtiamoppoentikn Oepomeio (cupmeptiapupfavouévov TG0 TG SEVOGOVUAUTNG
0G0 KOl TOV SUPOCPOVIKMV) Umopel vo cupPdAel € avénuévo kivouvo yio avemiounteg eKONANDGCELS,
OTMG 00TEOVEKP®OT TNG YVEHov Kol ATV KATAYLOTA TOV UNploiov 06ToU AOY® TNG ONUOVTIKTG
KOTOOTOANG TNG OOTIKNG avakataokewns (PA. Tapdypao 4.2).

2oyyopnyoduevy Oeparmeio pe GAAG POPUAKEDTIKG TPOIOVTA TOV TEPIEYODY OEVOTOVUGUTH

O1 aoBeveic mov Aappdavovv Bepancio pe Bildyos dev 0o mpénet vo avtipetonifovtat Tovtdypova ue
AN POPUOKEVTIKG TPOTOVTO TOV TEPIEXOVY OEVOGOVUAUTN (Yiot TNV TPOANYN T®V GKEAETIKDV
CUUPAUATOV GE EVAIKEG LE OCTIKEG LETOOTAGELG OO GUUTOYEIS OYKOVG).

YrepaoPeotiowuio oe waidratpirovs acbeveic

H devocovpdumn dev Ba tpémel va ypnoyomoteitan o mandiotpikovg acheveic (nikiog < 18). Eyet
avapepBel cofapn vepacPeotioiiio. Xe OpIGUEVA TEPIGTATIKA KAVIKOV SOKIU®OV EUOOVICTNKOLY
EMIAOKEG AMOY® o&elog veppikng PAAPTG.

Tpoeidomomjoeis yio, ta éxdoya,
Av16 10 QapuaKo TepLEyel 47 mg copPrrdoing kot 0,1 mg moAvcopPikod 20 o kKabe ml dwedvuatoc. H
a0po1oTIKY EMIOpAOT TNG TOVTOYPOVNG XOPTYNONG TPOIOVIMVY TOV TEPIEXOVY GOPPLTOAN (1] PpovKTolN)
Kot ToAvcopPikd 20 kot pe v dtatpoen Ayn copPrtoing (1 ppovktdlng) kot moivcsopfikod 20 Ba
npémel va Aappévoviot vmoym.

To @apuaxo ovtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 60 mg, eivat avtd TOL
ovopdovpe «eredBepo vatpiovy.

45 AlMmiemopdosig pe GAA0 QUPRIKEVTIKG TPOIOVTO KO GAAES POPPES aAAnAemiopaong

e pio peAETN aAANAETIOPAOTG, 1| OEVOCOVUAUTT OV ETNPEACE TN PUPLOKOKLVITIKN TNG
wdalordung, n onoia petaporiletor amd to kutdypmua P450 3A4 (CYP3A4). Avtd vmodekvioel 6Ti
OEVOGOLUAUTN dEV TPEMEL VO, LETAPAAEL TN POPUOKOKIVITIKT TOV QOPUAKEVTIKMV TPOIOVIWOV TOV
petaforiovrot amd to CYP3A4.

Agv vapyovv KAMVIKGE SEG0UEVH GYETIKG, LLE T GLYYOPTYNOT 0EVOCOVUAUTNG Kot Oepameiog
OPUOVIKNG VTOKATAOTOOTNG (010TPOYOVA), MGTOGO 1| TOAVOTNTA PUPUAKOSVVOUIKNG OAANAETIOpOOTC
Bewpeitor yaunin.

2& HETEUUNVOTOVGLOKES YOVOIKEG [LE OGTEOTOPOOT 1) POPLOKOKIVITIKY] KOL T QOPUOKOSVUVAUIKT TG
OEVOGOLUAUTNG OEV ETNPEACTNKOV OO TNV TpoTyovpevn Bepaneia pe aAevopovarr, BAcel Tov
0ed0UEV@OV TTOV GLYKEVTPOON KOV amd pio peAétn petdfaong (amd alevopovaTn o€ 0EVOGOVUAUTN).

4.6 Tovipétnra, kOnon ko yorovyio

Kbnon

Agv vtapyovv 1 €ival TEPLOPIGUEVA TO KAVIKA OEQOUEVE GYETIKA [E T1) XPNOT TNG OEVOCOVUAUTNG OE
gykvovc. Meléteg oe {da Katédel&av avamapoymyikn toéikdtnto (BA. mapdypapo 5.3).

To Bildyos dev cuviotdtol yio yprion 6€ £YKLEG YOVAIKES KOOMG KOl GE YOVOIKEG VOTOPOYOYIKNG
NMKiog Tov dev ¥PNGILOTOLOVY AVTICVAANYN. Ot Yovaikeg Tpémel va KaBodnyovuvTol doTe va U
petvouv éykveg koTd T d1dpKeLo Kol Yo TOLAGYLoTOV 5 univeg petd ) Bepameia e T 66VOGOLHAUTT).
O1 6moteg emdpaoelc tov Bildyos eivon mbavo va givor peyadtepeg katd tn S1épKee TOL dVTEPOV
KOl TOV TPITOV TPYVOL TNG KON ONG KAODS To LOVOKAMVIKA OVTIGMUOTO LETAPEPOVTOL LEGH TOL
TAOKOVVTO [LE YPOUUKO TPOTO KaBmG eEeAiooETOL 1) KUN|OT|, LLE TN LEYOADTEPT TOGOTNTA VO
UETAPEPETAL KATA TN OLAPKELD, TOV TPITOV TPLUVOV.



OnAacpdc

Agv glvarl yvooTo €4v 1 0EVOGOVUAUTN OTEKKPIVETOL 6TO avOp®TIVO YaAa. MeAETEG OE YEVETIKA
TPOTOTOINLEVOVG TTOVTIKOVG 6TOVG 0moiovg £xet avaotarel o RANKL pe yovidwakn petakivinon
(“knockout movtiog”) €dei&av 6t 1 amovsio Tov RANKL (o 616306 T™¢ devosovupdaunng BA.
Tapdypoeo 5.1) Katd T dtdpKeLo TNG KONONG UTOPEL VAL EMNPEACEL TNV OPILAVGT) TOL HACIKOV 0dEva
00MNYOVTAG € LEI®MON TNG TOPAYWYNE YOAAKTOG LETE ToV TOKETO (PA. mapdypago 5.3). I[Ipénet va
amo@actotel edv o dakomnel 0 Onhacude 1 Oa dwokomnel ) Oepancio pe Bildyos, Aappavovtag vdym
70 6¢el0G TOL ONAoopoD Yo TO VEOoYEVWNTO/PPEPog Kkat To 6pelog tng Bepameiag pe Bildyos yio
Yovaika.

Tovipdtra

Agv vdpyovv d1aBEctLa SEOOUEVO Y10, TNV EMIOPACT) TNG OEVOGOVUAUTNG GTNY aAvOpPOTIVY YOVILOTNTAL.
Meléteg og {da dev KaTedeEav aueon 1 ERpecT ToEKOTNTA 6TN Yovipotnta (BA. Topdypago 5.3).

47 Emopaceig 6Tny IKevOTNTO 001]Y161S KUl YEIPICHOD Uy OVILATOV

To Bildyos dev éxet xapio 1 xel aofuavn EXidpacn oty KavOTNTO 031YNONG KOl YEIPIGUOD
UNYovnUaToy.

4.8  AvemOOunTteg evépysleg

20voyn Tov TPo@il ac@aleiog

O1 o ovyvés avemBOunteg evépyeleg e T devocovpdumn (tov éxovv mapatnpndel oe Tavo and éva
ao0gvi] 6TOVG dEKN) ElvaL TO LVOGKEAETIKO GAYOG Kot TO AAYOC o€ dKkpo. Oyt cuyvd meploTaTIKd
KLTTOPITIONG, OTAVIA TEPIOTATIKE VITAGPECTIONING, VITEPELALGONGIAG, 0GTEOVEKP®ONG TS YVABOL Kot
GTVTIOV KATAYLATOV TOV unplaiov 0ctol (BA. Tapaypdeovg 4.4 kai 4.8 — meptypaen emAeypEVOV
avemBountov gvepyeldv) £xovv mapatnpn el oe acbeveilg mov Taipvouy HEVOGOLUAUT.

ITwokomotnuévog KaTdAoyos ovemOOUNTOV EVEPYELDV

Ta, dedopéva Tov mivaka 1 KatwOt meptypdeovy avemBOuUnTeC EVEPYELEG OL OTTOLEC OVOPEPONKAY OO
KAvikég dokipég eaong I ko 111 og acBeveic pe ooteomdpwon kot acheveic pe kapkivo Tov HacTov 1
TOV TPOGTATN VIO OPLOVIKO OTOKAEIGHO, KA/ ovBOpuNTES OVOPOPES.

IMa v ta&vounon tov avemBOuNTOV evEPYEIDY Yp1oipomoinke n akdAovdn katdataln (PA.
wivaka 1): oAb cuyvéc (= 1/10), cuyvéc (= 1/100 éwg < 1/10), 6x1 cvuyvég (= 1/1.000 émg < 1/100),
onavieg (= 1/10.000 émg < 1/1.000), moAd ordvieg (< 1/10.000) kot un yvootng cuyvotntag (dgv
UTOPOVV va. kTN 0ovv pe Bdomn ta dtabéoipa dedopéva). Eviog kdbe katnyopiag cuyvotntag Kot
KOTNYOPiOg 0pYOVIKOD GUGTAKOTOC, Ol OVETIOOUNTEG eVEPYELEG TapaTifevTan katd PBivovsa Gelpd
coPapotnTog.



Mivakag 1 AvemOopnteg gvépyeieg mov avapépOnkay og ac0eveic pe 06TE0TOPOON Ko 0.60eveig
[LE KOPKIVO TOV HOGTOV 1] TOV TPOGTATI| VITO OPUOVIKO UTOKAEIGHO

Koatnyopia opyoavikoo Kotnyopio ovyvotnrog | AvemOOuNTES EVEPYELEG
GUGTILATOS GOUPMVO, UE TN
Baon oedopévav MedDRA
AOUDEELS KOl TOPOCITOCELG XoyvEg Aolpum&n ovpPOTOMTIKOD GLGTHUATOG
2UYVEC Aolpmén TG avmTEPNG AVOTVEVGTIKNG
000V
Oyt cuyvég ExxoAnopatitida
Oy ovyvég Kvttapitida'
Oy ovyvég Aolpwén tov mTog
Alotapoyég TOV aVOGOTOMNTIKOD | ZIAvieg YnepsvaroOnoio 6to gappako’
GUGTNOTOG Xrvieg Avogolaktiky avtidpaocn'
MetafoAkég Kot S10TPOPIKES Yrhvieg YnacPeotionpia
dloTapoyég
Awotapoyég ToV Veupikon 2oyvEc Ioyoiyia
GLOTNLOTOG
laotpeviepikég datapayés XuyvEg Avcrototnta
Xuyvég Kot\axn dvspopia
AwTopoyég Tov dEPHOTOG Kt Yuyvég E&avOnpa
TOV VTTOJOPLOV 1GTOV Suyvég "Exlepa
Xuyvég Alonekia
Oy ovyvég AgyMVoed PUPUOKEVTIKA
eEavOquata’
IToAb omdvieg Ayyetitida and vrepevasnoio
Awtapoyés Tov pvookehetikod | TToAd cuyvég [Tévog ota dxpa
GLGTHHATOG KOl TOL GLVOETIKOV | TToAD cuyvég MvookeleTIKOC TOVOG!
10700 Xrdvieg Ooteovékpmon TG Yvadov'
Xrdvieg Atvmo Kotdypoto Tov pnploiov
octov'
Mn yvootig cuxvottoag | OoteovEéKpmaon Tov £ aKoLGTIKOD
Topov’

I BA. mopdypago Ieptypoen emheypévov avem@duntmv evepyetdv.
2 BA. mapdypogo 4.4.

Ye pio GUYKEVIPAOTIKY OVOAVGT SESOUEVOV OAWMY TMV EAEYYOUEVMV LLE EIKOVIKO PAPLOKO UEAETOV
@aong I ko 11, mapovsidotnke ypumddng cuvopoun pe adpd tocootd enintwong 1,2% yio
devocsovpaunn kot 0,7% yuo o eikovikd eappoko. [Tapdti ) dapopd avti eppavicTnke HOVo oTn
GUYKEVIPMTIKY] AVAALGT], OEV ELPAVICTNKE GTN CTPOUOTOTOUEV aVAAVOT).

Ieprypoaon emreyuévav ovemBountov VEPYELHV

Yroofeotionuio

e 500 eAEYYOUEVEG LE EIKOVIKO PApLoKo KAviKEG dokiuég edong I o peteppunvonavciokég
yovaikeg pe ooteondpwon, tepimov 0,05% tov acbevav (2 otig 4.050) mapovsiocav peiwon tov
emmédmv aoPeotiov 0pod (katm omd 1,88 mmol/l) petd and ™ yopnynon devocovuduang. Agv
avaeépOnke peimon Tov emmédwv acPectiov opov (katw amd 1,88 mmol/l) og kopia and T1g 500
ELEYYOUEVEG LE EIKOVIKO PapuaKko KAvikEG dokipég edong Il oe acbeveig vd oprovikd amokAelopuod 1
OTNV EAEYYOLEVT] LE EWKOVIKO QApHaKO KAWVIKY dokiun edong III o dvdpeg pe ooteomdpmon.

21V mepiodo PETA TNV KLKAOPOPIa, OTAVIEG TEPIMTAOGELS GOPOPNG CLUTTOUATIKNG VTACPESTIOING
LE OTOTEALEC O, ELGAYMYT| GTO VOGOKOUELD, SUUPBAVTA ametAnTikd Yia T (o1 kot Bovatnedpa
TEPLOTATIKA EYovV avapepbel, Kupiog oe acBeveig vYNAOD KvdHvoL Yo vtacsPectionpio Tov EAafoy
OEVOCOV LA, LLE TO TEPICCOTEPO TEPIOTATIKA VO GLUPAIVOVV TG TPDTES EROOUAdES amd TNV Evapén
¢ Bepamnceiag. Iapadeiypoto TV KAVIKGOV EKONADGE®MY TN GOPOPTC CUUTTOUUTIKNAG




vracPeotiopiog Exovv cvpmepthdfel Tapdtoaon tov dactipatoc QT, tetavia, eMANTTIKEG Kpioelg
Kot petafAandeico vontikn katdotaon (PA. Topdypao 4.4). Ta copuntdpata TG VTacPesTioiog o€
KAMVIKEG HEAETEG e HEVOGOLUAUTN TTEpIAGUPavay TapoicOncieg 1 Suokopuyio Hoodv, GOGTAOT),
OTOGILOVG KO LVTKEG KPATEC.

Agpuotikes Aojumceig

g eELEYYOUEVES LE EIKOVIKO PAPHOKO KAVIKEG dokiuég @dong 111, n cuvoikn cuyvotnTa REaviong
TOV SEPUATIKAOV AOUMEEMVY NTOV TOPOLOLO GTNV OUAON TOV EIKOVIKOD QOPUAKOL KOl TNG
OEVOCOVUAUTNG OE PETEUUNVOTAVGLOKES YOVOIKEG Le 00TEOTOPWON (eukovikd eapuaxo [1,2%,

50 otig 4.041 yvvaikec] évavtt devosovpdunng [1,5%, 59 otig 4.050 yuvaikecg)]), oe dvopeg pe
ooteondpwon (ewovikd pdapuaxo [0,8%, 1 otovg 120 Gvdpec] évavtt devocovpdaunng [0%,

0 otovug 120 Gvopec]), o acbeveig pe Kapkivo Tov HaGTOV 1 TOL TPOGTATN VIO OPUOVIKO ATOKAEIGUO
(ewovikd eappoako [1,7%, 14 otovg 845 acbeveig] évavtt devosovudumng [1,4%, 12 otovg 860
acBeveic]). Aeppaticég AOMEELS TOV 001 YNCAV GE EIGAYMYT 6TO VOosokopelo avapépdnkay oto 0,1%
TOV UETEUUNVOTOVGIOK®Y YOVOIKOV LE 06TEOTOPWOT OV EAUPBav lkovikd @dppoko (3 otic 4.041)
évavtt 0,4% tav yovakov mov Elafav devosovpdunn (16 otic 4.050). Avtd T TEPIOTATIKA TV
KaTd KOPLo AdYo KuTTaPiTIdN. Ol dEpUATIKEG AMOIUDEELG TTOV AVAPEPONKAV MG GOPOPES oveETIOOUNTEG
EVEPYELEG NTAV TOAPOLOLEG OTNV OLAdE TOV EKOVIKOV @apudiov (0,6%, 5 otovg 845) kot v opdda
g devocovudunng (0,6%, 5 otovg 860) otic peréteg mov mpaypatomomnkay o€ acOeveig pe
KopKivo TOL HLOGTOV KOl TOV TPOGTATY.

Oateovékpwon ¢ yvabov

ONI avaeépbnke ondvio, o 16 acBeveic, o€ KAMVIKEG OOKIIEG G€ aGOEVELS e 0GTEOTOPWOGT KOl GE
acBevelg pe kapkivo Tov LaGTOV 1) TOL TPOGTATN VIO OPHOVIKO ATOKAEIGUO CLUTEPIAAUPOVOLEV®V
ovvoAlkd 23.148 acBevav (BA. mapdypago 4.4). Aexatpio and Ta neptotatikd avtd pe ONIT
EUQOVIOTNKOV GE LETEUUNVOTOVGLOKEG YUVOIKES LE 0GTEOTOP®OT KATA TN dtdpkela TG eaong 111
peAéTng eméktaong Enelta and Oepaneio pe devocsovpaunn g kot 10 étn. H cuyvotnta epedviong
g ONI 1jrav 0,04% ota 3 €1, 0,06% ota 5 £ ko 0,44% ota 10 £n Bepanciog e devosovpapm.
O «ivdvuvog ¢ ONI™ avédvetar pe ) dtdpkela ¢ £kBeong otn SEVOSOVUAUT.

O kivdvvog g ONI' a&roroynfnke eniong 6To TANIGLO aVOSPOMIKTG HEAETNG KOOPTNG HeTaED 76.192
UETEUUNVOTOVGLOK®Y YOVOLKOV TOV glyov apyicel Tpoceata Oepomneia e devocsovpdumn. H
ouyvotnta epedvions g ONI frav 0,32% (95% dibotnpa epmetosvvng [CI]: 0,26, 0,39) petald
TV acBevov mov giyav AdPel devocovpdunn yuo dtdotnpa £og kot 3 £tn kot 0,51% (95% CI: 0,39,
0,65) peta&d twv acevav mov giyov AdPet devocovpdumn yio Stéotnpo £0¢ Kot S £t
mapaKoAovOn oG,

Atormo katdyuoato 100 unpioiod 0oTov
210 KMVIKO TPOYPAULO TG OGTEOTOPOOTG, ATV KATAYLLOTO TOV UNPLOioL 0GTOV £Y0VV GOV
avapepbel og acbeveic Tov ElaPav Oepaneio pe devosovpaunn (BA. Tapdypago 4.4).

Exxolrwuaritioo

Xe [io eEleyyOUEVN LE EIKOVIKO QAPLOKO KAVIKT dokiun @dong I mov mpaypatortonOnke oe
acOeveic pe kapkivo Tov Tpoatdtn mov AduPavay Oepameio otépnong avdpoyovav (ADT),
mapaTnpnOnke dSvoavaroyia oTig avemBOUNTES EVEPYELES TOV APOPOVCOV TNV ELPAVIOT
ekkoAnoporitdog (1,2% pe 1 devosovpaunn, 0% pe to siovikd eappako). H cuyvoétnta epepdviong
NG EKKOATOUATITIONG TOV GLYKPIGIUN HETAED TV OpAd®V OEPUTEING GE LETEUUNVOTAVCIOKEG
YOVOIKEG 1 AVOPES LLE OGTEOTOPWST] KO GE YUVOIKES TOV VITOPAALovTay o€ Bepameia [Le AVOGTOAEIS
OPOUOTACTG Y1 LT LETAGTATIKO KAPKIVO TOV LAGTOV.

2neTICOUEVES LUE TO PAPUOKO AVTIOPAOEIS DITEPEVOLTONTIOG

210 peTeYKPTIKO TEPPAAAOV, CIAVIEG TEPIMTMOGELG OYETILOUEVNS LE TO PAPLOKO VITEPELALCONGIOG,
ovumeptloppavopévev tov eEavinuatog, g Kvidwong, d10YKmoT TV TPOSMTOL, TOV £PLONLLATOG,
KOl TOV OVOUPUAOKTIKOV aVTIOPAcE®DY €YoV avapepbel og acbeveic mov Aapupdavouv devoGovpaumT.



Mbvookeletiko aAyogs

MvockereTiko dAyog, cupmepLaUPovorévay cofapdv TEPICTATIKAOV, £xel avapepbel o acbeveic Tov
ELafov 0eVOGOVUAUTT TNV TEPTOO0 UETE TNV KUKAOPOPID, TOV. e KAVIKEG SOKIUEG, TO LVOGKEAETIKO
GAyoc NTaV TOAD GLYVO TOGO GTIV OUAA0 TNG OEVOGOVLAUTNG OGO KOl TOV EIKOVIKOD QOPUAKOV.
MvookeheTikd GAY0G TOL 001 YEL GE SlaKomN TN VIO HEAET Bepameiag RTov Oyl cLYVO.

Aetynvoerdon popuarevtica eCovlnuoto,
"Exovv avaeepBel Aeyynvoedn eapuakeutikd e&avonuata (). avtidpaoel te lKovo opaion

Aeymva) oe aobeveig oty mepiodo Uetd TV KukAoPopia TOV PAPUAKOV.

AlLot e1dkoi mAnBvopoi

Houdrorpiog ninQvouog

H devocovpaunn dev Oa mpémet va yprolonoteitan o€ modaTpikovs acheveig (Mlkiog < 18). ‘Eyet
avapepBel cofapn vrepacPeotiopia (PA. Tapdypoo 5.1). X opiopéva TEPIGTATIKE KMVIK®OV
oKDV epPavioTnKoy eTTAOKEG AOY® o&eiog veppikng PAGPNC.

Negpin dvolertovpyio

e kKMvikég peréteg, ot acbeveig pe soPapn veppikn dvoiertovpyio (KABapon KpeaTviving

< 30 ml/min 1} avtoi mov vroPdAilovrav ce eEmveppikn KabBapor, dSiETpeyav HeyoluTePo Kivouvo
vracPBeotiopiog av dev Adpavay courinpopato acBeotiov. H enapkng npdécinym acPeotiov Kot
Brrapivng D elvatl onuavtikn oe acBeveic pe cofapn veppikr| dvchettovpyia 1 o€ acbeveig mov
vrofarrovtal og eEmveppikn kabapon (BA. Tapdypago 4.4).

Avaopd mbavoroyoduevav avemBounTmv VEPYEIDV

H avagopd mbavoroyodpevov avemBountov evepyeumv PETA amd T yopnynon adelog KukAopopiog
TOV QOPUAKEVTIKOV TPOIdVTOG eivar onuovTikn. Emitpénet T cuveyn mopakolovdnon e oyEong
0PELOVG-KIVOHVOL TOV QUPLAKEVLTIKOD TPOIGVTOG. ZNTEITOL ad TOVG EMAYYEAUATIEC VYELOG VO
OVAPEPOVY OTTOIEGONTOTE TOOVOLOYOOUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOBVIKOD GUGTHIOTOG
avapopdg mov avaypdeetor oto Hopdptmua V.

49 Ynepdoooloyia

Agv vdpyel epmelpia pe vrepdocoroyio og KMvikEC pedétes. H devosovpaunn éxet yopnynOel o
KAMVIKEG peEAéTeG ypnouonoldvtag 060€lg £o¢ 180 mg kabe 4 efdouddeg (apoloTiKég dOGEIC £MC
1.080 mg o€ didotnpa 6 pnvav) kot dev TapatnpnOnkay emmAéov avemBounteg vEpyetec.

5. DAPMAKOAOI'IKEX IAIOTHTEX

5.1 ®@appoKodVVONIKES 1OLOTITES

Dappokobepoanevtikn Katnyopia: Pappoxa yio Oepaneio Taboce®v TOV 06TOV - AAAO QApLOKA LE
dpbion oto petaforopd Tov ootdv. Kwduog ATC: M05BX04

To Bildyos &ivot Bro-opog1dég @appokevtikd npoiov. Aentouepeic minpopopieg eivor dabéoipeg otov
dkTLOKO TOTO TOov Evponaikod Opyaviopod @oppdkmv: https:/www.ema.europa.eu.

Mnyoviopuoc dpdonc

H devocovpaunn sivat £va TANpwg avBpdmivo povokAwvikd avticopo (IgG2) mov otoyedel Ko
oULVOEETOL e LYNAN cuyyéveln Kot edkotnTo pe 10 RANKL, mpoAapfdvovtag v evepyomoinen tov
vrodoyEa Tov, Tov RANK, oty empdveia Tv Tpddpopov 06TEOKANGTOV Kl TV 0GTEOKANCTOV. H
mapeunddion g oArnienidopaong RANKL/RANK avaotédAel Tov oynUaTIoUo, T AELITovpYia Kot TNV
eMPBimon TV 06TEOKANGTMOV, HEIMVOVTOS LE OVTOV TOV TPOTO TNV 0GTIKY| amoppdPNoT TOGO GTO
ouumayn 660 KOl 6TA GTTOYYMON 0OTAL.
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/

DapLoKodVVaUKES ETOPEGELC

H Ogpamncio pe devosovpaunn peimoe ypiyopa To pubpd 0GTIKNG OVOKATACKELNC, PTAVOVTUG OTN
YOUNAOTEPT TN GTOV 0pO Y1 TOV SEIKTN 00TIKNG amoppopnong tomov 1 C-tedomentidwn (CTX)
(neioon 85%) v 3n nuépa, Vi 1 ev AOY® peiwon dtatnpndnke kaboro to diotnuo HeTaéd TV
docewv. Metd 10 mépag kdbe [ecodooTnatog xopnynong, n Hetwon tov CTX perplaotnie gv uépet
amo ) péyotn peimon tov > 87% oe > 45% mepinov (€bpog 45-80%), delyvovtag tnv
OVOCTPEYILOTNTO TOV EMOPACENDY TNG OEVOGOVUALITNG GTNV OGTIKT OVOKATAGKELT] TOV CTLLEUDVETAL
LE TN Helmon TOV ETEI®Y TOL GTOV 0pd. AVTEG 01 emdpaoelg datnpndnkay 660 cuveyllotav M
Oepameia. Ot deikTeC 0GTIKNG EVOAAAYNG EPTACAY GE YEVIKEC YPALUEG OTO EMITENQ TPV GO TN
Bepamneio og ddotnua 9 unvov petd v televtaio 06on. Katd v enavayopnynon, n Leiwon tov
CTX amd T dEVOGOLUAUTN NTOV TOPOUOL0 LE QLT TOV Tapotnphnke o€ acbeveic mov apyilovv
Oeponeio pe SEVOGOLUAUTN Y10 TPDTH POPA.

AvocoyovikdtnTa,

Koatd ) ddpxeta tng Oepameiog [Le SEVOGOVUAUTN EVOEXETAL VO AVOATTUYOOVV OVTICOUOTO EVOVTL TNG
devoGovpauTNG. Agv éxel mapotnpndel TPOPAVAG GVGYETIGUOC TNG AVATTLENC UVTICOUATOV LE TN
(OPLOKOKIVITIKY, TNV KAWVIKT 0vTOmOKpIion 1 ovemounto copfav.

KAwvikn omoteAeGUOTIKOTITO KOl GCQAAELN OE LETEUUNVOTOVOIOKES YUVOUIKEC UE 0GTEOTOPWOT)

H amoteleopatikdtnTa Kot 1 0o@AAELD TNG OEVOGOLUAUTNG YOPTYOOUEVOL Uid popd kdOe 6 punveg yia
3 &1 digpevvnOnke o petepunvoravotakes yovaikeg (7.808 yuvaikeg nAkiog 60-91 etwv, amd Tig
omoiec 23,6% &iyav kOplo KaTdypota TG omovOLAMKNG 6TAANG) pe T-score 00TIKNAG TUKVOTNTOGC
(BMD) g 00¢viKIg Loipag TNG GTOVOVAIKNG GTHANG 1] TOV OAKOV 1oYiov KT TNV Evapén g
ayoyng pneta&y —2,5 kol —4,0 kot péon andivt 10et) mboavotnta kotaypdtov 18,60% (dekatnuopia:
7,9-32,4%) ywo peifova ooteonopotikd kataypota kot 7,22% (dekatnuopa: 1,4—14,9%) yuo
Katdypata tov wyiov. [Muvaikec o1 omoieg Eémaocyov amd ahieg acbéveieg  AauPavoy Bepameieg mov
pmopel va ennpedlovv T 00Td anokAgicTnKoy and ) cuykekpiévn perétn. Ot yovaikeg Adppavay
oVUTANp®pate acPestiov (tovAdyiotov 1.000 mg) kot Prrapivng D (tovAdyiotov 400 IU)
KaOnuepwva.

Eridpoon ora omovovlika katayuoza
H devocovpdaunn peimoe oNUOVTIKA TOV KIVOUVO VE®V GTTOVOLAIKOV Katayldtmv pnetd and 1, 2
kot 3 € (p < 0,0001) (BA. mivaka 2).

Mivokoag 2 Emidopacn TG 6evoG0UVRIUTNG 6TOV KivOUVO VE®V GTOVOVAIKAV KUATAYRATOV

0600670 yovouk®v pe kataypa (%) Mzeimwon Meiowon
Ewkoviko ¢appaxo Agvooovopdpmn TOV 0TOAVTOV TOV GYETIKOV
n = 3.906 n =3.902 Kivoovov (%) Kiwvovvov (%)
95% CI) 95% CI)
0-1 érog 2,2 0,9 1,4 (0,8, 1,9) 61 (42, 74)**
0-2 ém 5,0 1,4 3,5(2,7,4,3) 71 (61, 79)**
0-3 ém 7,2 2,3 4,8 (3,9,5,8) 68 (59, 74)*

*p <0,0001, **p < 0,0001 — dtepguvnTikn avaivon

Enidpoon oro katayuozo tov 1oyiov

H devocovpdunn enédeille oyxetikn peimon Tov Kivdhvov Katdypratog Tov woyiov katd 40% (peioon
TOL OALTOL KvduvoL katd 0,5%) e dotnpa 3 etdv (p < 0,05). H cuyvotnta eppdaviong tov
Kataypdtov tov wylov frav 1,2% oty opdda Tov gikovikol gapudkov Evavtt 0,7% otnv opndda g
dEVOCOVUAUTNG oTa 3 XPOVIA.

Ye pia post-hoc avdivon o yovaikeg > 75 et@v, SlomoT®ONKE e TN 0EVOCOVUAUTT LEIDOT) TOV

oYETIKOV KvdvvVoL Katd 62% (1,4% peimon tov andivtov kvdvvov, p < 0,01).
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Ernidpaon oc dla ta khvike, kotdyuozo.
H devocovpaumn peimoe onpavtiKd To KoTaypato o OA ta £101/0Aeg TIg OpadEg Kotaypdtmv (PA.
nivaka 3).

Mivekag 3 Emidopacn TG 0evoGOVUIUTIG 6TOV KiVOUVO KAVIKAOV KOTOYRLATOV GE 1G0T,
3 gtV

IHo60676 yovok®v pe kKataypa | Meioon Meimon
(%)" TOV ATOAVTOV | TOV GYETIKOV

Ewoviké Agvooovpdpmn | Kwvdvvov (%) | kKivddvoo (%)

Qappoxo n =3.902 (95% CI) (95% CI)

n = 3.906
Omolodnmote KAVIK KéTorypa! 10,2 7,2 2,9 (1,6,4,2) 30 (19, 41)***
KMvikd omovévlikd Kataypo 2,6 0.8 1,8 (1,2, 2,4) 69 (53, 8O)***
Mn-cmovavhikd Kéraypo’ 8,0 6,5 1,5 (0,3, 2,7) 20 (5, 33)**
Meilov un-cmovouAKo 6,4 5,2 1,2 (0,1, 2,2) 20 (3, 34)*
Koypa’
Meilov 06TE0mOPOTIKO 8,0 5,3 2,7(1,6,3,9) 35 (22, 45)***
Kéraypo’

*p <0,05, **p = 0,0106 (devtepedov KATOANKTIKG ONUEIO TTOV GOUTEPIANPONKE G TOAAATAN TpOTAPLOYH),
**¥p <0,0001

* Zoyvomro epedviong avembountov evepyeldv Paoet extipnoemv Kaplan-Meier ota 3 ypovia.

! TlepthapBéver Ta 1KAMVIKG GTOVOVAKG KoL T ~-GTOVILAMKE KOTAYLOTO.

2 Aev mepthopBavel To. KATAyLoTo, TV GTOVSDAMY, TOV Kpaviov, Tov Tpocdmov, Tng KATm Yvadov, Tov
LETOKOPTIOV, KAl TOV QOAGYY®V TOV dOKTOA®V TOV YEPIOV KOL TOV TOIDOV.

3 MephapPaver To KOTAYLOTA TG TVELOV, TOV GIT® GKPOV TOL PNPIAioV, TOV £YYDG TUAHOTOG TNG KVAUNG, TMV
TAELPDOV, TOL €YYVG Bpaytoviov, Tov avTiPpayiov, Kot Tov oyiov.

4 TepthapPaver o KAVIKG 6TOVOLAMKE KOTEYHOTO, TO KATAy AT TOV 16%{0v, Tov avTiBpayiov, Kot Tov
Bpayroviov, dnwg opifovtar amd tov IIOY.

Y yuvaikeg pe BMD tov avyéva tov unplaiov katd tnyv évapén < -2,5, n devosovudunn peiooe tov
kivéuvo pn-omovéviikmv Kataypdtov (Leiwon tov oxetikon kvddvov katd 35%, peimon tov
arolvtov Kvdvvov katd 4,1%, p < 0,001, diepevvntiky avédivon).

H peimon g ouyvomrag eHeaviong VE®V 6TOVOLAKAOV KOTUYUAT®V, KATAYHAT®V TOV 10y i0L Kot
UN-GTOVOLAKOV KATOYUAT®V 0o T OEVOGOVUAUTN o€ dtdotnio 3 €TV NTov oTafepn aveEaptnTg
Tov 10-£100¢ KIVOHVOL KOTAYUOTOG KOTA TNV Evapén Tng ay®ync.

Ernidpoon oty ootiki mokvotyto.

H devocovpdunn avénoe onuovtikd v BMD cg 0lec T1g KAvikég B€oelg mov petprinkay, Evavtt
TOV EIKOVIKOD Qoppakov petd amod 1, 2 kot 3 €. Ze dudompa 3 et@v 1 devocovpaunn avénoe tnv
BMD «até 9,2% otnv oceuikr| poipa g omovoviikng otiing, 6,0% oto oAko 1oyio, 4,8% otov
avyéva Tov pnpaiov, 7,9% ctov Tpoyavinpa Tov wyiov, 3,5% o1o dnw TprtnUdPo TNG KEPKIdAG Ko
4,1% oto ohkd copa (0reg ot Tiég p < 0,0001).

e KMviKég peréteg yio Tnv e&€taon Tov emdpdoemv g dlakonng g devosovudunng, 1 BMD
enavnABe oyeddv ota enineda mpv omd 1 Bepancio o dtdotnuo 18 unvav and v televtaio 66on
KO TOPEUEIVE TAV®O OO 0T TOV TOPATNPHONKOY KOTE TN XOPTYNOT EIKOVIKOD (apudkov. Avtd o
otoyyela detyvouv 6Tt amanteiton 1 cuvexnc Bepameia Le T SEVOGOLUAUTY Yl TN SWLTHPTON TG
dpaiong TOL PAPLOKELTIKOD TPOidVTOC. H emavayopnynon g 0eVOGOVUAUTNG ETEPEPE TAPOLOLN
o0&l oty BMD pe avtd mov mopatnpifnkoy 6tov 1 0eVOGOUUAUTT YopnynOnKe yio TpdTn Qopd.

AVOIKTHGS ETLONUOVONGS UEAETH ETEKTAONS VLo TRV OEPOTELQ THS UETEUUNVOTIODOLOKHS OCTEOTOPWONG

e o0voro 4.550 yovarkav (2.343 devocovpdpmn kot 2.207 eikovikd @apako) ol omoieg Exacay Oyt
TEPIOCOTEPEG OO 10, SOGELG TOL VIO £PELVA POPLOKEVTIKOV TPOTOVTOG OT1 PAGIKT LEAETN TTOVL
TEPTYPAPETOUL TOPATAV®D KOl OAOKANPOGAV TNV ETICKEYT 6TOV Pva 36 TNG LEAETNG CULPOVICOV VL
GUUUETAGYOVV GE 10 7€TT], TOAVEDVIKT], TOAVKEVTPIKT], OVOIKTI|G EMIGTLOVOTG, LOVOD GKEAOVG EAETN

12




EMEKTOONC Y10 TV 0ELOAOYN O TG HOKPOTPOBEG NG ACPAAELNG KO ATOTEAEGLLATIKOTITOC TNG
devosovpaumng. Olec ot yovaikeg otnv HEAETN EMEKTAONC EXPOKELTO VO Adfovv devosovpdunn 60 mg
Kkd0e 6 unveg kabmg kot acBéatio nuepnoing (tovAdyiotov 1 g) kot Brrapivy D (tovidyiotov 400 1U).
Yvvolkd 2.626 acBevelg (58% and Tig yuvaikeg TOV GUUTEPIANPONKAV 0T HEAETN EMEKTACTG, ONA.
34% TV YOvaIK®V oL GLUTEPIANEONKAV 6T PACIKN LEAETN) OAOKAN pOCAY TN LEAETN ETEKTOCNC.

Y1ovg acBeveig mov Ehafav devocovpdaunr yio 10 € n BMD avéndnke amd tnv apyikn Tiun
avagopds otn Paocikn perétn katd 21,7% oty ooevikn poipa g omovovAkng othAng, 9,2% oto
0AKO 1oyi0, 9,0% otov avyéva Tov unpaiov, 13,0% otov tpoyavimpa kot 2,8% 610 dnw Tprenudplo
g kepkidag. H péon tiun T-score ootikng mukvotntag (BMD) g oopuikng poipag tng OTovOLAIKNG
OTHANG 6T0 TEAOG TG HEAETNG Ntay —1,3 o€ acBeveig mov Ehafav Bepameia yio 10 €.

H cvyvomto eppdviong kataypdtov a&loloynnke og katoAnKTiko onueio ao@AAELNG 0ALY 1
OTTOTELECUOATIKOTNTO GTNV TPOANYT TOV KATAYLATOV OV umopel va ektiundel Adyw tov peydiov
op1OUOD SOKOTMV Kol TOL GYESIUOUOD TNG LEAETNG OVOIKTNG EMtonLovons. H cmpevtikn ouyvotnta
EUPAVIONG VEDV OTOVOVAIK®Y KOl 1) GTTOVOLAIKMOV KOTAYLATOV NTAV KATA TPocsyyion mepinov 6,8%
kot 13,1% avtictolyme, o acbeveig mov mapéuevay oe Bepaneia pe devocovpdumn yo 10 £t

(n = 1.278). AcBeveic mov dev OAOKAPOGAV T1) LEAETT Y10 OTTOLOONTTOTE AOYO £l 0V VYNAOTEPQ
TOGOGTA KOTAYLATOG KOTd TV Ogpameio.

Agxozpia meprotatikd ooteovEKp®ong g yvabov (ONI) ta omoia emAbOnKav kot dvo drvmoa
KOTAYHOTO TOV UNpLeiov 06ToL T 0moia EMAVON KAV, cuVERNoaY Katd T1 JtdpKeLd TN LEAETNG

EMEKTOONC.

KAwikn omoteAeoHOTIKOTTO KOL ACQAAELNL OE AVOPEC LLE OOTEOTOPMON

H amoteleopatikdOtnTa Kot 1 0o@AAELD TNG OEVOGOLUAUTNG 1io popd kb 6 uives yuo 1 £tog
diepsuvnOnkav g 242 dvdpec nhkiac 31-84 stdv. AcBeveic pe eGFR< 30 ml/min/1,73 m?
amokAgiotTnray and ™ dokun. Olot ot dvopeg Erafov Kabnuepvd coumAnpope acfectiov
(tovAdyotov 1.000 mg) kot Prrapivng D (tovidyictov 800 1U).

H «dpro petafAnt g amoteAespLaTikOTNTOG NTAV 1 €K0TooTlaia petafoin g BMD oty oo@uikn
poipa g omovOVAIKNG GTAANG, dev a&loAoyNONKe 1 omotelecuaTikOTNTA 6TO KoTdypoto. H
devosovpaunn avénce onpavtikd tnv BMD og 6ha o KAvikd onueia 6tov petprinke, oe oyéon pe
TO €IKOVIKO pApuako otovg 12 punveg: 4,8% otnv ooeuikn poipa g 6movovAikng otAng, 2,0% cto
oMk woyio, 2,2% otov avyéva Tov Pnploiov 06tov, 2,3% GTov TpoyavTipa TOL 1o)iov, kot 0,9% oto
G Tprpoplo g kepkidag (0Aec ot Tipég p < 0,05). H devoocovudunn avénce tnv BMD g
0GQLIKTG HLoipag TG 6TOVOLAMKNG GTAANG Ao TV apykn Tun oto 94,7% tov avopdv oto 1 tog.
Inuoavtikég avénoeig oty BMD oty oopuik poipa tng omovovMkig 6THANG, To oAkd 1oyio, Tov
VYEVO TOV UNPLOIOL 0GTOV KOl TOV TPOYOVIN PO TOV 1o)iov Topatnpninkay otoug 6 pnveg

(p <0,0001).

Iotoloyio 06TOD GE UETEUUNVOTTOVGLOKES YUVOIKEC KOl AVOPEC LE OGTEOTTOPWOT)

AZ1oloynOnke 1 16TOAOYIO TOV 0GTOV G€ 62 LETEUUNVOTAVGLUKES YUVOIKEG LE 0GTEOTOPWON 1
YOUNAT ootk pala petd and 1-3 ypdvia Oepamneiog pe devosovudumnn, ot onoieg eite Elafav yio
TPMTN Popd Bepameia Yo TV ooteonOpwon gite eiyov Aafel Tponyovuéveg Bepomeio pe
aievopovdrn. [levivta evvéa yovaikeg ovppeteiyov otnv vropeAétn pe froyia 06TMV 6T0VG 24 PNveg
(n =41) B/xar otov ufvo 84 (n = 22) g UeAETNG EMEKTAONC OE LETEUUNVOTOAVGLOKEG YOVOAIKEG UE
ooteondpwon. H 1otoroyia tov ootdv agloloynnke eniong oe 17 Avopeg |l 0GTEOTOP®OT UETA 0T
1 ypdévo Bepamneiog pe devocovpdpunn. Ta anotedéopato TG Proyiog 00TOV €615V PLUGIOAOYIKY|
OPYLITEKTOVIKT KO TOLTNTO TV 0GTAV, Y0PIG EVOEIEELS dlaTOPAYDV TNG EMUETAAADONGS, WVDIOVE
TOPOL 1 tvwong tov poehov. To IGTOHOPPOUETPIKE EVPNLOTA GTH LEAETT EMEKTAONG CE
LETEUUVOTIAVGIOKES YUVOIKES [LE 0GTEOTOP®AST £6€1E0V OTL 01 AVTIOTOPPOPTTIKEG EMOPAGELG TNG
OEVOCOVUAUTNG, OTMG LETPNOMNKOV LLE CLYVOTNTA EVEPYOTTOINGNG KOl pUOLO 0GTIKOD GYNUATICHOD,
dtnpnOnkav pe v mapodo Tov Ypovov.
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KAwikn omoteAeoHaTIKOTITO KOl A0QAAELN 0E 0.00EVEIC UE 0OTIKN OTMALLN TOVL oyeTileTON LE TN
oTEPNoN AVOPOYOVAV

H onoteleopatikdtnTo Kol 1 0GQAAELN TNG OEVOGOVUAUTNG YOPTYOOLEVOL Lo popa KABE 6 uiveg yio
3 £ dlepevvnONKe oe AVIPEC LE IGTOAOYIKA EMPEPALOUEVO UM LETAGTATIKO KOPKIVO TOV TPOGTATY
7ov AdpPavay ADT (1.468 dvdpeg niikiog 48-97 etcdv) mov SiETpeyav ovénpévo Kivouvo Katdyprotog
(mov opiletar wg nAkia > 70 etmv N < 70 etV pe T-score BMD g 0o6@uikng poipag tng
OTOVOVAIKNG GTHANG, TOV OALKOV 1GY10V 1 TOV awyéva, Tov pnptaiov < -1,0 1§ 16T0pIKO 0GTEOTOPOTIKOD
katdypatog). Olot ot avopeg Adpupavay couminpouate acpestiov (tovidyiotov 1.000 mg) kot
Brrapivng D (tovidyiotov 400 1U) kabnueptva.

H devocovpaumn avénoe onuavtikd v BMD cg 6Aeg Tig KAvikég B€oelg mov petpndnkoy, e oyxéon
ue T Bepoameio pe eucovikd edpuaxo ota 3 ypovia: 7,9% oty 0ceUIKY Hoipa TNG GTOVOLAIKTG
oTNANG, 5,7% 610 0AKO 1oyi0, 4,9% oTOV aVYEva Tov pnpraiov, 6,9% cTov TpoYAVTHP TOL 1610V,
6,9% oto anw Tprtnpopto g Kepkidos kat 4,7% oto olkd cdpa (0reg or Tipég p < 0,0001). Ze pa
TPOOTTIKA TPOYPUUUATICUEVT] SIEPEVVITIKT] OVAAVGT, Topatnpndnke onuovtikn avénon tg BMD
NG 0CELTKNG HOIPAG TNG GTOVOVAIKNG GTHANG, TOV OAMKOD 16YI0V, TOL ALYEVO TOV UNPLOIOV KOl TOV
TPOYAVTNPA TOL 1oYiov péoa oe 1 poMG uiva petd v apyikn 66on.

H devocovpaumn enédeiée onuUovTIKn LEIMOT TOV GYETIKOD KIVODVOD VE®V GTOVOVAIK®OV KATOYUAT®V:
85% (uelwon tov amdAvTOL Kvdvvou Katd 1,6%) oto 1 €toc, 69% (ueimwon Tov amdAVTOL KIVILVOL
Kkatd 2,2%) ota 2 £t ko 62% (peiwon Tov andAvTov Kivdovvov kotd 2,4%) ota 3 £t (dheg ot Tiég
p<0,01).

KAwikn omoteAeoHaTIKOTITO KOl A0QAAELN o€ 0.00EVEIC LE 0OTIKT OTMAELR TTOVL oyeTICETOL LE TN
GLUTANPOUOTIKY Ogpomeio e aVOGTOAELS TNC APOUATACTC

H onoteleopatikdtnTo Kol 1 0GQAAELN TNG OEVOGOVUAUTNG YOPNYOOLEVOL Lo popa KABE 6 uiveg yio
2 €11 dlepeuvNONKaY G€ YOVOIKEG e UN-UETOOTOTIKO KOPKIVO TOV HaoTo (252 yuvaikeg nAikiog 35—
84 etiv) ko T-score BMD tng 06QUikig Hoipog TG 6movOLAKNAG GTAANG, TOL OAKOD 10YI0V 1} TOL
avyéva Tov pnplaiov Kot v Evapén g aymyns petald -1,0 kot -2,5. Okeg ot yuvaikeg Adpfovay
GUUTANP®UOATIKY oYy acBeotiov (tovAdytotov 1.000 mg) kot Brrapivng D (tovAdyiotov 400 IU)
KaOnpepwva.

H «dpro petafAnt anoterecpatikdtntog nray 1 mocootiaio petafoin g BMD oty oo@uikn
Hoipa TG GTOVOVAIKNG OTAANG, VD 0V a&10A0YNONKE 1 ATOTEAEGLATIKOTITO KOTH TOV KOTOYHATOV.
H devocovpaumn avénoe onuavtikd v BMD cg 6Aeg Tig KAvikég B€oelg mov petpndnkoy, e oyxéon
pe  Bepaneia pe eucovikd edppaxo ota 2 xpovia: 7,6% otnv oceuiKN HLoipa TG GTOVOLAIKYG
oAng, 4,7% oto olikd 1oyio, 3,6% otov avyéva Tov unpraiov, 5,9% ctov Tpoyavinpa ToL 1Wyiov,
6,1% o710 4nm TprTnuoplo TG Kepkidog kot 4,2% oto olkd cdpa (0Aeg ot TipéG p < 0,0001).

Oepameio TNEC 0OTIKNC OTMAELONC TOV oYeTICETUL LE GLOTNUATIKY OEpomeio ne YAVKOKOPTIKOELWON

H anoteleopotikdma Kot 1 as@Iren TG devocovpaunng depevvinkav oe 795 acbeveic (70%
yovaikeg kot 30% avopeg) nhwiag 20 éwg 94 etmdv mov EhaPav Bepaneia pe > 7,5 mg mpedviidvng
YOPNYOVUEVNC NUEPNCIMG atd 6TOUATOG (1] 1600VVALOL).

MehetnOnkav dvo vrorAnBucpoi: cuvéyiong tng Bepameiog pe yAvikokoptucoedn (= 7,5 mg
TpedVILOVIG 1 1IG0VVALLOV TUEPNGIMS Yo > 3 Ufvec TPV TNV gyypapr| otn perétn, n = 505) kon
évapéng g Bepameiog pe yAvkokoptikoedn (= 7,5 mg mpedvilovng N 10000VapOD UEPT OIS Yo

< 3 pnfveg mpw Vv £yypaen otn perétn, n = 290). Ot acBeveic TuyoromomOnkav (1:1) yio va Aafovv
elte devosovpdumn 60 mg pio popd vrodoping kdbe 6 uRveg eite S Mg plLoevopovatn pia eopd
nuepnoing ond otdépatog (OpacTiKd PApLaKo eAEYYXOV) Yo 2 £11. Ot acBeveic Adpupovay
CUUTANPOUATIKN ayY acBeotiov (Tovhdyiotov 1.000 mg) kot Brrapivig D (tovidyiotov 800 IU)
KaOnuepva.
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Eridpoon otnv oouikn moxvotyro, (BMD)

Y10V vwomAnfucpd cuvéyiong e Bepaneiog e YAUKOKOPTIKOEW, 1 OEVOGOVUAUTN KaTEdEIEE
peyodvtepn avénon g BMD g oopvikig poipag TG 6TovOLAIKNG GTHANG GE GUYKPIOT LE TN
plogvdpovatn oto 1 étog (devosovpaunn 3,6%, pioevdpovan 2,0%, p < 0,001) kot ota 2 €t
(6evooovuaunn 4,5%, pioevdpovarn 2,2%, p < 0,001). Ztov vrorAnbovouod évapéng g Beponeiog pe
YAVKOKOPTIKOELDT], TO dEVOGOVLUAUTT KaTEdEIEE peyoivTtepn avénon g BMD tng ooeuikng poipag
NG OTOVOLAIKNG GTNANG € GUYKPLoN UE TN plogvdpovarn oto 1 €tog (devocovpaunn 3,1%,
progvdpovatn 0,8%, p < 0,001) kot ota 2 £t (devocsovpudpnn 4,6%, pioevdpovatn 1,5%, p < 0,001).

Emumdéov, n devocovpdunn katédelée onpuaviikd peyoddtepn péorn nocootiaio ovénon tg BMD tov
0AK0D 1010V, TOL CVYEVA TOV UNPLOIOL KoL TOV TPOYOVINPO TOV 1oyiov amd v Evapén TG aymyng o€
GOYKPLOT] LE T PLOEVIPOVATY).

H peiétn dev eiye ) dvvarotnta va katadeilel dtapopd ota katdypata. 1o 1 £10¢, 1 enintmon véwnv
OKTIVOAOYIKA EMPEPUOUEVOV GTOVOLAIKDVY KOTAYLATOV 6TOVG 060eveic tav 2,7% (devosovpdaun)
évavtt 3,2% (pioevdpovartn). H erxintwon tov un 6movovAkdv Kotayudtov 6Tovg acbeveig ftav
4,3% (devooovpdaumn) évavtt 2,5% (piogvdpovdrn). Xta 2 €1, ot avtiotoyot apBpoi nrav 4,1%
évavtt 5,8% ywo véa axtvoloykd emieParmpéva omovovikd katdypata kot 5,3% évavtt 3,8% yo
un orovovAkd Koatdypota. To TeptocOTEP KATAYLOTO ELEAVIGTNKOY GTOV VTOTANOLGUO TN
ouvEyIoNg NG Bepameiog e YAVKOKOPTIKOELD).

Mo rotpkoc TAnfvopde

Mo perdétn povot okéhovg, paong I, yio v a&loddynon e omoTEAECUATIKOTNTOG, TG ACPAAELOG
KO TNG QUPUOKOKIVITIKNG 01e&NyOn o€ Toudid e ateAn ooteoyéveon, natkiog 2 €wg 17 etdv,

52,3% avdpec, 88,2% Kavkdoiot. Zuvolikd 153 cvupetéyovreg Adpfovay apyikd vrodopio (SC)
devocovpaunn 1 mg/kg, émg 60 mg 1o uéyioto, kibe 6 unveg ent 36 unvec. EENvta coppetéyoveg
petéfnoav o yopnynon d6ong kébe 3 pnvec.

Tov pva 12 tov oyAuatog yopnynong 66ong kabe 3 puveg, N petafoirn tov pécov erayictmv
tetpayovev (LS) (tumkd cedipa, SE) and v apyikn tiun ot Pabpoioyia Z-score BMD ¢
0GQVTKNG Hoipag ¢ omovdvAkng otiAng ntav 1,01 (0,12).

Ta mo cuyva avemBounto copPdvio Tov avaEEpOnKav 6To oYNUe XOpNyNorg 06ons Kabe 6 pnveg
nrav apBpodyia (45,8%), dhyog og dxpo (37,9%), ocpuoryia (32,7%) kot vrepacPestiovpia (32,0%).
YnepacPeotiopio avapépOnke katd T ddpkelo yoprynong d0ong kébe 6 pnveg (19%) ko kébe

3 unveg (36,7%). ZoPapd avemBounta cvpfavra vrepacPeotionpiog (13,3%) avapépOniay Katd
dudpkela yopnynong doomng Kabe 3 unveg.

e wa perém enéxtaong (N = 75), mapoatnpndniav cofapd avemBounto coufdavia
vrepacPeotiopiog (18,5%) katd T didpkela xopnynong doong kade 3 pivec.

O peléteg teppatiotnKoy TPOMPO AOY® TNG EUEAVIOTG CUUPAVTOV AmENTIKOV Yio T {1 Kot
VOOTAEWDV GE VOoOKOUEID 0peMdeEVeV Gg vepacPeotiaipio (BA. mapdypapo 4.2).

e pio TOAVKEVTPIKT, TUYALOTOLEVT, SUTAGL TVQAT], EAEYYOLEVT] LLE EIKOVIKO PAPUAKO, TOPAAANA®Y
opadmv peAétn mov deEnyon o 24 mandlaTpikovg acHeVEIC L 0GTEOTOP®GCT EXAYOUEV OO
YAVKOKOPTIKOELN, NAkiag and 5 €wg 17 etdv, yio v a&loldynon g petofoing oto Z-score BMD
NG 00QPLTKNG LOIpaAG TNG GTOVOVAIKNG GTAANG OO TNV apPYIKN T OVOQOPEG, 1| ATOTEAECUAUTIKOTNTO
KOL 7] 0GQAAELD OEV TEKUNPIOONKAY Kal, MG EK TOVTOV, 1| SEVOGOLUAUTT dev Ba Tpémel va
YPTCULOTOLEITAL Y10 AVTAY TNV EVOEIEN.

O Evponaikoc Opyoviopuog apudkmv Exel SOGEL amaAloyn omd TNV VTOYPEMGT VTOPOANG TV
OTOTELEGUATOV TOV PUEAETMV LE TN OEVOGOVUAUTT O OAEG TIC VITOKOTNYOPIEG TOL TAUSLOTPLIKOD
mAnBucpov ot Bepaneio TG 00TIKNG andAELNG TOL oyeTileTON LE Bepameio ATOKAEIGHLOD TOV
OPLOVMV TOV VA0V KOl GE VITOKATNYOPIES TOV TOdaTPLkoh TANBVoHOD NAKioG KAT® TV 2 ETdV 6T
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Oepameio ¢ ooteondpwonc. BAéme mapdypapo 4.2 yio TANPOQOpieg GYETIKA LE TNV TOUOIOTPIKN
xpiom.

5.2  @appoxoKivTIKES 1OOTNTES

Amoppognon

Metd and vrodopia yopnynon doong 1,0 mg/kg, mov mpoceyyilel v eykexpiuévn 66on tv 60 mg, 1
éxbeom Paoer g AUC ftav 78% oe cuykpion pe v evoopAEPia xoprynom oto idto 6060A0YIKO
eminedo. ['a pa vodopia d6om 60 mg, 1 LEYIOTN CLYKEVIPW®OT TG OEVOGOLUAUTNG 6TOV 0PO (Crax)

mov glvar 6 meg/ml (evpog 1-17 meg/ml) onueimdnke o 10 nuépeg (evpog 2—-28 NuéPEC).

Buouetaoynuotiopudg

H devocovpdaunn amotedeital amokAEIoTIKA amd apvoEEa Kot LOATAVOPAKES OTTMOC 1 PUGIKY|
avocooalpivn kot dev givar Tavo va amoPAndel péow unyovicpdv nrotikov petafoiicpon. O
peTafoAoUOG Kot 1) AEKKPIoT) TOV AVOUEVETOL VO akoAOVON GOV TiG 000V KABapoNG TV
OVOGOGQULPIVAV, LE OTOTEAEGLLO T OAOTOCT TOV GE UKPA TETTIOW KO LELOVOUEVO AUVOEED.

Amofoin

Metd ) Chax, T0 €TiTESQ 0p0D pEI®ONKOV UE ¥povo Nuicelag {ong 26 nuepmv (e0pog 6—52 nuépec) ot
dtotnua 3 unvev (evpog 1,5-4,5 univec). Lo mevivra tpio 101G €kato (53%) tov acbevav dev
OVLYVELTNKOV LETPTCLUES TOGOTNTEG OEVOGOVUAUTNG 6 UAVES LETA TN XOPYNOT TOV PAPUAKOV.

Agv mapotnphnke GuocdpeLON 1 LETOPOAN TNEG PAPUAKOKIVIITIKNAG TNG SEVOGOVUAUTNG UE TO
TEPAGLLOL TOL YPOVOV KOTA TN OPTYNOT TOALOTAGY VToddpLov d6cewv 60 mg o popd kdbe 6 urvec.
H @appokokivntiki g 66VvOGOUUAUTNG OV EXNPEACTNKE OO TO CYNUOTIGUO SEGUEVTIKOV
OVTICOUATOV EVOVTL TNG OEVOGOVLAUTNG KoL | TOV TOPOLOL TOGO GTOVG AVOPEC OGO KOl GTIS YOVOIKEG.
H nlcia (28-87 €t1), 1 LA Ko 1 KATAGTAGT TG VOGOL (YOUNAN 06TIKY Hala 1 06TEOTOP®OT,
KOPKIVOG TOL TPOGTATN 1] TOV LOGTOV) OEV POIVETAL ETIOTG VO EXNPEALOVY GTUAVTIKA TN
QOPULOKOKIVITIKN TNG 0EVOGOVAUTNG.

HopoatnpnOnie o tdon peta&d Tov LYNAOGTEPOL GOUATIKOD BAPOVG Kot TNG YapumAdtepng EkBeong
Bacel g AUC kot ™G Ciax. 201060, 1 TAOM 00T 0V Be@piOnke KAVIKE oMLLOVTIKY], EPOGOV Ol
QOPLAKOOVVAUIKEG EMOPACEIS PACEL TV SEIKTOV 0GTIKNG EVOALAYNG Kl TV avéRcemy g BMD
Tapépevay 101eg o€ Peydlo upog COUATIKOD Bapovg.

T'poupikdtnTo/un ypouukoTnTo,

e PeEAETEG KUPOVOLEVG BOOT|G, 1] OEVOCOVUAUTT EXESEIEE UN) YPOLLLIKT, S0GOEENPTOUEVN
QOPUOKOKIVITIKT, LLE YAUNAOTEPT KABOPOT G VYNAOTEPEC OOGEL 1] CLYKEVIPDOGELS, OAAG GYEOOV
avaioyn pe tn 66om avénon g ékbeong Yo docelg 60 mg Kot dvo.

Neoppkn dvoiettovpyio

e pia peAé 55 acbevav o€ d14popa GTASLN VEPPIKNG AEITOVPYING, CLUTEPIAOUPAVOUEVOVY 0GOEVOY
o e&mveppikn Kabapon, o Pabudg tng veppikng ducoiettovpyiag dev eiye Kopio enidpaocn otn
QOPUOKOKIVITIKT TNG 0EVOGOVLAUTNG.

"Exntoon e NrTotikne AEITovpyiog

Agv mpaypatomotidnke kapio 101N peAéTn o€ acbeveig ue Exkntmon T NTATIKNG Asttovpyiag. Xe
YEVIKEC YPOUUES, TO. LOVOKAMVIKG OVTICOUOTE OEV OTOIOKPUVOVTOL HEGH UNYOVICUOV NTUTIKOV
petafoiiopov. H goppokokivntikn e SEVOGOVHAUTNG OV OVOLILEVETOL VO EXNPENCTEL OO TNV
EKTTMOOT) TNE NTATIKNG AELITOVPYING.
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Howatpikde tAnbvoudc

To Bildyos dev 0o mpémet va ypnoylonoleitar o ToudtoTpikovg minbucepuovg (PA. mapaypdeovg 4.2
Ko 5.1).

e pa perém edong I modiatpikdv aclevav pe atedn ooteoyéveon (N = 153), ot péyioteg
GLYKEVTPMGELS TNG OEVOGOVUAUTNG GTOV 0pd Ttopatnpnonkoy v nuépa 10 og OAEg TIg NAIKLOKES
opddes. I'a to oyuata yopnynong 66ong kabe 3 unveg Kot kébe 6 pqveg, TapatnpndnkKe OTL oL LEGEC
EMIY10TEG GLYKEVTIPAOGELS TNG OEVOGOVUAUTNG GTOV 0pO givor vymAdTeEPEC Yo Tondid nAtkiog 11 émg
17 etddv, evid To TOUdLE NAKIOG 2 €m¢ 6 ETOV Elyav TIC YOUNAOTEPEG LECEG EAAYLOTES GUYKEVIPMOGELS.

5.3 IIpoxivikd dgdopéva Yo TNV a6QaAEL0

e peréteg toukotnTog epdmos Kot eravoiapupavopevov 86cewmv og TnKovs cynomolgus, ot 06G€1g
devooovudumns mov odynoav oe 100—-150 popéc peyadldTepn cuoTnUaTKy £K0EoT amd T
oUVICTMUEVT avBpdTIvY 060N dev elyav Kapia ETITTMOOT TNV KOPAYYELOKTY GUGIOA0Yia, TNV
avOpikn M TN Yovoukeio YovipoTnta, oVTe TPOKAAESHV E01KT TOEWOTNTA GE OPYAVA-GTOYOVG.

Aegv €yovv Tpaypatonombet o1 cuvidelg dokpacieg yia TNV aE0AGYNGN TOV SLVALIKOD
YOVIO10TOEIKOTNTAG TG OEVOGOVUAUTNG, EPOCOV TETOLEG OOKILUGIEG OEV EIVOL OYETIKEG LLE TO
OVLYKEKPLUEVO LOPL0. Q0TOGO, AOYM TOV YOPAKTNPLOTIKAOV TOV 1) devocovpdunr Bewpeitar amiBovo va
£XEL OTOLOONTOTE SUVOUIKO YOVISIOTOEIKOTNTOG.

To kapKvoyoévo SuVaLKO TG dEVOGOVUANTNG dev Exel ekTUNOEl o8 Lakpoypovieg ueéTes og (dal.

Ye mpoxkAvikég perétec mov deEnydnoav o knockout movtikia mov otepovvtav to RANK 1 to
RANKL, mapoatnpnonie dratapoyr Tov GYNUATIOUOV Aeppadévav 6to Euppvo. Emiong, og knockout
movtikio Tov otepovvtay To RANK 1 to RANKL mapatnpndnke amovcia mapoaywyng YGAKTog A0y
avaoTOANG TG ®pipovons tov palkod adéva (avaTTuEn KuyeAoeddV Kot AoBLoKOV adEvav KaTd T
SIAPKELN TNG EYKVUOGVVNG).

e pila perémn og mbnKovg cynomolgus gtovg omoiovg yopnyndnkav d0GES SEVOGOLUAUTNG KOTA TN
O1dpKeLo TEPLOSOL TTOV IGOOVVOLEL LLE TO TPMTO TPIUNVO TNG EYKVHOGVUVIE TOV 001 yncav 6€ 99 popéc
peyodvtepn cvomuotiky €ékbeon Pacel g AUC and t cvuvietduevn avlpmmvy d6on (60 mg kabe
6 pnveg), dev vmpEav amodeitels Prafav otn untépa 1 oto EUPpuo. Xe avt T peAéT, dev
e€etdotnKoy ot euPpuikol AepEadéveg.

g GAAn perétn o mBnkovg cynomolgus 6Tovg 0moiovg Katd T S1dpKeLd TG EYKVHOGVVIG
xopnynonke devocovudunn o 06ce1g e 119 popég pueyardtepn cvotnuatikn ékbeon Paoet g AUC
amd v avBpomvny do6om (60 mg kb 6 punvec), eppavioTnroy avENUEVol TOKETOL vekpdv eUPpLV
KO PLETA-YEVVITIKT BvnouotnTa, U QUGIoA0YIKT avATTUEN TMV 0GTMV UE OTOTEAEGUA TV UELOUEVN
OVTOYN TOV 00TMV, LELOUEVT OLLOTOIN o, Kot AavBacuévn evBuypdppucn Tov doviimy, arovcio
MEPLPEPIKDOV AELPAOEVAOV, KOL LELWUEVT] VEOYVIKT avATTLEN. Aev KaBopioTNKE TO EMIMESO Yo Un
TOPUTNPNON AVETIOOUNTOV EVEPYEIDY Y10 TIG OVOTOPAYMYIKEG EXOPAGELG. TTN YPOVIKN TEPI0S0

6 UNvaVv petd omd TNV YEVVIOT], Ol OAACYEG TTOL 0POPOVGOY GTO, OGTH ATOKATOCTAONKAY Kot dgv

v pée emidpactn oTnV avaTon TV doviimy. ORmE, o1 ETIOPACELS GTOVG AEUPUSEVES KOl TN
AavOocpévn vBLYPAUUIOT] TOV SOVTIOV TOPEUEIVAY, KOl EAGYLOTN MG LETPLO LETOAAOTOINGT) O
TOAAUTTAOVG 16T00G Tapatnpnnke o€ éva and ta nelpapotoloma (cuoyétion pe ) Bepomeio sivat
acaeng). Aev vmp&av otoryeia PAAPNG oV UNtépa TPV 0md TOV TOKETO, AVETBVUNTO UNTPIKA
ovuPapata TopatnpOnKoy ondvia Katd Tov TokeTo. H avantuén tov pnTpikdv HosTIK®OY adEVeoY
NTAV PLGIOAOYIKN.

e TPOKAVIKEG LEAETEC TNG TOLOTNTAG TOV OGTMV GE TLONKOLG VIO pakpoypdvia Bepameio pe
OEVOGOL AU, LEIDGELS TV OEIKTMOV OGTIKNG EVOALOYNG GLGYETIOTNKAV UE PEATI®DON TS 0GTIKNG
AVTOYNG Kol PLUGTIOAOYIKT 16TOAOYIN TV 06TAOV. Ta enineda acPectiov EUEAVICAY TAPOSIKN HeimaN
Kot Ta enineda mapabopudvne mapodikn avénon oe modnkektounBévec mbnovg mov Erafav
dEVOGOLLAUT.
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Y& apCEVIKA TOVTIKLO YEVETIKA TPOTOTOMUEVH BGTE Va. eKPpalovy To huRANKL (mwovtikia knock-in),
0T0 0TTO10 TPOKANONKE KATAYLO GTOV PAO10, 1 dEVOGOLUAUT KabBvoTépnoe Ty e£apavion Tov
YOVOPOL KUL TNV OVOKATOCKEVT TOL TOPOV TOV KATAYLOTOS GE GUYKPLOT| LLE TO PAPUAKO EAEYYOV,
OAAG M Propmyovikn avtoyn OV ENNPEACTNKE OPVITIKA.

Knockout movtikia (BA. Tapdypago 4.6) mov otepovviav 1o RANK 11 10 RANKL napovsiacav
UELOUEVO COUATIKO BApOog, PLEIOUEVT] OVATTVUEN TOV 0GTOV KOl [N OVUTOAN TOV dOVIIOV. €
veoyEvvnToug apovpaiovg,  avactoln 1ov RANKL (otoy0g ¢ Oepaneiog pe devocovpdumn) pe
VYNAEG dOGELS TEYVITNG 00TEOTPOTEYEPTVIG GLUVOEdEUEVTC 6To popto Fe (OPG-Fe) cuoyetiotnke pe
OVOOTOA TNG AVATTLENG TV 00TMV KOl TNG OVATOANG TOV dOVIIMV. L€ OVTO TO LOVTEALD Ol OAANYES
ATAV LEPIKADC OVACSTPEYILEG OTOV dlokOTNKE 1 Yopnynon 06cewv avacstoréwv Tov RANKL. 'Eonpa
Tp®TEVOVTA ONANGTIKA oTO OTToi0. YopNnYNOnKe devosovpdunn og docelg 27 kat 150 popég
peyorvtepeg (10 kot 50 mg/kg) amd v KAvikn €kBeom REAVIoAY U1 PUGIOAOYIKEG AVENTIKES
nmAakes. Emopévac, n Bepaneia e dEVOGOVUAUTN UTOPEL VO LEUDGEL TNV OAVATTUEN TMV 0GTOV GTO
TOOLA [LE OVOIKTEG ENTIKES TAGKEG KO VO, AVOGTEILEL TNV AVOTOAT TV SOVTIDV.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Katahloyog ekdéymv

O&wo 0&v, Tayopopeo™

Ydpo&eidio tov vatpiov (Y pubuion tov pH)*

YopPiroin (E420)

[MoAvcopPiko 20 (E432)

"Ydmp yio evéoyua

* To 0&kd puOpIoTIKS didAvpa oynuotileTon pe TV avauelén o&ikov 0&€og e vdpoeidio Tov vatpiov

6.2 AcvpupototnTeg

EMelyet pedetdv oyetikd pe T cupufatodtnTa, 10 TopoV QUPLUKELTIKO TPOIdV OV TPENEL VAL
OVOUELYVOETOL UE GAND POPLOKEVTIKE TPOTOVTAL.

6.3 Awdpkero Cong

18 pnveg

Egpbdoov PByet and 1o yuyeio, to Bildyos umopei va puidoocetal o€ Ogppokpocio dopatiov

(néyp1 25°C) ywo drdotnpa £og 30 nuépeg oty apyikn cuckevooia. [Ipénet va ypnoiporomn el viog
1OV SoTHOTOG TV 30 NUEPDOV.

6.4 Idwitepeg TPoPULAEELS KOTA TNV QVAGEN TOV TPOIOVTOG

dvrdoocete o€ yoyeio (2°C — 8°C).

Mnv KotayOyeTe.

Dvldocete TOV TEPLEKTT 6TO EEMTEPIKO KOVTI Y10 VAL TPOGTOTEVETOL OO TO PG,

6.5 ®@bon Kol 6VOTUTIKA TOV TEPLEKTN

Bildyos 60 mqg evécwo didivua og Tpoyspouévn cLPLYYo.

"Eva ml 10AdH0T0C 68 TPOYEGUEVT] GUPTYYO oG ¥PNoNG Ao YuaAl Tomov I pe feldva amd
avo&eldmTo atodl dapétpov 29 -gauge, Le UNYOVIGHO KGAvyng aopolieiog Tng Pehdvag.

Yvokevacio TG g TPOYEHGUEVIC GUPLYYOS, TTOL TAPOLGLALETOL LECH GE GUGKEVOGTO LE KOWENEC
(Tpoyeuopévn olpryya e UNyovioud KaAvyng acpaieiog tng felovag).
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Bildyos 60 mg evécwuo dtdivua

"Eva ml dtoAvpatog og graridio pog ypnong (Yool tomov 1) pe mopa amd Ppopofoutuoiikd ehactikd
KOl TOUATO Atd GLVOVAGHO AAOVUIVIOV-TAAGTIKOV, TOV TTEPLEYEL 60 My SEVOCOLUAUTT).

YV0KEVOGIEG TOL EVOG PLOALdioL.
6.6 Iowitepeg TPOPULAGEELS amOPPIYNS KoL GALOG YEPLOOG

Bildyos 60 mg evéocwo Sidhvua oe wpoyegpouévn cbpryyo

. Ipw amd ™ xopnynon, to didivua Bildyos npénet va eléyyetar omtikd. To diddlvpo evosyeton
VO TEPLEYEL YYVOTOCOTNTEG NUSLOPAVDV £ AEVKDV TPOTEIVOIY®V COUOTIOIOV. MnV
YPNOUYLOTOLEITE TO dLIAVHA EQV EIVOL VEPEADIES 1) ATOYPOULOTIGUEVO.

. Mnv avoxkiveite.

. I"a va amoeidyete T Svseopia otn BEon Eveonc, aENoTE TNV TPOYEUIGIEVT) GUPLYYO VO PTAGEL
o€ Beppokpacio dopatiov (LExpt 25°C) mpv amd v £veon Kol eyy0oTE apyd.

. Eyybote 6Ao 10 eplexdevo TG TPOYEUIOUEVTG CVPLYYOLC.

Bildyos 60 mg evéocuo ditdivua,

o Ipwv amd ™ xopnynon, to didivua Bildyos npénet va edéyyetar omtikd. To Sidlvpo evdgyeton
VO TEPLEYEL LYVOTOGOTNTEG NUSLOQAVDY £0C AEVKDV TPOTEIVOIY®V cOUTIOIOV. MnV
YPNOYLOTOLEITE TO SIIAVUA EQV EIVOL VEPEADIES 1) ATOYPOULOATIGUEVO.

. Mnv avoxkiveite.

o o va amopvyete T dvoeopia otn BEon éveong, apnote To Pradidto va eTdcel og Beppokpacia
douatiov (uExpt 25°C) mptv amd T £veon Kot eyy00TE 0PYA.

. ®a TPEMEL VOL EYYEETOL OAO TO TEPLEYOLEVO TOV PLOALdI0V.

. I"a ) xoprynon g devosovpdumnc, cuviotatal feldva dtapétpov 27 gauge.

. Agv Qo Tpémet vo emyglpeital ek vEou €16000¢ 6TO PLOAISLO.

Kd&0e aypnoyponointo goaprakentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIG
KOTO TOTOVS 10YVOVCEG OYETIKEG SIOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Henlius Europe GmbH

SternstralRe 67

40479 Dusseldorf,

I'eppoavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/25/1978/001
EU/1/25/1978/002

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQYXHY THX AAEIAX

Hupepopnvia tpmg £ykpiong:
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOPOpPIES Y10 TO TOPOV PAPLOKEVTIKO TPOidV gival dabéoieg 6Tov SIKTLOKS TOTO
tov Evpanaikov Opyoviopod Gapudkmv: https://www.ema.europa.eu.
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ITAPAPTHMA 11

HHAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHX
OYXIAX KAI HAPAXKEYAXTHX YIIEY®YNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

21



A. HAPAXKEYAXTHX THX BIOAOTTKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN

Ovopa xat dievfuvon Tov TapackevLacTh TS BLoAoYIKAOC dPUCTIKAG 0VGIOG

Shanghai Henlius Biologics Co., Ltd.
Building 1

No. 182 Wenjun Road,

Songjiang District, Shanghai,

Kiva

Ovopa ka1 d1evfuvon Tov TaPAGKELAGTN TOL £ival LITEVOLVOC Y10 TNV ATOOEGEVCT] TV TOPTIOWY

Cilatus Manufacturing Services Limited
Pembroke House, 28-32 Pembroke Street Upper,
Dublin 2,

D02 EK&4,

IpAavdia

210 £VTUTO PUALO 00N YLDV ¥PNIONG TOL POPUUKEVTIKOD TPOTOVTOG TPEMEL VOL AVAYPAPETAL TO OVOLLOL
Kol 1 01e06VVOT TOL TAPACKEVLAGTH TOV Elval LTEVOVVOG Y10 TNV ATOSECUEVCT TNG GYETIKNG TOPTIONGS.

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

Doppaxevtikd TPOioV yio To 0moio amatTeiTal WTPIKY GLVTOYT.

I AAAOI OPOI KAI ATITAITHZEIX THX AAEIAX KYKAO®OPIAX
o Ex0éoe1g meprodknig mapakorovdnong g aspdirerag (PSURS)

Ot amaitioelg yuo Ty vroPoin tov PSURS yia to ev Adym @appoakentikd mpoidv opiloviol otov
KatdAoyo pe Tig nuepounvieg avapopdg g Evoong (katdioyog EURD) mov mopatifetal oty
Tapaypapo 7, Tov apbpov 107y, tng odnyiag 2001/83/EK kot kaOe emakodlovdng emtkaponoinong
OTMG ONUOGIEVETAL GTIV EVPMOTOIKT SIKTVOKT TOAT Y10l TO PAPLOKAL.

A.  OPOI'H IIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AIHOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adelag Kvkiopopiag (KAK) Oa dieEaydyet Tig amaitodpeveg dpaotnplotTnTes Kot
TOPEUPACELS PAPLOKOETAYPVTVIOTG 0TS Tapovoidlovtal oto cuppavndéy ZAK mov tapovcialetan
oty evotnta 1.8.2 ¢ adetog kKukhopopiag Kot 0molesdNmoTe EMUKOAOVOEC EYKEKPILEVEC
avaBewpnoelg Tov TAK.

‘Eva emkaipornompévo XAK Oa mpénet va katotedet:

. petd anod aitnuo tov Evponaikod opyaviopod Oopudkmy,

. OTOTEONMOTE TPOTOTOLEITOL TO CVUGTN A, SLAYEIPIONC KIVOVVOV, EI0IKA MG OTOTEAEGLOL ANYNG
VE®V TATPOPOPLAOV TTOV LITOPOVV VO ETLPEPOVY CNLAVTIKT OAAAYT] GT1 0XEGT 0PEAOVG-KIVOHVOL
N ©¢ amToTEAECUA TG ENMITEVLENG EVOC GNUAVTIKOD 0POGTLOV (PUPUOKOETOYPVTVIIOT 1}
glolotomoinon Kvdvvov).
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. EmnpocOeta pétpa ehoyrotomoinons Kivovvou

O KAK 6a dtacoalicel 6t1 Ba BEcel og 160 KapTO LIEVOOUIONG Y10 TOV AGOEVT] GYETIKA LLE TNV
00TEOVEKPMOT] T1|G YVabov.
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIEHMANXH
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI IIPO'EMIXMENHX XYPIITAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bildyos 60 mg evéoipo S1dAlvpo 6E TPOYEUIGUEVT] GOPLYYO.
OEVOGOLUALT

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

Ipoyepicpuévn ovpryya tov 1 ml mov mepiéyer 60 mg devocovpdpnan (60 mg/ml).

| 3. KATAAOI'OX EKAOXQN

O&w6 o0&V, Taydpopeo, vopoteido Tov vatpiov, copPrroin (E420), morvcopPikd 20 (E432), Kdwp yia
EVECILOL.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo odivpa
Mio, TpOYELUGUEVT] GUPLYYQ. LLE AVTOUATO UNYOVIGHO KGAvYNG PeAdvVaC.

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

IMa vrodopia ypion povo.
APAcTe To POALO 0INYIOV ¥PHONG TPV OO TN XPNOT).
Mnv avoxveite.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AE BAEITIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puAdoocetar o€ 0éom, tnv omoia de PAETOVY KoL deV Tpooeyyilovy Ta TaLd1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOTHEZH(EIX), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

dvldocoete o€ Yoyeio.
Mnv KatoyOyeTE.
Kpatnote tov mepiéktn oto eE@TepKd KOVTL Yol VO TPOCTATEVETAL OO TO PG,

10. IAIAITEPEX [TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Henlius Europe GmbH
Sternstralie 67

40479 Diisseldorf,
Teppovia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/1978/001

13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Bildyos

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A160106T0TOG YPOUU®TOS KMOKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQPIXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bildyos 60 mg evéoipo didlopo
dEVOGOLUAUTN

2.  TYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Kabe proidio mepiéyer 60 mg devocovudunn oe 1 ml dtoddvpoatog (60 mg/ml).

| 3. KATAAOTOX EKAOXQN

O&ko6 08D, TayoropPo, VOPOLEido Tov vatpiov, copPrtodn (E420), molvcopPikd 20 (E432), Hémp yia
EVECIUOL.

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo s1dAvpa
1 @roAidio pog ypnong

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

Ymodoplo yprion.
AwBdote T0 POAAO 0INYIDV ¥PHIONG TPV AT TN YPNON.
Mnv avoxwveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AE BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetar og 0€on, v onoia dg PAEmOVY Ko dev Tpooeyyilovy ta mondid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOTHEZH(EIT), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

dvldocoete o€ Yoyeio.
Mnv KatoyOyeTE.
Kpatnote 1o ¢loAidio oto e£@Tepid KOVTL Y10 VO TPOGTATEVETAL OO TO PWG,.

10. IAIAITEPEX [TPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Henlius Europe GmbH
Sternstraie 67

40479 Diisseldorf,
Teppovia

12. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/25/1978/002

13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Bildyos

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A160106T0TOG YPOUR®TOS KMOIKAS (2D) Tov pépet Tov TEPIANPOEVTO LOVOITKO aVayVOPLOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQPIXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XE KYYEAEX 'H TAINIEX

INPOI'EMIZXMENH XYPIITA ME KYWYEAEX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bildyos 60 mg evéoipo
dEVOGOLUAUTN

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Henlius Europe GmbH

3. HMEPOMHNIA AHZHX

AHEH

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ITPO'EMIZEMENHX XYPITTAX ME MHXANIZMO KAAYYHX BEAONAX (ME
KYYEAEY)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI' HEHX ‘

Bildyos 60 mg
dEVOGOLUAUTN
SC

| 2. TPONOX XOPHTHIHE |

| 3. HMEPOMHNIA AHEHZ |

EXP

4. APIOMOX [TAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KATA MONAAA

1 mi

6. AAAA XYTOIXEIA
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KEIMENO XTHN KAPTA YIIENOYMIXHY (reprroppavetor 6T 6vokevacia)

Bildyos 60 mg

OEVOCOVUAUTN

Mo vrwoddpia yprion povo.

Mio. @opd kéfe 6 pveg

Xpnotponoteite to Bildyos yia 660 didota 60G T0 GUVTAYOYPOUQEL O YIOTPOG GOG.
Enduevn éveon:

32




EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHIHXZ

Bildyos 60 mg evéoipo
OEVOGOLUALT
SC

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHZHX

AHEH

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOZXZ, KAT’ OI'KO 'H KATA MONAAA

1 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®VYAro oY@V (piong: IIAnpogopisg yro Tov yp1otn

Bildyos 60 mg evéono d1GAopa 6€ Tpoyspiopév copryya
OEVOCOVLULAUTY

vTo PappoKo ovTd TEAEL LITO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B emtTpEWYEL TO YPIYOPO
TPOGOOPICUO VEOV TANPOQOPLOV 0opiLelns. Mmopeite va fondnoete pécm g avapopdg Thavov
AVETIOOUNTOV EVEPYELDY TTOV EVOEXOUEVAS TTopovotdlete. BA. T€log Tng mopaypdpov 4 yio Tov Tpdmo
ovapOPAS AVETIBOUNTMOV EVEPYELDV.

AwPaote TPOGEKTIKG 0AOKANPO TO VLA 00N VIOV YPNGNS TPLY UPYIGETE VO YPTCLULOTOIEITE AVTO

70 PAPRUKO, O10TL TEPIAUUPAVEL CNUAVTIKESG TANPOYOPIES Y10 GOG.

- DdvArdEte avTd TO PUALO 0dNYIDV XpNong. Towg ypelootel va to dufdacete Eavd.

- Edv éxete meportépm amopieg, poTNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

- H ovvtayn yio avtd 10 eapuraKo xopnyndnke omokAEIGTIKA Y10 6aG. Agv TPEMEL VoL ODGETE TO
@appoko o€ AAAOVG. Mmopel vo Toug TPoKOAEGEL PAAPT, AKOUO KOl OTOV TO, GUUTTOUATO, TG
acBéveldc Toug eivon 1010 pe Tal 1K Gag,.

- Edv mopatnproete kdmoto avemBOUNT EVEPYELN, EVILEPDOCTE TOV YITPO, 1| TOV QPUPLAUKOTOLO
c0c. Avto 1oyvEL Kot Yo KAOe mhovn avemBOunTtn evEPYELn TOL OV AVOPEPETOL OTO TAPOV
@OAAO 0OMy1dV yprong. BAéme mapdypapo 4.

- O ywTpog oag B coc SoEL o Kapto vTEVOVLIOTG Yia TOV acBevn, 1| omola TEPLEYEL
ONUOVTIKEG TANPOPOPIES Y10 TNV ACPAAELN, TIG OTTOieg TPEMEL VAL YVOPILETE TPV Kol KOTA TN
ddpkela g Oepomeiog cog pe To Bildyos.

T epréyer To mapév eOALO 00N YLOV:

Tt eivon To Bildyos kat mowa givan ) gprion tov

T1 npémer va yvopilete Tpiv ypnoponotioete to Bildyos
I va ypnoonomoste to Bildyos

ITBavég avemBOuNTEG EVEPYELEG

Ia¢ va puidcoete o Bildyos

IIepiexdpeva TC GVOKEVAGING Kot AOUTEG TANPOPOPIES

I e

1. T givan 1o Bildyos kot oo givar n yprjon Tov
T givon To Bildyos ko1 g dpa

To Bildyos nepiéyet devosovpdunn, po tpoteivny (Lovoklmvikd avticmpe) Tov topsufaivel ot
opdion ag GAANG TPOTEIVNG, Yo T Bepomeia TG OGTIKNG AMMAELNG Kol TG 06TEOTOpmonG. H
Oepameio pe Bildyos kdvel ta 06Ta T0 ovBeKTIKA KO HEIDOVEL TNV THAVOTNTO EUPAVIONG KOTOYUATOV.

Ta ootd eivan évag LovTavoc 16TdG Tov avovedveTatl cuveydc. Ta olotpoyova fonbodv otn datpnon
NG VYELNG TV 06TAOV. METH TNV EUUNVOTAVOT, T ETITESN TOV OIGTPOYOVAOV LEIDVOVTOL YEYOVOC TOV
pmopel va Kavel ta 06Td Aemtd kot e00pavota. Avtd punopei TeAkd vo 09Ny oeL o€ pia TABNoT Tov
ovopaletor ooteomdpmwon. H ooteomdpmon pmopet eniong va epeaviotel oe avopeg Loy evog
appod aTidV OV GVUTEPIAAUPAVOLY TN YNPOVOT KOUT| To YoUNAd ETimeda TG avOPIKNG OpHOVIG,
TEGTOGTEPOVIG. MTmopel emiong va epeaviotel oe aobeveic mov Aapfdvovy yAvkokoptikogldn. [ToArol
000eVEIC TOV TAGYOLY UTO 0GTEOTOPWOOT OEV EYOVV GUUTTMLOTO, OALL KIVOLVEDOLY TOPOAD ALTE VoL
VTOGTOVV KATAYLA, KUPIMG GTN GTOVOLAIKT GTNHAT, GTO 1010 KOl GTOVG KOPTOVE.

O1 yelpovpyicég enelBACELS 1] TA PAPLOKO TOV AVOGTEALOVY TNV TOPAY®OYN OIGTPOYOVMV 1
TEGTOGTEPOVIG KAt pnoiomotovvtal yio T Oepaneio acbevdv pe Kapkivo Tov pacstov 1 Tov
TPOGTATN UTOPOVV EMIONG VO TPOKOAEGOVV 0GTIKY andAEL. Ta 06TA YivovTol To addvopa Kot 6Tdve
L0 EVKOAQ.
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Mo givan 1 gp1jon Tov Bildyos

To Bildyos ypnoyomoteital yio t Bepamneio:

. TG OGTEOTOPMOTG G YUVOIKEG LETA TNV EUUNVOTOVGT] (LLETEUUTVOTOVGCIOKEG), KOl GE AVOPES
7OV £YOVV ALENUEVO KIVOUVO KATAYLOTOS (CTACILO TV 00TMV) LEWDVOVTAG TOV Kivouvo
KOTOYHATOV TNG GTOVOVAIKNG GTHANG, LUN-CTOVOVAKOV KATOYUATOV KOl KOTOYUAT®OV TOV

woyiov.

. NG OGTIKNG OMAELOG TOV TPOKOAEITAL OO TN UEIMOT TOV EMTESMV OPLOVAV (TEGTOGTEPOVIG)
1 omoio OPEIAETAL GE YEPOVPYIKN 1 PUPLOKEVTIKY Bepamneio o€ acbeveig pe Kapkivo Tov
TPOCTATN.

. TNG OGTIKNG ATMOAELNG TOV TPOKOAEITAL QIO LLOKPOYPOVIO Oy®YN E YAVKOKOPTIKOELWY| GE

aocBeveic mov mapovstalovy avénuévo Kivouvo Katdypotoc.

2. Tvrpémer va yvopilete apv ypnoipomronjcete to Bildyos
Mnyv ypnoiponomocete 10 Bildyos

. av &xete younAd enineda acPeotiov oto aipa (VracfeoTiopia).
. o€ mepintwon aAiepyiog 6T 0EVOGOLUAUTT 1| 6€ 001001 TOTE GALO OO TOL GLOTATIKA CVTOV
TOL QUPUAKOL (OVOPEPOVTAL GTNV TOPAYPAPO 6).

[pogdomomceirs kK TPpoPVAGEES
Amevbuvleite otov yatpd 1 TOV PapUaKoTold oag TP yproyonomcete to Bildyos.

Katd to didotua mov AauPdvete Bildyos propei vo mapovoidoete pdbivven oto dépua e
CUUTTOUOTO OTIMS 01N, EPLOPOTNTA TOL FEPHOTOS, CLYVOTEPO, GTIV TEPLOYN TOVL TOS0V, TOV
ouvvodeveTol and aichnua kavoov kot evarstnecio (kutTapitida), Kot TOAVOV amd GUUTTOUTO
mopetov. [Tapaxkareiote va evuepMOETE TOV Y10TPO GO AUECHS EAV TOPOVGLAGETE OTOLOONTOTE OO
VT TOL COUTTAOUATA.

®a mpénel eniong va AapPavete coumAnpopate acfeotiov kot Brrapivig D yuo 660 didotnpo
naipvete Bildyos. O yuatpog cog o to cvinthioet owtd poli oag.

Mmopei va €xete younAd enineda aoBeotiov 6to aipa cog evoom Aaufdvete Bildyos. TTapakaieiote
VO EVILEPDCETE TOV YIATPO GOG OUECHS EAV TAPOTNPTCETE OTOL0OMTOTE Ao TO. AKOA oL
CUUTTOUOTO: OTOGHOVS, CLOTAGELS, 1| KPAUTEG GTOVG LOEC OAG, KOV LOOOOGUE 1] LOPUYKIAGHLO
010, SAYTLAL TV YEPLDV, GTO SAYTLAN TOV TOSIMV 1] YOP® OO TO CTOUO GUC, KOUT| EMANTTIKESG
Kpioels, oOyyLoN, N ATMOAELD TG GLVEIONOTG.

E&apetikd yapnAd eninedo aoPestion TOL 00NYNCAV GE E1GOYMYT GTO VOGOKOUEID KO 0KOLLOL Ko
avtdpdoelc aneinTikég yio ) {on £xovv avapepbel oe omdvieg Tepmtdoels. (2g ek TOVTOL, TPV ATd
™ My Kabe d6om¢ Kal 6Tovg acbeveig pe podidbeon Yo vracPeotiaipio vidg 000 efdopddmv
UETA TN Aym TG apytkng 66omg, Oa eAéyyovtal Ta enineda acfeotiov 610 aipa cag (LEcw e&€taong
alpotog).

Evnuepaote tov ylatpd cag edv £xete 1 giyate moté Gofoapd TPOoPAUATO GTOVS VEQPOVG, VEQPIKN
avemApKeLD 1 oV XpeLdoTnke va voPAnbeite og apokdBapon, | av Aappavete pApLOKO TOV
ATOKOAOVVTAL YAVKOKOPTIKOEWN (O1t¢ Tpedvilorovn 1| deapeBalovn), yeyovota mov pmopet va
avénoovy Tov Kivouvo gpeaviong YapnA®y emmédmy acPectiov 6To aipa ov dev Aaupdvere
CLUUTANPOUOTO 0CPEGTIOV.

HpofAuata oto otéua, 6T dovTia 1 ot yvdbo

Mio mapevépyela Tov AEYETOL 0GTEOVEKP®ON TNG YvaBov (BAAPT TOV 00T0D NG YvaBov) €xel
avapepBel omaving (umopel va ennpedlel émg 1 otovg 1.000 avBpmdmovc) oe acheveic mov Aapfdvovv
OEVOCOVUAUTN Yo TNV 00TEOTOP®OT). O KivduVvog TNG 0GTEOVEKPMGNG TNE YVABOL avEAvETOL O
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acBeveic mov Aappdvovy Bepameia yio moAd kapd (umopei va emnpedoet uéxpt 1 ota 200 dtopo dv
Aappdavovuv Bepameia yio 10 ypovia). H ooteovékpmon g yvdbov pmopel emiong vo eppavietel Kot
petd tn dwokomn g Oepaneiog. Eivarl onpavtikd va tpoorabnoete va TpoAdfeTe TNV ELEAVIOT TNG
0GTEOVEKPMOTC TG YVEOoL KabBd¢ pmopel va eival o ETMIVVY KOTAGTAOT Kol UTOPEL va ivat
d0oKoAN va Bepamevtel. [ va pelidoete Tov Kivouvo gREEvVIoNg TS 00TEOVEKPWONG TG YVABov,
AGPete TIG TOPAKAT® TPOPLAGEELC:

IIpwv AaPete Bepamneia, evnuepmdaTe TOV YOTPO 1] TOV VOGOKOLO oaG (emaryyeALaTiog LYENG) eav:

o &xete TPOPANUOTO LE TO OTOUA 1 TO, SOVTIO GOG OTMS KOKT GTOLOTIKE DYLEWVY, OVAITION 1)
TPOYPOUUATIOUEV €Y@y 00OVI®V.

o dgv APPAVETE TAKTIKT 000VTIOTPIKT PPOVTIOa 1] dev £xete AAPel 000VTIOTPIKT £EETAIOT Y1t
UEYAAO YPOVIKO SLACTNLLOL.

. glote Kamviot g (K¢ 0vtd pmopet vo avENGEL TOV KivOUVo TV 000VTINTPIK®Y
TpoPANUATOV).

. €xete mponyovpuévmg AaPet Bepomeia Pe SIPOOPOVIKE (Yp1oILoTolovvTo Yo, T Bepameio 1

TPOAN YT 0CTIKAOV S10TAPUYDV).
o Aoppdvete KoptiKooTepoedn| (0mwg TN TpedviLoddvn 1 T deapebalovn).
. €xete xopxivo.

O ywTpog oag pmopel va cog {ntoet va egetaoteite and odovtiaTpo mpwv Eekivioete ) Bepaneia e
Bildyos.

Koatd ) didpxeta g Oepaneiog, Oo mpémet va dlotnpeite KA GTOUATIKT DYIEWVT KOl VO, VTOBAAAECTE
o€ TOKTIKEG odovTiaTpikég eEetdoelc. Edv popdte texvnti odovtoatotyia Oa mpénetl va BePormbeite 6T
epappolel cmotd. Av vnoPdiiecte og odovtiatpikn Bepaneio N TpdkeTon vo vtoPAnbeite o
000VTIOTPIKT XEPOVPYIKN emEUPaoN (T.Y. EEAYYEG 00OVTIMV), EVNLEPDGTE TOV YLOTPO GOG KO TTEITE
otov odovtiaTpd cog 6Tt Aappaverte Bildyos.

Emkowoviote pe tov y1otpd Kot Tov 000vTiaTpd Goc APESHG OV TOPOVGIACETE OTONONTOTE
TpoPANOT [LE TO OTOUA 1] TAL OOVTIO OIS YOAAPE dOVTLA, TGVO 1 TPNELLO, 1] U1 ETOVAMGT] TANY®V 1
ekkpicenVv, kabdg avtd pumopel va givatl onpeia tng 06TEOVEKP®GNC TNG YVadov.

Mn cuvin koTdypote Tov unploiov 06Tov

Kdmotol aoBeveic £xovv gpoavicel un cuvndn KoTdyuate Tov unplaiov 06tod Kot T SIdpKeLd TG
Oepaneiog pe devoocovpdunr. Emkoveovinote pe tov yioatpd cog edv vimoete véo 1] aouviBioTto Tovo
070 10Yio 6ag, otn PovPrvikn ydpa 1| 6To UNPod GG,

Moo ko £enpor

To Bildyos dev 0o mpémet va ypnoyonoteitarl og moudid kat £pffovg niikiog kdtw twv 18 etdv.

Alro @éppoxa ko Bildyos

Evnuepdote Tov y1atpd 1 TOV QopUaKOTOLd oag 6V maipvete, £xeTe TPOGPUTA TAPEL 1] LWITOPEL vaL
napete ahAa edpuaxa. Eivat idiaitepa onuovtikd va eviuepOCETE TOV Y1aTpd oag Qv Ttaipvete GALO
(APLOKO TTOV TTEPLEYEL OEVOCOVLLAUTT).

Agv npémer va, mépete Bildyos pali pe GAAo @apuoko 1o 0moio mTepEyel 6EVOGOVUAUT.

Kinon, Onhaopoc ko yovipdétnta

H devooovpapmn dev €xet dokiplactel o€ eykvovg. Etval onpavticd va eviIepmGETE TOV Y1OTPO GOG
edv elote £ykvog, vopilete 6TL umopel va giote £ykvog 1 oyedialete va amoxtioete modi. H yprion tov
Bildyos dev cuvictdral av giote £ykvog. Ot yovaikeg avamapaymytkng nikiog Oa npémet va,
YPNOOTO0VV ATOTEAECUATIKEG HEBOSOVC avTIGOAANYNG KaTd To didotnua Oepameiog pe Bildyos kot

Yo TOVAGYIOTOV 5 punveg pHetd t dtakomn g Oepanciog pe o Bildyos.
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Av peivete éykvog kata ) diapketa g Bepaneiog pe Bildyos 1 og Sidotnua pikpdtepo tov 5 unvov
ueta ) drokomn tng Bepaneiog pe to Bildyos, napakaieiote vo evuep®OETE TOV Y0P GOG.

Agv glvar yvootd €dv 1 0EVOCOVUAUTN OTEKKPIVETOL 6TO UNTPKO YaAa. Eivol onpavtikd vo
EVILEPMGETE TOV YIOTPO Go¢ GV OnAalete N} oxedualete va Onidoete. O yotpdg cog Bo cag Bondnoet
va amopaciocete eav Oa dtakoyeTte To ONhacuod N ) Oepomeia pe Bildyos Aappdavovtag veoyn o
O6pelog Tov Oniacuov yia o maidi kot To 6perog Tov Bildyos ywa t untépa.

Av OnAalete katd ) Suapkera g Oepameiag pe Bildyos, mapaxaieiote va evnuepocete tov yotpod
coC.

ZnToTE TN GUUPOLAT TOV YIATPOV 1| TOL PUPLUKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPUAKO.

001 yNoN Kot YEPLGROS YUV LETOV

To Bildyos dev éxet xapio 1 xel aofuavn EXidpacn otV IKOVOTNTO 031YNONG KO YEIPIGHOD
UNYOVTLATOV.

To Bildyos wepiéyer copprroin ko woivcsopPiko 20

To eapuaxo ovtd wepiéyet 47 mg copPiroing kot 0,1 mg mroAvcopPikov 20 o kabe ml drodvpatoc.
Ta moAvcopPikd umopel va Tpokarécovy aliepyikéc avtdpdoelc. Evnuepmaote tov 1atpd oag edv
EYeTe YVOOTEC OAAEPYiEC.

To Bildyos wepiéyer vatpro

To @appaxo avtd mepiéyet Mydtepo and 1 mmol vatpiov (23 mg) avd 60 mg, sivar avtd mov
ovopdlovpe «ehevBepo vatTpiovy.

3. o va ypnopomomosre o Bildyos

H ocvvietdpevn d6on eivan pio mpoyspicpévn cvptyya tov 60 mg yopryodUeVn Hio opd kabe 6 uiveg
pe epamaé vodopia Eveon (kdtw amd to dépua). Ta kadlvtepa onueia Yo va kdvete Eveon givol to
EMAVO PEPOG TOV UNPDV GOG KO 1] KOIAMOKT YOpa. AV 60¢ Kavel TV éveon KAmolog GALOC pmopel
EMIONG VO, YPTCIULOTOUGEL TNV EEMTEPIKT TAELPA TOV UTPATCOV GOG. LVUPBOVAEVTEITE TOV Y1OTPO GOG
OYETIKA HE TNV Nuepopunvia yo o Thovn endpevn éveon. Kabe cvokevaocio Bildyos tepiéyet o
Képta vevivoNG, N omoia propel vo apapedel amd To KovTi KoL Vo, xpNGLoToBEl Yo va Kpatdte
apyeio He TIg nuepouNnVieg TV ENOUEV®V EVECEWV.

Oa mpénel eniong va AapPavete copmAnpopoto acfeotiov kot Brrapivng D yuo 660 didotnpa
naipvete Bildyos. O ywatpog cog B to culnmoet owtd poli cog

O yatpdc oag evogyeTal va amopooicel 0Tt Oo Tov KaAdtepo va kavete Thv éveon tov Bildyos eogig
ot 10101 1 10 dTopo mov cog Ppovtilel. O yatpdc 1 Kamolog emaryyeApatiog vyeiag Ba dei&ovv o€ cag 1
070 GTOWO OV 60¢ PPOVTILEL TG va Kavete TV éveon Tov Bildyos. T nepioodtepec 0dnyieg oyetikd
ue v éveon tov Bildyos, diapdote t oyetikn evoTnTa 6T0 TEAOG TOV TAPOVTOG PUAAOV 0N YIDV.
Mnv avaxwveite.

Eav Eeyboete va kavete v £veon tov Bildyos

Edv Egydoete kamoto d6om tov Bildyos, 1 éveon mpémetl va yivel To GuVTOpOTEPO dLUVOTO. X1

GUVEYELD, O1 EVECELG TPEMEL VAL Tpoypappatifovtal kdbe 6 pveg amd v nuepounvio e TEAELTAILNG
€veong.
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Edv otapatiocete va ypnoponoieite to Bildyos

INo vo amoxopicete To peyardtepo duvatd 6@erog amd T Bepomeio Gog 6T PEIDOT TOV KIVOIVOL
Katayudtov, givor onuavtiko vo ypnoponoteite o Bildyos yio 660 didotnua cog 1o cuvtayoypogei
0 ytpdc cog. Mnv dwakdyete T Bepomneia Gog ympig va ETKOIVOVIGETE LLE TOV Y1ATPO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa T0 PéppLaKa, ETCL KO 0VTO TO PAPUOKO UToPel Vo TPOKAAEGEL AveMBOUNTES EVEPYELES, OV
KoL gV TOPOVCIALovTal 6E OAOLE TOVE UVOPMTOVG.

Oyt ovyvad, acbeveic mov AauPavovv Bildyos propei va gpepavicovv deppotikég Aotunéels (kupimg
kuttopitidn). [lapakareioTe va EVILEPAOCETE TOV YIUTPO GAS GUECMS OV TAPOVGLAGETE KATOM O
T akOAoLO cvuTTOpT VD PBpiokeote oe aymyn pe Bildyos: epubpdmra kot oidnua tov déppatog,
GULYVOTEPO, OTNV TEPLOYN TOL TOSL0V, TOL GLVOSEVETAL ATd OicONua KaHGoL Kol evaicincio Kot
mOavOV OO GUUTTOUATE TVPETOV.

Zmavimg, acbeveic mov Aappavovy Bildyos pmopovv va avartoovv mévo 6to otdua kavn ot yvao,
oidnua 1 PN ELoVA®ON TV TANYOV 6To 6ToUe 1] 6TN Yvabo, ékkpior, povdtacua 1 aicOnuo Bapovg
ot yvdbo, M yoldpwon evdg dovtiod. Avtd propei va givar onpeia PAGPNS Tov 00100 0TN YVABO
(ooteovékpmon). Eviuep®@ote Tov Y1oTpd 60¢ Kol TOV 000vTiaTpé 605 apécms 0V TOUPOVGIACETE
TETOL0 CLUTTOUOTA EVOS gioTe o€ Ogpoameia pe Bildyos 1 uetd ) diokonn g Oepansiog cag.

Yraving, acbeveic mov Aapfdvouv Bildyos umopodv va £xovv younhd enineda acPeotiov oto aipa
(vracBeotiopia). To e&apeTicd younid eninedo acPfectiov umopel vo 0dNyRCOVV GE EIGOYWOYT GTO
VOGOKOUEID Kol Umopel va givort akOpo Kot amednTikd yio T {on. Zopuntopata teptiapufavouy
OTAGOVC, CLOTAGELS 1) KPAUTEG GTOVG POES GOG KAUT) LOVSTOGHO 1] LOPUAYKIOGLO GTO dUYTUAN TMV
YEPLOV, TMV TOSMV GO N YOP® OO TO GTOLN GOG KOUT EMANTTIKEG KPIGELS, GUYYLON, 1] AITMAELL
ouvveidnong. Edv kdmoto amd avtd 1oyel yio €G0S, EVIIUEPDGTE TOV YIOTPO 60g apuécme. Ta younid
eminedo acPeotiov 010 aipo propel emiong va 0dNynoovv G Lo GAAOYT TOL Kapdlakol puBov mov
ovopaletor mapdraon tov daotiuatog QT, n omoia paivetal oto nAektpokapdioypdonua (HKI).

Yrdvia ocuvn01oTe KATAYIOTE TOV UNPLoiob 06TOV UTOPEL VO EPOAVIGTOVY G acbeveig Tov
Aoppavovv Bildyos. Emkowveviote pe Tov yiotpo 60g 0V ELQaviceTe vEO 1 acLVH016TO TOVO 6TO
woyio, otn PovPovikn ydpa 1 6To UNpo, kKabmg avtd pmopel va amotelel TpdwpT EvOeEn evog mBavoL
KOTAYLOTOG TOVL Unplaiov 06Tov.

Emdvio, pTopel vo epeovioTovy oAlepyikéc avtidpdoeig og acbeveic mov Aaufdvovv Bildyos. Ta
CUUTTOUOTO TEPIAAUPAVOVY 0ION U TPOCHTOV, TOV XEIAMMV, TNG YADGGAS, TOV AQL0D 1| GAA®Y
TUNHATOV TOV oodpatog. EEavOnua, kvnoud i kvidmon oto 6€ppa, cuptyrd 1 SUGKOAIN GTNV OVOTTVOT).
MopoKaAeioTE VO EVIIHEPAGETE TOV YLUTPO 6OGS 4V ELPAVICETE OTOLOOMTOTE OO AVTA TA.
CLUTTOWOTO EVD gloTe VIO Bepamneio pe Bildyos.

MoAd ovyvég avemOopnTeS gvépyereg (Lmopovv va emnpedlovv TeplocdTepovg and 1 6Tovg
10 avBpdmovC):

. OVOG GT0, 00TA, OTIS OPHPMOELS, KOUT HVTKOG TOVOG TTOL KATOEG POPES Eivat EVTOVOC,
. OVOG 0Ta XEPLA 1] TO TTOd (TOVOG GTOL AKPaL).

Yoyvég avemBopnteg evépyereg (Umopovv va ennpedlovv éo¢ 1 atovg 10 avBpodmovg):

EMMOLV OVLPNGT, GLYVY OVPNOT], A GTO OVPA, ASLVAUIN GLYKPATNGNC TOV OVPOYV,
AOTU®EN TOV AVAOTEPOV AVATVEVGTIKOD GUGTNHUOTOG,

ovog, aictnuo popunkioons 1 LOVSIAGHO TTOL ETAVEL UEYPL YOUNAG 6TO TOOL GG (1oylodyia),
dvckotdta,

duapopia TNy KotMd,
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o eEavonua,
o deppotonddeia mov yapaxtnpileton amd payovpa, epudpdtnra Ko Enpotnta (€klena),
o TpromTOon (aAmnekia).

‘O ovyvég avemBOUNTEG evépyELES (UTOPOLV VO ernpedlovy émg 1 otovg 100 avBpdmovg):

o TVPETOG, EUETOG Kol KOTAMOKO GAyog 1] Suopopia (EKKOAT®UATITION),
o Aoipwén Tov 0ToC,
o eEavOn Lo oL EVOEXETAL VAL ELEOVIOTEL GTO OEPLLA 1) KT GTO GTOUA (AELYVOELN

QOPUOKEVTIKA e€avOnuaTa).
MoAd omavieg avemBounteg evépyereg (Lmopovv va ennpedlovv £og 1 otovg 10.000 avOpdmovg):

o oAAePYIKN avTidOpooT) OV Pmopel va TpokaAEceL PAGPN oTo apoeopa ayyeio Kupimg Tov
3€pHaTog (T.). TOPPUPEC N KAPEKOKKIVEG KNALDES, kvidmon 1 depuatikd EAKn) (ayyestitida amd
vrepevarctnecia).

Mn Yvo6Ti|g v voTNTOS (1] GLYVOTNTA TOVE dev Umopel va ektiunBei pe faon ta dobéoiio
dedopéva):

. EVILEPMOTE TOV YIATPO OO EAV EYETE TOVO GTO AT, EKKPLOT] 0O TO awTi Ko Aoipnmén oto
ovti. Avtd pmopei va etvar onpadia ootikng PAAPNG 010 avTi.

Ava@opd avemOounTOV vePYELOV

Edv mapatnpnioete kamoto avemBOuNTn VEPYELD, EVILEPDGTE TOV YLOTPO 1] TOV PAPLOKOTOLO GOC.
AVTO 1oyveL Kot Yo KEOe Thavi] avemBountr EVEPYELD TOL OEV OVOPEPETOL GTO TOPOV PVALO 0INYIDV
xpnomne. Mmopetite emiong va avagépete avembountes evépyetes ansvbelog, LEcw ToL €BViKoD
GULGTILLOTOG OVAPOPAG ToL avaypdpetol oto [Hapdptnua V. Méowm g avaeopds avemBountov
gvepyelmv umopeite va fondnoete otn GLALOYN TEPICTOTEPOV TATNPOPOPLDV GYETIK( LIE TNV ASPHAEL
TOV TOPOVTOG PAPUEAKOL.

5. Iog va puhaccete To Bildyos
To @dappoko ovTo TPEMEL VA, PLAACCETOL G LEPT) TTOL eV TO PAETOVY KoL dEV TO POAVOLY TO TOdLAL.

Na pn ypnoyLonoteite 0vtd T0 PAPHOKO UETE TNV NUEPOUN VIR ANENG TOV AVOPEPETOL GTNV ETIKETA KOt
010 kKouti petd 1o AHEH/EXP. H nuepopunvia AMéng sivor n tedevtaio nuépa Tov Uiva Tov
ovapEPETAL EKEL.

dvraooete og yoyeio (2°C - 8°C).
Mnv KatoyoyeTe.
DdvAidcoete ToV TEPIEKTN 6TO EMTEPTKO KOVTI Y10, VO TPOGTAUTEVETOL GO TO PG,

Mmropeite vo, aprOETE TNV TPOYEUICUEVT] COC GVUPLYYO EKTOG YLuYEiov UEXPL Vo TAoEL 6€ Begpprokpacio
dopatiov (uéxpt 25°C) mpv amd v €veon. Eto1 1 éveon Ba yiver mo dveta. Otav apebei ) cOpryyd
oag va ptdoet o€ Beppokpacio dopatiov (uéxpt 25°C), Oa mpémel va ypnoomoindel viog

30 nuepmv.

Mnyv mtetdite @APUAKO GTO VEPO TNG ATOYETEVGNS 1} 0T O1KLaKE amoppippata. Potiote tov

QOPLLAKOTOLO GOG Y10 TO TAOG VO TETAEETE TO. PAPLLAKO TTOL dEV YPNOLLOTOLEITE . AvTd Ta pétpa Ha
Bonbnoovv oty mpoctacio Tov TePPALOVTOG.
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

6. Iepreyopeva TS GLOKEVLAGTIOS KOl LOUTES TANPOPOPIES
T epréyer To Bildyos

- H dpaoctikn ovoia givar | devocovudpmn. Kabe mpoyepuopuévn oopryya tov 1 ml nepiéyet 60 mg
devoocovpaunn (60 mg/ml).

- Ta dAAa cvuotatikd givatl 0&uo o0&, TayOpopPo, VOPOEEIdIO TOL VaTpiov, copPitorn (E420),
moAvcopPuco 20 (E432) kot vdwp yio VECTUAL.

Epg@avion tov Bildyos ko Tepieyopevae Tng cvokevaoiog

To Bildyos eivat £va drowyég £mg ehappdg omarilov, dypopo Emc eEAAPPOS Kitpvo evéotuo didivua
7oV dlatifeTal £TOYO TPOG YPTOT OE TPOYEUIGUEVT cOptyya. Evdéyetal va mepiéyet yyvomocdtreg
S ymV €0 AEVKOV COUATIOI®V.

Kd&0e cuokevacio mepiéyet pio TpoyEGUEVT] GUPLYYO LE UNYAVIGHO KAAVYTG acQaAEiog TG feEAOVC.

Kéroyog Adsrag Kvkrhogpopiag
Henlius Europe GmbH
Sternstrale 67

40479 Disseldorf,

Teppavia

opoackevactig

Cilatus Manufacturing Services Limited
Pembroke House, 28-32 Pembroke Street Upper
Dublin 2,

D02 EK&4,

IpAavdio

IMa omoladNmote TANPOPOPio GYETIKA LE TO TUPOV PUPUAKEVTIKO TPOIOV, TOPAKOAEISTE VU
anevBuvleite otov ToMKS avTmpdsmmo Tov Katdyov g Adstog Kukhopopiag:

Belgié/Belgique/Belgien Lietuva

Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany
europe_gmbh@henlius.com europe_gmbh@henlius.com
bbarapus Luxembourg/Luxemburg
Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany
europe_gmbh@henlius.com europe_gmbh@henlius.com
Ceska republika Magyarorszag

Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany
europe_gmbh@henlius.com europe_gmbh@henlius.com
Danmark Malta

Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany
europe_gmbh@henlius.com europe_gmbh@henlius.com
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Deutschland
Organon Healthcare GmbH

Tel: 0800 3384 726 (+49 (0) 89 2040022 10)

dpoc.germany(@organon.com

Eesti

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

E\\ado.

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Teppovia
europe_gmbh@henlius.com

Espaiia

Organon Salud, S.L.

Tel: +34 91 591 12 79
dpoc.spain@organon.com

France
Organon France
Tél: +33 (0) 1 5777 32 00

Hrvatska

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Ireland

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

island

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Italia

Organon Italia S.r.L

Tel: +39 06 90259059
dpoc.italy@organon.com
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Nederland

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Norge

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Osterreich

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Polska

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Portugal

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Romaéania

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Slovenija

Henlius Europe GmbH
Sternstrafle 67, 40479 Disseldorf
Germany
europe_gmbh@henlius.com

Slovenska republika

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Suomi/Finland

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com
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Kvbzpog

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Teppavia

europe gmbh@henlius.com

Latvija

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Sverige

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

To wapov @OALo 0dNYIOV Yprions avaBewpnOnke Yo TELEVTAIL POPA 6TIG

Adreg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopieg oToryeia Yio TO TAPOV PUPUAKEVTIKO TPOIOV gival S100G11ES GTO OIKTLOKO

om0 10V Evponaikod Opyaviepod @opudkov: https://www.ema.europa.eu/.
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Inpovtiko

Ipwv amé ™) yp1on pog Tpoyspicpuévig copryyag Bildyos pe avtopoto pnyoviepo kdivoyng
ac@oreiog TG Berovag, O10facTe OVTEG TIS ONUAVTIKES TANPOPOPIES:

° Elvar onpavtikd va pnv tpoonadfcete va yopnynoeTe TNV EVECT] GTOV E0VTO GOG TAPH LOVO
av &yete MaPel exmaidcvon amd Tov 1Tpd N TOV EMAYYEALATIO VYEING COC.

° To Bildyos yopnyeitar wg £veon otov 1616 akpifng kdtom and 1o dépua (VTodopila Eveon).

x Mnyv aaipeite T0 Hodpo TR PEAOVAG ad TNV TPOYEUGUEVT cVPLYYQ £G OTOV gioTE
£TOLLOG/-1 Y10 TNV €veoT).

x M ¥pnGOTTOLEITE TNV TPOYEUGUEVT GVPLYYA, OV £XEL TEGEL GE OKANPN EMPAVELQL.
XPNGLOTOGTE VEQ TPOYELUGUEVT] GUPLYYA Kol KAAEGTE TOV 10TPO 1) TOV ENOYYEANATIO VYETOG
c0G.

x Mnv enyEPELTE VO EVEPYOTIONGETE TNV TPOYEUIGUEVT] GUPLYYQ TPV O TNV EVEOT).

x Mnyv eniyeipeite va apopEGETE TOV S10POAVT UNYOVICUO KAAVYNG 0CPUAEING TNG

TPOYEUICUEVTG CVPLYYOG O TNV TPOYEUIGUEVT] CUPLYYCL.
Av €yete amopieg, KAAEGTE TOV 10TPO 1 TOV EMAYYEALATIO VYEING COC.

Brjua 1: IlpogToypacia

A@aipéote TNV TPOYEUICUEVT] GUPLYYO OO T1 GLOKELOGIO KOl GUYKEVIPMOTE TIG
mpoun0etec mov ypelalovtat yio TV £VESN GG LOVTIAAKLN OAKOOANG, Umdio Boppakion
1N emiBepa yalag, EUTANGTPO Kot SOYEID ATOPPIYNG ALYUNPDV AVTIKEWUEVDV (deV
mepthoupavoviar).

A

INo mo Gvetn éveon, apNoTe TNV TPOYEUIGUEVT GUPLYYD o€ Beppokpacio dmpatiov yio tepinov
30 Aemtd mpv amod v €veon. [IAbveTe Ta XEpla 60G OYOAAGTIKA e oamovVL Kot VEPO.

[Mavo og wa kabopn expavela epyaciog e KOAO QOTIGUO, TOTOOETNGTE TN VEX TPOYEUGUEYT
ovpryya Kot Tig GALeG Tpoundeies.

x Mnyv mpoonabeite va OepdveTe T cVPLYYo ¥PNOILOTODVTOC TNy Beppotnrag, dmwg (eotd
vePO 1 POVPVO UIKPOKVUATOV.

x Mnyv aQfVETE TNV TPOYELUGUEVT] GUPLYYA EKTEDEUEVT GE AUEGO NAOKO PWG.

x Mnyv avaxweite v Tpoyeiopévn cvpLyya.

° ®vrdooeTe TNV TPOYERIGUEVT 6UPLYYO o€ OEon TNV omoin dev PAEmovY Kot dev

npooeYYiLovy To TOLOLA.

Avoi&te tov dioko, Tpafdvtag to kdAvppa. [Tidote Tov unyavicpd KaAvY”NG acPaAEiog
TNG TPOYEMGUEVNG GUPLYYAG Y10, VO OLPULPECETE TNV TPOYELGLEVT GUPLYYO ATt TOV diGKO.

IIdote 0®

IMa Adyovg acpoaieiog:
x Mnyv midvete 1o Eupoiro.
x Mnyv midvete 10 povpo T TS BeAdvac.
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r | EmBewpnote 10 APLLOKO KOL TNV TPOYEUIGUEVT] GUPLYY.

Dappoxo

=] S -

" B [ HEHIID
Lot EXP

x Mn xpNCUOTOIEITE TNV TPOYEUGUEVT CUPLYYQ OTIS £ENG TEPUTTMGELS:
° To @dppako sivor vepelmdeg 1 amoypouatiopévo. [pémel va stvar Eva dtavyéc €mg
eEMPPOG oAV, AypouUO G EAAPPMS KITPIVO S1GAVUA.
° Onolodnmote PHEPOG QUIVETAL PAYIGUEVO T GTOGUEVO.
° To pavpo Topa Berdvog Aeinet 1 dev eivar 6T00epd TPOGAPTNUEVO.
° "Eyxer mapérBer ) televtaio nuépa Tov LRV TOL EREOVICETOL GTNV ETIKETA OOV £ival

EKTLTTOWEVN M) NuUepoMvia ANENG.
g OAEG TIC TEPUITMOOELS, KAAESTE TOV 10TPO 1] TOV EMAYYEALOTIO VYEING GO,

Brua 2: Mpogtopacio yio Ty evéon

A | [M\ovete ta yépua cag oyoraotikd. Ilpostowdote Ko kobapicte To onueio g Eveong.

—

~

+—> Avo pépog Ppoyiova

—> Kotlioxkn yopo

> Ave néPog unpov

Mropeite va ypnoipomonoste Ta 51G:
° Avo pépog Tov pnpov.

° Kotuaxn yopoa, ektog amd po teptoyn] S cm (2 in) akpipdg yOpw amd ToV aporo.

° E&wtepucn meproyn tov dve pépovg Tov Bpayiova (LOVO av Gag yopnyel TV £VEST KATO10G
GAAOG).

KoBapicte 10 onpueio g éveong e évo LavTiddKt e ahkoOAn. APNoTE TO SEPILO GO VO GTEYVAOCEL.

x Mnyv ayyilete T0 onpueio TG £veong TP amd TV EVEOT).

Mn yopnyeite v éveon o meployég 6mov 10 déppa eivan evaictnto, poAOTIGHEVO, EpLOPO 1
OKANPO. ATOQEVYETE TNV EVECT| GE TEPLOYES LUE OVAEC N POPODGELS.
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B A@aipéote TO HOOPO IO PEAOVAG TPAPOVTOG TO TPOGEKTIKA gvbeio TPog Ta £ Kot
LOKPL8 00 TO GO0 GOG.

r YoumécTte Ue Ta OAKTLUAL GOG TO ONUElD TNG £VEONG, Y10l VO ONULOVPYNCETE L otafepn
EMLPAVELQ.

0 Eivar onuavtikd va S1otnpioete 10 0EPUO GOC CUUTIEGUEVO KOTE TV £VEDT.

Brua 3: "Eveon

A Awtnpnote ) ovumieon. EIZATATETE ) BeAdva oto déppa vtd yovia 45 émg
90 popav.
x Mnyv ayyilete TV KaOopIGUEVT ETIPAVELD TOL SEPLOTOC.
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QOHZXTE 10 éupolo ackmvtog apyn Kot otabepn mieon, £0G OTOL TO VIMGETE N TO
0KOVGETE VO KKOVUTTOVEL. QONGTE TPOG TO KOTM UEYPL TEPLO UETE TO KOVUTMLLO.

o Eivor onuavtikd va o0noete mpog To KAT® PETA TO «KOVLTMLLOY, Y10 VO YOPNYNOETE TNV TANPN
doom.

AO®HETE tov avtiyelpd cag. Z1n ocvvéysio AOAIPEXTE npog ta mave T cOpryya amd o
dépua cog.

Metd v anelevfépmaon tov UPOLOV, 0 UNYOVIGLOC KAADYNG UCPOAELNG TN TPOYEUIOUEVNG

ovpryyag Oa kaAdyel pe acpdieia T Peldva Tng Eveong.

x Mnyv tomobfeteite TAAL TO podPO TOUO PEAOVOG GTLG XPTCLLOTOUNUEVEG TPOYEULICLEVEG
GUPLYYEC.
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Brua 4: Olhoxkiipmon

A Amoppiyte T ¥PNOUOTOMUEVN TPOYEUICUEVT GVPLYYO KO TIC GAAEG Tpoun0ete o€
d0yeio amdpPIYNG ALYUN POV OVTIKEUEV®V.

5
‘ Lﬁ

/%\
\ |

Ta pdppoke TPETEL VoL ATOPPITTOVTOL GOUPMVA LIE TIG KOTE TOTOVG 10YDOVGES OYETIKES OUTAEELG.
ZNtaTe amd TOV POPLOKOTOL0 GOG VO ATOPPITTEL TO PAPLOKO TOV OgV amortovvTal TAE0V. AVTA Ta
pétpa Ba suuPaiiovy oty Tpoctacic Tov TEPPaALovVTOG.

DvLacoeTE TN GUPLYYO Kot TO SOYEID amOPPIYNG ALYUNP®V amOoPANT®V Gg BEon TNV omoia dev

BAémovv kot dev Tpoceyyilovv Ta ToudLd.

x Mnv enavoypnOLLOTOLEITE TNV TPOYEUGUEVT] GVPTYYO.

x Mnv avoKUKADVETE TIC TPOYEUICHEVES GUPLYYES KO LNV TIG TETATE Lol LE To OIKLoKA
OTTOPPILLOTAL.

B | E&etdote To onueio g éveong.

Av vmdpyel aipa, Téote po pmdia BopPoakiov 1 éva eniBepa yalag mveo oto onpeio g EVeong.
Mnyv 1piPete T0 onpeio ¢ Eveong.
Epappocte éumhactpo, av ypetdletar.
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®vrho oonyIOV ypiong: [IAnpogopics yia Tov ypijoty

Bildyos 60 mg evéoypo diaiopa
OEVOCOVULAUTT

vTo PAPLOKO 0VTO TEAEL LTO GUUTANPOUATIKY TOPAKOAOVONCT. AVTO Ba EMLTPEYEL TO YP1YOPO
TPOGOIOPICUO VEOV TANPOQOPLDYV 0opiLelnG. Mmopeite vo fondncete pécm g avapopag Tiavav
AVETOOUNTOV EVEPYELDV TTOL EVOEXOUEVMG TTopovatalete. BA. Téhog tng mapaypdeov 4 yio Tov TpOTo
OVOPOPAS AVETIBOUNTMV EVEPYELDV.

A PaoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPTCLUOTOLEITE AVTO

T0 PaPNOKO, O10TL TEPIAAPPAVEL SNUOVTIKEG TANPOPOPIES Y10 COC.

- DvAaETE 0VTO TO PUALO 00MYLOVY Yprong. Towg ypelactel va to dafdacete Eavd.

- Edv éxete meportépm amopieg, poTNGTE TOV YOTPO 1| TOV PAPHOKOTOLO GOC.

- H ocvvtayn yia avtd 10 eappoko xopnyndnke amokAEloTIKA Yo 60G. Agv TPEMEL VO ODCETE TO
QapuoKo o€ GALOVG. Mmopel va Tovg TPokaAEGEL BAGPT, KOHO KO OTOV TO GUUTTMOUOTO TG
acBéveldc Tovg eivart 010 pe Ta S1Kd Gag,.

- Edv mapatnproete kdmola avemBOunTn evEpYELD, EVILEPMGTE TOV YATPO, 1] TOV PUPHOKOTOLO
c60c. AvTo 1oybEL Kot Yo KABe mhovn avemBOunTtn vEPYELD TOL OV OVOPEPETOL OTO TAPOV
@OALO 0dNyu®dV ypnone. BAéne mapdypago 4.

- O ywtpog oag Oa cog dmoet pia kapto vaevhdong Yo Tov acbevn, 1 omoia Tepiéyet
ONUAVTIKEG TANPOPOPIES Y10 TNV ACPAAELN, TIG OTTOIEG TPEMEL VAL YVOPILETE TPV Kol KUTA TN
ddpkela g Oepomeiog cog pe To Bildyos.

T epréyel To TapoOv UALO 0ONYLOV:

Tt eivon To Bildyos ka1 mowa ivan ) gprion tov

T npémer va yvopilete Tpiv ypnoponotioete to Bildyos
Ia¢ va ypnouonomoete to Bildyos

ITBavég avemBOuNTEG EVEPYELEG

Ia¢ va pvidcoete o Bildyos

ITepieydpeva ¢ GVOKEVAGING Kol AOUTEG TANPOPOPIES

IS e

1. T givan 10 Bildyos kot wowa givar n yprjon Tov
T eivon To Bildyos kol g dpa

To Bildyos nepiéyet devosovpdunn, o tpoteivny (Lovoklmvikd aviicope) Tov topsufaivel ot
opdion ag GAANG TPOTEIVNG, Yo TN Bepomeia TNG OGTIKNG AMMAELNG Kot TG 06TEOTOpmong. H
Bepamneio pe Bildyos kdvel ta 06Ta T0 avBeKTIKA KO HEIDOVEL TNV TOAVOTNTO EUPAVIONG KOTOYUATOV.

Ta ootd ivar évag LovTavoc 16TdG Tov avovedveTal cuveydc. Ta oletpoyova fonbodv oty datpnon
NG LYELNG TOV 06TAOV. METH TNV EUUNVOTAVOT], T ETITESN TMV OIGTPOYOVAOV LEIMVOVTUL YEYOVOS TOV
umopel va Kavel Ta 06Td Aemtd kat €00pavota. Avtd punopei teAkd vo 0dnyNoet o€ pio TABnom mov
ovopaletor ooteomdpmwon. H ooteomdpmon pmopet eniong va epeaviotel oe avopeg Loy evog
op1OLoY AITIOV TOL GLUTEPIAAUPAVOLY TN YPAVOT] KOV TO YOUNAN ETITEd TG OVOPIKNG OPUOVTG,
TEGTOGTEPOVIG. Mmopel emiong va epeaviotel oe acbeveic mov Aapfdvovy yAvkokoptikogldn. [ToArol
000gVEIC TOV TAGYOLY OO 0GTEOTOPWOOT) OEV EYOVV GUUTTMLOTO, OALL KIVOLVEDOLV TOPOAQ LTE VoL
VTOGTOVV KATAYLA, KUPIMG GTN GTOVOLAIKN GTNHAT, GTA 1010 KOl GTOVG KOPTOVGE.

O1 yelpovpyucég enelBACELS 1] TAL PAPLLOKO TTOV OAVOCGTEALOVY TNV TOPOY®OYN OIGTPOYOVAV 1|
TEGTOGTEPOVIG KAl Ypnoiomotovvtal yio T Oepaneio acbevdv pe Kapkivo Tov Hacstov 1 Tov
TPOGTATN UTOPOVV EMIONG VA TPOKOAEGOVY 0GTIKN andAEL. Ta 06Td YivovTol To addvoua Kot 6Tdve
L0 EVKOAQ.
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Mo givan 1 gp1jon Tov Bildyos

To Bildyos ypnowomoteital yio t Bepamneio:

. TG OGTEOTOPMOTG G YUVOIKEG LETA TNV EUUNVOTOVCT (LLETEUUTVOTOVGCIOKEG), KOl GE AVOPES
OV £YOVV ALENUEVO KIVOUVO KATAYLOTOG (CTTACILO TMV 00TMV) LEWMVOVTAG TOV Kivouvo
KOTOYHATOV TNG GTOVOVAIKNG GTHANG, LUN-CTOVOLAKOV KATOYUATOV KOl KATOYUAT®OV TOV

woyiov.

. NG OGTIKNG ATMOAELNG TTOV TPOKOAEITAL A0 TN LEIDMOT TOV EMTESMV OPLOVAV (TEGTOGTEPOVNG)
1 omoio. OPEIAETAL GE YEPOVPYIKN 1 PUPLOKEVTIKY Oepameio o€ acbeveig pe Kapkivo Tov
TPOCTATN.

. TNG OGTIKNG ATMOAELNG TOV TPOKOAEITAL OO LLOKPOYPOVIQ Oy®YN LE YAVKOKOPTIKOELY| GE

aoBeveic mov mapovstalovy avénuévo kivouvo Katdypotoc.

2. Tvrpémer va yvopilete apv ypnoipomronjcete to Bildyos

Mnyv ypnoiponomocete 1o Bildyos

. av &xete younAd enineda acPeotiov oto aipa (VTacfeoTionpia).

. o€ mepintwon aAdepyiog 6T 0EVOGOLUAUTT 1| € 0TO100TOTE GALO OO TOL GVGTUTIKA CVTOV
TOL QUPUAKOL (OVOPEPOVTAL GTNV TOPAYPUPO 6).

I[Ipogrdomoun|oelg Ko TPOPLAGEELS
Amgvbovieite otov yiatpd N TOV Qapuakonold oag Tptv yprnoonomoete to Bildyos.

Katd to didotua ov Aaufdaverte Bildyos propei vo mapovsidoste pdoivveon oto dépua e
CUUTTAONOTO 0TS 010N A, EPLOPATNTA TOV SEPLATOG, CLYVITEPO GTNV TEPLOYN TOV IOV, TOV
ouvodeveTal and aichnua kavoov Kot evarstnecio (kutTapitidn), Kot TOAVOV 0T GUUTTOUATO
nopetov. [Hopakareiote vo evuepDGETE TOV Y1OTPO GG AUECHS EAV TAPOVGIACETE OTOLOONTOTE OO
OVTE TO COUTTAOUATA.

Oa mpémet emiong va Aappdvete copuminpopata aceotiov ko frrapivng D yio 6o didotnpa
naipvete Bildyos. O yatpog cog Oa to cvintmoet avtd poli cag.

Mmopei va €xete yaunAd eninedo. aofeotiov oto aipa cog evoom hauPdvete Bildyos. TTapakaieiote
VO EVILEPMGETE TOV YIUTPO GOG AUEGMS EAV TOPATNPTCETE OTOLOONTOTE Amd T 0KOAOLO
CUUTTAONOTO: GTOCHOVS, GVOTAGELS, 1| KPAUTEG GTOVG LOEC GOG, KA1 LOVIIUCUO 1] LU PUYKIOGLLOL
OTO OGYTVAL TV XEPLDV, GTA SAYTLAN TV TOSIDY 1} YOP® OO TO GTOUN GOG, KO ETANTTIKEG
Kkpioelc, cOyyvon, 1 ATMOAEW TNG GLUVEIONONG.

E&apetikd yopnAd enineda aoPestiov OV 001YNOAV GE E1GAYMYN GTO VOGOKOUEID KOl OKOLLOL Kol
avtdpdoelg ameinTkég yio ) {on £xovv avapepbel o€ omdvieg TePMTOGCELS. (2G £k TOVTOV, TPV OO
™ Mym kdBe 660M¢ Kot 6Tovg acbeveig pe Tpodidbeon yia vracPeotionpio viog dvo efdouddwv
UETE TN ANyM NG apytkng doomg, Ba eAéyyovtal ta enineda acPfeotiov oto aipa cog (Léow eEétaong
aipoTog).

Evnuepdote tov yatpd cog edv Exete N elyate moté coPfapd mpofANLATA GTOVS VEQPPOVS, VEPPIKN
avemdpkelo 1 av ypeldotnke va vwofinbeite oe apokdBapon, | av Aapupdvete eappoka Tov
OTOKOAOVVTOL YAVKOKOPTIKOEWT (0Tt¢ Tpedvilodovn 1 de&apebalovn), yeyovota mov pumopei va
avENCOVY TOV KIVOLVO ELEAVIOTG YOUNA®Y EMEdV acBectiov o6To aipa av dev Aapupdvete
GUUTANP®UOTO acPecTiOV.

IIpoBAuata oto otoua, oto 60vtia N otn yvabo

Mio mapevépyela Tov AEYETOL 0GTEOVEKP®ON TNG YvaBov (BAAPT TOV 00T0D NG YvaBov) €xel
avapepBel omaving (umopel va ennpedlel émg 1 otovg 1.000 avBpmdmovc) oe acheveic mov Aapfdvovv
OEVOCOVUAUTN Yo TNV 00TEOTOP®OT). O Kivduvog TNG 06TEOVEKP®ONG TS YvAaBov avEdvetal o
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aoBeveic mov Aappdvovy Bepameia yio moAd kapd (umopei va emnpedoet uéxpt 1 ota 200 dtopo dv
rappdavovv Oepameio yio 10 ypovia). H ooteovékpwaon g yvdbov pmopel emiong vo eppavietel Kot
petd tn dwokomn g Oepaneiog. Eivarl onpavtikd va mpoorabncete va TpoAdfete TNV EUEAVIOT TNG
0GTEOVEKPMOTC TNG YVEOoL KabBdg pmopel va eival o ETMIVVY KOTAGTAOT Kol UTOPEL va lvat
d0voKoAn va Bepamevtel. [ va peidoete Tov Kivouvo gReaviong TS 00TEOVEKPOONS TG Yvabov,
AGPete TIG TOPAKAT® TPOPLAAEELC:

[Ipwv AaPete Bepamneia, evnuepmdaTte TOV Y10TPO 1) TOV VOGOKOLO 00 (emayyeAlatio vyeiag) edv:

. &xete TPOPANUOTO LE TO OTOUA 1 TO, SOVTIO GOG OGS KOKT GTOLOTIKY DYLEWVT, OVAITION 1)
TPOYPOUUATIOUEV EEAY@YT 0OOVI®V.

o dgv APPAVETE TAKTIKT 000VTIOTPIKT PPOVTida 1] dev £xete AAPel 000VTIOTPIKT eEETAIOT Y1l
UEYAAO YPOVIKO SLACTNLLA.

. glote Kamviot g (Kobd¢ ovTd pmopet vo avENGEL TOV KivOuVo TV 000VTINTPIK®Y
TPoPANUATOV).

. €xete mponyovpévmg AaPet Bepomeia pe SIPMOPOVIKE (Yp1cLLoTolovvToL Yo, TN Bepameio 1

TPOAN YT 0CTIKAOV S10TAPUYDV).
o Aappdvete KoptiKooTepOEd| (Omwg TN TpedviLoAovn 1 T deapebalovn).
. €xete xopxivo.

O ywtpog oag pmopel va cog {ntoet va egetaoteite and odovtiatpo mpwv Eekivioete ) Bepaneia pe
Bildyos. Katd ) dudpkeia g Oepomeiog, Oo mpémet va dlatnpeite Ko 6TOUATIKY DYIEWT Kol Va
vroPaAlecte o TaKTIKEG 0dovTiaTpikES eEgtdoets. Edv popdte teyvnti odovioctotyio Bo mpémel va
BeParwbeite 6TL eapuolel cwotd. Av vroPdiieste og odovtiaTpikn Oepameio 1 TpdKeLTOL VOL
vroPAnOeite oe 0dovTloTPIK XeWPOoVPYIKN enépuPaoct (T.). eEAYYEG 00OVTI®V), EVILUEPDGTE TOV YLOTPO
oog Kot meite 6Tov odovtiaTpd cag ot Aapfavete Bildyos.

Emkowveviote pe tov ylotpo Kot ToV 000VTIoTPO GO AUEGMG OV TOUPOVGLAGETE OTOLNONTOTE
TPOPANALOTA UE TO GTOUA T} TO dOVTIA OTT®G YoAaPE dOVTIa, TOVO 1| TPNEWO, 1| U1 ETOVAMGT TANYOV 1

ekkpiloewv, kadng autd propel va givar onpeio TG 00TEOVEKPOONS TNG YvEbou.

Mn ovvnOn koTéypoto Tov unpleiov 06Ton

Kamoot acBeveic £xovv eppavicet pun cuvion Katdyuato Tov unplaiov 06tol Katd TN SLIPKELN TNG
Oepameiog pe devocovpdunn. Erkovoviote pe tov yiatpd cog edv vimoete vEo 1 oovuvi016To ToVo
070 10)10 cag, 61N PovPwvikn y®pa 1 610 UNPd Gog.

Mowora kon £ por

To Bildyos dev 0o mpémet va ypnoylonoteitar o€ moudud kot £pnfovg nAikiog kdto tav 18 etdmv.
Ao @dppoxo kot Bildyos

Evnuepmote Tov y1atpd 1 TOV QOpUAKOTOL0 0aG 6V TaipveTe, £xETE TPOGPUTA TAPEL 1| LWTOPEL VOl
nhpete AAAO Pappaka. Eivol dlaitepo onpavikd vo eviUEPMGETE TOV Y1oTpd oag 6V maipvete GALO
(APLOKO TTOL TEPLEYEL OEVOGOVUAUTT).

Aev mpénet va napete Bildyos pali pe GAho @dpuoako 1o omoio mepiéyel SEVOGOVUAUTH.

Kinon, 0nhaopdg kar yovipotnra

H devocovpaunn dev €xetl dokipaotel o€ eykvovg. Elvatl onpoavtikd vo evuepdGETE TOV Y1aTpO GOG
eqv glote €ykvoc, vopilete 6T unopel va glote €ykvoc i oxedialete va amoxtioete moidi. H yprion tov
Bildyos dev cuvictdral av giote £ykvog. Ot yovaikeg avamapaymytkig nitkiog o mpémet va,

YPNOUOTOL0VV ATOTEAECUATIKEG HEBOSOVE avTIGOAANYN G Katd o didotnua Oepomeiag pe Bildyos kot
Yo TOLAGyIoTOV 5 PveS uetd ) dakomn g Bepameiog pe To Bildyos.
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Av peivete éykvog katd ) didpketa g Bepanciog ue Bildyos 1 og Sidotnua pikpdtepo tov 5 unvov
ueta ) drokomn g Bepanciog pe to Bildyos, tapakaieiote vo evuep®OETE TOV Y10TPO GOG.

Agv glval yvooTo €4v 1 0EVOCOVUAUTN OTEKKPIVETOL GTO UNTPIKO YaAa. Eivol onuovtiko va
EVNUEPDOGETE TOV YIOTPO Gag eqv OnAdlete M| oxedidlete va Onddoete. O yaTpdg cag Ba cag fondrost
va amopacioete eav Oa dlakoyete To Onhacuo N ) Oeponeio pe Bildyos Aappdavovtag veoyn o
6pelog Tov OnAacpov yio To modi kot To 6perog Tov Bildyos yua ™ untépa.

Av OnAalete kot ) dudpkera g Ogpomeiag pe Bildyos, mapakaieiote va evnuepooete tov yiotpd
o0G.

ZnToTe TN GLUPOVLAT TOV YIATPOD 1] TOV POPLAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPHLOKO.
00nynon Ko XEPIGUOS POV LATOV

To Bildyos dev éxet xapio 1 xel aofuavTn EXidpAcT TNV KOVOTNTO 03NYNONG KOl YEIPIGUOD
UNYovnUaToy.

To Bildyos wepiéyetl copprroin kot mrorvoopPiké 20

To @dppako avtd mepiéyet 47 mg copPrroing kot 0,1 mg moAvcopPucod 20 oe kGO ml doAdpoTOC.
Ta moAvcopPikd umopel va Tpokarécovy aliepyikéc avidpdoelc. Evnuepmaote tov 1atpd cag edv
EYETE YVOOTEC OAAEPYIEC.

To Bildyos wepiéyer vatpro

To @dppaxo avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd 60 mg, eivar avtd Tov
ovopalovpe «ehevBepo vaTpiovy.

3. o va ypnoypomomocsre o Bildyos

H ocvvietopevn d6om eivar éva groiidio tov 60 mg yopnyobuevn pia @opd kébe 6 unveg pe epamos
V1odopLo éveon (kdtw and to déppa). To Bildyos Ba eyyéetor otov unpd, 6Ty KoMK ¥OPO 1 6TO
v pépoc tov Ppoayiovd cag. ZopPovAELTEITE TOV YIOTPO COG GYETIKG LLE TV NUEPOUN VIO Y10, [LL0L

mOovr exduevn éveon.

®a mpénel eniong va AapPavete copumAnpopato acfeotiov kot Brrapivig D yuo 660 didotnpa
naipvete Bildyos. Avto givon kdtt mov Oa cvlnthioete e Tov yoTpd Gog.

Av €yete TEPAITEPM ATOPIEG GYETIKA LLE TN (PNION AVTOV TOV PAPLAKOV, PMTNGTE TOV WTPO, TOV
POPULOKOTOLO 1] TOV VOGOKOO GO,

Mnv avaxwveite.

Edv Eeydoete va kavete v éveon tov Bildyos

Edv Egydoete kamoio ddon tov Bildyos, n éveon mpénetl va yivel to cuviopdtepo duvoto. Xn
GLVEYELD, 01 EVEDELG TTPETEL VO, Tpoypoppatiloviol KaOe 6 unveg amd v nuepounvia g TEAELTOLNG
£veomng.

Edv otapatioete va ypnowonoieite to Bildyos

[N va amokopicete To peyaidtepo duvatd 6@elog omd ) Bepaneia cog 61N PElMOT TOV KIVOLVOL

Kotayudtov, givon onuavtikd va ypnotponoteite o Bildyos yio 660 Sidotnua cog to cuvtayoypogsi
0 YwTpog coc. Mnv dakdyete ) Oepaneio Gog yopig vo ETIKOIVOVIGETE |E TOV YL0TPO GOC.
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4, IMBavig avemBounTeg evépysieg

Onwc 6Mo Ta papuoKa, £T61 KAl AVTO TO PAPUAKO UTOPEL VO TPOKAAESEL OVETIOVUNTEG EVEPYELES, OV
KoL 0gV TOPoVS1dlovTal 6e OAOLE TOLS AVOPMOTOVG.

Oyt ovyvad, acBeveic mov Aappavovv Bildyos pmopet va gpepavicovv deppatikég Aotuméels (kupimg
Kuttapitda). [opoKareioTE VO EVIILEPDGETE TOV YIUTPO GOG GUEGCOS OV TAPOVGLACETE KATOLH OO
T akOAoLO cvuTTOpTO EVD PBpiokeote oe aywyn pe Bildyos: epubpdmra kot oidnue tov dépuatog,
GULYVOTEPO OTNV TEPLOYN] TOL TOSLOV, TOL GLVOSEVETAL Ad aicON U KaHGoL Kot evaichnoio Kot
TOOVOV A0 CUUTTOUATO TVPETOD.

Ymavimg, ac0eveig mov Aappavovy Bildyos pmopovv va avartoéovv mévo 6to otopa ko ot yvado,
oidnua 1 pn erovAmon TV TANYOV 6To oTope 1 6T Yvabo, ékkpior, povdtacua 1 aicOnuo Bapovg
611 Yvabo, 1| YaAdpmaon evog dovtiov. Avtd pmopel va givol onpeia PAAPNG Tov 06TO0 TN YVEBo
(ooteovékpmon). Evipep@ote Tov Y10Tpd 60C KOl TOV 000vTiaTPé 605 OPEcMS £0V TAPOVGLICETE
TETO0. CUUTTOUOT EVOS giote o€ Ogpameia pe Bildyos 1 petd ) dokonn g Oepansiog cog.

Tmavimg, acbeveic mov Aappavovy Bildyos pmopovv va £xovv yaunid eninedo acfeotiov 6to aipa
(vroaoPeotionpio). Ta egarpeticd younAd enineda acPeotiov pmopel vo 0dNYNOOVY GE E1GAYWOYT| OTO
VOGOKOLELD KoL Umopel vor eivat akoOpa Kot amenTikd yio, ™ {on. Zopuntopata tepthapfavouy
OTUGUOVC, CLOTAGELC 1| KPAUTEG GTOVE WOEC GOG KOUT LOVOTOGHLO 1] LOPUAYKIOOUO GTO SOYTUAN TMV
YEPLDV, TOV TOOLDV GOG 1} YOP® amd TO GTOUN GOG KOUT EXANTTIKEG KPIGELG, GVYYVOT, 1| ATDAELN
ovveldnong. Edv kdnoto amd autd 1oydel yio €606, EVIHEPADOTE TOV Y0TPO 6ag apécms. Ta younid
emimeda aoPecTion 6TO aipla LTopel EMIGNC VO 001 YCOVY GE Lol OAAAYT] TOV KopdlokoD puOpod mov
ovoudletol Topatacn Tov dtotnuatog QT, n oroia paivetal oto niektpokapdtoypdenuo (HKT).

Zravia 0ocvVNOIoTO KATAYUOTO TOV UNptaiov 06To0 UITOopEl va ERQAVIGTOOV G aceVeElg TOV
LouPavovv Bildyos. EmikowvovieTte pe Tov Y10Tpo 60G £0v eppavicete vEo 1 ooLvifioTo TOVO 6T
woyio, otn PovPavikn ydpa 1 610 UNPIY, KaBOS avTd propel va, amotelel TpoOwPN EvOeEn evog TBavoh
KOTAYLOTOG TOL Unplaiov 06Tov.

Ymdvio, pmopel vo epeovieTovy oAkepyikég avtidpdoeig e acbeveic mov Aaufdavovv Bildyos. Ta
CUUTTOUOTO TEPIAAUPAVOLY OION O TPOCHTOV, TOV XEIAMMV, TNG YADOGGAS, TOV ACILOD 1| GAA®Y
TUNHATOV TOV cdpatos. EEavOnua, kvnoud i kvidwon oto 6€ppa, cuptyrd 1 SUCKOAIN GTNV AVOTVOT).
[opoKaAeioTE VO, EVIIHEPAGETE TOV YLUTPO 60C 4V ELPAVICETE OTOLOONTOTE OO AVTA TAL
CLUTTONOTO VD gloTte VIO Bepameia pe Bildyos.

oAb ovyvéc avemBounteg evépyereg (Lmopovv va ennpedlovy teplocdTEPOVS amd 1 G6ToVG
10 avBpmmovg):

. OVOG 0TO. 00TA, OTIS OPHPMOELS, KOUT HVTKOG TOVOG TTOL KATOLEG (POPES Elvan EVvTOVOC,
. OVOG oTa XEPLA 1] TO TOd (TOHVOG GTOL AKPaL).

Yuyvég avemBOunteg evépyereg (Lmopov va emmpealovy £wg 1 atovg 10 avBpmdmovg):

EMMOLVI] OVPNGT], GLYVY OVPNOT], A GTA 0VPA, ASLVALIN GLYKPATNONS TOV CVPWYV,
AOTU®EN TOV AVAOTEPOV AVATVEVGTIKOD GUGTHUATOG,

VoG, aictnpo popunKioons 1 LOVSIAGHO TOL ETAVEL LEYPL XOUNAA 6TO TOOL 6o (1oyLodyia),
dvokootTa,

ducpopia oty Kotd,

e&avomua,

deppotTomddeia mov yopaxtnpileton amd eayovpa, epudpdtra kavn Enpotnta (Eklena),
TpLonTOON (aAmneKia).
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Oy ovyvég avemBOunTeg evEPyELEg (Lmopovv va emnpedlovv €wg 1 otovg 100 avBpdmovg):

. TVPETOC, EUETOC Kol KOTAMAKO Glyog 1 Suopopio (EKKOAT®UATITION),
. AolpméEn Tov eToG,
. eEavON L0 TOL EVOEYETOL VO EUQOVIOTEL GTO OEPLLA 1) EAKT) GTO GTOUA (AELYTVOELDT|

QOPUOKEVTIKG e&avOnpaTa).
oAb omavieg avem@ounteg evépyseieg (Lmopovv va ennpealovy éoc 1 otovg 10.000 avBpdToLS):

o oAAepyikn avtidopoot mwov pmopel vo Tpokarécel PAGRN oto apoeopa ayyeio Kupimg Tov
SEPHOTOG (T, TOPPLPEG 1 KAPEKOKKIVEG KNAIDES, KVidmon 1 depuatikd EAkn) (ayyeutidon omd
vrepevoconacia).

Mn yvo6Tiig 6vvoTNTOG (1] SLYVOTNTA TOVG dgV pmopel vo ekTiunOel pe Baon ta dabéoya
dedopéva):

. EVILEPMGTE TOV YIATPO GO EAV EYETE TTOVO GTO AVTI, EKKPLOT 0d T0 awTi KoM Aoipumén oto
avti. Avtd pmopet va givarl onpdadio 06TikNG PAGPNC 6TO0 avTi.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnprioete Kamowo avemBOUNTN EVEPYELX, EVIUEPDGTE TOV YITPO 1) TOV POPLOKOTOLO GO,
AT 1oyveL Kat Yo KaOe mhoavr avemBOuN T EVEPYELD TOV OEV AVOPEPETOL GTO TTAPOV PUALO 0ONYIDV
yponc. Mmopeite eniong va avagépete avembounteg evépyeleg anevbeiag, Hécw Tov €Bvikond
GULOTILOTOG OVAPOPAG ToL avaypdpeTol oto [apdptnua V. Méowo g avaeopds avemountoy
EVEPYEIDV Umopeite va, fonBnceTe 01N GLALOYN TEPLICTOTEPMV TANPOPOPLOV CGYETIKA LLE TNV ACPAAELL
TOV TOPOVTOG PAPUEAKOL.

5. Iog va puhaccete To Bildyos
To eappako avtd TPEMEL va pUAACCETAL GE PUEPT TTOL Ogv TO PAETOVV Kot dev TO POGVOLV TaL TAd1E.

No pn ¥pno1Honoteite aVTO TO PAPLOKO LETE TNV Nepounvia AENG TOL OVOPEPETOL GTNV ETIKETO KoL
070 kouTti petd to AHEH/EXP. H nuepopnvia AnéEng eivor n tedevtaio nuépa Tov univo mov
ovapEPETAL EKEL.

dvidooete og yoyeio (2°C — 8°C).
Mnv katoyOyeTe.
DVALAGGETE TO PLOAIOI0 OTO EEMTEPIKO KOLTI Y10 VO TPOCTUTEVETOL ATO TO PG,

Mrnopeite va apoETE TO PLOAIDI0 EKTOC WYUYEIOL UEYPL VO PTACEL GE Bepokpacio dmpaTiov
(néxp1 25°C) mpv amod v éveon. 'Etol n éveon Oa yivel mo dveta. Otav agedei 10 graridoto va ¢Tdoel
o¢ Beppokpacio dopatiov (uéypt 25°C), Ba mpénel va ypnotpomoindel evtog 30 nuépwv.

Mnv mtetdte APLAKO GTO VEPO TNG OMOYETEVONC 1| 0T OIKLOKG amoppippata. Potiote tov

QOPUOKOTOLO GOG Y10, TO TMG VO, TETAEETE TAL PAPLLOKA TTOL OEV P oLpLonoteite ma. Avtd ta pétpa Ba
BonOncovv oty Tpoctacia Tov TEPPAAAOVTOC.
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6. Iepreyopeva TS GLOKEVAGTOS KOl LOUTES TANPOPOPIES

T epréyer To Bildyos

- H dpaoctikn ovoia givar | devocovudpmn. Kabe praridio tov 1 ml mepiéyel 60 mg
devoocovpaunn (60 mg/ml).

- Ta dAAa cvuotatikd gival 0&uo o0&, TayopopPo, LOPOEEIdIO TOL VaTpiov, copPitorn (E420),
moAvcopPuco 20 (E432) kot vdwp yio VECTUAL.

Epg@avion tov Bildyos ko Tepieyopeva Tng cvokevaoiog

To Bildyos givat éva evésiuo didAvua (evéoipo).

To Bildyos givot éva S10vy£g £m¢ eEAap®dS omaAilov, dypopo Emg EAaPP®S KITPIVO S1dAVLLO.
Evdéyeton va mepiéyet 1yvomosotnTeg S1ouymv £mG AEVKMOY COUATIOWV.

Kd&0e cvokevacio mepiéyet Eva plaiidio piog ypnong.

Kartoyog Adsrag Kvkhogopiag
Henlius Europe GmbH
Sternstraie 67

40479 Diisseldorf,

Teppovia

HopackevacTic

Cilatus Manufacturing Services Limited
Pembroke House, 28-32 Pembroke Street Upper

Dublin 2,
D02 EK &4,
IpAavdio

INo omoladnmote TANPOPOPio. GYETIKA [LE TO TAPOV POPUAKEVTIKO TPOTOV, TOPUKAAEISTE VOl

angvBovvbeite otov Tomikd avtimpdommo tov Katdyov tng Adetog Kuihopopiog:

Belgié/Belgique/Belgien Lietuva

Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany

europe_gmbh@henlius.com

europe_gmbh@henlius.com

Bbuarapus Luxembourg/Luxemburg
Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany

europe_gmbh@henlius.com

europe_gmbh@henlius.com

Ceska republika Magyarorszag

Henlius Europe GmbH Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf Sternstrafle 67, 40479 Diisseldorf
Germany Germany

europe_gmbh@henlius.com

europe_gmbh@henlius.com
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Danmark

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Deutschland
Organon Healthcare GmbH

Tel: 0800 3384 726 (+49 (0) 89 2040022 10)

dpoc.germany@organon.com

Eesti

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

E\Lada

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Teppavia
europe_gmbh@henlius.com

Espaiia

Organon Salud, S.L.

Tel: +34 91 591 12 79
dpoc.spain@organon.com

France
Organon France
Tél: +33 (0) 1 5777 32 00

Hrvatska

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Ireland

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

island

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com
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Malta

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Nederland

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Norge

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Osterreich

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Polska

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Portugal

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany

europe gmbh@henlius.com

Roméinia

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Slovenija

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com

Slovenska republika

Henlius Europe GmbH
Sternstrafle 67, 40479 Diisseldorf
Germany
europe_gmbh@henlius.com



mailto:europe_gmbh@henlius.com
mailto:dpoc.germany@organon.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com
mailto:europe_gmbh@henlius.com

Italia Suomi/Finland

Organon Italia S.r.I. Henlius Europe GmbH
Tel: +39 06 90259059 Sternstrafle 67, 40479 Diisseldorf
dpoc.italy@organon.com Germany

europe_gmbh@henlius.com

Kvbzpog Sverige

Henlius Europe GmbH Henlius Europe GmbH
Sternstralle 67, 40479 Diisseldorf Sternstralle 67, 40479 Diisseldorf
I'eppavia Germany
europe_gmbh@henlius.com europe_gmbh@henlius.com
Latvija

Henlius Europe GmbH

Sternstrafle 67, 40479 Disseldorf

Germany

europe_gmbh@henlius.com

To wapov @UALo 0dNYIOV Yprions avaBewpnOnke 1o TeELEVTAIL POPA GTIG
AALEg TNYEG TANPOPOPLOV

Aemtopepeic TANPoPopieg Yo T0 TOPOV POPUOKEVTIKO TPoioV gival S100éc1eg 6TO SIKTLAKO TOTO TOV
Evponaikod Opyavicpov @appdkwv: https:/ www.ema.europa.eu/.

O TAinpogopics mov akorovBoOV amevOvvovTon povo o€ erayyeipatieg vysiog:

. Ipw amd ™ xopnynon, to didivua Bildyos npénet va eléyyetar omtikd. To diddlvpo evdéyeton
VO TEPLEYEL YYVOTOCOTITEG NUSLOPAVDV £ AEVKDV TPOTEIVOOIY®V COUATIOIOV. MV
YPNOLOTOLEITE TO SAAVIA €AV EIVaL VEQPEADOEC 1] ATOYPOUOATICUEVO.

. Mnv avoxkiveite.

. "o va amoebdyete T dSvceopia otn BEom Eveong, apnote To PLoAidLo va PTacel o€ Beppokpacio
dopoatiov (uéxpt 25°C) mpv amd v éveon kal €yyOGTE apyd.

. B0 mpémel va, yyEETaL OAO TO TEPIEYOUEVO TOV PLOALIIOV.

. IMa ™ yopnynon g devocovpdunne, cuvietdral feAdva dtapétpov 27 gauge.

o Agv Oa mpémel va emyepeiton ek VEOL €16000G GTO PLOAISIO.

Kd&0e aypnoiponointo paprokentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, [LE TIG
KATA TOTOVC oY VOVGES GYETIKEG dL0TAEELS.
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