ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



vTo QAPLOKO CVTO TEAEL LTTO CLUTAN PO®UATIKY TOPaKOAOVONGT. AvTd B eMTPEYEL TO YP1YOPO
TPOGIOPIGUO VEDV TANPOPOPLOY AGPAAELS. ZNTeital amd TOVG ey YEALATIES VYELNS VO AvaPEPOLY
omolecoNmote THAvVoLoyoLEVEG avemBOUNTEG EVEpYeleg. BA. mapdypapo 4.8 yio Tov 1pdno avapopdg
OVETBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoio d1dAva G€ TPOYEHGHEVT] GUOKEVT TOTTOV TEVAG

EVENITY 105 mg evéoyo S1dhvpio. 6€ TPOYEUIGHEVT] GUPLYYO

2. MOIOTIKH KAI ITOXOTIKH XYNGEXH

EVENITY 105 mg evéoiuo ditdAvpa 6€ TpoyeUoUEVT] GUOKEVN TOTOV TEVOC

KdBe npoyepuopévn cvokenn tomov mévag mepiéyet 105 mg romosozumab og 1,17 ml diaiduartoc (90
mg/ml).

EVENITY 105 mg gvéoyo S1dAvLo. G€ TPOYELGLEVN GOPLYY

Kabe mpoyepuopévn ovpryyo mepiéyxet 105 mg romosozumab og 1,17 ml doddpartog (90 mg/ml).

To romosozumab eivar £va e€avBpomicuévo novokioviko avticoua 1gG2 mov Topdyetat pe ypnon
te)voroYiag avacvvdvacuévov DNA og kdtTopa modfikng kivélikov kpikntod (CHO).

IMoa tov TAnpn kaTdloyo TV ekddYwV, PA. Tapdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H
Evéowo ddivpa (éveon)

Aroyég Emg omaAilov, Axpouo £0¢ avolKTO KITPVO SIUAV AL,

4, KAINIKEX ITAHPO®OPIEX
41 OgpamevTikég EvOEiEelg

To EVENITY gvdeikvoton yia ) Ogpaneio T coPoapng 00TE0TOP®CNC GE UETEUUNVOTOVGLUKES
yovaikes pe vynAo Kivéuvo katdypotog (PA. mapdypago 5.1).

4.2  Aocoloyio kol TPOTOS YopyNons

H Bepaneio Oo mpénet va Eexiva kot vo mapakoiovdeitor omd £181K00G 10TPOVG LE EPTELPIO OTNV
OVTILETATION TNE 0CTEOTOPMOTC.

Aocoloyia

H cuvictduevn 86om givon 210 mg romosozumab (yopryodvor og 6060 vrodopieg evéoeig 105 mgn
kd@0e pio) pio popd tov pva yuo 12 pvec.

Ot aoBeveic mpémel va Aappdvouv enapkég copumAnpopo acBeotiov Kot frrapivng D mpv kot katd
didpketa g Oepomeiog (BA. Tapaypdeovg 4.3 kot 4.4).



Ot aoBeveic mov Aappdvovy Bepamneia pe 1o EVENITY Ba mpénet va Adfovv 1o gUALO 00My1dV
YPNONMG KoL TNV KAPTa TPOEWDOTOiNong acdevoug.

Metd v ohokAnpwon g Bepaneiog pe romosozumab cuvietdtol ) petdfacn oe Bepansio
ATOPPOPNONE 06TOD TPOKEIUEVOL VoL ETEKTODEL TO OPEAOC TTOV EMITVYYAVETOAL LE TO rOMOsozumab kot
mépav Tov 12 unvov.

Topdleryn dooewv

Edv mapareiyete ) 6601 TOL rOMosozumab, yopnynote Ty UOAMS avTo gival EPIKTO. XTn GUVEXEL, 1)
endpevn d6om romosozumab dev Oa Tpémet va yopnyeital vopitepa omd Evo unvo HeETd v televtaio
doon.

Eidixoi wAnbvouoi

Humwuévor
Agv amouteitonl Tpocoappoyn thg 86omg o€ nhkiouévoug acbeveic (BA. eniong mapdypogo 5.2).

Negpirn dvoiertovpyio,

Agv amouteitol Tpocapproyn thg 80omng o€ acbeveic pe veppikn dvoiertovpyia (PAéne mapdypago 5.2).
To acPéotio Tov opov Ba mpémet va mapakorovdeiton oe acheveig pe cofapn veppikn duciettovpyio
1N o€ apokdBapon (PA. mapdypogo 4.4).

Hrozikn dvoleitovpyio
Agv &povv de€aybel Khvucég dokipég yio Tnv a&loAdynon g enidpacng tng NIaTikig SVGAEITOLPYIOG

(BA. mapaypago 5.2).
THoidrarpiros ninBoouog

H aopdieia ko 1 anotedecpotikoTTo ToL FOMosozumab o madiatpikovg acbeveis (nikiog <18
ETMV) dev £xouv akdpo tekunplmbel. Aev vapyovv drobéctua dedouéva.

Tpdnog yopnynong

Y7rodopia yprion

I va yopnynoete ) 60om tov 210 mg, Oo mpémet va xopnynbovv 2 vroddpieg evécseilg romosozumab
TNV KOWMOKN Xdpa, 610 unpod 1 otov dve Ppayiova. H devtepn éveon Ba mpénet va yopnyeiton
OUECMG UETA TNV TPDTY, OALGL o€ dlapopeTikn OEom.

H yopniynon Ba mpénet va mpaypotomoleitol ond ATopo mov EXEl EKTOIOEVTEL GE TEYVIKES YOPTYNONG
éveong.

IMo 0dnyiec oyetikd e To ¥epiopd Kot v amoppiyn, PA. mapdypoeo 6.6.
4.3  Avrtevdsieg

- YnepevaicOnoio otn(otic) dpactiki(€g) ovoin(eg) 1 6€ KATO0 Omd TO EK0Y 0 TOL OVAPEPOVTOL
otV mapaypapo 6.1 (BA. mapdypago 4.4)

- YrooBeotapio (BA. mapdypagpo 4.4)

- Iotopkd epepdypatog Tov pLoKapdiov N ayyelKoD eYKEPAAIKOD Englcodiov (PA. Tapdypopo
4.4)

4.4  Eu0kég TPOELOOTOMGELS KU TPOPVAGEES KATE TN p1jon

"Epopaypo tov pookopdiov Kot oyyelokd eyKEQAALKO EXELGOO10

Y& TUYOOTOINUEVEG EAEYYOUEVEG UEAETEG, TapaTNPNONKE 0OENOT TV GOPAPDV KAPIULYYEIAKMDV
oLUBavTeV (EHLEpaypo TOL HLOKOPSIOD KoL ayYELOKO EYKEQOAIKO EMEICO010) o€ acbeveig Tov Elafav
romosozumab cg GOYKPIoN HE TNV opdda eEAEYYov (BA. mapdypapo 4.8).




To romosozumab avtevdeikvutal og acOeveic e 10TOPIKO EUPPAYLLOTOG TOV HVOKOPIIOV 1) 0y YELKOD
EYKEPOAKOV gmelcodiov (PA. mapdypapo 4.3).

Katd tov kafopiopd g okompdtTog xpnong tov romosozumab ce kabe acbevi, Tpénel TpdTa va
AnoeBel vTOYT 0 KIVOVVOC KATAYOTOC KOTE TO 0KOAOVOO £TOG Kot 0 Kapdlayyelokdg Kivouvog Tov
Baciletar o€ mapdyovteg KIvOUVOL (T.). EYKATEGTNLEVT KAPOLOYYELOKT] VOGOGC, VIEPTOCT,
vrepAmdorpio, cakyopddng dafnng, Kdmvioua, cofopn veppikn duvsiertovpyia, nikia). To
romosozumab TpEnEL VoL YPNOLULOTOIEITOL LOVO EAV O GLVTAYOYPAPOS KL 1) 0oEVIS GLUEOVOHY OTL TO
O6pelog vteptepel Tov Kvduvov. Edv kdmola ac0evig ekONAMGEL EPOPAYLLO TOL HDOKAPSTo 1|
OYYEWKO EYKEPUALKO ETELGOO10 KaTA T d1dpKeL TG Bepamevtikng aywyns, n Bepaneia pe
romosozumab Oa mpénet va Srakomel.

YnooBeotionpio

"Exel mopotnpndei mapodikn vracPeotiopio og acheveis mov Aappdavovy romosozumab.

Oa pénet va. 510pbwbel N vracPeotiopio Tpy amd Ty Evapén g Oepameiag pe Fomosozumab kot ot
acBeveic Oa mpémel va mapakorovBodvtar Yo onueio Kot coprT®paTe VTacPestioupiog. Eav
0mOLOONTOTE AGHEVT|G TAPOVGLUCEL GUUTTM AT VTOTTA Y10, VIAGPESTIONUIN KATA TN SLIPKELD TNG
Bepanciag (BA. Tapdypago 4.8), Oa npénet va petpmdvon ta enineda aoPeotiov. Ot acbeveic Tpémet va
hopfavovy enapkéc copmAnpoua acfeotiov kot frrapivng D (BA. TTapaypdgovg 4.3 kot 4.8).

Acbeveic ue coPapn veppikn dvorettovpyia (ekTipdpevn toyvTNTa oTepapatikig dtndnong [eGFR]
15 éwg 29 ml/min/1,73 m?) § mov voPdArovTal og opokadapon SraTpéyovy peyoAdTEPO Kivduvo
eUPavioNg vracPesTionpiog Kot To SESOUEVH AGPUAELNS Y10 aVTODS TOVG acbeveic elval Teplopicopéva.
Ta enineda acPeotiov Oa mpénel va mapakolovBodvtar o€ avTég TIG aohevels.

Ynepevaohnoio

KMvikd onpovtikég avtidopaoelg vrepevoicnoiog, 0mmg ayyelooidnua, ToAdHopPo epvinua Kot
Kvidwon, eueaviotnkay oty opdde Tov romosozumab ce kKAvikég dokiuéc. Edv mapovoiootei
OVOPUACKTIKN 1 GAAN KAIVIKG GTUOVTIKT 0AAEPYIKN avTidpacn, O mpénet vo EEKIVIGEL KATAAANAN
Oepameia ko Oa Tpémet vo. drokomel 1 xpHon Tov romosozumab (BA. mapaypdeovg 4.3 ko 4.8).

Ocrteovékpwon g yvafov

H ooteovékpmon g yvabov (ONJ) éxer avapepbel ondvia o€ aobeveic mov Aappdvovv

romosozumab. Ot ak6AovBot Tapdyovteg Kivduvov Tpémet va, Aapfavovtot vrdyn Katd T

a&loldynon Tov aTopkol Kvdvvou gppaviong ONJ:

- 1GYOG TOV PUPLOKEVTIKOD TPOTOVTOC TOV OVOGTEAAEL TNV ATOPPOPNGT TOV 06TAV (0 Kivouvog
av&averal pe o 60£vog e Evmong) Kot cmpevuTikn d6cm g Bepameiog amoppoPNons 06ToV.

- KapKivog, cuvvoonpotnta (T.y. avaipio, Satapayés tng mENS, AoipmEn), KAmvioua.

- GLYYOPNYOVUEVEG DEPUTEIES: KOPTIKOGTEPOELDT|, YN UEIODEPATEID, AVAGTOAELS Ay YELOYEVEDTG,
axtivobepameion 6NV KEQOAN KoL GTOV TPAYNAO.

- KOKT] GTOLOTIKY DYLEWVY, TEPLOSOVTIKT VOGOG, KOKN EPAPUOYN TEXVINTMOV 000VIOGTO LDV,
LGTOPIKO 0JOVTIKMY VOOV, 000VTIOTPIKEG emeUPacels (m.y. eEaymyéc dovTiaV).

Oleg ot acBeveic B mpémel va evBapphvovtal va dloTnpovyv KON GTOHOTIKN VYIEWVT, VO vTofdAlovTol
O€ TOKTIKO 030VTIOTPIKO EAEYYO KOl VO OVAPEPOVY AUECHG OTOIUONTOTE GUUTTOUNTO TOV GTOUOTOG,
OMOG KVNTIKOTNTO SOVTLDV, TOVO 1} 010N 1] 1) ELOVAMGT EAKMV 1] EKKPLOT| KATA T1 S1APKELD. TNG
Oepameiag pe o romosozumab.

Ot acBeveic Tov givar vVomteg 0Tt eppaviCovv N avartdesovy ONJ evd Aapupdvovy Bepameia pe
romosozumab Oa wpénet va AaPovv @povTide and vay 080VTIOTPO 1 £Vav XEPOVPYO GTOUATOC UE
eunepio otnv ONJ. H dwaxonn| g Oepameiog pe romosozumab O mpémel va e&etactel émg 6tov 1)
KOTAOTOOT EMAVOEL KOl 01 GUVTEAESTEG KIVOUVOL LETPLOGTOVV, OTTOL Eivat dSuvaTov.

Artvmo kaTdylote Tov unploiov

ATuTO YOUNANG EVEPYELNG 1] YOUNAOD TPOVIOTOG KATOYILO TOV UNPLoioy 0GTOV, TOV UTOPEL Vol
eupaviotel owbopunta, £yl ovagepdel ondvia o acbeveic mov Aapupdvovy romosozumab.
Onowadnmote aoBeviic mapovctdlel véo i acvviBieTo TOVO GTOV UNpPd, TO 1oyio N Tov fovPdva Ba
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npémel va eEETALETOL Y10 ATLTTO KATOY O Kot TPEMEL Vo 0Etoloyn0el yia va amokAelotel oteAég
KATaypo Tov pnpleiov 06tov. AcBEVG TOL PEPEL ATLTTO KATAYLLO TOL UNPLOiOV 0GTOL TPEMEL EMIONG
va. 0E0A0YNOET Y10 COUTTOUATO KOl OTIEID KOTAYUOTOG GTO ETEPOTAEVPO Gipo. H drokom g
Bepanciag pe To romosozumab Oa tpénet vo Aapfaverar vedoym, pe Paon v aTopky a&loAdynon
0PEAOVG-KIVODVOU.

[epiektikdTNTO OE VATPLO0
To @dpuaxo avtd mepéyel Arydtepo and 1 mmol vatpiov (23 mg) avd ddon, ivar avtd mov
ovoudlovpe «erevBepo vatpiovy.

45  Almlemdpdaosic pe GAro QUPUOKEVTIKA TPOIOVTA KoL GAAeg pop@és aiinleniopacng

Agv €yovv Tpaypatomom el perétec aAANAEmOpdcemV LETAED POPUAK®V LE TO romosozumab. Agv
AVOUEVOVTOL QOPUOKOKIVITIKEG GAANAETIOPAGELG [LE TO FOMOSOzumab.

4.6 Tovipétnra, KONON Kot yorovyia

Kvnon

To romosozumab dev evdeikvuTal yia xpron 6€ YOVOIKEG AVATAPAYOYIKNS NAKING 1) 6€ £YKVES
yovaikec. Agv drotiBevton To KAMVIKG 0E30UEVA TYXETIKA LE TNV XPNOT Tov romosozumab oe éykveg
yovaikeg. [TapatnpnOnkav okeAeTikég dlapaptieg (GVUTEPIAAUPAVOUEVTG TNG CLUVOOKTLAING KO TNG
TOAVOOKTVUALNG) G€ YaUNAY EMiTTOO™N 6€ pio pepovouévn HeAETn pe romosozumab oe apovpaiovg (PA.
nopdypaeo 5.3). O kivovvog yio dopaptieg avamtoéng doktolwv oto avBpomve Bpéen eivat yapniog
HeTh TV £kBgom 6TO FOMOS0ZUMab Ady® Tov ¥POVIGHOD Y10, TOV GYNUATIGHO SAKTOAMY GTOVG
avOpMOTOVE 6TO TPMTO TPIUNVO, TEPIOSOG KATA TNV 0TTOI0, 1] LETAPOPH TV BVOGOGPALPIVAV UEGHD TOV
TAOKOUVTA Elval TEPLOPICUEVN).

Oniacuog

To romosozumab dev evdeikvotar yia xpron oe ONAALovoes Yuvaikeg.

Aev vdpyovv drabéciua dedopéva oyeTIkd pe v amoBoin tov romosozumab oto avBpmrivo yaia.
Eivat yvootd 6t or avBpomiveg 1gG ekkpivovtan 6to untpikd yolo KOTA TIG TPMTEG NUEPES LETA TOV
TOKETO KOl PELOVOVTOL GOVTOUO UETE amd avTd. ZUVETMG, 0V UITOPEL VoL amOKAEIGTEL KATO10G KiVOLVOG

v To OnAGlov Bpépoc avt T cOVTOUN TTEPI0dO.

Tovipdtta

Aev vdpyovv drabéciua dedopéva GYETIKA e TNV ENLOPaGT ToL FOMOsozumab otn yovipdtnto Tov
avBpomov. Mekéteg o€ melpopatolma oe ONAVKOVG KOl 0pcEVIKONS 0povpaiovg dev KaTédel&ay Koo
enmidpoomn oto TeAkd onueio yovipotntag (PA. wapdypago 5.3).

47 Emopacelg 6Ty tkavOTTO 001]YN61S KAl YEIPLGROD Ui OVI|LATOV

To romosozumab dev &yetl Kapio 1 Y€l AOHUOVTN ETIOPACT] GTNV IKOVOTNTO 00NYNONG KOL XEPIOUOD
UNYovnILaToy.

4.8  AvemOoOunTteg evépyeleg

ITepiinymn Tov TPOEIA ac@aAEioC

O1 o cvyvég avemBounteg evépyeieg rav pvopopuyyitida (13,6%) kot apOparyio (12,4%).
Avtidpacelg oyeTi(Oueveg e TNV vrepevaictncia eupaviotnkoy oo 6,7% tov acbevav mov Elafav
Bepameio pe romosozumab.



H vrooBeotiaipio avapépdnke oyt cvyvd (0,4% tov acbevadv tov éhapav Bepameio pe
romosozumab). e Tuyoomomuéveg eAey OUeEVEG LEAETEG, mapatnpnOnKe aENON TOV GoPoapmv
KOPOLOYYELOKOV GUUBAVTOV (EUPPOYLLO TOV HVOKOPOIOL Kol 0y YELOKO EYKEPAAIKO EMEIGOJI0) OE
acbeveig mov axorovONcav Bepameio pe romosozumab o cuykpion pe paptopes (BA. Tapdypapo 4.4
KoL TANPOQOPIEC TAPAKAT®).

Kotdroyog averl@buntmwv evepysl@v vd Lopen Tivako,

Mo mv ta&vopmeon Tov avemBuuntoy evepyeldv ypnoiuonomdnke n akéAovdn couPfoon:
oA ovyvég (= 1/10), ovyvég (> 1/100 éwg <1/10), oyt ovyvég (= 1/1.000 émg < 1/100),
ombvieg (> 1/10.000 éwg <1/ 1.000) kot toA0 omavies (<1 / 10.000). Te kabe kKotnyopio cuyvoTHTOV

KoL Kot yopio 0pyovikoh GLGTHIOTOC, Ol OVETOOUNTEG eVEPYELEG TTapatifevTal katd PBivovsa celpd
cofopotnTaC.

Koatyopia/opyaviké cictnpe cdopemva . , Kamyopia
pe m Baon dedopévav MedDRA Avembfopnm ovrispaon oVYvoTNTOG
, , Pwooapuyyitida [ToAb cuyvé
Aowuwéeis ko Topaoitwoeis Hapap(gwpolz,gknin&x vavé)év S
YrepevoioOnoio® Yuyvég
E&avonua Suyvég
y , , , Agppartitida Yuyvég
LOTOPOYES TOD OVOGOTOINTIKOD GOGTHUOTOS Kvidoon Oyt cuyvéc
Ayyelooionpa YTavIEG
IToAdpopeo epvinua YTAVIEG
Arazopoyég tov petofloliouod xai s Opéyng YnooBeotionpio? Oyt ouyvég
Kepolalyio Yuyvég
A10T0p0oYES TOV VEVPIKOD GUATHILOTOS Ayyeloxd eyKeQoAMKO ; .
EMEGO107 Oyt ovyveg
OpOalurés orotapoyés Kotappdktng Oy ovyvég
Kapdioxés drotapayés ‘Epopaypa tov povokapdiov? Oyt ovyvég
M0TOPOYES TOV HDOOKEAETIKOD CVOTHUOTOS ﬁsegging HO};:) GI;XVSQ
KQi TOD GOVOETIKOD 10TOD MD'l'K)(gf Gn(zlcuoi ngég
Tevikég d10Topoyéc Kot KaTaoTaoels TS 0000 , . . 5 .
, Avtidpaon g 0éomng Eveo Soyvé
yopiynons paomn e Yeong s xXves

BA. mapaypapovg 4.3 kar 4.4.
Opiletar og puOuiopévo pe Aevkopotivi acBféctio Tov 0pod TOL NTAV KATMO 0O TO KOTOTEPO
Op1o Tov PLGIoA0YIKOV. BA. mapaypdeovg 4.3 kot 4.4.

BA. mopaypapo «Epgpaypo Tov pookapdiov Kot oyyeloko eYKEPUAIKO ETEIGOOI0» TAPOKAT®.
O1 cuyvoTepeg avTIdpacel TG 0éong Eveong NTov 0 TOVOS Kol To £pUONUaL.

p

[Ieprypaen emAeyuEvav ovemlBOUNTOV EVEPYELDV

Avoocoyovikotnro,

Y& UETEUUNVOTONGLOKES YUVOTKEG 1OV ELafoy FOomMOosozumab pnviaio, 1 ETITTOGT AVIICOUATOV EVaVTL
Tov romosozumab ftav 18,6% (1162 and 6244) yo deouevtikd aviicodpoto kot 0,9% (58 and 6244)
yo g€ovdetepmtikd aviioduata. H wo mpdiun évapén tov avitooudtov avii-romosozumab frav 3
WVEG LETA TNV TPAOTN XOPYNOT. TNV TAEOYN QL0 TOV TEPIMTAOCEMV, 1 AVATTVEN OVTICOUATOV NTAV
TOPOSIKT.

H nopovoia deopevtikdv avitooudtov évavtt tov romosozumab peiooce tv ékBeon tov
romosozumab ¢ kot 25%. Aev Tapatnpnbnke enidpacn otV UTOTEAEGUATIKOTITO TOV
romosozumab mapovoio avticopdToy Evavtt Tov romosozumab. Ta teplopiouéva dedopéva
acQaAEiag delyvouy OTL 1 EXITTOGT TOV OVTIOPAGE®V GTO ONUEID EvESTC NTAV aplBUNTIKA LVYNAOTEPN
o€ yuvaikeg aobeveig pe E0VOETEPOTIKG OVTICOUATA.




Eugpoyuo. tov ookopoion, oyyeloro EYKEQaAlKO 100010 Kol Bvnowuotnta

XV eheyyOUEVT LLE EVEPYN OLGIN dOKIUT TOV romosozumab yio T Oepaneio TG cofapnc
0GTEOTOPMOTG GE LETEUUNVOTAVGIOKES Yuvaikes katd tn ddpketa g 12umnvng Suthd TVeANG Paonc
Oepamneiog pe romosozumab, 16 yuvaikeg (0,8%) eppdavicay EUpaye Tov HVokapdiov 6To GKEAOG
Tov romosozumab &vavtt 5 yovakav (0,2%) 6to 6kélog TG akevdpovatng kot 13 yovaikeg (0,6%)
EUPAVICOV OYYELOKO EYKEPAAKO ENEIGO10 GTO GKEAOG TOV romosozumab &vovtt 7 yovoukav (0,3%)
610 okélog g arevopovdtng. Ta coppdvta avtd onueiddnkav oe acbeveig pe Kot xopic 16TopKd
EUPPAYUOTOG TOV LLOKOPIOV 1} aryYELKOD EYKEPUAIKOV Enelc0diov. Kapdiayyelokdg Odvortog
onuewwdnke og 17 yovaikeg (0,8%) g opddag romosozumab kot o 12 yovaikeg (0,6%) g opddog
arevopovang. O apBudg tov yovaikov pe peillova avemBiunta kapdiaxd copfavia (MAKE =
OeTikd amod1dOUEVOC KAPIOYYELKOC BAVOTOC, ELPPAYILO TOV HVOKAPIIOV 1 0YYELOKO EYKEPUAIKO
enels0610) Nrov 41 (2,0%) oty opdda romosozumab kot 22 (1,1%) oty oudda arevopovarng, pe
anotéhecpa Adyo kwvdvvov 1,87 (95% ddotua epmotocvvig [1,11, 3,14]) yia to romosozumab ce
oLYKPLON HE TNV aAeVOpovaTT. Bvnoiudtra kdbe arttoloyiag onueimdnke oe 30 yovaikeg (1,5%) g
ouddag romosozumab kot og 22 yuvaikeg (1,1%) g opddag akevdpovarng.

2V eheyOUEVT LE EIKOVIKO (APLOKO dOKIUT TOL romosozumab yia T Ogpaneio TG 06TEOTOPMOTG
0€ LETEUUNVOTOVGLOKEG YOVAIKEG (GUUTEPIAAUPOAVOUEVOV YOVOIK®V PE GOPapT Kot AydTteEPO GoPapn
00TEOTOPMOT]) Katd TN dtdpketa g 12unvng dmhd TvpAng edong Bepoaneiog Le romosozumab, dgv
napatnprOnke dwpopd ota Oetikd amoddopeva MAKZE: 30 (0,8%) onpeiddnkov otnv opdda
romosozumab ka1 29 (0,8%) otnv ouddo sikovikol eapuakov. @dvatog kébe aitioloyiog onueiddnke
oe 29 yuvaikeg (0,8%) oty oudda romosozumab kot o€ 24 yovaikeg (0,7%) ¢ opddag E1KoviKoD
QOPHAKOV.

Avopopb mOavorloyoOLEVAOV aVETIOOUNTMOV EVEPYELDY

H avagopd mbovoroyodpevov avemBountmv evepyelmv HETA amd T Yopnynon &delog kuklopopiog
TOV QUPUOKELTIKOD TPOidVTOG Elvar onpuavtikn. Exttpénet tn cuveyn mopakorlovOnon e oyéong
0PEALOVG-KIVODVOD TOV QUPUOKEVTIKOD TPOTOVTOC. Znteital and Tovg exayyeAUaTiES VYEING Va
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LEGH TOL EBVIKOV GUGTALOTOG
avapopdg mov avaypdeetor oto Hopdpmua V.

49 Ymnepoooolroyia

Agv VTLapYEL EUTELPTO, LLE TNV VTEPSOGOLOYIN GE KAMVIKES OKIUEC. AEV VTTAPYEL YVOGTO AVTIO0TO GTO
romosozumab 7 €101k Oepancia yio vVIEPSOGOAOYiN. X TEPINTOON VIEPOOGOAOYING, CLUVIGTATOL 1|
oTeV TopoKoloLONoN TV 0cBevdv Kot 1) KaTtdAAnAn Bepamneio.

5. DAPMAKOAOTI'IKEX IATOTHTEX

51 @appokodVVOpPIKES 1O10TNTES

Ddappokobepanentikn katnyopio: DoppokevTikd Tpoiovia yio tn Oepaneio acheveldv TV 06TOV,

(QOPUAKEVTIKG TPOTOVTA OV EXNPEALOVY TN SOUT TV 0GTAOV KL TNV avOpYovomoinet, kmdwog ATC:
MO05BX06.


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

Mnyavioudc dpdong

To Romosozumab eivar éva. EavOpomicuévo povokimvikd avticopa (1IgG2) mov decuedet Kot
avaOTEALEL TN GAEPOGTVT, AVEAVOVTOGS £TGL TO GYNUATICUO 0GTAOV AOY® TNG EVEPYOTOINGTG KLTTAP®OV
EMEVOLONG 0GTMV, AVEAVOVTOS TNV TAPOUYWOYT OCTIKNG UNTPUG OO TOVS 0GTEOPAACTEG Kal TNV
TPOGATYT 0GTEOTOPOUYOVTIKOV KuTthpv. Emmdéov, o romosozumab £yel w¢ amotéAeopo oALOyEC
TNV €KQPACT TOV LECOAAPNTOV TOV 0GTEOKANGTAOV, LELDVOVTOG ETGL TV EXAVOTOPPOPTOT TOV
0otdv. Madli, ovtd 10 SITAS amoTéEAESLO TG AVENGNS TOL GYNLOTIGUOD 0GTMV Kol TG HEIMGNG TG
OGTIKNG ETAVUTOPPOPTONG 00MYEL o€ TayEleg avENGEIC 6TV 00TIKN LAl TOV S0KIOMA0VE Kol
PAOUDO0VG 0GTOV, BEATIDGELS GTN) OOUT KOl AVTOYN TMV 0GTMV.

DapurokoduvaLkéc EmOPEoEIC

Y& HETEUUNVOTOVGIOKES YOVOIKEG IUE 0GTEOTOPMGT), TO FOMOS0zumab avénoe to deikTn GYNUOTIoHOD
06700 TTponentidlo mpokorhaydvov tomov 1 (PINP), ue péytomn avénon kotd nepinov 145% ce oyion
LE TO EIKOVIKO QAapuako 2 efdopddeg uetd v Evapén g Bepameiog, akoAovBoduevn amd exicTPOEN
0€ EMMENA EIKOVIKOL papudiov Tov unvae 9 Kot peimon katd mepinov 15% kdtw amd to ikoviko
eappoko katd tov unva 12. To romosozumab peimoe tov deiktn emavoroppdenong ootov C-
teAoEnTido KoAlayovov tomov 1 (CTX) pe péytom peiwon nepimov 55% e oyton Ue To EIKOVIKO
@appako 2 efoopddeg petd v Evapén g Bepaneiog. Ta eninedo CTX mopépevav K4t amd to
EIKOVIKO QdppaKo kot fTav tepinov 25% yapnAdtepa omd T0 EIKOVIKO GAPLOKO Katd Tov uiva 12.

Metd ™ daxonn ¢ Bepameiog pe romosozumab ce petepunvoTavGoKES YOVAIKEG LE 0GTEOTOPMGN,
ta enineda PINP enéotpeyav ota apyikd eviog 12 unvov. To CTX avéndnke moveo amd to apykd
emineda evtOg 3 PUNVAOV KOl ETEGTPEYE TPOG TO. APYLKA eMimeda Katd Tov uriva 12, aviavakidvog tnv
avaoTpeyudmTo TG enidpacnc. Katd v exavayopnynon Oepamneiag pe romosozumab (oe
ePLoPIopéEVo aplfud aobevav) énsrta omd 12 punveg Bepameiog pe EIKOVIKO QAPLOKO, T ETITEIN
avénong tov PINP kot peimon otnv CTX Adyw romosozumab ftav toapopoto pe ekeiva Tov
mopoTnPENONKaY KaTd TNV apyikn Oepameia.

KAwikn oroteleopotikdTnTo

Ocspormeio THS 0TEOTOPWONS 08 UETEUUNVOTODTLOKES YOVOIKES

H omoteheopotikotnTa Kot n ac@dieio Tov romosozumab a&oloyndnkav o 600 Pacikég perétec,
o gAeyyouevn pe aievdpovarn (ARCH) ko po ekeyyouevn pe sikovikd eapuaxo uerét (FRAME).

Meléty 20110142 (ARCH)

H anoteleopotikdmmro Kot n ac@aieia Tov romosozumab ot Oeponeio g 0ote0mdOpOONG GE
UETEUUNVOTIOVGIOKES YUVOIKES 0EI0A0YNONKE OE L0l TOAVKEVTPIKY], TOAVEDVIKT, TUYOLOTOMUEVT,
SmAG TVPAN, e eYYOUEVT LE ahevdpovatn neAETH avaTtepoTnTog 4.093 peTEUUNVOTOVGIOK®OY
yovak®v nAkiog 55 £w¢ 90 etdv (néon nAikio 74,3 eTdV) LLE TPOTYOVUEVE, KOTAYUATO,
evbpavoTonTOC.

O eyyeypoppéveg yovaikeg eiyav gite T-Babuoloyia BMD (Ootikn mokvotnTa) oAkod 16yiov
avyéva punplaiov < -2,50 kot tovAdyiotov 1 pétplo | coPapd 6TovoVAIKS KATAyUe 1] TOVAGYLIGTOV 2
Nma orovovAika katdypota | T-fabuoroyia BMD oto odikd 1oyio 1| avyéva unpraiov < -2,00 kot
TOVAGLOTOV 2 HETPLL 1 GOPapdl GTTOVOLALKE, KOTAYUATE 1 KATOYLLO TOV €YYDG UNPLOiov 06TOD TOL
eppaviotnke evtdc 3 mg 24 unvav Tpy amd TNV TUXULOTOINoT).

O péoeg Tyég T-fabuoroyiag BMD ocouikng poipog tng 6movovAikng 6THANG, OAKOD 16%I0V Kot
0GQLIKN G uTpog NTov -2,96, -2,80 kot -2,90, avtictorya, 96,1% twv yuvoikov giyayv cmovovAlkd
Kdraypo Katd v Evapén kot 99,0% tev yovakadv iyav TponyodUEVo 06TEOTOP®TIKO KaTayua. Ot
yovaikeg ToyonomomOnkav (1:1) yio va Aapouv gite unviaieg vwodopieg evéselg romosozumab eite
gfdopadiaio omd Tov GTOUNTOC OAEVSPOVATN TVPAG Yo 12 ufveg. Metd tn 12unvn mepiodo dmAng
TVOANG HEAETNG, O YUVAIKEC Kol 0TO dV0 OKEAN LeTapEPONKaV o€ Bepameia e aAevOpovaTH EVHD
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TOPEUEVAY TOQAEG GTNV OpyIKN Tovg Bepameia. H apywkn avdivon mpayupoatoron)dnke 0tav OAEC ot
YOVOIKEG ElY 0V OMOKANPDGEL TNV ETICKEYT HEAETNG TOL 240V VO KO TO. GCUUPAVTO KAIVIKOD
Kkatdypotog emPefaidbnkay yio tovddyiotov 330 yuvaikeg Kot ennABav Eneito amd SIAUESO YPOVO
nopakorovonong mepimov 33 unvov Katd ) perétn. Ot yovaikeg EAafov nuepnoing GuumAnpoHoTo
acPeotiov kot Prrapivng D.

Ta kopro KaToOANKTIKA onpeio ATOTEAEGUATIKOTNTOG TTOV 1] GLYVOTNTA ELPAVIONS VEOV GTIOVOLALKOD
KOTAYHLATOG £00G TOV Pva 24 Kot 1) ELPAVIeT) KAVIKOD KATayHotog (1 6ToVOLAKS KATOYLLO KOt
KAVIKO OTOVOLAIKO KATOYUO) KOTE TNV KOPLo ovaAvGeT).

Eridopoon oe véa omovoviika, kAivikd, un cmovoviika, icyiov kol ueilova 0oTEOTOPWTIKG. KOTAYUOTO.
Onog eaivetar otov [Mivaka 1, To romosozumab peiooe ) cuyvoéTTa ELEAVIOTS VEOL GTTOVOLAKOD
KaTaypuatog £0¢ Kot tov 24° unva. (mpocappocuévn tiun p < 0,001) kot ™ cvyvotnTo EPEAVIONC
KAMVIKOD Katdypotog oty apyikn avéivon (tpocappoopévn tipn p < 0,001) kabobg kot 1 exintoon
UN GTOVOLAK®V KATAyUATOV 6TV TpOTedovsa aviivon (rpocoappocuévn tun p = 0,040) évavrtt tng
Oepameiog pe povo okevdpovarn. O Iivakoag 1 deiyver emiong tn peimon Tov KvdOVOL [N GTOVOLALKOD
KaTAyRatog, 1oyiov kot pHeilovog 06TE0TOPMTIKOL KATAYLATOC, LEGM KOPLUG AVAAVONG, KOTA TO
YPOVIKO drdoTtna €0¢ Tov uiva 12 kot emg Tov punva 24.

H gridpacn Tov romosozumab 6Tny Epeavien Kat Tov Kivouvo vEmv
GTOVOIVAMK®V, KAIVIKOV, 1] GTOVOVAMKOV, LOYLOKOV KOl HEYAAMV

Mivaxag 1.

0GTEOTTOPOTIKAV KATUYNLOTOV GE HETEUNNVOTUVOLOKES YOVOIKES L€ 0GTEOTOPMOOT
IM0606TO YOVIIKAV BE KATAYRO. al\,;[(f;?)):(?o Meiowon
Alevépovarn | Romosozumab/ KLV HVOL GYETIKOV
/Adlevdpovary | Alevdpovatn (%) Kwvdovov (%0)
[0) [0) 0,
(%) (%) (95% CI) (95% CI)
Néo 6movoviiko
‘Ewg tov piva 85/1703 55/1696 1,84 36
12 (5,0) (3,2) (0,51, 3,17) (11, 54)
‘Emg tov 74/1825 4,03 50
whva 240 14771834 (8,0) (4.1) (2,50, 5,57) (34, 62)
Kivird”
‘Emg tov 79/2046 1,8 28
ivor 12 HORMTEA | (39) (05.3.) (4, 46)
Kopuo avaivon
ft‘;?;lomenm 266/2047 198/2046 A 27
repion 33 (13,0) 9,7 (12, 39)
HMV@v)
Mpn emovoviiko
IDSTOVHN | 9515047 (4,6) | 702046 (34) | (60)’1' 26 (-1, 46)
Kbpa avaivon
(néon
napaxkolovOnon 21(%22?7 178/2046 (8,7) Al 19 (1, 34)
nepimov 33 '
HMV@v)
Mnpiaio o6to
YSTOVIIVE | 2212047 (1,1) | 1412046 (0.7) 0’30(;)”3' 36 (-26, 67)
Kbpla avaivon
(néom 66/2047 (3,2) | 41/2046 (2,0) AT 38 (8, 58)
Topokolovinon



11060676 YOVUIKAV UE KATOYLO,

Mzeimon

amTOAVTOV Mzioon
Alevépovarn | Romosozumab/ VS VoD GYETIKOV
/Adevopovatn | Alevopovary (%) Kivdovoo (%0)
[0) [0) 0,
(%) (%) (95% CI) (95% CI)
nepinov 33
HNVOVY)
Meilov ocreomopwtini’
IISTOVING | 52047 (4.2) | 61/2046(30) | (50)’3' 28 (-1, 48)
Kvpuo avaivon
(néom
TopoKOAOLONoN 23%22;17 146/2046 (7,1) AT 32 (16, 45)
nepimov 33 '
HVoVv)

Meimon andAvtov Kivdvvou kat peimon oyetikod Kvdhvov pe Baon ) uébodo Mantel-Haenszel
TPOCAPUOGUEVT avE NAIKIOKG oTpdpata, apyikn T-fadporoyic BMD oAwkod woyiov (£-2,5, >-
2,5) ka1 mapovsio coPfapod oToveLAKOD KoTdypatog katd v évapén. Ot cuykpioelg Oepansiog

Bacilovtol og TPOCAPUOGUEVO HOVTEAD AOYIKNG TAAVOPOUNGNG.

Ta KAviKG KaTdypota TEPIAAUBAVOUY OAN TO GUUTTOUATIKA KOTAYUATO, COUTEPIAAUPOVOUEVOY
TOV U1 OTOVOLAIK®OV Kol ETMOVV®V CTOVOLAIK®V kataypdtwov. Ot cuvykpicelg Oepomeiog

BaciCovtatl 610 poviédo avaloyikod kivovvov Cox.

AL pn dwbéopo kabng Ta avtikeipeva £xouv SlopopeTiKy EKBECT] GTNV OPYIKY| ovdAvon.
Meilova octeomopmTikd katdypata meptiapupdavouy oyio, avtipdylo, Ppayiova kot KAVIKA

OTOVOLMKAL.

Eridpaon onv Ootikyy [Tokvotnre (BMD)
Y& HETEUUNVOTOVGIOKES YOVAIKEG IUE 0GTEOTOPMGT), TO FOM0sozumab yia 12 piveg akolovBodpevo

amo aAevopovarn ywo 12 unveg avénce  BMD ce ohykpion pe v aievdpovarn povo tov unvo 12
kot 24 (TR p < 0,001) (BA. TTivako 2).
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‘Enerto and 12 punveg Bepaneioc, to romosozumab avénce ™ BMD oty oouiki poipa g
OTOVOVATKNG GTAANG amtd TV apy Ik T 670 98% TV PETEUUNVOTHVGLOK®DY YOVOIK®V.




Hivaxag 2. Méon nocooTtioio petaforn g BMD amé v apytkn Tipn £¢ tov piva 12 ko

TOV pva 24 6TIG YOVUIKES PHETA TNV EUUNVOTOVGT] UE OGTEOTOPMOT
Alevdpovarn/Adrevopovarn | Romosozumab/Alevopovatn| Awngopa Ogpaneiog
Méon twun (95% CI) Méon Tipn (95% CI) ozl TNV alevopovar-
N = 2047¢ N = 2046* TPOG-UAEVOPOVATY

2rov unva, 12
S(i(gzmn 50(4,8,5.2) 12,4 (12,1, 12,7) 7,48 (7,0,7,8)
O\ 1oyio 2,9 (2,7,31) 5,8 (5,6, 6,1) 2,9 (2,7, 3,2)
Avyevos 20 (1+ 2,2) 4,9 (4,6,51) 28° (2,5, 3)
unpuaiov
2rov unva 24
S;(gzl‘(” 7.2(6,9, 7,5) 14,0 (13,6, 14,4) 6,8° (6,4, 7,3)
O\ 1oyio 3,5(33,3,7) 6,7 (6,4, 6,9) 3,27 (2,9, 3,6)
AvYEvas 2,5(2,3,28) 5,7 (5,4, 6,0) 3,29 (2,8, 3,5)
unpaiov

O péceg TYéG Kot ToL dtacthpata eumietocuvng facifovtol oe acbeveic e dabéciua dedopéva.
Bdaoet poviéhov ANCOVA: o1 eéldeimovoeg Tipéc Evapéng BMD kai mocotikng petafoing BMD amod
v €vapén kotd tov unva 12 kot tov piva 24 vrohoyictnKav e TpoTuTo POCICUEVO GTOV EAEYYO.

* ApOOG TUYOLOTOUNIEV®V YOVOIKADV

P p-tun <0,001

H onpoavtikn drapopd oty BMD mov emitvyydveral katd tovg tpodtovg 12 prveg drtotnprnke péypt
tov unva 36 petd ) petaPfacn/cuvéyion g akevopovatnc. Ot dapopég Oepameiag mapatnpnonkoy
6TOVG 6 UVEC BTNV OGPLIKT LOIPO, TNG OTTOVOVAIKNG GTNANG, TO OAIKO 1GYI0 KOl TOV 0LYEVA TOV
unplaiov.

Melérn 20070337 (FRAME)

H omoteheopotikotnTa Kot n ao@dieio Tov romosozumab oty Bepansio TG LETEUUNVOTOVGIOKNG
00TEOTOPMOT G 0&l0A0YNONKE GE [0 TOAVKEVTIPIKT, TOAVEDVIKT], TUXOLOTOINUEVT], OUTAL TUQAN,
EAEYYOUEVN UE EIKOVIKO PAPUOKO, TUPUAANAT HeEAETN 7.180 LETEUUMVOTOVGLOKOY YOVOIKMY NAIKIOG
55 émg 90 etV (péom nhia 70,9 etmv). To 40,8% tov eyyeypappévov yovaikov giyov cofopn
0GTEOTOPMOT] LLE TPOTYOVUEVO KATAYHO KOTE TNV EvapEn.

Ta cuUTPOTEHOVTO KOTOANKTIKG GTUEID ATOTEAECUATIKOTNTOG NTAV 1] GLYVOTNTO EUPAVIOTG VEOV
OTIOVOVAIK®V KOTOYUATOV KT TN dtdpkela Tov piva 12 kot tov piva 24.

To romosozumab peimoe T cuXVOTNTA EUPAVIONG VEDV GTOVOLAIKOV KOTOYUAT®OV Katd Tov piva 12
(nelmon amodAvTOL Kvdvvov: 1,3% [95% ClI: 0,79, 1,80], peiowon oyeticov kivdvvov: 73% [95% CI:
53, 84], npocapuoocuévn tiun p < 0,001) kot petd ™ petdPaocn og devocovudunn émg tov unve, 24
(ueiwon amdAvtov Kivdvvov: 1,89% [95% ClI: 1,30, 2,49], ueimon oyetikod kivdbvov: 75% [95% Cl:
60, 84], mpocapuoouévn tipn p < 0,001).
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I'vvaikec mov petofaivovy amd Bepameio e S1IQOGEOVIKA

Meiérn 20080289 (STRUCTURE)

H aopdieio Kot 1 omoTeAeGHATIKOTNTO TOV FOMOSOZUMAD G HETEUUNVOTOVGIOKES YOVOIKEG UE
cofapn ooteomdOpwon Tov petafaivovy and ) Oepancia pe Sipwcpovikd (92,7% oty opdda
tepumopations kot 88,1% oty opdda romosozumab giyav Tponyovpevn xpNo GAEVEPOVATHG KATA T
ddpkela v teEdevtainv 3 eTdv) a&loAoyNONKaY 6€ TOAVKEVTIPIKT], TUYCLOTOUEVT], OVOIKTH LEAET
pe 436 petepunvomavciokég yovaikeg nikiog 56 éwg 90 etdv (uéon nhwia 71,5 etdv) Evavtt g
TEPITOPATIONG.

H xdpra petafint onoteleopatikdmrog oy 1 tococtioio petafoin oty BMD oAkod 1oyiov and
mv évapén g tov uivae 12. To romosozumab avénoe onuavtiké tv BMD oAiko? 1oyiov cuykprtikd
e TNV Tepuapation katd tov univa 12 (péon dapopd Bepanciag omd v tepumapation: 3,4% [95%
Cl: 2,8, 4,0], Tyun p < 0,0001). H doxwun dev giye oxomd TNV €KTIUNOTN TNG EMIOPACT|G OTA KOTAYUOTAL,
AALG DTN PYOV EQTA KOUTAYLOTO 6TO GKEAOG TOL FOMOsozumab ko evvén KOTayHoTo, 6T0 6KEAOC TNG
TEPIMAPATIONG OTI HUEAETN.

IotoAoyio KOl IGTOLOPQOLETPIC OGTAV

X pio vo-peAétn 1wToloyiog 006tol, £va chvoro 154 derypdtov Broyiag eykdpoiag Aoyoviog
axpoAropiag EANeOn omd 139 peTepUMVOTOVGLOKES YOVOIKES LLE 0GTEOTOPMGT TOVG UNVEG 2 Kot 12
(ot pedétn FRAME). [Mowotikég a&lorloynoelg 1otoAoyiog Katédel&av pUGIOAOYIKT OOTIKY|
OPYLTEKTOVIKTY KOl TO1OTNTA 68 OO TO (POVIKA oTpein, PLGIOA0YIKO 0GPLIKO 00T YWpig evoei&elg
STAPOY DV TNG EMUETAAADONS, VDIOVS TAOPOL 1 tvewong Tov puerov og acbeveic mov Ehafay
romosozumab.

O1 a&ohoyoelg wotopoppopetpiag o Proyieg otovg pves 2 ko 12 o€ yuvaikes kotéderav pia
aHENGT OTI TOPAUETPOVG GYNUOTIGHOD 0GTOV Kol [io HelmoN OTIC TAPUUETPOVS OCTIKNG
amoppPOPNONG EVHD 0 OYKOG 0GTOD KOl TO GTIOYYMOES ThY0g owénnkay 6ty opdda Tov romosozumab
o€ GUYKPLON LE TNV OPAdN ELKOVIKOD QOPHAKOL.

Iodrazpucdc TAnOvopdc

O Evponaikog Opyaviopodc Papudkov £xet ddoet avafoin amd Ty voyxpEman VITOPOANG TV
QMOTEAECUATOV TOV HEAETOV e TO FOMOSozumab e pio 1 TEPLocOTEPEC VIOKATIYOPIES TOL
moudlatpikov mAnbvopov oty Bepamneia tng ooteomdpwons. BAéne mapdypapo 4.2 yio mAnpopopieg
OYETIKA LE TNV ToUdL0TPIKT] YP1IOoN.

52 ®appoxkoKivTIKES IO0TNTES

Amoppdonon

O péoog xpovog Emg T PEYoT cvykévepwon romosozumab (tmax) ftav 5 nuépeg (edpog: 2 émg 7
nuépeg). Enerta amd vrodopia d6on towv 210 mg, 1 frodabecipuotnto frav 81%.

Buoupgtaoynuoatiopdg

To Romosozumab eivat éva eavBpomicpévo povokiovikd avticoua (1IgG2) ue vymin cuyyévela kot
E10IKOTNTA Y10 TI GAEPOGIVI KOl GUVETMG 1 KAOOPOT| TOL YIVETUL HECH UIOG TOYELNG KOPEGUEVIG 000D
amoPoAng (dNAadn pe TN LEGOAAPNGT TOV GTOYOL UN YPULLIKNG KABOPONS, E TN LECOAAPNOT TNg
ATOIKO3OUNONG TOV GLUTAOKOL rOMOsozumab-cAeposivng) kot pécw Ppadeiog Un e101KNE S1OOPOUNG
amoBoAng mov dtopecorafeiton amd To d1KTLOEVOOINALOKS GVOTN LA,

Amofoin
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Metd ™ Cmax, ta enineda otov opd petmdnkov e péon amoteleouatikny nulon 12,8 nuepov. H
otabepn Katdotaon enttevydnie YeViKa Katd tov 30 pnivo e Ayotepo and 2 popéS GUGGOPELON
EMELTO, Ao Unviaio yopnynon do6eng.

I'popypukdTnTo/un Yoo uumKoTnTo,

Metd v vToddpia Yoprynot, To romosozumab su@aviCel pn YPOUUIKT QOPUOKOKIVITIKE MG
AMOTEAEG O TNG OVVOEONG HE oAepoaivr). Ot moAAamAEG 6OGEIS TOL YopMyRONKay Kupaivovtay amd 70
€mG 210 mg.

Neoppwkn dvorettovpyio

‘Enteita oo o 6601 210 mg romosozumab oeg o, kAviky dokiun 16 acbevav pe cofapn veppiky
dvoertovpyia (kdBapon kpeatvivng <30 ml/Aentd) 1 veppikn voco tehikod otadiov (ESRD) mov
voPaArovtay o€ apokabapon, n puéomn i Cmax kot AUC ftav 29% kot 44% oe acBeveic pe
cofapn veppikn dvcieltovpyia o€ cOYKplon e vy atopa. H uéon ékBeon oto romosozumab ftov
napopoa o acbeveic pe ESRD oe apokdBapon oe cuykpion e vy dropa.

H gapuaxokivntikn avéiveon tov tinbucpol katédeiée abvénon g ékbeong Tov romosozumab pe
avénpévn coPapotnta TG vEPPIkng ducAettovpyiog. 26T0G0, te PACT £vo LOVTELO AVTATOKPIONS
éxBeong yia petaforéc g BMD kot cuykpion pe exBécelg mov Aapfavoviol og avekTég KAVIKES
d0GELg, OEV GLVICTOTOL TPOGAUPLOYTN TNG 0OGNC G AVTEG TIC 0loBegvels. XvvioTatal 1) TopoKolovOnon
¢ vracPoiotoiog oe acteveic pe coPaprn veppikn avendpkela 1 Tov vroPailovtal o€
aokabapon (BA. [apdaypapo 4.4).

Hratwkn dvciertovpyio

Agv &yovv degayBel KMViIKEG SOKIUES Yol TNV a&loAdYNo TG EMISPAONG TNG NAATIKNG SLVGAELITOLPYING.
H nratiky dvciettovpyia dev avapusveTol va EXnpeqoeL T QApUOKOKIVITIKT TOL FomMosozumab,
KkaOdC TO NTOp SeV AmOTEAEL GNUAVTIKO OPYOVO Y10 TOV UETABOAIGUO 1) TNV OTEKKPICT] TOV
romosozumab.

Hlkwopévot
H @oppaxokivntiky tTov romosozumab dev exnpedotnke and v nhikio tov 20 £og tov 89 tdv.

ouotiko Bépoc

H éxbeon oto Romosozumab peiodnke pe tyv avénon tov copotikod Bapove ®otdoo 1 peivon avty
elye eldyiot enidpaom oty avénon BMD g 0oeuikig poipag e 6movovAknig oTthAng ue Paon
Vv avéAvon Ekbeonc-amdkpiong kot dgv £yl KAMvikn onuoacio. Me Bdon tig avolvceig K tov
mAnBucpov, n avapevopevn AUC péong otabepnig katdotaong yio pio aclevi Bdpovg 61 Kiddv Kot
114 xihdv givon 558 pg.nuépo/ml ko 276 pgnuépo/ml, avtictorya, éncrto and pio unvicio vrodopia
doon pe 210 mg romosozumab.

Efvétnro kot Ao

Agv amaiteitol TpooapUoyn ¢ S06TG Y10 0OTOLUONTOTE YOPOKTNPLOTIKG TNG acbevodc. Me Bdon o
(OPLOKOKIVNTIKT avéAvon TAnBvopov, to eolo kot 1 euAn (Ianwveg Evavtt un lanwveg) dev giyav
KAWVIKG GNUOVTIKT ETIOPACT) TN QOPUAKOKIYITIKY TOv romosozumab (<20% aAlayn oty £ékbeon oe
otabepn Katdotaon).

5.3 Mpoxivikd dedopéva Y10 TNV A6QAIALEL0
Ta pn Khvikd dedopéva dev amokaADTTOLV 1010{TEPO Kivduvo Y1 Tov dvBpmmo pe faon Tig

SLUPATIKEG LEAETEG POPLOKOAOYIKNG OCPAAELNG, TOEIKOTNTAG EMAVUAAUPUVOUEVOV dOCEDV,
YOVOTOEIKOTNTOC, EVOEYOLEVIC KAPKIVOYOVOL OpACNC N O€ UEAETEC OCTIKNG OCPAAELNG,.
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Y& W0, LEAETN KapKivoyéveong xopnynOnkav docelc £o¢ kot 50 mg/kg/efdoudda e vrodopio Eveon
o€ aPoEVIKOVG Kot OnAvkovg apovpaiovg Sprague-Dawley amd v niikio tov 8 gfdouddmv £mg Kot
98 efdouadec. AvTéG Ol SOGEIS ElYOV MG OMOTELEGUN GCVOTNUATIKEG EKOEGELG 01 omoieg NTav £mg 19
QOpEC VYNAOTEPES ad TN CLGTNHOTIKTY £kBeom Tov TapatnPBnke 6TOLG AVOpPDOTOVG LEeTd T pia
unviaio vodopla 66om Twv 210 mg romosozumab (pe Baon ™ cvykpion AUC). To romosozumab
TPOKAAEGE 00GOEEUPTOUEVT AOENGT TNG 0GTIKNG UALOC e LOKPOGKOTIKY| TAYVVOT TOV 0GTMV GE
Oheg T1g 000¢ElG. Agv vip&ay EMBPAGELS TOL FOMOS0ZUMab ot BvnodTTO 1 THY EUEAVIOT) OYK®V
0€ 0PGEVIKOVG 1] Ondvkoig apovpaiove.

O peréteg e ONALKOVS Kot apceVIKODS apovPaiovg dev KATESEIENY OTOIEGONTOTE GYETIKES LLE TO
romosozumab emdpAcelg 6To (eEVYApPLLO, TN YOVILOTNTA 1] TIC OPCEVIKES OVATOPUYDYIKES
a&10M0YNGELS (TOPAUETPOL CTEPUATOC T} PAPOC OPYAVAOV) Kol OEV LIPYOV OTOIEGONTOTE EMOPAUCELS
GTOV OIGTPIKO KUKAO 1) GE TUYOV TUPUUETPOVG TV WOONK®Y 1 UTpOC o€ ekBéaelc Tepimov 54 popég
™V KAvikn éxbeon).

HopatnpnOnkoy creleTikés Stopoptieg, GCUUTEPIAAUPAVOUEVIC TG CUVOUKTLAMOG KoL TNG
TOALSOKTVALNG, 6 YaUNAN enintwon o 1 and ta 75 yévveg mepinov 30 popéc tnv KAvikn ékbeon
LETA TN YOpMNYNOoN TOL romosozumab cg apovPaiovg KOTA TNV TEPIOSO TNG OPYOVOYEVESTS. Agv
VINPYOV OVETIOVUNTEG EVEPYELEG GTIV LETOYEVVNTIKY TVEVUOTIKY] KOl GOUOTIKY vVATTUED.

Yrnodnikodverar 0T 1 GAepocivn mailel KATOOV pOAO GTOV GYNUOTIGHO TOV dAKTOA®V. 6T060, KaBMg
0 GYNMUATIOUOS TOV SAKTOAMY GTOVG AVOPMITOVE EMEPYETOL GTO TPMTO TPIUNVO OTAV 1 LETAPOPE, TOV
OVOGOGPUIPIVAOV LEGH TOV TANKOVVTO EIVOL TEPLOPIGUEVT], O KIVOUVOG TOPOLOI0D EVPTILOTOC GTOVG
avBporovg givar younio (PA. mapdypapo 4.6).

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Koatahoyog ekdoywmv

AocPBéotio 0&wko

Hoyopopeo o&ikd 0D

Noazpiov vopo&eidio (Yo pOOuion Tov pH)
Zakyapoln

[MoAvcopPiko 20

Yémp yio evéoiua

6.2 AocvppoatoTnTeg

EMeiyel peletdv oyetikd e tn oupfototna, T0 mepov QApUOKELTIKO TPOIOV OEV TPEMEL VA
OVOUETYVOETOL LE OAND POPLOKEVTIKE TPOTOVTAL.

6.3 Awgpkero Long

3 ypdvio.

Ortav agatpeitarl oand 1o yoyeio yia yprion, to EVENITY dev npénetl va emotpépel 610 Yoyeio, aAld
umopei va drotnpnBet oe Beppoxpacio dopatiov (uéxpt 25°C) yo éwg ko 30 nuépec 6TOV 0PYIKO
neplékt. Eav dev ypnoiporondel eviog avtg tng ¥POoVIKAG TEPLOSOV, TO TPOTOV TPEMEL VAL
amopplebet.

6.4 Idwitepeg Tpouvracers kata T POLAEN TOV TPOIOVTOG

dvrdooete og Yyoyeio (2 °C — 8 °C). Mnv katayOyeTe.

DvAdETe TV TPOYEUGUEVT CUPLYYQ 1] TV TPOYELGUEVT] GUGKELT] TUTTOL TTEVOG OTO EEMTEPIKO KOVLTL
Y10l VO TPOCTATEVETAL TG TO PG,
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6.5 @Yo K GLGTUTIKA TOV TEPLEKTT

EVENITY 105 mg gvéowo d1dAvuo. o€ TPOYEUGLEVT] GUGKEVT TOTOV TEVOC

Mo epama ypiong, xEWPOS, WNYXOVIKAG £YYVONG TPO-CLVAPUOAOYTUEVT] GUGKEVT LLE TPOYEUIGHEVT
ovpryya wov wepiEyet 1,17 ml dwodvpatog. H obpryyo péca otnv mévae anoteleiton omd TAacTikd
TOALLEPEG KUKAOOAEPTVNG e T (YAopoPouTdAlo) Kot yutevpévn PeAdva and avoEeldmTo atcdil
pe elactopepés kdAvppo PeAdvag (cuvBeTikd AaoTiyo).

To péyebog e cvokevaoiog gival 2 TPOYELUGUEVEG GUOKEVEG TUTTOV TTEVAG.
IToAhomthn cvuokevacio mov TePtEyet 6 (3 GLOKEVAGIES TOV 2) TPOYEUOUEVEG GLOKEVEG TOTOV TEVOLC.

EVENITY 105 mg gvéowo d1dAvuo. o€ TPOYEUGLUEVT GOPLYYO.

Mia epdmag ypriong, Tpoyepopévn ovpryya mov mepiéyetl 1,17 ml dwuddporoc. H oOpryya amoteheiton
07t0 TAUGTIKO TOAVUEPEG KUKAOOAEPIVIG UE TOUa (YAoPoBouTOAL0) Kot yuTevuévn Peddva, amd
avoEeldmTO TGO Kot EAUCTOUEPES KAALUL BELOVaS (GuVvBETIKO AdOTLY(O).

Méyeboc cuokevaciog 2 TPoyEMGUEVEG GUPLYYEG.
IToAomhn cvokevacio mov TepiEyet 6 (3 cLoKELAGIES TV 2) TPOYEUOUEVES GUPLYYEG.

Mmropei vo, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIES.

6.6 Idwitepeg mpouvAdEers amdppryns Ko GAAOS YELPIGIOS

[pwv and ™ yoprynon, to dtdlvpa Oa Tpémet va ereyydel omTikd Y100 COUATIONN KOl ATOYPOUATIGUO.
To EVENITY dev Ba mpémel va ypnoomoteitat €Gv 1o 1AL Eival amoypopaTicpévo, BoAd 1
TEPLEYEL VIPAOES 1] COUOTIOWN.

Ipwv amd v vEoddpLa YopYMoN, TO FoMosozumab Oa mpénet va apebei oe Bepuokpacio douatiov
v TovAdytotov 30 Aemtd Tpv amod v £veon. Avtd Ba kdvel v €veon mo AveTn. Agv TpEMEL va
Oepuaivetal pe Kavéva GAlo Tpdmo.

Mnv avoxkuveite.

Kabe aypnoiponointo eapuokentikd Tpoidv 1 VIOAEUN TPETEL VO OTOPPITTETAL GOUPDVOL LE TIG
KOTO TOTOVS 1GYVOVGES OYETIKES SLOTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

UCB Pharma S.A.

Allée de la Recherche, 60

B-1070 Bruxelles

Béhyo

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAZ

EU/1/19/1411/001

EU/1/19/1411/002

EU/1/19/1411/003
EU/1/19/1411/004
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9. HMEPOMHNIA IIPQTHXE EI'KPIXHX/ANANEQYXHYX THX AAEIAX

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agnropepeic TAnpoeopies yia 10 Tapdv OPUAKEVTIKO TPoioV gival d100E1EG GTOV SIKTLAKO TOTO
0V Evponaikod Opyoavicpod @apudkov: http://www.ema.europa.eu
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http://www.ema.europa.eu/

ITAPAPTHMA I

IMAPAXKEYAXTHYX THX BIOAOT'TKQX APAXTIKHE OYXIAX KAI
IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEEMEYXZH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAYX KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX
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A.  HAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI
IHAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEEMEYXZH TQN ITAPTIAQN

Ovopa kat d1evbvvon Tov TaPacKeLAoT TS BLoAoYIK®OC dPACTIKNC 0OVGIOG

Immunex Rhode Island Corporation
40 Technology Way, West Greenwich
Rhode Island 02817

Hvouéveg IMoMreieg

Ovopa kot d1e0vuvon 1oV TOPUCKEVOGTH TTOV EivVal VITELOHVVOC Y10, TNV OTTOOECUELCT] TMV TOPTIOMV

Amgen Europe B.V.
Minervum 7061
NL-4817 ZK Breda
OAAANAIA

B. OPOI'H HEPIOPIZMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DdoappokevTikd TPoidy yia 1o onoio amarteitan meplopiopévn atpikn cuvrayn (PA. Hopdptnpua I:
Iepiinyn tov Xapaktnpiotik®v tov IIpoidvtog, mapdypopog 4.2).

I'' AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX KYKAO®OPIAX
. Ek0¢os1g Teprodikng wapakorovdnong g acsearerns (PSURS)

O1 aroutnoets yo v vroforn towv PSURS yio to ev A0ym pappokeutikd tpoidv opilovior otov
KaTAAOYO UE TIg nuepounvieg avapopds e Evoong (katdioyoc EURD) mov mopatifeton oty
napdypoeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkatporoineng
OM®G ONUOGIEVETAL GTNV EVPMOTATKT] SIKTVOKT TOAT Y10l TO PAPHLOKAL.

O Karoyog Adelag Kvkiogpopiog (KAK) 0o vrofdrier thv tpdn PSUR yuo to mpoidv péca oe 6
UNVES amo TNV £YKPLoT).

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéor0 owayeiprong Kivovvov (ZAK)

O Karoyog Adetag Kvkiogpopiag (KAK) Ba dieEaydyet Tig amaitodpeveg SpacTnploTnTes Kot

TOPEUPACELS PUPUOKOETOYPVTVNOTS OTT(C Tapovctdalovtal 6To cupemvniév ZAK mov

napovotdleton otny evotnta 1.8.2 g doetog KukAo@opiag Kol 0TolEadNTOTE EMAKOAOVOEG

gyKekpipéveg avabempnoeig tov TAK.

"Eva emucoporompévo XAK Oa mpénet va katotedel:

. Metd and aitnpa tov Evponaikov Opyoviopod Ooapudkmy,

. OnoTEdNTOTE TPOTOMOLEITAL TO GVGTNUA. OLOYEIPLONC KIVOHVOD, EOIKEG MG ATOTEAEGLOL ANYNG
VE®V TANPOQOPLDOV TOV UTOPOVV VO ETLPEPOVY GNUAVTIKT GAAXYT GTN GYECT] 0QEAOVC-KIVODVOL
N ®O¢ OMOTELEG O, TNG EMITEVLENG EVOG GNUAVTIKOD 0POCTIHOL (QUPHOKOETOYPVUTVIIONG
€AY TOTOINGN G KIVOHVOD).

. EmnpdécOeta pétpa ehoyiotomoinons Kivovvou
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O KAK 0a e€aopaiioet 0Tt epapUOLETUL TO EKTAOEVLTIKO TPOYPOLLLO Y10l TIG EYKEKPLUEVES EVOEILELG
Oepamneiog TG GoPapng 0GTEOTOPMONC GE UETEUUTVOTOVGIOKEG YOVAIKEG TOV OLOTPEXOVY VYNAD
KivOLUVO KOTAYUATOG.

To ekmadeVTIKO TPOYPOALLUA GTOYEVEL GTNV TEPULTEP® EANYLOTOTOINGT TOV KvOOVEOV cofapmv
KOPOLOYYELOKQOV GUUPAVTOV, OT®MG EUPPayLa ToL pookapdiov (EM) kot ayyelokd eykepoitkd
€MEL60010, VIacBeoTioapiog Kot 06TeoVEKpmOG TG Yvabov (ONJ), evioydovtog Tic Pactkég
TAnpopoeopieg acpdrelag mov dartiBevion otnv IIXII ko 10 POX.

To ekmadevTIKd TPOYpapLpa TEPLEYEL TAL aKOAOLOAL:

. Exmoidentuco vAKo yio tov 10tpod

. Kdapta mpoeidonoinong acbevoic

To ekmadevTIKG VAKO Y10 TOV 1 TP6 Oo Tpémet va meptapPaver Ta akolovba Pacikd ototyeia:

. [epiAnym tov Xapaktnpiotikdv tov [Ipoidvtog
. OdNyds suvtayoypdeov:
o Yyetucég mAnpoopieg mov Ba vrosTnPilovy ToVg ey YEANATIES TG LYEING OTNV

KOTOAANAN ovayvdploT), Topakorovinomn kot d1oyEipion TmV GNUAVTIKOV EVIOTIGUEVOY
KIvoOuvmv Yo coPapd kapdloyyelakd exelcooio EM kat ayyelokon eyke@oaitikon
eMEG0O10V, KAOMG KOl TNG VIAGPECTINING KO TOV CNHOVTIKOD SVVITIKOD KIVOUVOL Yl

ONJ.

o Kotdhoyog vevBouiong evepyeldv eLay1oTonoinong Kvduvov, Tov TPETEL VA,
TPOYUOTOTOLOVVTOL TPV TH GLVTAYOYPAPTGN FOMosozumab.

o Alota gléyyov mov B vevBupilel 6Tov cuvTayoypdeo vo emaAnBedel TV avTEVOEIE Kot

VO TPOYUATOTOLEL TPOGEKTIKT AELOAOYNON TOL TPOPIA KOPILOYYELKOD KIVODVOL TPV TN
oLVTAYOYPAENGT Fomosozumab.

o Odnyieg yuo dpeon wtpkr|] a&lohdynon achevdy mov EKINAMVOLY GUUTTMOUAT TO. OTOIN
vrodnimvovv EM 1 ayyetaxod eykepaiikd eneic6010, yeyovog Tov Oa enttpéyel tnv
Tayeio ek vEou a&loAOYNGN TOL 0PEAOVG-KIVODVOD, LIE ATOTEAEGLOL VO TPOYUATOTOI 000V
Ol KATAAANAEG EVEPYELEG AVAPOPIKA pE TN Bepameio e romosozumab.

o YrevOouion otov enayyelpotio vyeiog va eKmotdevel Ty acbevi /Kt ToV QPOVTIOT
OVOPOPIKA UE TOVG KIVOVVOUG, 1010UTEPA TOV KAPIAYYELNKO KivOuvo, Kabdg Kat va
eEaoparilel 6t | acBevig eivar epodiacuévn pe Kapta Ipogidonoinong Acbevoic.

o YrevBopion g avaykng yo avapopd elkalOLevmv avemBonTmv VEPYELDY Kol TMG
0T TPOYLOTOTOLEITAL.

H xapto wpocrdomoinong acOevovg 0o mpénet va mopéyetol kot vo TepAapPaver Ta akoiovba

Baowd pnvopota:

. Ynueio /ot copmTOpaTe TOV (NTNUATOV 0oQOAEING GYETIKMOV UE TO. GOPopaE KapIIayYEIOKA
enelcdo1o EM ko eykepolikov enetcodiov, vracPeotionpio kot ONJ kot wote va avalntdtot
TPOGOYN Ao eMAyyEAUATIOl TNG LYELG.

. [Mopoyn vrevBopong oty acBeviy/Tov EPOVTICTH MCTE VO KOWVOTOEL TANPOPOPIES Y10 TO
otopkd EM 1 ayyetokod eykepaAkov ene1c06i0v Kot GAA®DY KOPIoyYELOKDV
a0 GEOV/TOPOYOVTOV KIVODVOU GTOV EIOIKO TNG OGTEOTOPMONSG .

. H onpoacio tov va eépetl | acbevic navrote pali mg v Kapta [Iposidomoinong Acbevoig kot
VoL TNV EMOEIKVIEL 6€ OAOVG TOVG EMOyYEAATIES TNG LYElNG.
. Hpepopnvieg yopriynong romosozumab kot 6tolygio eTKoveoviog Tov 1Tpov Tov To

CLVTAYOYPOPEL TPOKEUEVOD VO TAPEYEL GLUPBOVAES, €4V omatteitat.

. ENUOVTIKEG TTANPOPOPIES Y10 AAALOVG ETOYYEAUATIEG TNG VYELOG OYETIKA e TN ANy
romosozumab and tnv 0oBevn], GUUTEPIAAUPOVOUEVOV TOV TATPOPOPLDY Y10 TOVES CTLLOVTIKODG
EVIOTIOUEVOLG KIVOVVOLG TV coPapmdv Kapdiayyelak®my coufdaviav EM kat ayyelokon
EYKEPOUAIKOV EMEIG0010V, KAOME KL TN VTOCPECTIOUING KO TOV GNULAVTIKOD duVNTIKOD
Kvovvou Yo ONJ.

. YmevBopion ¢ avaykng avapopag aveTiBuunT®VY evepyelmy amd actevels, ppovTIoTEC N
OTOLOVONTOTE AAAOV emaryyelatio TNG VYyeiag.
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ITAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAXIA IPO'EMIZEMENHY XYYXKEYHX TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo d1dAva G€ TPOYELGHEVT] GUOKEVT TOTTOL TTEVAG
romosozumab

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

KdBe npoyepuopévn cvokenn tomov mévag mepiéyet 105 mg romosozumab oe 1,17 ml diahdpartoc
(90 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: acBéotio 0o, Tayopopeo oo o&H, vatpiov vopoleidio, cakyapdln, toivcopPukd 20 ko
VO®P Yo EVESLOL

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo didivpa
2 piog ¥pMong TPOYEUIOUEVEG GLOKEVEG TOTTOV TTEVOG

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Mo vroddpa ypvion.
APAcTE TO POALO 0INYIOY XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

Exdvo atny umpootivij mhevpa te xdpTivig ovokevaciag:

|] ‘ H ! =1 5601

Ecovo, kot keiuevo uéoo 6to KovTI, EUPOVIS UETC. TO GVOLYUA.:
INoa va AdPete TAnpn 660m, TAPTE 0O.
AwBdote To GUALO 00N YLDV XpTioNG TPV O TN YPTON.
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IIPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN IPOZEITIZOYN TA ITAIAIA

Na puidocoetar o€ B€on, v onoia dev PAETOLY Kot dev mpooeyyilovy Ta madid.

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

| 8. HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX YYNOHKEX OYAAEHX

dvidooete og yoyeio.
Mnv KatoyoyeTe.
DduAdocete TNV GLGKELT] TOTOL TEVOG 6TO EEMTEPIKO KOVTI Y10l VO, TPOGTUTEVETOL OO TO POC.

10. IAIAITEPEX TPO®YAAEEIX I'lA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoy6tumog)
Allée de la Recherche 60
B-1070 Bruxelles

Béhyo

12.  APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. APIOMOZX ITAPTIAAX

[oprica

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTI'IEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17. MONAAIKOX ANAINQPIEZTIKOX KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A6d106T0ToG YPaUUmTOS KddKag (2D) mov pépet Tov meptAn@bévta povadikod ovayvopioTikd KOdKO.

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI IOAYXYXKEYAXIAYX (ME BLUEBOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo d1dAva G€ TPOYELGHEVT] GUOKEVT TOTTOL TTEVAG
romosozumab

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

KdBe npoyepuopévn cvokenn tomov mévag mepiéyet 105 mg romosozumab oe 1,17 ml diahdpartoc
(90 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: acBéotio 0o, Tayopopeo oo o&H, vatpiov vopoleidio, cakyapdln, toivcopPukd 20 ko
VO®P Yo EVESLLOL

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo didivpa
IToAlamin cvokevacia: 6 (3 cvokevacieg TV 2) £pdma ypNoNG TPOYEUIGUEVEC GVCKEVEG TOTTOV
TéVag

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

Mo vroddpa ypron
AwPaote 10 PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Mnv avoxkuveite.

Eixéva otny umpootivij TAevpa. g xaptivig cuoKevaTIOG:

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

Noa puidooetar o€ BEon, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tadid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEX ®DYAAEHX

dvAdooete og yoyeio.
Mnv kaToyOyETE.
Dduidocete TNV GLGKELT] TOTOL TEVAS GTO EEMTEPIKO KOVTI Y10l VO TPOGTATEVETOL OO TO POC.

10. IAIAITEPEX TPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAYX KYKAO®OPIAX

UCB Pharma S.A. (Aoydtumoc)
Allée de la Recherche 60
B-1070 Bruxelles

Béhyo

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAEH I'lA TH AIAOGEXH

| 15. OAHTIEZ XPHIZHE

| 16. TMAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZX (2D)

Aodidotatog Ypapuumtoc kadikog (2D) mov eépet Tov meptAn@bivta Lovadikod avayvopioTikd KodKO.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI ENTOXZ TIOAYXYXKEYAZXIAX (XQPIX BLUEBOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo d1dAva G€ TPOYELGHEVT] GUOKEVT TOTTOL TTEVAG
romosozumab

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

KdBe npoyepuopévn cvokenn tomov mévag mepiéyet 105 mg romosozumab oe 1,17 ml diahdpartoc
(90 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: acBéotio 0o, Tayopopeo oo o&H, vatpiov vopoleidio, cakyapdln, toivcopPukd 20 ko
VO®P Yo EVESLLOL

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo didivpa
2 g@ama& ypNoNG TPOYEUIGUEVEC GLGKEVEG TOTTOV TTEVOAG. LVOKEVAGIN UEPOG UG TTOALOTANG
ocvokevaciag dev umopei va twinbdei Eexopiotd.

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

Mo vroddpa ypvion.
AwPaote 10 PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Mnv avoxkuveite.

Eixéva oty umpootivij TAevpa. tng xaptivig cuoKevaTIOg:

Ewcova kai keiuevo puéoo oto KovTi, EUPOVIS UETO, TO AVOLYUAL:
INoa va AdPete TAnpn 660m, TAPTE 0O.
AwBdaote 0 @UALO 0N YLDV XPRONG TPV OTO TN YPTIOM.
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6. EIAIKH ITIPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidocoetar o€ B€on, v onoia dev PAETOLY Kot dev mpooeyyilovy T madid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

dvAldocoete og yoyeio.
Mnv KoToyOYETE.
DduAdocete TNV CLGKELT] TOTOL TEVOG 6TO EMTEPIKO KOVTI Y10l VO, TPOGTUTEVETOL OO TO POC.

10. IAIAITEPEXZ TPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

UCB Pharma S.A. (Aoydtumoc)
Allée de la Recherche 60
B-1070 Bruxelles

Béhyo

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. APIOMOZX ITAPTIAAX

[oprica

| 14. TENIKH KATATAEH I'lA TH AIAOGEXH

| 15. OAHTIEL XPHIHE
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| 16.

IHAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AITO
TON ANOPQIIO
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EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH IIPOI'EMIZMENHX XYXKEYHX TYIIOY ITENAX

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

EVENITY 105 mg éveon
romosozumab
Ymodopia yprion

| 2. TPONOX XOPHTHIHE

| 3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

[oprtica

5. HEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KATA MONAAA

1,17 ml

6. AAAA XTOIXEIA

UCB Pharma S.A. (Aoy6tumog)
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAXIA TPOTEMIZEMENHY XYPIITAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoyo S1dhvpio. 6€ TPOYEUIGHEVT] GUPLYYO
romosozumab

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EYX)

Kabe mpoyepuopévn ovpryyo mepiéyxet 105 mg romosozumab og 1,17 ml dtoddpatog (90 mg/ml).

3. KATAAOT'OX EKAOXQN

"Exdoya: acBéotio 0o, Tayopopeo oo o&H, vatpiov vopoleidio, cakyapdln, toivcopPukd 20 ko
VO®P Yo EVESLLOL

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo didivpa
2 g@ama& ypNoNG TPOYEUIGUEVEC GUPLYYES

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Mo vroddpa ypvion.
APAcTE TO POALO 0INYIOY XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

Exova oty umpootivi ThAevpa. thne xapTivig cOOKEDOTTOG:

=1 0601

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

Noa puidooetar o€ BEon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tadid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio.
Mnv katoyoyeTe.
DduAdoceTe TNV TPOYEULIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VOL TPOGTATEVETAL OO TO PO .

10. IAIAITEPEX TPO®YAAEEIX I'lA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY TPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoydtumoc)
Allée de la Recherche 60
B-1070 Bruxelles

Béhyo

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. APIOMOZX ITAPTIAAX

[oprtica

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEZ XPHIZHE

| 16. TIAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAX (2D)

Aed1d6TaTog Ypapuumtds Kadikog (2D) mov eépet Tov meptAn@bivta Lovadikod ovayvopioTikd KOSIKO.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI IOAYXYXKEYAXIAYX (ME BLUEBOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoio d1dAvpa 6€ TPOYEHGHEVT GOPLYYOL
romosozumab

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

KaBe npoyepuopévn ovpryya mepiéyet 105 mg romosozumab og 1,17 ml diaiduatog (90 mg/ml).

3. KATAAOT'OX EKAOXQN

"‘Exdoya: acBéotio 0&ukod, Tayopopeo oo 0&H, vatpiov vopoteidio, cakyapoln, moivcopPikd 20 kot
VO®P Yo EVESLOL

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo didivpa
IToAlamin cvokevacio: 6 (3 cvokevacieg TV 2) epdmal ypNoNg TPOYEUGUEVES GOPLYYES

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

Mo vroddpa ypvion.
AwPdaote T0 PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Mnv avoxkiveite.

Ewcovo, otny umpoactivy) mAevpd, TS YOpTIVIS GVOKEDOTLOG:!

! + ! =1 0601
ol o mit

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEITEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA TTAIAIA

Na puidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio.
Mnv katoyoyeTe.
DuAdooeTe TNV TPOYELLIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VOL TPOGTATEVETAL OO TO PWG,.

10. IAIAITEPEX TPO®YAAEEIX I'lA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY TPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoydtumoc)
Allée de la Recherche 60
B-1070 Bruxelles

Béiyo

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. APIOMOZX ITAPTIAAX

[oprtica

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEZ XPHIZHE

| 16. TIAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAX (2D)

Aed1d6TaTog Ypapuumtds Kadikog (2D) mov eépet Tov meptAn@bivta Lovadikod ovayvopioTikd KOSIKO.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI ENTOXZ TIOAYXYXKEYAZXIAX (XQPIX BLUEBOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoio d1dAvpa 6€ TPOYEHGHEVT GOPLYYOL
romosozumab

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

KaBe npoyepuopévn ovpryya mepiéyet 105 mg romosozumab og 1,17 ml diaiduatog (90 mg/ml).

3. KATAAOT'OX EKAOXQN

"‘Exdoya: acBéotio 0&ukod, Tayopopeo oo 0&H, vatpiov vopoteidio, cakyapoln, moivcopPikd 20 kot
VO®P Yo EVESLOL

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéopo déivpa
2 g@amag ypNoNG TPOYEUICUEVEG CUPLYYES. ZVOKELAGIO LEPOG OIS TOAAATANG GUGKEVAGING OEV
umopel va ToAn0ei Eeywpilotd.

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Mo vroddpa ypvion.
APAcTE TO PUALO 0INYIOVY XPNOTNG TPV 0T TN XPNOT).
Mnv avoxkuveite.

Exova oty umpootivi ThAevpa. thne xapTivig cOOKEDOTTOG:

=1 0601

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

Noa puidooetar o€ BEon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tadid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio.
Mnv katoyoyeTe.
DuAdooeTe TNV TPOYELLIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VOL TPOGTATEVETAL OO TO PWG,.

10. IAIAITEPEX TPO®YAAEEIX I'lA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY TPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoydtumoc)
Allée de la Recherche 60
B-1070 Bruxelles

Béhyo

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/19/1411/001
EU/1/19/1411/002
EU/1/19/1411/003
EU/1/19/1411/004

13. APIOMOZX ITAPTIAAX

[oprtica

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEZ XPHIZHE

| 16. TIAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAX (2D)
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18. MONAAIKOX ANAI'NQPIEZTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO
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EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZEMENHX XYPIITAX

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

EVENITY 105 mg éveon
romosozumab
Ymodopia yprion

| 2. TPONOX XOPHTHIHE

| 3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

[oprtica

5. HEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KATA MONAAA

1,17 ml

6. AAAA XTOIXEIA

UCB Pharma S.A. (Aoy6tumog)
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B. ®YAAO OAHTI'TQN XPHXHX
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@viro oonYLOv ypiong: Iinpoopics Yo Tov ypriietn

EVENITY 105 mg gvécipuo o1dAvpa 6€ TPOYERIGHEVI] GUGKEDT] TUTOV TEVAG
romosozumab

V¥ To @dpuako awtd tedel Vo GLUTANPOUATIKY TaPaKoAoVONGT. AvTd Do ETTPEYEL TO YPTYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mmopeite va fonbnoete pécw g avapopds mbovmv
AVEMBOUNTOV EVEPYELDY TTOV EVOEYOLEVMG TTapovatdlete. BA. T€éhog g mapaypdpov 4 yia tov TpoOmo
avapopdg avemBOUNTOV EVEPYELDV.

Awpaote TPOGEKTIKG 0ALOKANPO TO PVLAO 001 YIAOV YP1CNG TTPLV APYICETE VO P CLUOTOLEITE GVTO

T0 PAPRUKO, OLOTL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GAC.

- DdvrdEte avTd TO EUALO 0N YDV Yprone. Towg ypelaotel va to dwufdcete Eavda.

- Edv éxete meportépm anopiec, poTNOTE TO YLOTPO 1) TOV POPUAKOTOLO GOG.

- H cvvtayn yio avtd 10 ¢approko xopnynbnke amokAEloTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
QAapuraKo o€ GAAOVG. Mmopel va Tovg TPOKAAEGEL PAAPT, AKOUO KOL OTOV TO GUUTTOUOTO TNG
acBéveldc Toug etvon 101 pe Ta d1Kd cag.

- Edv mapatmpnoete Kamowo avemBOUNTN EVEPYELL, EVILEPDOTE TO YIATPO 1) TOV POPLAKOTOLO
00G. AT 1oyvel Kot Yo KaOe mhovn avemBOUNTN VEPYELX TTOV JEV OVOPEPETOL GTO TAPOV
@OALO oONydV yprione. BAére mapdypapo 4.

- ®a cag 600¢el o kdpto Tpogdomoinong achevovs, 1 omoia TEPLEYEL CNUAVTIKES TATPOPOPIES
aoQUAELNG TTOV TTPETEL VO YV PileTe TPV Kot KaTd TN d1dpKela TG Bepomeiag oag e 10
EVENITY.

T tepréyer o mapév pvAro 00N YLOV:

Tretvar to EVENITY o mota givon i) xprion tov

T mpéner va yvopilete mpv ypnoyomomoete o EVENITY
[og va ypnoywomomoete to EVENITY

[MBavég avembounteg evépyeteg

[og va pvidcoete to EVENITY

[epieydpeva g cvokevaciog Kot AOTES TANPOPOPIES

ocouprLNOE

1. Tuv eivan to EVENITY ko owa givan ) ypijon tov

T givan To EVENITY
To EVENITY zepiéyet m dpaotikn ovoio romosozumab, éva @appako ov fondd va yivouy to 0otd
0 dVVATE KOl LELDVEL TOV KIVOUVO GTOGUEVMV 0GTMV.

I'a worov Loyo ypnopomoreiton To EVENITY

To EVENITY ypnowonoteitar yuo ) Oepoameio tng coPapig 06TEOTOPMOTG GE YUVOIKES PETH TNV
EUUNVOTOVGT IOV SLoTPEXOVY aENUEVO KiVOLVO GTAGUEVOY 06TOV (KATAYUaTOC).

H octeondpmon givar pio acbéveio mov kdvel Ta 06Té Go¢ vo yivovtol Aemtd kot ev0pavota. [ToArég
000eveic |Le 0GTEOTOPWOT OV £(O0VV CUUTTOUATO, OAAG pTopel va S1aTpéyovy avénuévo Kivouvo
KOTOYLATOV.

ag Aertovpyei o EVENITY

To EVENITY egivat éva povokimvikd avticopa. Eva povokAwovikd avticopa gival évog TOTog
TPOTEIVNG OV EYEL GYEOOTEL Yo Vo, avoryvepilel Kat VoL GUVOLETOL UE CUYKEKPIUEVES TPMTEIVEG GTO
ompa. To EVENITY mpocaptdrol og pua tpmteivy mov ovoudletol cAepooivr. Me v tpocdptnon
KO TOV OTOKAEIGUO TG OpOoTNPLOTNTag TG oAgpoaivng, to EVENITY:

. BonBd ot dnuovpyio vEov 06TOD KO

. EMPPOUSVVEL TNV ATMAELD TOL VITAPYOVTOG OGTOV.

AT KAVEL TO 0GTA O SVVATE KO LLEIMVEL TOV KIVOLVO KOTOYUATOV.
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2. T pémer va yvopilete npv ypnoipomomicete To EVENITY

Mnv ypnoipomorcite 1o EVENITY

. o€ TepinTwon aAlepyiog 6To romosozumab 1 o€ 0mo10dHTOTE GALO OTTO TO. GVOTOTIKG AV TO
TOL PaAPLAKOV (avapépovtal oty Tapdypopo 6),

. eav €xete younAd enineda aofeotiov 610 aipa (vracPeotionpia). O yaTpdc cog Ba cag el edv
To EMiMEd GOG VoL TOAD YOUNAd,

. €0V £YETE 10TOPIKO KAPIIOKNG TPOGPOANG 1 AYYELOKOD EYKEPAAIKOD ENEIGOSIOV.

Mnv ypnowonoteite to EVENITY edv xdmoto and ta mapondve woyvet yio €6ds. Edv dev giote
clyovpn, WANGTE LE TO Y1Tpd 1 TOV PaPLOKOTOLd Gag Py ypnoiponotcete 1o EVENITY.

IIpocidomou]oeis Kot TPOPVAAEELS
AmegvBuvbeite 610 Y10TPO 1| TOV POPUAKOTOLO GOG KOl GLLNTNOTE TO WTPIKO GG IGTOPIKS TPLY
ypnowonoticete 10 EVENITY.

Kopdiokr) mpocfoin Kot ayyelaKod eyke@aiid EXEIGOO10

Kopdiakn mpocfoin Kot ayyelako yKeQaAKO ETEIG0010 £xovv avapepbel oe dTopa Tov Aapupdvovv

EVENITY.

Zntiote apécns wTpiky] Pondea, edv epooavioets:

. ndvo oto 61bog, dvomvola,

. TOVOKEPOAO, LOVOLAGLE 1] AOVVALLIO GTO TPOGMTO, TaL YEPLA 1] Ta TN GOG, OLGKOAA GTNV
OlAla, OAAOYEG GTNV OPOGT), ATDOAELN LIGOPPOTTINLG.

O ywatpog oag Ba a&loAoyNoel TPOoEKTIKE TOV KivOuvo Kapdloyyelokdv TpoPANUdT®v TpoTod Gog
emupéyet va Eexvnoete T Oepaneio pe to EVENITY. Evnpepdote tov yratpd cag edv yvopilete 0Tt
éxete aLENUEVO KIVOUVO EUPAVIONG KAPILOYYELOKAOVY TTPOPANUATOV, OTMOC EYKATESTNUEVN
KOPALOYYELOKT VOGO, DYNAT 0pTNPLOKT TTEGT), DYNAGL ENimeda Amovg 6To aipa, PN, KATVIGUa
VEQPIKA TpoAnuaTo.

XaunAd eninedo aoPectiov oto aipa (VracPeotiopio)
To EVENITY pmopel va mpokarécet yapnAd enineda aoPecTtiov 610 aipfd oag.
Evnuepoote Tov 10Tpd o0g edv TOpOTNPNOETE:

. OTAGLOVC, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
. LOVOIOGHO 7| LOPUNYKIOOUO GTO SAYTUAG GOG, 6T SAYTLAN TV TOSIOV 1 YOP® amd TO GTOUA
oG,

O ywatpog oag pmopel va cuvtayoypoaenoetl acBéotio kot Prrapivn D yio va amotpéyet ta younAd
enmineda aoPfeotiov 010 aipa cag mpwy Eekvnoete T Oepaneia oag Kot evd maipvete o EVENITY,
AdPete acPéotio kot Prrapivny D, 6mwg cog Aéetl 0 YioTpog cag.

Evnuepdote 10 yiotpd cog edv €xete 1 iyate moté coPapd VEQPUKH TPOPATLUATO, VEQPIKT OVETAPKELL
1M XPEWOCTAKOTE AoKABapoT, KaBdg avtd umopel va avENoet Tov Kivouvo younAov acPecstiov oto
aipa €dv ogv AauPavete couminpopoto acfectiov.

2oPoapéc arlepyucés avtidpdoeig

Mmnopei va, soufotdv cofapéc aAlepyikég avTidpacelS oe dToua Tov ypnoiporotovy to EVENITY.

Intote apéomg loTpikn fondsia dv sppavicete:

. TPNEO TOL TPOGAOTOV, TOV GTOUATOG, TOV AULLOD, TOV YEPLDV, TMV TOODV, TOV ACTPUYAAWDV,
TOV KATO Akpov (ayyelooidnua) 1 kvidwon,

. 0&D depuatikd eEavOnuo pe ToAATAEG OTPOYYLAES KOKKIVES/ pol KNAOES e GYNUATICUO
KOYEADV 1] EQEAKIOMOOVE KEVTPOL (TTOAVLLOPQO £pVON L),

. SVOKOAN KOTATOONG 1) CVOTTVOT|G.
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Hpofinuata pe 10 otdua, ta ddvtia 1 ) yvabo

Mo avemBountn evépyeia Tov ovopaletal ooteovékpwon tng yvébov (ONJ) (BAaPN Tov ootdv 611
yvabo) &xel avapepbel onavia (umopei va emmpedoet £ém¢ 1 ota 1.000 dropa) ce acbeveic mov
AapfBavouv EVENITY. H ONJ evdéyeton emiong va peovictel petd  diaxonn| g Bepameioc. Eivot
OMMUOVTIKO VO TpocTmadnoete vo amotpéyete v eupavion g ONJ, kabag pmopei va givat puo
0LV PN KOTAGTAGN TTOL Propel va, eivat dOGKoAO va avTipeTomiotel. o va peuwoete Tov kivouvo
enpaviong ONJ, vapyovv opiopéEVES TPOPLAGEELS OV TPETEL VoL AdPeTe.

[pwv and ™ Aqym tov EVENITY, evnuepdote 10 y10Tpo 1 TOV VOGNAELTY| GOG EQV:

. éxete TPoPANHOTA LE TO GTOUA 1) TAL OOVTIO GOG, OTMS KAKY] 000VTIKN vYein, acBéveln Tmv
0VA®V 1| TPOYPOUUOTIGUEVT] EEAYMYT| SOVTIDV,

. Ogv AapPAveTe TAKTIKT 000VTIOTPIKT QPOVTION 1) OV £XETE TPOYLATOTOMGEL OOOVTIULTPLKO
€leyyo Yo HeYAAo XpoviKO S1doTNUa,

. elote kamviotpla (kabdg ovtd uropel va avénoet Tov Kivouvo 0d0VTIK®OV TPOPANUATOV),

. éxete TponyovuEveg AapPel Bepomeio pe dtpmopovikd dlog (ypnoponoteitol yio ) Oepaneio f
™V TPOANYT SATAPUYDV TOV 0GTAOV, OTMOG 1) 0GTEOTOPW®AT)),

. Aappdvete eappoka Tov ovoualovtol KopTiKooTePOELDT (Omg TpedviloAdvn 1 de&auebaldvn),

. ThoYETE QMO KOPKIVO.

O ywatpog cag pumopel va oag {ntoet va voPinbeite o odovtiatpikn eE€tacm Tpotol EEKvoETE TN
Oepaneio pe to EVENITY.

Koatd ™ dudpkela g Bepaneiog, Bo mpémel va dtatnpeite KA GTOUATIKN VYIEWVT Kot Vo Aopfavete
TOKTIKOVG 000VTIOTPIKOVG EAEYYOVS. Edv popdte teyvnt) odovtoctoryia, Oa mpénel va Peforwbeite 6t
taplalel 6to otopn cag cmatd. Edv vrofdilecte og odoviiatpikn Oepomeio ) TpoKeLTOL Vo
vroPAnOeite og odovtioTpikn emépPfocn (m.y. eEaywyég SovVTIdV), EVILEPDOTE TO YITPO GO Y10 TNV
odovtiatpikn Oepaneio kot Tov odovtiatpd cog 6Tt AapPdvere Oepaneia pe o EVENITY.

Emwowvoviote ouécmg Ue TO Y10TPO Kol TOV 000VTINTPO Gag €0V aVTILETOTILETE TPOPANUOTA [LE TO
oTOUA M TO SOVTIN GOC, OTMC:

. yolopd dovTia,

. novo M Tpnéo,

. TANYEG GTO GTOUA, TTOV JEV ETOVADVOVTOL,
. EKKpPIOELS.

Aocvvithota katdypato Tov unploiov 06tav

Atopa mov £xovv ypnoomomoel o EVENITY, ondvia avéntu&av aocvuvindiota katdypoto tov
unpaiov 06tob TOL TPoKEAOHVTAL 0O LIPS 1 KaBOAOL Tpavpa. AvTd Ta €101 KATAYUATOV GUYVA
TPOTYOVVTOL LLE TTPOELOOTOMTIKEG EVOEIEELC TTOVOL GTOV UNPo N T PovPavikn ydPa Yo TOAAEC
ePdoudoeg mpv eméAbet o KaTaypa. Agv givar yvooto av 1o EVENITY npoxdiece avtd ta
acvvinOiota Katdypoto. Evnuep®ote 1o Y10tpo 1 TOV QOpPHOKOTOL0 G0G EAV ELPAVICETE VEOUG T
0oLV 016TOVG TOVOLG GTO 1Y {0, TN PovPViKh Ydpa 1} TOV UNpd cac.

Howowd xon £pnpor
H yprion tov romosozumab og maidid kot epnfovg dev éxet peletnOei Ko dev ivar £yKeKPIUEVO yio
¥pNoN o€ Tadlatpikovg acheveic (nAtkiog <18 etmv).

Alro gappoxo kot EVENITY
Evnuepdote 10 yatpd 1 10V QoappoKonold cag edv maipvete 1 £xete mpoOGPATA TAPEL 1| LTOPEL VoL
TaPETE AAAOL PAPLLOKOL.

Kdnon kot Onraocpog

To EVENITY npoopiletar uévo yio xpnion amd yovoikeg LETE TNV ELUNVOTOVGT).

To EVENITY dev 0o mpémet va ypnGLUOTOLEITOL GO YOVOIKEG OVOTOPAY®OYIKN G NAKIOG 1 08 £YKVES
yovaikeg 1 o€ OnAdlovoeg yovaikee. Aev givar yvootd edv 1o EVENITY pmopei va mpokaiécet BAGPN
o€ ayévvnro madi 1 InAalov madi.
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Emkowvevnote pe tov ylotpod oag edv £YETE OMOIEGONTOTE EPMTNOELS.

Oonynon ko xE1popuoc pnyovnprdTov
To EVENITY dev avapéverot va €xet entdpaon 1 €l EAAYIOTN EXIOPACT OTNV IKOVOTNTO 00N YNONS
KO XEPIGUOD UNYOvNUAT®V.

To EVENITY mepiéyer vatpro
To pdappaxo avtd mepéyet Aydtepo and 1 mmol vatpiov (23 mg) avd d6on, givar avtd mov
ovoudlovpe «erevBepo vatpiovy.

3. o va ypnoypomomeste To EVENITY

H Bepancio pe 1o EVENITY 6a mpémel va Egxva ko va mapakoiovbeitol amd 101Ko0g 1atpols e
gumelpio TNV AVIYETOTIOT TG 06TE0TOP®ONG. I1dvToTe Vo ypnoponoteite T0 PAPUAKO QVTO
QVGTNPE GOUPOVO LE TIG 00NYieg TOV YioTpo¥ cag. Edv éxete apeiforieg, potote ToV YoTpd GOC.
H éveon mpémet va yopnyeitor povo and dtopo mov Exel EKTUOEVLTEL GOOTAL.

1660 vo YpNoNOTOU|CETE

. H ocvvietdpevn d6on EVENITY eivar 210 mg.

. Kobbg pia Tpoyepiopévn cvokeun| tomov mévag mepiéyet 105 mg dpactiknig ovoiog
romosozumab og 1,17 ml draivporog (90 mg/ml), yia kabe d6om Tpémet va xpNGLOTOLOVVTOL
2 TPoYEGUEVES GLOKEVEG TOTOL TEVAS. H devtepn éveon Ba mpénet va yopnyeital apécms petd
TNV TPOTY, AAAG G dlapopeTikn B€om Eveang.

. AvT0 TO KGVETE pio popa Kabe uva yio 12 pnveg.

[l®g va To ypropomoL|ceTe

. To EVENITY mpénet va yopnyeitot pe éveon kato omd To oépua (vmoddpia £veon).

. To EVENITY mpénet va yopnyeitol ue £veon €ite 6Ny mEPLOYN TOV GTOUAYOV (KOIAMOKY YDPO.),
eite otov unpo. To e€mntepikd Tov avm Ppoayiova cag pmopel emiong vo ypnopomomOei g
onueio éveong alAd Lovov eGv 6o¢ KAVEL KOTO10G AAAOG TNV £veon.

. Edv n 10w teproyn| €veong oyedidleton va ypnoomomei yio tn devtepn veon, Ba mpémet va
ypNoLoron el dStopopeTikd onpeio Eveong.
. To EVENITY dev npénetl va eyyéeton og meployég 6mov to déppa eivar evaicOnro,

LOA®TIoUEVO, pLOPO 1| GKANPO.

Eivat onpavtiko va sopdoete tig Odnyies Xpiong yio avorlvTikéG TANPOQopieg GYETIKA [LE TO TMOS VOl
YPNOLLOTOLELTE TNV TTPOYEMGUEVT cvokeLn TOTov tévoc EVENITY.

Potote 0 y1otpd 1) TOV QAPLOKOTOLO GOG EAV EXETE MEPUUTEP® OTTOPIEC GYETIKA LLE T XPT|O1 TOL
QOPLAKOV.

Edv ypnowponomosete peyorivtepn 06on EVENITY amé tnv kavoviki
Edwv, xatd AdBog, mépete peyardtepn 66on EVENITY amd tnv Kavoviky], EMKOIVOVNOTE LE TO Y1I0TPO
1 TOV POPULOKOTOL0 GOLC.

Edv Eeyaoete 1] 0ev propeite va, ypnoiporomeete To EVENITY ot ouvijn opa cog

Edv ydoete o d6om tov EVENITY, emikovmviote e To Y10Tpd Gag TO GUVTOUOTEPO dLVOTO Y10 VoL
npoypoupatioste pion GAAN d661. LN cLVEXELD, 1 ETOUEVT 000N B Tpémel va dideTal Oyl vopitepa
omd Eva, Pvo LETA TNV Nuepounvio g televtaiag d0omG.

Edv otapatioete va naipvere to EVENITY

Edv oképteote va otapatioete ) Oepaneia pe 1o EVENITY, cuintote 10 pe 1o yrotpod cag. O
Ytpog cag Ba coc cupfoviéyet Yo mOG0 Kopod Ba mpénel va AdPete Oepaneia pe to EVENITY.
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Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE TN YPTOT ALTOV TOL PUPUAKOV, POTHOTE TO YTPO M
TOV POPLOKOTOL0 GOG.

Yv{ntote pe 1o yuTpd cog TV avaykn petdfacns oe GAAN Bepameia Yo TV 06TEOTOPOOT HUETA TO
téA0G TG Bepameiog cag pe to EVENITY.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 6ha Ta pappaKa, £TL Kot avTo TO GAPULAKO UTOPEL VO TPOKAAEGEL avemBOUNTES EVEPYELEG, OV
Kot 6gv Tapovctaloviatl 6 GAOVG ToVS avOpOTOLG,.

ZnTiote apécmg waTpikn fondsia edv eppavicete kKamoo omd To akdAovdo TBavA cuUTTOHOTO

KOPILOKNG TPOSPOIIS 1) Oy YELHKOD EYKEPUMKOD ETELG0DT0V (Ol GLYVES: EVOEXETAL VAL ETNPEAGOVY

éw¢ 1 ota 100 dtopa):

e 7dvo oto 6Thog, dvervola,

®  TOVOKEQPOAO, LOVOLOGUE 1] AOVVOLLIC, GTO TPOGMTO, TA YEPLOL 1 TA TOSL GO, OVCKOALD GTNV oAl
oAlayég otV Opao, ATDOAELD IGOPPOTING.

Zntiote apéocmg wTpiky] Pondsia sdv gppavicete ta akdiovba copunTOUATA GOBAPNS AALEPYUKNG

avtidpaong (omdvieg: evdéyetor va ennpedoovy £og 1 ota 1.000 droua):

. TPNEO TOL TPOCSAOTOV, TOL GTOUATOS, TOV AULLOV, TOV YEPLUDY, TOV TOSDV, TOV ASTPAYIA®V 1
TOV KATO Akpov (ayyglooidnua) 1 kvidwon,

. o0&V depuatikd e&avOnua mov detyvel TOAAATAEG GTPOYYLAES KOKKIVES/ pol KNADES e
OYNUOTIGUO KOYEADV 1] EPEAKIODIOVS KEVTPOL (TOAVHOPPO ephBnu),

. SVGKOAIN KOTATOONG 1) AVOTVOT|G.

Evuep®ote T0 Y10TpO 060G GV TOPATNPNOETE TOL 0KOAOLON GUUATOUATA YOUNAAY EMTES OV
acPeostiov oto aipa (vracPeotionpio) (0x1 cvyvES: evdgyeton vo exnpedoovy émc 1 ota 100 dropa):

. OTAGLOVC, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
. LOVOOGHO 7| LOPUNYKLOOUO GTO SAYTUAG GOG, 6T SAYTLAC T®V TOSIMV 1 YOP® amd TO GTOUA
oG,

BA. eniong mapdypao 2 «Tr mpénetl va yvopilete mpv ypnoyomomicete 1o EVENITY ».
AlAeg avemBOuNTEG EVEPYEIEG TTEPIAAUPAVOVV:

oAV ovyvég avemBOuNTES EVEPYELEG (eVOE ETAL VO emnpedoovy mhve and 1 ota 10 dropa):
. Kowo kpvordynua,
° ApOparyia.

Yoyvég avemOOuNTEG evEPYEIES (eVOEYETOL VO EMnpedoovy émg 1 ota 10 droua):
E&avOnpa, Aieypovi tov déppatoc,

[ovoképaiog,

Iypopitida,

[T6vog otov avyéva,

Mvikég kpdpmec,

EpvBpdtnra 1 mévog yopm omd to onpeio 6mov yopnyndnke n Eveon.

'Oy ovyvég avemOBoOuNTES evépyELeg (evoyetan vo, ennpedoovy Eo¢ 1 ota 100 droua):
e  E&avOnua (kvidwon),
o Koartappdkrnc.

Ava@opd avembvunTov EVEPYELOV
Edv mapatmpnoete kKamowo avemBOUnTn eVEPYELN, EVILEPADGTE TO YLOTPO 1] TOV POPLOKOTOLO COG.
A1 1oyt Kot Yo kéBe mlavr| avemBountn evépyela TOV €V AVAPEPETOL GTO TAPOV PUAAO 0NV
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ypPNonG. Mmopeite emiong va avagépete avemBOuNTeg evépyeleg anevbeiog LEsm Tov eBvikon
GULGTILLOTOG OVaPOPAS TTOL avaypdeetal oto [apdptnua V. Méowm tng avaeopds avembountwov
gvepYEL®V pmopeite va fonbNoeTe 6T GLAAOYT TEPIGCOTEPOV TAPOPOPIDV GYETIKA UE TIV UCPOAELL
TOV TOPOVTOG POPUAKOV.

5. o va poiaocoete To EVENITY
To @appoako avtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal Ogv TO POAVOLY TO TOdLdL.

Na pn ypnowonoteite ovtd 10 PAPUAKO LETE TNV NUepounvio ANENG OV AVOPEPETAL GTIV GLGKELT
kot ot e€mTePikn ovokevacio petd ™ AéEn AHEH. H nuepounvia Anéng ivar 1 teAevtaio nuépa
TOV UNVO TTOV OVOQEPETOL EKEL.

duvrdooete og Yyoyeio (2 °C — 8 °C). Mnv kotayOyeTe.

AdTtov PydAete TN YOPTIVI CLOKEVAGIN TOV TEPIEYEL TNV TPOYEUIGHEVT] GLOKELT TOTOL TEVOC OO TO
Yoyeio yuo xpno|, OeV TPENEL VO TV TOMOOETNGETE TG® GTO YLUYELD, OAANL LWITOPEITE VA TNV KPATIOETE
og Beppokpaocio dopatiov (Emg 25°C) yua péypt ko 30 nuépeg. Edv dev ypnotpomomndei evidg avtng
NG XPOVIKNG TEPLOSOV, TO TPOTOV TPEMEL VAL amopPLeBEt.

DdvAdooeTe TNV TPOYEUIGUEVT] GUGKELT] TOTOL TEVOS GTO EEMTEPIKO KOLTI Y10l VL TPOGTOTEVETAL OO
T0 POG.

EAéyEte ontikd 10 SitdAvpa. Mnv 1o ypnoponoteite ebv To dStdivpa ival anoypOUATIGUEVO, BOAO 1|
TEPLEYEL VIPAOES 1] COUOTIOW.

Mnv metdite @APULAKO GTO VEPD TNG OMOYETELGNG 1] GTA OKLOK(A aroppinpota. Potote tov
(POPLLOKOTTOLO GOG Y10 TO TG VO TETAEETE TAL PAPULAKE TTOVL JEV YPNOIUOTOLEiTE Tl AvTd T péTpa Oa
Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Mepreydpeva TNG 6VOKELUGTUG KOL LOUTEG TANPOPOPIES

Tvrepréyer to EVENITY
H dpaoctikn ovoia givar To romosozumab. Kabe mpoyepiicévn 6UGKELT TOTOL TEVAG TEPLEXEL
105 mg romosozumab cg 1,17 ml dwodvpatog (90 mg/ml).

- Ta Aowwd cvotatikd ivarl acBéotio 0&ikd, Tayodpopeo o&kd 0&D, vatpiov vOpoeidio (Yo
pvOon Tov pH), caxyapoln, molvcopPiko 20 kar Héwp Yo evéoiua. BA. Topdypapo 2 «To
EVENITY nepiéyet vatpiom.

Epg@évion tov EVENITY ko epreydpeva tng cvokevaciog

To EVENITY egivot dtanyég émg omaiilov, aypmuo £m¢ avolktd KITpvo EVEGIUO SLAAV LA TOV
TapEYETOL GE EPATAE YPNONG TPOYEMGHEVT cvokevn TOTOV TTEvaC. H cuptyyo péoa oty méva eivan
KOTOOKELOOUEV OO TAAGTIKO HE PEAOVA 0O avVOEEIDMTO ATGAAL.

To péyeboc g cvokevaciog eival 2 TPOYEUGUEVES GVGKEVEG TOTOL TTEVOC.
IToAlamAn cvokevacio mov mepiéxet 6 (3 CLOKELOGIEC TV 2) TPOYEUOUEVESG GVGKEVEC TOTTOV TEVAC,.
Mmropet vo, unv KuKAOQPOpOLY OAEG Ol GLUOKEVAGIES.

Kartoyog Adsrog Kvkiogopiag
UCB Pharma S.A.,

Allée de la Recherche 60,
B-1070 Bruxelles, Béxyio

Mopookevactiig
Amgen Europe B.V.,
Minervum 7061,
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4817 ZK Breda, OALovdio

INo omoladnmote TANPOPOPic GYETUKH |E TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
angvBuvleite otov TomiKo avtimpdommo Tov Katdyov g Adstog Kukiopopiog:

Belgié/Belgique/Belgien
UCB Pharma SA/NV

Tél/Tel: + 32/ (0)2 559 92 00

Bbbarapus
1O CH BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

EAlhada
UCB A.E.
TmA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34 /9157034 44

France
UCB Pharma S.A.
Tél: + 33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.0.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791
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Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Osterreich
UCB Pharma GmbH
Tel: +43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221



Kbapog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

Tn\: + 357 22 34 74 40 Tel: + 46/ (0) 40 29 49 00
Latvija United Kingdom

UCB Pharma Oy Finland UCB Pharma Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel : + 44/ (0)1753 534 655

To mapdv eOALo 00N LAV Ypriong avadepOnke Yo Televtaio popa otic MM/EEEE.
Adreg TNYEG TANPOPOPLOV

Agmtopepeic TAnpoeopieg yia 1o pappraKo avtd givar dtbéoipec 610 diktvakd Tomo Tov Evpmmaikod
Opyavicpod ®opudkov: http://www.ema.europa.eu.
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I'vpicte 6elida Yo TIG 001 YiES Yp1oNG.

OAHTI'IEX XPHXHX I'TA THN ENEXH EVENITY MEXQ IPOTEMIEMENHX XYXKEYHX
TYINIOY IIENAX

Xopnyeiote pe £vesn 0V0 TPOYEPLIGPEVES GVOKEVEG TUTOV TEVOS TN pia apéomg petd Tnv aily,
Yo vo Aapete pua Taajpn o0on

Ot topakdto 0dnyieg e€EnNyody TOV TPOTO ¥PNONG TS TPOYEUICUEVIIC GLGKEVT TOTTOL TTEVOC Y10, VAL
kévete v éveon tov EVENITY.

. Awfdote TPOoGEKTIKG GVTEG TIS 001)YiES KO aKkolovON6TE TIS Pripa Tpog Pripa.

. Edv éyete onoeodnmote epmtioeig N aicBdveote aféPaia yio T dradikacio Eveong,
angvBuvbeite og yaTpd 1 PoPUAKOTOL0.

. Eivai onuovtikd vo. Befoaiwbdeite 6t1 1 Eveon yopnyeitotl wovo omd dTopo mov £xEl EKTodELTEL
KaTGAANAQL.

. H mpoyepiopévn cuokeun Tomov mévag avapEPETal ETIONG MG «TO PAPLLOKOY.
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Onyoc €aptnudToVv: TPOoYEUIGUEVI] GVGKEDT] TOTOV TEVAS

Ipw amé T gprion Meta ) ypfon

o

. E
Hpepounvia
MiEng
[Mopabvpo
DOapupoko

Agvkd nopo
tomofeTnuévo

Hpepopnvia Anéng

Kitpwvo mapdbupo
(mipng éveon)

Kitpwvo kéioppo
acaAeiog

Agvko Topo
apalpedév

Awfdacte avtd TPy amd TV £vEST) TOL

STOP QAPILAKOV.
O TapOY0G VYEIOVOIKNG TTEPIBAAYTC EYEL
cuvtayoypapnost o d6on 210 mg kabe pnva:
INo va AaPete v T pn 06061 60C, TPETEL VO
Kavete £veST) PE 000 TPOYEUIOUEVES CVOKEVES
Tomov wévag 105 Mg, ™ pio apécwg petd v
aiinm.
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Bipo 1: Ipogtoipacio

A e Bydhte tn yaptivn cuckevacio mov TEPIEEL TIG 0VO0 TPOYEUGUEVES GUOKEVEG TOTTOL TTEVOC

and 1o yoyeio.

. Ol TpOYEGEVES GOG CLGKEVES TOTOL TTEVAG TPETEL VAL LETVOLV €KTOG Yuyeiov Yo val
etacovy o€ Beppokpacio dopatiov (Eng kot 25°C) ywa tovrayietov 30 Aemwtd Tptv amd v
éveon (unv Bepuavete pe Ghdo tpomo). Avtd Ba Kavel v €veon mo Gvetn).

. Avoi&te ) yapTivn cuokevacia kKol GVAAEETE OLa Ta VAIKA oL ¥petdleoTe Yo TNV veon
(6mwg avagépetar oto Brjpa B).

. [M\ovete kaAd To xEpla GoG.

. YNKOGCTE TIG TPOYEUGUEVEG GVOKEVEG TOTTOVL TEVHG gvbeia TPog TaL WAV amd T YAPTIVN
GLOKEVAGIO — UV OPOLPEITE OKOUA TOL ASVKE TMLOTO OO TIC TPOYEUOUEVES GUGKEVEG TUTTOV
TEVOG.

. MnVv avoKveite TIg TPOYEUGUEVES GUGKEVEG TOTTOV TEVOLC.

. EAéyEte to pdpuaxo pécm tov Tapabvpov npoPforic. To pappoko tpémel va etvat éva
dryég émg omaiilov, aypouo £mg avolkto KiTpivo didAvpa.

- Mnv ¥pnNOOTOLEITE TIC TPOYEUOUEVES GUGKEVEG TOTTOV TTEVOG EAV TO SLAAL LN €TVl
OTOYPOUATIGUEVO, BOLO N TTEPLEYEL VIPAdES 1| crOUATIOW.

- Mmnopei va deite puoaiideg aépa. H &yyoon tov dtodvpatog vrodoping (kdtw amd to
d€pLO) OV TEPIEXEL PVOUAIDEG aEpal Eivar affAafnc.

o Mnv enavaypnCLOTOLEITE TIC TPOYEMGUEVEG CLOKEVEC TOTTOL TTEVAS, EAV:

- &yovuv mEcEL KATW,
- 70 A8VKO OO Agimel 1] dev gival ac@AA®G ToToBeTNEVO,
- 1M oepdylon Aeinel 1| elval omacpuévi 1 €6v 0mo10oNToTe GALO TURPA TG PaiveTO
POYIGUEVO 1) GTOGUEVO.
Xe QTN TNV TEPINTOOT, YPNOYLOTOMGTE VEN GLGKEVT] TOTTOV TEVAS KOl ETUKOIVOVIOTE [LE TOV
YWTPO GOG TO GLVIOUOTEPO dVVATO.

e o kobopn, KoAd eOTICUEVT ETPAvELN EpYaciag, Tomobetote Ta eENG:

. 000 TPOYEUIGUEVEG CLGKEVEG TOTTOV
TEVOLG

o 00 HAVTNAGKLO EUTOTICUEVO. IE
OVOTVELLOL

o dvo umaieg BauPaxt § emBéparta yalog

o 00 CVTOKOAANTOVE EMOEGUOVG

o €101K0 doygio amdppyg.

s\

[Ipoetoudote kKot kaBapiote To dEpHa OOV TPOKELTAL VO, KAVETE £VEST UE TO PAPLOKO. Mmopeite
vo emAEEeTE amo:
®  TOUG pNpovg,
® TNV TEPLOYN TOV GTOUEYOV (KOIALKN YOPA), AAAN Oyt

, , , , P E&wtepikn meployn tov
TNV TEPLOYN S5 EKATOGTOV YOP® ATd TOV APALO,

avo Bpayiova

. Vv eOTEPIKT TEPLOYN| TOL Ave Ppayiova (ebv .
KAT010G AAAOG GOG KAVEL TNV EVECT)). Tepoyn otopdyov
(KOTMOKN YHO)
Mnpog
YAY
. H debtepn éveon Ba mpémet va yopryeital og dlapopeTiky 0€om amd ovTv IO

ypMnooromdnke yo v tpd éveon. Edv embopueite va ypnoyomocete v oo
meployn éveone, PefoarmBbeite dti dev givar To 1010 onpeio éveonc.
. Mnv kévete éveon og meployEg 6oL 1o dEpa givar evaicOnto, poAwmicuévo, epudpd,
SKANPO, £xel OVAEG N payddeg N ExEl TAYLEC, EPVOPEC 1] POMOMTEC KNALOEG 1] OAAOLDCELS.
. KoaBapiote v meployn 0mov pdKeLTal va, KAVETE TNV EVECT UE Vo LOVTNAGKL
EUTOTIGUEVO UE OWVOTTVEDUO. APTOTE TO SEPLLA VAL GTEYVMOGEL TPV Ald TNV EVEST).
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e Mnv ayyilete Eava avTVv TNV TEPLOYTN TPV KAVETE TNV EVEOT).

Bipa 2: Etowpoctsits

Tpapri&re 6Xo 0 Agvkd O Alyo TTpLy TNV €veon.
Mohic aparpebei To mopa, 1 éveon mpénet va xopnynOel uéoa oe 5 Aentd. Agv vdpyet Adyog
va Blaoteite yuo v €veon - 5 Aemtd glval apkeTOg XPOVOC.

o Mn otpifete N Aoyilete To AgvKd TOUA.

o Amoppiyte 10 AevKd TOUA TNG PEAOVOS 6TO €101KO doyelo amoppyng. Mnv tomobeteite 10
AEVKO OO TIG® GTNV TPOYEUICHEVT] CLGKELT] TOTTOL TEVUG,.

o [Mopdro mov dev givar epeavng, n akpn g Perovag Exel amokarvedel trpa. Mnv

npoonabnoete va ayyigete ) Pelova, Kabmdg Bo pmopovoe va evepyomomcel TNV
TPOYELGUEVT] GLOKELT TOTOVL TEvaG. Eivonl puotoloywkd vo PAénete o otaydvo vypod oty
axpr g Perovag (L€oa 6TO KiTPvo KAALULO AGPAAELNC).

Tevidote N méote TO oNUEIO TNG EVESTG Y10 VO, OTLLLOVPYNOETE Ui 6TabEPT| EMLQAVELD.
M£0000¢ TEVTONATOS

. Tevtdote 10 dépua 6TadePd, LETAKIVAOVTAG TOV AVTIXEIP Kot To dAYTUAN TPOC ovTifeTeg
KaTELOVVOELS, Y10 VO SNULOVPYNOETE UL0L TEPLOYT] TAATOVE TEPITOL 5 EKATOGTAOV.
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H
M£0060¢ TolumpRaTOg
. [Midote To 6éppa oTabepd petal&hd Tov avTiyelpa Kol TV SOKTOAMV, Y10, VO SNUIOVPYNCETE
pio Tepoyn TAGTOVG TEPITOL 5 EKOTOGTMV.

. Inpovtikoe: Kpoatmote 10 déppa TeVIOUEVO 1 TOIURNUEVO KATE TV £VEDT.

Bipa 3: Kavere tqv éveon

XT o Inpovtiké: H mpoyspicpévn cucken) TOmov mévag 0V TPEMEL VAL GTPOYVETOL TPOG TOL
KAt péxpl va 0T £TOUN VO KAVETE TI) TPAYLOTIKY] EVECT).
o To 6éppa mpémet va kpatnBel teviopévo i toumnpévo. Me 1o aAAo ¥épt, To KiTpvo

KAAVULO 0GQUAELNG TNG TPOYELIGUEVIG CUGKEVTG TOTIOV TTEVAG TTPEMEL VoL TOToBETEITON
OTNV TEPLOYT] TOV SEPUATOC TTOL EYEL TPONYOVUEVOC KOBUPLoTEL (0T0 «onueio g £veong»)
o€ yovio 90°.

Kirpwo KAALUUO, aGPOaAETiog

Z o H npoyepiopévn cvuokevn tomov mévag Ba mpénet va mECETON TPOS T KAT® 0T0bEPE 0TO
OEPLOL LEYPL VO OTOUATAOCEL VO, KIVEITOL TO KiTpvo KaAvppo aceoieiog. Otav akovcete 1)
aloBavieite £va kKhik, 1 éveon Oa Eekivioel.

H o Xvvgygiote va mélere to déppa. H éveon pnopei va dapréost mepinov 15 devtepolentoa.

o Otov ohoxkAnpwbei n &yyvon, to mapdbupo Tpofoinc Oa yivelt TANpwS Kitptvo Kot umopei
emiong vo, akovoete M| va atcBavieite £va 0e0TEPO KAIK.

Irp®OETE TPOS TU KATW
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15 devteporenta m

\ To mapdBupo yiverar mANpwg Kitpvo
’ 6tav ohoxkAnpw0del 1 &yyvon.

e  H ypnowomomuévn mpoyetoEVT] GUGKEDLT TOTTOL TTEVAG UTOPEL TOPA Vo apopedel
TPOPOVTOC TNV TPOGEKTIKA gvOgia TPOg TaL TAVD amTd TO dEPLOL.

o  Xnpovtiké: Otov agarpeite TV TPOYELGUEVT] GLGKELT TOTOV TEVAS, £V TO TApABVPO
dev &yel yivel TAMpaG kitpvo 1 ebv @aivetat 6Tl To pdpuako eEaolovbel va eEépyetat,
avtd onpaivel 61t dev Exel xopnynBel oAdKANpN 1 d6om. O ThPoYOG TNG VYELOVOLUKNG
nepiBodymc cog Oa Tpémel vo evnuepmbel 10 cuVTOUOTEPO SVVATO.

o  Metd TV apaipeon TG TPOYEUGUEVTG GUCKEVLNG TOTTOV
mévag and 1o dépua, 1 feLova Ba KaldTTETOL AVTOUATOL.

Mnv npoonadncete va ayyiEete tn PeAdva.

Bijpa 4: Amoppwyn

O o Amoppiyte 0OAOKANPN TN YPNOLULOTOIUEVT TTPOYEUCLEVT
GLGKELT TOUTOV TEVAG KOl TO AEVKO TMOUO GE VAL EIOIKO
doyeio amdOPPIYNG OUECMG LETA TN YPNOT.

e  Mnv netdte (amoppImTETE) TNV TPOYEUGUEVT] GLGKELT] TOTTOV TEVAG GTO. OTKLOKEL
amofAnta.

e Mnv gmovoyypMCULOTTOLEITE TNV TPOYEUGUEVT] GUGKELT] TOTTOV TTEVOC.

o  Ynpovtiké: Awatnpeite TavToTE TO 101K doYeio Hokpld and B€om tnv omoia PAETOLV Kot
npooeyyilovv T mad1d.

Bijpa 5: EAéyEre To onueio g éveong

I  Edv vrdpyet aipa, ypnoponomote Eva PapPdit 1 Eva koppdtt yalog Kot EpoprocTe ehappid
mieon Tavm omd 1o onueio ¢ Eveonc Yo uepikd devteporemta. Mnyv tpiPete To onueio g
éveonc. To onpueio tng éveong pumopel va KoAvedei pe Eva pikpd auToKOAANTO EMOEGHO, EAV
glvon anopaitno.

Bipo 6: Eravalapete T 680TEPN £vEoN Y10, va TAPETE TNV TAN PN 600N

K Emavoiapete 0ia ta pata wov apyiCovv amo to Pripa I' pe tn dedtepn mpoyeuspuévn
GLOKELT TOTTOV TEVAG Y1 TNV £YYVOT] TNG TANPoLg d6onc. H devtepn éveon Ba mpémet va
YOPNYEITAL GE SLOPOPETIKT BEGT ATd VTNV TOV YPNCUOTOMONKE Yo TV TPAOTN €veon). Edv
embopeite va ypnoponomcete v idla Teployn Eveonc, PePfarmbeite 6Ti dev givar To 1610
onpeio éveong.
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@viro oonYLOv ypiong: Iinpoopics Yo Tov ypriietn

EVENITY 105 mg gvéoipo d1divpa o€ Tpoyspicpévy oopryya
romosozumab

V¥ To @dpuako awtd tedel Vo GLUTANPOUATIKY TaPaKoAoVONGT. AvTd Do ETTPEYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPLOV AGPAAEWS. ZnTeital amd Tovg enayyeAatieg vyelag va avagépovy
omotlesdoNmote mBavoroyovueveg avemBountes evépyetec. BA. T€hog g mapaypdeov 4 yio Tov TpoTo
avaQopdg avemBOUNTOV EVEPYELDV.

Awpaote TPOGEKTIKG 0AOKANPO TO PVLAO 001 VIOV (PGS TTPLV APYICETE VO P CLUOTOLELTE GVTO

T0 PAPRUKO, OLOTL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GAC.

- DdvrdEte avTd TO EUALO 0N YDV Yprone. Towg ypelaotel va to dwufdcete Eavda.

- Edv éxete meportépm anopiec, poTNOTE TO YLOTPO 1) TOV POPUAKOTOLO GOG.

- H cvvtayn yio avtd 10 ¢approko xopnynbnke amokAEloTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
QAapuraKo o€ GAAOVG. Mmopel va Tovg TPOoKaAEGEL PAAPT, AKOUO KOL OTOV TO GUUTTOUOTO TNG
acBéveldc Toug etvon 101 pe Ta d1Kd cag.

- Edv mapatmpnoete Kamowo avemBOUNTN EVEPYELL, EVILEPDOTE TO YIATPO 1) TOV POPLAKOTOLO
00G. AT 1oyvel Kot Yo KaOe mhovn avemBOUNTN eVEPYELN TOV JEV OVOPEPETOL GTO TAPOV
@OALO oONydV yprione. BAére mapdypapo 4.

- ®a cag 600¢el o kdpto Tpogdomoinong achevovs, 1 omoia TEPLEYEL CNUAVTIKES TATPOPOPIES
aoQUAELNG TTOV TTPETEL VO YV pileTe TPy kot Katd Tn d1apKela TG Bepomeiag oag e 10
EVENITY.

T tepréyer o mapév pvAro 00N YLOV:

Tretvar to EVENITY o mota givon i) xprion tov

T mpéner va yvopilete mpv ypnoyomomoete o EVENITY
[og va ypnoywomomoete to EVENITY

[MBavég avembounteg evépyeteg

[og va pvidcoete to EVENITY

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES

ocouprLNOE

1. Tuv eivan to EVENITY ko owa givan ) ypijon tov

T givan To EVENITY
To EVENITY nepiéyel v evepyn ovoia, romosozumab, évo @appoko wov fondd va yivooy to 0otd
0 dVVATE KOl LELDVEL TOV KIVOUVO GTOGUEVMV 0GTMV.

I'a worov Loyo ypnopomoreiton To EVENITY
To EVENITY ypnowonoteitar yuo ) Oepoameio tng coPapig 06TEOTOPMOTG GE YUVOIKES PETH TNV
EUUNVOTOVGT IOV SLoTPEXOVY aENUEVO KiVOLVO GTAGUEVOY 06TOV (KATAYUaTOC).

H ooteondpmwon givar pia ac0évelo mov kdvel Ta 06Td Gog vo Yivovtot Aemtd kot evfpovota. [ToArég
000eveic |Le 0GTEOTOPWAT OV £O0VV CUUTTOUATO, OAAG pmopel va SlaTpéyovy avénuévo kivouvo
KOTOYLATOV.

o hevtovpyei To EVENITY

To EVENITY eivai éva povokiovikd avticopa. 'Eva povokimvikd aviicopa sivor £vog tHmog
TPOTEIVNG OV EYEL GYEOOTEL YO Vo, avoryvepilel Kat VoL GUVOEETOL UE CUYKEKPIUEVES TPMTEIVEG GTO
oopo. To EVENITY mpocaptdrol og pe pio mpoTeivn mov ovopdletal cAeposivr. Me tnv
TPOCAPTNGT KO TOV OTOKAEIGUO TNG dPASTNPIOTNTOC TNG GAepocivng, To EVENITY:

. Bonba ot onovpyio véov 06ToD, Kot

. EMPPASVHVEL TNV ATDOAELN TOV VTAPYOVIOS 0GTOV.

AvT6 Kavel Ta 00TA O SVVOTA KOl PLELMVEL TOV KIVOLVO KOTOYLLATWV.
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2. T npéner vo yvopilete mpiy ypnoyponomoste To EVENITY

Mnv ypnorpomoreite To EVENITY:

. o€ TepinT®on oAAepyiag ato romosozumab 1 o€ 00100 TOTE GAAO 0TO TO GLGTAUTIKG AVTOV
TOV QOPUAKOV (OvaPEPOVTOL 6TV Topdypapo 6),

. eav €xete younAd enineda aofectiov 610 aipa (vracPeotionpia). O yaTpdc cog Ba cag el edv
To EMiMEd GOC VoL TOAD YOUNAd,

. edv €xete 16TOPIKO KAPIIOKNG TPOGPOANG 1 ayYELOKOD EYKEPAALKOD ENEIGOOIOV.

Mnv ypnowonoteite to EVENITY &dv xémoto and ta mapondve woyvet yia €6ds. Edv dev giote
olyovpn, WANGTE UE TO Y1OTPO 1) TOV POPUOKOTOL0 Gag TPV ypnoonotoste 1o EVENITY.

IIpocdomou]oeis Ko TPoPVAAEELS
AmevBuvbeite 6T0 Y10TPO 1 TOV QOPLOKOTOLO GOC Kot GLLNTNOTE TO WTPIKO GaG IGTOPIKO TPV
ypnowomnoticete 10 EVENITY.

Kapduoxn mpocfoin Kot ayyelokd eyKEQAMKO EMELTOI0

Kopdiakn mpocsfoin Kot ayyelako yKeQaAko ETEIc0010 £xovv avapepbel oe dTopa Tov Aapupdvovv

EVENITY.

ZnTiote apéoms woTpikn fondsia edv eppavicers:

. ndvo ato 6tbog, dvervola,

. TOVOKEQPOAO, LOVOLOGLE, 1] AOVVOLLIC, 6TO TPOGMTO, TA YEPLOL 1] Ta TOSL0 0aG, SOVCKOAID GTNV
OLATa, 0AAOYEG GTNV OPAGT), OTOAELN IGOPPOTING.

O ywtpdc cag Oo a&loAoyNoEL TPOCEKTIKA TOV KivOuvo Kapdaryyelokdv mpofAnUdtoy tpotol Gog
emtpéyel va Eexivnoete ) Oepamneia pe o EVENITY. Evnuepdote 10 yiotpo cog dv yvopilete Ott
éxete aLENUEVO KIVOUVO ELPAVIONC KAPILOYYELOKAOVY TPOPANUATOV, OTMOC EYKATESTNUEVN
KopOlyYEWOK VOGO, DYNAT 0PTNPLOKT| TTEST), VYN Nimeda AlTOVG 6TO aipla, SN, To KATVIGH
N VEPPIKE TpOoPAN AT

Xaunid erwinteda acfeotiov oto aina (vraceotiouio)
To EVENITY pmopel va mpokarécet yapnAd enineda aoPecTiov 610 aipla oag.
Evnuepaoote Tov 10Tpd 060G £V TOPATNPT|OETE:

. OTAGLOVC, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
. LOVJUGHLA 1) LUPUNYKIOG A GTA OAYTUAGL GOG, OTA SAYTLAC TV TOS®V 1 YOP® amd TO GTOUA
oOC.

O y1atpog 6ag umopel va cuvtayoypoaenoetl acPéotio kot Prrapivn D yio vo amotpéyet ta yaunAd
enmineda aoPfeotiov 010 aipa cag mpwy Eekvnoete T Oepaneia oag Kot evd maipvere o EVENITY,
AdPete aoPéotio kot Prrapivn D, 0mwg cag Aéet o yiatpog oag. Evinuepdote 10 yotpo cog edv £xete 1
elyate moTE coPapd VEPPIKA TPOPANLOTO, VEPPIKT] OVETAPKELD 1] XPELCTIKATE cpokdbapon, Kabmg
avtd umopel va ovénoet tov Kivovvo youniov acPectiov oto aipa edv dev AapuPavete GLUTANPOUOTO
acPeoTtiov.

2oPapéc arlepyucés avTidpdoelg

Mmnopei va, soufotdv cofapéc aAlepyikés avTidpacel; oe dToua Tov ypnoiporotovy to EVENITY.

ZnTiote apécms wTpikn Pondera, edv eppoavioete:

. TPNEO TOL TPOGHDTOV, TOL GTOUATOS, TOV AULLOD, TV YEPLDV, TOV TOODV, TOV AGTPUYIA®YV,
TOV KATO Akpov (ayysrooidnua) 1 kvidmon,

. 0&D depuatikd eEavOnuo pe ToAATAEG OTPOYYLAES KOKKIVES/ pol KNAOES [LE GYNUATICUO
KOYEADV 1] EPEAKIOMOOVE KEVTPOL (TTOAVLOPQO £pVON L),

. SVGKOAIN KATATOGNG 1) AVOTVOT|G.
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Hpofinuata pe 10 otdua, ta ddvtia 1 ) yvabo

Mo avemBountn evépyeia Tov ovopaletal ooteovékpwon tng yvébov (ONJ) (BAaPN Tov ootdv 611
yvabo) &xel avapepbel onavia (umopei va emmpedoet £ém¢ 1 ota 1.000 dropa) ce acbeveic mov
AapfBavouv EVENITY. H ONJ evdéyeton emiong va peovictel petd  diaxonn| g Bepameioc. Eivot
OMMUOVTIKO VO TpocTmadnoete vo amotpéyete v eupavion g ONJ, kabag pmopei va givat puo
0LV PN KOTAGTAGN TTOL Propel va, eivat dOoKoAo va avTipeTomiotel. o va peiwoete Tov kivouvo
enpaviong ONJ, vapyovv opiopéEVES TPOPLAGEELS OV TPETEL VoL AdPeTe.

[pwv and ™ Aqym tov EVENITY, evnuepdote 10 y10Tpo 1 TOV VOGNAELTY| GOG EQV:

. éxete TPOPANHOTA LE TO GTOUA 1 TAL OOVTIO GOG, OTMS KAKY] 000VTIKN vYein, acBévela Tmv
0VA®V 1| TPOYPOUUOTIGUEVT] EEAYMYT| SOVTIDV,

. ogv AapPAveTe TAKTIKY 000VTIOTPIKT QPOVTION 1) OV £XETE TPOYLATOTOMGEL OOOVTIULTPLKO
€leyyo Yo HeYAAo XpoviKO S1doTNUa,

. elote kamviotpla (kabdc avtd umopei va avENcEL ToV KivOuvo 000VTIK®Y TPOPANUATOV).

. éxete TponyovuEveg AapPel Bepoameio pe dtpmopovikd drog (ypnoponoteitol yio ) Oepaneio f
™V TPOANYT SATAPUYDV TOV 0GTAOV, OTMOG T 0GTEOTOPW®AT)),

. Aappdvete eappoka Tov ovoualovtol KopTiKooTePOELDT (Omg TpedviloAdvn 1 de&auebaldvn),

. ThoYETE QMO KOPKIVO.

O ywatpog cag pumopel va oag {ntoet va voPinbeite o odovtiatpikn eE€tacm Tpotol EEKvoETE TN
Oepaneio pe to EVENITY.

Kozd ™ dudpkela g Oepaneiog, O mpémel va dotnpeite KaAr GTOUATIKY VYIEWVH Kot VoL AAUPAvETE
TOKTIKOVG 000VTIOTPIKOVG EAEYYOVS. Edv popdte teyvnt) odovtoctotyia, Oa mpénel va Peforwbeite 6t
taplalel 6to otopn cag cmatd. Edv vrofdilecte og odoviiatpikn Oepomeio ) TpoKeLTOL Vo
vroPAnOeite og odovtioTpikn emépPfocn (m.y. eEaywyég SovVTIdV), EVILEPDOTE TO YITPO GO Y10 TNV
odovtiatpikn Oepaneio kot Tov odovtiatpd cog 6Tt AapPdvere Oepaneia pe to EVENITY.

Emwowvoviote ouécmg Ue TO Y10TpO Kol TOV 000VTINTPO Gag €0V aVTILETOTILETE TPOPANOTA [LE TO
oTOUA M TO SOVTIN GOC, OTMC:

. yolopd dovTia,

. novo M Tpnéo,

. TANYEG GTO GTOUA, TTOV JEV ETOVADVOVTOL,
. EKKpPIOELS.

Aocvvithota katdypato Tov unploiov 06tav

Atopa mov £xovv ypnoomomoel o EVENITY, ondvia avéntu&av aocvuvindiota katdypoto tov
unpaiov 06toh TOL TPOKEAOHVTAL 0O LIKPO 1 KaBOAOL Tpavpa. AvTd Ta €101 KATAYUATOV GUYVA
TPOTYOVVTOL LLE TTPOELOOTOMTIKEG EVOEIEELC TTOVOL GTOV UNPo N T PovPavikn ydPa Yo TOAAEC
efdoudoeg mpv eméAbet o KaTaypa. Agv givar yvooto av 1o EVENITY npoxdiece avtd ta
acvvinOiota Katdypoto. Evnuep®ote 1o Y10tpo 1 TOV QOpPHOKOTOL0 G0G EAV ELPAVICETE VEOUG T
0oLV 016TOVG TOVOLG GTO 1Y {0, TN PovPViK Ydpa 1} TOV UNpd cac.

Howowd xon £pnpor
H ypnion tov EVENITY o€ mondid kot gpripovg dev £xet peretnOet.

Alro @appoxo kot EVENITY
Evnuepoote 10 yatpd 1 T0ov appoKonold cag edv maipvete N £xete mpodcPaTa TépeL 1 wwopel va
ThPETE AAAOL PAPLLAKOL.

Kinon ko Oniaopog

To EVENITY npoopiletar uévo yio xpnion amd yovoikeg LETE TNV ELUNVOTOVGT).

To EVENITY dev Ba mpémet va ypnGIULOTTOLEITOL 0O YOVAIKES OVOTAPUY®YIKNG NMKING 1 68 EyKvEeg
yovaikeg 1 o€ OnAdlovoeg yovaikee. Aev givar yvooto edv 1o EVENITY propet va mpokaiécet BAGPN
o€ ayévvnro Toudi | OnAdlov modi.

Emkowvevnote pe tov ylorpo oag edv £YETE OMOIEGONTOTE EPMTNOELS.
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Oonynon ko xE1popoc pnyovnprdTov
To EVENITY 6ev avapéveral va £xel enidpacn 1 £xel EAAYIOTN EXIOPOCT] GTNV IKAVOTNTA 03NYNONG
KoL YEPIGUOD UNyovnUaTOV.

To EVENITY mepiéyer vatpro
To pdappaxo avtd mepéyet Aydtepo and 1 mmol vatpiov (23 mg) avd d6on, givar avtd mov
ovopdlovpe «erevBepo vatpiov.

3. Mag va ypnowporonjcete To EVENITY

H Oepancio pe 1o EVENITY 6o mpémel va Egxvd ko va Tapakoiovdeitol amd 101Ko0g 10Tpois e
eumelpio GTNV AVTIPETOMION TG 06TEONTOp®oNS. [1dvToTe va ypnoyLonoleite 10 APHOKO AVTO
QVGTNPE GOUPOVO LE TIG 00MYieg TOV YioTpo¥ cag. Edv éxete apeiforieg, potote ToV YoTpd GOC.
H éveon mpémet va yopnyeitol povo omd GTopo mov £XEL EKTUOEVLTEL GOOTAL.

IIéoo va ypnoipomouoeTe

. H ocvvietdpevn d6on EVENITY eivar 210 mg.

. Kobo¢ pia mpoyepouévn ovpryya mepiéyet 105 mg dpaotiknig ovoiog romosozumab, yio kdbe
SO0 TPETEL VAL YPNCLOTOI0VVTOL 2 TPOYEUIGUEVEG cOptLyyec. H devtepn éveon Oa wpémel va
Yopnyeitan apécmg Petd v TpmT, 0AAG o€ dlapopetikn BEon Eveonc.

. AvT0 10 KGveTe pio popd KaBe pnva yuo 12 pnveg.

&g va To ypnopoTon|ceTe

. To EVENITY mpénet va yopnyeitot e éveon kato omd To oépua (Lmoddpia £veon).

. To EVENITY mpénet va yopnyeitol e Eveon €ite 6Ny mEPLOYN TOV GTOUAYOV (KOIAMOKT YMDPO.)
eite otov unpo. To eEmtepikd Tov avm Ppoayiova cag pmopel emxiong vo ypnopomomOei og
onpeio éveong alAd pLovov edv oag KAVEL KATO10G AAAOG TNV £vEoN.

. Edv n idwo teproyn veonc oyedidletot va ypnoomombei yio tn dgvtepn veon), O mpémet va
ypnoyomroindei dtopopeTikd onueio Eveong.
. To EVENITY dev npénetl va eyyéetol e meployég 6mov to dépa eivar evaictnro,

ULOA®TIoUEVO, EpLOPO 1| GKANPO.

Eivat onpoavtiko va dapdoete tig Odnyies Xpiong yio avolvTikég TANPOQopieg GYETIKA UE TO TMOG
ypnotpomoteitol n mpoyspopévn cvpryya EVENITY.

Potmote 1o yioatpo 1 ToV QapHaKoTold GOg €AV EXETE TEPAUTEP® ATOPIES GYETIKA LLE TN XPTOT TOL
QOPUAKOV.

Eév ypnowpomouioete peyarvtepn 66on EVENITY amnd v kavovui)
Edwv, xatd AdBog, mépete peyardtepn 66on EVENITY amd tnv Kavoviky], EMKOIV®VNOTE WE TO Y10TPO
1 TOV QAPLOKOTOLO GOC.

Edv Egyaoete va ypnoipomonicete 1) dgv pmopeite va napete o EVENITY 6t 6uvijn opa cog
Edv yaoete o d6om tov EVENITY, enikoivmviote pe To Y1oTpd Gag TO GUVTOUOTEPO SLVOTO Y10 VO,
TPOYPOUUATIOETE o GAAT 3OGT. TN cLVEXELD, 1 ETOUEVT 000N B Tpémet va dideTal Oyl vopitepa
amo €vo Uiva LETE TV nuepounvio ¢ tedevtaiog 660G,

Edav otopatiocsere va naipvete to EVENITY

Edv oxépteote va otapoatoete ) Oegpaneia pe to EVENITY, cv{nmote 10 pe 10 yotpod cag. O
Ywtpog cag Ba o cupPfoviéyet Yo mOG0 Kopod Ba mpénel va AdPete Oepaneia pe o EVENITY.
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Edv éxete mep1ocdtepeg pMTNCELS GYETIKA LE TN YPTOT) ALTOV TOL PAPUAKOV, POTHCTE TO YTPO M
TOV POPLOKOTOL0 GOG.

Yv{ntote pe 1o yuTpd cog TV avaykn petdfacns oe GAAN Bepameia Yo TV 06TEOTOPOOT HUETA TO
téA0G TG Bepameiog cag pe to EVENITY.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 6ha Ta pappaKa, £TL Kot avTo TO GAPULAKO UTOPEL VO TPOKAAEGEL avemBOUNTES EVEPYELEG, OV
Kot 6gv Tapovctaloviatl 6 GAOVG ToVS avOpOTOLG,.

ZnTiote apéocmg wTpikn Pondsia edv sppavicete to akdiova mhuvE GCUUTTONATE KAPILIKNG

TPOSPOANG 1] Oy YELHKOD EYKEQUAMKOD ETELG0DT0V (O)L GLYVES: evdéyetal va ennpedoovy émg 1 ota

100 dropa):

e 7dvo oto 6Tnbog, dvervola,

®  TOVOKEQPOAO, LOVOLOGUE 1 AOVVOLLIC, 6TO TPOGMTO, TA Y¥EPLO. 1 Ta TOSL0 0alG, SOLOKOALD GTNV OUIAiD,
oAlayég otV Opao, ATDOAELD IGOPPOTING.

Zntiote apécag wTpiky] Pondsia sdv gppavicete ta akdiovba cupnTdUaTe GOBAPNS AALEPYUKNG
avtidpaong (omdvieg: evdéyetar va. emnpedoovy éwg 1 ota 1.000 dropa):

. TPNEO TOL TPOCHTOV, TOV GTOLUATOG, TOV AULLOD, TMV YEPUDV, TOV TOOLDV, TOV AGTPUYHAWDV,
TOV KATO Akpov (ayyglooidnua), i kvidwon,

. o0&V depuatikd e&avOnua mov detyvel TOAAATAEG GTPOYYLAES KOKKIVES/ pol KNADES e
OYNUOTIGUO KOYEADV 1] EPEAKIODIOVS KEVTPOL (TOAVHOPPO ephBnu),

. SVGKOAIN KOTATOONG 1) AVOTVOT|G.

Evuep®ote T0 Y10TpO 060G GV TOPATNPNOETE TOL 0KOAOLON GUUATOUATA YOUNAAY EMTES OV
acpeotiov oto aipa (vracPeotionpia) (0x1 cvyvég: evdéxeton vo exnpedoovy émc 1 ota 100 dtopa):

. OTAGLOVC, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
. LOVJOGHO 7| LOPUNYKLOOUO GTO SAYTUAG GOG, GTA SAYTLAC TV TOSIMV 1 YOP® amd TO GTOUA
oG,

BA. eniong mapdypao 2 «Tr mpénetl va yvopilete mpv ypnoyomomicete 1o EVENITY ».
AlAeg avemBOuNTEG EVEPYEIEG TTEPIAAUPAVOVV:

oAV ovyvéig avemBOuNTES evépyareg (evocyetal va ennpedoovy méve amd 1 ota 10 dropa):
. Kowo kpvordynua,
° ApOparyia.

Toyvég avemBOunTeg evépyeieg (evodyetat va emnpedoovy £o¢ 1 ota 10 dropa):
E&avOnpa, Aieypovi tov déppatoc,

[ovoképaiog,

Iypopitida,

[T6vog otov avyéva,

Mvikég kpdpmec,

EpvBpdtnra 1 mévog yopm omd to onpeio 6mov yopnyndnke n Eveon.

'Oy ovyvég avemOBoOuNTES evépyELeg (evoyetan vo, ennpedoovy Eo¢ 1 ota 100 droua):
. E&avOnua (kvidwon),
. Koartappdknc.

Ava@opd avembvunTov EVEPYELOV
Edv mapatmpnoete kKamowo avemBOUnTn eVEPYELN, EVILEPADGTE TO YLOTPO 1] TOV POPLOKOTOLO COG.
A1 1oyt Kot Yo kéBe mlavr| avemBountn evépyela TOV €V AVAPEPETOL GTO TAPOV PUAAO 0NV
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ypPNonG. Mmopeite emiong va avagépete avemBOuNTeg evépyeleg anevbeiog LEsm Tov eBvikon
GULGTILLOTOG OVaPOPAS TTOL avaypdeetal oto [apdptnua V. Méowm tng avaeopds avembountwov
gvepYEL®V pmopeite va fonbNoeTe 6T GLAAOYT TEPIGCOTEPOV TAPOPOPIDV GYETIKA UE TIV UCPOAELL
TOV TOPOVTOG POPUAKOV.

5. o va poiaocoete To EVENITY
To @appoako avtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal Ogv TO POAVOLY TO TOdLdL.

Na pn ypnoponoteite ovtd 10 PAPUAKO LETE TNV NUepounvio ANENG OV avaPEPETAL GTN GLPLYYO Kot
otV e€mtepikn cuokevaoio petd ™ AéEn AHEH. H nuepounvia Anéng eivar | tedevtaio nuépa tov
UNVa IOV OVOQEPETOL EKEL.

duvrdooete og Yyoyeio (2 °C — 8 °C). Mnv kotayOyeTe.

A@dTtov PydAete TN YAPTIVI GLOKEVAGIO TOV TEPIEYEL TNV TPOYEUIGIEVT] GUPLYYO OO TO WYLYEIO Yo
YPNON, OV TPEMEL VAL TNV TOTOOETNGETE MoW GTO Yuyeio, OAAL PUTOpEite VoL TNV KPATHGETE O
Beppokpaoio dopatiov (wg 25°C) yio puéxpt ko 30 nuépec. Edv dev ypnoporombet evidg avtmg g
YPOVIKNG TEPLOOOV, TO TPOIOV TPETEL VO, ATOPPLPOEL.

Dduidooete TNV TPOYELIGUEVT] GUPLYYO GTO EEMTEPLKO KOVTL Y10 VO TPOGTATEVETAL OO TO PWG,.

EAéyEte omtikd T0 ditdAvpa. Mnv To xpnoionoleite v To dtdAvua ival amoypOUATICUEVO, BOAO 1
TEPIEYEL VIPAOEG 1] COLOTIOWN.

Mnyv metdte APLOKA GTO VEPD TNG OTOYETELONG 1] OTA OIKIOKA amoppippata. Potiote tov
(POPLLOKOTTOLO GOG Y10, TO TAOC VO TETAEETE TO. PAPUAKE TTOL EV YPNCIUOTOLELTE L. AvTd T péTpa Oa
BonBncovv oty tpoctacia Tov TEPPAAAOVTOG.

6. epreydpeva TNG 6VOKELOUGTUG KOl LOUTEG TANPOPOPIES

Tvregpréyer o EVENITY

. H dpaotikn oveio givar romosozumab. Kabe npoyspucpuévn cdpryya mepiéyst 105 mg
romosozumab og 1,17 ml diodvpotog (90 mg/ml).

. Ta Aowwd cvotatikd ivar acBéotio 0&ikd, Taydpopeo 0&kd 0&D, vatpiov vOpoeidio (Yo
pvOon Tov pH), caxyapoln, molvcopPiko 20 kar Héwp Yo evéoiua. BA. Topdypapo 2 «To
EVENITY nepiéyetl vatpro.n»

Epg@évion tov EVENITY ko epreydpeva g cvokevaciog

To EVENITY egivai diovyég €mg omaiilov, dypmpo Emg avolktd Kitpvo evECLUO dtGAVLLO TOL
apEyoviat o€ piag ypnong tpoysopévn cvptyya. H ovpryya eivarl Katacokevacpévn ond TAacTIKO Le
Belova and avoEeldwTto atcdAl.

Méyeboc cuokevaciog 2 TpoyEMGUEVES GUPLYYEG.
IToAlamAn cvokevacio mov nepiéyet 6 (3 cLOKELOGIES TV 2) TPOYEUICUEVES GUPLYYEC.

Mmropet vo, unv KoKAOQPOpOoLY OAEG Ol GUOKEVAGIECS.

Karoyog Adsrog Kvkiogopiag
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, BéAyto

Hopaockevaotic:
Amgen Europe B.V., Minervum 7061, 4817 ZK Breda, OAlavdia

IMo omoladnmote TANPOPOPic GYETUKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvleite otov TOMIKS avimpdsmmo Tov Katdyov g Adetog Kukhopopiag:
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

bbarapus
10 CU BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

E\rada
UCB A.E.
TnA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 472944 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791
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Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/(0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356 /21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal

UCB Pharma (Produtos Farmacéuticos), Lda

Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.o., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221



Konpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: + 357 22 34 74 40 Tel: + 46/ (0) 40 29 49 00
Latvija United Kingdom

UCB Pharma Oy Finland UCB Pharma Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel : + 44/ (0)1753 534 655

To mapdv evAro 0dNYLAV Yprions avabempOnke yro Televtaio popd otic MM/EEEE.
Adreg TNYEG TANPOPOPLOV

Agmtopepeic TAnpoeopieg yia 1o pappraKo avtd givar dtbéoipec 610 diktvakd Tomo Tov Evpmmaikod
Opyavicpod ®opudkov: http://www.ema.europa.eu.

I'vpiote cghida Yo TIc 00N Yies ypronc.
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OAHI'IEX XPHXHX I'TA THN ENEXH EVENITY MEXQ IIPOTEMIZEMENHX XYPIITAX

Xopnyeiote pe éveon 000 mpoyepopéves oOpLyyeg T pia apéowg petd v diin yio va Lapete
pio wAnpn 6601

= 13607

Ot topakdte 0dnyieg e€nyoldv ToV TPOTO ¥PNOTG TG TPOYEUIGUEVIC COPLYYOS Y10, VO KAVETE TNV
éveon tov EVENITY.

. Awfdote TPoGEKTIKA GVTEG TIS 001 YiES KO aKkolovON6TE TIS Pripa Tpog Pripa.

. Edv éyete omoleadnmote epmtioeig N aicdveste aféfata yia t dtadikacio Eveong,
amevBuvbeite og yaTpd N EapUAKOTOL0.

. Eivon onuoavtikd va Beforwbeite 6t1 1 éveon yopnyeitol povo and dropo mov £xel EKTadELTEL
KaTGAANAQL.

. H mpoyepiopévn cOpryyo avoa@Eépetorl enions MG «To GAPLLOKOY.

Oonyoc EapTnuaT@OV: TPOYERIGUEVT] GUPLYYC.

N O
Ipw amo ™ yxpfon Meta ™ ypnon
Xpnooromuévn papdog epforov
Papdog epporov
Mopéppoopa daxtoiov
] F
e Etwcéto xon nuepounvia AnEng

Hopéppoopa daxtviov

Kvpio copa ypnoporompévng cbpryyos

Etucéra ko
nuepopnvie ANéng
Kvpio copa copryyog
| Xpnoomompé
Déppaxo &[ T — vn Pelova
T'xpt kéAoppo
BEAGVOC I'kpt kGAoppo Berdvog apapediv
TonofeTnuévo )
“ \
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STOP Awfaote ovTo TPV 0O TV £VEGT TOV PUPUAKOV.

O mapoyog vyelovokng TepiBaiyng xet
ovvtoyoypaenoet d6om 210 mg kébe privo: Te va
AaPete TNV TA PN 8001 00G, 00 TPéTEL VO KAVETE
éveon 000 wpoysmopévoy cupiyymv 105 mg, ) pia
OpEomS HETA TNV LY.

Bijpa 1: Ilpogtowpacia

Bydite tn yaptivn cuckevocio mov TEPIEXEL TIG OVO0 TPOYEUGUEVES GUPLYYEG OO TO
yoyeio.

Ot mpoyepicpéveg oag cOptyyes Ba mpémet va petvouv ektdc Yoyeiov yla va 9Tdoovy 6
Beppokpooio dopotiov (¢wg 25°C) Yo Tovddyietov 30 Aemwtd npv amd v Eveon (Unv
Bepuavete pe dAro TpdTo). Avtd Ba KAveL TNV EVEOT TO GVETY).

Avoi&te ) yaptivr cuokevacio kot GVAAEETE OA TA VAIKA TTOV ypeldlecTe Yo TV £veon
(6mwg avapépetol oto Brjua B).

ITAbvete kodd Ta XEpla GoOC.

Apaipéote 000 TPOYEUIGUEVEG GUPLYYES OO TN XAPTIVI] GLOKELAGTN OTWC POivETOL GTNV
EIKOVAL.

Inpovtiké: Kpotdrte mavta 1ig mpoyeicuéveg cOptyyes amd To KHPLOo GO TG CVPLYYOCS.
TomoBetnoTe TO détYTLAO N} TOV AVTIXEIPO GTNV GKPT| TOL HIGKOV Y1 VO TOV OCPOAIGETE
EVO APALPEITE TIG TPOYEUIGUEVESG GUPLYYEG.

[TdoTe TO KHPLO GO TNG GVPLYYOS Y10 VO POPEGETE TIG TPOYEUICUEVES GUPLYYES OO TO
dioko.

Mdote 00

Mnyv mdvete tn pafdo gpPorov N To ykpt KaAvppa g felovag.

Mnv aparpeite To YKpL KAADUUO OO TIC TPOYEUICUEVES GUPLYYES OKOLT.

Mnv aparpeite to mapépPfocopo daxTOAOL. ATOTEAEL LEPOG TNG TPOYEUIGUEVIG CUPLYYOG.

Mnv avoxkiveite T mpoyeIoLEVEG CUPLYYES.

EAéyEte To papuako otig cOpryyes. To pappoko mpémet va eival Eva Stanyég Emg

omaAilov, aypwo £0¢ 0VOIKTO KITPVO SLOAV L.

- Mnyv ypnoylonoleite TIg TPOYEMGUEVEG GUPLYYEG €AV TO dALUA ETvaL
OTOYPOUATIGUEVO, BOLO N TTEPLEYEL VIPAdES 1| COUATIOW.

- Mmnopei va dgite puoaiideg aépo. H £yyvon tov diadduatog vrodoping (kdtm omd to
dépLa) oV TEPIEYEL PVOAAIDES aépa givar afraPnc.

Mnv {pMCLLOTOLELTE TNV TPOYELUGLUEVT] CVPLYYO EQV:

- €yelL méoel KATW,

- 70 YKpt KGAvpUa TG PeAOvVag Aeimel N dev gival acpaimdg TotobeTnévo,

- &Qv m oppaylon Aeinel 1 eivol omacuéEVN 1 €4V OTOI0OMTOTE TUNUO TNG POIVETOL
POYIGUEVO 1) GTOGUEVO.

2€ QUTNV TNV TEPIMTMOT, YPNOLOTOU|OTE VEQ GVUPLYYO KOl ETIKOIVMOVIOTE LIE TOV YIATPO GUG TO
GUVTOUOTEPO SLVOTO.

e o kabopn], KaAd eOTICUEVT ETPAVELN EpYaciog, TomobeTnote Ta €ENC:
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e 000 mpoyEUIoUEVEG CUPLYYES,
e 500 HoVTNAGKLO EUTOTICUEVO UE o = 9
owodnvevua,

e JVOo umdiec Pappdi ) emBépota yaloc,
®  JVO AVTOKOAANTOVG EMOECHOVG, —
e &Ko doyelo amoppyYNC.

v \”

[Ipoetoipdote ko kaBapiote To HEpUA OOV TPOKELTAL VO KAVETE EVEGT LE TO PAPLLOKO.
Mrnopeite va emidéEete amo:

*  TOVG UNPOYG,

E&otepkn meployn tov

. NV TEPLOYN TOL GTOUYOL (KOtAaKN YDdpa), aAAL avo Bpagiova
OYL TNV TEPLOYN S EKOTOCTMOV YOP® OO TOV APUAD, i
o ™V eEMTEPIKT TEPLOYT TOL Ve Ppayiova (Gv Heproq oTodyov
KGTO10¢ GALOG oG KAVEL TV £veon). (ot zdpa)
Mnpég
WA
. H debtepn éveon Ba mpémel va yopnyeitat oe S10popeTikn BEGN Ao AVTAY TOV

ypnoonodnke yo v Tpdtn éveon. Edv embopeite va yproytonomcete v idta
nepoyn éveong, PeParmBbeite 6T1 dev givan to 1d10 onueio Eveong.

. Mnyv kdvete €veon og meploy€g 6mov 10 dEppa gival evaicOnTo, LOAOTIGUEVO, EpLOPO,
oKANPO, £xEL OLVAEC M| paryddeg N ExEL TOIEG, EpVOPEC N POMOMTEG KNAISEC 1| AALOLDGELC.
. KabBapiote v meployn 6mov mpdkettor vo, KAVETE TNV £vESN UeE £va LOvINAAKL

EUTOTIGUEVO UE OVOTTVELUA. AQPTOTE TO OEPLLO VO GTEYVMDGEL TPLV A0 TNV EVEDT).

Q

. Mnv ayyilete Eava avthv TV TEPLOYN TPV KAVETE TNV EVEOT).

Bipa 2: ETowpacteite

. Tpapr&re amevbeiog to yrpt kKdAvppa e Perdvog kot pe katebbvvon pokptd amd o
oMU Alyo TPy amd TV Eveon.
- Tlpocééte va, unv ayyi&ete ) Bedlova N va apnoete T Perdva va ayyi&et
OTOLOONTTOTE EMUPAVELQL.
. Moic apoarpedei o kGAvppa, n Eveon mpénet vo, xopnynOel péca oe 5 Aemtd. Agv vdpyet
AOyog va Practeite Yo Ty éveon - 5 Aemtd elvar apketdg ypovoc.
- Eivaw guoioroyiko va PAETETE pia oToydva vypod oty akpn g PEAdvag.

. Mnv otpifete 1 Avyilete To YKpt KAAVUPO TNG PEAdVOC,
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. Amoppiyte 10 YKptL KGALUUO TG PeAdVaG 6TO €101KO doyeio amdppryng. Mnv Torobeteite
TO YKPL KOAv PO TG BEAOVOC TG GTNV TPOYELGLEVT] GOPLYYO.

E o IMbote 10 dépUa oTabEPE PETAED TOL AVTIXELPO KOL TOV SOKTUAW®Y GG, ONUIOVPYDVTOG
pio otabepn| EmEAveln TAGTOVG TEPITOV 5 eKOTOGTMV.
-
=
. Inpovtikoe: Kpatmote 1o déppa otabepd katd tnyv £veon.

Bipa 3: Kavere v éveon

XT o Inpovtiko: H papdog tov epforov dev TpEMEL Vo GTPDOYVETOL TPOG T KAT® PEXPL VO
glote £To1Un Vo KAVETE TNV TPOYUOTIKY EVEDT).
o [pémet va kpatnBel to déppa. Me to GAAO ¥épt, | PeEAOVA TG TPOYEUIGUEVTIG CUPLYYOS
TPETEL VAL EICAYETOL GTNV TEPLOYT TOV SEPUATOG OV EYEL TPOTYOLEVKDS kaBapiotei (To
«onpeio g éveoney) og yovia 45 mg 90°.
o Mnv tomobfeteite T0 dAKTLAG GaG 6TO EUPOLO KOTA TNV ElGY®OYN TG BELoOvag.

Z ° Xpnooroldviog opyn Ko otadepn wieon, onpmére ) papfdo tov gpPfdrov péypt va
OTOUOTNOEL VO, KIVEITOL, DTOSEIKVVOVTAG OTL £)EL YopnynOei oAdxkAnpn 1 66om. H
TPOYELGUEVT] GUPLYYO TPETEL VAL TAPOUUEVEL EVTOG TOV OEPUATOG KATA TNV OAOKANP®OT)
™G Xoprynong mg doomg.
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MoOAg oAoKANPOEL, PN OTE TOV AVTIXELPA COG KL CNKMOGTE OTOAG TV TPOYEUICUEVT
ocvptyya omd To déppa oTnv idta yovia pe tnv omoia glomyon.
- AoV apa1péceTe TNV TPOYEUICUEVT] GUPLYYQ AT TO SEPLLA, 1] GVPLYYO TPETEL VoL Eivarl
adeta.

Inpovtikdé: Av paivetar 61t To eappoko Bpicketor oo HEGH 6T GLPLYYA, AVTO
onpaivel 61t dev Exete YopMNyNoEL TANP®G TNV €veot). O TAPOYOG TNG VYELOVOLIKNG
nepiBoiyng cag o Tpémet va evnuepwbei 1o cuvtopdTEPO dUVATO.

Bijpa 4: Amoppwyn

Amoppiyte 0AOKAN PN TN XPNOLUOTOMUEVN b7

TPOYEUGUEVT] GUPLYYO KoL TO YKPL KOAvppa g Perdvog ;/ :

o€ £€vo, €101k doyEelo amdppIyng apECMG UETA TN YPNOM. ' 7/

—3
i

Mnyv metdte (amoppinTeTE) TV TPOYEUGUEVT] CUPLYYO GTO OIKLOKG ATOPANTOL.

Mnv enavaypnOLLOTOLELTE TNV TPOYELUGLLEVT] GUPLYYO.

Inpovtikd: Alotnpeite mivtoTe To €101KO doyeio pakpld omd Béon v omoia PAEmoLY
Kot Tpooeyyilovv ta moudid.

Bipa 5: EAéyEte To onueio g éveong

Edv vrapyet aipa, ypnoonomote évo PapPdit 1 Eva koppdtt yalog Kot EpoprooTe EAAEPLY
wieon Tave omd To onueio ¢ Eveong Yo uepikd devteporenta. Mnv tpifete to onpeio tng
éveonc. To onpeio g éveong pmopel va KahveOel pe Eva ikpd aVTOKOAANTO EMIOECHO, EAV
glvon aropaitnro.

Bipa 6: Eravaiafere T 0£0TEPN $vESN Y10 VO TAPETE TNV TAN PN 060N

Enravolapete 0Aa ta frparta wov apyiCovv amod to Prine I' ue ) debtepn mpoyeuopuévn
oUPLYYO Y10, TNV €YYLGT OAOKANPNC TG 000nc. H devtepn éveon Oa mpémetl va yopnysital o€
SlopopeTikn BEom amd VTV OV XPNOLUOTOONKE Yo TV TpdTn £veon. Eqv embupeite va
YPTOLOTOGETE TNV 1010, TEPLOYN Eveong, PeParmbeite 6TL dev givar To 1510 onueio Eveong.

=1 d60n
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