IHAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo S1dAvL0 GE TPOYEUIOUEVT] GUGKEDT] TOTTOV TEVOG
EVENITY 105 mg evéoyo S1dAvpe G TPOYEUIGUEVT] GUPLYYO

2. MOIOTIKH KAI MOXOTIKH XYNOEXH

EVENITY 105 mg evéoiuo S10AL L0 GE TPOYELUGLEVN GLGKEVT TOTOL TTEVOC

KdbBe mpoyepuospévn cuokenn tomov mévag nepiéyet 105 mg romosozumab oe 1,17 ml diaAvparoc (90
mg/ml).

EVENITY 105 mg evéoiuo S1dAv o 6€ TPOYEULGLEVT GOPLYY.

KdbBe npoyepuopévn oopryya tepiéyxet 105 mg romosozumab oe 1,17 ml dtadvuatog (90 mg/ml).

To romosozumab givar £va eEavOpomicuévo povoklwviko avticope 1gG2 mov mapdyetar pe yprion
teyvoroyiag avacvvdvacuévov DNA og kdttapa wobnkng kivélikov kpikntod (CHO).

"Exdoya pe yvootn dpdon

Kd&Be mpoyepuopévn cuokeun Tomov tévag Kot kaOe mpoyspiopévn cvptyya tepiéxet 0,07 mg
noAvcopPuco 20.

Mo tov TA\pn kaTdloyo TV ekddYwV, PA. Tapdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H
Evéoo ddAvpa (éveon)

Awowyéc €oc omorilov, dypopo £m¢ 0vVoIKTO KiTpvo S1dAvua.

4. KAINIKEX TAHPO®OPIEX
41 OegpamevTikég evoeicelg

To EVENITY evdeikvoton yia tn Ogpaneio Tng coPapng 00TEOMOPMONG G HETEUUNVOTAVGLOKES
yovaikeg pe vynAod kivévvo katdypotog (BA. mapdypapo 5.1).

4.2  Aocoloyio kol TpOTOG YopyNoNs

H Bepoaneio 0o mpénet va Eexiva Kot vo mapoakolovdeiton omd e101K00¢ 10TPOVG LE EUTELPID GTNV
OVTILETATION TS 0GTEOTOPWOOTG.

Aocoloyia

H cuvictdpevn 860 eivon 210 mg romosozumab (yopnyodvror mg 600 vroddpieg evéoelg 105 mg n)
k@0e pio) pio popd tov pva yuo 12 pnveg.

Ot acBeveic mpémel va Aapdvouvv enapkég cupmAnpopo acBeotiov Kot frrapivng D mpv kot katd
ddpketa g Oepomeiog (PA. mopoypdepovg 4.3 ko 4.4).

Ot acBeveic mov Aappdvovv Oepaneia pe to EVENITY Oa npémet va AaPovv to @OAAO 0dMyidv
¥PNONG KoL TNV KapTa Tpogdonoinong acbevoic.



Metd v olokifpmwon tng Oepanciog e romosozumab cvvictdtat 1) LETABaon 68 AVTINTOPPOPNTIKY
Bepameio TpokeéVoL va enektafel 10 GQEAOG TOV EMTVYYAVETAL LE TO FOMOSOZUMAD ko TEpav
tov 12 pmvov.

Hopdleiyn d6oewv
Edv mopareiyete tn 660 Tov romosozumab, o mpémet va xopnynOei polic avto givar e@ikto. X
ouvvéyela, 1) erodpevn 8661 romosozumab dev Ba wpémet vo, yopnysitol vopitepa omd Eva pivo UeTd
Vv tekevtaio doOom).

Ewwoti mAinbvcpuoi

Hlmawuévor
Agv amorteiton Tpocoppoyn g 80omg o€ nhkiopévovg acbeveic (BA. emiong mapdypogo 5.2).

Negpikn dvolertovpyio

Agv amouteiton Tpocoppoyn g d0omg o€ aobeveic pe veppikn dvoiettovpyia (BAEre mapdypapo 5.2).
To acPéotio Tov opov Oa wpémel va mapakorlovdeitan o aobeveig pe cofapn veepikn ducAettovpyio
1 og awokdOapon (BA. Toapdypago 4.4).

Hrortixn dvalerrovpyio
Agv éyovv de€aydei KhMvikég doKUéES yio TNV a&loldyNnon TS EMIOPACNS TG NIATIKNG SVGAEITOLPYING
(BA. mapdypago 5.2).

THoudrazpirog ninBoouog
H ac@dieia kor 1 omoteAeopatikdtnta Tov romosozumab o modiatpikove acbeveic (nlkiog <18

€TMV) dgv £rouv axopa tekunplwdel. Aev vrdpyovv dabécia dedopéva.

Tpomoc yopnynong

Y7modopia yprion

T va yopnynoete ) 60on twv 210 mg, Ba mpénetl vo yopnynbodv 2 vroddpieg evéoelg romosozumab
GTNV KOIAMOKY y®dpa, 6TO Unpo 1 otov ave Ppayiova. H debtepn éveon Ba mpémet va yopnyeiton
OUEC®G LETA TNV TTPOTY], GAAAL € SlopopeTIKN BEo.

H yopriynon o mpémet va, mpoyuatomoleitan omd GTopo mov Yl EKTOIOEVTEL GE TEYVIKES YOPNYNONG
gveong.

Mo 0d1yiec oyeTikd pe To ¥eplopd Kot v amoppiyn, PA. mapdypogo 6.6.

4.3 Avtevositeg

- YrepevoroOnoio 6tn dpacTikn ovoia 1} 6 KAmolo amd o £K60Y0 TOV CVUPEPOVTUL TNV
napaypago 6.1 (BA. Tapdypogo 4.4)

- YroaoBeotiopio (BA. mapdypagpo 4.4)

- Iotopikd epPpayuaTog TOL LLOKEPIIOL 1} AYYELKOD EYKEPAAIKOD ENEIG0010V (PA. Tapdypo@o
4.4)

4.4  E10kég mPoELd0TON|GELS KOl TPOPVAAEELS KATA TN Y p1on

"Euoparyuo Tov pookapdiov kot ayyelokd eYKEQUAKO ETEIGOO10

€ TUYOLOTOMUEVEG EAEYYOUEVES LEAETEC, TapaTPONKE AOENOT TV GOPAp®OY KAPIAYYELUKDV
oLUBavTOV (ELEpayuro TOL HLOKAPSTIOV KO ayYELKO EYKEQOAIKO ETEIGO010) o€ acbeveig Tov Elafav
romosozumab Gg cOyKPIoT LE TNV opdda eAEyxov (PA. mapdypapo 4.8).



To romosozumab avtevdeikvutal oe ac0gveic L 1GTOPIKO EUPPAYUATOC TOV HVOKAPSIov 1 ayyelokon
EYKEPAAKOV emelcodiov (PA. mapdypago 4.3).

Katd tov kafopiopod g okomudtnTag xpriong Tov romosozumab oe kdbe acbevi|, Tpénel mpdTa. vo
ANeBei VTOYN 0 KIvOLVOG KUTAYLATOG KOTE TO akOAO0VOO £T0C Kot 0 KapdlayyELKOS Kivouvog Tov
Baciletor og mapdyovteg KvoOHVoL (T.). EYKATECTNUEVT KOPILOYYELNKT VOGOS, VITEPTAUCT,
vrepAmdapio, cakyopodng dtafnrng, Kamviouo, cofapn veppikn dvcieitovpyia, nitkia). To
romosozumab mpémnetl vo xproiponoleital povo €6y o GLUVTAYOYPAPOg Kot 1 acbevic cupemvody OTL To
0peloG VITepTEPEL TOV KIvovvov. Edv kdmota ac0evig ekdNAMGEL EPEPAYILO TOV HVOKAPSTo 1
OYYELKO EYKEPUALKO ETELGOOI0 KOTA T d1dpKeLn TG OepamevTikng oywyng, n Oepancia pe
romosozumab 6o mpémet va S1oKOTEL.

YnaoBeotioupio

"Exel mapotnpnbel napodikn vracPeotiopio og acbeveic mov Aaufdvovy romosozumab.

Oa pénet va. S10pbwbel N vrracPeotionpio Tpy amd v Evapén g Oepameiag e romosozumab kot ot
acBeveic O Tpémel va maparxorovBodvtal Yo onpeio Kot copurT®dpate vrocpeotioupiog. Edv
omoladNmotTe acHEVIG TAPOVGLAGEL GLULTTMOUATO VTOTTO, Y10 VTAGPECTIONUIN KATA TN S1dPKELN TG
Oepamneiag (PA. ITapdaypago 4.8), Bo mpémel va petpdviat o enineda acfeotiov. Ot acbeveic mpénel va
AopPavovy erapkég copmAnpopa acfeotiov ko Brrapivng D (BA. TTapaypdgovg 4.3 kot 4.8).

AocBeveic ue cofapn veppikn dvoiettovpyia (ektipudpevn ToydnTo onelpapotiknig omdnone [eGFR]
15 £wg 29 mi/min/1,73 m?) Y| mov voPdrrovar og aupokddapon Sratpéyovy peyoddTepo Kivéuvo
eUPaviong vracPectiopiog Kot To dEd0UEVE AGPAAELNS Y10 aVTODG TOVG acbeveig elval Teplopiopéva.
Ta enineda acPeotiov Ba mpémel va mopakorlovbovviol 6€ aLTEG TIC cbeveis.

YnepevoucHnoio

KAwikd onuovtikég avtidpdoeig vrepevaicinoiog, 6mwg oryyelooidnua, ToAdop@o ephonua Kot
Kvidwon, epeovictniay oTnv ouddo Tov romosozumab ce kKAvikég dokipég. Edv mapovotaotel
OVOQPUAOKTIKN 1 GAAN KAIVIKG ONUOVTIKT 0AAEPYIKN avTidpao, Oa mpénet va EeKivioel KaTOAANAN
Bepameia ko Oa Tpémet va drakomel ) xpHon Tov romosozumab (BA. Tapoypdeovg 4.3 kot 4.8).

OoteovEkpmon tne yvadou

H ooteovékpmon g yvabov (ONJ) éxer avapepbel ondvia o aobeveic mov Aapupavoovv
romosozumab. Ot axdélovBot mapdyovteg KivdOvov Tpémet va, AapuBavovtot vadyn Kot v
a&loldynon Tov aToptkod Kivdvvov gppdaviong ONJ:

- 16 0C TOV POPLOKEVTIKOV TPOIOVTOC IOV OVAGTEAAEL TNV ATOPPOPNCT TV 06TAV (0 Kivouvog
QVEAVETOL LIE TNV OVTIOTOPPOPTTIKT oYV TNG YNHIKNG EVOONG) KOl COPEVTIKN dOGT TNG
AVTIOTOPPOPTIKNG Oepameiog.

- KOPKivog, cuvvoonpdtnta, (1.y. avaiuio, dotapoyés tng mENG, Aoipumén), Kamvioua.

- cuyyopnyovuEveC Depameiec: KOPTIKOGTEPOELON, YNue0depameia, ovaoTOAELS ayyeloyéveonc,
axtvobepaneio oTNV KEQOAN KOl GTOV TPAYNAO.

- KOKT GTOLOTIKY DYIEWVY, TTEPLOSOVTIKT VOGOG, KOKN EQAPLOYN TEYVINTMOV 000VTOGTO LDV,
LGTOPIKO 0JOVTIKMY VOG®V, 030VTIOTPIKEG eMEUPAcELS (1Y, eEay@yEg dOVTIDVY).

‘O)eg o1 aoBeveig Ba mpémel va evBapphvovTol va S1oTnpovV KAAT GTOUOTIKE DYLEWVT, Vo LIToBdAlovTot
G€ TOKTIKO 000VTIOTPIKO EAEYYO KOl VO, AVAPEPOVV OUEGMG OTOLUONTOTE GUUTTOUATO TOV GTOUNTOC,
OMOG KWNTIKOTNTO S0VTIDV, TOVO 1| 0idNHa 1 1 ET0VAMGOT EAKOV 1| EKKPLoT KaTé TN StépKEL TNG
Bepanciag pe To romosozumab.

O1 acBeveic mov givon vomteg 6Tt eppaviovv N avortvcsovy ONJ eved Aapfavovy Oepameia, pe
romosozumab 6o mpémet va Adfovv epovtido and Evav 0d0vTiaTpo N EVOV YEPOLPYO GTOUATOC UE
eunepio otnv ONJ. H draxonn g Oepaneiog pe romosozumab Ba npénet va eEetactel émg 6tov 1
KATAGTACT ETIAVOEL KOt 01 GLVTEAEGTEG KIVOUVOL HETPLOGTOVV, OOV £lval SOuVATOV.



Atumo KOTOyLLoTo, TOV Unplolion

ATLTO YOUNANG EVEPYELAG 1] YOUNAOD TPAVIOTOS KATOYILO TOV UNPLOiOV 0GTOV, TOL UTOPEL Vol
eppaviotel ovbopunta, £yl avagepbei ondavia og acbeveic mov Aapfdavovy romosozumab.
Omnoladnmote acBevig mapovotdlel véo 1 acLvnB1GTo TOVO GTOV UNPo, TO 15Yi0 1| ToV fovPdva Ba
nmpénel va eEeTdleTon Yo dTumo KaTaypo Kot mpénet va a&loAoyn el yio vo amokAeloTel ateAég
KATOYHo TOV pnploiov 06tov. AGOeviig TOv EEPEL ATVLTTO KATAYLLO TOV UNPLOIOV 0GTOV TPEMEL EMIONG
va 0E0A0YN0EL Y10 CLUTTTOUOTO KOl OT|UEID, KOTAYUOTOG GTO ETEPOTAEVPO Akpo. H dtakomn g
Bepameiag pe To romosozumab Oa wpénet va Aapfdavetat vedym, ue Baon v atoutkn a&loAdynon
0PEALOVC-KIVOHVOU.

"Exdoya

Av16 10 papuaxo wepiExet 0,070 mg modlvcopPucov 20 o€ KAOE TPOYEUGUEVT] GUOKELT TOTOL TEVOG
Kol KaOe mpoyepiouévn ovptyya. Ta molvcopPikd pmopel va TpokaAécovy aAAePYIKES VTIOPACELS.

To papuaxo ovtd mepiéyel Aryotepo amd 1 mmol vatpiov (23 mg) avd d6om, givol avtd mov
ovopalovpe «elevBepo vatpiovy.

45  Allemopdaosic pe AL QUPUOUKEVTIKA TPOIOVTA Ko GAheg pop@éc aiiniemiopacng

Agv &yovv TpaypatonomBel perétec aAANAETIOpdce®mV LETAED POPUAK®Y UE TO FOMOSozumab. Agv
OVOUEVOVTOL POPUAKOKIVIITIKEG AAANAETIOPAGELG LLE TO FOMOsSozumab.

4.6 Tovipétnra, kKONon Kot yorovyio

Konon

To romosozumab dev evésikvotal yia yprion 6€ YOVAIKES OVAmapay®YIKNG NAKIOG 1) 6€ £YKVEG
yovaikec. Agv datifevton to KAVIKG ed0UEVE GYETIKG LLE TNV XPTION TOL FOMOS0ZUMab o€ £yKVEC
yovaikeg. [apatnpnOnkav okeheticég dtapaptieg (cvumeptAapuPavopévng Tng GLVOUKTLAING KO TNG
TOAVSAKTVALNG) GE YaUNAT EMinTOOT OE pio pEpOVOUEVT PHEAETT pe romOosozumab oe apovpaiovg (BA.
napaypago 5.3). O kivdvvog yia dropaptieg avamtuéng doktdlmv oo avipomva Ppien sivat yauniog
HETA TNV £kBeoT) 6TO rOMOS0ZUMab AOY® TOL ¥POVIGHOD Y10, TOV GYNUATIGHO SOKTOAMY GTOVC
avOpMOTOVE 6TO TPATO TPIUNVO, TEPIOOOC KATA TNV OOl 1 LETAPOPE. TOV AVOGOGPALPIVAV UEGH TOV
TAaKOUVTO, EIVOL TEPLOPLGLEVT).

Oniacudg

To romosozumab dev evéeikvotar yia yprion o Onialovoeg yovaikeg.

Aev vdpyovv drabéciua dedopéva oyeTIKG pe TNV amoBoAr tov romosozumab oo avBpmmivo yaia.
Eival yvwotd 61t o avBpomiveg 1gG exkpivovtar 6To untpikd yolo KOTa TIG TPMTEG NUEPEC LETO TOV
TOKETO Kol LELDVOVTOAL GUVTOUN LETE amd avTd. ZUVENMG, 0V UTOPEL VO, AMOKAEIGTEL KATO10G KIVOLVOG
v To OnAdlov Bpépoc avt T cOVTOUN TTEPiI0dO.

Tovpomro

Aev vdpyovv drabéciua dedoUEVa GYETIKA UE TNV ENLOPAGT TOL FOMOSOZUMab 61N YovipdTnTOo TOV
avBpomov. Mekéteg o€ melpopatolma oe ONAVKOVG KOl 0PCEVIKOVS ApOVPAIoVS OV KATESEIEAY Kapia
enmidpaomn oto TeAKd onueio yovipotntag (PA. wapdypaeo 5.3).

4.7 Emopaceig 6Ty IKAvOTITO 001]Y161)G KOL YELPLGHOV PNYUVIILATOV

To romosozumab dev éyet kapio 1} €L AOTHUOVTY ETIOPACT] GTNV IKAVOTNTO 06T YNONG KA YEPIGLOD
Uy ovnuaToy.



4.8  AvemOOunteg evépyereg

[Iepiinyn Tov TPOEIA AcQUAEINC

O1 o cvyvég avemBounteg evépyeieg NTov pvoeopuyyitda (13,6%) kot apbparyio (12,4%).

AvTiopacelg oyetiloueveg pe v vrepevaicinoia eppavictnkoy oto 6,7% tov acdevav Tov Elafav

Bepameio pe romosozumab.

H vrooBeotioipio avapépdnke oyt ovyvd (0,4% tov acbevav mov éhafav Bepaneio pe
romosozumab). e toyotomomuéveg ereyyOpeveg HEAETEG, mapatnpnOnke avénon Tov cofoapmv
KOPOLOYYELOKAOV GUUPAVTOV (EUPPOYLLO TOV HVOKOPOIOL KOl OYYELNKO EYKEPUAIKO EMEIGOOI0) OFE

acBeveic mov axkolovdncav Bepaneio pe romosozumab o cOykplon pe paptopes (PA. mapdypagpo 4.4

KOl TANPOQOPIEC TOPAKAT®).

KatdAoyoc ovemBOUnTmv eVvEPYELOV LTTO LOPON TTIVOKO

Mo mv ta&vounon tov avemBountov evepyeldv ypnotponomdnke n akdiovdn copPoon:
oD ovyvig (= 1/10), ovyvég (> 1/100 émg <1/10), oy ovyvég (> 1/1.000 g < 1/100),

omavieg (> 1/10.000 éwg <1/ 1.000) kot o0 omdvieg (<1 / 10.000). e kabe KoTnyopio cuxvoTHTOV
KoL KaTnyopio 0pyovikoh GLGTHIOTOC, Ol OvETIBOUNTEG eVEPYELEG TTapaTifevTan kKatd eBivovoa celpd

cofopoTnTOC.
Katmyopia/opyaviké cOotnne copeova . , Katnyopia
pe ) Baon dedopévov MedDRA Avembounm avrispaon oVYveTNTOC
. , Pwogapuyyitida [ToAd cuyvé
Aowewéeis ko Topaoitwoeis Hapap(;zwpoggkniﬂﬁa vavé)év S
YnepevaroOnoio® Xoyvéc
E&avOnpa Yuyvég
A , , , Agppatitidn Suyvég
10TOPOYES TOV OVOGOTOTIKOD GUGTHUOTOS Kvidoon Oyt ouvéc
Ayyelooionpa Xrdvieg
[ToAvpoppo gpuinua YThvieg
Awaropoyéc tov petofoliopod ko s Opéyng YrooBeotionpio? Oy ovyvég
Kepaialyia Xoyvéc
A10T0poyES TOV VEVPIKOD GVOTHUATOS Ayyelaxd eyKeQoikd Ot GUTVE
EMELC0010" X OVAVES
OpBaluréc datapoyés Koatappdktng Oy cvyvég
Kopodrorég orotopoyés "Epepaypa touv pookapdiov? Oy ovyvég
, , , ApBparyi TToAY 5
A10TOPOYES TOD UDOCKEAETIKOD GOGTHUOTOS As gz}:ﬂ% 0211)) GZX\/SQ
Kai TOD OVVOETIKOD 10TOD MUTK)((;i GTC(;.{G[JOi vaxzég
Tevikég dratopoyég Kot KaTtooTaoels TS 0000 , , , 5 .
, Avtidpaon g 0éong éveo Yuyvé
yopriynanc paom e Yeong ne Xves

BA. mapoypapovg 4.3 ko 4.4.
p

Opiletar og puBuiopévo pe Aevkopativi acBESTo TOL 0pOD TOL YTV KATM OO TO KUTMTEPO
6p1o Tov PucloAoywkov. BA. mapaypdeovg 4.3 ko 4.4.

BA. mapdypago «Epgpaypo tov pookapdiov Kot ayyslokd YKEQAAKO ETEIGOS10» TAPUKAT®.

O1 cvuyvoTepeg avTIdpAcELG TNG BEomg Eveong NTav 0 TOVOS Kal To epuOnua.

Ieprypaen emAeypévay avemtBuunTov EVEPYEIHOV

Avosoyovikotnro,

Y& UETEUUNVOTAVGLOKES YVVaikeg mov Elafov romosozumab pnviaio, 1 ETITTOCT OVIICOUATOV EVAVTL
Tov romosozumab ftav 18,6% (1162 and 6244) yio decpevtikd avtioopozo kot 0,9% (58 and 6244)
v g€ovdetepmTikd aviiodpatae. H wo mpdiun évapén tov ovitcoudtov avti-romosozumab ftav 3



UNVEG LETA TNV TPMTN YOPNYNOT). XTIV TAEOYN QIO TOV TEPUTTOCEWMV, 1) AVATTVEN AVTICOUATOV NTAV
TOPOSIKT.

H mapovoia decpevTikdy aviicoudtov évavtt tov romosozumab peiooe v ékbeon tov
romosozumab éwg kot 25%. Aev mapatnpOnke enidpacn 6TV OTOTEAEGUATIKOTITA TOV
romosozumab mapovsio avTicmpdTmy Evavit Tov romosozumab. Ta teplopiopéva dedopéva
acQoAEiag delyvouy OTL 1| EXITTOON TOV AVTIOPAGEWV 6TO oNUEio Eveong NTav aplOunTiKd vymAdTEPN
o€ yovaikeg acOeveic pe e£0VOETEPOTIKA AVTICOUOTO.

Euppoyuo t1ov ookopoion, oyyeloxo eykepaiko eneio00io kot Gvnouotnto

2tV eheyyOUEVT LE EVEPYT OLGIN dOKIUT TOV romosozumab yia ™ Oepaneio TG cofapng
00GTEOTOPWOOTG OE PETEUUNVOTOVGIOKES YOVOIKEG KOTA TN dldpKeta TG 12unvng SumAd ToeANg edong
Oepomeiog pe romosozumab, 16 yovaikec (0,8%) eupdvicay Euepoyuo, Tov HVoKapdiov 6To GKEAOG
Tov romosozumab &vavtt 5 yovakadv (0,2%) oto okélog tng arevopovarng kot 13 yuvaixeg (0,6%)
EUPAVIOAV OYYELOKO EYKEPUAIKO EMEIGOJI0 GTO GKELOG TOL romosozumab &vavtt 7 yovaikev (0,3%)
670 okéL0G TNE adevdpovatng. Ta coppdvto avtd onueiddnkay cg acbeveic pue kKo ywpig 1oToptkod
EUPPAYLLOTOC TOL LLOKAPSION 1 AYYEIOKOD EYKEPUAIKOV €ne1G00i0v. Kapdiayyelaxdg Odvatog
onuewdnke og 17 yovaikeg (0,8%) g opddag romosozumab kot og 12 yovaikeg (0,6%) g opddog
aievopovatng. O aplBudc tov yovaikodv pe peilova, avembounta kapdiakd copfdavio (MAKE =
OeTiKd 0modOOUEVOC KAPSIYYEIOKOS BAVATOG, ELEPAYLLO TOL LDOKAPSTOV 1 AYYELNKO EYKEPUAIKO
enelcoo10) Nrav 41 (2,0%) oty opddo romosozumab ko 22 (1,1%) otnv opddo orevdpovamg, e
anotéheopa Adyo kwvdbvou 1,87 (95% ddotpa epmotocdvig [1,11, 3,14]) yio to romosozumab og
GUYKPLON UE TNV oAgVEpovdTT. Bvnoudtnta kde artioloyiag onueimdnke ce 30 yovaikeg (1,5%) g
opddag romosozumab kot o 22 yovaikeg (1,1%) g opddog ahevopovaTng.

2NV eAeYYOUEVT LLE EIKOVIKO (APLOKO dOKIUT TOL romosozumab yia tn Ogpaneio TG 06TEOTOPOOTG
G€ LETEUUNVOTONGCIOKEG YOVOIKES (CUUTEPIAAUPOVOUEVOV YOVOIK®V [E GoPapn Kot AtydTEPO Gofapn
0oteondOpmo™) Katd T didpkela g 12pumvng dmhd TvAng edong Beponeiog pe romosozumab, dev
napatnpnonke dtapopd ota Betikd amodddpeva MAKE: 30 (0,8%) onpetmdnkav oty opddo
romosozumab ka1 29 (0,8%) otnv ouddo etkovikol gapuakov. @avatog kébe aitioloyiog onueiddnke
og 29 yovaikeg (0,8%) oty opddo romosozumab kat o 24 yovaikeg (0,7%) TG Opados LKOVIKOD
poapudrov.

Avopopd mhavorloyoduevov averl@OunTov EVEPYEIDV

H avoaeopd mBovoloyodevmv avemiBountmy evepyeidmv Hetd amd T xopnynon adstog kKukhopopiog
TOV QUPUAKEVLTIKOV TPoidvTog eivar onuovtikh. Emitpénet ) cuveyn mopakolovdnon e oyéong
0PEAOVG-KIVOVVOL TOV PUPUOUKEVTIKOD TPOTOVTOC. Z1Teital and Tovg ExayyeAUOTIEG VYELNG VO
aVaPEPOVY OTOIEGONTOTE THOVOAOYOVUEVESG OVETIOVUNTEG EVEPYELEG LECH TOL EBVIKOV GLGTHIOTOG
avapopds mov avaypdeetot oto [Hapdptnua V.

49 Ymepdooolroyia

Agv vapyet epmepio e TNV vIEPSOGOAOYIN € KAVIKEG SOKIUEC. AgV VITAPYEL YVOGTO OVTIO0TO GTO
romosozumab 1 e1d1kr| Oepameia yio vVIEPSOGOAOYIO. Te TEPITT®OT VIEPGOGOAOYING, CUVIGTATOL 1|
oTEVN TOPOKOAOLON oM TV 060eVOV Kot 1) KaTdAANAN Ogpameia.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

5.1 ®@appoKodVVENIKES 1OLOTITES

dappokobepanentikn katnyopio: Ddappoka yio t Oepaneio acOeEVELDY TOV 0GTOV, PAPUAKO, TOV
emnpedlovv T douN TOV 0GTMV Kal TNV ovopyavoroinor, kodtkoc ATC: MO5BX06.



Mnyaviopdc dpdong

To Romosozumab sivat éva e&avOpomicpuévo povokiwovikd avticopa (1IgG2) nov deopedet kot
aVOOTEALEL TN GAEPOGTV, CLEAVOVTOG £TCL TO GYNUATIOUO 0GTAV AOYM TNG EVEPYOTOINGONG KLTTAP®OV
EMEVOLONG OGTAOV, ALEAVOVTOG TV TOPAYWYN OGTIKNG UATPAG 0d TOVG 06TEOPAAGTEG Kot TNV
TPOGATYT 0GTEOTOPUYOVTIKOV KuTtdpwv. EmumAéov, To romosozumab £yel ¢ amotéheouo aAAOYES
oTNV £KQPUOT] TOV HEGOAUPNTOV TOV 0GTEOKANGTAOV, LEIMVOVTAG £TCL TNV EXAVATOPPOPTOT] TOV
0ot®@v. Mali, avto 0 STAO amoTéAETUA TG ADENGNC TOV GYNUATICUOD 0GTMV KoL TNG MEI®ONC TG
0GTIKNG EXAVOTOPPOPNOTG 00N YEL O€ TayEiEG AVENGEIS 6TV 00TIKN UAla TOV JOKIBMOOLS Kol
PAOLDOOVG 0GTOV, PEATIDCELS GTN dOUN KOL AVTOYT] TOV OCTMV.

Dapuokodvvakic emOPAUGELS

Y& UETEUUNVOTOVGLOKES YUVAIKEG LE 0GTEOTOPMGT), TO FOMOSozUMab avénoe to SeikTn oYNUATICUOD
007100 TPonenTidlo Tpokoriayovov Tomov 1 (PINP), pe péytotn avénomn katd nepinov 145% ot oyton
LLE TO EIKOVIKO QApuaKo 2 eBdopddes uetd tnv Evapén g Oepameiog, akoAovfoduevn amd ETIGTPOEN
o€ eMmedn EKOVIKOV Papudicov Tov uva 9 kot peimon katd mepinov 15% kdto amd To E1KoVIKO
eapuaxo katd tov piva 12. To romosozumab peiooce tov deikt enavoamoppdenong ootod C-
tehoTEnTid koAayovov tomov 1 (CTX) ue péyrotn peiowon nepimov 55% oe oyion pe 10 €1KoVIKO
Qappako 2 efoopadeg petd v Evapén g Bepaneiog. Ta eninedo CTX mapépevav K4t amd o
EIKOVIKO PApuaKo kol Tay Tepitov 25% yapnAdtepa omd TO EIKOVIKO APLOKO KOTA Tov uive 12.

Metd ) dakonn g Oepanciag e romosozumab o PETEPUNVOTOVGIOKES YOVAIKEG LLE 0GTEOTOP®OT),
ta enineda PINP enéotpeyav ota apyikd evtog 12 unvav. To CTX avéndnke mivo amd ta apyud
emineda evtOg 3 UNVAOV KOl ETEGTPEYE TPOG TO, APYLKA ETITEDD KOTA TOV vl 12, avTavakAdvTog TV
avaoTpeyudmTa TG enidpacnc. Katd v emavayopiynon Oepomeiag e romosozumab (oe
TePLOPIopéEVO aplBud acbevav) Enetta omd 12 punveg Bepameiog pe EIKOVIKO QAPUOKO, TO ETITEIN
avénong tov PINP kot n peiwon otnv CTX Ady® romosozumab ftav mopopota pe ekeiva mov
TapatpnOnKay Katd v apykn Oepomeio.

KMvikn omoteAeopatikdTnTo,

Ocparmeio, THS 0GTEOTOPWONC 08 UETEUUNVOTODTIOKES YOVOIKES

H anoteleocpoatikdmmra Kot 1 ac@aieia tov romosozumab a&loloynnkay og dvo Pacikég ueréteg,
o gAeyyouevn pe akevdpovarn (ARCH) ko pua ekeyyoupevn pe eikovikd eapuaxo ueiétn (FRAME).

Melérn 20110142 (ARCH)

H anoteleopotikdmmro kot n ac@aieia tov romosozumab ot Oepaneio tng ooteondpmwong oe
UETEUUNVOTIOVGIOKES YUVOIKES 0EI0A0YNONKE GE L0 TOAVKEVTPIKY], TOAVEOVIKT, TUYOLOTOMUEVT,
OumAG TVPAY, eEAeYYOUEVT] PE ahevdpovaTtn peAéTn avotepotnTog 4.093 petepunvontavclokdy
yovakav nikiog 55 éwg 90 et@v (néon nAikio 74,3 eTcdv) e TPONYOOUEVO KOTAYLOTOL
evbpavotoTOC.

O eyyeypoppéveg yovaikeg eiyav gite T-Pabuoroyia BMD (Ootikn mokvotnTo) oAkod 16yiov 1
avyéva punplaiov < -2,50 kot tovAdyiotov 1 pétplo | coPapd oTovVOLAIKS KOTHyU 1 TOVAGYLGTOV 2
Nmia omovoviikd katdypata | T-Babporoyic BMD 610 oAwkd 1oyio 1} avyéva unpraiov < -2,00 ko
TOVAGYLOTOV 2 HETPLE 1 GOPapdl GTTOVOLALKE KOTAYUATA 1 KATOYLLO TOL €YYVG UNPLoiov 0GTOD TOL
eppaviotnke evtoc 3 mg 24 unvav Tp amd TNV TUXUOTOINoT).

O1 péoec Tpég T-fabporoyiog BMD oc@uikig poipag g 6TovouAKg GTHANG, OAKOV 10x1ov Kot
0GQLIKN G uTpog NTov -2,96, -2,80 kot -2,90, avtictorya, 96,1% tov yuvaik®dv giyav 6movovAikd
Kkaraypo katd v Evapén kot 99,0% tov yovakodv iyav tponyodUEVo 06TEOTOP®TIKO KaToyua. Ot
yovaikec Toyoomomfniay (1:1) yio va Adpouv eite unviaieg vroddpieg evéoeglg romosozumab eite
efdopadiaio amd Tov GTOUNTOC OAEVIPOVATH TVPAA Yia 12 ufvec. Metd tn 12punvn wepiodo dmAng
TUPANG HEAETNC, OL YuVaiKeS KAl oTa dV0 OKEAN pHeTapépBnKay oe Bepameia e olevopovatn eved
TOPEUEVOY TOPAEC TNV apytkn Tovg Oepameio. H apyun avdivon mpaypatoromonie 0tav OAEg ot



YOVOIKEG ElY0V OALOKANPMOOEL TNV eMioKEYN HEAETNG TOL 240V pMva Kol To, SLUPAVTO KAVIKOD
Katdypatog emPefordOnkay yio tovddyiotov 330 yuvaikeg kot emnAbav Enetto amd S1AUEGO YPOVO
mapoKoAovOnong tepintov 33 unvov katd T peAét. Ot yuvaikeg EAafay NUEPNOINS CLUTAN PO LT
acPeotiov ko Prrapivng D.

To KOp1a KOTOANKTIKE GNUEID OTOTEAEGLOTIKOTNTAG TOV 1] CLYVOTNTO ELPEAVIONG VEOU CTOVOLALKOD
KOTAYROTOG £0G TOV Uva 24 Kot 1) ELEAVIOT] KAVIKOU KaTaypatog (U omovOuAlkd KATay Lo Kot
KAVIKO GTIOVOLALKO KATOYUO) KOTE TV KOpLo avaAveT.

Eridpaon oe véa omovoviixa, kAivikd, un omovoviika, 1oyiov kot ueilovoa 00TEOTOPWTIKG. KOTAYUOTO.
Onwg eaivetor otov [Mivaka 1, To romosozumab peiooe ) cvyvotnTa EREAVIONS VEOL GTOVIVAIKOD
KoT@yuatog £0¢ Kot tov 24° uiva (mpooapuocsuévn tiun p < 0,001) kat ) cvyvotnTo eueaviong
KAWIKOD KATAyHaTog 0TV apyikn ovdAven (tpocapuoouévn tiun p < 0,001) kabmg kot 1 enintoon
Un 6TOVOLAMK®OV KATAYUATOV 6TV TpOTELovca avaivon (tpocappocuévn Tiun p = 0,040) évavtt g
Oepamneioc pe pévo arevdpovarn. O Ilivaxog 1 deiyvet emiong m peiwon Tov Kivddvov U 6TovouAKon
KATAYHOTOC, 1o)iov Kot peilovog 06TEOTOP®TIKOV KOTAYLOTOS, LEGM KVPLUG OVAALGNG, KOTA TO
KPOVIKO dldoTnua £®¢ Tov PRva 12 Kot ewg Tov pnva 24.

H gridpaocn Tov romosozumab 6Tny epedvicn Kot Tov Kivéuvo véamv
OGTOVOVAMK®OV, KAIVIK®OV, Ii1] GTOVOVMKOV, IGYLUKOV KUl HEYAA®V

Hivaxog 1.

0GTEOTOPOTIKAV KUTUYLATOV GE NETEPUNVOTAVGLOKES YUVUIKES IE 0GTEOTOPMGT)
1060670 YOVIIK®V 1E KATAYHO ;\:;;ZJ:;]D Meioon
Alevdpovarn | Romosozumab/ KLV HYOL GYETIKOV
/Adevépovatn | Alevépovarn (%) Kwvdvvov (%0)
0, 0, [0)
(%) (%) (95% CI) (95% CI)
Néo omovoviiko
"‘Ewg Tov piva 85/1703 55/1696 1,84 36
12 (5,0) (3,2 (0,51, 3,17) (11, 54)
"Ewg tov 74/1825 4,03 50
whva 240 147/1834 (8,0) (4,1) (2,50, 5,57) (34, 62)
Kivikd’
"Ewg tov 79/2046 1,8 28
whver 12 110/2047 (5.4) (3.9) (0,5.3,1) (4, 46)
Kvpia avaioon
;ﬁi‘]{omemn 266/2047 198/2046 Al 27
nepimov 33 (13,0 9,7 (12, 39)
HVOV)
Mpn emovoviiko
IDSTOVHIVE | 9512047 (46) | 70/2046 (34) | (60)’1’ 26 (-1, 46)
Kvpia avaivon
(uéon
mopakoAovdnon 2]&{)22;17 178/2046 (8,7) Al 19 (1, 34)
nepinov 33 '
HVOV)
Mnpraio o6té
IOSTOVEING | 2212047 (1,1) | 1412046 (0,7) 0’30(;;;’3’ 36 (-26, 67)
Kopua avaioon
(néom
napoakorovdnon | 66/2047 (3,2) | 41/2046 (2,0) ATlY 38 (8, 58)
nepinov 33
HVOV)



060670 YUVOIKQOV pg KATOYRO Mf,w)m] Meioon
. 0T6AVTOV .
Alevopovarn | Romosozumab/ KVEHVOL OYETIKOD
/Adevépovatn | Alevépovarn (%) Kwvdvvov (%0)
[0) [0) [0)
(%) (%) (95% CI) (95% CI)
Meilov ooteomopwrtine’
fz‘”@ TOVIIIVE 1 8512047 (4,2) | 61/2046 (3,0) 1"; (50)'3' 28 (-1, 48)
Kvpua avéioon
(uéon
napakoloHonon 2(2%22;17 146/2046 (7,1) AT 32 (16, 45)
nepinov 33 '
HVOV)

Meimon amdAvTou Kivdhvou Kot peimon oxeTikod Kivdovou ue Baomn m pnébodo Mantel-Haenszel
TPOCUPUOCUEVT] 0vE NAKIoKA oTpopata, apyikn T-Babuoloyia BMD oAiikod oyiov (£-2,5, >-
2,5) ka1 Topovoia cofapod omovevAikod katdypotog katd v Evapén. Ot cuykpicelg Oeponeiog
Pacilovtol 6€ TPOCAPLOCUEVO HOVTELO AOYIKNG TAALVOPOUNONC.

Ta KAviKd koTdypote TepAaifavouy OA0 To CUUTTOUATIKGE KOTAYHOTO, COUTEPILOUBOVOUEV®Y
TOV U1 OTOVOLAIK®V Kol ETMOOVVEOV GTOVOLAKGOV Koataypdtov. Ot cvykpicelg Oepameiog
Boacilovtal 610 povtélo avoloykod kivovtvov CoxX.

Al un dwbéopo Kabmg Ta avTikeipeva £xouv d10popeTiKy EkOECT] GTNV OPYIK avdAvon.
Meilova ooteomopaTikd katdyuata mepthappdvovv oyio, avtiPpiylo, PBpayiova kol KAVIKE
OTOVOVLAIKA.

Eriopaon oty Ootiki ITokvotnro (BMD)

2& UETEUUNVOTOVGLOKES YUVOIKES LE 0GTEOTOPMGT), TO FOMosozumab yia 12 urveg akolovboluevo
a6 aievopovarn ywo 12 piveg avénoe t BMD cg ohykpion pe v aievépovatr povo tov punqvo 12
ko 24 (tyun p < 0,001) (BA. TTivaxa 2).

‘Enerta and 12 pnveg Bepanciag, To romosozumab avénoe t BMD oty oc@uikn poipo g
OTOVOVAIKTG GTAANG Ao TNV apyIKn TIU 610 98% TV PETEUUNVOTOVGIOK®OY YOVAIK®YV.
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Hivaxag 2. Méon mocooTtiaio petapfoin T BMD amo tnv apyukn Ty £0¢ tov pive. 12 ko

TOV uNvo. 24 6TIG YOVUIKES HETO TNV EUUVOTOVGT] NE OGTEOTOPMOGT
Adevopovatn/Adrevopovarr | Romosozumab/Alevopovaty| Awo@opd Ospameiog
Méon Tipn (95% CI) Méon Typ (95% CI) amé TV ahevopovaTn-
N = 2047 N = 2046* TPOS-UAEVOPOVATY

Zrov unva, 12
S;‘gg“m 5,0 (4,8, 5,2) 12,4 (12,1, 12,7) 7.4% (7,0, 7,8)
OMko oyio 2,9(2,7,31) 5,8 (5,6, 6,1) 2,9%(2,7,3,2)
Avgevos 2,0 (1,+,2,2) 49 (4,6,5,1) 2,8" (2,5, 3,)
unpoiov
2rov unva 24
S;‘gg“m 7.2(6,9, 7,5) 14,0 (13,6, 14,4) 6,8" (6,4, 7,3)
OMK6 1oyio 3,5(3,3,3,7) 6,7 (6,4, 6,9) 3,2° (2,9, 3,6)
Avyeves 25(2,3,2.8) 5.7 (5.4, 6,0) 3.20 (2,8, 3.5)
unpaiov

O1 péoeg TYéG Kot To dtooTpata epmiotoovuvng Pacilovion o€ acBevelg pe dabéotpa dedopéva.
Bédoet poviéhov ANCOVA: o1 eleimovoeg Tipég évapEng BMD kot mocotikng petafornc BMD amd
v évopén Kotd Tov piva 12 kot tov piva 24 vroAoyicTnkay He TPOTLTO PUGIGUEVO GTOV EAEYYO.

* Ap1OUOG TUYALOTOINUEV®Y YOVOIKDV

# p-tun <0,001

H onpoavtikn dapopd oty BMD mov emitvyydverat katd tovg Tpmdtoug 12 univec dtotnpnonie péypt
Tov ufpva 36 uetd t petaPacn/cuvéyion g arevopovatng. Ot dtapopés Bepameiog mopatnpnOnkoy
0TOVG 6 UNVES GTIV 0GPLIKT HOIPOl TG GTOVOVAIKNG GTHANG, TO OAIKO 1510 KOl TOV 0YEVE, TOV
unploiov.

Melétny 20070337 (FRAME)

H omoteheopotikdTTo Kot 1) 0GQAAELR TOV FOMOS0zUMab ot Bepansio TG LETEPUNVOTOVGIOKTG
001e0nOpoNg a0 oY ONKE G Lo TOAVKEVTPIKT, TOAVEBVIKT], TUYALOTOUEVT], SITAG TUQAN,
EAEYYOUEVT] UE EIKOVIKO QAPLOKO, TAPAAANAT HeAétn 7.180 peTeUUNVOTOVGLOK®OY YOVOIK®Y NALKING
55 émwg 90 etV (éon nhia 70,9 etwv). To 40,8% tov eyyeypappévoy yovakav elyav cofapn
0GTEOTOPWOT] LLE TTPOTYOVUEVO KATAYUA KATA TNV EVOpEN.

Ta GUUTPOTEVOVTO KATUANKTIKG, GNUEIN OTOTEAECUATIKOTNTOG NTAV 1] GUYVOTNTO EUPAVIOTC VEDV
OTOVOLMKOV Kataypdtev kKatd tn didpkea tov piva 12 kot tov punva 24.

To romosozumab peimoe T cLXVOTNTO EUPAVIONE VEDV GTIOVOVAMK®Y KoToyudtov katd tov ufiva 12
(neiwon amdAvTov Kvdvvov: 1,3% [95% ClI: 0,79, 1,80], peioon oyetikod kvddvov: 73% [95% CI:
53, 84], npocappoocpévn tiun p < 0,001) kot petd tn petdfoon og devocovpdunn Emg Tov uiva 24
(ueimwomn amdAvtov Kvdvvov: 1,89% [95% ClI: 1,30, 2,49], ueimon oyetikon kivdbvov: 75% [95% CI:
60, 84], mpocapuoouévn tiun p < 0,001).
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Ivvaikeg Tov petofaivovy and Oepameio pe S1POGEOVIKA

Melérn 20080289 (STRUCTURE)

H ac@dieia kot 1 omoTeAeouatikOTnTe TOL FOMOosozumab 6€ HETEUPNVOTOVGLOKES YOVAIKES LE
ocofapn ooteomdpmwon Tov petaPaivovy and ) Oepomeia pe Sipmoovikd (92,7% oty opdda
teprapationg kot 88,1% otnv opdde romosozumab giyov Tponyoduevn xpnon aAevopovatng Katd ™
dlapkela TV TEAELTAI®MV 3 €TOV) 0EIOAOYNONKAV 08 TOAVKEVTPIKY], TUYXOLOTOLNLEVT], OVOLKTT UEAETT|
ue 436 petepunvomavctokés yovaikeg nikiog 56 éwc 90 etdv (uéon nikia 71,5 etdv) Evavtt g
TEPITOPATIONG.

H xdpra petafint omoteleopatikdmmrog oy 1 tocootiaio petafoin oty BMD oAkod oyiov and
mv évapén g tov pive 12. To romosozumab avénce onuavtikd tnvy BMD olkod 16yiov cuykpriikd
LE TNV TEpUapaTion katd tov uiva 12 (péon dapopd Bepanciog amd v tepumopation: 3,4% [95%
Cl: 2,8, 4,0], tyun p < 0,0001). H doxiur dev gixe okomd TNV EKTIUNOT TG EMTISPAOTIS OTA KOTAY LT,
AALG DTN PYOV EQTA KOTAYLOTO 6TO GKEAOC TOL FOMOsozumab ko vvén KaTayroTo, 6To 6KEAOG TNG
TEPITOPATIONG OTI HUEAETN.

IotoAoYio KOl IGTOLOPQOLETPI0. OGTAV

Y pio vTo-peAétn 10ToAoYiog 006T0D, £va chvoro 154 derypdtov Proyiog eykdpoiag Aayoviog
axpoAopiag EANEO omd 139 PeTEUUNVOTOVGLOKES YUVAIKES LLE OGTEOTOPMGT] TOVG UNVES 2 Ko 12
(ot pedétn FRAME). [owotikég a&loAoynoelg 16ToAoyiog KaTédEEaY PUGIOAOYIKT] OGTIKY|
OPYLTEKTOVIKT] KOl TO1OTNTA GE OAQ TO YPOVIKA GTUEIR, PVCIOAOYIKO 0G(PLIKO 06TO YWpig eVOEiEelg
OOTAPOY MY TNG EMUETAAADGCNC, VOOOVE TMOPOVL 1 tvwong Tov LLELOV 6g acBeveic Tov EAafav
romosozumab.

O a&lodoynoseic 1otopopeopetpiog oe Ployieg otovg punveg 2 kot 12 og yovaikeg katédei&ov pia
avénon ot TaPAUETPOVS GYNUOTIGLOD 0GTOV Kot [iol LelmoT OTIg TOPAUETPOVS OGTIKNG
amopPPOPNONG EVGD 0 OYKOG 0GTOV KOl TO GTOYYMOEG a0 avERONKay 6TnV opdda Tov romosozumab
G€ GUYKPLOT] L€ TNV OUAS EIKOVIKOD (POPUAKOD.

Hawdrazpucdc TAnfuoude

O Evpomnaikdg Opyoviopog Poppdrkmv €xel dmdoet avafoir] and Ty vroypEmon VTOROANG TwV
AMOTEAEOUATOV TOV HEAETOV pE TO FOMOSozumab g pio 1 TEPLECOTEPES VIOKATIYOPIES TOL

oS TPIKOD TANBLG oD oty Bepameia Tng ooteoTOp®ONG. BAéme mapdypapo 4.2 yia mAnpopopieg
OYETIKA LE TNV TOLSLOTPIKY] YP1ION.

5.2  ®@oppoKoKIVNTIKES IOLOTNTES

Amoppdonon

O péoog xpovog Emg T LEYIOTN GLYKEVTPOOT romosozumab (tmax) ftav 5 nuépeg (€0pog: 2 émg 7
nuépec). Enerra amd vrodopio d6omn twv 210 mg, 1 Prodiabdecipotnta nrav 81%.

Buoupegtaoynuotioudg

To Romosozumab eivat éva e€avBpomicpévo povokimvikd avticopa (1I9G2) pe vymin cvyyévela Kot
€101IKOTNTA Y10l T1] GAEPOGIVI KOl GUVETMG 1 KAOPST| TOL YIVETUL HECH ULOG TOYELOG KOPEGUEVTG 000D
amoPoAng (dNAadn pe TN HEGOAAPNOT TOV GTOYOL U1 YPOUUKNG KABapong, Le T HecoAAPnon g
ATOIKOSOUNONG TOV GLUTAOKOL rOMOsozumab-cAeposivrg) kKot péow Ppadeiog pn e181KNE dtadpoung
amoBoAng mov dtopecorafeiton amd To SKTVLOEVOOINALOKS GUGTN L.
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AmofoAn
Metd ™ Cmax, ta enineda 6tov opd peimdnkoyv pe péon arotelecpatikn nuion 12,8 nuepov. H
otabepn Katdotaon enttevydnie YeVIKA Katd Tov 30 univo pe Ayotepo and 2 popég GUGGOPELON

énerta amd pnvioia yoprynomn 06e1g.

IpopukdTnTo/mn Yoo uuKoTnTo,

Metd v vTtoddpia yoprynon, to romosozumab gp@oviCel pn YPOUULIKT QOPUOKOKIVITIKN O
OTOTELEC LA TG GVVIEONG e oAgpoaivn. Ot moAlamAiég 60oelg Tov yopnynOnkay kupaivovtay omd 70
€mg 210 mg.

Neepikn dvoAertovpyia

‘Eneito and po d6on 210 mg romosozumab oe o kAvikn dokiun 16 acBevav pe cofapn veppikn
dvuoherrovpyio (kabapon kpeativiving <30 ml/Aentd) )| veppikn voco telkod otadiov (ESRD) mov
vrofdaAlovtay og arpokabapon, n péomn Ty Cmax kot AUC ftav 29% ko 44% oe acBeveic pe
ocofapn veppikn dvcieltovpyia og cOYKplon pe vy aropo. H péon ékbeon oto romosozumab ftoav
mapopoto og acbeveic pe ESRD o€ aipokdbapon 6e cOyKplon Le vyt GToua.

H gapuaxokivntikn avéivon tov tinbucpol katédei&e abvénon g ékbeong Tov romosozumab pe
avénuévn cofapotnto e VEPPIKNG duoAELTOVPYinG. 26TOG0, Le PACT £VO LOVTEAO CVTATOKPIONS
éxBeong yia petafolréc g BMD kot coykpion pe exbéoelg mov Aapufavoviotl oe avekTég KAVIKEG
d00¢1g, Oev cLVIGTATAL TPOGAPLOYT TNG dOONG O aVTEG TIG acbevelg. ZuvioTaton 1) TopakoAovOno”
¢ vracPatotoipiog oe acOeveic pe coPapr VEQPIKN aveETAPKELD, 1] TOV VTOPAAAOVTAL GE
awpokdBapon (BA. Tlapdypago 4.4).

Hrotikn dvcietrovpyio

Agv &yovv de€aybel Khvucég dokpéG Yo TNV a&loAdyNnon TG EMIOPACTG TG NTOTIKNG SVGAELTOVPYINGS.
H nratiky dvciettovpyio dev avapéveTol v ERNpeqcEL T GOpUOKOKIVITIKT TOL FomMosozumab,
KaBMG TO NP OV AMOTELEL ONUAVTIKO OPYOVO Y10 TOV HETARBOMGUO 1) TNV ATEKKPLGT] TOL
romosozumab.

Hiuopévot
H @apuaxokivntikr tov romosozumab dev ennpedotnke and thv niikio tav 20 £0¢ tov 89 etdv.

2ouotikd Bépoc

H éx0eon oto Romosozumab peimbnke pe v avénon tov copoatikod Bapovg motdco n peimon avty
elye eldyrotn enidpaon oty avénon BMD 1tng oopuiknig poipag g oTovouAKng 6THANG Ke faon
™V avdivon €kBeong-amdkpiong Kot dev Exel KAvikn onpacio. Me faon tig avaideelg @K tov
mnBvcpov, n avapevopevn AUC péong otabepng katdotaong yio pio acBevn Bapovg 61 KIAdv Kot
114 xihov givon 558 pgnuépo/ml ko 276 pgnuépa/ml, avtictoyya, éncrto and pio unviaio vwodopia
d0om pe 210 mg romosozumab.

Efvotnto kot gOAo

Agv amouteitor Tpocapoyn e S00NE Yo OTONONTOTE YOPUKTNPLOTIKA TNG acbevoic. Me Bdaon o
(POPUOKOKIVITIKY ovéAvon TANOuc o, To eOAo kot 1 euAn (Idrmveg Evavtt un ldnwvec) dev giyav
KAWIKG GNUOVTIKY ETIOPACT] GTN QAPUAKOKIVITIKT ToL Fomosozumab (<20% aAlayn otny ékbeon og
otafepn KatdoTaon).
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5.3 Ipoxivikd dedopéva Yo TNV acQarEro.

Ta pun KAwviKd dedopéva dgv amokaADTTOVY 1010itepPo Kivouvo yia Tov davBpwmo pe Bdon Tig
oLUPOTIKEG LEAETEG POPLOKOAOYIKNG OICQAAELNG, TOEIKOTNTOG EMOVAAAUPOVOUEVDV dOGEDV,
YOVOTOEIKOTNTOC, EVOEYOLEVIC KAPKIVOYOVOL OPACNG 1| O€ UEAETEG OCTIKNG OOPAAELNG,

e po LEAETN KopKvoyEveang xopnyndnkav doceic £og kot 50 mg/kg/efdopdda pe vTodopio Eveon
o€ apoEVIKOLS Kat OnAvkovg apovpaiovg Sprague-Dawley amd tv nAkia tov 8 efdopddmv Emg kat
98 gfdouadec. AvTég Ol BOGEIC ElYOV MG OTOTELEC U GVOTNUATIKEG EKOEGELC o1 ommoieg T Emg 19
(QOPEC VYNAOTEPES O TN CLGTNHOTIKY £kBeom oL TapaTPNONKE GTOLG OVOPOTOLG PeTd TN pia
unviaio vroddpra ddéomn Tv 210 mg romosozumab (pe Baon t ovykpion AUC). To romosozumab
TPOKAAEGE 00G0eEapTOUEVT AOENGT TG 06TIKNG UALHG LE LOKPOGKOTIKN TAYVVGT] T®V 0GTMV GE
OAeg TIg dOoEIg. Agv vpEay EMBPACELG TOL FOMOSOZUMAab 6t ByNoIUOTNTA 1 TV EULPAVIGT OYK®OV
0€ 0poEVIKOVG 1 OnAvkovg apovpaiovg.

O1 peréteg o ONAVKOVE Kol OPGEVIKODG aPOovPOions devV KUTESEIENV OTOIEGONTOTE GYETIKEC UE TO
romosozumab emdpdacelg 6To LELYAPOLLA, TN YOVIHLOTNTA 1] TIG APCEVIKES AVOTAPOYWYIKEG
a&10M0yNGElC (TOPAUETPOL GTEPUATOC T} PAPOC OPYAVAOV) Kail OEV LINPYAY OTOIEGONTOTE EMOPUCELS
GTOV OLGTPIKO KOKAO 1) GE TUYOV TOPAUETPOVS TOV MOONK®OVY 1 uRTpag o€ ekbécelg mepimov 54 @opéc
v KAvikn €kBeon.

MopommpnOnkay creleTikéS StopapTieg, GCUUTEPIAAUPOVOUEVIC TNG CUVOUKTLALNG Kol TNG
TOAVOOKTVALNG, o€ YaunAn enintwon og 1 and ta 75 yévveg mepimov 30 popég tnv KAvikn €kbeon
HETd TN Yoprynon Tov romosozumab 6€ apovpaiovs Katd v mepiodo g opyavoyéveonc. Aev
VI PYOV OVETIOVUNTEG EVEPYELEG TNV LETOYEVVITIKY TVEVUOTIKY KOl GOUOTIKY avVOTTUED.

YrodnAoverat 0Tt 1| cAepocivn Tailel KAmolov pOAO GTOV GYNUOTICHO TV d0KTOA®VY. Q6TdG0, KafDC
0 OYNUATICUOG TV SOKTOAMY GTOVS AVOPMOTOVS EXEPYETAL GTO TPADTO TPIUNVO OTAV 1| LETOPOPA TV
AVOGOGPAIPIVAOV UEGH TOV TANKOVVTO EIVOL TEPLOPIGUEVT], O KIVOUVOC TOPOLOIOD EVPAUATOS GTOVG
avBpdTovg gival younio (PA. mapdypapo 4.6).

6. GOAPMAKEYTIKEX IIAHPO®OPIEX
6.1 Kotahoyog ekdoymv

AcPéotio 0&wod

[oaydpoppo o&ukd 0&D

Natpiov vépo&eidio (yia pvOuon tov pH)
Zaxyopoln

IMoAvcopPikd 20

Yomp yio evéoipua

6.2 AocvpupototnTeg

EXAetyel peletmv oyeTikd e tn cuufototnta, T0 TopovV QAPUOKEVLTIKO TPOiOV OV TPEMEL VA
OVOUETYVOETOL LUE OAND POPLOKEVTIKE TPOTOVTAL.

6.3 Awgpkero Long

3 ypdvio.

Otav aaipeitar amd to Yyoyeio yia xpron, o EVENITY dev mpénet va emotpépetl 6To Woyeio, aArd
umopei va drotnpnBet oe Beppokpacio dopatiov (LEypt 25°C) yo £oc ko 30 NUEPES 6TOV APYIKO

neptéktr. Eqv dev ypnoiponomBel evidg avthg g povikig Teplddov, T0 TPOIOV TPEMEL VAL
amopplebei.
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6.4 Idwitepeg TpoPuLAAEELS KOTA T QUAEEY TOV TPOTOVTOG

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

DovAdETe TV TPOYEUGUEVT GUPLYYQ 1] TNV TPOYELUGUEVT] GUGKELT] TUTOV TEVOAG OTO EEMTEPIKO KOVLTL
Y10 VO TPOCTATEVETOL OO TO PG,

6.5 ®@Vo1 K GLOTATIKA TOVL TEPLEKTY

EVENITY 105 mg evéoiuo S1dAL L0 GE TPOYEULGLEVN GLGKEVT TOTOL TTEVOC

Mo epamal ypiong, xeWPOs, UNYOVIKAG EYYVONG TPO-CLVAPHOAOYTUEVT] GUGKEVT LLE TPOYEMIGUEVT
oVpryya mov wepiéyet 1,17 ml Stodvpotog. H oOpryya péoa otny néva amoteleitat amd TAaotikd
TOAVUEPES KUKAOOAEPIVIC pe T (YAmPoPovTdAlo) Kot yutevpévn Peddva and avoEeldwTo atodit
ue eEhactopepég kGAvppo PeAovag (cuvBeTikd AdoTiyo).

To péyeboc g ovokevasiag eival 2 TPOYEUOUEVEC GUGKEVEG TOTTOL TEVOLC.
IMoAlamAn cvokevacio mov nepiéyet 6 (3 cLOKEVOGIEG TV 2) TPOYEUGHEVEG GUOKEVEC TOTTOV TEVOLC.

EVENITY 105 mg evéouuo S1dAvLLo GE TPOYELUGLEVN GUPLYYQ

Mua epdmag ypriong, Tpoyepopuévn cvupryyo mov mepiéyetl 1,17 ml dwoAdpatoc. H ovpryyo amotedeiton
omd TAOGTIKO TOAVUEPES KUKAOOAEPIVG HE TARA (YAwPOoPovTUALD) Kal YuTELUEVT fELOVa OO
avoEeldMTO ATGOAL KOl EAACTOUEPES KAALUUE BEAOVOS (GLVOETIKO AGOTLYXO).

Méyeboc cuokevaciog 2 TPoyEMGUEVES GUPLYYEG.
IMoAlamAn cvokevacio mov nepléyet 6 (3 cLokELOGIES TV 2) TPOYEUIGUEVES GOPLYYEC.

Mmropei va unv KoKA0QopobV OAEG Ol CUGKEVAGIEC.

6.6 Idwitepeg TPpoPLAGEELS amOpPLYNS KL GALOS YEPIGNOG

IIpwv amd ™ yopnynomn, to dtdAvpa Oo Tpémel vo ereyydel omTikd Y100 GOUATIONN KOl ATOYPOUATIOUO.
To EVENITY dev 0o mpémel va ypnopomoteiton €av 1o didAva eivol amoypouaticuévo, oAd i
TEPLEYEL VIQASES 1| COUATIOO.

ITpwv amd v vToddPLA YopyNoN, To Fomosozumab Ba wpénet va apedei oe Bepuokpacio dwuatiov
v TovAdytotov 30 Aemtd Tpv amd v veon. Avtd Ba kdvel v veon o Avetn. Agv TpEmel va
Oepuaiveton pe Kavéva dAlo Tpdmo.

Mnyv avokwveite.

Kd&0e aypnoiponointo eaprokentikd Tpoidv 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KOTO TOTOVC 1Y VOVGEG OYETIKEC OLOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

UCB Pharma S.A.

Allée de la Recherche, 60

B-1070 Bruxelles

Béhyo

8. APIOMOX(OI) AAEIAY. KYKAO®OPIAXZ

EU/1/19/1411/001
EU/1/19/1411/002
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EU/1/19/1411/003
EU/1/19/1411/004
9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia mpdtng £ykpiong: 09 Askepppiov 2019
Huepounvia televtaiog avavémong: 22 Avyovetog 2024

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOPIES Yo TO TOPOV PUPOKEVTIKO TPOIOV gival d100EG1UES GTOV SIKTLAKO TOTTO
tov Evpomaikod Opyaviopod @apudkov: hitp://www.ema.europa.eu
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ITAPAPTHMA I
HHAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHXE OYXIAY KAI
IHHAPAXKEYAXTHX YIIEYOGYNOZX I'TA THN AITIOAEXMEYZH TQN HAPTIAQN
OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY IIPOIONTOX
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A.  TAPAXKEYAXTHX THX BIOAOI'TKQX APAXTIKHY OYXZIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEEMEYZH TQN ITAPTIAQN

Ovopa xai d1ev6vvon tov TapackevLaoth NS PLoAoYIKOE dPUCTIKNAG 0VGiog

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

Hvopéveg IoAteieg

Ovopa xat d1ev6vvon Tov TOPACKELAGTH TOL Eival LITEVOLVOC Y10 TNV ATOSEGUELCT TV TOPTIOWY

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

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

DoppokeuTikd TPoidv Yo 1o onoio amarteital mepropiopévn watpikn cvvroyn (PA. Hapdptnua I:
[Tepiinyn tov Xapoktnpiotikev tov [Ipoidvroc, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0£oe1g Teplodikng mwapakorovdnong g as@aisiag (PSURS)

O1 amortioelg yio v vofoAn towv PSURS yio 10 ev A0ym QopuokevTiko tpoiov opilovtal 6Tov
KaTGAOYO e TIg nuepounvieg avagopdg e Evoong (katdioyoc EURD) mov mapoatifetar oty
mapdypaeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng encoiponoinong
OT®G OMNUOGIEVETOAL OTNV EVPMOTATKT SUCTLOKT TOAT Y10 TO PAPLLOKCL.

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

. Yoo owayeiprong Kivovvov (XAK)

O Kdroyog Adeiag Kukhogpopiag (KAK) Oa die&aydyet Tig amoitodpeveg dpactnplotnTes Kot

TOPEUPAGELG PUPLOKOETOYPVTVNONG 0TS Tapovoidlovtal 6to cupueovniéy XAK wov

nmapovctaletar oty evotnta 1.8.2 g ddetag kuklopopiog Kot 0molecdNToTe EMaKOA0VOES

gykekpipéves avabempnoelg tov TAK.

‘Eva emcatporompévo ZAK Oa wpémet va katotedei:

. Metd and aitnpa tov Evponaikod Opyaviopod Gappdkav,

. Onotednmote Tpomomoleitol To0 cOGTNH dLaEIPLONG KIVOUVOUL, EOKA MG ATOTELEGLO ANYNG
VE®V TANPOQOPIDOV TOV UTOPOVV VO ETLPEPOVY CNUAVTIKT OAAAYT) GTT) GYECT] 0QELOVG-KIVEHVOL
N ®¢ anOTELEGA TNG EMITEVLENG EVOG GNUAVTIKOD OPOCTLLOL (POPLOKOETOYPVTVIOG 1|
gloyloTomoinong Kivovvov).

. Emnpéc0eto pétpa ehay1oTomoinong Kivovvov

0O KAK 00 e&aocparioet 0Tt e@aproleton To EKTOOEVTIKO TPOYPOLLLLO Y10 TIG EYKEKPIUEVEG EVOEIEELS
Oepamneiog TG coPapng 0GTEOTOPMOONG GE UETEUUTVOTOVGIOKEG YOVOIKEG TOL SLOTPEXOLY VYNAD
Kivouvo KOTAYLOTOG.

To ekmondevTIKO TPOYPOLLO CTOYEVEL GTNV TEPALTEP® EANYIGTOTOINGN TOV KIVOUV®V GORopadv
KOPIOYYELOKAOV GUUPAVTOV, OT®MG ERPPayLo ToL pookapdiov (EM) kot ayyelokd eykepoiikd
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enelc6010, VacPeoTionpiog Ko ooteovEKkpmong g Yvabov (ONJ), evioybovtog Tig factikéc
TAnpopopopicc acedietag mov datiBevror otnv IIXII kot to POX.

To ekma1devTIKO TPOYPALLUN TEPLEYEL TA. akOAOLOA:

. Exmodenticd viko yio tov 1tpo

. Kapta tpoeidomoinong achevoic

To ekmE1O£VTIKO VAIKO Y10 TOV 10TPo Do tpénel va meptiapuPavet ta akolovba Pacikd ctotyeio:

. [epiAnym tov Xopaktnpiotik®v tov [Ipoidvtog
o 0dnydg suvtayoypdeov:
o Yyetucég TAnpoopieg mov Ba vTosTnpilovy ToVg ETAYYEANATIEG TNG LYELNG OTNV

KOTOAANAN ovayvmdpioT), Tapakolovinon Kot d1ayeiplon Tmv GNUAVTIK®V EVIOTIGHEVOY
KIvoOuvmv yuo coPapd kapdioyyelokd enelcooie EM kot ayyelokol eyke@aAlkoh
EMEI00010V, KOOMG Kol TN VITUCPECTIOUING KOL TOV OTLLOVTIKOD duVNTIKOD KIvovvov yia

ONJ.

(o} Kotdhoyog vevBopiong evepyeldv eLayloTonoinong Kivduvov, Tov TPETEL VAL
TPOYLOTOTOLODVTOL TPV TH GVVTAYOYpaenoen romosozumab.

o Alota gléyyov mov Ba vevBupilel 6Tov Guvtayoypdpo va emainbedetl TV avtévosiEn Kot

VO TPy LATOTTOEL TPOGEKTIKN aE1oAGYN O™ TOL TPOPIA Kopdioyyelakol Kivdhvov Tptv
GLVTOYOYPAENoT] FomMosozumab.

o] Odnyieg yio dpeon atpikr] a&loAdynorn achevdy Tov EKONAMYVOUY GUUTTOUNTO, TO, OO0
vrodnimvouv EM 1 ayyetoko eyKepaAiko enelc0010, YeYovoc mov Oa emtpéyetl Tmv
Tayeio ek vEou a&loldynon ToL 0PEAOVG-KIVODVOD, LLE ATOTEAEGLO. VO TPOLY LATOTTOIN 000V
01 KOTAAMNAEG EVEPYELEC AVOQOPIKA UE TN Bepameio, e romosozumab.

o YrevOOpuon otov enayyehpotio vysiog va ekmoidevel Ty achev 1/Kat TOV GPOVTIOTH|
OVOPOPIKA LE TOVG KIVODVOUG, 1310ATEPA TOV KOPAYYELNKO Kivduvo, Kabmg Kot va
eEaoparilel 6T acBevnic eivar epodiacuévn pe Kapto Iposidonoinong Acbevoic.

(o] YrevOhpuon g avaykng yuo avapopd eikalolevov avemBOUnToV EVEPYELDY Kol TAG
OLVTY] TPOLYLATOTOLELTOL.

H xapto wpocrdomoinong ac0evovg o mpénet va mopéyetal kot vo TepAapPavet ta akoiovba

Baowd pnvopoTa:

o Ynueio /xot copurtdpaTe TOV NTNUATOV 0oQOAEING CYETIKMV LE Ta GOPapd KapdayyeloKd
enelo60100 EM kan eykepolikov enelcodiov, vracPestionpio kot ONJ kot tote va avalntdto
TPOCOYN Ao EMAyyEAUATIO TNG LYELOG,

. [Mapoyn vrevlvdoN g oTNV 0oOEVH/TOV PPOVTIOTH MCTE VO KOVOTTOEL TANPOPOpPIES Y1 TO
otopkd EM 1] ayyelokob £yKe@oAlkoy EXEGO0I0V KOl GAA®V KOPILHyYELOKMV
a0 cEOV/TOPAYOVTIOV KIVODVOL GTOV EO1KO TNG 0GTEOTOPMOT|S .

. H onpoacia tov va @épet  acBeviic ndvrote pali g v Kdapta Ipogidomoinong AcBevoig ko
Vo TNV EMOEIKVOEL 6 OAOVG TOVG EMOYYEAUATIEG TNG LYELNG.
. Huepounvieg yoprynong romosozumab kot ototysio emikovaviag Tov 1tpod Tov 10

oLVTAYOYPAPEL TPOKEUEVOD Va TapEYEL GLUPOVAES, EAV amaLTELTOL.

o EnUovTkKéG TANPOPOPIES Y10 AALOVG EMayYEAUATIEG TNG LYEING OXETIKA LE TN ANy
romosozumab and v acbevn], GUUTEPIAAUPAVOUEVOV TOV TANPOPOPLOV Y10 TOVS CNULOVTIKODG
EVIOTMIGUEVOLG KIVOVVOUG TV GORop®mV Kapdloyyelokav cuufaviov EM kot ayyegiokod
EYKEQOAIKOV EMEIG0010V, KOOGS Kot TNG VUG PESTINUING KO TOL GIUOVTIKOD duVNTIKOD
Kvdvvou yro. ONJ.

. YmevBoIon e avaykng avagopag avemiBounT®my evepyelmv amd acteveis, ppovTioTéc 1
omolovonmote dAlov emayyelpatio TG vyeiag.
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ITAPAPTHMA I1I

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

XAPTINH XYXKEYAXIA TPO'EMIZMENHY XYYXKEYHX TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo d1dAv L0 GE TPOYEULICUEVT] GUGKEDT] TOTTOV TEVAG
romosozumab

| 2. LYNOEXIH LIE APAXTIKH(EX) OYIIA(EY)

Kd0Be npoyepuouévn ovokenn tomov mévag neptéyet 105 mg romosozumab oe 1,17 ml diahduortog
(90 mg/ml).

| 3. KATAAOTI'OX EKAOXQN

"Exdoya: acBéotio 0&uod, Tayopopeo o&uco oD, vatpiov vopoeidio, cokyapdln, moivcopPukd 20 kot
VO®P Y10 EVESLOL

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoipo didivpa
2 piog ¥pMonG TPOYEUIOUEVEC GVOKEVEG TUTTOV TTEVOG

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

IMa vroddpra yprion.
AwoBdote T0 OALO 0N YLDV ¥PNONE TPV oTd TN XPHoN.
Mnv avoxuveite.

Eikdvo otny umpootivij tAevpa. tg yapTivig ovoKevasiag:

| + =1 36om
/R

Ewcovo, kot keluevo péoo 6to KovTi, EUPOVIS UETC. TO AVOLYUA.:
Mo va AdPete TAfpn 6001, TAPTE dVO.
Atofaote 10 UARO 03NYIOV XPAONG TPV 0mO TN XPRON.
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Noa puidooetar o€ BEon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

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

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEX OYAAZEHX

dvlacoete o€ Yoyeio.
Mnv KatoyOyeTe.
dvAdoceTte TNV GLGKELT] TOTOL TEVOS 6TO EMTEPIKO KOVTI Y10l VO TPOGTOTEVETOL OTTO TO PG,

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATOPPIYH TQN MH
XPHEZIMOITIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E©OOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoyotumog)
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. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

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

EVENITY 105 mg

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

Aodidotatog Ypapuumtdc kadikag (2D) mov pépet Tov meptAn@divta Lovadiko avoyvmploTikd KodKo.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN

24



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI IOAYXYXKEYAXIAYX (ME BLUEBOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo d1dAv L0 GE TPOYEULICUEVT] GUGKEDT] TOTTOV TEVAG
romosozumab

| 2. LYNOEXIH LIE APAXTIKH(EX) OYIIA(EY)

Kd0Be npoyepuouévn ovokenn tomov mévag neptéyet 105 mg romosozumab oe 1,17 ml diahduortog
(90 mg/ml).

| 3. KATAAOTI'OX EKAOXQN

"Exdoya: acBéotio 0&uod, Tayopopeo o&uco oD, vatpiov vopoeidio, cokyapdln, moivcopPukd 20 kot
VO®P Y10 EVESLOL

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoipo didivpa
IToAlamin cvokevacio: 6 (3 cvokevacieg TV 2) £pdmas ¥pPNoNGg TPOYEUGUEVEC CVCKEVEG TOITOV
TEVOLG

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

IMa vroddpia ypion
AwBaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Mnv avoxkuveite.

Eixdva oty pumpoouivi) miEvpa. TS YGpTIviG CUOKEVATIOG:
|

:+=II o601
5\ ,J

|

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

No puidooetar o€ BEon, v omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.
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| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEYX OPYAAEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
DVAAGGETE TNV GLOKELT TOTOL TEVAG GTO EMTEPIKO KOVTL Y10l VO, TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX TIPO®YAAEEIX I'A THN AITOPPIYH TQN MH
XPHEZIMOITIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQN ITIOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Béhyo

12.  APIOMOX(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.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTIEZ XPHIHZ

| 16. TMAHPO®OPIEX XE BRAILLE

EVENITY 105 mg
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17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

Aodiaotatog Ypapuumtoc kadikag (2D) mov eépet Tov meptAn@divta Lovadiko avoyvmploTikd KodKO.

18. MONAAIKOX ANATNQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXZO KOYTI ENTOX TIOAYXYXKEYAZXIAY (XQPIX BLUEBOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoipo d1dAv L0 GE TPOYEULICUEVT] GUGKEDT] TOTTOV TEVAG
romosozumab

| 2. LYNOEXIH LIE APAXTIKH(EX) OYIIA(EY)

Kd0Be npoyepuouévn ovokenn tomov mévag neptéyet 105 mg romosozumab oe 1,17 ml diahduortog
(90 mg/ml).

| 3. KATAAOTI'OX EKAOXQN

"Exdoya: acBéotio 0&uod, Tayopopeo o&uco oD, vatpiov vopoeidio, cokyapdln, moivcopPukd 20 kot
VO®P Y10 EVESLOL

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoipo didivpa
2 e@ama& ypNoNG TPOYEUIGUEVEC GLGKEVEG TOTOV TEVAS. LVOKEVAGIN UEPOG UL TTOALOTTANG
ovoKkevaciag dev umopel va toindel Eeywpiotd.

| 5. TPOITIOX KAI OAOX(0OI) XOPHT'HXHX

IMa vroddpra ypron.
AwBaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Mnv avoxkiveite.

Eixdva oty pumpoouivi) miEvpa. TS YGpTIviG CUOKEVATIOG:

\
}+f=] doon

Eixovo kot keluevo péoo. ato Kovti, EUPOVIG UETC. TO GVOLYUA.:
IMa va AdPete mAnprn 66on, Tapte dvo.
Awofaote 10 OARO 03NYIOV XpHioNG TPV 0Id TN XPHON.

\
}+f=] doon
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6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IIPEITEI NA ®YAAXXIETAI *E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Noa puidooetar o€ BEon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

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

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEX OYAAZEHX

dvlacoete o€ Yoyeio.
Mnv KatoyoyeTe.
dvAdoceTte TNV GLGKELT] TOTOL TEVOS 6TO EMTEPIKO KOVTI Y10l VO TPOGTOTEVETOL OTTO TO PG,

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATOPPIYH TQN MH
XPHEZIMOITIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTOQN ‘H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E©OOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoyotumog)
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. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX
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| 16.

IHAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOLZ TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX IOY IPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH NPOI'EMIZMENHX XYXKEYHX TYIIOY ITENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHEHZ

EVENITY 105 mg éveon
romosozumab
Y7odopia yprion

| 2. TPONOX XOPHIHEHX

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1,17 ml

6. AAAA XTOIXEIA

UCB Pharma S.A. (Aoyotumoc)
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAXIA TPOTEMIXMENHYX XYPITTAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoyo S1dAvpe G TPOYEUIGHEVT GOPLYYO
romosozumab

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

KdbOe npoyepuopévn oopryya tepiéyxet 105 mg romosozumab og 1,17 ml dtadvuatog (90 mg/ml).

3. KATAAOT'OX EKAOXQN

"Exdoyo: acBéotio 0&iko, mayopuoppo o&ko o0&, vatpiov vdpoteidio, cakyapoln, moivcopPucod 20 kot
VWP Yo EVESLAL

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didAvpa
2 e@ama& ypNoNG TPOYEUIGUEVEG CUPLYYES

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

Mo vrodopia ypron.
AwBaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Mnv avoxkiveite.

Ewcovo, oty umpoativi) mAevpd TS YOpTIVIG GVOKEVOTLOG:!

[ +:f;‘= 1860m

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Na puAdooetat og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

| 8. HMEPOMHNIA AHEHX
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AH=EH

9. EIAIKEX XYNOHKEX OPYAAEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
dvAdoceTe TNV TPOYEUIGHEVT] GUPLYYO GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PG .

10. TAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQN ITIOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Béhyo

12.  APIOMOX(OI) AAEIAX 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

Moprtioa

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

EVENITY 105 mg
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17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

Aodiaotatog Ypapuumtoc kadikag (2D) mov eépet Tov meptAn@divta Lovadiko avoyvmploTikd KodKO.

18. MONAAIKOX ANATNQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

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

EZQTEPIKO KOYTI HIOAYXYXKEYAXIAYX (ME BLUEBOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoyo S1dAvpe G TPOYEUIGUEVT GUPLYYO
romosozumab

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

KdbBe mpoyepuopévn oopryya mepiéyet 105 mg romosozumab og 1,17 ml dtaivpatog (90 mg/ml).

3. KATAAOI'OX EKAOXQN

"Exdoya: acBéotio 0&uod, Tayopopeo oo oD, vatpiov vopoeidio, cokyapdln, moivcopPukd 20 kot
VWP Yo EVESLAL

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didiopa
IMoAlamAn cvokevacio: 6 (3 cvokevacies TV 2) epdmal ypNong TPOYELGUEVEG GVPLYYES

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

IMa vroddpra yprion.
AwoBaote To OALO 0N YLDV ¥PNONE TPV oTd TN XPHon.
Mnv avoxuveite.

Ewcovo, oty umpootivi) mAEopd ThS YOpTIVIG GDOKEVOOIAG:!

f +Cf;‘= 1 360m

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXIETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

No puidooetar o€ Béon, v omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

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

AHEH

9. EIAIKEYX XYNOHKEX OYAAZEHX

dvlacoete o€ Yoyeio.
Mnv KatoyoyeTe.
DduAdoceTE TNV TPOYEUIGHUEVT] GUPLYYO GTO EEDTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO PMC.

10. TAIAITEPEX ITIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoy6tumoc)
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. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHT'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

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

Aod1dotatog Ypapuumtdc kadikag (2D) mov pépet Tov meptAn@divta Lovadiko avoyvmploTikd KodKO.
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18. MONAAIKOX ANATNQPIETIKOXZ 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 ENTOX ITOAYXYXKEYAXIAY (XQPIX BLUEBOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

EVENITY 105 mg evéoyo S1dAvpe G TPOYEUIGUEVT GUPLYYO
romosozumab

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

KdbBe mpoyepuopévn oopryya mepiéyet 105 mg romosozumab og 1,17 ml dtaivpatog (90 mg/ml).

3. KATAAOI'OX EKAOXQN

"Exdoya: acBéotio 0&uod, Tayopopeo oo oD, vatpiov vopoeidio, cokyapdln, moivcopPukd 20 kot
VWP Yo EVESLAL

| 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéopo didAvpa
2 €@ama& ypNoNG TPOYEUIGUEVEC GVPLYYEC. ZVOKELOGIN, LEPOC UOG TOAAATANC GLOKEVAGTING OV
umopel va ToAn0el Eeywpilotd.

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

Mo vrodopia ypron.
AwBaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Mnv avoxkiveite.

Ewcovo, oty umpoativi) mAevpd TS YOpTIVIG GVOKEVOTLOG:!

f +:ﬁ}= 1 8601

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Na puAdooetat og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

AHEH

9. EIAIKEYX XYNOHKEX OYAAZEHX

dvlacoete o€ Yoyeio.
Mnv KatoyoyeTe.
DduAdoceTE TNV TPOYEUIGHUEVT] GUPLYYO GTO EEDTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO PMC.

10. TAIAITEPEX ITIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

UCB Pharma S.A. (Aoy6tumoc)
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. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHT'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

EVENITY 105 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOXZ TPAMMQTOX
KQAIKAX (2D)
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18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

40




EAAXIXTEX ENAEIZEIX IOY IPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZMENHX XYPIITTAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHEHZ

EVENITY 105 mg éveon
romosozumab
Y7odopia yprion

| 2. TPONOX XOPHIHEHX

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1,17 ml

6. AAAA XTOIXEIA

UCB Pharma S.A. (Aoyotumoc)
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonylov ypions: Iinpoopics Yo Tov ypriotn

EVENITY 105 mg gvéoipo 01dAvpa 6€ TPOYEPLIOREVT) CUGKELT] TOUTTOV TTEVOG
romosozumab

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)OIG TPV UPYICETE VA Y P CLUOTOLEITE AVTO

T0 PAPRUKO, OLOTL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUC.

- DdoraEte avTd TO EVALO 0INYIDV YprionG. Towg ypelaotel va to duPfdcete Eavda.

- Edv éxete mepartépm amopieg, poTNOTE TO Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

- H cvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODCETE TO
QAapuroKo o€ AAAOVE. Mmopel va Tovg TpoKaAEéoel PAAPT, aKOU KOt OTOV TO, GUUTTOUATO, TNG
acBéveldc Tovg eivor 101 pe Ta 1Kl cag.

- Edv mapatmpnoete kKamowo avemBOunTn evEpyela, EVIUEPADCTE TO YLOTPO 1) TOV POPLOKOTOLO
00G. AT 1oyvet kot Yo kKaBe mhovy avemBOUNTN eVEPYELN TOV OV OVAPEPETOL GTO TAPOV
@OALO 0ONYIBV Yprionc. BAéme mapdypagpo 4.

- ®a cog 600¢el o Kapto Tpogdomoinong achevoig, 1 omoia TEPLEYEL GNUAVTIKEG TAPOPOPIEG
acQAAELNG TTOV TTPETEL VO YVpileTe mpv Kot Katd tn diapkela g Oepameiog cag e T0
EVENITY.

T Tepréyer 1o Tapév Ao 00N YLOV:

Tt etvar to EVENITY ko woa fvor ) ypijon tov

T mpéner va yvopilete npwv ypnoomomoete to EVENITY
g va ypnoyomomoete to EVENITY

[TBavég avemBOunTEg EVEPYELEG

[Tog va purdccete 1o EVENITY

[epieydpeva tng cvokevaciog Kot AOITEC TANPOPOPIEg

cuprwNE

1. T eivan to EVENITY ko wowa givan i yp1jon tov

T eivan to EVENITY
To EVENITY nepiéyet m dpaoctikn ovsio romosozumab, éva edpuaxo mov Bondd va yivovv to 0ot
7o SVVATA KOl LEIDVEL TOV KIVOUVO GTUGUEVOV 0GTAOV.

I'e wowov Aoyo ypnoponoreiton to EVENITY

To EVENITY ypnoiponoteiton yio m Bepaneio tng cofapnc 06te0ndpmong € Yuvaikeg LETA TNV
EUUNVOTONGT] TTOV SLATPEXOVLY ALENUEVO KIVOLVO GTAGUEVEOV 0GTAOV (KATAYULOTOG).

H octeondpmon givar pio, acbévela ov kdvel Ta 06Td Gog va yivovtor Aertd kot 60pavota. [ToArég
ao0evelg [Le 00TEOTOPWOT) OEV £XOVV GLUTTAOUATO, AAAL PTOpPEL VO SlaTpEXovY awénévo kivouvo
KOTOYLOTOV.

I og Aertovpyei To EVENITY

To EVENITY egivot éva povoxhoviko avticopa. Eva povokiovikd avticopo givol évog TOmog
TPOTEIVNG OV £XEL GYESOGTEL Yo VO, avoryvVopilel Kol Vo GUVOEETOL UE CLUYKEKPIUEVES TTPOTEIVEG GTO
ocopo. To EVENITY mpocaptdtol og o mpmteivn mov ovopdletal cAepocivr. Me v mpocdptnon
KOl TOV OTOKAEIGHO TNG dpactnplotnTag G oigpooivng, to EVENITY:

o Bonbd otn dnuovpyia véov 0oTod Kot

. EMPPASVHVEL TNV ATDAELN TOV VITAPYOVTOS 0GTOV.

AT KAVEL TO 0GTA O SVVATE KOL LEWDVEL TOV KIVOLVO KOTOYUATOV.

2. T npéner vo yvopilete mpiy ypnoyonomoste to EVENITY

Mnyv ypnoiponoreite To EVENITY
. o€ mepintwon oliepyiog oto romosozumab 1 o 0m01081moTE GAAO OO TO GLOTUTIKG AVTOD
TOV POPLAKOV (OVAPEPOVTAL TV TOPAYPOPO 6),
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. eaqv €xete younAd enineda aofectiov 610 aipa (vracPeotionpia). O yaTpdc cag Ba cag el edv
Ta emineda cog etvot TOAD younid,
o €4V €XETE 1GTOPIKO KAPIIOKNG TPOGPOANC 1] OyYELOKOD EYKEPUAIKOD ENEIGOSIOV.

Mnv ypnoponoteite to EVENITY v kdmoo and ta mapandve woyvet yio eods. Edv dev glote
ciyovpn, WANGTE HE TO Y1TPO 1) TOV PUPUOKOTOLO Gag TPy yproomomoete o EVENITY.

IIpogidomonoels Kol TPOPUAGEELS
AmevBuvheite 610 Y10TPO 1] TOV QPOPLOKOTOLO GOG Kol GLLNTNOTE TO WTPIKO GOG IGTOPIKO TPV
ypnopomomoete to EVENITY.

Kopdiokr mpocsfoln Kot ayyelokd eYKEQOAKO EXELGOOI0

Kopdiakn TpocsPoln Kot ayyelarKd yKe@alko ETEICO010 Exovv avapepbel oe dropa Tov Aappdvovv

EVENITY.

Znmiote apécmg wTpikn Pondsia, edv eppavioete:

. 6vo 610 6TNH00G, dVGTVOL,

. TOVOKEQOAO, LOVOLUGE 1] AOVVALIC GTO TPOGMTO, Ta. YEPLN 1 TAL TOSLU GO, OLGKOAMN GTNV
OLATD, OAAOYEG OTNV OPOGCT), OTOAELN IGOPPOTINS.

O ywatpog oag Oa aELoA0YNOEL TPOCEKTIKG TOV KIVOUVO KOPILOYYELNK®DVY TPOPANUATOV TPOTOV GOG
emutpéyet va Eexivnoete T Oepamneia pe to EVENITY. Evnuepdote tov yotpd cog edv yvaopilete 0t
éxete aLENUEVO KiIVOUVO ELPAVIONC KAPOLOYYELOK®OVY TPOPANUATOV, OTMOC EYKATESTNUEVN
KopSLOYYELOKT VOGO, DYNAN apThpLokt Tieon, vynAd exineda Aimovg 6Tto aipa, dtafnt, KOTvicuo )
VEQPIKE TPOPANLLOTAL.

XapnAd enineda acBeotiov oto aipa (VrocPectionio)
To EVENITY pmopel va Tpokaiécet yapnAd eninedo aoPecTtiov 610 aijlo oag.
Evnuepoote Tov 10Tpé 060G €0V TOPATNPNOETE:

. GTAGLOVS, GUGTAGELS 1| KPAUTEG GTOVG LG GG,
o LOVJAGHO 1) LOPUNYKIOGUO GTA SAYTUAG GOG, OTA SAYTLAC TV TOS®V 1 YOP® amd TO GTOUA
o0,

O y10tpdg o0g PIopel va cuvtayoypoenoel acBéotio kot Prrapivn D yio va anotpéyet Ta xounid
enineda aoPfeotiov 070 aipa cag mpy Eekwvnoete T Oepaneia oag kot eved maipvete o EVENITY,
AdPete acPéotio kot Prrapivn D, 6mwg cog Aéetl 0 YiaTpog cag.

Evnuepdote 10 yotpd cog eqv €xete 1 €iyote moTté GoPapd VEQPUKH TPOPANLOTO, VEPPLKT OVETAPKELL
N ypewoTNKaTE Opokadaporn, kabng avtd propei va avénoet Tov Kivovvo younAiov acPecstiov 6to
aipa dv ogv AauPavete couminpopeto acpectiov.

2oBapég arlepykég avTIOPACELS

Mmnopel va ooy cofapég arlepyikég avtidpdoelg oe dtopa mov ypnoiporotovv to EVENITY.

Zntote apéomg oTpikn fondsia edv epeavicete:

. TPNELLO TOL TPOGMTOV, TOV GTOUATOC, TOV AULLOD, TV YEPLDV, TOV TOJDV, TOV ACTPAYIA®Y,
TOV KATO AKpoV (ayyglooidnua) 1 kvidwon,

. o0& depuatikd e£avOnua pe ToAATAEG GTPOYYLAEG KOKKIVES/ POl KNAIOES IE GYNUATICUO
KOYEADV 1] EQEAKIOMOOVE KEVTPOL (TTOAVLOPQO £pVON L),

. dVGKOALD KATATOGNG 1) AVOTVOT|G.
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Hpofinuata pe 10 otdua, ta dévtia 1 ) yvabo

Mo avemiBO N evépyeta mov ovoudletatl ooteovékpwon g yvéBov (ONJ) (BAEPN TV ooTdV 611
yvabo) &xel avapepbel ondavia (umopei va emmpedoet £o¢ 1 ota 1.000 dropa) oe acbeveic mov
happdvoov EVENITY. H ONJ evoéyeton emiong va eupaviotel petd m dtokonn g Oepaneiog. Eivan
ONUAVTIKO Vo TpooTadnoete vo amotpéyete tnv eueavion g ONJ, kabdc propei va, givat po
oduvnpN KATAoTOoN TOV UTOPEL Vo lval OOGKOAO VA OVTILETOMIGTEL [0 Vo LEIDGETE TOV Kivouvo
eupdviong ONJ, vapyovv opiopéves TPOPLVAGEELS TOV TPEMEL VO, AGPETE.

[Ipwv and ™ Aqym tov EVENITY, evnuepdote to ylotpo 1 Tov VOoAELTH coG €6v:

. £€xete TPOPANLOTU UE TO OTOUA T TO. OOVTIO GOG, OTOC KAKT 030VTIKN VYEia, acbévela Tmv
00A®V N TPOYPUUUOTIGUEVT EEAYMOYT SOVTLDV,

. dev AouPavete TaKTIKN 000VTIOTPIKT PPOVTION 1 dEV £YETE TPOYUATOTOIGEL 0OOVTIUTPIKO
ELeyY0 Yo LEYAAO XPOVIKO S1AGTN O,

. elote kamviotpla (kabdg avtd umopel va avénoet Tov Kivouvo 0d0VTIKGOV TPOPANUAT®OV),

. éxete mponyovpéveg Aapet Bepameia pe dtpmopovikd dlog (xpnotponoleitol yio ) Bepaneio 1

™V TPOANYT SATAPOYDY TOV 0GTAOV, OTTMG 1| 0GTEOTOPW®AT)),
Aappdvete eappaka wov ovoudalovtol KopTikooTePOELdT| (0mmg mTpedvilohdvn 1 deauedaldvn),
. TOGYETE OO KAPKIvO.

O ywatpog oag pumopel va oag {ntmoet va voPAnbeite oe odovtiatpikn eEEtaon Tpotov EEKIVIOETE T
Oepamncio pe o EVENITY.

Kotd ™ didpkela g Oepaneiog, Oo mpémel va dtatnpeite KA GTOUATIKN VYIEWVT Kot VO AapfaveTe
TOKTIKOVG 000VTIOTPIKOUC ELEYYoVC. Edv popdte texvnt odovtoototyia, Oa mpénetl va Pefarmbeite 6Tt
taptalel 6to otopa 6o cmotd. Edv vofdiiecte oe odovtiatpikn Bepaneio 1 TpoOKELTAL VO
vroPAnOeite og odovtioTpikn emépfoon (m.y. e&aywyég SOVTIOV), EVIUEPDGTE TO YIATPO GG YO TNV
odovtiatpikn Oepameia kot Tov 0dovtiatpod cog 0Tt AauPavete Beponeio pe to EVENITY.

Emwowvmvnote apécmg Pe To Y1oTpo Kol TOV 000VTIOTPO GOG 0V OVTILETOTILETE TPOPANLATO LIE TO
oTOUA M TO OOVTIH GOG, OTTMC:

. YoAopd dovTLa,

o novo 1 Tpnépo,

o TANYEG OTO GTOLO, TTOV JEV ETOVADVOVTOL,
. exkpioelc.

Acvvifhiota Katdypoto Tov unploiov 06Tdv

Atopa ov &yovv yprowomomost o EVENITY, ondvia avénrtuéav acuvifiota katdypota Tov
unplaiov 06ToL TOL TPOKAAOVVTAL ad KPS 1 KaBOAov Tpadpa. Avtd To €101 KOTOYHATOV GUYVE
TPONYOVVTOL LE TPOEWOTOMTIKES EVOEIEEIS TOVOL GTOV LNPO N TN POVPOVIKT XDPO Y10t TOAAES
ePdoudoeg mpv eméAbel To KATaypa. Agv gival Yyvooto av 1o EVENITY mpoxdiece avtd ta
acvviOioTa Katdypota. Evnuepmote 1o Yotpo 1 TOV QApUOKOTOL0 GOG EAV ELPAVICETE VEOUG 1|
acvvNB1oToVg TOVOLG 610 16Y 10, TN PovPrVviKn Ydpa 1} TOV UNPO Cag.

Howowd ko £pnpor
H ypnion tov romosozumab g maidid kot priffouvg dev £xel peretnOei Ko dev eivor eyKeEKPLUEVO V1o
y¥pHon o€ Tardlatpikovg acbeveic (nAtkiog <18 eTmv).

Al @dppoxa kot EVENITY
Evnuepdote 10 yiotpd 1 10V QopuaKonold cag edv maipvete N £xete mpds@ata Tapet 1| Lopel va,
népete GAAA QApLaKa.

Kdnon kot Onraopog

To EVENITY npoopiletar povo yio xpnon amd yovaikeg HETA TV EUUNVOTAVGT.

To EVENITY bev Oa mtpémet va ypnOLUOTOLEITOL OO YOVOIKEG OVOTOPAY®YIKNG NAKIOG 1 08 £YKVES
yovaikeg 1 o€ ONAdlovoeg yovaikec. Aev givarl yvootd edv 1o EVENITY umopei va mpokadécet BAGPT
o€ ayévvnro Toudi | OnAdlov maidi.
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Emikowveovnote pe tov ylorpo oag GV £ETE OMOIEGONTOTE EPMTNOELS.

00N yNoN KO LEPICROS PNY AV RATOV
To EVENITY dev avapéverot va et enidpacn 1 €L EAAYIOTN EXIOPACT OTNV IKAVOTNTO 0ONYNONG
KOl XEPIOUOD UNYOVNLATOV.

To EVENITY mepiéyer varpro kot mroivooppucé 20

Av16 10 Pappako mepiEyel 0,070 mg molvcopPikod 20 o Kb TPOYELGUEVT] GUGKELT] TOTTOL TEVOC.
Ta moAvcopPikd uropei va tpokarécovy allepyikéc avidpdoeic. Evnuepmote tov wtpd cag eav
EYETE YVOOTEG OAAEPYIES.

To @appoaxo avtd mepéyet Aydtepo and 1 mmol vatpiov (23 mg) avd d6om, givar ovtd mov
ovoudlovpe «erevBepo vatpiovy.

3. Iag vo xpnowponomosete To EVENITY

H Bgpancia pe o EVENITY Oa mpénet va Egkvd kot va mapakorovbeitan omd €101€00G 10Tpovg pe
gumEPia GTNV AVILETOTION TNG 06TEOTOP®ONG. I1dvToTe Vo ¥pNGILOTTOLEITE TO PAPUAKO QVTO
QVGTNPE GOUPOVO. LE TIG 00NYieg TOV YloTpoy cag. Edv éxete apeiforieg, pomote Tov yloTpd 6og.
H éveon mpémet va yopnyeitol povo omd dTopo mov £XEl EKTAOELTEL COOTA.

1660 vo Y pnonoTou|ceTE

. H ocvvietdpevn d6on EVENITY givar 210 mg.

. Kobmg pia Tpoyspiopuévn cvokent| tomov wévag meptéyet 105 mg dpactikng ovoiog
romosozumab cg 1,17 ml droeddpatog (90 mg/ml), yia kéOe dd6on TPEREL VO, YPNCYLOTOLOVVTOL
2 TPOYEUGUEVEG GUOKEVEG TOTOL TTEVOC. H devtepn éveon Oa mpémet va yopnyeitan apécmg LeTd
TV TPOTI, 0ALG o€ dAPOPETIKT BEG Eveonc.

. Av10 10 Kdvete pia popd kabe pqva yuo 12 pnveg.

[ ®g va To ypnopomou|ceTe

. To EVENITY mpénet va yopnyeitor pe éveon kat® ond 1o dépua (umoddpia Eveon).

. To EVENITY npénet va yopnyeiton pe éveon gite otnv mEPLOYN TOV GTOUNYOV (KOIMOKY YDOP),
gite atov unpo. To e€mtepikd Tov v Ppoayiova cag pmopel emiong vo ypnopuomom el og
onueio éveong alAd LOvov edv 6oG KAVEL KATO10G AAAOG TNV £vEon.

° Edv 1 idwo teproyn Eveong oyeotdletat va ypnoomombei yia tn devtepn veon, 0o, mpénet va
ypMNoLoTon el SopopeTikd onueio Eveong.
° To EVENITY bgv mpémel va eyyéetal g meployég 0mov to dépua eivar evaictnro,

HOAOTGHEVO, EpLOPO 1| GKANPO.

Etlvat onpovtiko va dapdoete tig Odnyies Xpfiong yio avarlvTikéG TANPOQOpieg GYETIKA LE TO TTMOG VO
YPNOLLOTOLELTE TNV TTPOYEMGUEVT cLoKeLT| TOoL tevas EVENITY.

Potote 10 y1otpd 1 TOV QOPLOKOTOLO GOG EAV EXETE MEPUUTEP® ATOPIEC GYETIKA LLE T XPTOT TOL
Qapuaxov.

Eav ypnowponomosete peyorvtepn 00on EVENITY amé tnv kavovikn
Edwv, xatd AdBog, mépete peyardtepn 66on EVENITY amd tnv kavoviky], EMKOWVOVIGTE LE TO YOTPO
N TOV QOPLOKOTOLO GOC.

Edv Eeyaoete 1] 0ev propeite va ypnoiporomjcete To EVENITY ot ovviin opa cog

Edv ydoete o d6om tov EVENITY, emtkotveovinote pe 10 Y10Tpd GG TO GUVTOUOTEPO dSLVOTO YO VL
mpoypappaticete pio GAAN d0on. L1 cvvéyela, 1 emopevn 0001 Ba Tpémel va dideTon Oyl vopitepa
amd Eva Pvo LETA TNV NUepounvio g televtaing d0omG.

Eav otapatiioete va maipvere to EVENITY
Edv oképteote va otapatioete ) Oepaneia pe 1o EVENITY, culntote 1o pe 10 yotpd cag. O
YwTpog cag Ba cog cupPfoviéyet Yo m6Go Kupod Ba wpénel va AdPete Oepaneia pe to EVENITY.
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Edv éxete meplocdtepeg pMTNCELS GYETIKA LLE T YPTOT) GVTOV TOL PAPUAKOV, POTACTE TO YTPO N
TOV POPLOKOTOLO GOG.

Yu{nmote pe 10 YiTpd Gog TV avdykn petdfacng oe GAAN Bepameia yio TV 00TEOTOPWOOT UETH TO
téA0g NG Bepameiog cag pe to EVENITY.

4, IMBavéc avemBopnTEg evépyELEg

Onwg 6Aa To pApLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovclalovtal 6€ OAOVG TOVE avOpPMOTOLG.

Znmiote apécng wTpikt) fondsia edv eppavicete kdmolo amd to akdAovda mbava cuurTOUATO

KoPOLaKNG TposPoing 1 ayyelokoO £YKEQUMKOD £TEL608i0v (O)L GLYVES: EVIEYETAL VO EXNPEAGOVY

éw¢ 1 ota 100 dtopa):

e 7dvo oto oThog, dvervola,

®  TTOVOKEQOAO, LOVOLOGUE 1 AOVVOLLIC GTO TPOGMTO, TA YEPLOL 1 TA TOOLN GOG, OVGKOALN GTNV OpAi,
oAlayég otV 6pao, ATMAELD IGOPPOTIOG.

Zntiote apécg wTpikn fondsia sdv epeavicete ta akdAovLOa GLUTTOUATE GOPAPNS AALEPYIKNAG

avtidpacng (omavieg: evdéyetan va ennpedoovy émg 1 ota 1.000 dropa):

. TPNHELLO TOL TPOGMTOV, TOV GTOUATOC, TOV ACLLOD, TV YEPIDV, TMV TOJIDV, TOV ACTPUYIA®V 1
TOV KATO AKpoV (ayyglooidnua) 1 kvidwon,

. o0& depuatikd e£avOnua mov deiyvel TOAAUTAEG GTPOYYLAES KOKKIVES/ pol KnAideg pe
CYNUOTIGLO KOWEADVY 1] EPEAKIODO0VG KEVTPOL (TOADLOPPO £phOMLQL),

. SVOKOALN KOTATOOTG 1) OVOTTVOT|G.

Evuep®@ote T0 Y10Tp6 060G GV TOPATNPNOETE TO 0KOAOLOO GUUTTOUATA YOUNAAOV EMTESOV
aofeotiov 010 aipa (vrooPeotiapio) (Ot cuyvic: evdéyetol va exnpedoovy £o¢ 1 ota 100 dropa):

. GTAGLOVS, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
. LOVJUGHO ) LOPUNYKIOOUO GTO SAYTUAN GOG, T SAYTVAN TV TOSDV 1} YOP® and TO GTOW
oG,

BA. eniong mapdypogo 2 «Ti mpénetl va yvopilete mpv ypnoyomomioete 1o EVENITY»,
AlAeg avemBOUNTEG EVEPYELEG TEPIAAUPAVOVV:

oAb ovyvéig avemOOuNTES EVEPYELES (eVOE ETOL VO emnpedoovy Thvm and 1 ota 10 dropa):
. Kowd kpvoroynua,
. ApOparyia.

Yoyvég avemBOuNTEg evépyeres (evogyetot va exnpedoovy €mg 1 ota 10 dtopa):
E&avOnpa, pAieypovi tov déppatoc,

[ovoképaiog,

dAreypovn Tov typopeiov,

[T6vog otov avyéva,

Moiiég Kpapmeg,

EpvOpdtnrta 1 mévog yop® omd to onpeio 6mov yopnyndnke n £veon.

'Oy ovyvég avemOBounteg evépyeleg (evoéyeton va emmpedcovy Eog 1 ota 100 dtoua):
e E&avnuo (kvidwon),
e  Koatappdxnge.

Ava@opd avemOounToVv evepyELOv
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Edv mapatnprioete kamoto avemBountn evépyeLa, EVIUEPDGTE TO YLOTPO 1| TOV POPLOKOTOLO GOC.
A1 1oyt Kot Yo kéBe mBoavr| avemBountn evépyelo TOV €V AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
xpione. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeiog LEcm tov gBvikoy
GUGTLOTOG OVOPOPAS TOV OVOYPAPETaL 6T0 MapdpTnua V. Mécm g avapopdg avembounTov
EVEPYEIDV Umopelte va. fondNoeTe 0T GLALOYN TEPIOCOTEPMV TANPOPOPLOV CYETIKA [LE TNV OCPAAELL
TOV TOPOVTOG POPUAKOL.

5. Iag vo pvridooete To EVENITY
To @apuaxo avtd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TOUSLA.

Na pn ygpnoponoteite ovtd T0 PAPUOKO UETE TV NUepopUnvio ANENG TOV aVAPEPETAL GTNV CLCKELT
kot ot eEmTePin ovokevacio petd ™ AéEn AHEH. H nuepounvia Anéng ivor ) teAevtaio nuépa
TOL UAVO TTOV OVOPEPETOL EKEL.

dvldooete o€ yoyeio (2 °C — 8 °C). Mnv kotayvyeTe.

A@dtov PydAete TN YAPTIVI CLOKEVAGIO TOV TEPIEYEL TNV TPOYEUIGHUEVT] GUGKELT TOTTOL TEVOC OO TO
YuYyeio Yo xpNo|, OgV TPETEL VO, TNV TOTODETNHGETE TGM® GTO YLYELD, AALG LITOPELTE VOL TNV KPATNGETE
og Oeppoxpacio dopatiov (g 25°C) ya uéypt kot 30 nuépeg. Edv dev ypnoytomombei evidg owtg
NG YPOVIKNG TEPLOS0V, TO TPOIOV TPEMEL VAL omoppLodet.

DVAACOETE TNV TPOYEUIOUEVT] GLGKEVT] TOTTOL TEVAG 6TO EEMTEPIKO KOVTI Y10l VO, TPOGTUTEVETOL OO
TO QMG

EXéyEte omtikd T0 d1dAv 0. MNV TO ¥pNCILOTOLEITE EAV TO SLOAV LN EIVOL OTOYPOUATIGUEVO, BOAO M
TEPLEXEL VIQADEG 1) COUOTIONL.

Mnyv metdite @APLAKO GTO VEPD TNG AMOYETEVCNE 1| OTA O1KLOK( amoppippoto. Potiote tov
(POPLOKOTOLO GOG Y10 TO TAG VO, TETAEETE TAL PAPUAKE, TTOVL EV YPMOILOTOLELTE T AvTd T péTpa Oa
Bonfncovv oty Tpoctacio Tov TEPIPAAAOVTOC,.

6. [epreyépeva TG GVOKEVAGING KO AOUTEG TANPOPOPIES

Tvrepréyer o EVENITY

- H dpactikni oveia ivar To romosozumab. Kabe mpoyepiopévn cuekevn Tomon mévog TepEyel
105 mg romosozumab cg 1,17 ml drodvpartog (90 mg/ml).

- Ta Aownd cvotatikd givarl aoPéotio 0&ikd, Toydpopeo o&ikd 0&D, vatpiov vopoeidto (Yo
pvOon Tov pH), caxyapoln, molvcopPiko 20 kar Héwp Yo evéoiua. BA. Tapdypago 2 «To
EVENITY nepiéyet vatpion.

Epeavien tov EVENITY kot wepreydpeva mng cuokevaciog

To EVENITY eivou dtavyég Emg onarilov, dypmpo £mG avolkTd KiTpivo eVEGIUO SIGAV L0 TOV
TOPEYETAL GE EPATAE YPNOTG TPOYELGLEVT GLGKELT] TOTOL TTEvas. H ouptyya péoa otnv méva eivan
KOTAGKELOOUEV OTt0 TAUGTIKO UE fEAOVA 0o avoEEidMTO OTGAL.

To péyeBog g cvokevaciog eival 2 TPOYEUGUEVES GUGKEVEG TOTOV TEVOLC.
IToAlamAn cuokevacio mov wepléxet 6 (3 CLOKELOGIES TV 2) TPOYEUIGUEVES GUOKEVEC TOTTOV TEVOC.
Mmropet va. unv KuKAOQOpoLV OAEG Ol CUCKEVAGIEC.

Karoyog Adcrog Kvkiogopiag
UCB Pharma S.A.,

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

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

[Ma omoladmoTe TANPOEOPia GYETIKA UE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKOAEIGTE VO
amevBuvleite otov TOMIKS avimpdsmno Tov Katdyov g Adstoc Kukhopopiag:

Belgié/Belgique/Belgien
UCB Pharma SA/NV

Tél/Tel: + 32/ (0)2 559 92 00

Bbbarapus
1O 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 AE.
TmA: + 30/ 2109974000

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

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

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
UCB Nordic A/S
Simi: +45/32 46 24 00
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Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tel/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: + 47 /67 16 5880

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

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.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

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



Italia Suomi/Finland

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

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

TnA: + 357 22 056300 Tel: + 46/ (0) 40 29 49 00
Latvija

UCB Pharma Oy Finland

Tel: + 358 9 2514 4221 (Somija)
To mapdév eVALo 0dNYLOV Ypriong avedepOnke yia Tedevtaio gopd otic MM/EEEE.
AdLeg TN YEG TANPOPOPLOV

Aentopepeic mAnpogopiec yio 1o appako avtd gival dabéoieg 01o dikTvaKd T0TO ToLV Evpmmaikol
Opyavicpod Gopudkov: http://www.ema.europa.eu.
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I'vpicte 6elida Yo TIg 001 yiES Yp1oNG.

OAHI'IEX XPHXHX I'TA THN ENEXH EVENITY MEXQ IPOTEMIZMENHX XYXKEYHX
TYIIOY IIENAX

Xopnyeiote pe £veon 000 TPOYEPIGUEVES GVOKEVES TUTOV TEVAS T Nid GPECOS HETA TNV GAAY,
Yo vo Adpete pua Tapn o6on

Ot mopakdte 0dnyieg e€ENyodv ToV TPOTO ¥PNOTG TG TPOYEUICUEVIIC GLGKEVT TOTTOL TTEVOC Y1 VO
Kkévete v éveon tov EVENITY.

. AwPaoTe TPOCEKTIKA OVTES TIG 001)YiEg KOl aKkolovO6TE TIg frjpa tpog Pripa.

. Edv éyete onmoeadnmote epmtioeig N aicBdveste aféfoia yio T drodikacio Eveong,
amevBuvbeite og ylaTpd N PaPUAKOTOLO.

. Eivon onuavtikd va Befoiwbeite 6t1 1 éveon yopnyeitol Lovo omd ATopo mov £xel EKTOOELTEL
KaTdAANAQL.

. H mpoyepiopévn cuokeutn Tomov mévag avapEPETaL ETIONG WG «TO PAPLOUKO.

51



0onyog £apTNUATOV: TPOYEPIGUEVT] GUCKELT] TUTTOV TTEVOG
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Huepopnvia
AMEng

Hopabvpo

Dddappoko

Agvkd Topa
TomofeTnéVo

Meta ™) (pion

Hpepopnvia Anéng

Kitpwvo mapdbupo
(mApng €veon)

Kitpwvo xdivppo
acQoreiog

Agvkd Topa
apotpedéy

Awpaote avTo TPLY 06 TV £VEST TOV
PuppaKov.

O TapoY0g LYEIOVOLUKNG TTEPIBaAYTG EYEL
ouvtayoypapnost o d6on 210 mg kabe unva.:
INao va AaPete v TApN 00061 60C, TPETEL VO,
KAveTE $vEDT) PE 0V0 TPOYEMOUEVES GVOKEVES

Tomov wévag 105 Mg, ™ pio apécwmg petd v
aiin.

STOP
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Bijpa 1: Ilpogtoipacia

A e Bydhte tn yaptivn cuckevacio wov mePEXEL TIG 0V0 TPOYELGUEVES GUCKEVEG TOTTOL TTEVOG

amd To yoyeio.

. O1 TPOYEMGHEVEC GOG CLOKEVEC TOTOV TEVAG TPEMEL VO LEIVOLV EKTOG Yuyeiov Yo val
etdoovv ot Bepuokpacio dopatiov (Eoc kot 25°C) yua tovhdyietov 30 Aemwtd mpv amd TV
éveon (unv Beppavete pe dAlo tpomo). Avtd Ba Kavel Ty €veon To Gvet.

. Avoi&te ) xaptiv) cuokevacio Kot GLAAEETE OA TaL VAIKA TOV ypeldleoTe Yo Ty £veon
(6mowg avagépetar oto Brjpa B).

. [T\ Ovete kald Ta xépla oag.

. YNKOOTE TIG TPOYEUOUEVEG GUGKEVEC TOTOL TTEVOG €vbeia TPog Ta TAvm amd T ¥apTIvn
GLOKELAGTO — UMV QQALPEITE OKOUO TO AEVKE TAOLOTO OO TIG TPOYEUICUEVES GLOKEVEC TOHTTOV
TEVOC.

. Mnv avoKiveite T TPOYEUIGUEVES GUGKEVEG TOTTOV TTEVOC.

. ELéyEte To dpuako pécm tov Tapabvpov npofoiic. To pdppoko mTpémetl va givar Eva
dtoyéc £mc omorilov, dypouo £0C 0VOIKTO KITPVo S1OAV .

- Mnv ¥pnNGUOTOLEITE TIC TPOYEUICUEVEC GVGKEVEG TOTTOV TTEVOG EAV TO dldALLL efvart
ATOYPOUATIGHEVO, BOLO 1) TEPLEYEL VIQASES 1 COUOTIOW.

- Mmnopei va deite puoaiideg aépa. H &yyoon Tov dtodvpatog vrodoping (kdtw amd to
dépa) mov EPIEYEL PLOOAIDEG aépa lvar afAafnc.

o Mnv enovaypnCLOTOLEITE TIC TPOYEUOUEVEG CLGKEVEC TUTTOL TTEVAGS, EAV:

- €&yovv méoel KATW,
- TO A8VKO TOHO Agimel 1 dev gival ac@AA®G TomoBeTNéVO,
- 1M oepdyion Aeinel 1 eival oTacpUEV 1 €AV OTO100NMTTOTE GALO TURKA TNG PaivETOL
POYIGUEVO 1) GTOGUEVO.
X aUTNV TNV TEPINTAOGT, XPNCUYLOTOUGTE VEX GLGKEDT] TUTOV TEVOAG KOl ETIKOVMVT|GTE LLE TOV
Y1aTpd GOC TO GLVTOUOTEPO SVVATO.

e o kobopn, KoAd eOTICUEVT ETIPAVELN EpYACiag, ToToBeToTE T ENG:

. 000 TPOYEUIOUEVEG GLOKEVEG TOHTTOV
TEVOLG

o 00 PAVTNAGKLO EUTOTICUEVO. LIE
OLVOTVELLOL

. 000 pmdieg Pappdxt 1§ emBépata yalog

o 00 QVTOKOAANTOVC EMOEGUOVG

. €101K6 doyeio amdppIYNG.

[Ipoetoudote kot kabapiote To SEPUA OOV TPOKELTAL VO KAVETE EVECT] LIE TO PAPLLOKO. MTopeite
va, emAEEETE amo:

*  TOUG pMpovg,
® TNV TTEPLOYN TOV GTOUAYOV (KOIALOKT YDPO), OAAG OYL

, , , , , E&wtepucny meproyn tov
TV TEPLOYN S EKOTOGTMY YOP® OO TOV OPUAD,

ave Ppayiovo

. Vv e€mTEPIKN TTEPLOYN TOV GV Ppoyiova (bv .
KAT010G AAAOG GOG KAVEL TNV EVEOT)). Heproyn oropdyov
(KotMakn YdOo)
Mnpdg
L\
. H 6e0tepn éveon Ba mpémel va yopnyeital oe dlapopeTikn BEom amd avTiv Tov

ypMnooromdnke yio v Tpdy éveon. Edv embopeite va ypnoylorooste v id1o
meployn éveone, PefoarmBbeite ot dev eivar To 1d10 onpeio Eveonc.
. Mnv kévete éveon og meployEg 6oL To dEpLa ivarl evaicOnto, LoAoTcUEVo, EpVOPO,
oKANPO, £xEL OLVAEC | paryddeg 1| ExEl TO1EG, EpVOPEC N POAMOOTEG KNAISES 1] AAAOLDGELS.
. KaBapiocte tnv meployn 6mov TpoKeLTal Vo KAVETE TNV EVEST LE VAL LOVTIAGKL
EUTOTICUEVO UE OVOTTVEDUA. APTOTE TO OEPLN VO, GTEYVMDGEL TPV OO TNV EVEGT).
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e  Mnv ayyilete Eavd otV TNV TEPLOYN TPV KAVETE TNV EVEOT).

Bijpa 2: Etoynaocteite

Tpapr&re 6Ao 0 Agvkd TOUA Alyo TPty TNV €veon.
Mohic apoipedei To mdpa, 1| Eveon mpénet va, yopnynOel péoa o 5 Aemtd. Agv vdpyel Adyog
va Blooteite yio v €veon - 5 Aemtd stvon apkeTOC YpOVOC.

. Mn otpiPete 1 Avyilete 10 AeLKO OO

. Amoppiyte 10 AevKo TOUA TNG PEAOVAG 0TO €101KO doyelo amdppiyms. Mnv tonobeteite 10
AEVKO OO TIG® GTNV TPOYEUIGHEVT] CLCKELT] TOTTOL TTEVOC,.

o [Mopdro mov dev givar eppavng, n dkpn g Perovag Exel amokaivedel topa. Mnv

mpocomabncete vo ayyiEete ) ferdva, Kabnd¢ Bo propohoe vo evepYOmOGEL TV
TPOYELGHEVT] GUGKELT TOTOL TTEVAG. Eivar puolodloyikd va PAETETE o oToydva vypod GtV
aicpr g Perovag (L€ca 6To KITPIVO KAAVULO AGQAAELNG).

Tevtdote N méote TO oNUEIO TNG EVESTG Y10 VO OTLLLOVPYNOETE [ 6TabEpT| EMPAVELD.
M£0000g TEVTONOTOG

. Tevimote 10 dépua oTabepd, LETAKIVAOVTOS TOV AVTIYEPO Kol TO dAYTUAN TPOC AvVTIOETEC
KaTELOVVOELS, Y10 VO SNULOVPYNOETE [0 TEPLOYT TAATOVS TEPITOL 5 EKOTOGTOV.
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H
M£00d0g TorpmpaTog
. [Mote T0 Oépua oTabepd peETa&D TOL OVTIXEPO KOL TOV SOKTOAWDVY, Y10l VO ONLLOVPYNCETE
Hia TEPLOYN TAATOVG TEPITTOV 5 EKATOGTMV.

. Inpavtiké: Kpatiote 10 dEppa TeVIOUEVO 1 TOLUTNUEVO KOTE TNV £VEOT).

Bipa 3: Kéavere v éveon

XT o Inpovtiko: H npoyspicpévn cuokenn) THmov mévag 0V TPEMEL VO GTPMYVETOL TPOG TOL
KAT® péEYPL va eloTe ETOLUN VO KAVETE TN TPOAYLATIKY EVEOT).
o To déppa Tpémetl va kpatnOel teviopévo i toumnuévo. Me to dAAo ¥épt, To Kitpivo

KAAV PO, 0GQUAEIOG TNG TPOYELUGLEVIC GUCKEVTC TOTTOV TTEVOC TPEMEL VO TOTODETEITOL
OTNV TTEPLOYN TOV SEPUATOG TTOL EXEL TPONYOVUEVMG KoBap1oTel (0T0 «onpeio Tng Eveongy)
o€ yovia 90°.

Kirpivo KAAVULO 0GQaAELng

Z o H npoyepiopuévn cvuokevn tomov mévag Oa mpénet va méECeTon Tpog Ta KATw oTadepd 6TO
OEPULO LLEYPL VO OTAUATNHOEL VO KIVEITOL TO KiTpivo KdAvppa aceareiog. Otav akodoeTe 1
aloBavieite éva Kk, n éveon Oa Eekvnoel.

H o Xvvegyiote va mélete o déppa. H éveon unopet va Swapkéoset mepinov 15 dgvteporemnta.

e Otov ohoxAnpwbei n £yyvon, To mapdbupo Tpofoing Ba yivelr TANpmg Kitptvo Kot pmopet
emiong va axkovoete 1| va aucBavdeite Eva dedTEpO KAIK.

Yapoéte TPOg TA KAT®

)
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15 devTeporenTa

To mapdBvpo yivetar mAnpwg Kitpvo
OTOV OAOKANP®OEL 1) £y)vOoN.

e H ypnoomompuévn TpoyeiGEVT CLGKELN TOTTOV TEVOC UTOPEL TOPA Vo aporpedel
TPOPOVTOG TNV TPOGEKTIKA £VOgial TPOG Ta TAV® amd TO SEPUAL.

o  Ynpovtiké: Otov apoaipeite Ty TpoYEUGUEVT] GLGKELT TOTTOV TTEVAG, £V TO TapdBupo
dev €xel yivel TANpo¢ Kitptvo N €dv aivetor 6T To eapuako e&akolovdel va eEépyetar,
avtd onpaivel 6t dev Exel xopnynbel oAdKAnpn 1 d6on. O TAPOYOG TNG VYEIOVOLUKNG
nepiBodymc cog Ba Tpémel vo evnuepmBel 1o cuvTouOTEPO SVVATO.

e Metd TV 0QoipesT TG TPOYEUIGUEVTG CLGKELNG TOTOV
mévag amd 1o d€ppa, 1 Peldva B KAADTTETOL AV TOLOTAL.

Mnv npoonadnoete va ayyiete T Perdva.

Bijpa 4: Anéppwyn

O o  Anoppiyte 0OAOKANPN TN YPNOILOTONUEVT) TPOYEUGUEN
GUGKELT TOTTOV TEVAG KOl TO AEVKO MO GE VAL EIOIKO
doyelo amdPPIYNC OUECMG LETA TN YPNON.

e  Mnv metdre (0moppinTETE) TNV MTPOYEUGUEVT] CLOKELT] TOTOV TEVOC GTA OIKLOKA
amofAnTa.

e Mnv gmovoypNCLOTTOLELTE TNV TPOYEUGUEVT] GUGKELT] TOTTOV TEVOC.

o  Xnpovtiké: Atatnpeite TOvToTE TO E101KO d0YEl0 poKkpld omd B€om tnv omoia PAEmOLY Kt
npooeyyilovv Ta madld.

Bijpa 5: EAéyEte 10 onueio g éveong

I Edv vmdpyet aipa, ypnoyomomote Eva Bappart 1 éva Koppdtt yalog Kot EpoprooTe eEAaepLd
mieon Tavm and To onueio TG £veong Yo LepIKd devTepOLenTa. Mnyv Tpifete to onpeio tng
éveonc. To onueio g éveong pmopel va KoAveBel pe va Lukpd ovToKOAANTO EMidesLO0, EAV
glvon amopaitno.
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Bipo 6: Eravalafete T 080TEPN £vEON Y10 VO TAPETE TNV TAN PN 660N

EnavaidBete 6ha ta frpata mov apyilovv and to Pripa I' pe m devtepn mpoyepicuévn
GLOKELT TOTTOV TEVAG YO TNV £YYVOT] TNG TANpoLg ddong. H devtepn éveon Ba wpémet va
xopnyeitol o€ SPOPETIK BE01 amd aVTHV TOV YPMCILOTOONKE Yo TNV TPpdTN Eveon. Edv
embopeite va ypnoiponomoete TV id1a meployn éveone, Befoarmbeite dti dev givor To 1d10
onueio éveong.
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@viro oonylov ypions: Iinpoopics Yo Tov ypriotn

EVENITY 105 mg gvéoipo d1divpo 6 Tpoyspiopév copryya
romosozumab

A PaoTe TPOGEKTIKA OLOKANPO TO GUAAO 00N YOV YPHGNGS TPV UPYICETE VA YPTCLUOTOLEITE QVTO

T0 PAPNOKO, OLOTL TEPIAAPPAVEL GNUAVTIKEG TANPOPOPIES YU GUG.

- DvLaETE 0VTO TO PUALO 0OMYIDV Yp1oNG. Towg ypelaotel va To dafdcete Eovd.

- Edv éxete mepautépm amopieg, pOTNOTE TO YLOTPO 1| TOV PAPLOKOTOLO GOC.

- H cvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODCETE TO
QAapproKo o€ aGAAoVG. Mmopel va Tovg TPoKaAEsEL PAAPT, aKOpUO Kot OTOV TO GUUTTOUATO TG
ac0éveldc Tovg sivart 101 pe T, O1KG GO,

- Edv mapatmpnoete kKamowo avemBOunTn evépyela, EVIUEPADOTE TO YLOTPO 1) TOV POPUOKOTOLO
00G. AT 1oyvet Kot Yo KaBe mhovi avemBOUNTN EVEPYELD TOV OEV OVAPEPETAL GTO TAPOV
@OALO oMYV Yprione. BAéme mapdypagpo 4.

- Oa cog 600l o kapto Tpogdomoinong achevos, 1 omoio TEPLEYEL CNUAVTIKEC TANPOPOPIES
ac@dAelag mov mpémetl va yvmpilete mpv kot katd n odpkela e Bepaneiog oag e To
EVENITY.

T Tepréyer 1o Tapév evALo 00N YLOV:

T eivon o EVENITY ko o ivan 1 yprion tov

T mpéner va yvaopilete npv ypnoonomoete 1o EVENITY
g va ypnoyomomoete to EVENITY

[MBavég avemBounteg evépyeteg

[Tog va purdccete 1o EVENITY

[Tepieydpeva ¢ cuokevAciag Kot AoutEG TANPOPOpleg

ok E

1. Tv eivan To EVENITY kot wowa gival n ypijon Tov

T eivor to EVENITY
To EVENITY nepiéyetl v evepyn ovoia, romosozumab, éva edpuako mov Bondd va yivovv to 0otd
7O SVVATA KOL LEIDVEL TOV KIVOUVO GUGUEVMV 0GTAOV.

I'e wowov Aoyo ypnoponoreiton to EVENITY
To EVENITY ypnoiponoteitor yio t Ogpomeio tng coPfopnc 061e0ndpmong 6e Yuvaikeg LETR TNV
EUUNVOTONGT] TTOV SLATPEXOLY ALENUEVO KIVOLVO GTAGUEVEOV 06TV (KATAYLLOTOG).

H octeondpmon givar pio, acOévelo mov kdvel Ta 06Td Go¢ va yivovtor Aemtd kot 60pavota. [ToArég
ac0eveic e 00TEOTOPWOT OEV £X0VV GUUMTOUATA, OAAG pTopel va Statpéyovy avénuévo Kivovvo
KOTOYLOTOV.

Iog Aertovpyei To EVENITY

To EVENITY egivot éva povoxhoviko avticopo. Eva povokiovikd avticopo givol évog TOmog
TPOTEIVNG OV EXEL GYESOGTEL Yo VO, avoryveopilel Kol Vo GUVOEETOL UE CLUYKEKPIUEVEG TTPOTEIVEG GTO
ocopo. To EVENITY mpocaptdrtol og pe pio tpoteivn mov ovopdaletal chepoacivi. Me v
TPOCAPTNGN KAl TOV ATOKAEIGUO TNG dpAcTNPLOTNTOG TG SAEpocivng, To EVENITY:

. Bonba ot dnovpyio véov 06ToD, KOt

. EMPPASVHVEL TNV ATMOAELN TOV VITAPYOVIOS 0GTOV.

AVTO KAVEL TOL 00TA O SVVATE KOl LEDVEL TOV KIVOLUVO KATOYUATOV.

2. T péner va yvopilete mpiy ypnowponomoeste To EVENITY

Mnyv ypnorponoreite 1o EVENITY:
. o€ mepintwon aliepyiog oto romosozumab 1 o 0mo1081moTE GALO 0TO TA GLOTOUTIKA AVTOV
TOL PaPUAKOV (avaPépovtat oTny Tapdypago 6),
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. eaqv €xete younAd enineda aofectiov 610 aipa (vracPeotionpia). O yaTpdc cag Ba cag el edv
Ta emineda cog etvot TOAD younid,
o €4V €XETE 1GTOPIKO KAPIIOKNG TPOGPOANC 1] OyYELOKOD EYKEPUAIKOD ENEIGOSIOV.

Mnv ypnoponoteite to EVENITY v kdmoo and ta mapandve woyvet yio eods. Edv dev glote
ciyovpn, WANGTE HE TO Y1TPO 1) TOV PUPUOKOTOLO Gag TPy yproomomoete o EVENITY.

IIpogidomonoels Kol TPOPUAGEELS
AmevBuvheite 610 Y10TPO 1] TOV QOPLOKOTOLO GOG Kol GLLNTNOTE TO WTPIKO GAG IGTOPIKO TPV
ypnopomomoete to EVENITY.

Kopdiokr mpocsfoin Kot ayyelokd eYKEQOAKO EXELGOOI0

Kopdiakn Tpocsfoin Kot ayyelarkd yKe@okod ETEIc0010 Exovv avapepbel oe dropa mov Aappdvovv

EVENITY.

Znmiote apécmg waTpikn fon0sia v eppavicers:

. 6vo 610 6TNH00G, dVGTVOL,

. TOVOKEQOAO, LOVOLUGE 1] AOVVALIC GTO TPOGMTO, Ta. YEPLN 1 TAL TOSLU GO, OLGKOAMN GTNV
OLATDL, 0AAOYEG OTNV OPOGCT), OTOAELN LIGOPPOTING.

O ywatpog cag Oa a&LoA0YNOEL TPOCEKTIKG TOV KIVOUVO KapILOyYELNK®OVY TPOPANUATOV TPOTOV GOg
emutpéyet va Eexivnoete T Ogpamneia pe to EVENITY. Evnuepdote 10 yiotpo cog edv yvopilete 6Tt
&xete aLENUEVO KIVOUVO ELPAVIONC KOPOLOYYELOKDVY TPOPANUATOV, OTMOC EYKATEGTNUEVN
KOPSLOyYELOKT VOGO, DYNAT apTNPLaKT] TEGT, VYNAG enineda Aitovg 6To aipa, SN, To KATVIGHO
N vEPpPKd TpoPAnpata.

Xapnd enineda acfectiov 010 aipa (VrocBecTiopio)
To EVENITY pmopel va Tpokaiécet yapnAd eninedo aoPecTtiov 610 aijlo oag.
Evnuepoote Tov 10Tpé 060G €0V TOPATNPNOETE:

. GTAGLOVS, GUGTAGELS 1| KPAUTEG GTOVG LG GG,
o LOVJAGHO 1) LOPUNYKIOGUO GTA SAYTUAG GOG, OTA SAYTLAC TV TOS®V 1 YOP® amd TO GTOUA
o0,

O y10tpdg o0g PIopel va cuvtayoypoenoel acBéotio kot Prrapivn D yio va anotpéyet Ta xounid
enineda aoPfeotiov 070 aipa cag mpy Eekwvnoete T Oepaneia oag kot eved maipvete o EVENITY,
AdPete acPéotio kot Prrapivn D, 6mwg cag Aéet 0 yiatpog oag. Evnuepdote 10 yiotpod cog dv £xete 1y
glyate moTé coPapd VEPPIKA TPOPANLOTO, VEPPIKY] OVETAPKELD 1] XPELCTIKATE cupokdBapon, Kabmg
avtd pmopel va avénoet tov Kivovvo yopuniov acPectiov oto aipa €4y dev AapPaveTe GuUTANPOUIOTO
acPeoTtiov.

2oBapéc arlepykég avVTIOPACELS

Mmnopel va ooy cofapég arlepyikég avtidpdoelg oe dtopa mov ypnoiporotovv to EVENITY.

Zntote apéong oTpiki fondsia, sav epeavicets:

. TPNELLO TOV TPOGAOTOV, TOV GTOUOTOC, TOV A0V, TOV XEPIDV, TOV TOSDV, TV OCTPUYOAMV,
TOV KATO dkpov (ayyerooidnua) 1 kvidmoon,

. 0&0 deppotikd e£avOnua e TOAAATAES GTPOYYVAEG KOKKIVES/ POl KNAIOEG LLE OYNLOTIGUO
KOWEADV 1| EPEAKIODO0VG KEVTPOL (TOADUOPPO £pVONUA),

. SdvoKoAio KOTATOGNG 1) OVOTVOT|G.

[pofiuata pe to otdua, o ddvTia 1 I yvabo

Mo avemBOunT evépyeia mov ovoudletal ooteovékpwon tng yvébov (ONJ) (BAGPT TV 06TOV 01N
yvabo) &xetl avagepbel omavia (umopei va emmpedoet £éo¢ 1 ota 1.000 dropa) oe acbeveic mov
Aappdvoov EVENITY. H ONJ evoéyeton emiong va eugaviotei petd m dtakom g Oepaneiog. Eival
ONUAVTIKO VO TPOCTOONGETE VO AmoTpEYETE TNV gppavion g ONJ, kabdg propet va givor pria
oduvnpn KaTdoToo TOV UTopEl va lval OOGKOAO VA OVTILETOMIOTEL [0 Vo LEIDGETE TOV Kivouvo
gueaviong ONJ, vapyovv oplopévec TPoPLAGEELC TOV TPEmeL Vo, AGPETE.
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[Ipwv amd ™ Aym tov EVENITY, evnuepdote to ylotpo 1 Tov VOoNAELTH coG €6v:

. &xete TPOPANUOTO LE TO GTOUA 1) TAL HOVTIO OOG, OTMG KUK 000VTIKN LYEiR, acBéveln Tov
0VAMV 1] TPOYPOUUATIGUEVY EEAYMYT OOVTIDV,

. dev AapPAveTe TOKTIKT 000VTIATPIKN @POVTION 1 OEV EXETE TPOYLLOTOTOGEL 0OOVTLOTPIKO
€LeYY0 Yo HEYAAO XPOVIKO OLAGTI LA,

. glote kamviotplo (kabdc ovtd umopei va avéENGEL TOV KivOLVo 030VTIKMDY TPOPANUATOV).

o éyete mponyovuévag AapPet Bepoameio e dStpmopovikd dlog (ypnoponoteitol yio ) Oepomeio 1
TNV TPOANYT| S10TOPAYDY TOV 0GTOV, OTMG 1| 0GTEOTOPMOT)),

o Aoppdvete eappoka Tov ovopalovtol KopTiKooTePOELN (OTmg Tpedviloidvn 1| de&apebaldvn),

. TACYETE A0 KAPKIVO.

O ywrpdc oag pmopei va cag {ntioet vo vroPfindeite 6e 0dovTiaTpikn £EETaGT TPOTOV EEKIVIOETE TN
Oepaneio pe 1o EVENITY.

Kotd ™ dibprela g Oepaneiog, 0o mpémel va dotnpeite KA GTOUATIKN VYIEWVN Kol VO AAUPOVETE
TAKTIKOVG 000VTIOTPIKOVG EAEYYOVS. Edv popdte teyvnth) odovtoctoryia, Oa mpénel va Peforwbeite 6T
Taplilel oto 6ToNa Gog owotd. Edv vtofdiieote oe odovtiatpiky Oepameio 1 TpokeLTan va
vroPAnOeite og odovtioTpikn enéuPoomn (m.y. e€aywy£Eg SOVTIDV), EVIUEPDOTE TO YIUTPO GO Y0 TNV
odovtiatpikn Oepaneio kot Tov odovtiatpd cog 6t AapPdvere Oegpaneia pe o EVENITY.

Emikotveovnote apésmg e To yotpd Kot Tov 000vTiaTpo oag edv avtipetonilete mpofAnHata e To
oTOLO ) TO dOVTLN GOC, OTIMG:

. yohapd dOVTLA,

. ovo | TpNEo,

. TANYEG 6TO GTOUO, TTOV JEV ETOVADVOVTAL,
. eKKploelG.

Acvvifiota KaTdypoTo Tov pnploiov 06Tav

Atopa ov &xovv ypnoonomoel o EVENITY, ondvia avéntuéav acuvifiota KaTdyLoTo To
unpaiov 06ToH TOL TPOKEAOHVTAL OO LIKPO 1 KaBOAOL Tpadpa. AVTA Ta €101 KATAYUATOV GUYVE
TPOTYOUVTUL LLE TPOEDOTOMTIKEG EVOEIEEIS TOVOL GTOV UNPo 1] T POVP®VIKN Y®PO Y10 TOAAES
gPoopadeg mptv emélbet to kKdtaypa. Agv givor yvootd ov 1o EVENITY npokdiece avtd ta
acvvnOioTta Katdypota. Evnuepmote 1o Y1otpo 1 TOV QUpUOKOTOL0 GOG EAV ELPAVICETE VEOUG 1|
aoLVVNB1GTOVG TOVOLG GTO 1Y{0, TN PovPwViK Yhpa 1} TOV UNpd cag.

Howora ko Epnpor
H ypnon tov romosozumab ce woidid kot epnoug dev £xel peetnel Ko dev eivor £yKEKPLUEVO Y10
y¥pHon og mardlatpikovg acbeveic (nAkiag <18 eTmv).

Alha gappoxa kar EVENITY
Evnuepoote 10 yotpd 1 10V QoppoKonold cag edv maipvete N £xete mpds@ata mdpet 1) pmopel va,
napete AAAO QapUaKa.

Kinon ka Onhaopdc

To EVENITY mpoopiletal pdvo yia ypion amod yovoikeg LeTd TNV eLunvOTavon.

To EVENITY bgv 0o tpémel va ypnGUOTOLEITOL GO YUVOIKES OVOTOPAY®OYIKNG NAKIOG 1 08 £YKVEG
yovaikeg i og Oniaovoeg yovaikec. Aev givar yvootd edv 1o EVENITY pmopei va mpokadécel BAGPN
o€ ayévvnro Toudi | OnAdlov maidi.

Emwowvovnote e Tov y1atpd oag Qv EYETE OTOIECONTOTE EPOTNCELS.

00y 0N KOl LEPICROS PNY AV RATOV
To EVENITY dev avapévetar va €xel enidpacn M £xel EAAyLoTn eXidpAOT] GTNV IKOVOTNTO 001 YNOoNG
KOl XEPICUOD UNYOVLATOV.

To EVENITY mepiéyer vatpro kot mrolvooppuké 20
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Av16 10 Pappako avtd epieyel 0,070 mg morlvcopPikov 20 og kdbe mpoyeouévn cvpryya. Ta
ToAVGopPKd pmopel va TpokaAécovy aAlepyikeg avtidpdoels. Evnuepdote tov w0tpd cag edv xete
YVOGTEG aALEPYiES.

To edappaxo awtd mepiéyel Ayotepo amd 1 mmol vatpiov (23 mg) avd d6om, givor ovtd Tov
ovopalovpe «elevBepo vatpiovy.

3. Iag vo xpnowponomosete To EVENITY

H Bepaneio pe 1o EVENITY 6o mpémel va Egxva ko va Topakoiovbdeitol amd 101K00G 1aTpols e
gumelpio GTNV AVIUETOTION TNG 06TE0TOPWOoNG. I1dvTote va xpnoonoteite 10 EAPULAKO 0VTO
aVGTNPE GOUPOVO. LE TIG 00NYieg TOV YloTpo cag. Edv éxete aueiforicg, pomote Tov yloTpd 6og.
H éveon mpémet va yopnyeitol povo omd GTopo mov £XEL EKTAOELTEL COOTA.

1660 vo 1pNGINOTOU|CETE

. H ocvvictdpevn 66om EVENITY eivar 210 mg.

. Koabdg pia mpoyepuopévn ovpryya tepiéxet 105 mg dpactikig ovoiog romosozumab, yio ke
SO0 TPETEL VAL YPNGILOTOI0VVTOL 2 TPOYEUIGUEVEG cUptLyyec. H devtepn éveon Oa mpémel va
Yopnyeitan apécmg Petd v TpmTh, oAAG o€ Stapopetiky BEon Eveonc.

o AvT0 T0 KGveTe pio popd KaOe pva yuo 12 pnveg.

Iog vo To ypnopoTon)ceTe

. To EVENITY npénet vo, yopnyeitat pe éveon kdto omd 1o dépua (vmoddpia Eveon).

. To EVENITY npénet va yopnyeiton pe éveon gite otV TEPLOY TOV GTOUAYOV (KOIALOKY] YDPAL)
eite otov unpo. To eEmtepikd Tov v Ppoayiova cag pmopel emiong va ypnoiporombel og
onueio éveong alAd pLOVoV GV oG KAVEL KATO10G GAAOG TNV £veon.

. Edv n 10w teproyn €veong oyedidletot va ypnoomombei yio tn devtepn €veon, Oa mpénet va
YPNOLUOTOINOEL SLaPOPETIKO onuEio Eveong,.
. To EVENITY dev npénel va eyyéetol oe meployés 6mov 1o dépa eivor evaicOnro,

LOA®TIGUEVO, pLOPO 1| GKANPO.

Eivai onuovtikd vo dtafdoete tig Odnyieg Xpnong yio avoAvTikéG TANPOPOPIES GYETIKG, LLE TO TAC
ypnotpomoteital 1 mpoyepiopuévn ooptyyoa EVENITY.

Potote 10 y1otpd 1) TOV QAPLOKOTOLO GOG EAV EXETE TEPUUTEP® ATOPIEC GYETIKA LLE TN XPTOT TOL
QOPUAKOV.

Eav ypnowponomjoete peyarvtepn 66on EVENITY and tnv kevoviki
Edwv, katd AdOog, mdpete peyardtepn 66on EVENITY amd tnv KavoviKe, ETIKOVOVNOTE LE TO YIUTPO
1 TOV PAPLOKOTOL0 GOG.

Edv Eeydoete va ypnopomomcete 1| ogv propeite va napetre to EVENITY ot ovvOn opa cog
Edv yaoete o d6om tov EVENITY, entkoveoviote pe 1o Y10Tpd GOg TO GUVTOUOTEPO SLVOTO YO VO,
TPOYPOUUATICETE ol GAAT 8O01. TN cLVEXELD, 1 EMOpEVT 000N Ba Tpémet va dideTan Oyl vopitepa
Ao £vo, UVaL LETE TV nuepounvio ¢ tedgvtaiog 66omngG.

Eav otapoatioete va naipvere to EVENITY
Edv oxépteote va otapatoete t Oepaneia pe to EVENITY, culnmote 10 pe 10 yotpod cog. O

yiatpdg cag Ba oag cupfovAidyet Yo mdéco kopd Ba mpénel va AdPete Bepaneio pe 1o EVENITY.

Edv éxete meprocdtepeg pmTNGELS GYETIKA LLE TN YPTOT AVTOV TOV PAPUAKOV, POTNOTE TO Y TPO N
TOV QUPLOKOTOLO GOC.

Yv{ntiote pe 1o yiTpd oog TNV avaykn PETdfacng oe dAAN Bepaneia Yo TV 00TEOTOPWOOT LETA TO
téA0G TG Bepameiag oag pe o EVENITY.
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4, IMBavéic avemBounTeg evépyereg

Onwg 6Aa To pAPLLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot Ogv Topovc1alovtal 6€ OAOLG TOVG AvOPMOTOLG,.

Zntote apéomg oTpikn fondsia edv epeavicete ta akdA0LOA TOUVAE CUUTTOUUTO KAPOLUKNS

npocPoiic M| ayyslokov EYKEPUAMKOD emEL600iov (O)1 cLyVEG: evdéyetar va emnpedoovy £ng 1 ota

100 droua):

e 7dvo oto 6TNhog, dvorvola,

®  TOVOKEQPOAO, LOVOLOGUE 1 AOVVALLIC OTO TPOGMTO, T YEPLO 1 TA TOOLN GG, SVCKOALN GTNV OpALaL,
aAlay€G otV Opao, ATMOAELN IGOPPOTIOG.

Zntiote apécng wTpiky] Pondsia sdv epeavicete Ta okOA0LOA CLUTTOUATA GCOPAPNS AALEPYIKNG
avtidpaong (omavieg: evdéyetar va emnpedoovy énc 1 ota 1.000 droua):

. TPNEWO TOV TPOCHTOV, TOL GTOUATOS, TOV AULUOD, TMV YEPLDV, TOV TOJDV, TOV AGTPUYIADV,
TOV KATO akpov (ayystooidnua), 1 kvidwon,

o 0&0 depuatikd e€avOnua mov deiyvel TOAATAEG TPOYYLAES KOKKIVES/ pol KNALDOES e
OYNUATIOUO KOYEADV 1] EPEAKIODOOVS KEVTPOL (TOADLOPPO epLON L),

o SvoKoAio KOTATOGNG 1 CVOTVOT|G.

Evuepdote T0 Y10TpO 060G GV TOPATNPNOETE TO. 0KOLOLOO CUUTTO AT YOUNAAV EMTESOV
acPeotiov oto aipa (vracPeotionpia) (Oxt cvyvég: evdgyxeton va emnpedoovy £o¢ 1 ota 100 dropa):

o OTOGUOVS, GLOTACELS 1 KPAUTEG GTOVG VG GO,
. HOVIAC O 1] LUPUNYKIOGHO 6T OGYTLUAG GG, 6TA OAYTLAL TV OOV 1 YOP® GO TO GTOLM
oG,

BA. emiong mapdypago 2 «Ti npémer va yvopilete Tpiv ypnotponotioete 1o EVENITY ».
AlAeg avemBounteg evépyeleg TEPIAOUPAVOLV:

oAV ovyvéig avemOOuNTES EVEpYELEG (evOEyeTan va ennpedoovy mhve amd 1 ota 10 dropa):
. Kowé kpvoroynua,
. ApBpairyia.

Toyvég avemBOunTeg evépyeieg (evodyetan va emnpedoovy £o¢ 1 ota 10 dropa):
E&GvOnpa, Aieyuovi Tov dépuotoc,

[Tovoképarog,

dreyuovn ToV typopeiov,

[T6vog otov avyéva,

Mvikég kpdpmec,

EpvOpdmra 1 mévog yOp® omd to onueio 6mov yopnyndnke n Eveon.

'Oy ovyvég avemOBounteg evépyeleg (evosyetan va emmpedcovy éog 1 ota 100 dtoua):
. E&avOnpa (kvidmon),
. Kotappdaxtng.

Ava@opd avemOdunTOV gvepyELOV

Edév mapatnpnoete Kamowo avemBOpuntn evépyela, EVNUEPADGTE TO YLOTPO 1] TOV PAPLOKOTOLD GUG.
AvT0 1oyt Kot Yo kdOe mhavr avemBountn evépyela Tov OgV avaQEPETAL GTO TOPOV PVALO OONYIDV
xpionc. Mmnopeite emiong va avapépete avemBounteg evépyeieg anevbeiog Lécm tov gBvikoy
GUGTNUOTOG OVOQOPAS TOV ovaypaeeTor oto [apdptnua V. Méow g avaeopds avembountwoy
EVEPYEIDV Umopelte va. fondNoceTe 0T GLALOYT TEPIOCOTEPMV TANPOPOPLOV CYETIKA LLE TNV OCPAAELL
TOV TOPOVTOG POPUAKOL.
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5. Iag vo pvrhdooete To EVENITY
To @apuaxo ovtd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnopomoleite anTd T0 PAPLAKO LETA TNV NUEPOUNVIC ANENG TOV OVOPEPETAL GTI] GUPLYYO Kol
otV e£mtepikn cvokevacio petd ™ AéEn AHEH. H nuepounvia AnéEng etvar n tehevtaio nuépa Tov
UMVaL IOV OVOQEPETOL EKEL.

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

A@btov PydAete Tn 1OPTIVI] GUGKELOGIN TOV TEPIEXEL TNV TPOYEUIGUEVT] GUPLYYO OO TO YLYELO Vi
¥PNon, dev TPENEL va. TNV ToTo0ETOETE TIG® GTO YLYELD, AAAG UTOPELITE VO TNV KPOTHGETE OE
Bepuokpaocio dopatiov (¢ng 25°C) yio uéypt ko 30 nuépec. Eav dev ypnoiponombei evidg ovthe g
YPOVIKNG TTEPLODOV, TO TPOTIOV TPEMEL VO amopplpOet.

DVAACOETE TNV TPOYEUICUEVT] CUPLYYO OTO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO PG,

EXéyEte omtikd T0 d1dALO. MNV TO ¥pnoLUoTolEite €4V TO LAV EIVOL OTOYPOUATIGUEVO, BOAO 1
TEPLEYEL VIQASES 1 COUOTIOWO.

Mnv metdite @APLAKO GTO VEPD TNG OMOYETEVGNC 1] OTA OKLOK( amoppinpoto. Potiote tov
(POPLOKOTOLO GOG YO TO TTMG VO TETAEETE TO PAPHOKA TOL OEV YPNOLUOTOIEITE M. AVTA TOL LETPA. Oat
BonOncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. [epreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

Tvrepréyer o EVENITY

. H dpaotikni oveio givar romosozumab. Kabe npoyepuopévn ovpryya nepiéyer 105 mg
romosozumab cg 1,17 ml siodvpotog (90 mg/ml).

. Ta Aowrd cvotatikd ivarl acBéotio 0&ikd, Tayopopeo o&ikd 0&D, vatpiov vOpoeidio (Yo
pvBuion tov pH), cakyapoln, tolvcopPikd 20 kol VWP yia evéoipa. BA. napdypago 2 «To
EVENITY nepiéyet vdtpio.n

Epg@évion tovo EVENITY ko epreyopeva g ovokevaciog

To EVENITY egivot dtanyég émg omaAilov, Gypmuo £m¢ avolKTo KITPIvo EVEGIUO SLIAV U0 TOV
TOPEYOVTOL GE oG YpHoNe Tpoyeouévn cvptyya. H cldpryya ivol Kotaokevaouévn and TAacTikO pe
Belova amd avoleidwto atcdit.

Méyeboc cvuokevaciog 2 TpoyEMGUEVEG GUPLYYEG.
IToAomAn cvuokevacio mov TepiEyet 6 (3 cLoKEVAGIES TV 2) TPOYELGUEVES GUPLYYES.
Mmropet va. unv KuKAOQOpoLV OAEG Ol GUCKEVAGIEC.

Kéroyog Adcrag Kvkhopopiag
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, BéAyto

Hopackevaotic:
Amgen Europe B.V., Minervum 7061, 4817 ZK Breda, O oavdia

Mo omoladnmote TANPOPOPic GYETUK |IE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
angvBuvleite otov Tomiko avtimpdommo tov Katdyov g Adetog Kuihopopiag:

Belgié/Belgique/Belgien Lietuva
UCB Pharma SA/NV UCB Pharma Oy Finland
Tel/Tel: +32/(0)2 559 92 00 Tel: + 358 9 2514 4221
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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 AE.
TnA: + 30/ 2109974000

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

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

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

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvbmpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

Latvija
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Somija)
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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: + 47/ 67 16 5880

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

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.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

Slovenské 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

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00



To wapov pvALo 00N YOV Yp1ioNs avaBswp1)Onke Yo TeAevTOio Popd oTic MM/EEEE.
Adreg INYEG TANPOPOPLAOV

Aentopepeic mAnpopopiec Yo To appako avtd gival dabéoipeg 01o dikTLaKS TOTO TOV Evpmmaikoh
Opyaviopov Ooppdxov: http://www.ema.europa.eu.

INvpiote 6ghida Yo TIg 00N Yies ypionc.
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OAHTI'IEX XPHXHX I'TA THN ENEXH EVENITY MEXQ TIPOTEMIZMENHX XYPIITAX

Xopnyeiote pe éveon 000 TPOYEPIGUEVES GVPLYYES TN Nl dpuéc®G HETA TNV GAAN Y0 vo AdfeTe
pia Taapn 660n

Ot mopakdte odryieg e€nyody ToV TPOTO ¥PNOTG TNG TPOYEUIGUEVIC GUPLYYOS Y10 VO KAVETE TNV
éveon tov EVENITY.

. AwPaoTe TPOGEKTIKA OVTES TIG 001)YiES KO aKkolovO6TE TIg frjpa tpog Pripa.

. Edv éyete onoleadnmote epmtioeig N arcBdveste aféfoia yio T dradikacio Eveong,
amgvBuvbeite og yaTpd N PaPUAKOTOL0.

. Eivai onuovtikd vo. Befoaiwbdeite 6ti 1 éveon yopnyeital wovo omd dTopo mov £yl EKTOIOEVTEL
KOTAAANAQL.

. H mpoyepiopévn cdpryya avaeépetol Emicns MG «To QAPLOKO».

Onyoc aptnudTmv: Tpoyspuicpuév ovpLyyo.

4 . . ([ . ,
IIpw amod T xpnon Metd ™ ypion

Xpnoiporompévn pépdos eppfodrov

Pafdog epforov
N Hopéppoopa daxtvAOL
— o
Etwcéto kon nuepopnvia Anéng
MapépPoopa Saxtvrov |
| Kvpo copa ypnoporompévng cdpryyog

Etwcéta kot 1z

, , o
nuepopnvie Méng

J

OF

Kvpio copa copryyog

Déppoko

I'kpt kéAvppo
Berdvag
tomofeTnpuévo

XpnopomomLé
¢ vn Behova

T'kpt kGoppo Behovog aporpedév

N J

N
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STOP AwBaote avTo TPLY GO TV £VEST TOV QUPRAKO

O mapoyog vyelovoKng TEpiBaiymg €xel
ouvtayoypoaenostl 06on 210 mg kdbe pnqva: o vo,
Aafete TV T PN 060N GOG, B0 TPETEL VO KAVET:
éveon 0vV0 mpoyemopévav ovpiyymv 105 ma, T |
OpEcOS HETE TNV GAAY.

Bipa 1: IlpogTropocio

Bydhte ) yaptivn cuckevocio mov TEPIEXEL TIG 0VO0 TPOYEUGUEVEG GUPLYYEG OO TO
yoyeio.

O poyepiopéveg cag cvpryyes Ba mpémet va peivouv ektdg Youyeiov yio va pTAGOoVV 6€
Oeppoxpacio dopatiov (€mg 25°C) ywa tovhdyietov 30 Aemwtd mpv amd v éveon (Unv
Oepudivete pe GAAo tpoOmo). Avtd Ba Kdvel TV Eveon O AVETN.

Avoi&te ) yaptivr cuokevacio Kot GVAAEETE OA TO VAIKA TTOV YpeldleoTe Yo TV £veon
(6mwg avapépetal oto Biua B).

ITAOvete KoAd T Y€PLO GOC.

Aoaipéote 000 TPoyEUIGUEVES CUPLYYEG AT TN YAPTIVI GLGKELAGIO OTTMG PAIVETUL GTIV
EIKOVOL.

Inpavtiké: Kpatdte mdvtao T mpoyeioHEVEG cVPLYYEG OO TO KOPLO GO TG COPLYYOC.
TomoBetnoTe TO déYTLAO N} TOV AVTIXEIPO GTNV GKPT| TOL HIGKOV Y1 VA TOV OCPOAIGETE
EVO OPOLPELTE TIG TPOYEUGUEVES GUPLYYEC.

IIdote T0 KVPLO GO TNG CVPLYYAS Y10, VO APOLPECETE TIC TPOYEUGUEVES CUPLYYES U0 TO
dioko.

IIdote 6

Mnv mdvete tn pafdo epPforov N To ykpt KAAvupo g feAdvag.

Mnv a@aipeite To YKPL KOAD IO OTt0 TIC TPOYEUICUEVES GVPLYYES OKOUT.

Mnv agparpeite to TapEuPuco daxTtOAOL. ATOTEAEL HEPOC TNG TPOYEMIGLEVIG GUPLYYUC.

Mnv avaxwveite Tic TpoyepIGHEVES GOPLYYES.

E\éyEte To papuaxo otig cvptyyec. To pdppoko mpémet va eival Eva dtavyég Emg

omaAilov, dypoo £0G 0vVoIKTO KiTpvo StdAv L.

- Mnyv ypnolLoTOLELTE TIG TPOYEMGUEVEG GUPLYYEG EAV TO SLAALLO ETvOL
OTOYPOUATIGUEVO, BOLO N TEPLEYEL VIPAdEeS N copaTido.

- Mmopei va deite puoaiideg aépa. H £yyvon tov dtaddpatog vmodoping (Kdtm and o
dépa) oV TEPIEYEL PLCOAIDEG aépal lvar afAafnc.

Mnv PN CLUOTOLELTE TNV TPOYELGHUEVT] CVPLYYO EAV:

- &yeLmécel Katw,

- 70 YKpt KGALUUO TG PEAOVag Aeimel 1] dev gival aopaimdg ToTodeTnUéVO,

- &av 1 oppayilon Aeinel 1) eival omacuEVN 1 €4V OTO100MTOTE TUNUE TNG POTVETL
POYIGUEVO 1) GTOGUEVO.

2€ QUTNV TNV TEPIMTMOOT, YPNOUOTOUOTE VEN GVPLYYN KO ETIKOVMVIGTE LE TOV Y10TPO GOG TO
GUVTOUOTEPO dLVOTO.

e o kabopn, KaAd QOTICUEVT ETQAVELN EpYOTinG, TOTOoBETNOTE Ta EENG:
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e 000 TPOYEUOUEVEG CVPLYYEG,
e 500 HOVTINAGKLO EUTOTICUEVA, LLE
ovOmVEL AL,

_fﬁ% 9
e 000 pmaleg Pappdxt 1§ emOépota yalag, )
e 500 OVTOKOAANTOVG EMOEGLOVG, = g E) I
- —— ‘:/
®  £101K0 doyElo amoOPPIYNC. \ &

[Ipoctopdote kot KabBapiote To dEPLUA OOV TPOKELTOAL VO KAVETE EVECT] LLE TO PAPLLAKO.
Mmnopeite va emidéEete amo:

® TOVG UNpovg, E&otepikn meproyn tov
. TNV TEPLOYN TOL GTOUAYOL (KOTAOKT XDPA), CAAL ave Bpoiover

oYL TNV TTEPLOYN 5 EKATOGTAOV YOP® OO TOV OPAAD, -
o mv e€wtepikh mepLoyn Tov dve Bpoyiova (edv Hepuo oropdyov

‘ ‘ p P (kothakn XMpa)
KAT010¢ AAAOG GO KAVEL TNV EVECT)).
Mnpdg
Gl

. H 6g0tepn éveon Ba mpémel va yopnyeital oe dapopeTikn BEom amd avTiv Tov

ypMnoLoromdnke yio v Tpd Eveon. Edv embopueite va yprnoylorooete v id1a
neproyn éveong, PeParmBeite 6T1 dev givan to 1d10 onueio Eveong.

. Mnv Kdvete £veon o€ TEPLOYES OOV TO dEPUA Eival gvaictnTo, LoAwTicuévo, epuipo,
SKANPO, XL OVAEG 1 payAdEC N ExEL TAYLES, EPLOPEC T POMOMTEG KNMOEG 1) AALOIDGELC.
. KoaBapiote v meproyn 6mov mpdkettar vo, KAVETE TNV £vEoN UE £va LOVINAAKL

EUTOTICUEVO UE OVOTTVEVLUN. AQPTOTE TO OEPUA VO, GTEYVMDGEL TTPLY atd TNV EVEGT).

@

. Mnv ayyilete Eoava otV TNV TEPLOYN TPV KAVETE TNV EVEOT).

Bipa 2: Etowpaorteite

. Tpapnéte amevbeiog to yrpt kdAvupa e PeAdvag Kot pe KotevBvvon paxpid amd o
oOUO Alyo TPV amo TV £veon.
- IIpocélre va unv ayyiete ) Peddva 1 va apnoete ) feddva va ayyilet
OTOLOONTTOTE EMPAVELQ.
. Mohg agaipebet to kdAvppa, 1 éveon wpénetl va yopnyndei uéoa oe 5 hemtd. Agv vdpyet
Adyog va Practeite yo Ty €veon - 5 Aemtd ivan apreTOG XPOVOC.
- Eivow puoiodoyikod va PAETETE o oTayOVa VYPOV OTIV GKPT TG PEAOVAG.

. Mnv otpifete i) Avyilete 10 YKpL KAALHHA TG BEAdVOC.
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. Amoppiyte 10 YKpL KAV TNG PEAdVOG 6TO €101KO doyelo amoppync. Mnv Ttonobeteite
TO YKPL KOAvppo TG BEAOVOC TGM TNV TPOYELGUEVT] GUPLYYOL.

E o [Mdote T0 dépua oTabePd PETAED TOL AVTIXELPO KOL TOV SOKTOAWDV GAG, SNUIOVPYDVTOG
pio oTafepn EMPAVELD TAATOVG TEPITOV 5 EKOTOGTOV.
-
=
. Inpavtiké: Kpatiote 10 déppa otabepd Katd tnv veon.

Bijpo 3: Kavere tnv éveon

T . Inpavtiké: H papoog tov epPfodrov dev TpEmet vo oTPOYVETAL TPOG TO KAT® HEYPL VL
glote £Tolun Vo KAVETE TNV TPOYLOTIKY EVECT).
. [Ipémer va kpatnOei to d€ppa. Me 10 dALO ¥EPL, I fELOVA TNC TPOYEUITUEVG CVPLYYOC
TPEMEL VO, ELGAYETAL TNV TTEPLOYT TOV SEPUATOG TTOV EYEL TPOTYOLUEVMG KabapioTel (To
«onueio g éveoney) o yovia 45 émg 90°.
o Mnyv tomofeteite T0 dAKTLAO Gag 6TO EUPOL0 KATA TNV E1GAY®OYN TG fEAoOvag.

V4 . Xpnopomoidvtag apyn Kol atabepn| mieon, onpdéte T pdfdo tov epPfodrov péypt va
OTOUOTNOEL VO KIVEITOL, DTOJEIKVVOVTOG OTL £XEL Yop1yndel ohdkAnpn 1 d6om. H
TPOYEUGUEVT] GVPLYYO TTPEMEL VA, TOPAUEVEL EVTOS TOV OEPUOTOC KATA TV OAOKATpOON
™G Xopfiiynong g docong.
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. Mo6Ag ohokANpwOel, apNoTE TOV AVTIXEPA COG KOl ONKDGTE OTOAR TV TPOYEUICUET
ovPLYYa 0o TO OEPUO GTNV 1010 YoVvia e TV ool gl yon.
- A@o¥ aQopESETE TNV TPOYEUGUEVT GOPLYYO OO TO OEPLLO, 1) GUPLYYQ TPETEL VoL Eivart
aodeta.

. Inpovtiko: Av eaivetal 6Tt To eAppoKo BpioKeTol oK HEGO GTN GLPLYY, AVTO
onuaivel 6t dev €yete yopnyNoel TANPWS TV éveon. O TAPOoYOC TNG VYELOVOLUKNG
mepiBoaiymg cag Ba Tpémel va evnuepwbel 10 cuVTOUOTEPO dLVATO.

Bijpa 4: Anoppryn

. Amopplyte OAOKANPN TN YPTCLLOTONLEVN
TPOYELGHUEVT] GUPLYYO KoL TO YKPL KEAvppa TG ferdvog .
o€ €va, €101k doyelo amdppIyng APECHG LETA TN (PTOT. ' 74

. Mnyv metdte (0moppinTeTE) TNV TPOYEUICUEVT CUPLYYO OTO OIKLOKEG aTOPANTA.
. Mnv enavaypnOLLOTOLEITE TNV TPOYEMGUEVT] GOPLYYO.
. Inpovtiko: Alotnpeite mivtoTe To €101KO doyeio pakpld omd BEon v omoia fAETOLY

Kol Tpoceyyilovv Ta maldd.

Bijpa 5: EAéyEte To onueio g éveong

Edv vrapyet aipa, ypnoponomote Eva Bapufdxt 1 Eva koppdtt YaLog Kot EpoprocTe EAapPLdL
mieon TAvV® amd To oNUEio TNG Eveong Yia Lepika devtepdienta. Mnv Tpifete To onueio g
éveong. To onueio g éveonc pumopel va KoAveBel pe Eva luKpd avToKOAANTO EMIOEGLO, EQV
glvon anapaitnro.

Bijpa 6: EravalaPete Tn 0g0TEPN £veEon Yia v TAPETE TNV TA PN 660N

Enavolapete 0la to frpata wov apyiCovv amd to e I' pe tn dg0tepn mpoyeoUEVT
oupLyya Yo TNV £yyvon oAOKANPNS g d0onG. H debtepn éveon Ba tpémet va yopnyeitol oe
SlopopeTikn B€om amd VTNV TOV ¥PNCLOTOMONKE Yo TV TPdTN £veon). Edv embupueite va
YPTCULOTOGETE TNV 1010 TEPLOYN £veong, PeParmbeite 6T1 dev glvar 1o 1510 onueio Eveong.
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