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EVENITY® (ROMOSOZUMAB) 105 MG ENEZIMO AIAAYMA IlA TH

OEPATEIA THZ ZOBAPHZ OZTEOMNOPQ2HZ ZE METEMMHNOIAYZIAKEZ

F'YNAIKEZ ME YWHAO KINAYNO KATAIMATOZ — MAHPO®OPIEZ A
KAPAIOAOI'OYZ KAI NEYPOAOIOYZ

AyoamntéMm latpé,

H UCB A.E., ek pépovg g UCB Pharma SA w¢ Kdtoyog g Adesiag Kvukhopopiag, Oa n0eke va cag
EVNUEPMOEL Y10 T EENG:

Hepidnyn

To EVENITY®™ (romosozumab) éAafe ddeto kukAopopiag oty E.E. yia ) Oepaneio
NG coPapPnG 0OTEOTOPOONC GE LETEUUNVOTOVGIOKES YOVOUKES LE VYNAO Kivouvo
KOTOYLOTOC.

KaBwng pmopei 6to 1atpeio cag va suvavtinoete acbeveic mov Aappdvovv Oepaneia e
EVENITY®, 0o 0élapie vo, ETGTACOVUE TNV TPOCOYN GOG GTNV VYNAOTEPT EMMTMON)
EUPPAYLOTOC TOVL poKkapoiov (EM) kot ayyelakov eyKepaAkoy ETEIGOO10V TOV
napatnpnOnke o€ o Pactkn) LEAETN KATOYUATOV GE LETEUUVOTAVGLUKES YOVOIKES
EVaVTL TNG AAEVOPOVATNG, OALA Ol GE Lo BacIKT LEAETT KATOYULAT®V GE
LETEUUNVOTOVGIOKES YUVOIKESG EVOVTL TOV EIKOVIKOU QOPUAKOVD.

"Exovv opiotel pétpa mov amockomovv ot peimon tov Kivovvov EM kot ayyetakon

EYKEPOAKOV €MEIG0010V Kat Ta omoia mepthapfdvovion oty [epiinyn
Xapakmnpiotik®v tov [poidvtog (ITXIT) kot oto DOAA0 Odnyidv Xpnong (POX):

— T'a acBeveic pe 1610p1Kd eREPAEYIATOG TOL HLOKAPITOL 1 AYYELKOD EYKEPAAIKOD
ENELG0010V: TO romosozumab avTEVOEIKVLTOL Kal OEV TPETEL VoL EEKIVAL 1] XP1 oM
TOVL.

— T aoBeveic ympig 10TOPIKO EUPPEYLLATOS TOV HLOKAPOIOV 1] Oy YELOKOD
EYKEPAAKOV EMEIGOI0V: KATA TOV KABOPIGUO TNG CKOTUOTNTAS XPNONG TOL
romosozumab cg K40e ac0evn|, Tpénel mpdTa va AneOel vTdyYM o Kivovvog
KATAYHOTOG KOTé To akOA0v00 £T0¢ Ko 0 Kapdtaryyelokog kivovvog mov PacileTon
o€ TOPAYOVTEG KIVOUVOD (T.). EYKATEGTNUEVT KOPILOYYELNKT VOCOG, VTEPTACT),
VIEPAMITIOOLCL, GOKYAPMONG O1afNTng, KATVIGHa, Bapld veppikr) ducAeitovpyia,
nikia). To romosozumab mpénet va ypnoipomoteitor povo ov 10 OPEAOG VITEPTEPEL
TOV KIVOLVOU.
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—  Av (o ac0evig eKONAMGEL ELPPAYLLOL TOV LVOKOPIIOD 1 AYYELNKO EYKEPUAIKO
ene1c0810 61N didpkeia g Oepanciac, n Oepomeio pe 1o EVENITY® 0o npénet va
dwokorel.

e  EmmAéov, &xel avantuyBel éva ekmadenTikd Tpoypappo Tov TEPAapPavetl Evav 0dnyo
oLVTAYOYPAPOVL (wheLakd, orabdéaiuo otovg ypnotes LHX oty avtiotoryn epopuoyn) Kol po Kapto
TPOELBOTOINoNG 0l60VODS KOl TO OTOI0 GTOYEVEL GTNV TEPULTEP® EAAYIGTOTOINGT TOV KIVOLVAYV,
EVIOYVOVTOG TG PaCIKEG TANPOPOPIES AGPAAEIOS TTOV dlaTiBEVTAL GTNV EMIGTLAVOT) TOL TPOIOVTOG,.

— Emokepbeite Tov d1001KTLOKS TOTO WWW.romosozumabrmp.eu y1o TEPICCOTEPEG TANPOPOPIES
oyetikd pe 0 EVENITY® xou y1a vo AdPete £va avtiypogo tov Odnyod Zuvtayoypapov Kot ThG
Képrag Ipogidomoinong AcBevoug.

I'evikég mAnpo@opics yro To romosozumab Kot yia TS aviovyies mepi aoc@drerag mov oyetilovral
IE TO EPPPAYIO TOV HVOKOPIIOV KL TO OYYELUKO EYKEPAMKO ETELGOO10

To romosozumab givon éva eEavOpomicpuévo povokimviko avticoua (IgG2) mov decuevet kot
AVOOTEALEL TN OKANPOOTIVI. AVTO Tapéyet pia S1mAr dpdon tayeiog avénong Tov GYNUOTIGHLOD 0GTOV
Kol LElMONE TNG 0OTIKNG EXAVAPPOPNONG, TOL 0dNYEL o€ PEATimON TNG SOUNG KO TNG OVTOYNG TOV
0CTMV.

To romosozumab gvdsikvotat yio ™ Bepaneia Tng cofapnc 00TEOTOPMONG GE LETEUUVOTOVCIOKES
yovaikeg pe vymAd kivovvo katdypatog. H d6omn tov romosozumab givor 210 mg (yopnyovviat og 600
Vrodopieg evéoelg twv 105 mg 1 kabe pia) pio popd Tov piva yo 12 pnvec.

To romosozumab avtevdeikvotol oe 0oOEVELG e TPONYOVLEVO EUPPAYLLO TOV LLOKOPITIOL 1) 0y YELOKO
EYKEQPAAKO €MEIGO010. AV Lo 0o0eVIG EKONADGEL EUEPOYLO TOV LVOKOPOIOV 1 Oy YELKO EYKEPAAKO
emelc6010 ot dudpkela g Bepamneiag, N Bepaneia pe romosozumab o Tpémet va dStaKome.

YynAotepn enintoon epepdypotog tov pookapdiov (EM) kot ayyelokod eyke@aAlkoy enelicodiov
mopatnpOnKe o€ pio Poctkn LEAETN KOTAYUATOV G HETEUUNVOTOVGIOKES YOVOIKES EVAVTL TNG
AAEVOPOVATNG, 0ALA OYL OE Lo POCTKN LEAET KOTOYUATOV CE LETEUUNVOTOVCIOKES YOVOUKEG £VOIVTL TOVL
EIKOVIKOD QUPHAKOD, OTMG TAPOVSIALETAL GTOV TopokdTo Tivaka 2. Ta cupuPavta ontd onpeimOnikoay
o€ ac0evelg e Kot ympig 10TOPIKO ELPPAYUOTOS TOL HVOKAPIIOL 1 Oy YELNKOV EYKEPUAIKOV EMEICOSIOV.

! Cosman F, de Beur SJ, LeBoff MS, Lewiecki EM, Tanner B, Randall S, et al. Clinician's guide to prevention and treatment
of osteoporosis. N Engl J Med. 2016;375(16):1532—43

2 Saag KG, Petersen J, Brandi ML, Karaplis AC, Lorentzon M, Thomas T, et al. Romosozumab or alendronate for fracture
prevention in women with osteoporosis. N Engl J Med. 2017;377(15):1417-27
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EYKEPOAKO
EMELGOO10
"Exxkinon yio ava@opd

Mropeite va GuVEIGQEPETE 0TV Topokolovdnon e acedietac Tov EVENITY® avagépovtog Tig
avemBounTeg evépyeteg mov cag mapovotdlovral otov E6vikod Opyaviopd Popudkwv (EOD), pe v
vrofoAn g Kitpivng Kdptag, Le TOVG EENG TPOTOVG:

1. Hliextpovikn vrofoin g Kitpivng Képrtog péocm g wotoceridag tov EO® http://www.eof.gr/
N omevBeioc 6To http://www.kitrinikarta.gr.

2. Zapworn, HECH TOL £ELTVOL KIVNTOV GOG, TOV Topakdto kwdwol QR, yia va petafeite oty
totoceAida http://www.eof.gr, yia ) copunAnpwon e «KITPINHE KAPTAZ~.

3. "Evtunn popen amoctoln p€om tayvopoueiov, atedmc, oto Tunua Avemibountov Evepyeidv tov

EO® (Mecoyeiowv 284, 15562, XoAapyog) TnAépmvo emkowvmviag: 213-2040337.

Evolloktikd ot avemBounteg evépyeteg umopovv va avapépovror ot UCB ALE.:
TnA.: +30 210 99 74 000 Email: DS.gr@ucb.com

Ynpueio emkowvoviog pe T UCB

Edv éyete epotoelc GYETIKA e TNV TapoVoa EMGTOAN 1 MOV UEITE TEPIGCOTEPES TANPOPOPIES GYETIKA.
L€ To romosozumab, enkovoviote pe 1o UCB Cares®

e UCBCares.GR@ucb.com.



https://eur02.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.eof.gr%2F&data=05%7C01%7CNikolaos.Panagiotopoulos%40ucb.com%7Cacb3929a47d94042014408dbb4fc1610%7C237582ad3eab4d44868806ca9f2e613b%7C0%7C0%7C638302768441300901%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=khXhF%2FN1x7n%2BwCym3NqlqX5qA4zvjztdoaPin24tgyU%3D&reserved=0
http://www.kitrinikarta.gr/
https://eur02.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.eof.gr%2F&data=05%7C01%7CNikolaos.Panagiotopoulos%40ucb.com%7Cacb3929a47d94042014408dbb4fc1610%7C237582ad3eab4d44868806ca9f2e613b%7C0%7C0%7C638302768441300901%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=khXhF%2FN1x7n%2BwCym3NqlqX5qA4zvjztdoaPin24tgyU%3D&reserved=0
mailto:DS.gr@ucb.com
mailto:UCBCares.GR@ucb.com

e +302109974200

NMAPAPTHMATA

"o TEPIGGOTEPEC TANPOPOPIES GYETIKG e TO TAPES TPo@iA acpdhetog Tov EVENITY®, avatpééte
otV [lepiinyn Xapakmmpiotikdv tov [Ipoidvrog (ITXIT) Tov romosozumab kot 6to POALO OdnyudV
Xpnong mov dwatibevtarl otov drodkTLaKO TOTO https://www.ema.europa.eu/el/documents/product-
information/evenity-epar-product-information_el.pdf

[Ma mepiocdTEPEG TANPOPOPIEG GYETIKA LE TO TOMOsozumab Kol Y10 EKTUOEVTIKG VAIKE, EmoKepOeite
TOV JLOOIKTLOKO WWW.romosozumabrmp.eu .

Me gxtipnon,
NikoAaog MavaylwTdmouAog

\faesBi

YmevBuvog Pappakoemaypumnvnong UCB ALE.
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