ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIETIKQN TOY ITPOIONTOX



vTo (QAPLOKO AVTO TELEL VIO CLUUTANPOLOTIKY TOPOKOAOVONON. AVTO B0 eMITPEWYEL TOV TOYD
TPOGOIOPIOUO VEDV TANPOPOPLDY AGPAAELNC. ZNTEITOL OO TOVE EMAYYEALOTIEG TOL TOEN TNG
VYEOVOLUKNG TTEPIBOAYNG VO, AvaPEPOVY OTTOIEGONTOTE TOOVOAOYOVLEVEC avemBOUNTES EVEPYELES. BA.
TapAypoeo 4.8 yio Tov TPOTO avVaPOPAS OVETIBVUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OSSEOR 2 g kxokkia yio TOGULO EVOLDPTLLO.

2. MMOIOTIKH KAI ITOXOTIKH XYNGEXH
Kdabe pakelhiokog mepiéyet 2 g strontium ranelate.
"Exdoyo pe yvootég dpaoceig: Kabe paxerliokog mepiéyet emiong 20 mg aomaptaun (E951).

IMa tov TAfpn KaTdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Koxkxkia ylo mdéoipo evoudpnpo.
Kitpwva xoxkia.

4, KAINIKEX TAHPO®OPIEX
41 OgpamevTikég gvoEigelg

Oepomeio T coPapnc 06TEOTOPOONG:

- 0€ LETEUUNVOTOVGLOKEG YOVOIKES,

- 0€ eVIIMIKEG AvOpeEg,
pe vyMAd Kivouvo KaThyaTog, Yio ToVg 0moiovg dgv eivarl Suvath 1 ay®yn Ue AN POPUOKEVTIKE
TPoioVTa EYKEKPLUEVA Y TN Bepameia TNG 00TEOTOPOOTG, AGY®, Y10 TAPASELY LA, OVTEVOEIEE®MV 1|
dvoaveéiog. Te PHETEUUNVOTOVGLOKES YOVUIKEG, TO PAVEAKO GTPOVTIO LELMVEL TOV Kivouvo
OTOVOLMKOV KaTayudtov kot Katayudtov woyiov (BA. mapdypago 5.1).
H amoégaom yopnynong paveiikod otpovtiov Oa mpénet va Paciletar 6Ty EKTIUNGT TOL GUVOATKOD
atopkol Kvdvvov yia kabe acBevn| (PA. mapaypapovs 4.3 kot 4.4).

4.2  Aocoloyio kol TPOTOG Yoprynons
H ayoyn npénet va Eekvd pdvo and wtpd pe gumeipia otn Bepaneio TG 06TEOTOP®ONG.

Aocoloyia
H ocvvietdpevn do6on eivar évag paxelriokog v 2 g pio popd nUeEPNGImG 0md TO GTOLO.

Adym g vong g Vd Bepameiog vOGov, To strontium ranelate TpoopileTon yio pokpoypovia. ypnon.

H amoppdenon tov strontium ranelate peidvetor omd Ty TpOSANYT TPOPTS, YAANKTOG Kot
YOAOQKTOKOUIKOV Tpoidvtwv, emouévag to OSSEOR npémet va yopnyeiton HETaED TV YELUATOV.
Adyo ¢ Bpadeiag amoppopnomng tov, o OSSEOR npénet va Aappdvetor Tpv amd 1o Bpaduvo v7vo,
KOTO TPOTIUNOT TOLVAGYIGTOV V0 MPEG PeTd amd To Payntd (PA. mapaypdpovg 4.5 kot 5.2).

Ot acBeveic Tov akorlovbovv Oepaneia pe strontium ranelate Tpénetl vo Aaufavouy Prrapivn D kot
CUUTANPOUATO AGPESTION, EGV 1) TPOCANYT LEGH TNG TPOPNG EIVOL AVETAPKNG.



Hlkiouévor acbeveic

H amoteleopatikdtTnTa Kot 1 ac@dAgio Tov strontium ranelate £yovv tekpunplmbel o€ gupv PAcHa
NAKIdV (og kot 100 etdv ™ oTiyun g EvTagng) LETEUUNVOTOVGIOK®Y YOVOIKDV LE 0GTEOTOPWOT).
Agv amonteiton Kopio Tpocapproyn g 006oA0Yiog 68 oxéon Le TV nAkio.

Aaobeveig ue veppikn overapkeio,

To strontium ranelate dev cuvictatol og acleveic pe coPapr veppikn avendpkelo (kdbapon
Kkpeatviving pikpotepn amd 30 ml/min) (BA. mapaypdeovg 4.4 kot 5.2). Agv amorteiton Kopio
TPOCAPUOYN TNG S0c0A0YiaG o8 0oBEVELG Le Lo EmG LETPLA VEQPIKN averdpKeln (kdBapon
Kkpeatwvivng 30-70 ml/min) (BA. Tapdypao 5.2).

Aaobeveig ue nmotikn avemaprelo
Kabmg to strontium ranelate dev petaforiletar, dev amorteiton Kopio Tpooappoyn e docoroyiog o
ac0evElg |1 NIOTIKY OVETAPKELQ.

Taidrazpiros minBoouog
H acopdrela kot omoteleopatikdmta 1ov OSSEOR c€ mandid kdto tov 18 etmv dgv éxovv
tekunprwoei. Agv vdpyovv dabécipa dedopéva.

Tpomog yoprynong

Amo6 Tov 6TOHNTOG XPION.

Ta xoxkio oToVG PakeALickovg Ba TpEmEL Vo AapPAvoVTaL MG EVOIDPT O GE TOTIPL TTOV TEPIEXEL
tovAdyotov 30 ml (mepimov to éva Tpito £VOC KavoviKoD TOTNPLOD) VEPOD.

Iap’ 6Xo mov oe peAétec KoTd T ypnon £xet deydei 6t1 To strontium ranelate eivor otabepd wg
gvaidpnua yio 24 ®peG PETA TN GVGTOGN TOV, TO EVOI®PN LA Oa Tpémel va TtiveTal ouéowe HeTd TNV
TOPOCKELT| TOV.

4.3  Avrevdcieag

YrepevaioOnoio 6t dpactiki) ovcia 1] 6€ KATOoo and To £KS0Y0 TOV aVOPEPOVTUL GTOTV TAPAYPAPO
6.1.

Tpéyovta 1 Tponyodueva meptotatikd AERIKNC OpouBoepupoing (POE), coumeprappavouévng g
ev T Pader prePikng OpoUPwong Kot TNG TVELUOVIKTG EUPOANG.

IIpocwpivi 1 povVIUN axwvntomoinom Ady® .y LETEYYEIPNTIKNG AVAPP®ONG 1 TUPOTETAUEVNG
KOTAKALONG.

Tpéyov 1 TPONYOVUEVO 1GTOPIKO EYKATEGTIUEVNG IOYOUKNG KAPSLOTAOELOG, TEPUPEPIKNC
apTNPLOTADELNG KO 0yYELOEYKEPAAIKTG VOGOV,

AppoBuiot véptoon.

4.4  Ew0Kég TPOELOOTOMGELS KU TPOPVAAEEIS KATE TN (p1jon

Koaporoxd, 1oyoruixd eneioodia

€ CUYKEVIPMTIKY AVAALGT) TUYOLOTOMUEVMV EAEYYOUEVMV EVOVTL EIKOVIKOU POPUAKOV LEAETMV OE
UETEUUNVOTIHVGLOKODG 0GTEOTOPOTIKOVE acheveic, TapatnpnOnke onuavtiky avénoen tov
EUPPAYLOTOS TOV pLOKOPSiov o€ acbeveic Tov akolovOncav aywyn ue OSSEOR, cuykprtikd pe to
€IKOVIKO pdppoko (BA. Tapdypapo 4.8).

Ipwv v évapén g aymyng kot avd ToKTd xpovikd dtaothiuota, ol acteveic mpénel va a&loAoyodvat
OVOPOPIKA UE TOV KOPOLUYYELKO KiVOLVo.

O1 aoBeveic pe onpavtikobe Tapdyovtes Kivdivou yio Kopdlayyelokd ensioddia (T.y. vIEpTao,
VIEPATIO AL, GaKYAPDON PN, KATVIGUA) TPENEL VO, akoAOVBOVY aymyn He paveAKd GTPOVTIO
uévo petd amod mpooektikn a&toddynon (PA. mapaypdpovg 4.3 ko 4.8).

Kotd ™ dudprela e aywyng pe 1o OSSEOR, mpénet va yiveton Tapakorovdnon o taxtikn faomn yi
KapdloyyelnKovg Kivovvoug yevikd kdbe 6 €mg 12 pnveg,.

H Bepaneio mpémel va dtokomteTal v 0 acBevng eKONADCEL 1GYALKT KopOloTddeia, TepLpepIKn
apTNPLOTAOELD, OYYEIOEYKEPUAIKT VOGO N €AV £XEL appOBoTn vaéptaon (PA. Topdypago 4.3).



Dlefircy Gpoufosufoin

e eEAeYYOUEVEC LE EIKOVIKO Qappoko uedéteg edong III, n Ogpaneia pe strontium ranelate
ovoyeTiotnke pe pio adbEnon oty TNola GLYVOTNTA ELPAVIoTg PAePknG BpopPoepforng (POE),
oupmepthapPoavouévng tng Tvevpovikng euPoing (PA. mapdypapo 4.8). To aitio cvtov Tov EVPNUATOG
givar dyvooto. To OSSEOR avtevdsikvutal o 0oBeVEIC [1E TPOTYOVUEVO 1GTOPIKO TEPIGTOUTIKDOV
oiepicng Opopposupoing (BA. mapdypago 4.3) kot Tpimel vo yopnyeital pe tpocoyn oe acbeveic pe
kivduvo gppdvionc OOE .

Orav yopnyeitar 6 acbeveic avo tov 80 etdv pe kivovvo OOE, Oa mpénel va emavektiudral 1
avaykn yio ) cvvéyion g Oepaneiog e OSSEOR.

To OSSEOR 0o mtpémet vo S10KOTTETAL TO GUVTOUOTEPO dVVATO OTNV TEPITTOOT Lo 0oOEVELNG 1) oG
KoTdotaong 1 oroio 0dnyei og akwnronoinon (BA. mapdypago 4.3) kot npénet vo Aapfdvovtat
emopkn mpoinmrikd pétpa. H Oepameia dev Oo mpémel va Eavapyioel Emg 6TOV 1 apyIKh KaTdGTOoT
&xet emBel xau 1 acBevnc pmopet va kivnlel Tpwg. Otav coppel POE, to OSSEOR zpénet va
Sracomet.

Xprion o€ aoOsVeLS [E VEQPIKI AVETCPKELD,

Agdopévou 6Tt dev VIThPYOLV GTOLYELD Y10 TNV ACPULELN TV 0GTMV o€ 0cBevels pe coPoapn veppikn
avemdpkelo Tov Aappdvouy strontium ranelate, to OSSEOR dev cuvictdton oe aofeveic e kabapon
KpeaTviving pikpotepn omd 30 ml/min (BA. wapdypoeo 5.2). Zopeova pe v 0pon KAVIKN TpoKTIKn,
ocuvioTtdrtol TePLodtkn aloddynon g vePPIkng Aettovpyiag o€ acheveig pe ypdvia veppikn
avendpkelo. H eEaxorovdnon g Bepanciac pe OSSEOR og acBeveig mov gppavilovv cofapn
veppikn avemdpkelo 0o tpénet vo e&etdleton Katd nepintwon.

Aepuotiés aviidpooels

Me 1t ypnon tov OSSEOR éyouvv avagpepOel omentikég yuoo ) (0N OEPUOTIKEG OVTIOPAGELS
(Z0vdpouo Stevens-Johnson (£SJ),to&kn emdepuiky vekpoivon (TEN) kot popuokevtikd eEavonua
pe nwowvoidio kot cvotnpatikd cvprtopate (DRESS)).

Ot aoBeveig mpémel va evnUePOVOVTOL Y10 TO. ONUEID KOl TO. GUUTTMOUATO KOl VoL TopokolovBovvtol
oTeEVA Y10 OEpUOTIKEG avTIdpacels. O vynAotepog kivouvoe gppdaviong £SJ 1 TEN eivar evtog tov
TPOTOV ERSOUAdOV TNG Ay®YNG Kol GuvNBS YOp® oTig 3-6 Pdopddeg yro. to DRESS.

Edv 1o cvpumtopoto 1 to onueio yioo IS 1 TEN (SnA. e€ghocodpevo deppatikd e&avinpo coyva pe
eAOkTaveg N PAAPec oto PAevvoyovo) 1§ DRESS (Snh. e&avOnpo, mopetdc, mooivoeirio Kot
ocvotnuatiky emintoon  (0nA.  adevomdbeia, mmoTitidw, Sidpecoc  veppomdbela,  SLAUECOG
nvevpovorabeln)), eivor mapovra n aywyn pe OSSEOR zmpénet vo S10KOTTETOL APECHC.

Ta kohdtepa anoteAéopoto ot olayeipion tov XJS, TEN 11 DRESS zmpoépyovian and tnv mpowun
dldyvoon Ko tnv dupeon dwkom kdbe vmomtov eoppdakov. H mpdwyn omdécvporn oyetiletor pe
KaAvtepn mpoyvoon. H éxPacn tov DRESS givarl guvoikh] 6Tig TeplocoTEpEg TEPIMTOOELS HUE TNV
Sraomr) tov OSSEOR ko petd v évapén Bepameiog pe Koptikootepoedn otav eivor amapaitnto. H
avévnyn umopel va gival Bpadeion Ko o KATOES TEPMTMOGELS £XOVV ovapepOel VITOTPOTES TOV
GLVOPOUOL HETA Amd T OLUKOTY| OYWYNG LE KOPTIKOGTEPOELOT).

Edv 1 acBevng €xel eppavioer XIS, TEN 1 DRESS pe t yprion tov OSSEOR, to OSSEOR dev Oa
TPEMEL VAL ETAVAYOPNYELTAL TNV 0oOEVY] OTOLOONTOTE GTIYUN.

e acbBeveig Aclatikng Kataywyng £xel avaeepOel LeyaAdTePOg aplBdc TEPIGTATIKOV, TAPOAO TOV
TOPUUEVOLY GTLAVLQ, OVTIOPACENDY LITEPELALGONGlag cupmepAapUPavouévey depuatikod e5avOnuaTog,
¥SJ 1 TEN.

Alnlemiopaon e gpyaotnpioxy éétaon

To otpovTio TapepPaivel ot ¥POUATOUETPIKEG HEBOOOVE Y10 TOV TPOGIOPICUO TOV GUYKEVIPOCEMV
7oV acPeotiov oto aipa kot ota 0vpa. Emopévac, oty wtpikh tpdén mpémnel vo xpnotuomolohvtol
LEBOSOL PAGHATOUETPIO. OTOUIKNG EKTOUTNG ETAYOYIKMS GVLELYHEVOD TAACUATOG 1] POCHATOUETPIO
OTOUIKNG AmoppOPNoNg Yo va eEacparileTar 1 akpiPg a&loAOYNOT TV CLYKEVIPMOCE®Y AGPEGTiOn
GTO G0l Ko 6T oVpal.

Exdoyo
To OSSEOR mepiéyet mnyn eawvoiaiavivng, n omoia umopel va givar PAofepr| yio dTopa wov Tacyovv
OO PALVUAKETOVOLPIQL.



4.5 AMNAETOPAGELS HE GALN QUPUUKEVTIKG TPOTOVTO KOL AALES pOPPEG aAlnAieTiopaong

H tpoon], 10 YaAw, T0 YOAAKTOKOUIKA TOPEymYQ KOt TO pOPLOKEVTIKE TPOTOVTO TOV TEPIEXOVV
aoPEcTIO pumopolV va peidoovy T frodiabeciuotnto Tov strontium ranelate katd wepinov 60-70%.
2ovenmg, petald g xopnynong tov OSSEOR kot twv Tpotidvimv autdv Tpénel va, pecorafel Eva
dlaotn e ToLVAdyIoTOV 000 WPOV (BA. Tapdypapo 5.2).

Agdopévov 0Tt ta 6160gvn KOTIOVTO UTOPOHY VO, GYNUATICOVY GOUTAOKO GTO YUOTPEVIEPIKO GUGTNILA
UE T ovTIBLOTIKG TTOL OVIKOVY GTIC TETPUKVKAIVES Kol TIG KIVOAOVEG TOV ¥OPNYOVVTOL Otd TO GTOUA,
K0l GUVETDG VO LEUDGOLV TNV AToppOPTCT] TOLS, OEV GUVICTATUL 1) TAVTOYPOVT] YOPNYOT TOL
strontium ranelate pe oTé ToL PAPUOKEVTIKA TPOTIOVTA. Q¢ TPOANTTIKO PETPO, 1 Bepomeia pe to
OSSEOR mpénet va drokdnteton katd T didpketo g Oepomeiog pe ovTiBloTikd Tov oviKouV oTIC
TETPOKVKAIVEG 1] GTIG KIVOAOGVEG KOl YOPTYOUVTAL OO TOL GTOUATOG,.

Mia pedétn kKAvikng olnAenidpaong in vivo £dg1€e oL n yopnynom vdpoeldinv tov apyiiiov Kot Tov
uayvnoiov, gite dV0 dpeg mpwv eite poli pe to strontium ranelate, TpokAlece wikpn pueimon oy
amoppoenon Tov strontium ranelate (peiwon g AUC kotd 20-25%), evd 1 amoppdenomn nTav oxedov
avemnPEacTn OTav To avtidEvo yopnynonke 600 dpeg petd omd o strontium ranelate. Zvvenmg, eivat
TPOTYLOTEPO VO YOPTYOVVTOL TA OVTIOEVA TOVANLGTOV dV0 Mpeg et T ANy tov OSSEOR. Iopodia
avTd, 6TV AVTO TO SOGOAOYIKO GYNUA OEV EIVOL TPUKTIKO AOY® TNG GUVICTMUEVNG XOPTYNONG TOL
OSSEOR 7pwv and to Bpadivo Hmvo, 1 TauTtOYpovn AW TOPAUEVEL ATOOEKTT.

Agv &xel mapotnpn et oAndenidopacn pe o copmAnpodpota frrapivng D mov yopnyovvrot amd tov
GTONATOG.

Kotd ™ didpketo KMvikav peret@v dev €xovv Ppebei ototyeio KMVIKGOV 0AANAETIOPACEDVY 1|
oyxetifopevng avénong TV EMIES®V GTPOVTION GTO GO LE POPUUKEVTIKA TPOTOVTO TTOV VOUEVETOL
ouvnBmg va suyyopnyodviar pe 10 OSSEOR otov mAnfucpd-otdyo. Avtd mepihapfovay: un
GTEPOELDT OVTIPAEYUOVDON QAPUOKE (GUUTEPTAAUPBOVOUEVOD TOL OKETVAOGOAIKVATKOD 0£€0G),
avididwa (0ntmg TapakeTaddn), amokielotés Hy kot avactodelg Tomv aviM®my TpmTovimy, S1ovpTTIKA,
dryo&ivn Kot KapdloKEG YAVKOGIOESG, OPYOVIKA VITPDON Kol GAAS 0y YELOOIOGTOATIKA Y10 KUPOLOKES
TOONGELS, OMOKAEIGTEG OLOAWV 0oPeaTion, B-amokAeloTés, avactoieic Tov MEA, aviaymvioTtég
ayyelotevoivng 11, exhextikovg B-2 adpevepykoDs ay®VICTES, OVTITNKTIKA A0 TO GTOLA, OVOGTOAELG
GLGGMPEVONG OLUOTETAAIWDV, OTATIVEG, PLUTPATES Ko Topdywyo Peviodialenivng.

4.6 Tovipétnra, KOO KoL yorlovyia

Konon

Aev vrdpyovv otoryeia yio n xpron strontium ranelate oe gykvovc.

Y& vynhég 600eLs, pHeLéTeg og melpapatodlma EYovv delEel avaoTPEYILES EMOPACELS OTA 0GTH EUPPVOV
apovpainy Kot Kovikimv mov akoiovdnoay Bepaneio Katd tn didpreia tng komong (PA. mapdypopo
5.3). Eav 10 OSSEOR ypnoiponom0ei ek mapadpoung Kot m StdpkeLa TG KONoNG, TPETEL Vo,
dlokomel | Afym Tov.

Talovyio
Duvoiko-yN UK cTotyEio LITOINAMVOLV TNV aTEKKPLon Tov Strontium ranelate oto avBpmmivo yala. To
OSSEOR dev mpénet va, ypnoiponoteitol katd tn S1dpKelo TG YoAovyiag.

Toviuotnro
Agv €xovv mopatnpnBel emdpdoelg ot yovipdmra dppevov kot Oniemv katd Tig LeAéTes oE
nepapatodloa.

4.7 Emopdacseig 6Ty IKOVOTNTA 001 Y161)G KO YELPIGHOV PN UAVAV

To strontium ranelate dev €xet Kapio 1 £(€L ACTLAVTN EMIOPACT GTNV TKAVOTITO 00N YNOTG KOl
YEPIOUOD UNYavaV.



4.8 AvemOounrteg evépyereg

[TepiAnym tov TPoPiL acedietlog

To OSSEOR éyet peretn0ei o khvikég pedétec oTig onoieg ocvppeteiyav mepimov 8.000 dtopa.

H pokpoypdvia acedieia £xel alohoynbel oe LETEUUNVOTOVGLOKES YOVOIKES LLE 0GTEOTOPWOGT), TOL
akolovOncav Oepameio yio didotnua £oc 60 unveg pe strontium ranelate 2g/Mmuépa (n=3.352) N ue
gwoviko dppoko (n=3.317) oe peréteg eaong L. H péon nikia katd tnv Evraén Ntav ta 75 £t kot
70 23% TV acbevdv Tov evtdydnkoy frav nikiog 80 £mg 100 etdv.

Agv vmpyav S10QOPES BTN PVOT] TOV AVETIOOUNTOV EVEPYELDV HETOED TOV OUAO®OV ay®mYNS
aveaptNTmg edv ot acheveic NTov nAKiog Kt 1 avo Tov 80 katd tnv Eviaén.

O1 CLUVOMIKEG GLYVOTNTES EUPAVIONG aVETIHOUNT®V EVEPYEIMVY LE TO strontium ranelate dev d1€pepav
OO TO EIKOVIKO QAPLOKO KOl 01 avemBuunteg evépyelec NTav cuvnomg Nfmieg Kot Topodikés. Ot
GLYVOTEPEC AVEMIBVUNTEG EVEPYELEG NTAV VOLTIO KoL SLAPPOLN KO ovapEPON KV YEVIKG GTIV 0Py TNG
Oepaneiag, yopic agloonueioteg d0popég LeTaéd TV Ouddmv otn cuvéyeto. H dtakom g
Bepoaneiog opethdTay kupiong ot vavtia (1,3% kot 2,2% 611G OPAdES TOV EIKOVIKOD PUPUAKOV KOL TOV
strontium ranelate avtictouya).

Y11c peréteg eaong L1,  ethola cuyvotnta epedvionc erefikng OpouPoeuporng (POE) wov
mapatnpnnke yo nepiocoTepa amd S xpovia Nrav nepinov 0,7%, pe oxetcd kivovvo 1,4 (95% CI =
[1,0; 2,0]) ywo 15 acOeveic mov ElaPav strontium ranelate oe cOyKplomn pE EIKOVIKO @appako (BA.
Topaypao 4.4).

Y& GUYKEVIPOTIKN AVAALOT TUYAOTOMUEVOV EAEYXOHEVDV évavtt placebo peletdv
UETEUUNVOTIOVGLOK®DY OGTEOTOPOTIKMV 000EVAV, Tapatnpiinke onuavtiki abdénomn Tov epuepayratog
TOL pvokapdiov og acbeveic Tov eiyov akolovdnoel aywyn pe OSSEOR, cuykpitikd pe placebo
(1,7% évavt 1,1%), pe oyetikod kivovvo 1,6 (95% CI =[1,07. 2,38]).

[Mivakog tov avemifountov avidpicemy

Ot ax6AovBeg avemBounteg avTdpdoelg xovv avapepbel katd T S16pKEID TOV KAVIKOV HEAETMV
Ko/ omd v gumelpio LeETd TNV KukKAo@opia Tov strontium ranelate. Ot avemBounteg avIdpAcELS,
opldpeveg mg ol avemBouNTEG EVEPYELEC TOV Bempeital 0Tt ivar TovAdyIeTOV TBAVOV Vo 0modobovy
ot Oepaneio pe strontium ranelate e pedéteg paong 11, avapépovtar otn cuvéyela pe Paon v
aKolovOn cuvO KN (GLYVOTNTES GE GUYKPLON LE EKOVIKO QAPHOKO): TOAD cuyvec (>1/10), cuyvég
(>1/100, <1/10), &y cvyvég (>1/1,000, <1/100), oravieg (>1/10,000, <1/1,000), oAb omdavieS
(<1/10,000), un yvwotéc (dev umopovv vo, ektiunboiv pe Bdon to Stabicipo dedopéva,).

Kommyopia /Opyoviko oot
Koaznyopio ovyvotntag

AvemBoun evépyela

[Hocoot6 AcBevdv mov
EUQAVICOY OVETIOOUNTEG
EVEPYELEG

Ayoyn

Strontium Ewoviko
ranelate QapLOKO
(n=3352) (n=3317)

Poyratpkég swotapoyés

Mn yvaotii coyvotyro™:
2VYYVTIKN KATAoTOoN
Abnvia

AWTOpay£S TOV VELPIKOD GUGTIOTOG
2oyvég:
Kepoiaiyia
AwTapayég g cuveidnong
AmoAielo pvAung
Oyt ovyvég
Xracpol
Mn yvaotij coyvotyro”:

3,3% 2,7%
2,6% 2,1%
2,5% 2,0%
0,4% 0,1%




HoparcOnoio
Zén
Thayyog

Koapowokéc owatapayig
Soyvéc’:
"Epepaypo tov pookapdiov

1,7%

1,1%

Ayyewokég Swatapayés
2oyvég:
DAefkn Opopposuporn (POE)

2,7%

1,9%

AWTOPaYES TOV GVUTVEVGTIKOV CUGTIATOS, TOV 0MPUKA Kol TOV
pecodmpakiov
Mn yvaotii coyvotyo™:

Bpoyywmn vrepdpoactnpiota

AWTaPayES TOL YOGTPEVTEPIKOD
2oyvég:
Noavtia
Aldppola
Xolapd koémpava
Mn yvaotii coyvotyro™:
"Epetog
Kotokog [Tévog
Epebiopog tov otopatikod Prevvoydvou (otopartitido ko eEAkmon
TOL GTOLOTOC)
Tlaotpooisopayikn ToAvdpouncn
Avoneyia
AvckonotTo
Topmovicpog
Enpoctopio

7,1%
7,0%
1,0%

4,6%
5,0%
0,2%

AWTopayES TOV NTOTOG KUl TOV JOANPOP®V

Mn yvaotii coyvotyro™:
Avénuéveg Tpaveapvees Tov 0pol (o€ cUVOVAGUO LE dEPHLOTIKEG
avTdpdoelg vrepevatcinaciog)
Hrartitida

AWTopayES TOV OEPRATOS KOL TOV VTOOOPLOV 16TOV
2oyvég:

Agpuatitioon

"ExCepa
2Tavieg:

DRESS (BA. mopdypagpo 4.4)

TloAd omavieg:
YoPapéc depuatikég avemBounteg evépyeteg (EAAE): Zvvopopo Stevens-
Johnson kat To&ikn emdepuikh vekpdioon ™ (BA. napdypago 4.4)
Mn yvaotii coyvotnro™:
Agppotikég avtidpacelg vaepevaictnoiog (e£avOnua, kvnouoc,
Kvidmon, ayyelooidnuo)
Alorekia

2,3%
1,8%

2,0%
1,4%

AW0TOPaYES TOV HVOGKELETIKOV GUGTILOTOS KOL TOV GUVOETIKOD 16TOV
My yvwotii ooyvotyro™:
Mvookeretikdg mOVOG (LWiKdG GTAGHOC, LLAAYI, TTOVOS TV 0GTOV,
oapBparyio Ko TGHVOC TV AKP®V)




AWTOpay£S TOV CHOTOUTIKOV KUl TOV AERPLKOV GVGTIINO.TOS
Mpy yvwotii ooyvotyro™:
AVETAPKELD LVELOD TOV 0GTMOV
Hoowogthia (o€ cuvOLOOoUO [1E dEPATIKES AVTIOPACELS
vrepevocOnGiag)
Agppadevonddein (o cuVOVAGUO UE DEPUOTIKEG OVTIOPAGELG
vrepevaicOneiog)

TI'evikég orwoTapayfs Kol KUTAGTAGELS TNG 000V Y0P YN6NS

Mn yvaotii coyvotyo™:
[eprpepikod oidnua
TTvpegia (o€ GUVOLOCUO e DEPUATIKES AVTIOPACELS LITEPELAIGONGINC)
AicOnua kokovyiog

Hoepoxivikég eEeTaoelg
2oyvég:
AvEnuévn Kpeatvich poceokvéon (CPK) oo aipo’

1,4%

0,6%

*Eumepio uetd v kokAopopio

P Mvooxeretino KAdoua > 3 pOpES amo T0 AVWTATO PLOLOLOYIKO OPLO. XTIC TEPIOTOTEPES TEPITTWDTELS, OVTEG 01

Tpés eraviiAbay avBopunto aTo PVoLoAoYIKo ywpic Tpomoroinon e Bepomeiag.
7% e AG10TIKES YDPES avapipovial g OTVIES.

d ’ ’ ’ r ’ ’ ’
2e ovykevipwtikh avaloon eleyyduevov évavt placebo uedetdv ueteupmvoravoiardv ooteomopwtikdy

000svav, o1 a0eveic mov axolovOnooy aywyn ue paveiixé atpoviio (N=3803, 11270 ovOpwmoétn Ocparciog) oe

obyrpion ue placebo (N=3769, 11250 avOpwroéty Ocpomeiog)

Avapopd TBavoAOYOUEVOV AVETIBOUNTOV EVEPYELDY

H avagopd mhoavoroyodpeveoy avemBOUNT®V EVEPYEL®VY LETA GO TN YOPTYNOoN GOE0G KLUKAOPOPToG

TOV PAPUAKELTIKOD TPOTOVTOC elvar onuavtikn. Emtpénet tn cuveyn mapakolovdnon g oyéong
0PEAOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTOVTOG. ZnTeitol amd Tovg EmayyEALOTIES TOV TOUEN TG
VYELOVOLIKNG TTEPIBOAYNG VO AVAPEPOVY OTTOIEGONTOTE TOOUVOAOYOVUEVES OVETIBOUNTES EVEPYELES

LEG® TOV €6VIKOD GLOTNUATOG AVOPOPAS OV avaypapetat 6to [lapdpmua V.
4.9 Ynepdoocolroyia

ZOUTTOLOTO

e KAMVIKN HEAETN o dlepelivice TNV emavaAapfovopevn yopnynon 4 g strontium ranelate v nuépa

Y 25 nuEPEC G€ VYIELG LETEUUNVOTOVCIOKEG YOVATKEG, dlamoT®inke kKoAn avoyn. H @’ dnaé
yopnynon docemv £¢ 11 g o€ vyeig veapois appeveg 0ELOVTEG deV TPOKAAEGE KATO10 1010{TEPO

GUOUTTOLA.

Avtyletmmion

Metd amd 16010 VITEPSOCOAOYING KUTA TN SLUPKELN KAWVIKDV HEAETMV (Em¢ 4 g/Muépa yia HEYIOT

duapketla 147 nuepmv), dev Tapatnpnnkay kKAWVIK®OG oyeTilOUEVES EVEPYELEG .

H yopiynon ydAiaxtoc 1 avtid&vev propei va fondnoet ot peiowon g amoppdenong g SpacTikig

0VGi0G. Xe TEPIMTMOT ONUOVTIKNG VTEPOOGOAOYING, 0 EUETOC UTOPEl va glvar pio eTAoYN yio TV

ATOUAKPLVGOT) TG TOCOTNTAG TNG OPUCTIKNG 0LGING TOL dgV EYEL amoppoenOei.

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 ®@appoxodvvopikés 1010TNTES

Ddoppokobepamevtikn katnyopio: Oapupoka yio tn Oepaneio Tadfcemv TOV 00TOV — AALO QAPLOKQ
7OV EMNPEALOVY TNV 0CTIKN OOUTN KOl TNV TPOCANYT LETOAAMK®V oTotYEl®mV, kodikoc ATC: MO5SBXO03

Munyaviouog dpaong
In vitro, to strontium ranelate:

- av&avel TV Tapayyn 00100 08 KOAMEPYELES 00TITN 16TOV, KAOMG KOl TNV avTlypaen TV
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TPHOPOUDV 00TEOPAAGTMV KoL TN GVVOEST] KOAAAYOVOL GE KAAMEPYEIEC OOTIKMV KLTTAPWV
- UELDVEL TNV OCTIKT OOPPOPNOT LELOVOVTOC T O10POPOTOINGT TMV OGTEOKANGTAOV KOl TN
dpaoTNPIOTNTO ATOPPOPTIONG.
AvT0 €yel ooV amoTéAeS O io €K VEOU 160ppOTia 6T S1001KAGI0 OGTIKNG OVAKOTOGKEVTG, EVVODVTOS
TNV TOPAY®OYH 06TOV.

H dpdon tov strontium ranelate peletnke o didpopa pn-kiwikd povtéra. ITo cvykekpyéva, o
afktovg apovpaiovg, To strontium ranelate av&dvel v 06Tk LAlK TOV SOKIOMTOV 0GTMV, TOV
apOpd TV S0KIdMV KoL TO TAY0G TOVS, TPAYU TOV 0dNYEL 68 PEATimON TS OGTIKNG OVTOYNG.

210V 00TitN 16710 TEPANATOL®®V Kol avOpdnv Tov vrofAntnkay o Bepamneia, To GTPOVTIO
ATOPPOPATOL KUPIWE GTNV EMLPAVELY, KPVOTOAA®DY KOl EAGYIGTA LOVO LITOKAOIGTH TO 0GPECTIO GTOV
KPOGTOAAO TOL OOTiTN TOV VeomapayOEvtog ootov. To strontium ranelate dev petoffdiiet ta
YOPOKTNPIOTIKA TOV KPUGTAAA®Y TV 06TAOV. X& Bloyieg 06TV TG Aoydviog aKpoAopiag Tov
dtevepynonkav émg kot petd amo 60 punveg Bepomeiog pe strontium ranelate 2 g/muépa oe peréteg
oaonc 111, éev domiotddnKay PAATTIKEG EMOPAGEIC GTNV TOLOTNTO, TV OGTAOV 1] GTNV TPOGATIYN
LLETOAAMK®OV GTOLYEI®V.

O1 cLVOVAGUEVEG EMOPAGELG TNG KATAVOUNG TOL GTPOVTION ot 00Tl (BA. Tapdypago 5.2) kat tng
av&nUévng amoppoOPNoNg TOV GTPOVTIOL e akTiveg X og ohyKplomn Le 10 acPéotio, odnyel o€ pia
gvioyLOT TNG 0CTIKNG TVKVOTNTOG G€ UETAAMKE oTotyeia (BMD) pe pétpnon amoppdenong axtivov X
dumAov pmrtoviov (dual- photon X-ray absorptiometry- DXA). Zougova pe ta dtabéotua otorygio ol
mapdyovteg avtol evfdvovtor yia 1o 50% mepinov g petpovpevng petaforng otmv BMD petd omd

3 ypévia Bepoameiog pe OSSEOR 2 gmpépa. Avtd Ba mpémel va Aapfdavetor vedyn dtav eppnvedovtaon
ot petaPoréc g BMD katd ) didpketa g Oepomeiog pe OSSEOR. Ze peléteg paong 111, ot omoieg
KATOSEIKVVOOVY TNV omotedecpatikdtTTa ¢ Oepameiog pe OSSEOR kotd tov kotayudtov, 1
petpovpevn péon BMD avénfnke amd v apywr| Ty pe to OSSEOR kotd mepimov 4% avad €tog
oTNV 00QLIKT poipa Kot 2% ava £T0G 6TOV avYEVA TOL UNPLoiov 06ToV, ptévovtag oto 13% g 15%
ka1 670 5% £wg 6% avtioToya LETd amd 3 ypdvia, avarloya e T HEAET.

e peréreg edong 1L, cuykpitikd e 1o eikovikd eAaprako, ot Bloynuikol deikteg Tapaymyng ooToh
(aAkaMK POoEATAcT TOV 06TMV Kot C-TEAMKO TPOTENTIO0 TOL TPOKOAAAYOVOoL THToV 1) awéndniay
KoL 01 OEIKTEC 0GTIKNG 0moppoOPNoNg (cuvdedepéva draotavpovpeva C-telomentidte Tov opov kot N-
TEAOTENTION TV 0VPWV) pEI®ONKaV omd Tov Tpito pniva Bepamneiog £0¢ ta 3 €.

AgVTEPEVOVIMG MG TPOG TIG PUPULAKOAOYIKEG EVEPYELEG TOV strontium ranelate, Tapotnprfnkav
ENOPPEG LEIDGELG TMV GLYKEVTIPMOGEMV TOV acPestiov kat tng mapabupeostdkrg oppovng (PTH ) otov
0p0, LENGELS TV GLUYKEVIPMGEDV TOL POGPOPOV GTO O KoL TG OPAGTIKOTNTOG TG OAKNG
OAKOATKN G POOQUTACTG, X®PIG Vo Topatnpniody KMVIKEG ETMTOCELS.

Klvikn omoteleouatikotyo

H octeondpwon opiletar mg 1 katdotaor 60mov 1 0otk Tukvotnto (BMD) g orovdvAikng 6thing
1M ToL 1oyiov gival TovAdyiotov 2,5 SD yauniotepn amod tn péon T evog vy1ovg vEoy TANHLGHOD.
Me TN HETEUUNVOTOVCIOKT 0GTEOTOPMOT] £xEL cLVOEDEL £vog aplBLog TapayOVT®V KIvoHvov,
GUUTEPTAQUPOVOUEV®Y TNG YOUNANG 0GTIKNG HALOS, TNG YOUNANG OCTIKNG TUKVOTITAG G UETAAAMKE
otoyyeia, TS TPOMPNS ELUNVOTOVCTS, TOV IGTOPIKOV KOTVIGULOTOS KOl TOV OIKOYEVELNKOD 1GTOPLKOV
ooteomopwonc. H kKAvikn cuvéneio g ooteondpwong ivar ta katdypoto. O Kivouvog yia
Katdypoto ovEdvetal 660 avEAveTol o aplBpog Tov Tapayovimy Kvovvov.

O¢pameio TG LETEUUNVOTOVGIOKNG OGTEOTOPOONG:

To wpoypappo LEAETOV Yo TV omoeLy” kataypdtov pue 1o OSSEOR anoteAeito amd 600
eleyyopeves e eKovikd eappoko peréteg edong I  perérn SOTI kon ) pedétn TROPOS. H
SOTI mepiérafe 1.649 peteppunvomovcoloKES YOVOIKES [LE EYKATESTNLEVT] OGTEOTOP®OT (JOUNAN
0c@Likn BMD ka1 ponyobpevo 6movovAikd katayua) kot pe péon nhkio ta 70 ypévia. H TROPOS
neptérafe 5.091 peTEUNVOTOVGLOKES YUVAIKES PE 00TEOTOpmoT| (auni BMD tov avyéva tov
Unpeiov 06Tod Kot TPONYOOUEVO KATOYLO GE TEPIGCOTEPES OO TIC PMGEG CUUUETEXOVGEG) KO LIE
uéon nikia ta 77 ypoévia. Toykevipmtikd, ot peréteg SOTI kot TROPOS mepiéhaPav 1.556 acbeveic



niwiog dvo tov 80 etdv Kotd TV évtatn (23,1% tov TAnfucopod Tov peletdv). Extog amd
Oepameia Tovg (2 g/muépa strontium ranelate 1 elkoviko edapuaxo), ot acbeveic Elafov
TPOCAPUOGUEVE, CUUTANPOUATE acPectiov Kot frrapivig D katd ) didpkelo Kot TV 00 PEAETMV.

To OSSEOR peimoe 10 oyetkd kivduvo yia véa omovoviikd katdypota katd 41% péoa oe 3 xpovia
ot pehétn SOTI (nivaxag 1). H enidpaon frav onpavtikny ond 1o tpmto £tog. [lapopota opéin
Katadelydnkov og yovaikeg pe moALomAd Katdypota katd tnv £viaén. Xe oyéon Ue To KAVIKA
OTOVOVAIKA KaTdypota (TpocsdloptlOUEVa MG TO KOTAYUATO, OV GLVOSEVOVTOL 0Td 0GPLOAYI0 KON
UTMAELN COOTIKOD VWYOVE Kot TOVAdyloTov 1 cm), 0 oyeTIkOC Kivovvog petmbnie katd 38%. To
OSSEOR emniong peimoe tov appod tov aclevov e andAEN COUATIKOD DYOLS KATO TOVAGYIGTOV
1 cm, og oVYKploN e To ekovikd apuoko. H agoldynon g mototntog Lmng, Ommg £yve e TNV
€10tk KAipoaka QUALIOST kafa¢ ko pe t faduoroyio avridnyng Fevikng Yyeiog (General Health
perception) tng yevikng kAipokag SF-36, katédei&e to 6¢perog tov OSSEOR, ce auykpion e to
EIKOVIKO QAPLLOKO.

H amotereocuatikdmra 1o OSSEOR o peimon tov Kivdhvou yia vEe 6TovOVAIKE KATAyoTo,
emPefourdOnke pe tn perétn TROPOS, cuumepthapfavouéveoy 06TE0TOPOTIKMOY 00HEVOY Ympig
Katdypata Aoy ufpavctoTnTag Katd TV EVTasn.

Hivakag 1: XvyvotnTto ep@avions ac0evav pe 6TovovAKO KOTAYNO KUl HEIMCT] GYETIKOD KIVOUVOL

Ewoviko ¢appoxo OSSEOR Mceimon Xyetikod Kiwvdvvov
6€ GUYKPLGT] L€ EIKOVIKO
eappaxo (95%CI), p

SOTI N=723 N=719
Néo onovdvlikd kdroypo. 32,8% 20,9% 41% (27-52), p<0,001
Léca og 3 ypovia
Néo onovdvlikd kdraypo. 11,8% 6,1% 49% (26-64), p<0,001
péoa otov 1° xpdvo
Néo KMVIKO 6TToVELAIKO 17,4% 11,3% 38% (17-53), p<0,001
Kataypo péca o 3 ypovia
TROPOS N=1823 N=1817
Néo onovdvlkd kdroypo. 20,0% 12,5% 39% (27-49), p<0,001

Léca og 3 ypovia

Xe acbBeveig nAikiog dvo Tov 80 etdv Katd v £viaén, 1 GVYKEVTIPOTIKY avdAivor tov peletdv SOTI
kot TROPOS £d¢e1&e 611 to OSSEOR peimoe 10 oyeTid Kivouvo vE®V 6TOVOLMK®OV KOTOYUATOV KOTA
32% ota 3 gpdvia (cuyxvotnta eppdvions 19,1% pe to strontium ranelate cuykprrkd pe 26,5% pe to
EIKOVIKO QAPLLOKO).

Ye pia avaivon a-posteriori acBevav amd to cuvoro tov peretdv SOTI kot TROPOS pe apyxn
BMD g 06¢uikng poipag KoM Tov auyEva ToL UNpLoiov 06ToL G EMITEDN 0GTEOTEVING KUl YMOPIg
TPOTYOVEVO GTOVOVAIKO KATAYHO OAAGL e TOLAAYIGTOV Evav emTpOcHeTo Tapdyovia Kivévvoy yia
Kdraypo (N=176), to OSSEOR peiwoe tov Kivduvo yio To Tp®dTo 6TovOuAKd Kataypo Kot 72%
uéca og 3 ypovio (GuyvOTNTA EUPAVIOTG GTTOVOLALKOD KOTAYUaTog 3,6% e To strontium ranelate ce
ovykplon pe 12,0% pe 10 elkovikd eAapUaKo).

Mia avéAivon a-posteriori éywe og vrooudadao acfevaov amd ) pedétn TROPOS mov sppaviCov
1010{TEPO 10TPIKO EVIAPEPOV Kal VYNAS Kivovvo kataypdtov [opildouevo wg T-score <-3SD yia
BMD tov awyéva tov unpaiov 05tov (10 €DPOC TOL TAPACKELAOTN avTioTowyel og -2,4 SD
ypnoponowdvrag NHANES III) ko nAwciog >74 etdv (n=1.977, dnradn 40% tov mAnbucpo g
uerétng TROPOS)]. Zmv opdda avtn, yia tepiocdtepa amod 3 xpovia Oepaneiag, 1o OSSEOR peiooe
TOV KivOUVO KATAYUOTOG TOV 16%i0V Katd 36% € GUYKPLoN UE TNV OUAS TOV EIKOVIKOD (OPUAKOD
(mivakag 2).
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Hivakag 2: ZoyvoTnTa epavions ao0evov ne KATaypo Tov 163100 Kol peimon Tov oyeTikod Kivduvov o acdeveic pe
BMD <-2.4 SD (NHANES III) kon nhikiog > 74 etcdv

Ewoviko ¢appoxo OSSEOR Mzeimon Xyetiko) Kiwvovvov
6€ GUYKPLGT] ILE EIKOVIKO
@appoxo (95%CI), Tyun p

TROPOS N=995 N=982
Kdaraypo tov wyiov péoa og 6,4% 4,3% 36% (0-59), p=0,046
3 xpovia

O¢pamneio e OoTEOMOP®ONG GTOVS AVOPES

H amotelecuatikdmta tov OSSEOR £xel amoderydei o avdpeg |1 06TEOTOP®ON GE LI O1ETY], SITAG-
TUQAT, ELEYYOUEVT LE EIKOVIKO QAPLOKO UEAETY], LE TNV KOPLo avdAvon petd amd 1 £tog o 243
acBeveig LYNAOD KvduvoL Yo KaTaypa (TAnfuouds Intention to Treat, 161 acBeveig Erapav strontium
ranelate, péon niia 72,7 €, péon Ty BMD T-score ocuikng poipag -2,6, 1060616 28% e
TPOTYOVEVO GTOVOVAIKO KATOYLOL).

Ohot ot acbeveic Elafav kabnuepvd copmAnpopata acpestiov (1000 mg) kat frrapivng D (800 UI).
2T0TI0TIKA onuovTikég avénoeic oty BMD moapatnpndnkav 1om omd toug 6 uiveg e oy®yng ue
OSSEOR ocg 6Oykpion pe TO EIKOVIKO QOPOKO

2tovg 12 pnveg mapotnpiOnke o GTOTIOTIKG OTUOVTIKT avénon otn péon ooeuik BMD, to khpilo
kprepro anotereopatikomrog [E(SE)=5,32%(0,75): 95%Cl= (3,86-6,79), p<0,001], mapouota pe
QT TOV TOPUTNPNONKE OTIC KEVIPIKEC avTikaTaypatikég peaéteg edong I, mov deénybnoav o
LLETEUUNVOTOVGLOKES YUVOIKEC.

2TOTIOTIKA oNUovTIKEG avénoels mapatnpndnkav petd and 12 uiveg otnv BMD 1ov avyéva tov
unpiaiov ootov kot otnv BMD (p<0,001) tov oAko 1oyiov.

Taidrazpiros minBoouog

O Evponaikdc Opyavicpuog Gapudiov amécupe T vaoypé®on VIOBOANG TOV OTOTEAECUATOV
ueretdv ue OSSEOR g 0)eg TIg VITo-0UAdEC TAdATPIKOD TANOLGLOV 6TV 06TEOTOP®EN (BA.
TaPAypoeo 4.2 Yo TANPOPOPIES GYETIKA LE TNV TOUIIATPIKN YPNON).

52 ®appuoxokivTIKES 1010TNTES

To strontium ranelate amoteieitan and 2 dropa otabepov otpoviiov Kot 1 popo pavelkov o&og, pe
TO OPYOVIKO TUNLO VO ETITPETEL TOV KUAVTEPO GUVIVOCUO MG TPOC TO LOPLakd Papog, T
QOPUOKOKIVITIKT] KOL TV 0VOYT TOL PUPLOKEVTIKOV TPOidVTOc. H oplaKoKivnTIKY] TOL GTPOVTIon
KoL Tov paveAlkol o&éog Exovv afloloynbei og vyieic veapoig Gvopes Kot 6€ VYLElg
UETEUUNVOTIOVGLOKES YUVaiKeS, KaOMDC Kot Katd T d1dpkela pokpompdbeoung ékbeong og dvopeg pe
0GTEOTOPMOOT] KOl LLETEUUTVOTOVGLOKEG OGTEOTOPMTIKEG YUVOIKEC GLUTEPIAAUPAVOUEV®VY KO
NAMKIOUEVOV YOVOIK®V.

AOY® TG VYNANG TOL TOAIKOTNTOGC, 1) ATOPPOPNOT], ] KATOVOUN Kol GOVOEST] TOV pavEAIKOD 0EE0G e
TIG TPOTEIVEG TOL TAAGLATOC Elval YOUNAT. AEV GNUEIDOVETAL GUGCOPELGT POVEAIKOD 0EE0G KOl dEV
vrdpyovv otoryeia peTafoAopol oe mepapatdloa kot g avBpmmove. To amoppoenévo paverkd
0&D amopaKPOVETAL YPIYOPO AUETAPANTO LECH TMV VEQPOV.

Amoppognon

H andivt Brodwobecipotnta tov orpovtiov givar mepinov 25% (ebpog 19-27%) petd amd yopnynon
piag 06onc 2 g strontium ranelate omd Tov otopatog. H péyiom cvykévipmon oto mAdcua
emuyybvetar 3-5 dpeg petd and pio pepovopévn 66on tov 2 g. Xtobepn KaTAoTao EMTVYYAVETL
petd and 2 efdopddeg Oepaneiog. H Aym tov strontium ranelate poli pe asBéotio 1 @ayntd pemvet
T ProdiabeciudTnTo Tov atpovtiov Katd 60-70% mepimov, 6€ GOYKPIOT HE TN ARYN TOL 3 MPEG UETA
amo éva yeupa. Adym Tng oyeTkd Ppadeiog amoppdenong Tov GTPOVTIon, | AW eoynTod Kot
acPeotiov Oa Tpémel va amopehyetal TOG0 TPy 660 Kot petd amd t yopnynon tov OSSEOR. Ta
ocuopminpouata frrapivng D wov AapPavovtal and 1o otopa dev ennpedlovv v €kbeon oto
oTpPOVTLO.
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Karavoun

To otpovTio €xel Oyko Katavoung nepimov 1 1/kg. H ovvdeon tov otpovTiov e TIg TPOTEIVEG TOL
TAAoUATOG 6TOV AvOpTo gival xaunin (25%) kot To oTpOVTIO EXEL VYNAT GLYYEVELD LLE TOV OCTITN
1616. H pétpnon g cuykévipmaong Tov 6Tpovtiov oe Ployieg 06TV TG AayOVIag aKpoAOPias G
acBeveic mov axorovOncav Oepaneia pe 2 g/Mmuépa strontium ranelate yio £o¢ kot 60 unvec,
KOTOOEIKVVEL OTL Ol GLYKEVIPMOGELS TOL GTPOVTIOV GTA 00GTH PUTOPEL VoL pTAGOLV 6Ta PEYIoTA oTOdEPA
emineda petd amd mepinmov 3 ypdvia Oepameiag. Agv vadpyovv ctoyeio o€ acbeveic Tov va
OTTOSEIKVOOVV T QOPUAKOKIVITIKY TNG OTOUAKPVUVGNG TOV GTPOVTIO atd 0GTA TOL OEV VITOKEIVTOL GE
Oepaneia.

Merofoliouog
Qg d160evéc katidv, 1o otpovtio dev petaforiletar. To strontium ranelate dev avaoctédlel ta Evivpa
oV Kutoypopatog P450.

Amoudrpoven

H amopdcpvvon Tov otpovtiov givar xpovo- kat doco-gEaptdpevn. H anotelespatikn nmepiodoc
Cong tov otpovtiov givar mepimov 60 dpec. H amékkpion Tov otpovtiov yivetol LEGH TOV VEPPOV KoL
¢ yaoTpevTeptkng 0600. H kdbapon tov oto mhdoua gival mepinov 12 ml/min (CV 22%) ko n
veppikn tov Kabopon mepimov 7 ml/min (CV 28%).

DoPPOKOKIVITIKT 6€ EOIKES KMVIKEG KOTUGTACELS

Hliwuévor
Ta mAnbvcpokd otoryeio EUPUAKOKIVITIKNG OeV £0e150V VoL VTTAPYEL GXEGT METAED TG NALKIOG Kot
™G PaIVOUEVTG KABaPONC TOL GTPOVTiON GTOV TANOVGO-GTOYO.

Neppixn overapreio

e aobeveic e Ao, Emg HETPLa veepikn avendpkelo (kdBapon kpeotvivig 30-70 ml/min),  k&dOapon
TOVL 6TpOoVTiov peidvetar Kabmg erattdvetal 1 kabapon kpeatvivng (mepimov 30% peimwon ywo to
gvpog kdBapong kpeativivng 30 €wg 70 ml/min) kou cuvendc Tpokoiel avénon ota eninedo Tov
otpovtiov oto TAdcoua. X pehéteg paong I, to 85% twv acbevodv mapovoiale kabapon kpeativivng
peta&d 30 kot 70 ml/min kot 6% Atydtepo amd 30 ml/min katd v évraén Kou 1 péon kdbapon
Kkpeatwvivig Nrav mepimov 50 ml/min. Xuvendg, dev amatteitol Tpocapuroyn TG 0060 A0YiaG G
acOeveig [e o, € LETPLO VEQPIKT AVETAPKELQ.

Agv vTapyovV oToLKEln PAPHOKOKIVITIKNG o€ acheveic pe coPapn veppikn averdpkela (kaBapon
Kpeotwvivng pukpdtepn omd 30 mi/min).

Hrotikn avendpreia
Agv vdpyovv pappokokvnTikd otoryeia o€ acbevelg pe nratikn avendpkela. AOym twv
(QOPLOKOKIVITIKAOV 1310THTOV TOV GTPOVTION, deV avaUEVETOL KATOL EMIOPAOT.

5.3 IIpoxivika dedopéva yio TNV d6@Irela

Ta TpoKAviKd dedopéva OgV amoKaAVTTOVY 110iTEPO Kivouvo Y10 Tov AvOpwmo, e BAcT Tic
GUUPUTIKEG LEAETEC PUPUOKOAOYIKNG OICPAAELOG, YOVOTOEIKOTNTOG KOl EVOEYOUEVIG KOPKIVOYOVOL
dpdong.

H ypdvio amd Tov 6TépaTOg YOp1yNoT strontium ranelate oe TpOKTIKE , 68 VYNAEC dOGELS TPOKALEGE
OVOUOATEG OTO 00TA Kot TO, OOVTLO, Ol OTTOIEG TV KLPIWG OVTOLOTO KOTAYLOTO Kol KOaBuoTéEPToN
otV TPOGANYT LETOAMK®OV GTOLXEI®V Ol 0TT0lEG NTOV AVACTPEWYILEG LETA TNV SLOKOTT TS Oy®YNG.
AVTEG o1 evépYeLe avaPEPON KAV Y10, ETITEDD GTPOVTIOL 2-3 POPES VYNAOTEPA OO TOL KAVIKA ETTITESDL
GTPOVTIOV 6T 00TA PETA oo aymyn 3 etV o€ avBpdnovg . Ta cToygia Yo T GueoHPEVOT
POVEMKOD GTPOVTION GTO OKEAETO LETA 0 pokpoypovia EkBeon elval Teplopiouéva.

To&uoAroyikég peEAETEG avATTVENG GE POV POIOLS Kol KOVIKAOLG KATEANEQY GE OVOUOAMES TOV 00TMV
KOl TOV 00VTI®V (TL.Y. KOPTMOT GE EMUNKT 06T KOl KUHOTOEWN TAELPE) GTOVE UITOYOVOLS. XTOVG
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0povPaiovs, aVTEG Ol EVEPYELEG NTOV avACTPEYLUEG 8 eBOopAdeC LeTd amd T daKom Tng Bepameiog.

A&oldynon mepiforrovtikon kivdvvov (ERA)

H a&ohdynon nepifaiiovticol_ Kivduvou Tov pavelkol otpovTiov £xel die&aybel cOppmva pE Tig
Evponaikéc odnyieg tov ERA,

To poavelkd 6TpdvTio dev TapoLGLAlEL KATOL0 Kivouvo Yia To TEPPAALOV.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Katarloyog ekddymv

Aocmaptaun (E951)

Motode&Tpivn

Moavvitoan (E421)

6.2 AovpParoTnreg

Agv epapuodletart.

6.3 Awdpkera Comng

- 3 ypbdvuo.

- Mertd v avachotaon pe vepo, To evaumpnpa eivar otabepd yia 24 dpec. [ap’ 6ha avtd,
GUVICTATOL TO EVOLOPTUO VO TIVETOL OUECHE LETE TV TOPAcKELT] TOV (BA. mopdypapo 4.2)

6.4 Idowitepeg TPoPLAAEELS KOTA TV QUAAEN TOV TPOTOVTOG

Agv vtapyovv €1d1KEG 00N Yieg dlaTipMoNg Yol T0 TPOIOV oTo.

6.5 ®Oon Kol GLOTUTIKA TOV TEPLEKTN

Ddakelriorkotl and yapti / moAvardvAévio / alovpivio / TodvaiBvAévio.

Meyéln ovoxevaoios

Kovtid mov mepiéyovv 7, 14, 28, 56, 84 11 100 paxeAlickovg

Mmnopei va, un KuKAOQOpPOUV OAEG 0L GUGKEVOGIES.

6.6 Iowitepeg TpoPuAAEELS ambppLYNG

Koapio e1d1kn vroypéwon.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

LES LABORATOIRES SERVIER
50, rue Carnot

92284 Suresnes cedex

ToAAia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX
EU/1/04/287/001

EU/1/04/287/002
EU/1/04/287/003
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EU/1/04/287/004

EU/1/04/287/005

EU/1/04/287/006

9. HMEPOMHNIA IMPQTHX ETKPIXHYX / ANANEQXHX THX AAEIAX
Huepounvia mpatng éykprong: 21/09/2004

Huepounvia tekevtaiog avavémong: 21/09/2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

MM/EEEE

Agmtopepn TANPOPOPLOKG oTOoLYEl Y10 TO TPOTOV glvar dtabéotipa otV 16T0ceAIdA Tov Evpomaikod
Opyaviopod Gappdkmv http://www.ema.europa.eu
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ITAPAPTHMA 11

MAPATQIOX(OI) YIIEYOYNOX(OI) TIA THN
AIIOAEZMEYZH TON OAPTIAQN

OPOI H HNEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  HAPATIQroxz(Ol YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopo kot d1e08vven ToL TEPUY®YOL TOV Eival LTELOHVVOC Y10 TNV ATOOEGLEVLCT TOV TOPTIOMV
Les Laboratoires Servier Industrie

905, route de Saran

45520 Gidy

ToAlio

B. OPOI H IIEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI TH XPHXH

DoppokevTikd TPOIOV Yo TO 0TTOI0 OTaLTEITAL TEPLOPIGUEVT 1aTPIKT) cuvTayT| (PA. mapdptnua I:
[TepiAnym tov Xopaktnpiotikedv tov [Ipoiovtog, mapdypoaeog 4.2).

I'. AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0£oe1g TEPLOOIKN S TAPAKOLOVONONGS TS UGPAAELNG

O Kdroyoc Adeiag Kukhogpopiag Oa katabétel ekOéoeig meplodikng mopakoAovdneng tng acedieiog
Y10 TO €V AOY® TTPOIOV GUUPOVO, LUE TIG OOLTAGELS TOV 0pifoVTal GTOV KATAAOYO LE TIC UEPOUNVIES
avapopdg e Evoong (katdhoyog EURD) mov mapartifetal oto dpbpo 107y mapdypapog 7 tng
oonyiag 2001/83/EK kot éxel onpoctevdel oty eupOTAIKT SIKTVOKT TOAT Y10 TO QAP LOKOL

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéowo Awayeipiong Kivovvou (ZAK)

O Kdaroyoc Adetog Kukhopopiag Oa dieEaydyet Tig amottoOUeEVES dpacTNPLOTITES Kot
TOPEUPAGELS PUPIOKOETOYPVTVIONG OT¢ Tapovaotdlovial 6to cupenvniéy XAK wov
napovstdleTar otny evotnta 1.8.2 g dodetng kKuklopopiog Kot 0molecdNToTe EMAKOAOVOES
gykekpiuéves avabempnoeig tov ZAK.

‘Eva emkaporomnpévo LAK Oa mpénel va katotedet:
e Letd amod aitnpa Tov Evponaikod Opyaviepod Ooppdkev,
® OTOTESNTOTE TPOTOTOIEITOL TO GVGTNLLO SLOYEIPIONG KIVODVOL, EIOIKA MG OMOTELEG LA ANYNG
VE®V TANPOPOPIDV TTOV UTOPOVY VOl ETLPEPOVY GTIUAVTIKT GAAXYT GTN GYECT] 0QEAOVC-KIVOHVOL
N ©¢ 0TOTELESUA TNG EMITELENG EVOC GNUAVTIKOD 0POGTILOV (PAPUOKOETOYPOTVIOT I}
glayiotomoinon Kvévvov).

Edv n vopoin wog EITTA kot 1 emtkoupomnoinomn tov ZAK cvumintovv, dvvatot va katotedody
TOVTOYPOVO.

. Ynoypémon Myng HETEYKPLTIKAOV PETPOV

O KAK 0a 0AokAnpooet vTog T0L SNA®UEVOD YPOVIKOD TANGIOV, TO, TUPUKATO UETPOL:

Heprypogiy

Mn mopepPatikn KAWIKN LEAETN OOPAAELNG Y10 TNV EKTIUNGCT] TNG ATOTEAEGUATIKOTITOS TMV
EQUPUOCUEVOV LETPOV EAAYLOTOTTOINONG TOV KIVOUVOL, GUUTEPIAAUPAVOLEVIC KOIL TNG TEPLYPAUPNS
Tov TANBvouov TV acbevadv Tov akoAovBoly TNV aywyn oe cLVONKeg KaONUEPIVIG KAVIKNG
TPOKTIKNG, TPOTUT®V YPNONG KOl KAPIIAYYELLKOD KIVIHVOU.

Metd v €yKpior Tov TPOTOKOAAOV, Ol ETNCLEG AVAPOPES AVTAG TNE LEAETNG Ba Tpémel val
rkatatiBevton pall pe v EIITA, péypt v kotdOeon g TEMKNG avapopdic TG LeAETNC, 1| omoia
avapévetor uéypt to Aexéufplo tov 2017.
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EmnpécOeta pétpa ehoyrotomoineng Kivovoo

O Kdroyoc Adeiag Kukhogpopiag (KAK) kdbe Kpdrovg-Méhovg dmov kukhogopei to OSSEOR, Ha
TPEMEL VAL GUUEMVNOEL e TNV Apuoodta EOvikn Apyn o¢ Tpog To TEAKSO EKTUOEVLTIKO TPOYPOLLLLLOL.

O Kdroyoc Adeiag Kvkhogpopiag (KAK) Ba npénet va dtocearicel 6Tt HETA amd cu{nnomn Kot
ovpeovia pe v Apuodia EBvikr Apyn oe kéBe Kpdrog pérog 6mov kukhogopei to OSSEOR, 6Aot o1
ywtpoi wov avouévetar vo cuviayoypapodv OSSEOR sivon epodiacuévol pe 1o axdAovbo
EKTOOEVTIKO TOKETO:

o  Trv [epidinyn Xapaxtmpiotikov tov [Ipoidvtog

e To ®vAL0 Odnyidv Yo To Xpnom

e  Tov Odnyd Zuvtayoypaenong Tpog TOLG LTPOVG Kot KOTAAOYO EAEYYOV

o Kdapta [Iposidonoinong tov AcBevoig

O Odnyog Zvvtayoypaenons TPOS TOVS LTPOVG Kot 0 KOTAAOYOG EAEYYOL TPEMEL VO TEPLEYEL TO.
akolovba kKOplo unvopaTo:

e To OSSEOR egvdeikvotar povo yia xpron oe aobeveic e coPapn 00TEOTOPWOT e VYNAO
Kivduvo Yo KATaypo yio Tovg omoiovg dev givat duvati 1 aymyn He GARo QOPUOKEVTIKA
TPOTOVTa EYKEKPIUEVA Yia TN Oepameia TG 00TEOMOPOONG, AOY®, Y10, TOPASELY A, AVTEVOEIEEDY
N dvcaveiag.

o H évapén yopnynong Tpémet va yivetan HETH amd aE0AGYOT) TOV GUVOMKOD KIvOHVOL TOV

acOevn og aTopIKO eminedo.

o Olot o1 acbeveic Tpémel va eivan TANP®S evnuepouévol 6Tt Ba mpémnel va mapakorovbodvtan

TOKTIKG, Y10 KOPILayYEIKOVE KIvduvoug, cuvidmg kabe 6-12 punvec.
H Képrta IIpogidonoinong tov acbevoide mpénet va divetan og kdbe acOevr.

e To OSSEOR avrtevdeikvutar kot dgv TPEMEL va yopnyeitan o aobeveig e:

0 Texkunpiopévo, TpéYov N TPONYOVUEVO 1GTOPIKO IGYAUYUIKNG KapdloTadeLog,
TEPLPEPELOKT OPTNPLOTAOELN KON AYYELOEYKEPOAAKT] VOGO.

0 AppdBuotn vréptaon.

0 Tpéyovta N mponyovueva exelcodo rePikng Opoupoeuforng (POE),
ovuneptAapPoavopévng v to Padet piefikng OpopuPwons Kot TvELLOVIKNG EMPOANC.

0 IIpocwpwvi N TOPATETOLEVT] OKIVIGLO AOY® T.Y AVAPPWOOTG OO YELPOVPYIKN
emEUPOON 1 TOPATETOUEVT KV OO

0 YnepevaroOnoia otn dpactikn ovoia (strontium ranelate) 1 o€ kémoto and o, £kdoya.

e To OSSEOR mpémet vo ypMolLOTTOIELTOL LIE TPOGOYN OE:

0 AoBeveig pe onuovVTIKOUS TOPAyovTES KIVOHVOL Y10 KOPILOYYELOKE EMEIGO OGS
VIEPTOCT], VIEPMTIOULULICL, COKYUPMOT OLofnTn, KATVICUA,

0 Aobeveig pe xivovvo ®OE. Otav yopnyeitan o acbeveig avm tv 80 etdv pe kivéuvo
DOE 0o mpémel va emaveKTILATAL 1] AVAYKT) Yo T GLVEYLION TNG Bepameiog e
OSSEOR.

o H Oepameio Oa mpémel eite vo S1AKOTTETAL EITE VO OTUUATATE GTIC AKOAOVOEC KATAGTAGELC:

0 Edv o acbevig exdnimaoel ioyoupkn kapdomddeia, Tepipeptkn aptnplomdoeia,
OYYEWOEYKEPAAIKT VOGO M €Gv €xel appOBoTn véptaon 1 Bepaneia npémel va
OLOKOTTETOLL.

0 H Oepomeio Oa wpémel va, S10KOTTETOL TO GUVTOUOTEPO SLVATO GTNV TEPITTMOON ULAG
acBévelog N Log katdotoong 1 omoia 0dnyei o akwvnronoinon. Edv countopota i
onueio cuvdpopov Stevens-Johnson (ESJ), To&wkng Emdeppixng Nekpdivong (TEN)
N @oppokevtikd EEavOnuo pe Hoowoeidio kot Zvotnuoticd Zopatopoata (DRESS)
(ONA e&avOna, TopeTdc, NOCIVOPIAIL KOl GUCTNUATIKY EMINTOGN dNA. adevomddela,
nratitida, Sipesog veppomddela, S1AUecos Tvevpovomdeia) etvar Tapdvta, 1 oymyn
pe 1o OSSEOR npémel va dokomtetan dpeca. Eqv o acOevig €xel mapovoidoet XS],
TEN 11 DRESS pe 1t gprion tov OSSEOR, to OSSEOR dev mpénet va
emovaopnynOei.

e  Méoa otov 00Ny cuvtayoypaenong 8o vdpyet Evag KaTdAoyog EAEYXOL Yo va vevOupilet

GTOVG GLVTAYOYPAPOVG TIG AVTEVOEIEELS, TPOELOOTOCELS KO TPOPVAAEELS TIPLV TNV
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GLVTAYOYPAPNOT| KOl VoL VTTOGTNPILEL TNV TUKTIKT TOPAKOAOVONOT TOL KAPILoyYELKOV
Kvduvov.

H Képra [Ipogidomoinong tov AcBevong Ba mepi€yet o axdAovbo unvouata:

Inuaocio g enideléng g kdptag Tpoeidomoinong acbevi) oe kbbe Emayyeipotio tng Yyelag
oL eUMAEKETAL 0T Bepameio Tovg.

T avrevoeileic oty Bepoameio pe 1o OSSEOR.

nueio KAWO1d Kol GUUTTOUATO LLOKAPILaKoD epepdypatog, POE kot coPapés depLaTIKES
avTIOpacelc.

[T6te va avalnteiton enelyovca 10Tpiky) GLUBOVAT.

2TovdodTNTO TOKTIKNG TAPUKOAOHONONG TOL KOpAOyYELLKOD KIVOHVOU.
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&wtepkod xovuti

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OSSEOR 2 g xokkia Y10, TOGIO EVOIDPTLLO
Strontium ranelate

(2. LYNOEZH ZE APATTIKH(EZ) OYZIA(EY)

KdaBe poxerhiokog mepiéyet 2 g strontium ranelate.

3.  KATAAOI'OX EKAOXQN

[epiéyer emiong aomaptaun (E 951).

| 4. GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

Kokkia ylo T evoimpno.
7 paxeArickot

(5. TPOIIOX KAI OAOX(OI) XOPHTHZHX

Ao otoOUaTOG YpIoN
Awpaote 10 PUALO 0ONYIOV TPV amd TN YOPNYNON.

| <>

I
1@2 3

Epdopada

Asutépa

Tpitn

Terapmn

Népnmn
Mapaokeun

Zapparo

Kupiakn
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puAdooetor og B6om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEX YYNOHKEX OYAAEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
ToAlio

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/04/287/001

| 13.  APIOMOZ IIAPTIAAYL

TToptida

| 14. TENIKH KATATAZH I'TA TH ATAOEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT GLVTOYT.

| 15.  OAHTIEX XPHIHZ

| 16. TMAHPO®OPIEX XE BRAILLE

OSSEOR 2 g

22



ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

E&wtepkod xovuti

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OSSEOR 2 g xokkia Y10, TOGIO EVOIDPTLLO
Strontium ranelate

(2. LYNOEZH ZE APATTIKH(EZ) OYZIA(EY)

Kabe paxelrickog mepiéyet 2 g strontium ranelate.

3.  KATAAOI'OX EKAOXQN

[epiéyer emiong aomaptaun (E 951).

| 4. GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

Kokkia ylo T evoimpno.
14 paxeriiorkol

(5. TPOIIOX KAI OAOX(OI) XOPHTHZHX

Ao otoOUATOG YpIoN
AwBdote 10 POALO 0NV TPV amd TN YOPNYN o).

T~

Y
4

Got

N

AsuTEpa

Tpitn

Teraptn

Népmn
Mapaokeun
Zapparo

Kupiakn
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puAdooetor og B6om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEX YYNOHKEX OYAAEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
ToAlio

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/04/287/002

| 13.  APIOMOZ IIAPTIAAYL

TToptida

| 14. TENIKH KATATAZH I'TA TH ATAOEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT GLVTOYT.

| 15.  OAHTIEX XPHIHZ

| 16. TMAHPO®OPIEX XE BRAILLE

OSSEOR 2 g
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ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

E&wtepkod xovuti

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OSSEOR 2 g xoxkia Yo tOGIHO gvoidpnpa
Strontium ranelate

(2. TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

KdaBe paxeliokoc mepiéyet 2 g strontium ranelate.

3.  KATAAOI'OX EKAOXQN

[epiéyer emiong aomaptaun (E 951).

| 4. GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

Koxkkia yio too1po evordpnpa.
28 paxerliokol

(5. TPOIIOX KAI OAOX(OI) XOPHTHZHX

Ao otoOUATOG YpIoN
Awfdote 1o @OALO 0ONYIOV TPV OO T YOPTYNOT).

T~

Y
4

Got

Epdopada Epdopada Epdopada Epdopada

1 2 3 4

Acutépa
Tpitn
Terapmn
Népnm
Napaokeun

Zapparo

Kupiakn
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6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEHOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdooetor og B6om v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEX YYNOHKEX OYAAEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex

ToAlio

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/04/287/003

| 13.  APIOMOZ IIAPTIAAYL

TToptida

| 14. TENIKH KATATAZH I'TA TH ATAOEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT GLVTOYT.

| 15.  OAHTIEX XPHIHZ

| 16. TMAHPO®OPIEX XE BRAILLE

OSSEOR 2 g
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ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

E&wtepkod xovuti

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OSSEOR 2 g xokkio Y10 TOGILO EvoumpnLo
Strontium ranelate

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

Kabe paxelrickog mepiéyet 2 g strontium ranelate.

| 3. KATAAOI'OX EKAOXQN

Iepiéyer emiong aomaptaun (E 951).

| 4. GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

Kokkia ylo T evoimpno.
56 paxelrickol

84 paxelrickol

100 pakerrickol

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

Ao oTOUATOC YPNIOT
Awfaote 10 PUALO 0INYIOV TPV amd TN YOPNYNON.

N

1@2 3

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na purdooetal o€ BEomn v omoia dev PAETOLY Kot dev Tpoceyyilovy Ta TodId.

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

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

9. EIAIKEY YYNOHKEX OYAAEHX
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10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNIH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
TaAAiia

12. APIOGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/287/004 56 paxerlickot
EU/1/04/287/005 84 paxeilickot (3 kovtid Tmv 28)
EU/1/04/287/006 100 poxerlickot

13. APIOMOX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOL0 AMOLTEITOL LOTPIKT GLVTOYT.

| 15. OAHTIEX XPHZHX

| 16. TMAHPO®OPIEX XE BRAILLE

OSSEOR 2 g
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

DokeAMoKOG

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IMPOIONTOX KAI OAOX(OI) XOPHIHEHE |

OSSEOR 2 g xokkia Y10, TOGILO EVOIDPT L.
Strontium ranelate.
Amo6 oTtOUATOC YPNOT).

| 2. TPOIIOX XOPHI'HXHX

Fe3E.

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOZX ITAPTIAAX

Moptida

| 5. HNEPIEXOMENO KATA BAPOX, KAT' O'KO'H KATA MONAAA

29

| 6.  AAAA LTOIXEIA

AwBdote T0 POALO 0INYIDV TPLY amd TN YOPNYNOT).
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonYLov ypiong: Iinpoopics yio Tov acOevi)

OSSEOR 2 g — Kokkia yio 66110 evor®dpnpe.
Strontium ranelate.

vTo QAPUAKO AVTO TEAEL VIO CUUTANPOUATIKY TOPaKOA0VONGT. AVTO B emTpéyel ToV Yp1yopo
TPOGIOPIoUO VEOV TANPOPOPLOV acPaielnc. Mmopeite va fondnoete péow g avapopdg mbavov
AVETOOUNTOV EVEPYEIDV OV EVOEYOUEVMG TTopovatalete. BA. Téhog Tng mapaypdpov 4 yio Tov TpOTo
avaQOPAS AVETIBOUNTMV EVEPYELDV.

AwWfacTe TPOGEKTIKA 0AOKAN PO TO PVLAO 001 YIAOV YP1GIS TPOTOV UPYIGETE VU TAIPVETE GVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG..

- durdEte avTo To EOALO oMYV Yprone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, poTNoTE TO Y10TPO GOG 1| TO PAPLOKOTOLO GOGC.

- H ocvvtayn yio avtd to pappoko yopnynnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
@apuako og GAAovc. Mmopel va Toug Tpokadésel BAAPT, aKOpa Kot OTAV T, To, GNUEla TG
aoBéveldc Toug tvar 1010 e ToL O1KA OaG.

Edv mopatnpnoete Kamolo avemiBountn EVEPYELD EVUEPDOTE TO YIOTPO 1 POPLOKOTOLO GOG.
Av10 1oyt Kot Yo kGOe mhavn avemBountn evépyela Tov dgv avaPEPETAL 6TO TAPSV EUALO
oonyimv ypnone. Biéne mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T etvan to OSSEOR «at mwota eivon m yprion tov

T mpénet va yvopilete npotod napete o OSSEOR
[ég va mwépete To OSSEOR

[MBavéc avemBounteg evépyeteg

Mo va puidcoetal to OSSEOR

[epreyduevo g cvokevaciog Kot AoméG TANpopopieg

OO WN P

1. T givar To OSSEOR kot wowa givar n ypfon 100

To OSSEOR eivat éva pn oppovikd gapuroko mov ypnotponoteitol yio ) Oepaneio g cofapnc
0GTEOTOPWOOTG:
- 0& UETEUUNVOTOVGLOKES YOVOIKEG,
- ©0g avopeg,
- ue vyMAod xivéuvo KaThyHoTOC, Y10 TOVG 0TToiovg dev ivatl duvotn GAAN EVOAAAKTIKY
Bepancio. Te PETEUUNVOTONGLOKEG YVVaikeg, To Strontium ranelate peudvet Tov kivovvo
OTOVOVAIK®V KOTOYUATOV KOl KOTOUYUAT®V 15Yiov.

ZHETIKA LIE TNV OGTEOTOPMOT)

To cdpo cag d100md S10pKMG TOV TAALO 06TITN 10TO Kol TapdyeL VEO 0oTitn 1070. Edv €yete
00TEOTOPMOT], TO GMLA GOG OLUOTE TEPLGGATEPO OCTITN 10TO OO AVTOHV TOV TOPAYEL KAl £TOL
OMUEUDVETOL GTASLOKT] OTMAELN OGTIKNG HALOG Kot To 00TA GOg YivovTal Aemtdtepa Kot €00pavoTa.
Av10 givor 131aitepa oYV o€ YOVOIKEG LETA TNV EUUNVOTOLGT).

TToAAG dTopa e 0GTEOTOPMOT) OV £YOVV GUUTTMOLOTA KOl UTOPEL axkopa Kot va punv yvopilete ot
€xete 00TEOMOP®ON. 26TOGO, 1| 0GTEOTOPWGST GOG dNUOVPYEL TEPIGTOTEPES TOAVOTNTES VA VITOGTEITE
Katdypota (Vo GTioouy 00Td), KuPIG 0T GTOVOLALKT GOG GTHAT, GTOVG YOEOVLS Kl GTOVG KOPTOVC.

Iog dpa o OSSEOR

To OSSEOR, mov mepiéyetl v ovaia strontium ranelate, avikel og po KoTnyopio opUaKov Tov
YPTCLLOTOLOVVTOL Yia TN Bepaneio TOV TadGE®V TOV 0GTMV.

To OSSEOR 6po eAaTTdvovTog TNV OmOIKodOUNGT TOV OGTMV Kol SIEYEIPOVTOC TNV OVATANGT TOVG,
OTOTE PELMVEL TOV Kivouvo Katayudtmv. To véo 06TO oL TapdyeTaL EIVAL PUGLOAOYIKNG TOLOTNTOG

31



2. T wpéner vo yvopilete mpy vo wapete To OSSEOR

Mnyv népere To OSSEOR:

- o€ mepintwon aAlepyiog oto strontium ranelate 1 6e 0m0100MTOTE GALO GLOTATIKO TOV
OSSEOR (avagpépovtar oty Topdypago 6)..

- o€ mepintwon mov &yete N v glyate Bpoufo oto aipa (Yo Topdoetypa, ot ayyeio TOL AilaTog
GT0 TOSL0 1] GTOLG TVEDOVEG).

- 0€ TEPIMTOON OV EYETE HOVIUN 1 TOPATETAUEVT] KV Olo OTWG OV €IGTE YPNOTNG OV PIKNG
Kapékiag 1 kaBnAmuévog oto kpefdtt M av TpokeLTaL vo vIToPANBEiTe oE YEIPOVPYIKN
enéuPacn 1 ov avappodveTe amd yepovpykn enéppacn. O kivovvog eAefikng Opoupwong
(BpopPor aipatog oTa TOSW 1] GTOVG TVEDHOVEG) UTOPE va elvar avénuévog 6TV TepinTon
LOKPOYPOVIOG OKIVTTOTO{NOTG.

- O€ TMEPIMTMOTN TOL EYETE EYKATEGTNUEVT IOYOUKT] KAPIIOTAOEL, 1] Oy YELOEYKEPOAIKT| VOGO, T.X.
€dv oog £xel dloyvooTel Kapdlokd ENEICO010, EYKEPUAKO 1| TOPOSIKO IGYALUKO ETEIGOII0
(Tpoowpvi EAATTMON TNG PONG TOV GULATOS GTOV EYKEPAAD, YVMGTO EMIGNG KoL G «MiNi-
strokey), otnBdayyn, N epayuiveg aptnpicg oTnV Kapdid 1) 6TOV EYKEQUAO.

- €qv €xete M elyote TPOPANUATO LLE TNV KOKAOPOPI TOV OLOTOG (TEPIPEPIKT OPTNPLOTADELR) 1)
av glyate Kavel eméuPoon oTig apTnpieg TV TodidV.

- €dv &yete VYN aPTNPLOKT TTEST TOL dev PLOULETE LE TV AY®OYT GOG.

Mposcidomou)osig Kot TPOPVAGEELS:

Amevbuvbeite otov yiatpd 1 10 poppakorold cog mptv mapete OSSEOR:

- €4V €xeTe KIVOLVO EUOAVIONG IOYOLIKNG Kapdlomddetlog, avtd TeptAapuPivel vYNAN apTnpPLaK
mieon, VYNAN YoAnoTePOAN, d1aPnTn, KATVIGHO

- g &yete kivouvo geueaviong Opoupwv oto aipo

- gdv TaoyeTe amd coPfapn veppikn vOco.

O y10tpdc oag B a&loAoyel TOKTIKA TNV KOTAGTAON TNG KAPOAG GOg KUl TV ayYEimV TOL iplatog

vevikd, kKabe 6 £wc 12 unveg yo 6co dotuae maipvete 1o OSSEOR.

Kotd m dudpketa g aywyng, edv ekdNAmoete aAlepykn avtidpaon (6Twg oidnpHa ToL TPOSHOTOV,
NG YADGGCOG 1 TOV AGLLOVD, SUGKOAIN GTNV OVATVOT| 1] TNV KATATOOT), 0EpLOTIKO eEAvVONLQ), TPENEL val
otapatioete dupeca vo Aappdvere OSSEOR «kat va avalnmoete wrpikég odnyiec.

Avvntikd amentikd yio tn (on deppotikd eEavOnfuota Exovv avapepbei pue m ypnon tov OSSER
(ocvvdpopo Stevens-Johnson, to&ikn emdep ikt vekpoAvon Kot GoPopic avTidpacels VIeEPELUIGONGIOG
(DRESS)).

To cOvdpopo Stevens-Johnson kot 1 To&ikn emdepuikn vekporvon sugavilovior 6tov Kopud apyikd
®¢ KNAIdEC KOKKIVOV YPDOUOTOG KOl LOPPT] OTOYOL 1| 00G KUKAIKEG TAUKES GUYVA e GAVKTOLVES GTO
kévrpo. [Ipodcsbeta onueia e&€taong meptiapfdvovy EAKn G6TO GTOUW, GTO ACLUO, GTH UOTT, OTO
YEVVITIKG Opyova. Kol ETTEPLKITION (KOKKIVO Kot TPNoUEVH UATia). AvTd To SUVNTIKA AmENTIKG Yo
1 {on depuatikd eEavOpaTo cuyva GLVOSEVOVTOL OO CLUTTOMATO 0TS TG Ypinne. To e&avinua
umopel va eEehMybel oe eKTETAPEVT PAVKTAIV®OOT 1] ATOAETIOT TOV SEPUOTOC,.

To DRESS epgpaviletor apytkd pe COUTTOUATO OTTMG TNG YPInNg Kot e£avOn e 6T0 TPOGMTO 6T
ouvéyela o e€avOnua gival ekteTopévo pe vymin Bepuokpacio, TOPATNPOVVTOL AVENUEVE ETITES
NTOTIKOV vEOU®V O0TIG EEETACELS ALOTOG KO fiol aENOT| O€ £VaV TOTO AELKMV OILOcQALpinY
(mwowoeiMa) kot S1OYKOGN TV AEUPASEVOV.

O vymAoTEPOG KivOuVOog EUPAVIONG COPAPDOY SEPLOTIKOV AVTIOPAGEDY EVaL EVTOC TOV TPOTOV
gfdopddmv g aymyng yia o ocvvdpopo Stevens-Johnson 1 v to&ikn emdepuikn| vekpdivon kot
cuvnBmg YOopw otig 3-6 Pdouddes yio to DRESS.

Edv £xete eupavioet cuvdpopo Stevens-Johnson 1 to&wn emdeppixn vexkpdivon 1 DRESS pe
yxpnon Tov OSSEOR, dev mpénel va cog emovayopnyndei OSSEOR onowdnmote otiyun).

Edv mapovcidoete edvOnpa 1 autd T0 SEPUATIKE COUTTMOUATO, CTAUATIOTE VO TOIPVETE TO
OSSEOR, avalntiote enciyovco cGuUPOLAT 0o YioTpo Kol TEITE TOV OTL TAIPVETE OVTO TO PAPLLIKO.
Edv éxete Actotikn kataywyn, orxevbuvbeite oto yotpd cog mpv va ndpete to OSSEOR kabmdg
umopel va TapovctdleTe VYNAOTEPO KIVOLVO ELPAVIONG OEPUATIKADV OVTIOPAGEWDV.

Howora ko Egnpor
To OSSEOR dgv mpoopiletat yia ypnon o€ maidid kot prifovg (mAkiog Katm twv 18 etdv).
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Alro pappoka ko OSSEOR:
Evnuepmote 10 Y10tpo 1 T0 QApUOKOTOL0 GOG EAV TOIPVETE 1| EYETE TAPEL TPOGPATA 1) UTOPEL VOl
napete GALO PAPLOKA.

- Qa wpénel va otopatioete vo taipvetre OSSEOR edv tpénet va MaPete amd 10 010U TETPUKVKAIVEG
N Kwvoloveg (dvo Tomot avtiflotikav). Mropeite va ndpete o OSSEOR Eavd 0tav £xete ohokAnpmoet
) Bepaneia pe avtd ta avtifrotikd. Edv dev iote oiyovpec yuo avtd, potioTe TO Y10Tpo 1) TO
QOPUOKOTOLd GOC.

- Edv Aappdvete oapuoka mov mepléyovv aoPEcTIo, Oo TPEMEL VO TEPUEVETE TOVAGYICTOV 2 MPEG TPV
népete to OSSEOR.

- Edv Aapfavete avtid&va (papuaka mov avakoveilovy to aictnpa kavcov oto otopdyt) 0o tpémet
va T TapeTe TovAdylotov 2 mpeg petd tn AMyn tov OSSEOR. Edv avto dev gival epikto, umopeite va
TAPETE KOl TO, SLO PAPUAKE TAVLTOYPOVOL.

To OSSEOR pe 1po@ég kot mota:

Ot TpoQég, TO YAAO KoL TO YUAUKTOKOUKE TPOTOVTO LELDMVOVY TNV OIoppOPNoT| TOV strontium
ranelate. Zvviotdron va oipvete to OSSEOR petod tov yeopdrmv, katd mpotipmon mpv and v
®pa. ToV BPadvod VTVOL KOl TOLAAYIGTOV dVO MPES LETE TO POYNTO, TNV KATAVAAWDGT) YOAUKTOG,
YOAOKTOKOUIK®Y TPOTOVTOV 1| GUUTANPOUATOV 0cPecTiov.

Kionon kot Onhaopog:

Noa unv Aappavete to OSSEOR xotd ™ didpkela g kdnong i epodcov nralete. Eqv to mapete katd
AGO0¢ Katd T S1dpKELD TNG KOTIONG N} TNE YOAOLYING, S10KOWTE TO OUECHE KoL ETKOVOVIGTE UE TO
YTpo Gog.

Oonynon Kot YEPIGROS PNYAVOV:
To OSSEOR 3dev etvor mbBavo va ennpedlet v kavottd oog va odnyeite 1| va yelpileote pnyovés.

To OSSEOR wgpiéyer aomaptapun:
Edv méoyete amd garvviketovoupia (pUio 6mdvia, KANPOVOULKT SloTopoyn TOV LETABOAIGUOD),
EVNUEPDOOTE TO YTPO OOG TPV EEKIVIIGETE VAL TOUPVETE TO PAPLAKO QLTO.

3. g va wapere To OSSEOR

H ayoyn npénet va Eekva udvo amd otpd pe gumeipio otn Oepameio TG 06TEOTOP®ONC.

[Tavtote va maipvete To eApHOKO cVTO AVGTNPE GOUPOVE LE TIG 00N YiEg TOL YiaTpo¥ cag. Edv £yete
aueiPoriec, pmTNOTE TO Y1OTPO 1) TO POPUOKOTOLO GO,

To OSSEOR npoopiletan yia yprion amd Tov GTOHOTOG.
H ovvnng 660m givart évag pokelAiokog Tmv 2 g TNV nuépa.

Yuvietdtan va aipvete o OSSEOR mpwv amd 10 Ppadivo Vmvo, KOTA TPOTIUNGT TOVALYIGTOV 2 MPES
petd to Ppadvd yedpa.. Mmopeite va Eamimdoete apécwmg petd ) Aqyn tov OSSEOR, edv 10
embopeite.

Ta kokkio TOL TEPEXOVTAL GTOVS PUKEALITKOVG Aapfdvovtal oG evoudpnua og Eva Totiptl vepd (BA.
odnyieg ot ovvéxeln). To OSSEOR pmopei vo aAAnAemidpaoet pe to yéAa Kol To YOAKTOKO MK
PoiovTa, YU avtd eivan onpovtikd vo avaperyvoete 1o OSSEOR povo pe vepd, yia va glote oiyovpeg
011 Ba Opdoel cOOTA.
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AdeldoTe T0 KOKKIO 0O TO QAKEAMOKO GE £VOL TOTHPL.

@ 2 [IpocBéote vepo.

3 Avokatéyte PEYPL VO S10GKOPTIGTOVV TO KOKKIO OHLOIOLOPPO LLEGO. GTO VEPO.

ITeite T0 apécmc. Aev mpémetl va 10 aproete TEPIocOTEPO amd 24 dpeg ptv to migite. Edv yio kdmoto
AOYO dev umopeite va mieite apésm To eapuaKo, Pefarwbeite 0TL 10 avakatéyate Eova TPy To MEITE.

O y1atpo¢ cag umopel va 6ag cuUPoVAENGEL VO TAPETE GLUTAN PO LT acPeoTiov kot Prrouivng D
uali ue to OSSEOR. Mnyv naipvete to cupmAnpodpota acBeotiov Tpv amd 1o Ppadtvo vmvo, Ty ido
wpo pe to OSSEOR.

O y1atpog oag O cog et Yo wOcov Kapd mpénel vo, cvveyicete va maipvete to OSSEOR. H Ogpamneia
Mg 06TE0TOPMONG YpeLdleTar cuvnbmg peydro dSidotnuo. Eivor onuovtikd vo cuveyioete va maipvete
70 OSSEOR v10 660 dtdotnpa 6og yopnyet o yiatpdg oG T0 GAPLOKO.

Eév napete peyorvtepn 606on OSSEOR am6 v Kavoviki:

Edv mépete mapandveo pakelhickovg OSSEOR, evnuep®dote 10 Y10Tpo 1 T0 QAPUOKOTOL0 GOG.
Mropei va cog GupfovAiedcouy va ieite Yaia 1| va Tapete avTioSva yio va pelmbel n amoppdenon
TOV OPOCTIKOV GUGTOTIKOV.

Eav &eyaoete va napete 10 OSSEOR:
Mnv tapete SmAN 606 Y10 VA, AVOTANPDOGETE TN 0061 oL EeYOCATE. ATAN GUVEXIOTE LE TNV ETOUEVN
3001 GTIV TAKTIKT MPO.

4. IHHIGANEX ANEINIOYMHTEX ENEPI'EIEX

Onwg 6ha Ta eAppaKa, £TGL KOL AVTO TO GAPUAKO UTOPEl Vo TPOKAAESEL avemIBOUNTES EVEPYELEG OV
Kot 6gv Tapovctdlovtal 6€ A0V TOVG AvOPMOTOVC.

H ovyvémra tov mbovov avemBopntov evepyeudv mov avapépovtot 6t cuvExeta kabopileton pe
Baon v axdAovdn cuvOnkn:

TOAD GLYVEC: umopel va emmpealel Tepliocdtepovg and 1 otovg 10 avOpdmovg

ouyvég: umopel va emnpedlet uéypt 1 otovg 10 avBpdmovg

oL ouyvée: umopet va emnpealetl péxpt 1 otovg 100 avBpmmovg

onaviec: umopei va, emmpedlet uéypt 1 otovg 1.000 avOpdmovg

TOAD omavieg: pmopel va emnpealet péypt lotovg 10.000 avBpdmovg

Mn yvootég: n ouyxvotnta dev umopel va extiundei pe Pdon ta dtobéoipa dedopéva

2oyvég:

Kapodiaxn mpocsPoin propei va cupfel cuyvd oe acbeveig mov Exovv vymAd Kivouvo yio Kapdlak|
v660. O yiatpog oag o€ Ba oag yopnynoet OSSEOR edv Bpickeote o€ 1310itePO Kivouvo.

®pdupor aipatoc. Inueia Opopupov oto aipa Teprapufdavouvv odvvnpod TpR&io ota Tod, EaPViKog
ovog 610 6TNB0G 1| dSuokoria otnv avorvor. Edv epeavicete kémotlo amd autd To GLUTTOUATO Ogite
éva yotpd apécmc.

Navtia, d1dppota, TovokEPUAog, EpEBIGIOC TOL SEPLUTOC, DIATOPAYES TNG UVANG, ATOBLLIKEG
Kkpioelc. EvtonTolg, autd T GUUTTOUATO TAV L0 Kol GUVTOUNG d1dpKELag Kol ouviBwmg dev

34



odnyovoav Toug aoBeveis va dtakdyouv T Bepaneia. Evnuepodote 1o yiatpd cog ov Kamota
CUUTTOLOTO YIVOUY EVOYANTIKA 1] EMUEIVOLV.

Oyt ovyvég:
Xracpot.

2TavIES:
YoPapéc avtidpdoeic vrepevatcbnoiog (DRESS: PA. mapdyp. 2)

T1o0 omavieg:
‘Exouvv avaeepBei dvvntikd aneiintikd yo ) (o1 deppartikd sEavOnupata (cvvdpopo Stevens-
Johnson, to&ixn emdeppikn vekpdrivon) (PA. mapdypago 2).

Mpn yvootég:

"Epetog, maAvdpodunocn, dvomeyia, SLGKOIAOTNTA, TOUTOVIOUOS, EnpooTouia, pupunyKiacua, (AN,
iAMyyog, SOLGKOALOL GTOV VTIVO, PAEYLLOVT 6TO NTTop (NTOTITION,), KOWMOKO GAYoC, epediopudg Tov
GTOROTIKOV PAEVVOYOVOL (OTTmG EEEAKMOT) TOL GTOUATOG KO PAEYLLOVT] TV OVAMV), TOVOG TOV 0GTAV,
TOV WOV KM ToV opfpmdeemV, LOTKEC KPAUTES, ATMAELN LOAADY, LEIMGT TNG TAUPUYWOYNG
KUTTAP®Y TOV QUUOTOG Gt TO LVELD T®V 0GTMV, KVNOUOS, KVIO®oT), PADKTOIVES, oyYEL0010MLa (OTTmG
01dM L0 TOL TPOGMOTOL, TNG YAMGGAS 1| TOL AoV, SVGKOAL GTNV AvaTVoN 1 TV Katdmoon), Tpr&io
TV dKpov, aicnua dvceopiog, aicOnua cvyyvons, Ppoyyikn vrepdpacTNPLOTNTA (TO CLUTTMOLOTA
neplapuPdvoovy cupryud, dvokolio oty avomvor Kot frxa).

Edv éyete daxdyel v aywyn Aoym avtidpdoemv vrepgvarcinaciog, un népete to OSSEOR Eavd.
Edv mapotnphoete Kamolo avemBOunTn evEpYELD EVIIULEPDOTE TOV YIOTPO 1| PUPUOKOTOLO GOC. AVTO
1oyOEL Kot Yo KaOe Thav avemBountn vEPYELN TOL OEV AVOPEPETAL GTO TOPOV GUALO OONYIDV

xXPNONG.

Ava@opd avemOOunTOV gvEPYELAV

Edv mopatnpnoete Kamoto avemiOUnT eVEPYELD EVIUEPDGTE TOV YIOTPO 1| POPUOKOTOLO GOC. AVTO
1oYOEL Kot Yo KGOe mhavi| avemBountrn vEPYELN TOL OEV AVOPEPETAL GTO TOPOV PUALO OONYIDV
xpong. Mropeite emiong va avapépete avembOunTes eveépyeles amevbeiog HES® Tov €BviKOD
GULGTILOTOG AVOPOPAS TTOL avaypapeTot oto [Hapdptnua V.

Méow® G avapopds avemBounTmy evepyeldv uropeite va fondnocete 6t GLALOYY TEPIGGITEPWV
TANPOPOPLOV GYETIKA [LE TNV OGPAAELN TOV TOPOVTOS PUPUAKOV.

5. Hog va puracoetar o OSSEOR

To @dpuoxo avtd TPEMEL Vo QLAAGGETOL GE UEPT) TTOL dEV TO PAETOVY POAVOLY Kot dev To PBGvouy Tl
TodLd.

Agv vrapyovv e101KEC 00N Yieg SaTPNoNS Yo TO TPOTOV AVTO.
No pn ¥pMOLUOTOLEITE AVTO TO PAPLOKO LETE TNV NEPOUNVIia AENG TTOL AVOPEPETOL GTO KOVTI Kot
oto QakerAioko, petd ™ AHZEH. H nuepounvia AnéEng etvar n teAevtaio nuépa Tov Wvo Tov

ovoQEPETOL EKEL.

Metd TV avocOGTAGT TOL UE VEPD, TO evalmpnua, sival otabepo yio 24 dpec. [ap’ Ao avtd
GULVIOTATOL VO TIVETE TO EVOLDPTLO APECHS LETA TNV TOpacKeLT Tov (BA. Topdypapo 3)..

Mnv 7eTdTe TO PAPLOKA GTO VEPO TNG OMOYETEVLGNG ) OTA GKOVTIOIN. POTNGTE TO PAPUIKOTOLO GOGC

Y10 TO TG VoL TETAEETE TOL PAPUOKO TOV OEV YPNOLUOTOLEITE Mo, AVTd To, puétpa Oa fonbnicovy otnv
TpooTacio Tov TeEPPEALOVTOG.
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6. IIepreyOpevo TG GVGKEVAGINS KOl AOLTES TANPOPOPIES

T wepréyer to OSSEOR

- H dpaotikn ovcia givar to strontium ranelate. Kébe poxeldiokog mepiéyet 2 g strontium
ranelate.

- Ta @AAa cvotatikd givarl aomaptaun (E 951), poktode&tpivn, pavvitoan (E 421).

Epeavien tov OSSEOR kot TepLeOPEVO TG GLVOKELUGTOG

To OSSEOR xvrhopopel e pakeAAIoKOVG TOV TEPLEYOLV KiTPVE, KOKKIN Yo TOGIHO evoumpnpa. To
OSSEOR cvokevdletan og koutid tov 7, 14, 28, 56, 84 1 100 pakeiriokmv. Mropei va pnv
KUKAOQOPOVV OAEG 01 GUOKELAGIES.

Kéroyog adciog kukro@opiag Kot mapaywyodg

Karoyog adciog kokrhopopiag
Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex

ToArio

Hoapaywyog

Les Laboratoires Servier Industrie
905, route de Saran

45520 Gidy

ToArio

I'o omoladnmote TANPoPOpio. GYETUC LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPAKAUAEIOTE VO
anevBuvbeite GTOV TOTIKO OVTITPOCOTO TOL KATOYOL TNG AOELNG KLKAOPOPIoG.

Belgié/Belgique/Belgien Lietuva

S.A. Servier Benelux N.V. UAB "SERVIER PHARMA"
Tel: +32 (0)2 529 43 11 Tel: +370 (5) 2 63 86 28
Bouarapus Luxembourg/Luxemburg
Cepsue Meankan EOO/] S.A. Servier Benelux N.V.
Temn.: +359 2 921 57 00 Tel: +32 (0)2 529 43 11
Ceska republika Magyarorszag

Servier s.r.0. Servier Hungaria Kft.

Tel: +420 222 118 111 Tel: +36 1 238 7799
Danmark Malta

Servier Danmark A/S Galepharma Ltd

TIf: +45 36 44 22 60 Tel: +(356) 21 247 082
Deutschland Nederland

Servier Deutschland GmbH Servier Nederland Farma B.V.
Tel: +49 (0)89 57095 01 Tel: +31 (0)71 5246700
Eesti Norge

CentralPharma Communications OU Servier Danmark A/S

Tel: +372 640 00 07 TIf: +45 36 44 22 60

E LGSO Osterreich

ZEPBIE EAAAY ®PAPMAKEYTIKH EITE Servier Austria GmbH
TnA: +30 210 939 1000 Tel: +43 (1) 524 39 99
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Espafia Polska

Laboratorios Farmacéuticos Rovi, S.A. Servier Polska Sp. z 0.0.
Tel: +34 91 375 62 30 Tel: +48 (0) 22 594 90 00
France Portugal

Les Laboratoires Servier BIAL - Portela & C? S.A
Tel: +33 (0)1 55 72 60 00 Tel.: +351 22 986 61 00
Hrvatska Roménia

Servier Pharma, d. o. o. Servier Pharma SRL

Tel.: +385 (0)1 3016 222 Tel: +40 21 528 52 80
Ireland Slovenija

Servier Laboratories (Ireland) Ltd. Servier Pharma d.o.o.

Tel: +353 (0)1 6638110 Tel.: +386 (0)1 563 48 11
island Slovenska republika
Servier Laboratories Servier Slovensko spol. sr.o.
c/o Icepharma hf Tel.:+421 (0)2 5920 41 11
Simi: +354 540 8000

Italia Suomi/Finland

I.F.B. Stroder S.r.l. Servier Finland Oy

Tel: +39 (055) 623271 Puh/Tel: +358 (0)9 279 80 80
Kbnpog Sverige

X. A IlaraéArnvag & Zio Atd Servier Sverige AB

TnA: +357 22741741 Tel: +46 (8) 52 25 08 00
Latvija United Kingdom

SIA Servier Latvia Servier Laboratories Ltd
Tel. +371 67502039 Tel: +44 (0)1753 666409

To mapév pvArro 00N YLOV YprioNg avadepOnke Yr0 TELEVTAIO POPA TOV

Addeg TNYEG TANPOPOPLOV

Aentopepn TANpoPoploKd oTotyeio yio To Tpoidv gival dabécia oty 1tocerida Tov Evpmraikon
Opyaviopot Goppdkmv: http://www.ema.europa.eu. To Tapov eOALO 0dNyIOV ¥pHoNG eivor d100éc1uo
o€ Olec Tig emionueg yYhwooeg e EE/EOX otov diktvako tomo tov Evponaikod Opyoviouo
Doppakov.
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