HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

ACTONEL® OAW/«pia gopé tv epSopador 35 mg emukoAvppéva. e Aemtod vpEVio diokia

2. HOIOTIKH KAI ITOXOTIKH XYNOEXH

Kda0e emxaloppévo pe Aemtd vpuévio diokio mepiEyel 35 mg vaTplovyov proedpovatng (1codvvaypet pe
32,5 mg p1oedpovikd o&v).

‘Exdoyo pe yvoorn dpdon:
Kda0e emxaivppévo pe Aemwtd vuévio diokio mepiéyel 126 mg Aaxtoln povoddpikn (avtiotoyei o 119,70
mg Aaktoln).

Mo tov TAnpn KaTdAoyo TV ekdoYwV, BA. Tapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H

Emwoloppévo pe Aemtd vpévio diokio.

OBaA, pdUaTOG 0VOIKTOD TopTOKaAL, dlaotdoemy 11,7 x 5,8 mm, emikalvppévo pe Aemtd vuévio diokio,
o pia Tievpd tov onoiov avaypdeetor RSN kot oty dAAn 35 mg.

4. KAINIKEX MAHPO®OPIEXZ

4.1 OgpamevTikég EvoEigelg

Oepameio TNG LETEUUNVOTOVGLOKTG 0GTEOTOPMONGS, TPOKEUEVOL Vo LelmBEel 0 Kivovvog Tmv
OTIOVOVAIKOV KOTAYUAT®V. Ogpomeio TNG EYKOTECTNUEVTG LETEUUNVOTTAVGIUKNG OGTEOTOPWOTG
TPOKEWEVOD va PELBEL 0 Kivduvog TV katayudtov Tov woyiov (PA. mapdypoaeo 5.1).

Oepameio TNG 06TEOTOPMOTG GE AVOPES e avENpEVo Kivouvo Kataypdtov (BA. Tapdypago 5.1).
4.2 Aocoloyio kKou TPOTOS YOPNYNONS

Aocoloyia

H ocvviotdpevn 60om og evihikeg givar £va diokio Twv 35 mg and 10 otopa pio opd tnv efdopndda. To
dtokio Bo mpémel va Aappdavetar Ty idto nuépa kdbe efSopddag.

Ewwoti mAinbvouoi

Himawuévor
Agv amonteiton poOuion g docoroyiag emeldn N ProdtodectudTNTA, 1) KOTAVOUN| KoL 1] AEKKPLoT NTaV
TOPOUOIEG GTOVG NAIKI®UEVOLS (NAtkiag >60 £TdV) kol Tovg vedTEPOVS 00DEVELS.



Av10 &yel Ttekunplobel emiong kot og vVIEPNAKEG, NAIKIOG 75 TGV Kol AV®, LETEUUNVOTOVGLOKOVG
acOeveig.

Negpixn dvoliertovpyio,

Agv amoiteitol Tpocapproyn TG 0060A0YING 6TOVG 0oBgvelg ekelvovg, 01 0010l EX0VV NTLOG £WG HETPLOG
popeng veppikn dvciettovpyio. H yprion g vatplovyov proedpovatne avievdgikvotal o acbeveig pe
cofapn veppikn dvciettovpyia (kdbapon kpeativivng pukpdtepn ond 30 ml/Aentd) (BA. Topaypdpovg
4.3 xon 5.2).

Houdrazpiros minBoouos
H vatpiovyog pioedpovarn de cuvietdtol yio ¥prion o€ mondid niikiog KaTm tov 18 etdv Aoy

OVETAPKADV dESOUEVOV MG TPOC TNV UCPAAELN KOL TNV OTOTEAEGUATIKOTNTO (BA. EMiong mapdypaeo 5.1).

Tpdroc yopnynong

H amoppdpnon g vaTplovyov proedpovitng exnpedaletal omd TNV TPOQPT|. TUVETMG Yo TN S0oPAAIoN
NG EMAPKOVG amoppOPN oG ot acbeveig Ba mpénetl va Aapfdavouv to Actonel OAW/«uia popd tnv
efdoudda» Twv 35 mg:
e [Ipw omd 10 Tpovod: 30 AETTA TOLAGYIGTOV TPV GO TN AYN TNG TPMTNG TPOPTG, AAAOV
QOPUOKEVTIKOD TPOTOVTOG 1 VYPOL (EKTOG OO GKETO VEPO) TNG NUEPOC.

O acBeveic mpémel va kabodnyodvtar mate, epocov maparelpbei pia 60om, B Tpémel va Aapovv Eva
dtokio Actonel OAW/«puio opd v gfdouddo» twv 35 mg, v nuépa mov Ba yivel avTiAnmtd. X
oLVEYELX, 01 0oOeveic Tpémetl va emavELBoLY ot Afym Tov €vog diokiov pia popd v efdopdda, Katd
™V NUEPA OV AAUPAVETOL KavoViKA To dlokio. Tnv ida nuépa dev mpémet va Aapfdavovtal dvo diokia.

To diokio Tpémel va, kaTomiveTar 0OAOKANPO Kot vo, unv aropvldrol 1 pacdrtal. [pokeypévov va
drevkorvvlel 1 petapopd Tov diokiov oto oTopdyl, To Actonel OAW/«pia popd v gfdopdda» twv 35
mg Ba mpénel va Anebei og 0pbia BEon pe Eva ot pt okéto vepd (2120 ml). Metd amd T Ayn Tov
dtokiov o1 acBeveic dev mpémel va Eamidvouy yia ta endpeva 30 Aemtd (PA. Topdypago 4.4).

Oa mpénet va e&eTacbel T0 gvOgOLEVO ANYNG GUUTANPOHOTIKOD acBeotiov Ko Brrapivng D epdcov n
SoNTNTIKY TPOGANYN EVOL AVETOPKTG.

H Béhtio didpkela g Oepaneing pe dSpmo@oviKa Yo TV 06TEOTOP®AT dev £xel Tekunpumbel. H
avaykn yio cuvéyon tng Bepaneiog Oo Tpémel va ETAVEKTIUATOL TEPLOJIKA LE PAOT TO OPEAT KO TOVG
TOOVOVS KIVOLVOLG TNG pLoedpovatng yo kKabe achevn exmpiotd, Waitepa PeTd amd 5 N TepiocdTEPA
xpOVIa ypfiong.

4.3 Avtevositeg

YrepevoioOnoia otn pacTiki 0vGio 1 6€ KATO0 and T EKS0Y0 TOV OVUPEPOVTAL GTIV TaPdypo@o 6.1.
YrooBeotionpio (PAEne mopdypapo 4.4).

Kdnon kot yolovyio.

YoBapn veppikn dvcrertovpyia (kdBapon kpeatvivng <30 ml/Aento).

4.4 FE101kég TPOELOOTOU|GELS KOl TPOPUVAAEELS KUTA TN Yp1ion
Tpooua, vypa (eKTOC OO TO GKETO VEPD) KO PAPUAKEVTIKA TPOIOVTO TOV TEPIEXOVY TOALGHEVN

KatovTa (0Teg eival 10 acBéatio, To LayvNnolo, 0 GioMPog Kot TO 0pYidlo) Tapeumodifovy Tnv
aTopPOPNON TOV SPOCPOVIKOV Kot OEV TPETEL Vo AapfavovTal Tovutoypova e to Actonel OAW/«pia



@opa Vv efdoudda» twv 35 mg (PA. mapdypago 4.5). [Ipokeyévov va emitevydel 1 emdrokopeEV
OTTOTELECUATIKOTNTA, EIVOL OVOYKOiO 1] LGTNPT THPNOT TOV SOGOAOYIKAOV GLGTAGE®V (PA. Tapdypapo
4.2).

H amoteleopatikdmra TV SIp®cPoVIK®V 6T Bepaneio TG 06TE0TOP®ONG GYETILETAL LLE TNV TOPOVCI
YOUNANG OCTIKNG TUKVOTNTOG KON TO, EROOVT] KOTAYUOTO.

H peyddn nlia 1 ot KAvikoi Topdyovteg Kivohvou yio KOTAYUATO 08V OTOTEAOVV oltd POVO TOVG ETOPKN
AOY0 €vapéng Bepaneiog TG 0GTEOTOPMANG LE KATOL0 S1POGPOVIKO.

e vmepnikeg (MAkiog >80 eTmVv) Ta dedOUEVE Y10 TNV VTOCTNPIEN TNG OTOTEAEGUOTIKOTNTOG T®V
SPOCPOVIK®V, TEPILOUPAVOLEVIC KoL TG PLOESPOVATNG, elvar Teplopiopéva (PA. mapdypaeo 5.1).

Op1opéva S1PpMGPOVIKE £Y0VV GUGYETIOTEL LE O1C0PAYITION, YUOTPITION, O1G0PUYIKES EEEAKMDTELG KOl
YOO TPOOMOEKASUKTUAIKEG eeAkmoelg. Emopévag, amotteiton Tpocoyn:
e Y& acleveig mov £xouv 1GTOPIKO 0100QAYIKGOV PAaPdV, 01 omtoiec KaBvoTtepovv TN d1EAeVoT ard
TOV 01G0(QAY0 1} TNV KEVMOGT TOL 01G0PAYOL T.)Y. CTEVAOGCT 1] 0(aAaCTo
e Ye acbeveig o1 omoiotl dev pmopovv va mapapeivouv og 0pbia 0Eon yia tovidyiotov 30 Aemtd
UETA 0o TN ANy TOv d1oKioL
e Edv n pioedpovan yopnyeitar o€ acbeveic e evepyd 1 TpOCROTA TPOPANLOTA TOL OIG0PAEYOL 1)
TOV OVMTEPOL YOAGTPEVTEPIKOV GUGTHUATOS (TEPIAAUPAVOUEVOD TOV YVOGTOV 01G0QPAYOL
Barrett).
O1 10tpoi 01 070101 GLVTAYOYPUPOVY TO PAPHOKO TPETEL VA TOVILOVV TN OTLOGI0 TOV 0dNYIDV
YOPNYNOMG O€ ALTOVG TOVG 0oOEVELG, KOBMG Kol TG ETAypOTVNONG OGOV apopd 6€ onpeio Kot
copnTopate Thavng olsopayikng avtidpaong. Ot acbeveig Oa mpénet va kKabodnyovuvial doTE va
{ntAoovv £yKapa TPk GPOVTION GV avarTOEOVY GUUTTOUOTO OIG0PAYIKOD EPEOIGHOD OTMS
duopayia, TOVO KATA TNV KUTATOGT, 000G TEPVIKO TOVO 1) VEO/EMdEV®OEY aicOn e KadGov.

H vroacPeotionpio npénet va Bepaneveton Tpv oo v Evapén g Oepaneios pe Actonel OAW/ «pia
@opa TV efdouddo» Twv 35 mg. AAAeg SaTapOYEG TOV UETABOAGHOD TOV 0GTOV KUl TOV HETOAAWDY
(.. ducdertovpyia Tov Tapabvpeoeldovg, vofitapivoon D) npénel va Oepamedovion Katd v Evapén
g Oepamneiag pe Actonel OAW/«pia popd v gfdoudado» twv 35 mg.

Y& aoBevelg pe Kapkivo ot omoiot Aapfdavouv Bepamentikd oynuato Kupimg evooeAeRing yopnyoduevay
SPOoPOVIK®V £xel avapephel ooteovEKpman TG Yvabov, n omtoia yevikd oyetiletan pe e€ayoyn
006vTV KoM Tomik Aoipwén (repthapupdvetor n ooteopveritidan). [ToAlol and avtovg Tovg acbeveic
edapPovayv emiong ynueobepamneio kot kopTikootepoeldn]. Ooteovékpman g yvabou €xetl avapepOei Kot
o€ acbeveic pe 00TEOMOP®OT TOL AAUPAVOVY SIPOCPOVIKE 0Td TO GTOUA.

E&étaom tov 000vIov pe KaTdAANAN TpoAnmTTiKy 0dovTioTpikn Ba Tpémel va Tponyeitan g Oepaneiog pe
dPOoPovIKA og 0o0evelg pe cuvakdAoVBOLE TapdyovTEG KIVOUVOL (.Y, KapKivo, ynuelobepaneia,
axtivobepaneio, KOPTIKOGTEPOELDT, PTOYN CTOUOTIKT VYIEWV).

Koatd ™ dudprela g Oepamneiag, avtol ot acbeveic o mpémel va amo@evyovy enepPatikong 060vVTIKOUG
YEWPLOHOVGS, EAV aVTO gival pikTd. T acbeVEic TOV AVOTTOGGOVY 0GTEOVEKPMGT TNG YVAOOL KaTd Tn
dudpkela Bepameiog e SIP®GPOVIKG, 1) KOTACTAON UTOPEl va eMOEVOBEL e 000vTIOTPIKO YEIPOLPYETLD.
Y& a00egvelg 6TOVG 0010V ElVOL OTOPAITNTOL Ol 000VTIKOL YEWPLIGHOL, OEV VGPYOLV drobéoiua dedopéva
TPOKEWEVOD va VTTodelyDel edv 1 dtokom TG Bepameiog pe SIPOOPOVIKA LELDVEL TOV KivOLVO
0GTEOVEKP®OGNG TNG Yvabov.

H A kpiomn tov Bepdmovtoc watpov Oa mpénet va kabopiletl to oxédio dryeipiong kabe acbevn| Pdoet
NG e£0TOUIKELHEVNG aELOAGYNONG 0QEAOVG/KIVODVOD.

ATumo. KOTAYLOTO TOL UNPLOioy 0GTOD




ATumo VTOTPOYOVTIPLL KATAYLOTO KOl KOTAYUOTA TG S1ApLONG TOV punplaiov £yovv avapepbel pe
Oepameio pe S1POoEOVIKA, Kupimg oe acbeveilg Tov Aapupdvouy pokpoypovia Bepaneia yia TV
00TEOTOPOOT). AVTA TO EYKAPTIO 1] LIKPEA A0EA KATAYHOTO UTOPOLY VO GUUPOVY OTOVINTOTE KUTO LUKOG
TOV UNPLOioL 06TOD, amd OKPIPAC KAT® Ao TOV ELAGCOVO TPOYXOVTIPO LEYPL KAl aKPPDS ETAV® ond TO
VIEPKOVOVLALO KOPT®UO. AVTA Ta Katdypota coppaivovy petd amd pikpd 1 KaBOA0L TPAVUATICHO Kot
pepikoi acbeveic frdvovv ToHVo oto unpod 1 6t PovPmviKni xDOPa, TOL GUVOEETAL GUYVA LLE OTEIKOVIGTIKA
EVPNLOTA TOV KOTOYUATOV KOTWONG, EBOOUAOES 1] KOl UVES TPV TOPOVGIACOVY TANPEG KATOY LA
unpaiov. To katdypata eivol cuyva ApEOTEPOTAELPO, MG EK TOVTOV TO OVTITAELPO UNPLOi0 0GTO TPEMEL
va e€etaotel og aobeveig mov EAafav dSPMEPOVIKA KOl TOL £XOVV VTOGTEL KATAYO TOVL unplaiov aova.
[Mtoym emovAmon TV KATayUATOV auTdVv £xel eniong avaeepbel. H dtokon Tov Sipmcovik@v 6€
acBeveig mov vrdpyel voyia ATt £xovv dtumo Kdtaypa unproiov Ba tpémet vo exTiunOel v avopovn TG
a&loldynong tov acbevovg, pe Paon v eEaTopkevEVN AELOAGYNOT] TOV KIVOUVOD 0QEAOVG.

Kotd ™ didprela g Oepamneiog pe dtpmopovikd ol aobeveig mpémet vo evaicHNTOTO100VTOL OGTE VO
OVAPEPOLY OTTOL0ONTOTE TOVO GTO UNPO, GTO 1oio 1] otn fovPfwvikn ydpa Kot kKabe acBevig mov
TOPOVGLALEL OVTE TO GUUTTOUATO, TPETEL VO ASIOAOYEITAL Y10 ATEAEG KATOY O TOV UNPLaiov.

AvT0 TO POPUAKELTIKO TPOTOV TEPIEXEL AaKTOLN. AcOeveic e omdvia KAnpovopkd tpofAnuato
dvcave&iog ot yoraxtoln, oe EAdetyn Aaktdong Lapp 1| og dvcamoppdenon yAvkolnc-yoraxtolng dev
TPENEL VO, AUUPAVOLY AVTO TO PUPUOKEVTIKO TPOIOV.

4.5 Allemopdosic pe AL QUPUOKEVTIKA TPOTOVTA Kol GALES HOPQPEG aAMNAETIOpOONG

Agv &yovv mpaypatomondei copfotikég pekéteg ariniemdpdoemv. 26T6GO, KUTA TN SIAPKELN TOV
KAVIKQOV LEAETOV O€ PpEOniay KAMviKd oYeTIKEG AAANAETIOPAGELG UE GAAL POPUAKEVTIKG TPOIOVTA.

H ovyyopnynon eapudxkov mov mepiéyovv molvchevn| katiovta (1.). acPECTIO, LoyVIol0, GiONPOo Kol
apyilo) mopepumodilel TV amoppoPN o TG VATPLovyoL proedpovatng (PA. mapdypago 4.4).

H vatpiovyoc pioedpovarn o petafolriletal cuoTnuatikd, dgv emdyst To EVEDUO TOV KUTOYPDOUATOG
P450 xon decpevetan og pikpd Pabpd amod Tig TpOTEIVEC.

Y1ic perétec eaong Il yio TNV 06TE0TOPMOT| LLE NUEPTITLL YOPYTOT VATPLOVYOL PIGESPOVATIG,
avaEPONKe 1M ¥PNOT OKETVAOGOAKVAIKOD 0EE0G 1) [T OTEPOEIODV AVIIPAEYLOVOODV PUPUAK®DY
(MZA®D) and 10 33% Kot 10 45% twv 0obevav, avtiotorya. Xtn puekétn eaong LI pe yoprynon wia opd
TNV EPOOUAdN OE PETEUUNVOTOVGLOKEG YOVOIKES, AvaPEPONKE 1) XPNOT OKETVAOGOAKVAIKOD 0£E0G 1
MXEA® omd 10 57% won 1o 40% tv aclevav, avtictoyyo. Metald TV TAKTIKGOV ¥pNoTOV
OKETVAOCUAIKVAIKOV 0&€og | MEZAD (3 1 meplocoTEPEC NUEPEG aVA ERGOUAIN) 1) GLYVOTNTO EULPAVIONG
AVETBOUNTOV EVEPYELDVY OO TO AVAOTEPO YUSTPEVIEPIKO GUGTNA o€ 0oOgvVeilg Tov VITOPANONKAY G
Oepameio e voTplovyo pioedpovarn NTav TapOUOLd [E EKELVN TOV acHeV@OVY OV aviKay GTNV Opdda
erEYYOUL.

Edv Bempeiton arapaitnto, n vatplodyog pitoedpovatn uropei va yopnyeitor pall pe owotpoyova (apopd
UOVO GTIG YUVOIKEC).

4.6 Tovipétnra, kKONon Ko yorovyia

Agv vrdpyovv emopkn 6ed0UEVA OO TN XPNOT| TG VATPLOVYOL PIGESPOVATIG GE £YKVEG YUVOIKEC.
Meléteg og (da katédei&ay To&otnTa Kotd TV avamapoymyn (BA. Tapdypago 5.3). O evdeyduevog
Kivouvog Yo Tov avOpwmo givar dyvwotog. Meléteg o (Mo vodeikvhouy 0Tt Eva PKpO TOGO
VOTPLOLYOL PIGESPOVATIG TTEPVAEL GTO UNTPIKO YAACL.

H vatpiovyog pioedpovarn dev TpEMEL va YPTGILOTOIEITAL KOTA TNV KOT\O™ 1] TN YOAOVYKi.



4.7 Emodpaceig 6Ty IKAvOTTA 001Y161)G KOl YEPIGUOV UNY VOV

To Actonel OAW/«uia popd v ePSopdda» dev £xel KAmol 1| £YEL ACHUOVTN EMIOPACT GTNV TKAVOTNTA
001 YNONG KOl YEPIGHOD UNYOVDV.

4.8 AvemOOunteg evépyereg

H vatplovyog pioedpovarn diepevvininke oe kKAvikég peréteg pdaong I, otig onoieg coppeteiyov
neptocotepol and 15.000 acbeveic. H mieiovonta tov avemfdountov evepyeimv mov mopoatnpnonkoy
KT T O1GPKELD TOV KAVIKOV LEAETOV NTOV ATTLOG £0G LETPLAG GOPapdTNTag Kot cuVIBmG dev

oot Onke Sokomn Tng aymyng.

AvemBounta coppapata avaeépbniay oe KAvikég perétec eaong Il oe PeTeUNVOTAVGIOKES YOVOIKEG
LE 0GTEOTOPWGT], Ol OTOIEC AVTIHETOTICON KAV BepamevTicd yio StdoTnue Emg 36 unvev pe 5 mg
vaTplovyov pioedpovarng v nuépa (n=5.020) 1 pe swovikd papuaio (n=5.048) kot ta omoia Oempeiton
OTL TBVOV £YOVV GYECT LE TN VATPLOVYO PLOESPOVATT KATOYPAPOVTOL TOPAKAT®, ¥PNCULOTOIDOVTOS TV
axoAovin katdtaln (1 cvyvoTnTa EVOVTL TOV EIKOVIKOD QAPUAKOL EppavileTal o€ mapévieon): ToAD
ovyvés (=1/10), ocvuyvés (=1/100, <1/10), 6y cvyvég (=1/1.000, <1/100), ordvieg (=1/10.000, <1/1.000),
oAb omavieg (<1/10.000).

A10T0poyES TOV VEVPIKOD GVOTHUATOS
Yuyvég: Kepararyia (1,8% évavtt 1,4%).

OpBotuicés orotopoyés
Oy ovyvég: Ipitioa*.

A1aTopoyég Tov YaoTPEVTEPIKOD

Xuyvég: Avokormomnta (5% évavtt 4,8%), dvomeyia (4,5% évavt 4,1%), vavtia (4,3% Evavti
4,0%), xotaxo aryog (3,5% évavti 3,3%), owdppora (3% évavtt 2,7%).

Oy ovyvég: Taotpitida (0,9% évavt 0,7%), owsoeayitda (0,9% évavti 0,9%), duceayia (0,4%
évavtt 0,2%), dwdekadakturitioa (0,2% évavt 0,1%), Elkog oicopdyov (0,2% évovtt
0,2%).

Xrdvieg: IMuwaoitida (<0,1% évavtt 0,1%), otévmon oicopdyov (<0,1% évavti 0,0%).

A10T0pOYES TOV HDOTKEAETIKOD GUGTHUOTOS KO TOD GOVOETIKOD 10TOD
Yuyvég: Mvoockehetiko aAyog (2,1% évavti 1,9%).

Hoparhvikég eéetaoeig
Xrdvieg: Mn @LGLOAOYIKEC SOKIHOGIEG TNG NTOTIKNG AEITOLPYiaGF.

* H ocuyvotnta dev mpokOmTel and Tig pekéteg ooteomopmong ¢aong Il H cuyvotnta Pacileton o
EVPNLOTA AVETIOOUNTOV GUUPBOUATOV/EPYASTIPIOKMDV/ETAVEKTIUN GG AUPIOPNTOVUEVDV
OTOTELECUATOV OO TPONYOVUEVEG KAVIKEG LEAETEG.

e o, SUTA-TUQEAT, TOAVKEVTPIKN HEAETT), O1APKELNG EVOG £TOVG OTOVL £YIVE GUYKPLOT] LETOED TV S5 mg
VaTPLoLYOL ploedpovartng nuepnoimg (n=480) kot tv 35 mg vatplovyov pioedpovitng efoopadioio
(n=485) o0& PETEUUNVOTOVGIOKES YOVAIKES LLE 0GTEOTOPWAT), amodeiynke 0TI T0 TPOPIA AGPAAELNG KO
avoyng 6to oHvord Toug NTav Tapdpota. Emmiéov avapépbnkay ta akdéiovba avemBounto coppdpata,
TOL 07010, KOTA TOVG EPEVVNTEG, De@peital OTL EVOEXOUEVAC £XOVV GYECT LE TO QAPLOKO (1] GLUYVOTNTA
EUPAVIONG OTNV OUGda TV 35 mg pLoedpovaTng NTaV HEYOADTEPN EVAVTL TG OULASOS TOV 5 mg



pPLoEdPOVATNG): ALOTaPAYES TOV YUOTPEVTEPIKOD cuoTnpatog (1,6% évavtt 1,0%) kou dhyog (1,2% Evavtt
0,8%).

e o, LeAETT, ddpkelag 600 ETOV GE AVOPES |LE OGTEOTOPMOT], ATOOELXOKE OTL 1 AGPAAELD Kot 1] AvOoyn
070 GUHVOAO TOVG NTOV TOPOUOLN LETAED TNG OUAdOG OY®YNG Kot TNG OUAdaG EIKOVIKOD Gappdkov. Ta
avemBounta cuuPapoTo TV COUE®VA LE EKEIVA TOL Elyav TapaTnpNOEl TPOTYOLUEVDG GE YUVOIKEG.

Epyaotnpiaxa evprjuozo.
Ye opropévoug acteveig £xovv avapepOel TPOUEG, TOPOSIKES, ACVLUTTOUOTIKEG KOl NTIEG LELMCELS TOV
EMNEOMV TOV AGPECTION KOl TOV POGPOPIKMOV GTOV 0pO0.

Emumiéov, avapépnkay modd ondvia ot akoAovdeg avemBOUNTES EVEPYELEG LETA OO TNV KVKAOQOPia
TOV TTPOTOVTOG (AyvGTN CLYVOTNTA):

OpBotuicés oroTopoyés
Ipitida, payoeditida.

A10T0poYES TOV HDOTKEAETIKOD GUGTHUOTOS KO TOD GOVOETIKOD 10TOD
Ooteovékpmon g yvabov.

A1aTopoyég T00 FEPUATOS KaL TOD DTOIOPLOD 10TOD

YrepevoioOnoia kot SepUaTIKES OVTIOPACELS, OTIG OTOIEC GUUMEPIAQUPAVOVTAL TO ayYELOOION A, TO
yevikevpévo e&avino, 1 Kvidmon Kal ol TOUPOAVYMOELG OEPUATIKESG OVTIOPAGELS, LEPIKEG OO TIC OTOIES
elvar coPapég kat mephapPavouy HEPOVOUEVES ovapopEG cLuVOPOpOL Stevens-Johnson, TOEIKNG
EMOEPLUKNG VEKPOAVOTG KOl AEVKOKVTTOPOKAUCTIKNG Oy YEUTIONG.

Andrelo LOAMDV.

A10T0poyES TOL AVOGOTONTIKOD CVOTHUATOS
AVOQUAOKTIKY] 0vTidpaoT).

A10T0poyég T0L HTATOS Kol TWV YOANPOpwWY
YoBapéc NTOTIKEG JUTOPOYEG. LTIG TEPLOCOTEPES OO TIC TEPIMTMOCELS TOV AvapEPONKay o1 acheveig
edapPovay emiong Kot dAlo TpoidvTa To 0moia Eilval YV®GTO OTL TPOKAAODY NTOTIKEG SUTOPOYES.

Kotd v epmeipio petd tnv kuklogopio Tov oprakov, ot akoAovdeg avtidpaoelc £xovv avopepdel
(ovyvémro ondvieg):

ATuTo VTOTPOYOVTIPL KATAYOTO KOl KATHYLOTA TG OAPLONG TOV UNPloiov (avemBountr evépyeld tng
KOTNYOPiog TV SUPOCPOVIKMDV).

Avogopd mbavoroyoduevev ovemBounTwv evepyeidv

H avagopd mhovoroyobuevmv avemBountov evepyelny HeTd amd T xopnynon adelog KukAopopiog Tov
(OPLOKEVTIKOD TPOidVTOG elvan onuavtikh. Emtpénetl ) cvveyn mapakolovdnon g oyéong opELovg-
KIVOOVOL TOV PAPUOKEVTIKOD TPOTOVTOG. ZNTEITOL OO TOVG EMOYYEALOTIEG TOV TOUEN TNG VYELOVOLIKNG
mepiBaiyng va avapépovy omolesdnmote mbavoloyoOueveg avemBOUNTEG EVEPYELES Héow Tov EBvikon
Opyoaviopot @apudxmv (Mecoyeiov 284, 15562, Xoiapyog, Tni.: + 30 213-2040200, Dog: + 30 210-
65495835, Iototonog: http://www.eof.gr ).

4.9 Ynrepooooroyia

Agv vrdpyovv draBéoipeg e1d1kég mAnpopopieg yia T Bepameio TG vIEpdocor0Yiag LE TN VATPLODYO
pLoedpOVATY.



Mmropei Vo, TopoLGLUGTOVY LEIMGELS GTO AGRECTIO TOV OPOV PETA OO GTLLOVTIKY VTEPIOGOAOYI.
Opiopévor amd Tovg asbeveic avTovg gival dSuvaTd Vo TOPOLVGLAGOLV EMIOTC CTUELN KOl GUUTTMLOTOL
VrocPeoTionpiog.

INo ™ déopevon g pLoedpovatng Kot T HEISON TNG AToppOPNoNG TG VATPLOVYOL PLGESPOVATIG
TPENEL VO YopTYEITOL YAAD 1] 0vTIOEIVA TTOV TTEPLEYOVY LAYVIOL0, 0GPECTIO 1) apYilio. Xe TEPIMTOCELG
OTUOVTIKNG VTEPOOGOAOYING, TPOKELUEVOL VO ATOLOKPUVOEL 1 VOTPLOVYOG PLoESPOVATT) TOV OEV €)EL
amoppoen el pmopet va e&gTaoTel TO EVOEYOUEVO TAVOTG TOV GTOUAYOVL.

5. DAPMAKOAOTTKEZ IAIOTHTEX

51 ®oppoxodvvopikés 110TNTEG

Dappokobepanentikn katnyopic: AlPpwopovikd, kodtkog ATC: MOSBAO7

Mnyoviopdg dpaong

H vatpiovyog pioedpovarn gival Evog SupmopoviKog TUPLSVUAESTEPAG TTOL OECUEVETOL GTOV
VOPOELVOTTATITN TOV OGTAOV KOl AVOCTEALEL TNV ATOPPOPNCT) TOV 0CTMV HECH TOV 0GTEOKANOTOV. H

OOTIKN EVOALOYT LEIDVETOL EVO JATNPEITAL ] SPOCTIKOTNTO TOV 0GTEOPAAGTAOV KOL 1] EXYUETAAADGCT GTO
00Td.

®apuokoduvotkéc EmMOPACELS

e TPOKAMVIKEG HEAETEG, 1 VOTPLOVYOG PLOEOPOVATT ELPAVICE 1GYLPT] OVTI-0GTEOKANCTIKT KOl OVTL-
ATOPPOPTTIKN dPACTIKOTNTA EVA AOENCE KATA 60G0eE0PTMUEVO TPOTO TNV 00TIKN Hala Kot TN Plo-
unyoviKn okeAeTikn avtoyn. H dpaotikdtnTa Tng vatplovyov pioedpovdtng emPepfaidbnke and
UETPNOELG TV BLOYNUIKOV SEIKTMOV TNG OCTIKNG EVOALNYNG KATA T1 SLAPKELN POPUAKOIVVOUIKDV KO
KAWVIKQOV LEAETOV. L& PEAETEG LIE UETEUUNVOTOVGLOKES YOVAIKEG, TOPATIPHONKOV LEIMOELS GTOVG
Broymuuukong deikteg TG 00TIKNG evolhaync péca o€ 1 univa kot £EpBacov 1o péyioto pésa oe 3-6 unvec.
O1 pewmoelg 6tovg Proynuikots SeikTeg TS 0GTIKNG EVOAANYNS NTAV TapOpoleg HeTaéd Tav 35 mg
Actonel OAW/«pio @opd v efdopdda» kot tov 5 mg Actonel npepnoing otovg 12 piveg.

e o, LEAETN OOV GUUUETELYAY AVOPEG e 0GTEOTOPOGCT TOPATPHONKOV UELMGELS GTOVG PLoynUiKohs
OEIKTEG TNG 0OTIKNG EVAALUYNG OTO VOPITEPO YPOVIKO GNUELD TV 3 unvev kal e§akolobnoe va
TOPATNPEITOL GTOVG 24 PUNVEG.

KAMvikn amote ecLOTIKOTNTO KOl 0GQOAELD

Ocpameio TG UETEWUTVOTODTIOKNG OGTEOTOPWTHG

"Evag apBpog mopayoviov Kivduvou GUVOEOVTAL LE T1 HETEUUNVOTOVGLOKT] 0GTEOTOP®GT), OTTMG Elval M
YOUNAT 00TIKN HAL0, 1) YOUNAT OGTIKY TUKVOTNTA, 1] TPMLUN ELUNVOTOVGT], TO IGTOPIKO KOTVIGIOTOG Kol
TO OIKOYEVELNKO 16TOPIKO 06TEOTOPp®ON . H KAvikn cuvéneln Tng ooteondpwong eivan katdypata. O
KIVOLVOC KOTAYHATOV avEAveTal PE ToV aplipd TOV TapaydvImVv KIvoLVO.

Me Bdon ta 0moTEAEGLOTO MG TPOG TIG AAAAYEG TV PEGHOV OPMOV TNG OCTIKNG TUKVOTNTOGC GTNV 0GPULIKN
poipa g omovovAIKNG oTNANG, Ta 35 mg Actonel OAW/«uia @opd tnv efoopndado» (n=485)
amodeiydniav Bepomevtikd 1odvvape Twv 5 mg Actonel, yopnyobueva nuepnoing (n=480) oe o
OUMAN-TVPAT, TOAVKEVTPIKT UEAETY], DIAPKELNG EVOG ETOVG, GE PETEUUNVOTAVGIOKEG YOVOIKES [IE
0GTEOTOPWOT).



270 KMVIKO TPOYPOULLLLOL Y10 T1 VOTPLOVYO PLGESPOVATT, XOPNYOOUEVT] Hio popd TNV NUEPA LEAETHONKE 1)
EMIdPAOT OLTNHG GTOV KIVOUVO EUPAVIOTG KOTOYUAT®V TOV 16%{0V Kol TOV GTOVOLA®MY Kot

CLUTEPIEAN OGOV TPOYIEG KO OYILEG PETEUUNVOTOVGLOKEG YOVOIKES e KATOYUO KoL YOPIC KATAYLLO.
MelemnOnkav nuepnoieg 60GEIC TOV 2,5 mg Kot 5 mg Kol 6 OAEG TIG OUASES, CUUTEPIAAUPAVOLEVTG KO
g opdidag eAéyyov yopnynonke acPéotio kan frrapivn D (omv mepintmon mov to apyikd enineda nTov
YOUNAG). O ambOALTOG Kol 0 GYETIKOG KIvOLVOG VEMV KOTAYUATOV TOV GTOVOLA®V KOl TOV 16)I0V
vroAoyicOnke pe T ¥pNoMN TS AVAAVGNG TOV XPOVOL TPOS TNV ELPAVIOT] TOV TPOTOL GUUPAUATOG.

e Y& V0 eAeYYOUEVES LE EIKOVIKO pApLako PEAETEC (n=3.661) cuumepleAnpOncay yuvaikeg katd
TNV EUUNVOTOVCT], NAKIOG KAT® TOV 85 ETOV HE KATAYIOTA TOV GTOVOLA®V KATA TNV £viaén
ToVg oTn peAétn. H yopriynon 5 mg vatprodyov pioedpovatng nuepnoing yio 3 £t peimoe tov
KIVOLUVO EUPAVIONG VEDMV GTOVOLAMKAOV KATAYHAT®OV GE OXECN UE TNV OUAda EAEYYOV. XE YUVOIKEG
1Ee TovAGyoToV 2 1] Kat' eAAYIoToV 1 6TOVOLAIKO KATAYLA, 1] GYETIKT HEIDMGT TOL KIvOHVOL NTOV
49% war 41%, avtictoryo (cVYvOTNTA VE®V KATOYUATOV TOV GTOVODAWDV LUE VOTPLOV)O
proedpovatn 18,1% ot 11,3%, evod pe eiovikd eapuako 29% xai 16,3%, avtiototya). To
amotéleopa tng Oepameiog dSOMOTOONKE OPKETH TPOUA, OO TO TEAOG KIOANG TOL TPMTOV £TOVG
Oepaneiog. QeelnOnkay emiong yovaikes pe ToALOTAG KATAYUOTA KATA TNV EVTAEN TOVG OT1)
peAértn. H yopriynon 5 mg vatplodyov pioedpovatng nuepncing EAATTOGE ENIGNC TOV ETNGLO
PLOUO ATADOAELNG DVYOVG GUYKPIVOUEVT] LE TNV ORLAdA EAEYYOV.

e Y& Vo emmALOV EAEYYOUEVEG LLE EIKOVIKO QAPUAKO UEAETEG GUUTEPIEANPONCAY YUVAIKEG KOTA
TNV EUUNVOTONCT], NAKiag Ave Tav 70 eTdV Pe 1] Kot Y0pig KOTAYHOTO T®V 6TOVODA®MY KUTE TNV
évtaén Toug otn UEAETT. ZuumepleAn@Onoay yovaikee, nikiog 70-79 etV Le 06TIKT TUKVOTITA
(BMD) otov avyéva tov unpiaiov ootov, fabporoyia T <-3 SD (evpog katackevaotn, Tot -2,5
SD gpapuolovrag  néBodo NHANES III [National Health & Nutrition Examination Survey])
KO TOVAQ(IOTOV EVOV EMTAEOV TaPAyovTa Kivdhvov. Oa pmopovoay vo copmeptinedovv
yovaikeg, nikiog >80 eT@V fAcel EVOG TOLAGYIOTOV, LI CKEAETIKOD TOPAYOVTO KIVOLVOL Yl
KATAYHO 10Y10V 1 PE YOUNAT OGTIKT TUKVOTNTO GTOV AYEVO TOV UNPLOH0L 0GTOV. ZTATICTIKY|
OTLOVTIKOTNTO (G TTPOG TNV OMOTEAECUATIKOTITA TNG PLGESPOVATNG EVOVTL TOV EIKOVIKOD
(QOPLAKOD ETTVYYAVETOL LOVO EPOGOV GLYKEVTP®OOUV Ta gToLyEin amd TIg dVO opddeg Bepameiog
ue 2,5 mg kou 5 mg. Ta akdrlovba amotedéspota Pacilovtor HOVO o€ ol LETAYEVESTEPN
avdAvon TOV VTOOUAd®V, OTT®G KobopileTtal amd TNV KAVIKN TPOKTIKT KOl TOLG TPOGOATOVG
OPLGLOVG TNG OGTEOTOPWOT|G:

- Ymnv vroopdda Tov acbevav pe ootikn tokvotnta (BMD) otov avyéva tov punpiaiov
ootoV, faduoroyia T <-2,5 SD (NHANES III) ka1 TovAdyiotov e £va 6movOuAKo
KATAYHO 6TV 0pyn TNG LEAETNG, 1] VOTPLOVYOG PLOESPOVATY XOPMYOLUEVN €Tl 3 1
peimoe Tov Kivouvo gUeAvIong KaTayLAToOV ToL 1oyiov kotd 46% oe oyéon Le TNV opdda
eLEYYOL (GUYVOTNTA TOV KOTOYHAT®VY TOV 10Y10V OTIC OLLASES GUVOLOGUOD UE 2,5 mg Kot
5 mg vaTplovyov proedpovatng 3,8%, evd e TO EIKOVIKO @appoko 7,4%).

- Amd ta dedopéva mpoxdntel OTL oTig LIEPRAMKES (NAkia >80 eTdv) ivan duvatd va
mapotnpnOel pkpoTEPN TPOPOAALN AO aVTH. AVTO EVOEYOUEVMG OQEIAETAL GTIV
aLENUEVN ONUOCTO TOV U1 CKEAETIK®V TOPUYOVTOV Y10 KATAY LT TOV 16Y100 Kabdg
avéaveral n nAkio.

- e ouTéG TIC HEAETEG, TO oTOLYElD TTOV avaALON KOV ¢ Eva deVuTEPELOV TEMKO oNUEID
a&loldynong £6e1&av Peimon TOL KIvOLVOL EUGAVIOTG VEDV GTOVOLAIK®Y KOTOYUATOV
o€ acbeveic pe younAn ootikn mokvotnto BMD ctov avyéva Tov unpioiov 06ton yopig
OTOVOVAIKO KATAYLO KOl 6 0o0gveig e younAn ootikn Tokvotnto BMD ctov avyéva
TOV UNPLoiov 0GTOV UE 1| XOPIG GTOVOVLAIKO KOTOY L.

e H yopnynon 5 mg votptovyov pioedpovitng nuepnoing exi 3 £t ad&noe TV 0CTIKN TUKVOTNTO
(BMD) c¢ oyéon pe v opdada EAEYXOL TNV 0GPLIKY Hoipa TNG 6TOVOLAKNAG GTHANG, TOV
8



aVYEVE, TOV UNPLEioY 0GTOV, TOVG TPOYAVINPES KOl TOV KOPTO KOl SIATHPNCE TNV OCGTIKY
TUKVOTNTO GTO HECO TG O1APLONC TNG KEPKIOAG.

e Y& po peAETN, ddpKelog EVOG £TOVG, TapaKoAoLONoNG TG Bepameiog, LETA TV TPIETN AY®YT| UE
5 mg vaTplovyov PLoedPOVATNG NIEPTCIMG TOPATNPNONKE TOYEID OVOGTPOPT| TG KATOUOGTOATIKNG
dpdong Tng vaTplovyov pioedPOVATNG GTNV 0CGTIKT EVOAAAYT|.

Agtypata froyiog 00T®V amd Yuvaikeg KOTO TNV EUUNVOTOVGT TOL VTOPANONKaY og Bepaneia pe 5 mg
VOATPLOLYOL PIoESPOVATNG NUEPNCI®G Yia 2-3 €11, £8e1&0vV Lo OVOUEVOUEVT LETPLOL LEIOT) GTNV OGTIKA
evaAlayn. To 0016 oL oynpatiotnke Kotd T dtdpkela tng Oepameiog Le voTplovyo pioedpovarn giye
(UOIO0AOYIKY] TETAAIMON dopun| Kot EMUETAAA®GT. Ta oTolyElo AVTA GE GLVOVAGUO LE TN UELOUEVN
GLYVOTNTO KOTAYLATOV AOY® 0GTEOTOPMCNG OTA ONUEIN TOV GTOVOVA®Y GE YUVOIKES LE OCTEOTOP®ON
dev paivetal va dNAmvouy kdmola emiApio Spdorn 6Ty Tol0TNTo TV 00T®V.Evéookomikd supnpata and
oLVOAO aG0evOVY pEe aplOpd HETPLOV €M GOPAPOY YAGTPEVTEPIKAOV EVOYATCEWDY, TOGO GTNV OLAdN
Oepamneiog pe vaTplovyo proedpovatn 660 Kol otV opudda EAEYYoL dev VIEdEEAY oyéon tng Bepameiog
KOL TOV YOOTPIKDOV, dMOEKASAKTUAIKADV 1) 0O100QAYIKMOV EAKDV G 0TOONTOTE OUAdM, TTap  OTL GTNV
OGS0 TNG VATPLOVYOV PIGESPOVATNG TaPATPNONKE OTTOVIMG dMOEKASAKTUAITION.

Oepomeio TS 0OTEOTOPWANS OE AVOPES

e o, SUTA-TUQAY, EAEYXOUEVT UE EIKOVIKO (PAPLOKO UEAETT, S1APKELNG dVO ETMV, GTNV OTTOoiN
ovppeteiyav 284 acBeveig (€bpog nhikiog 36-84 etdv) (n=191 acBeveig oe aywyn pe 35 mg vatprovyov
PLEESPOVATNG), 1) VATPLOUYOG PLoedpOVATN TV 35 mg, xopnyoLUeVT pHio popd TV efdopdda amédeite 0T
elval omoTeEAEGUATIKY G AvOpeg e ooteomOpwaon. Olot o1 acbeveic ELafav cupumAnpouaTikd 0cPESTIO
Ko frrapivn D.

AvENoN ¢ ooTikng palag mapatnpndnke 6 punveg and v Evapén g Bepaneiog pe vatprovyo
pioedpovatn. H vatplodyog pioedpovatn tov 35 mg pia popd trv efdopdda mpokdiece HEGES OVENCELG
NG OGTIKNG TUKVOTNTOG GTIV 0CQVIKN LOIpa TNG GTOVOLAIKNG GTNANG, GTOV QUYEVA TOV UNPLeiov 06ToL,
TOVG TPOYOVINPES KAl G€ OAO TO 10YI0 GE GUYKPLIOT| LLE TO EIKOVIKO APROKO LETA amd Bepaneia 2 eTdv.
e outr TN HEAETN dev amodeiynke 1 ATOTEAEGUATIKOTITA KOTA TOV KOTOYUAT®V.

H enidpaon g vatprodyov pieedpovatng oto 06to (abENoT TG 0GTIKNG TUKVOTNTAG KOl Lelman TG
OOTIKNG EVOALOYNC) NTAV TOPOLOLO. LETAED TOV OVOPAOV KOl TMV YOVAIKDV.

Hodrotpikodg mAnBucuog

H acpdleia kot 1 amoTeELeoUATIKOTNTO TG VATPLODYOL PLoedpovaTrg epevviOnke oe pio pelétn 3 etV
(Mo TuYOOTOMUEVT], SITAG-TVPAT, EAEYYOLEVT LE ElKOVIKO Qdpuaxo [placebo], moAvkevTpikn,
TOPIAANA®V OUAd®V HEAETT], dLAPKELNG EVOG £TOVG akoAovBovuevn amd Bepameio ovolkTig eTikéTag 2
ETMV) o€ TAdATPIKOVS 0oBeveElg NAKiog omd 4 etV £m¢ <16 €TOV Le o EMG LETPLOL ATEAN
00TEOYEVEDN. L€ aVTN TN UEAETT, 01 acBeveic mov {Oylav 10-30 kg eAauPavav 2,5 mg pioedpovatng
nuepnoing kat ot acheveic v omoimv To compatikd Papoc nrav >30 kg ehauPavav 5 mg v nuépa.

Metd amd v 0AOKAP®GCT TNG TUYALOTOMUEVS, SITAA-TVPANG, EAeyXOpeVNS e placebo pdong,
SLpKELOG EVOG £TOVC, KOTAOEIYONKE Uit OTATIGTIKG SNUOVTIKY aENoN TG 00TIKNG TukvotnTog (BMD)
OTNV 0GQLIKT HOipa TNG GTOVOVAIKNG GTAANG Y10, TNV OUAOA TNG PLGEIPOVATNG EVAVTL TNG OULASNG
placebo. Qct660, GTNV UGS TNG proedpoviTng Bpédnke avénuévoc aplBpdc acbevav pe kat’ eAdylotov
1, V€O HOPPOUETPIKO GTOVOLAIKO KATOYLO (SIAYVOGCT e OKTIVOYPAPI), CUYKPLTIKA LE TNV OpAda
placebo. Katd t didpkeia tng SImAG-TOQANG TEPLOSOV, S1APKELNG EVOC £TOVS, TO TOGOOGTO TV acHevdy
OV avEPepaY KAk katdypoata tav 30,9% oty opdda g proedpovatng kot 49% oty opdada
placebo. Katd v mepiodo ¢ avoiktg TikéTag, 6tav 6Aot ot acbeveic Elafav pioedpovarn (120g
UvoG £0¢ 360G UNvag), KAVIKG Katdypoto avapépbnkay o€ 10cootd 65,3% tov aclevav mov apyikd
Tuyotomombnkay oty opdda placebo kot 52,9% tov 0acOevdv TOV TLYOIOTOM O KAV APYIKA GTNV OPAdN
9



NG PLOESPOVATNG. ZUVOAIKA, TO AMOTEAEGLOTA OEV LTOGTNPILOVY T YPTON TNG VATPLOVYOV
PLOESPOVATNG O€ TUSLOTPIKOVG aeBeVEIC e N MG LETPLAL ATEAT] OGTEOYEVEDT).

52 ®appoxokiviTikég 1010TNTEG

Amoppoéenon

H anoppdenon petd v amd otopato yopnynon eivor oxetikd toei (tha ~1 dpar) ko eitvan
ave&apTnTn TS S00MG GTO €VPOG TOL peAETATOL (LEAETN EQATas yopnynong 2,5 émg 30 mg pelétec petd
oo emavoAiapupavopevn yopriynon 2,5 €og 5 mg nuepnoing kot docelg péxpt kot 50 mg efdopadiaing).
H péon Produobecipdtnta Tov amd oTOHTOC YopnyovpevoL diokiov ivar 0,63% kot peidveTal 6tav n
VaTPLovY0G proedpovatn yopnyeital pe tpoen. H frodiabecipotnta nrov mopdpolo o€ Gvopeg Kot
YOvoiKeg.

Kotavoun
210V¢ 0vOpOTOVG, 0 HEGOG OYKOG KATOVOUNG G€ KOTAGTAON oTofepomompuévng tooppomiag eivan 6,3 1/kg.
H déopevon pe tig mpmteiveg Tov mAdopotog eivar 24% mepinov.

Buoopetaoynuotiopog
Agv vrdpyovv oToXEIN GLOTNHATIKOD UETAPBOAIGLOD TNG VOTPLOUYOV PLoESPOVATNG.

Amofoin

To o6 mepinov g 66N TOV ATOPPOPATL ATEKKPIVETAL GTO 0Vpa HECH G 24 MPEC Kot PETA amd 28
NUéEPES avaxtdtal ota 0vpa To 85% pag evoopAiéfiag doomg. H péon veppikn kabapon eivar 105
ml/Aentd kon M péon oAkn kabapon elvan 122 ml/Aentd Kot 1 S10QOpa aVTH EVOEXOUEVAOS 0TOdIdETUL
otV KaBapomn Ady® Tpoopoenong oto 06to. H veppikn kabapon dev eEaptdtal amd Tn GLYKEVTP®ON
KO VTAPYEL YPOUUIKT oxéon petald g veppikng kdBapong kot g kdBapong kpeativivng. H un
ATOPPOPNUEVT] VOTPLOVYOG PLOESPOVATY ATEKKPIVETAL OVAALOI®TY 6T KOTPOve. MEeTA TNV Ao
OTOUATOG YOPNYNOT, TO TPOPIA GLYKEVIPWOOTG - ¥POVOL EUPAVIEL TPEIS PACEIC OMEKKPIONG LUE TEMKO
xpovo nulong 480 mpec.

Ewwot mAinbvouoti

Himawuévor
Agv amoiteiTol TPOGUPIOYN TG O0GOAOYING.

Xpnoteg axetviooalikviikod o&éog/un atepoeldmy avTipAeyuovmomy popuckwyv (MEXAD)

Metoéd TV TOKTIKOV XPNOTOV 0KETVAOGUAKVAIKOD 0&€0G 1) MEAD (3 1} TeplocdTepeg NUEPES avdL
ePOoUAO) 1 GLYVOTNTO EUPAVIONG OVETIOVUNTOV EVEPYEIDV GTO OVADTEPO YOOTPEVIEPIKO GVGTNO GE
acBeveig mov vroPfANnOnkav o Bepameio pe vaTplovy o PLGESPOVATN NTAV TAPOUOLD LLE EKEIVI TV
acfevav Tov aviKoy otnv opdada eAéyyov (PA. mapdypaeo 4.5).

5.3 TIIpoxklvika dgdopéva Yo TNV 0.0QPAIAELN

Y& ToEIKoAOYIKEG PEAETEC TTOV O1eéNyOnoay 6g apovPaiovg Kol GKVAOVS EvToTicOnkay To&ikég
docoeaptodueves dpdoelg oto Nrop TV LoV, Kupimg vd T popen avénong Tov eviu®V pe
LGTOAOYIKEG OAAOLMGELS GTOV OPOLPAI0 LETE alTd TN YOPNYN oM TNG VoTptovyov proedpovatne. H vy
ONUOGI0 AVTOV TOV TUPAUTNPNoE®V eV eivar Yv@oTtr]. To&kotnta TV Opyev Topovcidctnke o
apOVPAIOVG KOl GKVAOVG G€ 0OCEIC TOV BempnOnKav OTL HTaY TAV® Ao TO OVATATO BEPATELTIKO Op1O
éxBeong Tov avOpPOTOV. XT0 TPOKTIKA GLYVA CTUEL®ON KOV 00G0eEQPTMUEVEG GLYVOTNTES £peBIGLOD TV
avatepav aepayoyav. [lapopoieg dpdoelg evromicOnkay Kot Pe To GAAN SIPOCPOVIKE. Xe PaKPOYPOVIEG
UEAETEG LLE TPOKTIKA TOpOVCIAcONKE EMioNG KATOL0 0pAGT) GTO KATMTEPO OVOTVEVGTIKO, TTop” OAO TTOV M
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KAWVIKT] GNUAGTI0 QUTOV TOV EVPNUATOV deV elval caenc. Z& HEAETEG TOEIKOTNTOG KATA TIV OVOTOPOy®mYN
o€ ekBEcelg TaPONOIEG UE TIG KMVIKEG eKOECELG dlamoTOON KAV PHETOPOAES TNG OGTEOTOINGNG GTO GTEPVO
Nkt To Kpavio TV eUPpi®V 6TOVG apovpaiovg Tov avtipeT®ricOnKoy BepoaneuTikd Kabhg emiong
vracPeotiopio kot Bvntotnta og ONAEIC £YKVOVG KOTA TOV TOKETO. Agv vpée Kamoa EvOeEn
TepaTOYEVEDT|G GE SO0 3,2 mg/kg/muépa yopnyovpevn og apovpaiovg kot og 66on 10 mg/kg/muépa
XOPMYOVUEVN GE KOVVEALD, AP TO YEYOVOC OTL Ta dtaféaipla oTotyEln apopody HOVO o€ £va, LKPO
apBpo kovvehmv. H to&ikn dpdon otig untépeg mporaPe tn dokipacio pe vyniotepeg 600elg. Mehéteg
OYETIKA LE T YEVETIKT] TOEIKOTNTA KoL TNV KAPKIVOYEVEGT OEV TOPOLGINGOV KATOLOVS 1O10iTEPOVG
KIVOLVOLG Y10 TOVG avOp®ITOLG.

6. DOAPMAKEYTIKEX ITIAHPO®OPIEX

6.1 Katdaroyog ekdoymv

Tvpnvog diokiov: Aoxtoln povoidpiky
Kvttapivn pukpokpootadiikn
Kpoomofidovn A
Mayviolo oteaticod

Emixdloyn pe Aemto vuévio: Z10mpov o&eidro kitpvo E172
Z10mpov o&eidro epvbpo E172
YrpopeAroln
[ToAvaiBuievoylvkoin
Y dpo&umpomvAiokutTopivn
KoAhog1dég dvudpo o&eidio Tov mopitiov
Trraviov dto&eido E171

6.2 Acvpparotreg

Agv gpapuolerar.

6.3 Awpkero {ong

5 ypovia

6.4 Iowitepeg mpopuraierg katd T VAU TOV TPOIOGVTOG

Agv vrdpyovv e101KéG 001 yiec dLOTNPMONG Y10 TO TPOTOV AVTO.

6.5 ®von Kol GVGTATIKA TOV TEPLEKTY

Kvoyéheg (blisters) amo dapavég PVC/poAho alovpviov og yapTivo KouTi.
Kvoyéreg e cuokevacieg mov mepiéyouv 1, 2, 4, 10, 12 v 16 dwokia.

Mmropei vo, unv KukAoPopovV OAEG Ol GUCKEVAGIES.
6.6 Iowitepes mpo@uAGEEIS amOppLIYNG
Kopid €181k vroypéwon yio omdppuy).
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Kda0e aypnoiponointo goppokeuTikd Tpoiov 1 VTOAEUUN TPETEL VO, ATOPPITTETOL COUPOVO, LIE TIG KATA

TOTMOVG 10YVOVGEG GYETIKES OLUTAEELC.

7. KATOXOX THX AAETAYX KYKAO®OPIAX

Specifar ABEE

28n¢ Oxtwfpiov 1,

Ay. BapBapa, 123 51,
Abfva — EALGSa

TnA.: 430 210 54 01 500
email: info@specifar.gr

8. APIOMOX AAETAYX KYKAO®OPIAX

81506/01-12-2014

9. HMEPOMHNIA NPQTHE EI'KPIXHY/ ANANEQXHYX THX AAEIAX

Hpepopnvia tpdng €yxpiong: 11.04.2003
Hpepounvia tekevtaiog avavéwmong: 03.02.2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

03.02.2014
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