
Bonefoso/Eone{oco Summary of Product Characteristics

3EHPAH I'I3BEIIITAJ 3A OCOEI,IHIITE HA JIEKOT

I. I,IME HAJIEKOT

EoHerfuc@ 400 mg rancy.rr.r
Boaer[oca 800 mg Qt-t.llr-o6.noxeHx ra6leru
Bolerfuc@60 mg/ml xouqeHrpar :a pacrrop :a nxrlyruja

2. COCTAB

r Kancy.ln:
E.[Ha rancyla co,{pxu 400 mg anxarpnyM KnoApoHar.

r Oxru-o6:roxenu ra6lgrr:
I r[nlu-o6noxeua ra6nera coApxu 800 mg lurarpuyM knoApoHar.

r Konqenrpar:r pacrBop 3a nrQy:xja:
I ml ronqeHrpar aa pacraop ta nxtly:uja coapxn 60 mg 4uHarpnyn KnoApoHar.
5 ml a^anyra co.{pxu 300 mg arxarpnyM K.noAponar.

3. OAPMAqEBTCKAOOPMA

Kancynr 400 mg
Ouv-o6roxeuu ra6nern 800 mg
Kosuesrpar sa pacraop ra nH$y:nja 60 mg/ml

4. KJIIIHIIqKI,I OCOEf,,HOCTII

4.1 Tepaneercxn rlHAnKaqHH

Opanua Qopua:
Tpervax ua xunepra.rqelrrja npeAn3BHKaHa oA ManfirHeH npoqec.
TperuaH ua ocreonx3a npeAH3BnKaHa oA MirnnrHeH npoqec.
Peayrqllja na xocKeHti Meracra3lr xaj npxuapeu KapqHHoM Ha gojxara.

Llumpaeeuosua Qopua:
TpervaH Ha xnnepKaJrleMHja npeAH3BuKaHa oA MaLnlrrHeH npoqec.

4.2 .{oupan e tr eror Ha ul trnxcrpaquja

K.nogporaror fJraaHo ce enHMtlnnpa npery 6y6pesrre, rra 3:rroa Bo re*or Ha JreKyBa['ero rpe6a aa ce
o6es6e.qn aAeKBarHa xr,qparaqlja Ha rrarlneHTor.

- .Ileua:
Cnrypuocra n erfuKacHocra Kaj reqnjarptcxn naqHeHTH ceyurre He e yrBpAeHa.
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Bonefoso/EoxeQoco Summary of Product Characteristics

- flocrapn naqHeHTH:
Heua noce6nn npenopaK't 3a Ao3[parle Ha npenaparor raj locrapu nau[eHTr.t. K,rnunqrnre
flcnhryBaH,a Ha rraqHeHT[ Ha Bo3pacr uag 65 ro.qnHt, He noKa)rin HecaKaHH et[errn cneqnQxvxt :a
oBaa Bo3pacT.

llnrpanenorna rlopua (m xparrorpaex rperuax)

flpel noveroxor Ha rperMaHor H Bo reK Ha JreKyBarsero rpe6a Aa ce 6e36eAH cooABerHa xNgparaquja
3a nautieHror x Aa ce MoHr.rropHpa 6y6pexHara t[ytrqnja n cepyucroro HHBo Ha KirjrUhyMor.

Bpeuerpae*ero Ha oapxyBarbe Ha KnHH'rqKH npu$arlnrnre BpeAHocrH Ha cepyMcl(Hor Ka.nuHyM no
,qa4eHa nHQy:raja, BapHpaar oA nauxeHr Ha rrarrHeHT. I4xrfytrjara Moxe,qa ce rroBropH no norpe6a, ra
oapxyBalbe Ha BpeaHocrHTe 3a cepyMcKltor KanuHyM nH KaKo anrepHarHBa, aa ce 3anoqHe repannja co
opzljreH Kjro/lpoHaT.

. Bo3pacHH nar1neHrll co HopManHa peHzrnua QyIrrcqlrja

Krogpoxaror ce gaBa KaKo nHT paBeHo3Ha nnrfy:nja og 300 mg (e1xa aunyla./5 ml ua 4eH, pacrBopeHa
so 500 ml HarpfiyM x;ropl,4-Qn:unorurt pacrBop Hrll pacrBop Ha 5olo rrtyKo3a). Baxa npuroraeuxor
pacTBop ce aaBa Bo rrep[oA oa MHHr.tMyM ABa qacoB]I, fiocneaoBaTejrHo HeKoJIKy AeHOBr.i, Ce AOAeKa He Ce
nocrHrHe Hopuoralqevnja, Hajvecro ra ner,{eHoBH. Oeaa repannja o6ri,{Ho He rpe6a 4a ce gaaa
r|oaojrfo oa ceayM aeHoBl.r. AnrepHarHBHo, Ao3a OA 1500 mg Kno,4poHar Moxe Aa ce AaAe KaKo
e,[uHeqHa Ao3a, pacrBopeHa Bo pacrsop o  500 ml, co BpeMeTpae]be Ha uHQyatjara o,4 4 qaconn.

. flaqueHTlt co peHaulHr.r nopeMeTyBa6a
Ce npenopauyea go3ara Ha KnoapoHar aa ce peayrt[pa no cJteAHara ureMa:

CrereH ua 6y6pexHo HapyuyBarte
Kpearnxnu rnupeuc, mVmin

Haua4raan e Ha ao3ana Bo oA

50-80 25
t2-50 25-50
<12 50

flpenopavrnsa ao3a 3a naurieHrn ua xeuo4njarlr:a e 300 mg Eoue$oc KoHqeHTpar 3a pacrBop 3a
nuQy:nja uxjerrupaxo npea arjanrrara I HaMiuyEa6e Ha ao3ara sa 500/0 so rex ra ,qeHoame 6er
.qrja.nnsa. llleuara:a rperuaH rpe6a aa ce orpaHuqn xa 5 geHorn. llepHronealuara 4rja,rn:a unory
c,ra6o ro orcrpaHyBa Kno,4poHaror o,{ utpxy,raurjara.

Opama Qopslo

Kancynure EoHe0oc ce ro;rraar qern. On,ru-o6loxexrre ra6rem Boxerloc Moxe.{a ce no,4erar Ha
noJIoB[Ha 3a,4a ce onecH]l ronrarsero, Ho nojroBHHrre rpe6a ga ce ucnrjar e4ua no 4pyra. <Dt.t.nu-
o6roxeHure ra6lerr He rpe6a 4a ce Kpuar HnH pacrBopaar npeA ynorpe6a.

,(uesna,qo:a o4 1600 mg rpe6a 4a ce 3eMa KaKo ea[Hequa gora. Kora rpe6a 4a ce :eue noBncoKa ao3a
oA npenopaqaHara, Ao3ara naa 1600 mg rpe6a.qa ce rcnlle noce6uo, KaKo BTopa ao3a.

E4nxevuara Ao3a rnH npBara ao3a oa aBere rpe6a ga ce 3eMe Hayrpo Ha npa3eH xeJryaHHK co qaua
BoAa. flarrHeHTor rpe6a ga ce Bo3,4pxx o,{ jaaerbe, nuerse (ocaex eoga) I :euane op{rnHn
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Bonefoso/Eor.rerloc@ Summary of Product Characteristics

KOfa ce Kopl.lcrK ao3ltpalLe ABa narH aHeBHo, npBara ao3a ce 3eMa KaKo luro e npenopaqaHo florope.
Bropara 4ora rpe6a Aa ce 3eMe noMeiy o6pou{, noBefte oA ABa qacoBu no jaAerhe u eAeH rrac [peA
jaAeme, nrene (ocBeH BoAa) unn 3eMalbe Ha Apyru opaurHn JreKoBr.l.

K,roApouaror He cMee Aa ce nt,re co MJleKo, xpaHa Ltnu Apyrl4 nttjanorrn rxro coapxar KaruHyM t-trrr
,4pyrn 6unaleHrura xarjour, 6n,qej rtt,t rxe Moxar Aa BrHjaar ua ancopnqtjara Ha KnoApoHaror.

. Bo3pacHH naqreHrn co HopMaJHa peHirnHa $yHrqnja

Tpemuau ua xuneprcanuety4ia npedtneuxaxa od uaneuumem

3a repanuja Ha xnnepxa,rqeuuja npeAu3B[Kana oa Miul{rHeH rrpoqec ce npefiopaqyBa HHrpaBeHo3Ha
agunnucrpaqnja. Kora ra repanrja Ha xnnepxaruerutja ce Koprlcrr.t opanHa $opMa, ce npenopaqyBa
nooflcora fioqerHa Ao3a oa 2400-3200 mg t-r 3aBrcHo oA uHAt-tBuAyirlrnllor oAroBop Ha nauueHror,
ao3aTa [ocTeneHo ce HaMaJlyBa Ha 1600 mg co qen aa ce oapxlj uoplrloxaluerurjara-

Tpemuax na ocmeonusa nDeduteuxaxa od uaa*.uumem

flpH opa,rxa repanuja Ha 3ro;reMena KocKeHa pecopnqxja 6ej xunepKanqeunja, 4orupa*ero e
HHATBT-rAyanHo. Ce npenopauyaa gHeBHa Ao3a o.q 1600 mg. rlo norpe6a Aogara Moxe Ia ce 3roJreMr, Ho
He ce lpenopaqyBa gosa nag 3200 mg.

Pedvxuuja ua xocxeuu uemacmasu xai npu.uapeu rcaouuuo.u ua doixama

Ce npenoparyoa .qo:a o1 1600 mg na 4eH.

. naqHeHTu co peflanHn nopeMeryBarsa

Kro4pouaror ce enuMlHl.rpa npery 6y6pesure n raj nauteHrn co peHanHH [opeMeryBar],a lexor rpe6a
Aa ce AaBa co noce6Ho BHHMaHne. AHeBHara ,qo3a Haa 1600 mg ne rpe6a,qa ce aaBa KoHrltHyHpaHo.

Ce npenopavyaa peAyufipabe Ha ao3ara Ha KnoapoHar no creaHara ueMa:

4.3 Konrpanu4xnaqrn

Xxnepcex:nrxaHocr Ha aKr BHara cyncrauquja rJrh Ha eKcul-lnHeHc]lre.
l.lcrorpeveHa ynorpe6a co ApyrH 6ur[oct[oHaru.

4.4 Iloce6xn rIpeaylpeAyBaba rr MepKrr Ha rrpgrrra3rrrBocr

flpn rperuax co oooj npelapar norpe6Ho e Aa ce geMa noserte reqHocr. Osa e noce6xo aaxuo gorolry
Eoxerfoc ce AaBa KaKo uHTpaBeHo3Ha uuQy:nja fi AoKoJrKy ce AaBa Ha narlHeHTH co
HapyrxeHa peHanHaTa QyHKu4a.
Ilorpe6sa e npernutsnfiBocr npn ynorpe6a Ha EoHeQoc xaj naqneutr co
6y6penre.

Crenex ua 6y6pexxo
HapyrxyBalbe

KpearnnrH/Krrpeuc
ml/min

,{oaa

JIecHo 50-80 ml/min 1600 mg aHeBHo (ue ce
npenopaqyBa HaMajryBalbe Ha

Io3ara)
Yuepeso 30-50 ml/min 1200 mslaHegHo
Teurro < 30ml/min 800 mglaHeauo
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BonefosD/Eoue$ocs Summary of Product Characteristics

HHrpaaenooHara a4MrrHr.rcrpaunja Ha ao3u noBucoKt oa npenopaqaHnTe Moxe aa npean3BrKaar reuKo
6y6pexuo oureryrane, oco6euo axo nuQy:tjara ce aare Bo KparoK BpeMeHcKr.r nepHoA.

OcreoHerpo:a (rocrceua HeKpo3a) Ha BnnHuara renepanHo noBp3irHa co Barelbe Ha 3a6lt n/ulu torcar,sa
nHQerqnja (ar,ryvyaajftr.r lr KocKeHa ruQexurja) Moxe Aa uacraue xaj rauleHrlt co KapqHHoM KoH
nprMaar xHTpaBeHcKH nJrH opareH 6n0oc0oxat. floseftero oa oBHe nauneHTH Hcro raKa rrpnMane
xeMorepafifija H Koprl,rKocreporAn.

Ilorpe6uo e Aa ce HarrpaB[ npeBeHrnBeH croMaro/rouxl, nperneA npea rperMaH co 6ur[ocrfoHarn xaj
nauueHru co KoHKoMHTaHTHH pr3lK tparropl (np. KapufiHoM, xeuorepa.nnja, paAnorepanuja,
Kopn KocrepoxAn, c,ra6a :a6xa xnrneua) I norpe6Ho e aa ce x36erHyBaar HHBanHBHIt AeHTanHr.t
npoqeAypx AoAeKa rpae rperMaHor co BoHeQoc.

Bnre nprjaaeun arnnHuHr cy6rpoxaHrepu'{Hl, u 4nja$l:ea.nnu QpaKTypn Ha OeMopaJlHara Kocxa co
6rQocQorarua repanrja, npsexcraeHo xaj nauuerrt KoH npt-rMaar aonrorpajwa repantja ra
ocreofiopo3a. .{ocera, olrre Qparrypn ue 6nle np jaBeH[ co EoHeOoc. OBre noflpeqHr.l firll KparKn,
r<ocu Qparrypn uoxe 1a ce nojarar 6t,tno Ka,{e no ro/'txrrHara Ha Qeuopaatara rcocKa oa noA noManuor
TpoxaHTep Io Ha.{ cyfipaKoHAfinapHnor Aen. Oane rfparrypn ce cnyqfine no MHHHMaJTHH rJl]t HHKaKBr.r

TpayMu Ir HeKo[ naIlHeHTH Hcryclle 6orxa ao 6yror x.rr.r npeloHltTe, utTo qecTo ce noBp3yBa co cnHK]l
KapaKrepficrr{qHr 3a crpec-OpaKTypn, Heaenti Ao Mecerrl npea npe3eHTnparbe Ha 3aBpuHara OeMopanHa
Qparrypa. Oparcrypnre vecro ce 6trflarepanHu, :aroa rpe6a ga ce [cnnTa KoHrpilllarepalHr.ror Qeuyp,
xaj naqneurn rperNpaHH co 6nQocr[oHaru, Kolt nperpnene Qparrypa ua Qeuopa,ruara 4rrjaQusa. hcro
TaKa 6rno rIpfljaBeHo nouo 3a3.qpaByBa[be Ha oBHe cKprxeHHuH.

Tpe6a 1a ce :eue Bo np€ABr.t,[ npeKfiu ua 6udocrfoHaruara repanuja Kaj rtauxeHrfi 3a Kofi nocron
coMHeHHe AeKa t-tMaar arunrrna Qparcrypa na Qeuypor, ao oqeKyaa]be na eaalyaqxjara Ha naqfieHTor,
Bp3 OCHOEa Ha fiHAHBHAyIUTHaTa KOpl.tCT-pH3nK OUeHKa.

Bo reror xa 6ur[ocQoHarHara repannja naq[eHT[Te rpe6a Aa ce coBeryoaar 4a npnjatar 6o,rxa 6u,ro so
6yror, xo,rxot t.t,tH rrperroHnTe u cercoj naurexr co BaKB]t cnMnroMH rpe6a aa ce npoqeHysa :a
nexounrerxa QparTypa Ha $eMypor.

4.5 Hnreparqnn co Apyr[ neKoBlr r 4pyrx Qoprur na nnrepaxqtja

Hcrorpelreuo aeuarLe co Apyfl.t 6n$ocQonaru e roHrpa[HAr.rql{paHo.

Aro FoueQoc ncroBpeMeHo ce 3eMa co Hecrepox.4Hlt aHrnuu$lauaropHfi aHaJrreruuH (NSAIDs),
Haj.recro AriKnoQeHaK, Moxe aa npern3BHKa peHanHa At,tcQyHKuHja.

Eouetfoc rpe6a 4a ce Kopxcrl co lperla3nnBocr 3a BpeMe Ha 3eMarbe Ha aM[Horrr.tKo3rraHu
arrr6uorrux nopaax SroneMeH pxir{K o,4 xtnoralueuuja.

I4croapeueua ynorpe6a Ha ecrpaMycrxH Qocrfar co KnoApoHar ja sro.neuyaa cepyMcKara
KoHIIeHrpaU[jara Ha ecrpaMycrr.rH QocQar vaxorualuo :a 80 7o.

K.no,qpouar co ABoBIIJTeHTHHTe rarjolu rpaau reuKo pacrBopnlBu KoMnJreKcn. 3apagn roa KnoApoHar
He rpe6a Aa ce aAMnHr.rcrpnpa nHTpaBeHcKH co pacrBopH KoH coApxar ABoaareHrHH KarjoHx (np.
Pnurepoa pacrBop). Klogpouar ao $oprr.ra xa xancyln/ra6lern xe rpe6a Aa ce 3eMa co
JreKoar KoH coApxar ABoBiureHTH[ KarjoHH (np. aHTaqHlH HnH npenaparn na xele:o).
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Bonefos@/EoHe$oc@ Summary of Product Characteristics

4.6 Epeuenocr x narcraurrjr

l4arco raj xraorxnre KnoApoHar ja MHH)tsa nnaueHTanHara 6apgepa, He e rro3Haro Aanu npeMlHyBa Bo
qoBeqK[or Qeryc, He rro3Haro Aiurn KnoApoHar Moxe Aa npeAn3B[iKa Qera.nuo ourerysa]be H Aann
Bnnjae Ha penpoAyKrnBHara cnoco6Hocr Ha nyiero. 3aroa r,ro4ponaror te rpe6a 4a ce ropncrn raj
6peueHr xeHr, ocBeH aKo Kopncra o,4 repannjara e norofieMa oA pn3trKor.

He e nosHaro aann K;roapoHar ce eKcKper[pa ao xyMaHoro MneKo. 3apaAu roa uITo MHory JreKoB[ ce
eKcKperxp:urr Bo xyMaHoro MneKo }l 3apaAH Toa uro nocrolt MoxHocr 3a KTHHHqKl,t curxrerxaxrHa
HecaKaHa pearqr.rja oa KJroapoHar Kaj aoeHqHrua, He ce npenopaqyBa ynorpe6a Ha KnoapoHar 3a BpeMe
Ha .Iloetbe.

4.7 B,rnjauxe npt cnoco6nocra 3a ynpaByBarbe co MoropHH Bo3HJra rr MarrrlHtr

He e nosHaro.

4.8 Hecaranr 4ejcrna

Haj,recro xecaxaHo 4ejcrao e 4njapea, xoja e ,recla H HacraHyBa noqecro npn BHcoKH .{o3H.
CreAHrse xecaraHu 4ejcrsa uoxe ga cejarar npx ynorpe6a na EoueQoc ra6lern, KancyJtn H

KoHqeHTpar 3a pacrBop 3a t-tHoFxja, uaro Qperoeuqrajara Ha peaKuHHre Moxe aa Baprjpa.

.I€J naufieHTx co MeracrarcKa 6onecr, Toa Moxe Aa 6u4e x pe3ylrar ua xerrararHa H rcocresa 6olecr." o6nqHo recHn.

HajcooAoenlror MedDRA repMHH e ynorpebeu 3a on{c Ha oapeaeHa peaxrltja t,t HeroBh cHHoHHMt H

rroBp3aHI cocroj6H.

Ilocr-uamgrururKo HcKvsrBo

o O.JHLI noDeMervBalsa

IlpnjaeeH e yaerarrrc 3a BpeMe Ha [ocr-MapKer[HruKo ucrycrao co Eoue$oc. Cne.{H[Be
6rne npnjaaeun co gpyrl 6HOocQoHarn: xoHjyHrrurllrnc, enHctrrepuTnc H cKJrepuTl.tc.

System Organ Class Bepoiarlu 21/100 ro <1/10 Permn 2l/10 000ao <1/1000
Mqra6ornn H HyrprrrnBHx
nopeMeryBan a

AcriMIIroMaTcKa xxnoxaaueunia Crumouarcxa xtnora.nqeunja.
3roaeuyaarue Ha cepyrcxuor
flapaTxpofiaeH xopMoH noBp3aHo co
HaMaryBaH,e Ha cepyMcKxoT
xanuxyM.
3roaeuyean e Ha cepyMcKara
arxa,rHa 6ocrbarasa'.

Facrporxrecrrua,rnr
nop€MeTyaalca

Axj apea", ra4ene", noepakarre

Xenaro6HnnjapHr,t nopeMsryBar6a JtoneMyBaEe Ha TpaHcaMuHiBHTe
(o6nvno ro uopuarul rpauuqn)

ABojHo 3roreMyBabe Ha
TpaHcaMr{Ha3ETe 6et noeptatocr co
a6uopuanra xenaralna dyHxqtia

Koxttl x notxoxsr.r flopeMeryBar6a XxnepceH3rnraHa peaxulja
uarr{ecrlrpana Ka[o KoxHa
peaxulja

i';At"h
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apyrn 6HQoc0oHarn. .{ocera, enHcrrepnrnc t-t cKnepnrnc He 6rne npljaBeHu co EoueQoc (xecaxatt
peaKqt-ttl Ha Knaca 6nrfocQouarr)

o Pecnnparopxu, TopaKaJtHn r ue4ujacrnHalnr nopeMeryBaH,a

Brouryaa*e Ha peclliparopHara $yrxqr.rja raj naunexrn co acn[pHH ceH3nrtiBHa acrMa.
XunepcexsurneHn peaKullx xon ce MaHnQecrupaar raxo pecnHparopH]t lopeMeryBa]ba.

o Ey6pexHx ]r yprrHapHl.r nopeMeryBalLa

Bnouryaane xa 6y6pexHara rpyxrquja (:roreuyaa*e Ha cepyMcKl.tor KpearHHHH u nporellHypnja),
rroreuKu 6y6pexHra HapyuyBalba oco6euo nocre 6pm uHrpaseHcxa nu$ysnja Ha BltcoKH Ao3H Ha
KnoApoHar. (enau 4,2 .(oupare r Meroa Ha aAMnntrsrptqlja: llnrpanenorHa Qopnra (ra
rparnorpaex Tpsnnan): [IaqneHrn co peHanHH nopeueryrarua.)

h:olrpaxn clytan ua 6y6pexxa nncyr[nqnenqraja, Bo pErKr.t cJy{aH co OaraneH ficxol, ce 3afrnexaHn
oco6eno npH HcroBpeMeHa ynorpe6a Ha HecrepolAHu - aurrnH$lauaropHn neKoBlt Hajqecro
Ar.rKroQeHaK.

. MycKynocKenernr.t ri cBp3Ho TKHBHT nopeMeryBaba

Vzonupauu cnyqaH Ha ocreoHeKpo3a (rcocreHa HeKpo3a) Ha Blrntluara ce 3a6eroKaHr.t, npnuapHo raj
naunenTn KoH ce nperxoAHo rpernpaHfi co auuuo-6nQocrfoHar]t KaKo 3onetApoHar H naMxrpoHar
(svlu 4.4 Meprr na npernar:rnnocr). TeruKa KocKeHa, zrnoiaa vlutn uycxynua 6olra e onlruaHa Kaj
naureHTn Kox 3eMaar Souerloc. Cenar, rarot lr3Beurrau ce perKr H Kaj cny'{ajHo KoHTponlpaH[
nlaqe6o cry.qnn ne ce ga6elexasfi BIAJIHBI-I par.nurn noueiy nlaqe6o n nauueHT[ Tperr.lpaHH co
EoueQoc.

3a apeue Ha [ocr-MapKer[HfulKo HcKycrBo cneAHnBe peaKuH[ ce nplrjaaeut co Apyrn
6u$oc$oxarn: art-trrltrlHl-t cy6rpoxaHrepxvxx n gujar[ra:ea,ruH r[euopalxH r[parryprr. ,{ocera orne
peaKu[H He ce nprjaaexn co Eorerfoc (uecaxauu peaKunfi Ha xnaca 6n$ocrfoHara) (an.qr ficro raKa aelr
"floce6slr npeAynpeAyBaba n MepKH Ha rrperfla3lHrocr").

Ce ynorpe6ysa uajcootaerex MedDRA repM'tH, 3a Aa ce onxue oApeAeHa peaKuxja, uej:ruHre
cHMnroMn r.r noBp3aHn cocroj6u.

4.9 Ilpegorrparle

- Cnunrolrn:
flpn 4aeane Ha BHcoKH nHTpaBeHo3Hu Ao3tl Ha KnonpoHar :a6elexaHn ce rroKaqeHl BpeAHocrH Ha
cepyMcKnor KpearHHltH lt peHaJlHa ancrlyHrqnja.

- TperuaH:
llpu npenorHpane Ha JreKor ce npr{MeHyBa cnMnroMarcra repannja. Tpe6a na ce o6s6eAn aAeKBarHa
xH,4paraqnja r MoHlrroplrHr Ha peuarnara Qyxrqnja 14 cepyMcKoro HnBo Ha KaJrqflyM.

5. OAPMAKOJIOIIIKI,I OCOEEHOCTII

5.1 Oapuaxo4xuamcnn oco6euogrn

Klo4poHaror xeMr.rcKn ce AeQrHHpa raxo 6nQocrlonar l-t npercraByBa aHanor
nnpoQocr[ar. Bn$ocr[ouarnre nMaar BHcoK a$nHfirer 3a MxHeparl3upaxare
opurar aHxr6lruuja Ha npeuunnraunjara xa xanqnyu r[ocrfar, ja 6lorupaar Bq, o\*-9
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xrrApoKcHanarfir, Ja oAnoxyBaar arperaqnjara Ha anar[THBTe KpHcranH Bo r|oro,teMfi fi ja ycnopyBaar
H BHara pa3rpaA6a.

MexaHHgruor ua ,qejcrso Ha KnoApoHarnre e npexy xuxu6uquja la KOCKCHA

pecopnqr.rja. Klo4poHartre ja uHxr6npaar rocnexara pecopnulija. Kaj craopun Bo nepuoA Ha pacr, oBaa
nHxn6rqnja ua rocreuara pecopnqr.rja Bo BHcoKt-r,qo3[ Ha xjroApoHar[ npeAn3B]tKyBa nporuHpyBarLe Ha
ueraQrsnre Ha AoJITHTe xocxn. Kaj oBapHeKroMnpaHH craopql, KocKeHara pecopnqnja ce tuxn6tpa ao
ao3l noHHcKn oA 3 mg/Kr 1a.qenn cy6ryrauo, eAHau HeAerHo. Bo $apuaxonouxH ao3r.r KnoAponarm
npeBeHlrpa peAyKllttja ua rcocxeuara ja,rrna. @apuarolouKara e0r4KacHocr Ha xJroApoHaroT e noKalN(aHa

Bo noBeke npeKnHHHr{KH eKcnep[MeHTanHH MoAeJlti Ha ocreonopo3a, BKnyqyBajttn n ecrporex 1e$tqnr.
Klogpoxaror ja Hnxx6lrpa Ao3Hara 3aBxcHocr Ha KocKeHa pecopnq[ja, 6e: eQeKr Ha unnepaltrauujara
Hnh Ha .{pyfH acneKTH Ha KBanHTeToT Ha KocKaTa. Co uo4poHaror llcTo TaKa ce nxxx6tpa KocKeHaTa
pecopnqrja rcaj pexarxa ocreoancrpoQtja.
Cnoco6socra Ha KnoApolaror:a uHxa6nqxja Ha KocKeHara pecopnrlr.rja rcaj ,ryiero e Aoralt<aHa co
6roxeuncxn, xltcrolorxKn r.rcrrnTyBaba H KHHeTcKH [cnnryBarr,a. Cenar roqsnm MexaHx3aM Ha
uuxn6nqnjara Ha KocKeHara pecopnurja e caMo aeryMHo norsar. K.noaponarnre ja cylpfiMhpaar
aKrnaHocra Ha ocreoKnacr[Te, F]eAyuH paj kx ja xonqeHrpaqrjara Ha cepyMcKmo HHBo Ha t<iulqxyM,
ypnHapHara eKcKpeuHja H xxApoKc[xnnpo.nl.rx. K.nolponaror npeBeHupa ry6HToK Ha KocKara rrpr
KaprlHHoM ua gojxa, KoJrKor t.t eo lyu6aauara pernja xaj npe fi nocr MeHonay3anHlr xeHn. Kora
Kno.upoxaror ce Kopr.rcru caM Bo Ao3r Kolr npuar uHxlr6rquja Ha KocKeHara pecopnulja, HeMa eOeKT Ha
HopManHara KocKeHa MnHeparltn3aurja Kaj r4cnnraHnurrre. Haualyoarrero Ha pr3llxor 3a $paKTypa e
Ha6JbyAyBaH raj nauneurn co KapuHHoM Ha AojKa H MynrHneH r'.lne.nov. Kaj npnMapeH KapuHHoM Ha

AojKara, K[oApoHarorja Haualyaa nojaBara Ha KocKeHH Meracra3n. Bo nanpaueHnre KnhHHrrKtl
[cnnryBaba :a npeseuqujara Ha cKeJrerHH Meracra3fi raj naqnexrn co np[MapeH onepa6uleH
KapurrHoM Ha AojKara, TperMaHor co KJroapoHar ce [oBp3yBa n co HaMareH MoprarflTer.

Oapuaroxxnercrcx oco6euocttt

. Ancoprqrja
factpoHurecrnualHara ancopnunja Ha KnoApoHarsre e HHcKa, oKory 2 o/o. Ancopnqujara Ha KJloApoHar
e 6pra, uajancororo KoHrreHrparrlroxo HuBo no eaHHeqHa Ao3a ce nocrurHyBa Bo nepaoA oa 30 rulxyrn.
flopa4n ancoxnor a(bnHurer Ha KroapoHar 3a KarulyM x 4pyrn 6rsa:renrHn KarjoHH, ancopnutjara
3HaqnTeIHO Ce HaManyBa KOra KJIOApOHaT Ce 3eMa CO XpaHa HIH neKOBl' KOlt COAXaT ABOBaIeHTHH
KarjoHH. I4aKo nocrojar tu,4net,llya:ur.r aaprjaqtt ro ancopnqtjara Ha K;roApoHar, H3noxeHocra Ha
KIOApOHaT e KOHCTaHTHa 3a BpeMe Ha AOnfOpOqeH TpeTMaH.

. ,{rcrpx6yuuja r eruuunaqrja
Bp:yrarsero Ha K,rorpoHar co nporefiH e Hl3oK H BonyMeHor Ha 4ncrpn6yqrja e 20-50 n.
E.nnvuraqrjara o,4 cepyMor e ro 4ae Qatu: gncrpn6yqnoua Qa:a co nolyxutor oA oKony 2 tacoan, n
enlMHHauHoHa Qa:a xoja e MHory cnopa, 6l4ejftn xnoapoxar e qBpcro Bp3aH 3a KocKara. K,ro.qpoxar
rJraBHo ce eJrlMnHxpa npexy 6y6perure. Oxoly 80 oZ og ancop6npaHr.ror KJroApoHar ce nojaryra ao
yp[HaTa Bo cneAHnre HeKonKy AeHoBh. Cyncranqujara Bp3aHa 3a xocxara (oroly 20 o/o ol
ancop6rpanara KonhqfiHa) ce eKcKpErupa nocfiopo, H peHanHlor KJtHp€Hc e oKony 75 Vo oA
rua3MaTcKHm KJrHpeHc.

En4eji<n r,ro,qponar AenyBa Ha KocKara Heua jacua epcra ueiy roxqexrpaqnjara Ha KnoapoHar Bo
nJla3Mara llnu KpBTa co repaneBTcrara aKrHBHocr l.tJln HecaKaHHTe peaKunh. Ocaeu peHaauara
uucytfrqrexqnja rcoja ro HaMaJyBa peHanHHor Kn[peHc Ha K;roApoHar, $apMaKoKnHercxxor npoQu,r xe
e noA glujaHue Ha HHeAeH Qarrop noapsaH co Bo3pacr, vgra6o.ullluor xa neKor ltjlfi ApyrH rraronouKn
cocroi6n.
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5.3 llpgrr:rrnnqnfi noarrou 3a 6s]6eaHosra

Summary of Product Characteristics

. AKyrHa roKcnqHocr

Hcnnryean ara co eAHHeqHa Aosa Kaj rnyButr r{ craopqft - 3a6enexaHl BpeAHocrH Ha LDso

Oparxa a4uxHncrpautja I.IHrpaseuo:Ha a,qMt-rHHcrpaqui a
> 3600 mg/kg (rryreq)
2200 mg/ kg (craopeq)

160 mg/ kg (r,ryueu)
120 mg/ kg (craopeq)

Kaj rnyaqa n craoprlH, KaKo KJtHHnqKHTe 3HauH Ha a$rrHa roKcHqHocr ce:a6elexyaaar HaManeHa
MoropHa aKT[BHocr, KoHsyr3lrH, HecBecrlua fi A]tcnHea. Kaj MopcK[Te npacHlr,a, HHTpaBeHo3Hara Ao3a
Ha 240 mg/rn e roKclqHa no ABe nrn rpn uu$ysut.

r C[creMcKaronepaHTHocr

Hanpaseuu ce rorctlKonotlrKH HcnftryBarra Ha craopux r.r MopcKH rrpacn]ba co noBTopyBaqxu Jlo3r.r co
rpaene oa 2 HeAenh ro l2 ruecequ. Bo cHTe oBle cryAlrr :a6enexanr ce caMo HeKonKy cMprHH cryqaH.
I'lutpaaexo:Hara aluuuncrpaqlja e cMproHocHa 3a craopuH Bo AHeBHa ao3a oa 140 u 160 mg/kg no l-7
neHoan. Kaj Mopcxn npacxlr,a [HTpaBeHo3Hara AHeBHa Ao3a og 80 mg/kg no 7-13 ,4eHosn npeA la
npeAH3BHKa cMpr e nporpareHa co olrura c,ra6ocr I noepakane. llo opanHa lo3a oa 100480 mg/kg xaj
craopul'l H 800 mg/kg raj MopcKt{ npac}t}ba He e u6elexana cuprHocr noBp3aHa co recr cyrrcragq}rnre.
flpH ucnuryaarre Ha roKcnqHocra, eQerror ua xlo4porar ce sa6elexyBa Ha rocKHTe (cKnepo3a nopaAtn

Qapuaxonoruruor eQexr na r,lo4pouarm), racrpol{HTecrHHaJrex rparr (rpr.rraqxja), rpl (nuur}onexrja,
BnHjaHre ops xeuocraeara), 6y6pen (nHnaraqnja Ha ry6ylnre, nporentypnja), xenap (noravett
BpeIHOCTT{ 3a CepyMCK}iTe TpaHcaMHHa3H).

. PenpoAyKTHBHaToKcliqHocr

Bo cryAun Ha xnBorHrr, KrroApoHaror He npeAh3BlKyBa Qera:rxo ourreryeane, Ho BncoKlrre 4orH ja
HaMiuy8aar MalrKara sepurHocr. flo e.qeH ueceq. o4 cyoxyrara aaMHHHcrpauHja ra x,ro4poxar xaj
HoBopoaeHH craopuH, HajAeHH ce cKererHH npoMeH,t KoH Hilj[ (yBaar Ha ocreonerpo3a KaKo pe3ynrar
Ha QapMaKorourKHor eoeKr Ha KnoApoHaror.

. feHoroKcli,{eH noreuqnja,r

Kro.lpoHaror He rroxa(yBa reHoroKcuqeu
noxaryoa rapunHoreu eQerr.

6. OAPMAIIEBTCKN IOAATOUIT

6.1 JIncra Ha ercurrnrrencrr

Kancy.rn 400 mg:
Jlarro:a vonoxr.r4par
Tarr
Ka.nqxyv creapar
Koaoxgua 6e:aogHa curlnKa
JIyuna:
Kancy.na og rap4 xelauu
Turannyu lnorcuA (El7l)
I-[preu xenco oxcu4 (E172)
Xolr xerero oxcul (E172\

norexurja.l. Bo cry4rure co craopqn tr fnyBqu He ce
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Bonefoso/Eone{oco Summary of Product Characteristics

@u.nn-o6roxeux ra6ner[ 800 mg:
Jaapo:
CulnSHqnpaHa MfiKporpncrarna uenyno3a (cocrareua oA: MnKpoKplicranHa rlenyno3a KolroltAHa
6erao.qxa cultra), HarpHyM KpocKapaMeno3a, creapuHcKa KHcernHa, MarHe[3nyM creapar
06sHara:
Xrnpouero:a
florrerslen rnnr<on 400
Turaxnyv lroxurg (El7l)

Koruenrpar ra pasrBop ra nnQyruja:
HarpHyrrr xrlrpoKolA
Boga :a xujexqnu

6.2 llurolrrnarr.r6uruocr

Oruu-o6aoxeru ra6ncru rr Karrcyrl: HeMa.
Kouqenrpar 3a pacrBop ra nnrlyrrja: He e ncnnrana KoM[arx6lnHocra ra EoxeQoc 60 mg/ml co
Apyrn pacrBopx :a r.rHQyslrja. 3aroa npn liHTpaBeHo3Ha aAMrHncrpaquja ce npenopaqyBa Kopficrerr,e Ha

$n:uorouru pacrBop (HarpnyM x,ropr4 9 mg/ml) uu 50% rlyxoaa (50 mg/ml).

6.3 Pox xa rpaene

Onru-obloxenn ra6rer[: 5 ro.qlrHr.l

Kancyrn: 5 roanxx
Konqenrpar ra pacrBop 3a nuQyrrja: 3 roanut

Xeuncxara H Suruvrcara cra6nrsocr Ha pacrBopeH KoHueHrpar Bo HHQFr{ja e rroKaKaH ra 24 qacoan
Ha reMneparypa oa l5'-25'C. O.q vuxpo6aolonKa rneAaa roqKa, pacroopor rpe6a Aa ce ynorpe6r4
Be.qHau.r. AKo He ce r{cKopHcrH Be,{Hau, ycnoBHTe 3a qyBabe ce oAroBopHocr Ha KopHcHl.tKor, Ho He
rpe6a ga e no4onr o4 24 uacoslr Ha reMnepar)?a oI 2-8"C.

-Ileror xe cuee Aa ce KopltcrH tro HcreKor Ha poKor Ha rpae[6e.

6.4 Haqxn Ha qyBarbe

On,ru-o6roxenn ra6nerfl: HeMa.
Kancy.lru: Jlexot ue clree Aa ce qyBa Ha reMrreparypa xa,q 30"C.
Konqenrpar ra pacrBop 3a unQyuja: Jleror He cuee 4a ce 3aMp3HyBa.

6.5 IIpxpo4a u co4pxlna Ha flaryBarbero

@x:ru-o6loxenn ra6.nern 800 rng: IIBI-[ a:ryrltunyucxo 6nHcrep naKyBabe, 60 ra6nen.r
Kancy.lrn 400 mg: flnacrhqHo un,rue co nnacrfiqeH 3arBopaq, 100 Kancynn
Konqenrpar ra pacrBop 3r xnQysxja 60 mg/ml: 5 craKreH't aMnynn x 5 ml pacrnop

6.6 llxcrpyxqxn :a ynorpe6a/naxynan e

flpu rHrpaaexo:Ha agununcrpaqrja coApxfiHara oA 5 ml auny.la ce pacrBopa Bo
pacrBop (HarpHyM x,ropn4 9 mg/ml) un.r rnyrosa (50 mg/ml). A.nrepxarnauo, :a
coApxnHara o.q 5 ml aunyra (:aeauo 25 ml) ce pacrropaar ao 500 ml
(Harpnyu xnopHA 9 mg/ml) unH uyro:a (50 mg/ml). '.lo - .* '*-!\€ f * %o1 i:;r -;,{ I r
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Bonefosa/Boxer[oco Summary of Product Characteristics

Jlexor ce vyra cnopeA ynarcrBoro 3a ynorpe6a H Ha Mecra BoH Aorrup Ha aeqa.

6.7 Ha.rrrrr xa lr3reBrrre nr reror

Kancylu 400 mg: Jlerm uoxe 4a ce [3AaBa caMo co nexapcrr peqenr (P).
<Dxnrr ra6lsru 800 mg: Jlerm uoxe Aa ce H3,qaBa caMo co nercapcrn pel1enr (P).
Kouqenrpar sa pacrBop 3a nH0yrrja 60 mg/ml: JIeKor Molke aa ce npHMeHyBa caMo Bo 3ApaacrBeHa
opranuraqnja (3).

7. HOCHTEJI IIA OI(OBPEHI.IETO 3A CTABAILE HA JIEKOT BO NPOMET

Bayer.qoo, IlperrraaHuurrao Cronje,
Yn. Orrrax flpuqa 66 nox. 4/rrreg./.1av.2, Cronje

8. EP'OJ HA OAOBPEHI{ETO 3A CTABAISE HA JIEKOT BO IIPIOMET

EoneQoc 400 rancynn 15-968/09
Eoxerfuc 800 ra6lern 15-967109
EoxeQoc 60 mg/ml rHr[yrrja 15-966/09

9. AATYM HA TIPBOTO OAOEPBH}IE 3A CTABAIbE HA JIEKOT BO IIPOMET H.IIATYM
HA IIOCJIEAHOTO OEHOBEHO OAOBPEHHE

BoneQoc 400 rancyru 12.11.2009
SoHerFc 800 m6leru 12.11.2009
Eoue@c 60 mg/ml rHQFHja 12.11.2009

rO. NOCJIEAHA PEBI.I3I.IJA HA TEKCTOT

23.08.2011
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