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flpeg ynorpe6a Ha Jreror BltnMarenHo npoq[TrjTe ro yrrarcrBoro.

. \)Bajme zo ynamcmeomo Mocrce6u fte mpe6a da zo npotumame noemopHo.
c Axo utwame dononHumen u npawana, o6pameme ce rcaj Bawuom doxmop uu rftapna4eem.
o Oeoi nex Bu e npenuuau Bau nuvro u ue mpe6a da uu zo daeatne ua dpyzu tu4a, 6udejrtu stocrce da uu

nawmemu dypu u aKo Hua ume cwtnmo 4u ce ucmu xaxo Bawume.

Bnarpeurnoro ynarcrao coApxH :

L IIImo npemcmagtea EoneQoc u sa utmo ce ynompe6yea
2. IIImo nopa da zuaeme nped da zo seneme/ynompe6une EoueQoc
3. Karco da zo ze,veme/ynompe6ume EoueQoc
4. Motrnu necaxauu dejcmea (eQexmu)
5. Vyeane u pox na lmompe6a na EoneQoc

Bonefoso/ EoxeQoco
Dinatrium clodronate
400 mg xancy.ln
800 mg Qxlm o6aoxen Ta6ner
60 mg/ml ronqeurpar 3a pacrBop 3a xnQyrnja

Kancyrn- 400 ms
Axrnava cyncraHqnja: .qrxarpnyu KlroAporar
flouourrr cynctaHqnn:
- O6snsra: raKro3a MoHoxlApar, Tank, KilnunyM creapar, KoJIoHAHa 6groana cunfiKa, Kancyna oa rBpA
xerarnH, rrraHnyu Anorcna (El7l), upBen xene3o oKct.q (E172), xo-rrr xenso oKcnA (E172)

Orru o6.roxesa ra6lera- 800 mg
AKTnBHa cyncraHqnja: AnHarplryM KnoApoHar
Ilouourxu cyncraHquu:
- Jagpo: clirxQltunpaHa MnKporplcranHa qenyro3a (cocraBeHa oA: MHKpoKpHcraJtHa uenyno3a KoJrolAHa
6esaogna cunra, HarpnyM KpocKapMeJto3a, creaplHcKa KrlcerHHa, MarH$HyM creapar).
- O6s[sra: xfinpoMero3a, nornerr.tfleH rnnxol 400, rnraHnyu 4r.roxcnn (E 171)

KoxqeHrpar ga pacrroo 3a Hx0var.rja. 60 ms/ml
Axrnaxa cyncraxufija: AnHarpHyM r(nolpoHar
IlorrlorlHr cyncraHqt,tt,t: HarpxyM xH,4poKc[a r so.qa m uHjerqlr.

llue x a4peca na [oclTeror na o4o6penxero ta craBa*e Bo npoMer:
Bayer doo, flpercraau r urrao Cronje,
Y.n. Ornau flpHua 66, rcrc. 4luez./nau.2, 1000 Cronje

llnre r a4peca Hr nporr3BoaxTeJror:
Bayer Oy, Typry, OnHcra
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r. IXTO TIPETCTABYBA EOHEOOC I,I 34. IIITO CE YIIOTPEEYBA

BoxeQoc npnnaia na rpynara neKoBn HapeqeHn 6rrfocrpouarn, Kou ro npeaeHxpaar ry6nroKor Ha KiulultyM oA
KocKfiTe. AKTHBHaTa cyncrauua go EoueQoc e gnuarpnyM KnoapoHar.

Tepaneercnx HHArlKaqnlt:
EoueQoc Qutrr o6roxeHr ra6neru H Karrcynr ce Kopxcrar 3a rperMaH Ha xxnepKanueuuja (:ro.neueto Hnno Ha
KanUnyM 80 rpara) u ocreolr:a (Ag[HrefpaUHja u.nr nereHepaqnja Ha KocKeHoro rKlrBo) 3apaA].t Miull. -Hlirer I,r

3a HaManyBarue Ha HacraHyBabero Ha KocKeH[l t\{eracra3u xaj nptuapet Kap(HHo]\l Ha rojKa.
BoHeQoc KoHueHrpar 3a pacrBop ra nn$yruja ce KopHcrH IrHrpaBeHcKH 3a'rperMitH Ha xtnepxa.nqeuxja xaxo
pe3yjnaT Ha ManHrHr4TeT.

flarynarre: Kancy,ru 400 mg: I urtrue x 100 rancy,rr.r
Ouu o6roxeun ra6:ret.r 800 rng: 60 ra6nern (6nlcrep 6 x l0)
KonueHrpar sa pacroop:a na0y:uja 60 mg/ml: 5 aunyrn x 5 ml pacrBop

2. IIITO TPE6A AA 3HAETE IIPEA AA IO YNOTPEEIITE EOHEOOC

Hemoj're,qa ro ynorpe6ynare EoueQoc aro:
. I,IMare [o3Hara npeocerrneocr (a.neprrja) xoH KnoApoHar AlrHarpryM Hnfi lpyrx cocrojrcx xa SoueQoc;
. AKo [crogpeMeHo ynorpe6yaare apyr[ 6H0oc$oHar[.

BHAgre noce6no sHtrMrrergrr npx ynorpeOa xa SoneQoc:
. llplt TperMaHor co onoj fipeflapar norpe6Ho e Aa 3eMare noseke re.rHocr. Osa e noceflHo 6nrHo

4ororry BoHeQoc ce aaBa KaKo rurpaBeHo3na HH$yruja r noKonxy ce aaBa Ha rraqheHrl co
xxnepranueMHja H HapyueHa peHanuara OyHrr1lja (6y6pexna rxcyrf nqneurlr.tja).

. florpe6Ha e fiperna3nr.rBocr nph ynorpe6a Ha EoHeQoc raj naqrexna co 6y6pexHa lncyr}tuuesur.rja.

. l4lTpaBeHdHara aAMlHhcrpaurja Ha 4ou roBHcoKH oA rrpenopaqaHnTe Moxe aa rrpeAtr3BliKa reurxo
6y6pexHo ou-rreryaarre, oco6euo axo nHQyrnjara ce 4ane Bo KparoK BpeMeHcKH neprroA.

. OcreoHerpo3a (yMprByBarbe Ha eAeH KocKeH cerueHt o6tquo npeAH3BnKaHa oA HeAoBoreH npmox Ha
KpB Bo pefiloHoT ua crceleror) Ha BI,ln'IIIara, teHeparHo noBp3aHa co BaAe[be sa:la6[ n/nln,tora.nna
fiHOertlnja (tr,ryryoajrtu ocreoMfiertrrxc (xocxexa nxSexuHja Hrt uHQerqxja Ha KocKeHa cpueBnHa)),
Moxe.{a HacTaHe aKo A06 ere 6n$oc$oxarr.r nHrpaBeHcKH Hnr opzurHo 3a neKyBabe xa pax. Mxory o,{
[auHeHTHTe Kon pa3B[ne ocreoHeKpo3a Ha B]tnr4qara Bo reKor Ha repanrjara co 6aQocoouarn, acro
TaKa np[Miute xeMorepanfiJa (TperMaH Ha paK co ynorpe6a Ha cneqxQxvnn xeMlcKH areHcH HJ|H
nexoB[) l,| KoprHKocreporl[ (aeutralrr JleKoBH Kon MHory rrorceryBaar Ha KoprH3on, xoplron xoj
oBo3MoxyBa Baurnre ua.q6y6pexuu xne:4lr ta pa6orar nprpo4uo).

o Arco xaj Bac nocrou HeKa(oa pH3HK (rapa,{tl rcapqrnou, xeuorepannja, parnorepanuja,
Kopl{KocreponAl, c.na6a ra6xa xltrueHa), Baurnor Aoxrop Moxe Aa lo6apa npeBeHT[BeH
croMaronourKll npefneA npeA repanljara co BoHetloc. llorpebuo e ga u:6erHyrare ]iHBa3HBHx
AeHriiJrHH npoueAypr.r AoAeKa npnMare Eonerfoc.

6u.ne npujaneHr arnnnqHr cy6rpoxaureprvrt.t a 4rja$n:ea,rrr cKp[eHru], aa Qeuopaluara rocra (ueo6rvHa
cKpueHHIlI.l Ha 6yrHara xocxa) co ynorpe6ara ra 6n$ocooxarri ocaeH EoHeQoc, npBeHcrBeHo raj naqtexrn Ha
.{onrorpa1Ha repantUa 3a ocreonopo3a. Aocera, ooa HecaKaHo aejcrBo He e naufieHTH Kol.l
seua:re 6oxeQoc. Aro ce coMHesare AeKa cre nperplene Heo6uqna Baruxor
AoxTop BHrMaTeJrHo ke pa3M[cnH Aantr repan]tjaTa co 6l-trfocr[oHarr.r rpe6a ga
KoHraxrnpajre ro Baulnor AoKrop axo qyBcrByBare uexarna 6o,rra, cla6ocr 6yr,
KoJrK HJu.r npenoHnre, 6lgej(x oea Moxe Aa 6u4e pan 3HaK 3a MoxHa
AoKTop roran ke H3Bpr[fl norpe6HH TecroBH H cooABerHo *e Be
HecaKaHH ederrr").

Barrror
"MoxHr.r
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Vnorpe6a na Eouer[oc co xpana n.ln nnjalox
EoHeQoc ra6.nernre x Kancynnre rpe6a.qa ce:elraar caMo co qaua Boaa, Ha rrpa3en r(enyaHlK. flo sevalbero Ha
EoneQoc, norpe6Ho e Aa ce Bo3Apxnre o.q ja,qe$e, nuene (ocnen ao4a) n reuane Ha Apyru neKoBt,r npeKy ycra,
Bo rex Ha eAeH qac 3aroa rro roa uoxe 4a a.ntjae Ha ancopnuujara Ha 6oHe0oc.

Aeqa u crapr .rrua
EoHerfuc He rpe6a Aa ce Koplrcrn xaj 4eua, 6ngejr(r cnrypHocra lr eQnraorocra raj neanjarprcxrt nauueHrr{
ceyuTe He e noTBpaeHa.
Heua noce6un npenopaxx 3a Ao3lpalbe Ha npenaparor Kaj nocrapfl naulreHTn. Klnxrqxnte HcnnryBalba Ha
nauHeHTH Ha Bo3pacr HaA 65 roAunn, He rroKaJxaa HecaKaHH eQexrn cneuuQrlvHr{ 3a oBaa Bo3pacr.

Bpeuerocr x 4oene:
Coeemyeajme ce co eautuom dor<mop nped da se.,veme 6wto KaKoa reK.
Eonerfoc He rpe6a Aa ce Aaaa xaj 6peueHn xeHn. Haxo raj xneorxnre rcno4pouaror ja Mlgyaa nnaueHrarHara
6apuepa, He e no3Haro aaJtn npeMHHyBa Bo qoBeqKror Qeryc, airrn Moxe aa [peax3Bl]Ka Qeralxo ourreryaane
H ra,rr srr,rjae xa pe[poayKTr.iBHara cnoco6uocr Ha .nyfero.
He e nolsato raJlx KnoapoHaror ce eKcKperupa so uajvltoro u.nero. He ce npeflopaqyBa aoebe 3a BpeMe Ha
rperMaHor co Eone$oc.

BrnjaHne np: cnoco6xocra ta ynpaByBaBe co MoropHH Bo3una H MarrrrHrr:
EQercror na EoHe$oc sa cnoco6nocra 3a yrrpaByBalbe co MoropHr.r Bo3HJra H MaurHHH He e no3Har.

3eua*e/ynorpe6yBabe Ha apyr[ rerconn (na urro rpe6a 4a ce nHrrMaBa aKo ynorpe6ynrre gpyrn ,rexoru)

Be tonuue da uuame npedeud derca oaue yKaJrc)/sa+'a notrcam da ce oduecyeaam u Ha ottue npenapqmu urmo
cme ?u 3euue ao .uuuumomo unu tie ?u 3e.uome ao udHuHa.
Be vo.truue da zo unrpop,uupame Bauuom doxmop utu Qap,ua4eem aKo 3ewame, wu neodauua cme 3av(ue
6u,ro xoj dpyz nex, dypu u ouue rcou te ce Ha neKapcKu pe1enm.

Hercor reroau Moxar aaja 3roneMar l,tJrn HaMirnar eQHracxocra ua FoHeQoc. flpauajre ro aoloopor aKo He cre
c[rypxx ,qanr rpe6a aa ro Koprlcrure Eone$oc.

- FoueQoc ue rpe6a 1a ce ropucu co ,4pyrx 6nrlocrlouarn;
- Aro EoreQoc ttcroBpeMeHo ce 3eMa co HecreporAHlr aHrunHQlauaropHu aHarrerr.tuh (NSAID),

xajvecro diclofenac, Moxe Aa ro 3ro.lelrn pnstxor:a 6y6pexna 4ncrfyurqtja;
- SoxeQoc rpe6a Aa ce KopHcrH co rrpernixlJrnBocr 3a BpeMe Ha 3eMabe Ha aM[HorJruKo3lrHH

arrn6nortqa 3apaArr 3roneMeH pt:tr o4 xnnoxa.nqevuja;
- HcronpeueHa ynorpe6a Ha estramustine phosphate (:a rperuau Ha KapqnHoM xa npocrara) co

KrroApoHaror Moxe 4aja rroleun xoHuetrpautjara Ha estramustine phosphate Bo KpBTa;
- EoHeQoc KoHueHTpar 3a pacrBop 3a nHQy:rja ue rpe6a Aa ce AaBa nHrpaBeHcKl.t co pacrBopl KoH

coApxar ABoBajrenrux rarjonu (np. PHHrepoa pacraop.y;
- EoHeQoc ra6rern H KancynH He rpe6a Aa ce 3eMar co xpaHa lrrr JreKoBH Kou coApxar

4nona.leurrx xarjoun (np. axraun,M trnx npenapar Ha xelero).

3. KAKO CE YTIOTPEEYBA EOHEOOC

Cmpozo npudptrcyeajme ce KoH ynamcm*ama ua doxmopom. ,{osume
texyeanemo da zo npercuueme 6e: da ce nocoaemyaame co doxmop.

,veltyaame unu
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KloApoHaror ce eJrrMtunpa BorlaBHo npeKy 6y6pe3nre. Ilorpe6uo e 4a 3eMare reqnocrrr o6rlnxo (KaKo [rro
e Boar) npeA, 3a BpeMe l| I|o rperMaHor.

EoxeQoc radaern rr Karrcynn
Boxerfoc xancy,rnre og 400 mg rpe6a Aa ce nporonraar uenu co o6nJlHa KonriquHa BoAa.
Bouetfuc ra6neure oa 800 mg Moxe Aa ce floAerar Ha noJroBHHa 3a norecHo roJlra]r,e, Ho r{ ABere noJroBHHr
Tpe6a Aa ce 3eMar Bo lrcro Bpeue co o6ulxa roltiqnHa BoAa.
Bonerloc ra6.nerrre He cMee,{a ce Kprxar HJrH Aa ce pacrropaar npe4 ynorpe6a.

Aro Br e npen[rxaHa e.qnHeqHa aHeBHa Ao3a xa 6ote$oc, lpenopaqnrrBo e aa ce 3eMe Hayrpo Ha npa:]eH
xenyaHllK co qau.la Boaa. flo 3eMa]6ero Ha EoHeQoc, Tpe6a Aa ce Bo3apxnre oa ja,aerbe, nnen e (ocnex ao4a) n
3eMarse Ha Apyr neKoEn rrpeKy ycTa Bo TeK Ha eAeH rrac.

Axo Bn e npen[uaHa Ao:a aBa rlarlr Bo reKor Ha ,qeHor, npaara ,qora rpe6a aa ce 3eMe KaKo urro e npenopaqaHo
norope. Bropara .{o3a rpe6a Aa ce 3eMe nouefy o6poqrre, eaeH qac npea u a8a qacoBl no jage*e, nnerse
(ocaen ao4a) tlJru 3eMa]6e Ha apyrfi neKoB[ npeKy ycra.

Aro Baurror gorrop Bll npelfirxar EoHe$oc Bo Ao3a oA 1600 mg 4neaHo, raa.rpe6a ga ce:eue KaKo eAHHeqHa
ao3a, KaKo uro e l]orope onBuaHo. ,{oxolry Bt e npenuu.raHa rroroneMa Ao3a oA 1600 mg, go:ara naa 1600 mg
rpe6a 4a ce :eua xaKo BTopa Ao3a xaKo uro e onnrrauo norope,

EoHerfuc ra6nerure HnKoratrl ne rpe6a aa ce 3eMaar co MfleKo, xpaua xJr]r JreKoa[ Koa coapxar KanuxyM Hnfi
Apyrh ABoBaneHrHx rarjoHn, 6r,aej kr rre o.ntjaar ta ancopnurjara xa KnoApoHaror.

fiaqueHrn co HopManHA 6y6pexna Qyuxu[ja

.{orco,rry xMare 3roreMeno HlrBo Ha KanrruyM Bo KpBTa (xrnepralqeutja) raro pe:ylrar Ha MaJr}lt-Hnrer,
o6n,tHo lte Ao6xBare llHrpaBeHcKH rperMaH co BoueQoc xouqeurpar 3a pacrBop 3a nuQFr.rja. Ho aro Bn ce
npennuaHl't ra6nern finH Kancynfl, soo6n,{aeHara noqeTHa Ao3a e 2400 mg mA 3200 mg AHeBHo. 3aa[cuo o,q

eQeKTor, ao3ara Moxe aa ce HaManyBa nocreneHo Ha 1600 mg AHeBHo 3a Aa ce oApxfl HopMaJlHoro HrlBo Ha
KanurlyM.

AKo ltMare ocreorH3a (A$nHTerpauHJa u,rn aererepaunja Ha KocKeHo rxuao) :apaAu MiullrnllrgT,
npe[opaqaHara Aora e 1600 mg 4HerHo. Ao3ara Moxe Aa ce 3roneMli arco e norpe6Ho 4o 3200 mg qnerHo.

3a pegyxqnja Ha HacraHyBabe Ha KocKeHlr Meracra3[ raj npr.ruapeH Kapu HoM Ha.{ojKa, npenopaqaHara Ao3a e
1600 mg gxeaHo.

IIa[renrn co uapyueHs 6y6pexna Qynnunja

EoxeQoc rpe6a Aa ce Koprlcrn co nperflz*nuBocr xaj naqreHu co 6y6pexHa raxcyrfuqr.reHqnja. .{o:xre rou
HaAMHHyBaar 1600 mg Aneeuo He rpe6a Aa ce KopricTar KoHrHHynpauo. .{o:upan ero ua EoHeooc fte ce Hama-nn
cnpeMa creneHor Ha 6y6pexHara OyHrquja 4njaruocrxqnpaxa og Barur.ror aoKrop.

K.nrpenc Ha KpearlrHlrH 50-80 mllmin: 1600 mg gneeHo (He ce npenopaqyBa xavaryaar+,e na,qorara)
K.nnpexc Ha KpearHHHH 30-50 ml/min: 1200 mg gHesHo

Krupeuc xa xpearrrnlH noHr.r3oK oA 30 ml/min: 800 mg AHerHo

Eoxerfoc nnrpaneuolra QopMa (3a KparKorpaex rperuau):

Ilmpefuo e 4a leuare o6n.nxo reuxocra (xaro urm e BoAa) lpea, 3a BpeMe r rro rperMaror.
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Bauruor goxrop ke npaBfi peAoBHH recroon :a ,qa ja cle4n Baurara cocroj6a Ha TpeTMaHOT.
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Bpeuerpaerrero Ha oap)KyBane Ha KrHHlrqKH nprQaurex BpeaHocrr.r Ha cepyMcKnm KarunyM no aaaeHara
nxQy:uja, Bapupaar o,{ flartueHr Ao naqneHr. l4n$ystjara Moxe Aa ce noBropn no norpe6a (:a oApxyBa]be Ha
EpeAHocrHTe Ha cepyMcKl.Ior KaJlqlynr) n,ru KaKo anrepHar Ba Aa ce 3aIIoqHe repannja co EoHeQoc ta6nern utu
Kancynx.

Heua nHQopuaqrar sa rolrnarn6u.nHocra Ha 6ouer[oc, KoHqeHrpar 3a pacrBop:a rnQyelrja co apyrh neKoBH
unl{ pacrBopr{ 3a }lHrpaBeHo3Ho rujexflrpane. 3apaaH Toa, Eone$oc KoHqeHrpar 3a pacrBop 3a HHQy:nja rpe6a
,44 ce pacTBopa I.r aa ce aaBa KaKo txTo e onuuaHo no.loJly.

Ilaqnenrn co nopManHa 6y6pe cxa OyHxulja:

E4nne.rua lo3a: 1500 mg Eoxerfoc KoHueHrpar 3a pacrgop ra xuQy:uja, Moxe Aa ce Aa,qe KaKo eAHHeqHa
IlHrpaBeHo3Ha 'l|o3a pacrBopeHa go 500 ml 6rlo so SnruonouKu pacrBop (NaCl 9 ng/ml) lrn 5olo pacrrop xa
rryrora (50 mg/ml), co rpaen e ua uxrfy:tjara o1 4 lacoen. He rpe6a 4a ce Koplcrr.r Puurepos pacraop.

Iloaeltercparnn Ao3H: 300 mg Eoue$oc KoHqeHTpar 3a pacrgop ra ux$y:nja, ce Aaaa lrHrpaBeHcK[ Bo nepnoA
oA 2 qacoBH, Bo reK Ha HeKonKy ItocJIeAoBareJrHH AeHoB[, pacrBopeH so 500 ml 6ulo oo $tuololxKlj pacrBop
(Nacl 9 mg/ml) una syo pacrRop Ha rnyro:a (50 mg/ml). He rpe6a 4a ce KopHcrH Pxurepoa pacraop. .{oronxy e
norpe6Ho Baurnor,qoKTop Moxe ra ro npoaonxu oaoj 4teret rperMal Ao MaKcxMyM 7 AeHosli.

rlaquenrn co 6y6pexnn nopeusryBaBa:

,{omra Ha EoHeQoc KonueHrpar 3a pacrBop m rnrfyrrja, rpe6a 4a peayrr}rpa cfipeMa creneHor na 6y6pexxara
t-tHcytfrqnerqrja, cfipeMa cneAHoro:

K:rnperc ua rpeartrrnr 50-80 ml/min:25Yo payx\uja Ha Ao3ara
K,rupeuc Ha KpearrHHH 12-50 ml/min: 25-50To peryxunja Ha Ao3ara
Klrpeuc Ha KpeaTnHHH noHH3oK o,4 12 ml/min: 50olo pe,qyrrltja Ha 4o:ara

flpenopavaxara Ao3a 3a naqlreHrl ua xeuolrja.nrsa e 300 mg 6oue$oc KoHrIeHTpar 3a pacrBop :a xnrlyrnja
nxjexrupaHo nper 4r.rjarn:ara n 150 mg Bo reK Ha AeHoBHre 6er 4njann:a. llleuara :a rperuaH rpe6a 1a ce
orpaHfiqH Ha 5 aeHoBlj. flepxroHealHara lnjalnra unory caa6o fo mcrpaHyBa KnoapoHaror oA qnpxyaaqnjara.
Baruuor 4oxrop fte npaen pegorur recroofl 3a MoHttropflpalbe ua Baurara cocroj6a ao reror Ha rperMaHor.

Axo cre ynorpe6uJre nororeMa ao:a ua Bou@oc orro.lry urro rpe6a:

flujre o6lnxo reqHocrt, n roHraxrupajre ro Baurnor 4oxrop roj ke ja uoxnropupa 6y6pexxara $yuxur.rja r.t

HrrBoro Ha KanqHyM.
3a6enexaxn ce 3foreMyBalla Ha cepyMcKHor KpearnHHH n 6y6pexuara 4ucSyurqtja rrpH BHcoK't xHrpaaeHcKn
AO3X Ha KnOApOHaT.

Axo cre ra6opaanne Aa ro 3eMcre/ynorpe6nre EoxeQoc:

He reuajre AsojHa ,{ora :a ga ja uagouecrure nponyurreHara aoaa. 3euere ja cneaHara 4ora eo eoo6nraexoro
Bp€Me.

AKo ro npeKrHcre reuarrero na BoneQoc

He ro npexnlyaajTe 3eMalbero ua 6oueQoc, ocBeH aKo AorTopor se Bu xaxal. AKo caKare aa ro [p€KXHere
geuanero Ha Eose$oc rpe6a nperxo4Ho aa ce KoHcyJlrrpare co AoKrop.
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AKo uMare noaeke npauana sa ynorpe6ara xa reror roncy,rrxpajre rrr Qapuaqeer.
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4. MOrKHr,r Hf,CAI(AHH AEJCTBA (f,OEICrlt)

Karco u cune dpyzu neKosu, Bonefosa Motce da uua uecaxauu dejcmea, uarco ne zu do1uea cexoj.
Axo npttuemwne 6u. o xaxsu HecaKaHu dejcmea xou e ce cnoMeHamu ao oaaa ynamcmao, Be MonuJne da zo
unQopvupame Bawuom doxmop tuu rpapua4eem.

Hajuecro uecarano AejcrBo e nponHB Koj e receH t-t HacraHyBa noqecro rrpt.t BHcoKr, ,[o3ri.
C,reAHHse HecaKaHH 4ejcraa uoxe Aa ce jaBar npu ynorpe6a xa EoHerfoc ra6,rern, rcancynn H KoHueHTpar 3a
pacrBop 3a l.rH$y3rrja, HaKo OpeKBeHqtjara ra pearqlure Moxe Aa Bapnpa.

Iloao.ny ce naoe4eH[ MoxnHTe tecaraHn 4ejcrsa cnopeA Toa xo.nxy ce noo6nvaeun.

Boo6nqaenn uecaraHt aejcrra: noueiy I H l0 Ha ceKox 100 narlrenrr.r.
- HrlcKo HHBo Ha KanruyM no xpara (6es cnunrovl)
- flponnB, raleft,e, noBpattalLe (cnre o6tvxo lecul)
- 3r'oJreMyBa[6e Ha rpaHcaM[Haslre (rpyna Ha xenarirnHfi enruun) (ao uoprrla,'rHI rpaHrul)

Pernn HecaraHu 4ejcrna: noua,rxy og I sa cexon 1000 naqneurn.
- Hl.rcKo HuBo Ha KanqfiyM Bo KpBTa (cHMnroMarcKo)
- 3roreMeHo HhBo Ha naparHpo[aHHor xopMoH Bo cepyMor (xopuou ua MzrnHTe xne3A[ rrpHneneHn Ha

TltpoHIHaTa xJle3Aa) I|OBp3aHO CO HaMiI[eHl{ BpeAHOCTH Ha CepyMCKI{OT KaIUnyM
- 3roneMeHa cepyucxa a,rxalna QocQara:a (raj naU[eHTLI co MeTacrarcxa 6orecr osa uoxe ga 6t4e pe3ynTaT

Ha (pHoApo6Ha r xocreHa 6orecr)
- 3roJIeMyBaH,e Ha rpaHcaMHlla3fiTe noBe*e o,4 ABa narr oA HopMarjlHrre BpelHocrl.t 6er norp:aHocr co

a6HopManHa upHorpo6Ha oyHKu}|ja
- xHnepceH3rrlarocr(roxlapearqrja)

Onnuranr cnont.aHfl peaKq[H oa rrocr-MapKeruuurro cKycrBo
3a6e.rexan e yBexrtlc (oreKyBarte r r.rprraqrja Ha yBeara. cpelrr.ror c.roj na oxmo) rcaj
[auHeHrH ron reuale EoueQoc. ApyrH nprjareur orHn (anryelHr) nopeMeryBarr,a co 6noocQoxarna repanuja
BKnyqyBaar KoHjyHKrHBHrt.tc (o'ror tnn nnSerqr.rja na rconjyurrnsara, ueu6paua urro rn o6loxyra oi{Hgre
ranaqu), enucueprruc (oreryaane n xpnraqHja Ha elficKnepara, reuor caoj Ha rK[Bo urro ja oo,roxyna
cKrepara, 6eltor ualaopeureH SI,IA Ha ororo) n cKrepHrr.tc (orexyran e u npuraunja ua cuepara).
Koxjyurcrnarrrc 6r.rn nplrjaaeH Kaj eAeH raqneHr Koj Ao6Hn BoneSoc u npyrr 6nrfoc$oHaix so tcro apeue,
uo rcoujyxrrnanruc ce yrxre ue e npujaaen raj naqxexra KoH 3eMaie cauo Eoxerfoc. .{ocera, enncx.nepnrnc n
cKneplrrlc ue 6n,re npujaeeHn xaj nauaeHrx KoH 3eMare Eote$oc.

Blouyaane Ha Atrue*'ero (pecnnparopuara Qyxrqnja) rcaj naureurn co acnnp[H ceH3rrnBHa acrMa H
xHnepceH3HTHBHH peaxrlur.r KoH ce uaHuQecrupaar kaKo pecn[paropHH nopeMeryBarba.

Bnouryaarse Ha 6y6pexuara Qyxxqrja (sroneuyBarbe Ha cepyMcKxor Kpearr4Hr.rH r.r nporerHypuja (npexymepxa
Kortt'{uHa Ha nporenHu so yprrHa)), noreuKu 6y6pexHt Hapy yBarr,a oco6eno nocre 6pla unrpaaencrca
tlxQy:nja ua sncoKl Ao3H Ha Kno.{poHar.

Hsolxpaun cnyqari Ha 6y6pexHa rxcyrf nqr.reHqxja, Bo perKn c4/qaH co Sara.nex ncxo4, ce ga6elexasn
oco6eHo npn 

'tcroBpeMeHa 
ynorpe6a xa xecrepoxgxu - aHrunxQlauaropHu JreKoBH xajlecro gnrcnoQeHar.

Htonrpann cnyqan Ha ocreogeKpo3a (xocrceHa Hexpora) na B[nluara ce :a6enexaHr, [pfiMapHo KaJ rrauHeHTH
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Bonefoso/ EoHer[oc@

Teruxa rcocreua, 3rno6Ha r./Irnu MycKynHa 6o,rxa e onruaHa raj naqneurn Koli 3eMaar SoHeOoc. Tpaen ero xa
cnMnroMhre Bapttpa oA AeHoBu Ao HeKoJIKy Meceqx no 3eMarbero ua EoneQoc. Cenar, raj KoHTponIrpaHH
KnnHHqKx cryAHH nprKaftaHnre ra6e.qeutrn He Moxere Aa ce norBp.qar.

Eure npujaeeHn arnnnvrn cy6rpoxaHrepHqHH I anja0n:ealnn cKpueHxun Ha OeMopanHara Kocxa (Heo6nvun
cKpueHHqH Ha 6yrHara xocxa) co ynorpe6ara ua bn$octloxarn ocneH 6oHeooc, npaeHcrreuo xaj naUHeHrH Ha
go.nrorpajxa repanHja 3a ocreonopo3a. Aocer4 ona Hecaxano gejcrso ue e la6eaexauo xaj naquexrn rou
:elta,re EoHe$oc. Oere nonpeuun Hnx KparKH, Kocn cKptrrenIr.ln Moxe Aa ce nojaear 6nlo rage no AoJrxnHara
xa 6;nuara xocrca. Tne voxe 4a ce cnyqar nocJre MfiHr.tManHa noBpeaa tln 6e noapeaa. Hexon naqHeHrn
nouyacrayeare 6olxa ao 6yrm Hnn [pe[oHHTe, trrTo Moxe AypH .qa h3rreAa KaKo crpec-crpnellqa ua X-
3paqelbe tlnH Apyril 4xjarxocrxvxl.t cjlhKlr, He,qenH,rlo Meceqfi [peA Aa My ce noKaxe Ha AoKTopor rleJrocHara
cKpueHl'|Ua Ha oyrHaTa KocKa. CxpureHnqnre vecro ce cnyqyBaar xa.qoere 6yrtt KocK[; 3aToa, aKo cre Ha
6nQocrpoHarHa repanltja x cre nperpnene cKpueHnua Ha Aonrfior Ae,l oa 6yrsara rocxa (crpueHnqa, rcoja ce
jasyea no 4orxl.rxara ua rocxara) Bauxor Aorcrop ke rn ncnura .qeere 6yrHH KocKl.t. I4cro raxa 6nro rp4aBeHo
nouo 3a3apa8yBarf,e Ha oBHe cKpueHHux.

Arco ce coMHesare AeKa cre nperpnene seo6xqta cKpuenrua xa 6;,rxara rocrca BautHor aorcrop
BHHMareJrHo fte pa.rulc.nu 1a.:u repannjara co 6nrfoc{ouarn rpe6a Aa ce npeKHHe.

Koxraxrapajre ro Baurror 4oxrop aKo qyBcrByBare HeKaKBa 6onK4 cra6ocr finH nenpujarHocr so Baurnor 6yr,
KoJIK HJIH npenoHxre, 6u4ejrtn ona Moxe Aa 6nAe paH 3HaK 3a MoxHa cKprxeglua Ha 6yrxara rocra. Baruror
AoKrop Torarx ke n:rpuru lorpe6Hr TecroBlt H cooABerHo (e Be nocoseryna (rt1n ncro rara 4el "Moxu]r
HecaKaHu eQeKTrr").

5. qYBAIbE II POK HA YTIOTPEEA HA EOHEOOC

Jlexor vyeajre ro Ha Mecra He,4ocra[Hl 3a Aeqa.

EoHeSoc ra6lern: xeua noce6uu ycroB[ Ha qyBa]se.

BoHerfoc Karrcynfi: Aa ce qyBa Ha reMneparypa 4o 30"C.
EoueQoc KoHueHTpar 3a pacrnop :a uH$yruja: Aa He ce 3aMp3HyBa.
Xeurcxara n Qn:nvrara cra6[nHocr Ha pacrBopeH KoHqeHTpar ao nu$yrlrja e noKa(aHa za 24 \acosn na
reMneparypa oa 150-25t. Or rr.fl.rxpo6tolonKa nJleAHa roqKa, pacrBopor rpe6a Aa ce ynorpe6u BeAHau. AKo
pacTBopoT He ce l4cxopt.lcTt.l BeaHarx, ycnoBHTe 3a qyBalbe ce oaroBopHocT Ha KopttcHl.tKoT, Ho pacTBopoT He
rpe6a 4a ce 5morpe6yBa no nepxoa noaonr oa 24 qacosn Ha reuneparypa og 2-80C.

Por na ynorpe6a
Kancynr 400 mg: 5 roAnxu
@ltru ra6lera 800 mg: 5 ro.quHn
KoHqeHrpar :a pacraop oa l+ufysrja 60 mg/ml: 3 roArHn
Jleror He cnaee aa ce ynorpe6yra no AaryMor Ha ncreror Ha poKor Ha yrorpe6a ruro e HaBeAeH Ha naxyBa6€To.

Hlqnn lr! xtlasatte Ha re(or
Kancyru 400 mg: lleror uoxe Aa ce r3AaBa caMo co reKapcKn peqenr (P).
(Dnru ra6lerN 800 mg: Jlexor uoxe Aa ce n3AaBa caMo co neKapcKl.t peqeflr (P).
Koxqeurpar 3a pacrBop sa tnrpy:xja 60 mg/ml: Jleror uoxe aa c€ np[MeHyBa caMo Bo 3apaBcrBeHa
opranrsaquja (3).

{aryu xa noc:leaHa peaxrxja na Bxarpern[oro ynargrBo
23.08.2011 1N
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}IHOOPMAIIITU CAMO 3A MEAUqI{HCKI{ IT 3APABCTBEHI,I PABOTHIIqN

Cleagnre ruQopuaqnn ce HaMeHer[ caMo 3a MeanuuHcKl.t n 3apaBcrBeHn pa6orunqn:

AO3I{PAIbE II METOA HA AIM}IHI{CTPAIIIIJA

. I,IHrpaBeHo3Ha Qopua (cauo ra xparrorpaen rperuaH)

llpeg noveroror Ha rperMaHor n Bo reK Ha neKyBa]Lero rpe6a Aa ce o6s6eAx cooABerHa xr{Aparaunja Ha
fiau].reHroT r{ Aa ce MoHHropxpa 6y6pexHara OyHKqHja u cepyrrlcroro H}rBo Ha KanulyMoT.

TIPf,AO3IIPAIbE

flpn npe.qosrapa*e Ha reKor ce np MeHyBa cuMnroMarcKa repanrja (augere eo Aenor "AKo cre ynorpe6lne
noroneMa Ao3a Ha EoxeQoc orro,rrcy uro rpe6a")

IIPETKJI}IHI{qKI TIOAATOIIX 3A EE3Ef,AHOCTA

. AK)"rHa roKcH.rHocr

Hcnxryoarmra co egxuevxa go:a raj rflyBr1ll 11 craopun - :a6e,rexaxn apegHocru la LD56

Opa:rsa a.qurHncrpaunia lIHrDaseHorHa a.4u rHncmauui a
> 3600 mg/ kg (rttyueu)
2200 msl ke (craopeq)

160 mg/ kg (upreq)
120 mg/ kg (craopeu)

Kaj rnyeqn H craopun, KaKo KlrxHHqKHTe 3Haun Ha axyrHa roxch.lHocr ce:a6enexyBaar HauilJleHa MoropHa
aKTuBHocr, KoHByn3Hrr, HecBecrnrla h A[cnHea. Kaj uopcxure npac]tba, riHrpaBeHo3Hara Ao:a Ha 240 mg/rr
e rokcriqna no ABe nrn rpx nnQysua.

Cncteucra ro,repaxruoct

HanpaoeHn ce roKcHKoJIouIKLr HcnuTyBa]ba Ha craopun t.t MopcKr{ flpach]ba co noBTopyBaqrh Ao3lr co
Tpaerbe oA 2 seAenn Ao 12 ueceqn. Bo cnte ogne cryAxu ra6elexanr ce caMo HeKorKy cMprHH cny'{arl.
HnrpaaeHo:nara a4n*rxncrpauuja e cMproHocHa 3a craopqh Bo AHeBHa Ao3a oA 140 n 160 mg/kg no l-7
aeHoBn. Kaj MopcKn lrpaclllba [HrpaBeHo3Hara aHeBHa Ao3a o.q 80 mg/kg no 7-13 4eHont npeg 4a
rrpeAn3Br.rKa cMpr e nponpareHa co on[lra cla6ocr n floBpartaH,e. flo opa.nxa aosa oa 100-480 mg/kg raj
craopqH H 800 mg&g rcaj MopcKn npaculsa He e la6e.nexaHa cuprHocr noBp3aHa co recr cyncraHqHnre.
IIpn ucnnryaarre Ha rokcrqHocra, e0eroor Ha KnoApoHaror ce :a6e.nexyaa Ha KocKHTe (crlepo:a nopatlr
Qapuarorourrcuor e$eKr Ha xloApoHaror), racrpoxHrecrnH:rlreH TpaKr (npnraqnja), rpa (,rurrlQonenlja,
mujaxne Bp3 xeMocra3ara), 6y6pe:n (,quaraqlja ua ry6ylxre, nporenHypnja), xenap (noxaueuu
BpeaHocn.r 3a cepyMcKHre rpaucauuHaru).

Penpo,qyrrraxa roKcr.rrtHocr

Bo cryanll Ha xtlBorHr, KnorpoHaror He npean3Br.rKyBa Qeralno ourreryeabe, Ho BttcoKHTe Ao3H ja
HaManyBaar MaurKara Sepruluocr. flo e4ex Meceu, Iro cy6xyraua agvr.rHlcrpaqnja xa rlo.4ponar raj
HoBopoAeHu cTaopqH, HajAeHH ce cKeJIeTHH npoMeHH Kor.r HilJlt KyBaaT Ha ocTeoneTpo3a I onaa cocroj6a e
noaprana co QapvaKonouKuor eQeKr Ha KnorpoHaror.
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Boncfosq Eorc4ocP

o feuoroncxqesnorenurjan

K;ro4roumot xe noraxyaa rExorcxcxqeu no,rexrujan. Bo crymmc co craopw n nryBtrx Ee ce troKdyBa
rap4moren oQen,

NHf,OMIIATIIBIL'IHOCT

o Ornr-o6rorerx rr6;icnr x roncyar: uena"

r Kosqcrrlttr 3r pacrBop 3r rrQyrrJr: He e xcnnmna xourtam6ruurocra Hs Bone@ 60 ng/ml co ApF
pocrBopr sa nxtlystja 3aroe xoxqearparor ryc6a no ce pocf,Boplt rr qArdnnncrprrpo, carro raro Iuro e
onf,uaf,o Bo Aotor 3 "I&ro cs yno'rpe6yra Bone0oc".
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