
3ET{PEH I{3BEIIJTAJ 34 OCOEI{HIITE HA JIEKOT

I. I,IME HA JIEKOT

Bnrar 2 mg ra6,reru

2. KBAJI }ITATI'BEH 1,I KBAHTIITATI{BEH COCTAB

Cexoja ra6rera coapxn 2 mg rrerorccr.

EKcuxnreHc: ceKoja ra6nera co.apxr 62,8 mg rarro3a MoHoxtiapar.

3a ueroceg cntcox Ha eKcuunreHcH, nor,'le,qHere ro aenor 6.1 .

3. OAPMAUEBTCI{A trO3IIPAHA @OPMA

Ta6rera

Be,rr ao 6eroxomeuuxasl/crtso6enfi. rpK:rte3Hlr, pauxu ra6rern co Kocll pa6osu, co artlcHa.ro "B"
eaHara crpaHa sa ra6nerara 14 co a[jaMerap o,[ ? MM.

4. KJII,tHI{rtKr{ TTOAATOUI{

4.1 Tepanearcxn HBAnKaux

Jteqebe Ha eHAoMeTPro3a.

4.2 .l[o:nparre ll HaqHH Ha ynorpe6a

H09un na vnompedq:

3a oparra ynorpe6a.

,[ozuDarce:

,(o3upabero aa BlrsaH e eaxa ra6rera rHeguo 6eg npeKfiHn, co roa uro Hajao6po e aa ce :eua cexoj ,qex

Bo l.tcro BDeMe x na ce ncnne co roaoirHJ KornqlrHa Ha reqHocr, Ta6rsrara Moxe aa ce 3eMe co nlr 6eg

xDaHa,

Ta6rerrrre Mopa ra ce npnMaar nocrojaxo 6er omen Ha Bar[HarHoro KpBape]be. Kora (e :aaprun e.uxo
naxyearre, rpe6a eeaHau aa ce 3anoqne co soao 6ea ra ce npaBl rrpexr.rH.

Hevaue ncrycrao co neKyBabe co Buran >15 r'receux raj naurreHT[ co eH.{oMerptao3a.

Jleryaaruero Moxe aa 3anoqHe Ha 6fl,ro Koj ,aeH oa MeHcrpyaJrHuor urrKnyc.
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I peoa Aa ce npekrHe :leMalbero Ha ce{aKBa xopMollaiHa KoHTpauenufija npen Aa ce 3anoqHe co BI-t3aH.
Arb urva lorpe6a oa rourpauenurja. rpe6a aa ce xoplrcrut rexop"oHarHu xoHTpauenrrlBHrl Msro,{H ( Ha
np. Mero.a Ha nonpeqyBabe).

Ilocmqnveabe eo crvyaj ua nDonvwmeuu ma6remu.

,Ile,roraopnocra ra Bu:ar uoxe aa 6a,ae HaMareHa Bo clryvaj na nponyurress ra6reru. noBpa*at e x/hnx
nujapea (axo ce nojaBar Bo pox oa 3-4 '{aca rro 3eMabsro ua ra6rerara). Bo c.nyraj xa e,qHa Hr[ uoseke
nponyufenu ra6,rera, xenara rpe6a aa 3eMe caMo eaHa Ta6,tera, aeanau ujtou re ce ceru, a cnelHrroT
aeH Tpe6a,4a npo.qonxr co 3eMabe Ha ra6nera ao goo6r.laenoro apeue. Ta6,rera roja ne ce ancop6rpala
nopaau noBpakabe ula atjapea rpe6a acro raxa aa ce Ha,{oMecrr co yture e,una ra6leta.

,[Iononaumelnu uatboDnauuu 3a noce6nu z\tnu xa nace.,reuue

ITeduiampucxo nace.te uue :

Brlar se e HH,[rlqHpaH xaj aeua npea npBxor MencrpyareH urKnyc. 6e:6e,qsocra u ,4e,rorBopHocra Ha
Bu:an raj a,[orecueHTu (npB MeHcrpyaneH uuxnyc ao l8 roauut) ceyurre He e yrBpreHa.

I-eoui qmpucxo Hacerenue :

Heua pereoaHrHn fiHArlKaqrt-l 3a ynorpe6a na Bu:ax raj reprjarpucxo HacereHr.ie.

llauue umu co xenamanu o owm emveatue ;

Btl:laH e xoxrparn,4ruupaH xaj nauaeHTlr co [ocroeqxo rtrtrj MrHaro cep]l03Ho xenarirrrHo ra6olyaau,e
(norneaHere Bo ae,'ror 4.i).

ITauueumu co peuanuo owmem)taa*e;

He nocrojar nonaroun xofi HaBeayBaar aa norpe6a ra,ao3Ho rrprnaroryBatre 3a nauHeHTH co peHanHo
ouTeTvBaft,e.

4.3 KonrparHAtxaunu

Bu:an re rpe6a aa ce ynorpe6yaa no npucyL-rgo Ha Hexoja oA loAory HaBeneH[Te cocroj6r.r, xonuro ce
,[eIyMHo r3Be.[eH].r oJl uHQopMaU]trTe 3a Apyf[ npenapaTl-l urTo coApxaT caMo nporecrepoH. AKo ce
nojaB HeKoja oA oBue cocroj6n Bo rexor Ha ynorpe6ara Ha B[3aH, TperMaHor Mopa BeAHaul ,{a ce
NDEKI-,IHC.

aKTfi BHO BeH03HO TpOMOOeMOOJIl-lqHO HapylllyBa}be
aprepxcKo H KaplltoBacKynapro :a6olyaan e, nopaHeuHo a.nu ceraurxo (xa np. unoxapalja,ren
!rH+apKr, uepe6poBacKynapeH xHcyr'rr, ucxeM{qHo cpueBo :a6oayaarre)

. aHjaoeTec MenuTyc co BacKynapHo BKr'lyqyaal6e
o rocroerbe 

'rnx 
tcropuJa Ha cepfio3Ho xenaralHo :a6olyaa*e npfl turo BpelHocrrme xa Qyxxqr.ljara xa

upHuor apo6 ceyrure He ce BpareHx Bo HopMaJra

fiocToe]be flnx ]rcropHJa Ha TyMopH Ha UpHxor npo6 (6eHxrHt u.nr.r r,lantrHa)
oocToelbe nIu coMHeHHe 3a nocToelLe Ha xopMoHaJtHo 3aBr-tcHr MajlnIHocTr_t
HeaujarnocrrunpaHo BarrHanHo xpaapetr'e
xI-,|nepceH3{TxBHocr Ha aKTHBHI-. c cyngTaHu11x rutt Ha HeKoi oI ekctlxflHeHc}rre
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4.1 lloce6nn ueprr Ha nperna3nuBocr I noce6nt npenynpeayBatta

6uaej*lr Bu:an e npenapar rrrTo coapxl caMo npofect€poH, Moxe aa ce 3aKJry.rt aexa loce6ntte vepxu
Ha rrperna3JlxBocr l.t noce6H[Te rrpeaytrpeay8a$a xox Baxar [IpH ynorpe6ara Ha npeflaparr-i turo co/Ipxar
caMo nporecrepoH ce BaJ,lt-tlnl-t u npl ynorpe6ara xa Bu:arl, lraxo cltre MepK[ Ha nperna3n[Bocr r-t

noce6Hx npeAynperyaalba He ce 3acHoBaHfi Bp3 cooaBerHr HaoAr o! Kn[H[qKHTe cryanu co Br3aH.

AKo rrocrox tllt aro aojae Ao BJ'rouyBarse Ha Hexoj oa ycnoBrare,'plt:tlvnure Qaxropx txro ce no.aoJ,ly
naee4err, rpe6a aa ce x3Beae uH,aHB!{.ayMHa aHzlnn3a Ha ptt3nKor H Kopucra npel aa ce sarroqHe Hr}t
npononxu co rperMaH co Bx3aH.

. Cepuo3Ho tapaqDeH,e Ha.uamKama

Kpaape*ero Ha MarKara. Ha lprlMep xaj xelr co aaegoMHo3a Ha MarKara t-rJrn reoM]roM Ha Marxara, Mox€
ta ce BJ'roun co ynorpeoa Ha BH3aH. Ar(o KpBapebero e o6HrHo tl aonrorpajHo, uoxe aa aojae ao aneuuja
(Bo HeKo{ cnyqau aoafa ao cepuorua axenuja). Bo c,ryvaj na aueunja rpe6a aa ce pa3Mlicnu 3a
npeKHHyBarbe Ha Br-{laH.

. llpo.veHu npu aoo6uyaetomo .uecegHo KpqaDetue

Hajro,reu 6poj ra naunernxu rou ce,reqar co Bl3aH aoxl.tByBaar npoMenl npn cBoero Boo6nqaeHo
NreceqHo KpBapebe (nor,reanere eo le,ror 4.8).

o UuDr)ldmopau aaoyutycuoa

Oa enn,qeulro,ronrxl{Te cryal.{}.r HeMa MHot-y aoxa3n 3a noBp3aHocr noueiy npenaparlrre uro co,qpxar caMo
rlporecrepoH u froJ'reMeH px3HK o,( ur.rorapatjalxu xHOapKulrr{ xnn uepe6paneH TpoM6oeM6onr,t3aM.
floroqHo, pl.r3l..rxor o.{ KapruoBacKynapHH r.r uepe6palxa HacraH{ ce [oBp3yBa co 3roneMeHara Bo3pacr,
xrrepren:ujara u nyuer$ero. Kaj xentre co xuneprenrlrja px3nxor o,q Mo3oqeH y,[ap Moxe He3HaqHTenHo

aa ce 3foj'leMt oa rrpenapaTH uTo coapxaT caMo nporecTepoH.

14axo roa xe e crarxcravra :uavajHo, HeKorl cryaxl, noxaxyBaar reKa Moxe aa nocroH MaJIXy 3roJ'leMeH
pl.r3r{K o,q BeHo3eH Tpou6oev6o.nl:av (a.na6oxa oeHo:ra rpou6ola, nynMoHapeH eu6o,ru:au) roj ce
rroBp3yBa co ynorpe6ara ra npenaparu Kol, co,lpxar caMo nporecrepoH. Onruro npuSareuare pu3aqHr

4)aKropr.r 3a neuoreH rpou6oeu6o,rn:au (BTE) on{ra(aal no:uruela Jr}tqHa rrJnt ceMejHa Hcroplja (BTE
xaj 6par/cecrpa lt,'rH xaj poauren Ha perarrBHo va,ra so:pacr), Bo3pacr, 3roneMeHa rex]rHa, npolonxeHa
rvo6u-nurauuja. [ororeM oneparuaen ta$ar u,ru trot-oj]eMa rpayMa, Bo c,ry.raj na ao,rrorpajxa
ulroSu,rrrauxja ce lpefiopaeyBa lla ce npexuHe co ] norpe6ara Ha Bu3aH (Bo cryvaj la e,rexrlsua
ofiepaufiia HajM&rKy gerxpx HenenH nperxoAHo) ri na He ce npoaonxyBa co rpervaaor cd Aoaexa se
noMuHaT aBe HeAeIU on KOMnjlgTUara peuo6rlrlr:aL1ltja.

Mopa la ce :eue Bo npe,qBHA ,t 3loreMeHfior pr.l3llx oa rpou6oerv6oJrr3aM Bo nyepnepfiyMor.

,rlexyaarcero rpe6a BeaHau aa ce [peKltHe aKo locrojar cuunroll-t Ha aprepucKn lJtu BeHo3eH
tpolr6orurxlr HacraH r-rnH axo nocrot-t coMHeBarbe 3a HxBHo nocroerhc.

o T),}ropu

Mera-aua"nll:ara o,4 54 entl1eutoloruxlt cTyAHU noKaxa AeKa nocrol.r He3Ha.r[TerHo 3roJreMeH DeJraTI-tBcH
prrn x ( RR = I .24 ) la ce auj arnocrHuupa pax na aojxa raj xeH r.t KoH reKoBHo ynorpe6yaaar opa,r xt
cpencroa 3a xoxrpauenurja (OK), oolr:aauo xopr.rcrejrtr npelaparr{ co ecrporeH-nporecrepoH.



l{onorHxrejlHt{or pr-t3l-rK nocrefieHo ficrre3HyBa Bo reKr]T Ha nepl4o.4 o,{ l0 foafiHl,l nocjre npeKHHyBa]bero
Ha ynorpe6ara Ha KoM6xHnpaHr oK (KoK). Paxor Ha aojKa e pe,4oK raj xexu novraaa oa 40 ro,{r.1ru, qa
saroa 3roneMeHr-{or 6poj Ha atjarnorx Ha paK ra aojxa xaj TeKoBHlrre l,l cKopeuHure xopHcHxtrKfi Ha
KoK e Man oo clopel6a co BKynHuor p'3r1K ol pax Ha aoixa. prraxor oa arjarao3a Ha paK Ha nojxa xaj
KopucHHr{xlr Ha npenaparfl KoH coapxar caMo rrporecrepoH e aepojarno co clrqHa MarHr.tryAa xaKo u
pr{3r.tKor noBp3aH co xou6rxtpauure cpercrBa 3a KoHTpauenquja (KOK). Meiyroa, nolarou[re 3a
npenaparxre Kor.i co.apxar caMo nporccrepoH ce 3acHoBaHrl Ha MourHe noua,ra nonylaunja na
xopl4cHt.tt{Kr.r! rra ce noManKy y6e.utau orxo,rxy oHxe 3a KOK. OBr.re cry,qnx He AaBaar .[oxa3r 3a
nprqflHara. 3a6e,rexaHtor uo,qer Ha lroneMeH pfl3gx Moxe,4a ce nonxx Ha nopaHeuua atjarlora na pax
Ha,[ojKa Kaj KopucHHqKH Ha opanHl cpe,qcrBa 3a rorpauenuaja (KOK), ta 6uo.noruxare e$exru oa OK ,
r,rr Ha rov6uHauuja oa erHoro H lpyroro..{tjarHocrr.tuupaHxre paxoau ta aojxa xaj xoplrcxrlrxlre ua
OK ce co reHaenuu-ia aa 6rlaar noManKy Krr-tHt-lqxtr HanpeaHaru orxo,rxy xaj oH"e Kolt HflKoraru He
KopIcrene OK.

Bo perxu cryuar npajaoerH ce 6enrrHl.r ryMopr.r Ha upxuor apo6, a yure noperxl.r ce Manl,trHr.rre ryMopu
ua upnuor apo6 xaj xopacxa'rxu Ha xopMoHarHx cyncraHuhfl xaro oaaa mo ja coapxrl Bu:ax. Bo
u3onupaHu cr'ryqafi, oBre ryMopl AoBeJre ro ltrpa-a6aouaualnn xeMopaf r KoH ce onacHu no x{aor.
Xenara,rHror ryuop rpe6a aa ce ulra so nperonn xaj allQepenuajalHl alrjarno:a co cu,rHu 6o,rxlr ao
topttlor a6aoveH. ]l oneMeH upH ,upo6 xn rHauH Ha 11 HTpa-a6noM H Hzlr Ha xeuoparuja xol ce nojaeue xaj
xeHt Kol-t ro :evaar Blrat.

. OcmeonoDo3a

Kaj nauretrxr co:toneMeH pl-t3ux oil ocreofiopo3a rpe6a,[a ce HarrpaBr,r BHrMarerHa npoueHKa Ha
pH3HKor r.r xoprrcra rrpea aa ce 3anoehe co Bt:an,6xaejt(u HrBoara Ha eHAoreH ecrporeH ce yMepeHo
HaMaJ,leHfi 3a BpeMe Ha TpeTMaHoT co B jaH (nor,te,4Hcre so !e,]or 5.-,.

. 4p!.!-99!upi6!

flaurexrxure xonurro lrMaar Hcropuja Ha nenpecuia rpe6a aHluarenHo ,[a ce crerar, a ,reror rpe6a Aa ce
npeKUHe aKo aenpecxJara ce noBropl.t Bo ceplto3Hx pa3MepH.

Ce noxaxl aa,aexa nxeHorecr BorraBHo He a,rujae Ha KpBHxor npnTrlcoK xaj toplorenrlaxu xeut.
Meiyroa, axo ce pa3Br.re norgpAeHa KrllHr,reKl.t rna.lajxa xrneprea:nja:a apeue Ha ynorpe6ara Ha BH3aH,
ce coBeryBa noaJreKyBarte ga Bu:at t-r neqelbe na xrnepretrujara.

flpr noaropna nojana ua xorecrarfi,rHa xorr[ua r/hnx flpypxryc Koulrro npanar ce nojaan.ue no rexor na
6peuexocra lt.tu npH nperxoaHa ynorpe6a xa cercyarHr{ crepolal..r, norpe6ro e npeKxHyBa}r,e Ha Bfi3aH.

,{uenorect voxe aa xMa He3Ha9r.{Terea e$exr ap: nepnQepHara rncynt,rHcxa pe3ucreHTHocr u rrgKo3Hara
ro,repanuuja ,4t.tja6erulapxrre, oco6eno oHre co lrcropuja ua recraqloHeH anja6erec ue,rrryc, rpe6a
BHHMaTeJIHo Aa ce cflenar,rIoAeKa 3eMaar Blt3aH.

floapeueno Moxe aa ce nojaau xroa:va, oco6exo raj xerr co ucropnja Ha Kroa3Ma rpaenaapyu. xenrre
KOU HMaaT CXIOHOCT KOH KJrOa3Ma rpeba na t36efHyBaar !3noxyBalbe Ha coHue l,lrh Ha ynrpaBroreroao
3paqelbe noaeKa fevaat Btrax.

IipeueHocrure Kox ce cnyqyBaar noueiy xopr.rcHr.r,rxvre Ha npenaparu 3a KoHTpauenuxja xoH co,qpxar
caMo nporecTepoH t,IMaaT nofoJ'leMa trpojarnocr Aa 6r,qaT ekronl-lr{Hl.r, orrolry 6peueaocrtre nor,aery
Kopl.rcHrrrKrjre Ha KoM6I-lHl-tpaHr.t opanH]l cpeAcrBa 3a roxrpauenunja. Cnopea roa, u ynorpe6ara Ha
BnraH xaj xexn co ucroprja Ha excrpayreprrHa 6pemegocr nnr uaua,rena Qyrxurja aa jajueaoanre rpe6a
Ia ce peuu caMo nocJ'le BHhMaTeJ'lHo olMepyBalbe Ha KopHcHocTa cnopeaeHa co pt_t3t_tul4Te.

6"}tr4
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Bo rexor Ha ynorpe6ara Ha Bt:aH Moxe na ce nojaaar ynopxa osapnja,rlul So,rrlr<y,ra (vecronau
HilpexyBaHx QyHXufloHa.rHx oaapNja,rHr.r urcrr.i). [loBertero o,[ Tt,te Oon{xyfix ce acrMsroMar11eHl..r, fiaxo
Hexor orf HIB uoxe Aa 6t,qar nplApyxeHt o,q ne,lguqna 6o.nxa.

. JIaKro3a

ceroja ra6,rera na Br:aH coapxr 62,8 vr xa,raxroleH MoHoxunpar. nauxeHrxrire Kofiurro uMaar
Hacr'lenHx npo6,revu co uerorepaHulja Ha raJraKTo3a, Ian-J'laKTo3eH HerocraroK u,ru varancopnuxja na
fJlrxo3a-raqaKTo3a lI rou ce Ha,[reta 6er,raxro:a. rpe6a.aa ro 3eMar ao [peABr_u Konr,{ecrBoro Ha
raKTo ]a Koe e co-tDxalto Bo BrlaH

4.5 HHTepaKuHH co apyrl neKoBH lt Apynx Qopun na HHTepaKulH

c Edexmu od dnlzu teroeu aot Buzau

- IJuduaudyaruu entuucKu nneduzauxveqyu unu uuxu6umopu()yp3Al )

llporecrepoture Kolt coApxar AreHorecr ce uera6o,ru3tpaHu t-raBHo on quroxpoMcKl..tor p450 344
crcreu (CYP3,A4), Koj ruro ce Haoia eo nHrecruualrHara MyKo3a t-r Bo (pHuor apo6. Clopea roa,
npeAr3BHKyBaqrre u,rr nnxa6moprte na CYP3A4 uoxe aa nrajaar spl ruera6o,rr:lror na neKoT co
nporecTepoH.

3foneMeHror KrxpeHc Ha ceKc)arHx xoptvoxlt xoj e pejynrar Ha eH3rMcKa auayxur-lja. Moxe aa ro
HaMaix repaneBrcxuor eQexr ua BH3aH r aa aose,qe,qo HecaxaHlr aejcrna, Ha np. npoMeHH Bo

npoQrnor Ha MaTeprqHoro KpEapelbe.

Halla,reHuor KnHpeHc Ha cexcyaJrHlt xopMoHr.t xoj e pe:y,rrar xa eu3r.rucra aHxu6tuaja, uoxe aaja
jrorr-reMH u3rroxeHocra Ha nl-reHorecr t,t Aa noBcJle ,qo HecaKaHfi AeicrBa.

- Clncmanuuu co ceoicmea ua euzurcru npeduzeur),oa,au

Moxe Aa ce nojanar t,tHTepaxultn co neKoBt.i (Ha np. Serurola, 6ap6tryparl, npnMr.t,4oH,
xap6aMa3enuH, pr.rQaunnunH, a MoxHo e x co oxcKap6a3enxu, ronupalrar, $er6auar,
rpr:eo$y,raax, Hea[panrH x npo]r3Bo.[14 Kou corp]xar Hypericum perforatum) KoI,l [penH3EHKyBaar
MHKpocoM:lIrHH eutrut (ua np. ul-troxpoMHfi eH3uMa p450) ruro Mo)Kar aa aoBenar,uo HaMareH
Kr'rupeHc Ha ceKcyilJlHr-jTe xopMoHIl,

MaKcuMa,.rHara eH3tmcxa nxAyxuuja Bofr'laBHo He ce Sa6enexyBa ao 2-3 aeaellr, Ho noroa Moxe aa
ce oApxH Bo reKor Ha HaJMarKy 4 HelenH no npeKr.tHyBaft,ero Ha repanljara.

E$exror oa CYP i.{4 rpean3BHKyBaqor pHSaMnxuHH 6erxe npoy,tyBaH Kaj 3rpaBx
rrocrMeHorray3a;rHr.r xeHlr. Koanuuaacrpaqfijara Ha pu0aMnfiur.tH co ecrpa,qnor eaneparhfieHorecr
ta6relu noeera ao 3HaqurerHo HaMaJtyBatle Ha cna6l,rtlre KoHqeHTpauHr-.t a cHcreMcKr_t
x3noxyBatba Ha areHorecr H ecl pa,{ron. crcteucxoto u nocrojaro r3JloxyBar6e Ha ar-teHorecr r
ecrpa.cuon. H3MepeHo on AUC(0-24h), 6u,ro taua,reHo za83o/o u 44Vo. Dec[eKT[aHo.

Clncmauuuu co caojcmea ua eusLucxu uuxuSumopu

flo:Haurre uHxlr6xropt na CYP3A.4, xaxo trlro ce a3oJltrre aHrn$ynra-nxr.r npenaparrl (na np.
KsroKoHa3on, arpaKoHa3o;l, QnyxoHa3on), unMerl,altH, BepatraMxn, uaxpo,ruaure (ua np.
epxrpoMlrur.rH, xnapxrpoMxutrH x poKg.rrpoMxuxH), Aulurlaten, npore3Hl,|Te HHx116rTopx (Ha np.
pHroHaBup, caKBr..rHaBHp, l.rHArHaaxp, ue,rQuHaanp), aHTurenpecrlBt,ne (na np. neSa:olon,
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QnyBoKcaMfiH, Qlyoxcerun), xaro H coKor oI uxrpoH Moxe 11a rn 3roreMar HlrBoara Ha nra3Ma Ha
npofecTepoHxTe h,aa aoBeAaT ao HecaKaHx ,qejcTBa.

Bo eaxa cryarja xoja ro ncnnryna,ra eQexror oa uxxr6nroprre Ha CYP3A4 (KeroKoHa3on,
eprrpoMfiuHH) lo xou6rrauuja co ecrpaaton Barepar/nfieHorecr, cra6l,r,'rHtre HfiBoa Ha AfieHorecr
nra3Ma ce 3roreM|,lne. Koa,qMxHt.{crpautjara co crlntor l|Hxn6rrop KgroKoHa3oJl aoaena ao l860/o
3roneMyBalhe xa AUC(0-24h) npx cra6arHa cocroj6a sa anexorecr. Kora ce xoaauuatcrpupano co
yuepenror rxxr6r.rrop ep rpoMnul.tH, AUC (0-24h) Ha IreHorecr npn cra6rlla cocroj6a ce
zrotemnte za 620/c

He e no:Hara KJr'tHHqKara pereBaHTHocr Ha oBlte uHTepaKur-tu.

Ed)eKmumc a dueHo,-ccm ap3 da\'.,u teKoau

Bpr octosa Ha uH eumpo c'tyrulr ta axxu6ltut-tja, KJllrHnqxr peneBaHTna ntrepaxunja Ha jlle6orecr co
ulrroxpoM P450, HeMa BepojarHocr eH3HMcKB aa ce npe,tr3BuKa uera6onulau Ha,qpyru nexoBn.

3a6e,reurxa: Tpe6a aa ce parrleaaar nxQopMaurure 3a xcroapeMeHo npenfituyBaH,e Ha reKor co
npyrx neKoBli.3a ne ce npeno3Haar norerutja,rntre IHrepaKuul..t.

LlnmeDqruuu co rpaul

Craraapaurnpar nolxouacen o6pox He Bnt,tjaen Bp3 6xopacnonoxnreosra Ha Bt,t:aH.

Jf a6opam op uc x u m e c m oe u

Ynorpe6ara Ha nporecrepoHl.r uoxe aa e-ntjae Bp3 pe3yrrarxre Ha orpereHr ra6oparopfict(r.t
recroBri, Meiy Kofi ce 6[oxeM[cxnre napaMerpfi 3a upHltor apo6, Txpolt.qara, aapeHanxara fi
pexaraara Qyrruxja, Hr{Boara Ha [na3Ma Ha (Boceqxl) nporetna (xa np. Kop/rfiKocrepoureH
cBp3yBaqKH r,ro6ylau u nnnum1u/tunonporerHcKr.t rlpaxuru), napaMerpHTe Ha j arnexx.qpareH
uera6olr:au u napaMerprre ra roarylaulrja n Qn6ptno,rl:a. llpouerrre BoDraBHo ocraHyBaar Bo
paMXure Ha ropualntre la6oparopr.rcxH peynraru.

Vnorpe6a 3a BpeMe ra 6pemerocr n aoerre

bDe.veHocm

Orparrvenr ce no.qarour{re 3a ynorpe6ara na rtexorecr xaj 6peuexa xeut.

Cryall,tre u3EpueHu 8p3 xl.rBorHr.t He noKaxyBaar axpeKTHx Hnta HHrr{peKTHH urerrr eQerrr Bo norrea
Ha penpoayrfiliBHara ro|(cr'tHocr (nornenHere Bo aenor 5.j).

Br:ax re cuee ra ce arMHHlrcrpupa Kaj 6peveHn xeHr 3aroa uro neua norpe6a oa.neqelbe Ha
€H.aoMerp o3a 3a apeue xa 6peuenocra.

,[oen'c

,rlexyean e co Br.r3aH 3a BpeMe Ha,uoe*,e He ce npenopaqyaa.

He e norgaro aara aueHorecr ce ta3naqyBa Bo qoBeqKoro MreKo. floaarourre or xr-rBorHn noKaxyBaar
Iaqetbe Ha lueHoIecT ao MJleKoTo Ha cTaoDufiTe.

Mopa aa ce peul aarfi ra ce npeKnHe [oetbero l-|]'rr{ ra ce ancr}tHxpa co repanujara co Burar,:er,,rajr(ra rr
Bo npeaBxr npuao6uaxure oa aoeruero 3a ^qsrero. Ho r.t xopl{cra o,q reDanuiara :a xesara.

4.6
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A,tgdnocm

Bp3 ocHoBa Ha aocTanHlrTe no,4aToux, xaj noae(err_r flauxeHTKl-t oay,raunjara e uuxt-{6HpaHa 3a BpeMe Ha
nexyBalbero co Bt:an. Meiyroa, Bt:an ne e cpeAcrBo 3a xorrpauenuuja.

Axo e norpe6na KoHTpauenut,tja. rpe6a aa ce ynorpe6yBa HexopMoHareH Mero,q (nornerHere Bo aenor 4.2).

Bp: ocuoaa Ha locranHnre rro,{arourl, MeHcrpyanHl-ror ul.tr,ryc ce rpaka oo HopM:rna 3a BpeMe oa 2 Meceuy
tlo npex]rHyBaRero na,rexysanero co BN:aa.

4.'l Erlexrr opr cnoco6Hocra ra Bo3er6e H paKyBarbe co Marrtnull

He ce:a6e,rexaHn uuxaxut e$exru ap: cnoco6nocra:a Bo3elbe r paKyBabe co vaunul xaj oHre Kofi
ynorpe6yeaar npor3Boalt Kor{ conpxar AteHorecr.

4.8 HecaraHn Aejcraa

HecaxaHure rejcrsa ce nogoo6uqaenr Bo rexor Ha npBlne Meceuu ro roe'yBabero Ha neKyaalbero co
Bu:ax, a co nporonxyBabe Ha rper\raHor rue rejcrea ce nouexyaaar. Moxe,4a ce nojaear npoueHn ao
soo6r'raeroro KpBapetbe. KaKo uro ce KarrHyBalbe. Hepe,aoBHo r(pBapelbe Hrx aMeHopea. f|pnjaoeHr-r ce
cjreaHHBe HecaxaHH aeJcrBa on KoprcHrqKtre na Bnrag.
Haj,recro npujanyaaHr secaraul AejcrBa npt-t neKyBaBe co Brlsan ce r,raeo6olxa (9.002),xenpnjatro
vyrcrao ao lojxnre (5.470), renpeclBHo pacnonoxeHre (5.1 %) A att'rl (5.1 %\

floxpaj roa, noae(ero nauueHrxr,t xor.{ ce reKyBaar co Br:aH :a6erexyeaar npoMeHx Bo aoo6rqaesror
HaqxH Ha KpBapelbe. Boo6lrgaeHHor EaquH Ha KpBape$e ce npoueHyBaue npeKy cHcreMarcxo Kopucret6e
HaTHeBHHUHTe Ha naUheHTxrre U 6ea aaatuzupaan co noMorx Ha wHo go-aHeBHtor peoepenreH ueroa
:a lreHcrpyauaja. Bo rexor ua npBfiTe 90 .qeHa o,a.leKyBa$ero co Ba:aH 6ea raoe,rexaHr cre,{Hr.iBe HayrHr4
Ha KpBapeBe ( n=290; | 00%): aMeHopea ( I .7%), perKo xpBapetbe (2 7 .2Vo), y.ecxo xpaaperse ( 13.4%),
HepeaoaHo xprapeue (35.27o). nporonxeHo rpaaperue(38.3%), HopMirnHo KpBapetbe, r.e. HHry e.{Ha or
|lperxoAHl{Be Karefopun (19.'7o/o). 3a npeue ra versprror pe$epeureH uepuoa 6ea ra6e.nexaru creaHHBe
Har{HHE Ha KpBaperbe (n:149; 100%): aueHopea (2E.2%), perKo KpBape}be (24.2o/o), ueno r(pBape}be
(2.7%), HepeAoBHo xpaapeue (21.5%), rpo.qorxeHo rpaapene (4.0020.1, HopManHo xpBapelbe, r.e. Hlrry
eaHa or nperxoaaltBe r(areropHl.r (22.8%). flpovexu Bo HaquHor Ha MeHcrpyaJHo KpBapelbe caMo
noapeveao 6ea nprjasyaatt raro uecaxano lejcrBo o,q crpaHa Ha rrauueHTXrre. (flor,reAHere ia ra6e,rar a
Ha HecaxaHH aejcrga).

<Dpexrexuujara Ha HecaKaHH peaKuxx (ADR) on MedDRA crcreMcKa xraca Ha opraHu (MedDRA SOC)
npajasenu 3a Bt3aH e HaKparKo rrpnKaxaHa Ha creaHasa ta6era. Bo paurlrre xa cexoe rpynHpal6e,
necaxaulre .aejcrea ce npxKaxaHn no peaocne.q na onaiarue Ha $pexeeHunjara. <DpexaeHuujara e
.qeofiH]rpaHa xaxo Boo6H.laeHa (>l/l0C to <l/10) l'l neooo6rvaeHa (21/1,000 to <l/100). Taa ce 6a:rpa xa
co6paar noaarouu o,a qerrplr xrnHl.texr,t rctl]tryBarba. Kox onOa*aar 3j2 nauuenrxu ( 100%).

Ta6e,ra l, Ta6ena Ha uecaraHn aejcrna,0a3a III KJltHnqKr ucnxryna6a, N:332

6"HA
A:YJ



Qucreucra Knaca Ha

opfaHr|
Boo6r.rrexo Hesoo6rqaeHo

Hapyuryaan a Ha

KpBHror H

r1|MoarH.rHHor crcreM

aHeMrla

Hapyruyaan a Ha
meta6o,rnluot lt

3fojreMyBaBe Ha Texr-{HaTa HaMaJ|yBalbe Ha TexHHaTa
3foreMeH aneTHT

[|cnxrjarprtcrn
flapyuyBarba

IeIIpecfi BHo pacnono:r\eHl,e
HapyueHo cflfietbe
HepBo3a

ry6erre sa ,rt6uAoro
cMeHeTo pacnonoxeHHe

pacrpoeHocT

aenpecxJa
npoMeHJ'txBo pacnonoxeHl-,le

Hapyuryaarua na
BepBHlroT cr|cTeM

r,raeo6orxa
M r.r rpeHa

HepaMHoT$l(a Ha asToHoMHt-toT HepBeH

C CTCM

nonpeqeHo BHr-.rMaHte

Halryurvsatta Ha oKoro cyBo oKo

Hapyruyaan a Ha yBoro
r Lla6nptHror

THHfiryC

Cpuean xapyruyaarra Hecneufl (pt4itHo HapyuyBarbe Ha

uxpKynaTopH14or cHcTeM
najr n nTaul.t L

Bacrynapun
BaDVtxVBA16i

x !r noTe H3 HJ a

Pecnrparopart,
TOpaKaJtHl, ll
Meal|JgcTHHanHr|

aIlcnHea

l-actponnteclrlxa,tHll
HapyuyBalr'a

r-anelbe

a6!oMnHaJrHa 60,1xa
HaayeHocl'
a6aor'r ural Ha aacreslrj a
noapaxa$e

axJapea

xoHcTxnaul,Ja

a6,{oMuHareH A}rcKoMoopr
f acrporj HTecrHHar xa r.rlQ,rauaurj a
t_LiHflrariTrc

Hapyuryoau,a Ha

KOTCATA T NOTKO?|CHOTO

TKHBO

 KH?I

anoneuHJa
cyBa Koxa
xuIIepxrapo3a
rpypr.{ryc
xr,rp3yr 3aM

KplllntlBocT Ha HOKTI{Te

repyr
IepMaTtTt4c
a6lopvalHo pacrebe Ha BJtaKHa

$orocea:rrrsna pearuuja

Ha IIHrMeHTaU]l
Mycxy,rocre.lera,rnr
HapyuyBa]ba H

HapyuyBar6a Ha

cBp3HOTO TK{BO

6orxt ao rp6or 6olrr-r ao xocxtlre
fpqeBr Bo MycKynr.rTe

6o.nru no excrpeunrerure
TEX'{HA BO CKCTDCMHTCTI,{T
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a.ru



pncremcxa K.rtaca Ha

opraHrl
Boo6rqaero Henoo6rqaero

Pena,run x yprtHapHH
HapYuiyaaIsa

uHQeKuxja Ha ypuHapHuor rpar<r

Hapyuyaan a Ha

penpoaYKTr|BHHoT

C{CTCM r| AOJKHTE

HeJrafonHocT Bo aoj Kr{Te

oeapnja,r Ha urcra
raaoaiarue Ha xeur{Ha
Marepn\Ho/BarfiHarHo
xpEapebe, BXnyiryBaj r(r.r r.t

xpEapebe Mery nepronn

BarxHa,lHa KaHAU ,UJA3A
ByJr BO Ba rl-l H a!'l Ha cyBocT
feBl,|TaIeH hcueaox
re,rarqxa 6olxa
arpoQlret aynBoBartlHuruc
uaca oo aojxrre
Qr6pourcravxa 6onecr Ha tojKrre
axaypauaja Ha.[ojxxre

Onurrn rapyuryaaua n

cocroj6[ Ha Mecroro Ha

atrM1|HHCTpaUHJa

acreHHqHx cocrojOtl
fipnra6hnBocr

e.[eMa

4.9 [|peaoruparte

Cryautre:a axyrna roKct'ttIHocr fi3Be,[eHfi co,qHeHorecr He IIoxaxaa pfi3ttx oa axyrHx HecaKaHn rejcrBa

BO Cnyqaj Ha HeBHIiMaTeJTHO BHecyBalie Ha noroJleMa lo3a oa AHeBHara TePaneBTcxa ao3a HeMa

"n"u"4rr"" 
untnoor. Mourxe ao6po ce ronepnpaue JIHeBeH BHec o,{ 20 - 30 ur aa auesorecr (10 ao l5

[arr{ n;roneMa ao3a o.4 oHaa Koja e coapxaHa Bo Br3aH) Bo reKor Ha loBe(e oa 24 Heaer11 Ha ynorpe6a'

s. oAPMAKOJIOIIIKII IIOAATOTIU

5,1 <DapmarolrHaucrrcaojcraa

OapMaKorepaneBTcKa rpyna: nporecrepoHl.t

ATC Ko.{: G03D

,{nerorecr e toprecTocTepoHcKn ]lepuBaT, xoJllrTo HeMa aHlporeHa Tyxy aHT[aHApoIeHa aKT]IBHOCT O,[

npa6laxuo e,[Ha rperHHa o,[ oHaa Ha rlfinporepoH aueraror. AI'IeHorecr ce Bp3yBa 3a nporecrepoHcKtjor

peuenrop Ha MaTXaTa Ha XeHara co caMo l07o o,4 penaT[BHxor a+fiHr{rer 3a nporecTepoH. 14 noxpaj caojor

cna6 aOHHHTeT KOH nporeCTepOHCXl-tO f peUenTOp, AHeHOfeCT I,lMa cHJleH nPorecTePOHcKH e0eXT flH Blt80.

,{leHOrecr HeMa 3Haqt,|TeIHa aH,qporeHa, MfiHepanoKOpTllKO l]^HA A'.U rjlyXOXOpTt{XOt{,llHa aXTI-IBHOCT I'lH

BltBo.
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Ar.eHorecr nejcrByEa Bp3 eHAOMerpxosara npexy peayuxparbe Ha eHnoreHara nponyKufija Ha oecrparuon
LICO TOa f nOTtCHyBa TpoQrjqB[Te eoeKTl,t O.q ecTpanHoJloT KaKo Bp3 eyTonllgHHOT, TaKa H Bp3
eKTOnr'{Hraor eHAoMerpr-ryM. Kofa ce aaBa HenpexHlraro! !HeHorecr aoBeayBa ao xxtroecrpofeHa,
xHnepfecrareHa eHnoKpuHa cpenxHa Koja npeax3Bl.it(yBa rHxuxjanHa aeur,uyan H3a uxj a Ha
eHAoMerpHjanHoro rKr{Bo npocjreAeHc co arpoonja Ha eHAoMerpnorhqHure ne3r..tn.

I l odamouu ta e d)urajc u oc m q :

CynepropHocra xa Bfl3aH Haa n,raue6o Seue aeuoHcrpllpaHa Bo enHa rpHMeceqH a cry luja Koja onoarr
198 naul1eHTH co eHAoMerplo3a. fle,reuqnara 6o,txa npeafi3BHXaHa o! eH,[oMerpr{o3ara. 6eure Nrnreieua
na Buryerna AxaaorHa CKa,'ra (0-10{) mm). [Io rprvecerHo rexyBa]he co Bl:an 6eue nprKaxaHa
crarncrrqKu sHaqllrenHa pa3nhKa Bo cnopea6a co n,raue6o (A = 12.3 mm.9SVoCl:6.4 | g. | ; p<0.0001) u
Kjlr'rHrqkfi pa:6up,rneo onaian'e na 6o,qxara ao cnopea6a co 6a:rara lrHaja (cpeauo onaiarre = 27.4 mm +
2?.9\.

llo rpruecesno rexyaarce, xaj 37,3o/o oa na[fieHT[Te Kofl npfiMaa BH3aH (n,raue6o: l9,g%) ce fiocfl{rHa
onaia}l,e Ha ne,rsuqHara 6orxa [pe.aH3BHKaHa o,a eHnoMerpno3ara oa 50olo a;u noaeie, 6el pe.neaaxrso Aa
ce 3ror'leMt acroBpeMenoro 3eMa$e Ha r'reK nporla 6o,rxt; xaj 18.6%oa naufleHTure xot npluaa Btrat
(n,raue6o: 7,j04) ce nocrurHa onaiaH'e Ha neashqHara 6orxa [pe,ql3BuKaHa oa eHaouerpuo:ara oa 75oi
It,rt nose(e.6e: peJIeBaHTHo aa ce 3ro;reML HcroBpeMeHoro 3eMalbe xa,tex nporut 6olxt.

IIpo,{o,rNyaa*ero ua crylrj ara xaxo cryatja xonrpo:rr.rpana co n,raue6o noKaxa KoHrl4HyfipaHo
noao6pyaane ua ne,rarqHara 6orKa r]peafi3BrkaHa oa eraouerplro:a xaj JreKyBarbero eo rpae*e ao l5
MeceuI.

fhaue6o-xoxrpo-nupanare pe:ylrarN 6ea norKpeneHlr oI pe3ynrartre urro ce Ao6uja ao eAna
uecrMece'rHa aKT14BHa-KoHTpoJtflpaHa cryaaja nac porr GnRH aroHtcr, rojauro on$au 252 nauueTTn
co eHAoMeTpflo3a.

Tpr cryauu xon onQarr.rja BKynHo 252 nau[eHTH rxro np]rMaa,[HeBHa ao3a oA no 2 ur rtenorecr
,aeMoHcrpl,|paa cyurt-tHcKo HaManyBatbe Ha eHAoMerpr-torlrqHure ne3tl]r flocre txecrMeceqHo reKyBabe.

Bo eaua ua,ra cryauja (n=8 ra lora rpl na), ce noxaxa aeKa nHeBHa no3a o! no I Mr nxeHorecr
npe!x3BHKyBa aHost,raropHa cocroj6a nocJ'le eaHoMeceqHo neKyBa$e. Br:au He e recrtpat :a
KoHTpauetrTHaHa eQlxacuocr Bo noontu]rpHt-l cryaxr.i.

I1 odamouu ta 6e Ji;e dhocma:

Hagoara Ha eHloreH ecrporeH ce yMepeHo nor[cHarH ]a BpeMe Ha r,lexyBalbero co Bu3aH.

Bo MoMelros He ce locranHr.{ aonropoqHn noaaro(H Bo norJ.le! Ha tysrxHara Ha MHHepaJr Bo t(ocKHTe
(BMD) n pu3nxor on 4paxrypr.r raj ropncHavrxre Ha B'n3aH. BMD 6rna npouenera xaj zl naure'r*a
npea I nocne 6 Meceurr oa reKyaanero co Br:aH HeMaJro HaManyBalse Ha cperHara epeaxocr Ha BMD.
Kaj 29 nautetrxu,reKyBaHH co neynporer'lrH ausrar (LA), no ucrror apeMeHcKH nepuoa 6ruro
u6erexano onaia$e Ha cpernara epeaHocr oa 4.0,17o + 4.84 (a noMery rpynure: 4.2go/o.,9iyocl: 1.93 -
6.66: o<0.0003 ).

Heua lsaqrre.ntt npoMeHr{ Bo cpe.[Hr.ire BpeaHocrx xaj cralaaprxr.rre la6oparoprcrn napaMerplt
(exry,ryaajku xeuarorornja, rpena xeutja, eH:nur na qpt apo6, lxnrlar a HbAIC):a BpeMe Ha
neKyaalbero co Br{:aH so BpeMerpaeibe ao l5 Mec€ux (n=168).

#,.*$



5.2

Opa,rHo aautlncrpupaHtor nfieHorecr 6p3o u xoMnrerHo ce ancop6npa. Hajer.rcoxlrre cepyMcKH
KOHUeHTpaUUIT oa 47 ng/ml ce nocrr.'rfHyBaar 3a or(ony I ,5 traca nocJre eallHelura uHrecrr-lji.
6uopacno,roxrt'raocra e oxo,ry 9l 04. (DapMaKoxuHerfixara Ha nueHor ec r. I ro3Ho rrponopurroH'rHa Ha
ao:eH oncer o,q l -8 mg.

@apmaxornnercru caojcrea

AncoDnuuial

,Iucnou6twtia

MenrtSo.tuzav

EttLtrupuuja

5.3 llpem,rtrHll.rrt noaarour ra 6er6eaxocra

,Iltetorecr ce Bp3yBa 3a cepyM a,r6yult, a He ce Bp3yBa 3a mo6y,rnlor xo.; Bp3yBa ceKcyanHH xopMoHH
(SHBG) r'rn ra r,ro6yrnHor xoj Bp3yBa KoprxKor'rr (cBC). l0 o% oa ur<yrrnara cepyMcKa xoHueHrpaul{a
Ha leKor e npHcyTHa raxo c.no6oAeH cr.epor.r4, 90 9,o e tecneqt$atHo ap:aHa:a an6vMnH.

Bo,ryueror ua arcrpu6yurja (V,/F) Ha,lfieHofecr e 40 l.

lgeHorecr KoMnr'lerHo ce vera6oru:tt pa co rlo3HarHTe xeMrcxH peaKrll.'_t Ha crepo[aeH uela6olltlau, co
$op|r-rpame Ha eHnoKpllHotlotxxlt uajneaxrrarr vera6o,t r-.rttr. Bpl ocroaa ua un Blrrpo r.l r-{H BxBo cryagx
CYP3.A4 e fjtaBHror eH3uM BKJryqeH Bo vgra6o,ru:uor Ha nHeHorecr. Mera6o,rl-lrrre ce nrnu"y"uu, 

""ory6p:o. raxauro Bo trra3Ma He[3MeHerlor IHeHorecr e Aoulltagrxa Qpaxunia.

Cranxara ta uera6o,rtqxu xnxpeHc otr cepyMor C I F e 64 ml/min.

Hueoara Ha,qaexofecr cepyMor ce Haua,ryaaar so aoe Sa3fi. TepM,,HarHara $a:a na aacno:uuaja ce
Kapaxrepn3!rpa co noryxlrBor on oxony g- I0 vaca, !texorecr ce x3naryBa ao sopua na uera6oluru
Koultrro ce n3natlyBaar co ypriua I Qeuec Bo coo.'Hoc oA oKo,ry 3:l nocle opa,rua alursucrpauuja o.q
0' I mg/kg. llo,ryxreoror ua excrpeuu.iara Ha yp]rHapHu uera6orrrr.r e | 4 .raca. flocre oparxa
a,qMuH CTpaUXJa OxOly 860/o oa fiplrMeHara !o3a ce er]|MltHxpa 8o poK o,[ 6 ,4ena, co roa uro noforeMxor
.aen oa oBoJ ll3Hoc ce li3naqyBa rrperexHo co ypr_tHara Bo reKor Ha npsrne 24 qaca.

o Cocmoi6n ua duua.uuuua oauuometca

<DaplraxoxtHerrxnre Ha nneHorecr He ce noa a,rlrjaHne ta Hfisoara Ha SHBG. flocne aHeBHa HHrecruJa,
HUB.ara Ha cepyMor Ha J'rexor ce 3roJ'renyoaar r,24-xparHo H nocrrirHyaaar cocroj6a aa aunaulrvHapaMHorexa loc.ne 4 nesa on noqeroKor Ha rexyBarbero, (Dapltaxoxtzne_ruxara Ha areHorecr nocJle
noBTopeHa a.[M Lt H rlcrpaIHJ a Ha Bx3aH Moxe Ia ce npe,qBrra]r ot QapvaxoxlnerxKara Ha e,(rHeqHa ro3a.

c @aI,va&Nuu,.t ura xa noce6uo non-y-lrrlluiq

Br:an ue e cneulQr.reHo npoyeyBaH xaj cy6jerru co peHarHo oureryBaH,e.
Br':ar He e cneuaQurHo tlpoy{yBaH t<ai cy6jeKTl co ranur-no orr"ryuu*a.

llperxltxr.rrxrre no,qaroun' He orxprrBaar Heko, noce6xl pa:nut 3a eoBeKor 3acHoBaHx ap3
KoHBeHutioHarHlr cry,qfix co troBToperia !o3a roKcxqHocr, reHoroKcHqHocr, KapuriHoreH norerurjar rroxcueHocr 3a penpoayxuuia. Mefyroa, rpe6a aa ce HMa Ha yM nexa ceKcyaJrHure crepoual Moxe !a ronpoMoBUpaar pacroT Ha onpeleHx xopt\toHcKo-3aBXCHX TXUBa U TyMOpl_l.
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6. OAPMAIIEBTCKI{ NOAATOII}I

6,1 Jlncra na exculrlrrreucl

Kpocnoenaou
Jlarro:eH MoHoxr.rapar
MarHeruyu creapar
Mrrporpr.rcrar ua uenyno3a
Kounrpol crpo6
floan4ox K 25
Taar

6.2 llnrounarn6n,rnocr

HenpnveuaNeo

6,3 Porc xa rpaete

5 roAuxx

6.4 Haxxu na vyearre

.{a ce uyea Bo opHrllHitlrHoro naKyBarLe 3a Aa ce 3aururr oA cBerlu{Ha.

6,5 llp[po,qa I coApxlua Ha rraKyBarbero

Ta6aernre ce cuecrern no 6lncrep naKyBarba rot ce cocrojar oA 3eneHli rpaHcnapeurxu Qaluoarl
HanpageHh oa non BHHHJI x,roplg (PVC) rd MeraJ'lHH So.nrN xanpaeeHn oa anyMHHr{yM (uar crpaua ronlo
ranevareHa).

I-olennsa Ha naKyBalbero: 28 ra6nern (6,racrep naryeane 2 x l4 ra6.nerr.r)

6.6 l,lncrpynuuu ra ynorpe6a

Heua noce6xu 6apara

7. HOCI{TEJI HA OAOEPEHI,IETO 3A CTABAILE HA JIEKOT BO IIPOMET
Bayer doo Ljubljana, flpercraannurreo Cronje
Y,r. AsroH llonos 6p. l, roK.4/ves./rar,r.2, I 000 Cronje

8. EPOJ HA OAOEPEHIIf,TO 3A CTABAIbE HA JIEKOT BO IIPOMET

9. AATYM HA IIPBOTO OAOEPEHI{E/OEHOBEHO OAOBPEHI{E

IO. AATYM HA IIOCJIE4TA PEBI,I3IIJA HA TEKCTOT
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