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t 2, r i, 2!23
Itoporxa xapamTeprrcrrrr(a rperapary

1. Haspa
llpenouaxc 10 rrar/un (mgAnl)
2. Cx.raA
1 ul uicrurt 4ilouy peqoBuHy:
uapouiraHr - 10,0 ur.
flonouix<ui pe.ronauu: crlrpr 6ensuroszfi (81519), narpiro 6eraAexc-cylrso6yrulonufi eQip,

KlIcJrora Jrr.rMoHHa, narpiro ri4porccu4 6essoffrr.ifi, BoAa rnq iH'er(qifi.
3. (Dopma BrrrrycKy
Pos.rug Ans is'exuifi.
4. (Dapuarcorori.rHi sracruBocri
ATCvet rutacutltir<a\ifiuufi xod: A04AD90 llpomudnrooomui ma npomunydomui sacodu,

Maponimanm.
Effosora - ue cKnaAuafi upoqec, ulo qeurparisoBaHo r(oopArrFryerbcrr 6mosorHrzr\,{ rIeHTpoM.

Errceoruafi ueHTp cKJlaAaerbcx s 4exirsKox sAep croe6ypy roJroBHoro Mo3r(y (xinqene [ore, qApo
oAIIHoKolo IrIJI.rxy, Aopcanr,He MoropHe x4po 6nyxaroqoto uepna), xxi orpuu),rorb ra o6'e4Hyrorr
ceucopui noApa3HI{KI{ 3 IIeHTpaJILHI4x ra nepu$epifiHr4x A)r(epen i xirvriqni uo4pasnuKa 3 KpoBoroKy ra
crll4HHoMo3xoeoi pi4uua. Maponiraur - qe anraronicr nefipoxiniuoBux peqenropin (i.{Kr), ,,xufi gie
lIIJIsxoM iuri6ynaHn.fi sn'-n3ynaHul cy6crauqii P, HefiponenuaAa raxixiuisonoi .pyrr. Cy6crauqia p
Bl4flBJl.f,erbc,I B 3HaqHrrx Kol]IleH'rpaqirx y tApax, u1o uicurbcfl y 6ryosoruoN{y Uenrpi i nsarxaerbcrr
ocHoBHI'IM neftpolre4iaropoM) lItzfi 6epe yqacrb y 6lrcnori, Iuri6yrc.ra 3n't3yBauul cy6crauqii P y
6ffoeorHoN'Iy qeutpi, tr,taponiraut ga6esne.rye e$exrunHicm ruupoKoro cnerrpy 4ii upora HepBoBr4x ra
ryMopanbHrax (qenrpanbHax ra nepaoepuuuzx) in4r.rraropin 6rrceorH.

Pi:HoNranirsi AocliAxcesus in vitro npoleMoHcrpyBaJrr4, ruo vaponiraHT ceJreKTr4BHo 3n'.a:y€Tbc, 3
peqerropona NK1, Syurqiouaru,Hr4M aHraroHicrorr,r ar(rr.rBHocri cy6crauqii p.

Maponiraur etpexrltnuafi nporu 6rrcsoru. llporz6nroBorHa 4ix uapouiraury lrrupoKoro creKTpy
nporlr HepBoBI{x ra ryMopanbHl4x (qeurpaltuax ra neprz$epuvuux) iu4rzxaropie 6rronorr4
lpoAeMoHcrpoBaHa eKcnepuMeHTa,'IbHIrMI4 4ocli4xeHHrrMr4, IrIo BKJrloqanu afloMopQig, Uucnlariu ra
cupon ineraxyaHu (,urrl co6ar) ra rcnlasuu (gnn rorie).

Ogsarz Hy,4orl4 y co6ar, BIsTIoqaroLIu ua4naipue claHonu4ireHH.s ra ulxnicrr, Mo)r(yrb 3aJruiltarilol
nicrq lirynanur.

Codarcu:
OapuaxoxiHeru'ruufi npor[irs rtaponiraury rrpr4 oAHopa3oBouy ni4ruxipuorr,ry sseAeuui 1 ur/xr

uacu rila co6axau xapaKTepa3yBaBctl Mar(cr4MaJrbHoro r(oHrlenrpaqiero (Cn,o*) ynlasl,li xponi npn6lv:no
92 sr/rral qepe3 0,75 toAt4HH nicrs BBeAeHH, Ao3u (Tn,o^).Marcnnamui- xosueurparlii
cytlpoBoAll(yBarrvcfl.3HI4)I(eHH,M CuCreuuoi excuosuqii : nepio4ou uaninnrne4euux (tl12) 8,84 roAuHlz.
llicln oAHopa3oBoro BllyrpirunroneuHoro BBeAeHHrr Ao3Lr 1 rur/xr [oqarKoBa KoHrreHTpaIIis y ulasui
craHoBt4Jla 363 Hrhrn. O6'ert po:tuoginy y spinuonaxer{oMy crani (Vss) craHoBrrB 9,3 tlir, a cacreyuafi
xripeuc - 1,5 l/roA/xr. llepioa BIzBeAeHHrr (tll2) nicrr nuyrpirurrroBeHHoro BB9ASHH, craHoBriB
npu6lusuo 5,8 rog. llia qac Kriui.IH[x 4ocli4lneHr, KoHueHTpaqii nraporriraury s nrasNai AeMoHcrpyBang
erferr qepe3 1 roguuy nicrs BBeAeHHr.

Eio4ocrynnicrs uaponiraury nicnr ni4runipuoro BBeAeHHfl co6axau craHoBr4Jra 90,7 %.
Cnocrepiraerbcrl ninifina riueraxa uaponiraury rrpil ni4luxipuoNry BBeAeHHi e 4ianasoHi Aos 0,5-2ur/rr.

Ilicns 6araropasonoro uiguripnoro BBeAeHHfl 4o3lr I nm/rr uaca rila nporflroM n'aru 4uin
nocnilr rylrynnqix craIIoBIrJIa 146%. Maponiraur uera6oli:yerrcx y neuiuqi aa yuacri rlr4roxpoMy
P450 (CYP). BcranouleHo, rqo y co6ax rfeprraeurn, roB'{3aHi s CYPlA ra CYP3A, e i:o@opuaMu, uro
6epyrr yqacrb y neuiHxoniii 6iorpauct}lopnaaqii naaponiraur.y.

3n'xsynauul ruaponiraury:6irnaMr4 rrrra3Mr.r xpoei y co6ar craHoBr{Jro 6inrure, ntx99yo.
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i2.ilnrS
Bune4enur HTIpKaMLI e He3Har{HHM rrrJrrrxoM enirr.rinauii Anfl Maponiraury, flpurroMy MeHrrre, :ui>t< 7o/o

Ao3a 1 ur/tcr uacu rila npra ni4umipuortry raegeHui BtrBoAvrbcfl 3 ceLrero y nestriHeuouy nurna4i.
Komu:
@apuaroriueruqnufi npoQins nraporiraury [pr4 oAHopa3oBonay ni4ruripuonay seeAeHni KoraM y

losi I rrar/xr uacu rila xapaKTepr.r3yBaBcs Mar(crrMaJrbHoro r(oHrleurpaqierc (C*u*) y una:rrai xponi
npu6lusuo 165 urAral Llepe3 0,32 roAr{Hrr (19 xB) (T,o*) nicrq BBereHHfl Ao3r{. Maxcurualsui
KoHUeHTpaqii cyuponoAll(yBanl{cq 3HI4x(eHHf,M cr4creMHoi excnosuqii s nepio4orra Haninnunegeuun (tl12)
16,8 ro4unu. flicns oAHopa3oBoro nHyrpilrHboBeHHoro BBeAeHHfl. [o3u 1 rrar/xr [orrarKoBa xouqeurpaq|r
y nnaslri craHoBrzJra 1040 Hr/un.

O6'ena posuo4ily y npiauona)KeHoMy craui (Vss) cranonun 2,3 r,lxr, a crrcreMHr.rfi r<nipeuc - 0,51
n/ro4/xr. flepio4 BHBeAeHHtI (tll2) nicns nuyrpiurnoBeHHoro BBeAeHHfl craHoBr4B npu6ruzsuo 4,9 rol.

I4ntonipuo, icuye, ros'rl3anufi s aixou, BrrnvB na Qapuarcoxiueruxy uapoui.raury y xorin: xnipeuc y
KoreHflT 6insurrzfi, nirr y,4opocnux Koris.

IIi4 uac xliuiqnnx 4ocrigxeur piani rraapouiraury n nrasvi AeMoHcrpynamr e$exr qepe3 I ro4uuy
nicls BBeAeHHfl.

Biogocrynuicrr uaponiraury ricrs ni4urxipuoro BBeAeHHs r<iurrau crauoBrrra 9l,3oh.
Cnocrepiraerbctl riuifina xiueruxa uaponiraury rppr nigurxipuoMy BBeAeHHi n 4iauasoui go: 0,25*3
nar/r<r.

llicln 6araropa:oeoro ui4urtcipuoro BBereHHr Ao3pr I nrr/xr uacu rila rporqroM u'mu 4Hin
nocuilr' xynaynnqix craHoBI'IJra 250%. Maponiraur naera6olisyemcl y neuiuqi :a yuac.ri rIr4ToxpoMy
P450 (CYP). Bcrauourello, rqo y xorie $epnrenru, noe'sgaHi s CYPlA ra CYP3A, i iso$opuaMr4, ulo
6epy:rr yqacrb y ne.rinxonifi 6i orpauc$opiuaqii uapon iraury.

3n'nsynauux rraaponiraury: 6i.rxaMa rrJra3Mr.r rponi y rorin craHoBIaTb gg,loA.
Buee4euux HI4pKaMH ra s (texarisua e He3Har{HrzM rrrJrrxoM eninaiuauii Ans Maponiraury, [pr4qoMy

MeHlIe, :Fri>x lo/o losu 1 rtr/rr ltaca rila uicrq u/ur nneleHHt 3'flBrserbc, y ceui a6o rpera-rirx y
uesNdiueHoN{y nurnx4i. Iloao ocHoBHoro ue:ra6oliry, to 10,4o/o Iogu suAirrrJrocs 3 cer{ero, a 9,3yo - z
t|exa-rrimara.

5. KJriHi.rui oco6lunocri
5.1. Bua rBapr.rH
Co6axu, r(orr.r.

5.2. Iloxa:aHHfl Ao 3rlcrocyBaHHfl, qi,rronufi BlrA TBaprrH
Co6axz:
- 4nx nixynaHHs ra npoQinaxruKr.r HyAoryr, crtpr4.ur4leuoi xinaiorepauiero;
- ArfI sauo6irauus 6ltonori, 3a BuHrrKou riei, u1o cnpr4r{r4HeHa Mopcbxoro xnopo6orc;
- 4nx nixyeauHs 6rtosorl,I B noe4HaHui : iuruuua ni4rpznryroqr.rMrl 3axoAaMr4;
- AJI,I ronepelx(eHllfl nepiouepaqifinoi Hyaorv ra 6rrceoru i noxparqeHHs eiAHoBreHHs nicls

:aralr,uoi auecre:ii uicrr 3acrocyBaHss arouicra p-ouiaruux peqe[Topin rvrop$iuy.
Korn:
- 4lx lirynallH.,I Ta upotpinarcrurrr HyAorkl, cilpu.uulenoi xiuio.repauiero;
- 4ll lirynaHns 6lrrcBorlr B noe4uauHi g isuruuu li4rpzuyloqvMu3axoAaMr4.

5.3. IlporurroKa3arrHrr
He gactocoByBarl{ TBapI,IHaM gi sHzxeuoro Macorc tirra, araKox( 3HeBoAHeHuu i xnopuM TBap}rHaM.
He saconya arpr ilppr nilnuutenifi uyrnunocri 4o roir,ruoneutin flperrapary.
He gacrocoByBara safirHaN4 Ta naKTyrorraM TBapr4HaM.
llpu :acrocynaHHi ue slriurynarr4 rrpenapar : iuruurrau

urnpuqi.
5.4. flo6i.rua Airr

flpra ni4rurcipnolty anegeHui Mo)r(e BrrHr4r(Hyrr4 6inr y naicui in'exuii. y xoria 4yn<e qacro
crlocrepiraerbctl uor.tipHa ra rfl)I(Ka pearqix sa iu'eruiro (nprE6nzsuo y o4niei rperr4Hr4 rcorin).

Y 4yxte piAr<icnzx BITIIaAKax Mo)I(yrb BrrHr.rxarr4 peaxqii aHa$inarrur{Horo .ruuy (anepriunufi
Ha6pxx, xponue'xuKa, ep].ITeMa, r(oJrarrc, 3aAarrrKa, 6nilicrl cJrlT3oBrrx o6onouox)

2

BeTepr,rHapHraMr.r npelapaTaMr{ B oIHoMy



flpo4onxeunx 4o4arxy I
Ao peecrpaqifinoro nocei4uenns 4.4-0965 2-0l -23

? ?" 1 1, lils
r{actora uo6iquux peaKlrifi BH3Haqaerbcx is u.rropr4craHH.rrM HacrylHoi MoAeJIi:
- Ayll(e uacri (6inrrue 1 s 10 'rrrapzu, ulo Br.rf,Brrmoru no6iqui peaxqii ni4 uac oAr{oro linynauun);
-.{acri (6inrrue 1, ale MeHrrre l0 na 100 rnapaH);
- ne.racri (6insrue 1, are MeHrxe 10 na 1000 rnapuH);
- pigxo (6inrure 1, ale MeHrrre 10 ua l0 000 rnapuu);
- Aylr(e pi4xo (rraenure 1 rnapuHra Ha l0 000 rnapuu.
5.5. Oco6lurocri 3acrepexeHHrr AJrrr KorxHoro Br.rAy .r'BaprrH

Besne'ruicrr uaponiraHTy He 4ocri4lrynaracfl.4na co6ax siKoNa Ao 8 THr(Hia vu 4lr xorin sixor,{ Ao
16 ruxHis, a raxollt y narirnux a6o rarryrcqux co6ax i riurox. 3acroconynarrz npenap ar Atfl qux nixoeux
rpyn i ruuis rBapIrH rilr,Ita siAnoeirHo pel(oMer-rAaqii nerepalrapHoro nixapx nicls oqiuxu suu rcopucri
Ta pr.r3raKy.

Maponiraur prera6orii3yerbc.fl n neviutli, ToMy rperrapat cli4 o6epexruo 3acrocoByBaru naqieurair,l
is saxaoproBaHHtlMl4 neqinru. Ocrilr,rr.r uaponiraur HaKonr4rryerbc, n opraui:ui upourolr l4-leusoro
nepiogy lixyaauHx nHacli4orc Ntera6ori.rHoro Hacr{qeHH.rr, ni4 uac rpvBanoro lixynauua clig upono4ara
perelruufi rraouiropuur QynxqionyBaHHs neqinxz ra 6yAu-axux uo6i.ruux ;rBrrtq.

Berepunapuufi nixapcrxzft saci6 clil sacrocoByBaru s o6epexcuicuo rnapuuan, rxi crpa)r(.qalorb
a6o uaroTb cxulr,nicrn Ao cepueBlrx 3axBoplonaur, ocrciJrbKr4 MaponiraHr uae cuopi4neuicrt 4oCa- ra K-
iouurzx xaHarie.

36im,ueHru inrepraly QT (czsapona roAoBlr(eHoro iurepea_ly) ua EI{f npa6rra3Ho Ha lO%
cnoc:repira-uocs y Aoclirrxesni Ha s4opoeux co6arax [opoAr.r 6irlr, .sKr.rM BBoArzlu 8 ur/rcr [epopanbHo;
oAHaK raxe:6illrueHH, HaBprA rrr4 Mae rliHiqne 3HarreHH.fl.

Bne4euur oxonoA)r(eHoro [penapar Mo)r(e 3MeHrrrr.rra 6inr ui4.rac iH'e,.uii.
5.6. BurcoprrcraHrrrr ni4 qn. earirHocri, larcraqii
Buxopr'IcroByBarl{ JrHIrIe niAnoniIuo Ao orlinxu xopucri Ta pr{3r4Ky niluosiAa-flsnuu lixapevr

Berepl{HapHoi ueAurlunu, ocxilttxu loc:riAr(eHHs pertpoAyKTusHoi ToKcuqHocri ue npoBoAqnocb Ha
)r(oAHoMy s nugin rBapr{H.

5.7. Bsaen.roAis s iuuruulr :aco6auu ra isrui r[oprr.ru n:aeuogii
Berepauapuufi upenapar He criA sacrocoByBarr4 oAHorracHo s anraroHicraMr{ xamqiesrrx xaua,rin,

ocxilrru uapouiraur Mae cnopiAueuicto : Hr.rMr4. Maponiraur cr,rJrbHo 3n'x3yerrcs s 6irxaNau ililasMu
xponi i uox<e KoHr(ypyBaru s irrult,I\ar4 .nixapcrrrzvru 3n'r3yrouutrru zaco6amu.

5.8. .(osynaHnq i cnoci6 3acrocyBaHHff
Ili4ruxipuo a6o nuyrpirxHboBeHHo.
flpeuapar BBoArrrb ni4urrcipuo a6o nuyrpiruuboBeHHo oAr.rH

Kr Macr.r rira (1 MJr Ha 10 rr ruacu rina) nporrom 5 4i6 nocuins.
pa3 Ha.qo6y s losi I rur uapouiraHTy Ha

BuyrpiurHroBeHHe BBeA,eHHtI npenapary cni4 nponorvra oAHopa3oBo 6e: :rraiuryeaHH{ rrpenapary 3
iuurprrrrn pi4unarr,ru.

fllx npoQiJIaI(TI4KI4 6ltonotu, [penapa'r criA seoArzra 6imure, Hilr sa I ro4ulry [epeA BBeASHHTM
flpelapary, I,rcufr- Mo)r(e crlpHlrrrHrrra 6nlonory, Tpunanicru erfexry craHoBHTb npu6lasuo 24 toguug.,
rovy lixyBaHHrl MolI(Ha rIpoBo,qI{TIz ua ui.r nepeA BBeAeHH.rrM npenapary, ;aKuit Mo)r(e clpuqr.rHgTr4
6monory, Harrpr4r(naA, xil,riorepauix.

Ocrinsxu cfapuaxoitiHeruqHa napiaOemuicrr e Aoclrrb BrrcoKoro i rraapouiraHT HaKorrgrryerbc, B
oprani:ui nicls uroAeHHoro 6araropa^:onoro 3acrocyBaHHq, Anfl reflrorx uaqieuris *ornyru 6ytu
4ocraruivrur saxrqi Ao3r.r, rrirr pexoueu4oaaHi.

5.9. Ilepego3yBarrHrr (cumnromr', uenigrc,raAni :axoAu, aurugoru)
Oxpiu rI'IMrIacoBIrx no6i.Iuax peaxqifi y naicqi in'exqii nicrs ni4rurcipHoro BBeAeHHa, lraponiranr

4o6pe rrepeHoclrBcrl co6aKaN,{Iz ra MonoAr4Mr{ KoraMLt, I:rcaM urorer{Ho BBoArrna go 5 ur/xr M.T. (i 5 pa:in
6inHue pel(oMeHAonatroi 4o:u) rporrroM 15 aHis nocuirr, (n 3 pa:a 6inrure peKoMeHAoeaHoi rpr.rearocri
3acrocyBaHnx). I-lenae raHux rrroAo [epeAo3yBaHHq y ropocnr.rx xiuox,

5. I 0. Cneuialsui 3acrepelr(eHHrr.
Brlosora Mo)I(e 6yru non'l3aHa 3 cepfiosHurr,r BrzcHa)r(elrHxu opraHisMy, a raKo)r( Henpoxi4uic-rro

TpaBllolo I(aHaJIy, rolty c,'t i4 Bpaxo ByBaru ueo6xiAsi Aiarrrocrz.rsi uoxa3HrzKg.
aJ
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Ha.ueNua Berepr.ruapHa rpaKrr,rKa rroKa3ye, rrtre nporr.r6jrroBorHi 3aco6ta oriA Br,rKopltcroByBar]I
pasoM g iuuuuu BerepI{HapHI4MrI 3aco6aMra i AououiNHt4Mr4 3axoAaM}r, raKraMr,r ,K KoHTpolr 4ieru ra
salaicHa rcpauir pigzuoro niA.rac BlrrBireHnfl ocHoBHr{x rtplarruuu 6rrcsoru.

3amocyaauuf, rlperapary npIE 6nronori, cupuuuuenifi MopcbKoro xnopo6orc, He pexoMeHAyerbcs.
Codarcu: xoqa Mapouitaut [poAeMoHcrpyBaB crorc elperrunHictr, flK AJu niryaann,x rar< i Arg

npo(linamuru 6ntonorr, crtprurueHoro xirrtiorepaniero, niu BusBrBcs 6inrru e(pexrunuurvr npr
npo(pinartr'rvHoMy nir<ynanui. Torray pgKoMeH.qyerbcff 3acrocoByBarr{ nerepnuapuufi nixapcrrnft
fipeflapar [epeA BBeAeHHsM xirraiorepaueBrrrHoro saco6y.

Romu: e(ferctuauictr uaponitaury AJrs sMelrrreHu, HyAorrr 6y,.a upoAeMoucrpoBaua y
4OCni4NeuHf,x 3 BaKoptrcraHHfi uo4eli : HyAOTa, Br.rrorr4KaHa KcuJro3t4HOM.

5.11. flepiol Br{BeAenun (rapeuqii)
He crocyerrca.
5.12. Oco6lunocri 3acrepexeHHfl [epcouaJry, qrlrfi BacrocoBye Berep[Hapnuft nirapcrnuft

[peflapaT TBaprrHaM
Jlrc.qsrrl s ni4ouoro rinepuytnunicrro 4o uaponitaury, cri4 o6epeNuo 3acrocoByBarr.r npgrrapar.
Buuuftrc pyxz uicna 3acrocyBaHHs.
Y pasi BLInaAKoBoi iH'erqii, uerafino snepuitrcx 3a MeAr.rqHolo AorroMor.oro ra noxaNirr nirapro

wrcrinxy-nKJraAKy a6o erzrerr<y.
Jla6oparopui Aocni.{ltteHHf, [oKa3aJrkr, rqo uaponitanr Moxe Br,rKJrr{Karr.r [o.qpa3gggns o.refi.
Y pasi BI'IrIaAKoBoro rlorpanJlflHHfl B o.ri, npouzftre nernrorc xi6ricrro uo4z ra snepni*cx sa

MeAUqHOTO AonoMororc.
6. (Dapuaqenrn.rui ocodllrnocri
6.1. Ocuosui {oprvrur uecynriurocri
HeniAonao.

6.2. Teprvriu npuAaruocri
3 porrE,

Teprrain rpr{AarHocri uicns repuoro ni.q6opy is r}naxouy 
- 56 li6.

6.3 Oco6.nuri gaxoAlr r6epiranuu
He sa:raopox(yBarr,r.

6.4. tlpnpoAa i crclaA rconrefinepa repBrrHHoro ylarcyBaHHs
Koptruueni cxlssi Qnaxoulz nany I (fh. nur.;, 

-saxpr.rri 
ryMoBr{Mr.r KopK4Mr{ ui,q a:rronainienuuu

o6xarxauu y KaproHHr{x ropo6rax.
Posuip rraxyBaHHs: 10 ul, 20 tvnt,25 utl,50 nan.
6.5. ocodluni:axogll OesueKrr rlpu rroBoAxenni 3 HeBrrKoprrcraHrrM npoAyKToM

3aauuru HeBilKopl{crauoro [poAyKry, (pnarcoHu ytranisyrorr niauoniano Ao BuMor q]rHuoro
3aKoHoAaBcrna Yr<paihr.

7. Hagsa ra ilricqesuaxoAxeHufl BJracHrf Ka peecrparlifiuoro [ocnig.1sHH,
,{expa Perynatopi E.B. Deihra Regulatory B.V.
Xan4etscner 25, 5531 AE Blalenr, Handelsweg 25, i531 AE BladelHIAEPnAHAI4 The Netherlands

8. Hasna ra nricqesuaxoAxeunx nupo6uunin
enponer Euiiuan Xenc B.B.
XeuAenurser 25,5531 Aa ElaAelr
Hi4epnan4z

Eurovet Animal Health B.V.
Handelswe g 25, 5531 AD Bladel
The Netherlands
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7 ?^,1 ?"J923Ilpenonrarcc, 10 ur(mg)/nal( ml)
(po:uuu 4urn iH'exqiii)

rucrieKa-sKnaAr(a

Ouuc
liposopafi po3rrr4H )r(oBryBaroro Konbopy.
Cxlat
1 ul uicrurr girouy per{oBirHy:
uaponiraur - 10,0 ur.
flonorraixtui peuouaHr{: crr{pr 6eusr.rronafi (E1519), uarpirc 6eralexc_cynrr}o6yranonufi e$ip,

r(r'rcJrora JrlrMoHHa, Harpirc ri.qpoxcal 6eseo4Hnfi, BOAa Ans in'exrifi.
@apuaxoloriqsi sracrunocri
ATCvet rutacu(tixa4iilnuil xod: QA04AD\0 lrpomudnruoomrui ma npomunydomui suco6u.Maponimaam.

Blrcnora - qe cKnaAuufi npoqec, ulo qeurparisoBaHo KoopAr,rHyerbc, 6ffosorHur\4 rIeHTpoM.BffosorHuit IIeHTp cl(na,4aerbct : 4erimKox sAep cron6ypy .oro"*ro.o Mo3Ky (xiHqene none, .rApooAlrHoKolo IrIJItxy, AopcanlHe MoropHe flApo 6nyKalosoro uepna), xxi orpauyrorb ra o6,e4uyro6ceucopui rIoApa3HIrKH 3 ueHrpanbHlrx ra nepu$epiiiHr4x A)r(epe.rr i xirraiqHi no4pa:unKr.r 3 KpoBoro*y racrllrHHoMo3xosoi pi4uulz' Mapouiraur - Ire auraroHicr uefiporiuiuoBax peuerropin (NK,), xxufi gie
IrrJr'flxoM iurioynauu'n 3e'xsynauHl cy6crasqii P, uefiponenrzAa raxixiuiirosoi rpyrv, cy6craHqix p
Blrf,BJr'fierbct B 3HaqHIrx KoHlleHrpaqixx y s.Apax, u1o uicrxrbcs y 6goeorHoN,{y qeHrpi i ssaxaerrc.rr
ocHoBHI4M uefipolre4iaropoM, nxufi 6epe yqacrr, y 6"monori. Iuri6yrouz 3n'.r3ynauHr cy6craHrlii p y6ffosorHoNay qeurpi, naaponiraur sa6esueqye eSer<rasuicrr rxnpoKoro cneKTpy 4ii nporz HepBoBr{x rafyMopanbHrzx (qeurpanbHr4x ra nepurfepuuuax) iu4uxaropin 6rrceo,,.

PisuoNaaHirui AocniAxt euus in vitro npoSeMoHcrpyBaJrra, uro uaponiraHT ceJreKTHBuo 3n,x:yerrcx speqerlTopona NK l, SyurcqionaJlbHaM anrarouicro, ur.rr"rocri cy6cranuii p.
Maponiraur e(lexrunnufi npora 6ffosorra. flpora6nrouorru 4in r,raponiTaHTy rrrupoKoro ore*rpyrlporl{ HepBoBI4x Ta ryMopanBHl4x (ueurpanrHux ra nepur}epzunnx) iuauxaropin 6111osorurlpoAeMoHcrpoBaHa eKcrIepI4MeHTaJIbHI'IMI'I 4ocni4xceuttflMpr, rrlo Bxnloqana anoMoptbin, qvcnrariu racupon iuercaxyauu (4na co6ar) ra rcula:au (4nn xorin).
o:sarz HyAorIr y co6ar, BI(JIIoqarcLrr.r na4uipue cluHonu4iJIeHHfl Ta urrnicrr, Molltyrb3aJrrrurarr{cs nicls lixynauux.

Co6arcu:

oapnaxoriueru'{Hzfi npo$inr naaponi:raHry rpa orHopa3oBonay ni4ruxipnonry nne4euui 1 ur/xrvacu'rita co6axalt xapaKTepl'I3yBaBc, Mar(cuMaJrr,Horo r(oFrrleHrpaqierc (C,,,,ur) y nnasui rponi npu6lzsuo92 sr/nal qepes 0,7 5 roAIrHIz nic:u BBeAeFrHrr Ao3t4 (Tn-,u*). Maxcunaanrui xouqeurpaqiicynpoBoA)I(yBurLrcfl' 3lIa)I(eHHrIM cucrenasoi ercnosaqii : nepio4ona uaninnane4euux (tl12) g,g4 r.o4uua,flicns oAHopa3oBoro BHyrpiurnsonennoro BBeAeHHrr ro3r4 I nar/rr noqarroBa KoHqeHTpaui, y ula:uicraHoBl4rla 363 urhr:r' o6'eour po:no4i.ry y epinnona)r(eHoMy crani (vss) craHoBl{B 9,3 l/xr,a czcrerll.rfir<nipenc - 1,5 n/ro4/xr. rlepio4 BI4BeAeHHrr (t112) nicrrr auyrpiurnsoBeHHoro BBeAeHHfl craHoBLrBnpu6"rrz:no 5,8 rol. 11i4 vac Krini'IHux 4ocri4x<eHr, r(oHrleHTpaqii'r,oaponiraury n ura:ui AeMoHclpyBanr4e$exr qepe3 1 ro4uHy uicrq BBeAeHH.s.
Eio4ocrynuicrr n'raponiraHry ticm ni4ruxipuoro BBeAeHH.s co6axau craHoByJra go,7 %.cnocrepiraerbc' ninifiua xiHerarca uaponiraury rpa niaruxipuoMy BBeAeHHi e rianasoui 4os 0,5-2ur/xr.llicns 6araropa:onoro ni4urxipuoro BBeAeHHrr Ao3rr I urA<r uacu rira flporrroM n,.arv 4Hinnocnilr HaKolI4rIeHHrI craHoBlr tto 146%o. Maponiranr r,aera6oni3yer6c, y ne.rinqi :a y.racri rlaroxpoMyP450 (cYP)' BcrauoerleHo, rqo y co6ax cfepnaeuru,rroB'fl3a,i s cyplAra cyp3A, e isorpopnraMr4, uro6epyrr yqacrb y neuiuxonifi 6iorpancQopnaauii r,aaponiraury.
3n''asynanux uaponiraury s 6irxarrarr rrJra3Mr4 rcponi y co6an craHoBrzJro 6i6ure, ui>x99o/o.
Bune4euur HI'IpI(aMI4 € He3HarrHHM rrlrtxoM eniuiuauii An.[ Maponlrunry, npr4rroMy MeHrrre, 11i>x l%o

'qosz 1 ur/xr uaca rila upu nigrurcipuouy nne4euui Br4Borrrrlcrr 3 ceqero y ue:uiueHolry narrr4i.
Romu:

Evrovet_Prevoma x_Vk111072023_1_2_3_4_oae,doc I
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;: ?, I i, i:i3
oapuaxoriueruqsufi nporfim naponiraury rrpr4 oAHopa3oBoMy niArxKipnouy BBeAoHHi Ko'raM y

,ltosi I ur/xr ltacu rila xapal(Tepa3yBaBcrr Mar(cr.rManbr{oro r(oHrleHrpaqiero (Cn,.r) y uasnri npoui
npa6nu:no 165 urhrl qepe3 0,32 roAHHa (19 xB) (T,n*) nicrs BBeAeHHf, Ao3r.r. Marcauamui
KoHIIeHTpaqii cyuponoAll(yBanl4crl 3HLt)I(eFIlrrrM cucreMuoi excnosriqii s nepio4ov naninnune4euut (tl/2)
16,8 roAullu' flicrs oAHopa3oBoro nuyrpilIrHboBeHHoro BBeAeHHfl Ao3r{ 1 ur/xr noqarKoBa ronqeurpaqix
y nnasnai craHoBr{Jra 1040 ur/ul.

O6'ena po:noAily y npinnona)I(eHoMy crani (Vss) crauonun 2,3 r,lxr, a cucreMHufi rcnipeHc - 0,51
r/rodxr. llepio4 BI4BeAeHHs (t112) nicrs nnyrpiruHr,oBeHHoro BBeAeHH, craHoBr.rB npu6rz:Ho-4,9 rog.

I'luonipuo, icuye, roB'q3auI.tfi 3 nirolr, BrrJrr4B na $apuar<oxiueruxy rroaponirarmy y xorin: xlipeHc y
KoreHf,T 6ilrurzfi, nilc y Aopocnux Koris.

llia qac xlisiqHux 4ocli4x<eus pieni uaponiraury B nna3Mi 4euouc'rpyBarl erlexr qepe3 1 rogauy
nicls BBeAeHH.f,.

Eioloctynuicrr uapouiranry nicls ui4runipuoro BBeAeHHfl xiruxau craHoBrrJra gl,3o 
.

Cnocrepiraerbcrl niuifiua xiueraxa uapouiraury npll ui4urxipuoMy BBeAeHni s liana3ogi Aos 0,25-3ur/rr.
flicnn 6araropasonoro ni4umipnoro BBereHHrr ro3r4 1 rrar/xr uaca rira nporflroM u,rrra 4uinnocnill HaI(orur{eHHrI craHoBI'{ tto 250%o. Maponiranr uera6oni3yerr,cq y neuiuqi :a yuacri rlaToxpoMy

P450 (CYP). BcraHoureHo, u1o y rorie tlepnreurz, nos'ggaHi s CYPlA-ra Cyp3A, e isoSopvanau, uIo
6epym yqacrr, y reviuxonifi 6iorpaucrp opNrarlii uaponiraury.

3e'.[:ynauul lraponiraury s 6inraMr4 [rra3Mr4 xponi y xo.rin craHoBrrrb gg,lyo.
Buae4euur HI'IpI(aMI4 ra : cpexaliguu e He3HaqHr{M rrrJrrrxoN{ eniMiuauii rn, r'raponiraury, npr4r{oMy

MeHIrIe, ut>x 1o/o Aosu 1 ur/rr ltacu rila uicrtrt n/ru nne4eHHrr 3'rBrrrerbc, y ceui a6o rperanixx y
Hes\aiHeHoMy nurru4i. llloao ocHoBHoro uera6o;ri'ry,'ro 10,4oh Aozu nu4irrroca 3 ceqero, a9,3yo - s
Sexaninlru.

3acrocynauun
Co6axu:
- ilnfl.rixynanHa ra npoQi"rraKrr{r(a HyAortr, crpuquHeHoi xinaiorepaniero.- Anfl:ano6irauux 6ltoeori, 3a BI4HTITI(oII riei, rqo cnpvquHeHa Mopcbr(orc xnopo6orc.' ilnfl linynauux 6ffosoru B [ooAHaHHi s inruranrz ni4rpurr,ryrcrr*r 3axoAaMr{.- An,I nonepeAll(euHl nepiouepaqifiuoi HyAora ra 6rrceo'ru i noxpaqeHus siAuoBJreHHf, nicnq

\r :ara,'rsuoi auecre:ii uic.[q 3acrocyBaHu.s arouicra p-oniarnr* paqirropin rvropSiuy.
IIOTI4:

- AJtr dryrauux ra upo$inarcrrzru
4nx nirynauus 6nrosorfi n noe4uauni
Iorynauun

fli4ruripno a6o nHyrpirrrHroBeuHo.
Ilpeuapar BBor[rlrb nilruripuo a6o auyrpirrHr,oBe]rHo oAr4H pa3 na 4o6y s Aosi 1 lrr uaponiraury

Ha Kr Macr4 rina (1 MJr Ha 10 xr nracrz.rina) nporarona 5 4i6 uocninn.
Buyrpi[rusoBeHlle BBeAeHHfl npenapary cni4 npoeoAr.rra oAHopa3oBo 6es :ruiuryuaHHs flpenaparyr iuuruuu piguuauu.

[nx uporpiJlal(Tl4Kl{ 6rtonota, lpenapar cniA esoAzru 6irsue, uirr sa I roguuy Ao BBSASHH,
nperapary, 

'^Kufr. 
Mo)I(e crpuql4Huru 6ruonory. Tpana:ricrr e(rerry craHoBurb npra6lu:uo 24 roguun,rouy niryBaHH'I Mo)I(Ha npoBoAarrr ua ui't fleper BBeAerrHrrM rrpenapary , xot4ir Mo)r(e cnpr4.lIvlHLrr1l

6lronory, HalpaKnaA, xiuiorepanil.
ocxilr'ru rfapuaxoriHervqHa napia6ealnicm e rocr4rb BHcoKorc i nraponiraHr Haxolaqyerbcfl Bopraui:vri uic.nx uoAeHHolo 6araropasonoro 3acrocyBaHHr, r,nfl AesKHx naqieurin ,or,yru 6yru

4ocraruinau uux.ri Ao3u, nix< peroueH4onaHi.
flporuuoxa3arrrrrr
He gacrocoByBarl{ TBaprIHaM si guuxteHoro Maco}o riJla, a raKo}r( 3HeBorHeHuu i xnopzM TBapr4HaM.
He saconyearvr rtpr4 niAsuuenifi .ryuanocri 4o rorauoHeu,ris rpenapary.
He sacrocoByBarr4 earirur.rNa ra naKTyroqr.rM TBapHHaM.

Hy,qorrz, cnpuqr.rHeHoi xirraiotepaniero.
s iuuuivrra ni4rpranayroquMr{ 3axoAaMil.
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i 7. i I'.j'':'3
IIpu sacrocyeauui ue sruiuryearr4 rrpenapar s iurxuMra Berepr{HapHr{Mr{ ilpeflaparaMr{ B oAHoMy

ruupuqi.
3acrepexeuun

Ilo1iqua din
flpu ui4un<ipuotry nne4euui Mo)r(e BrrFrr4KHyrv 6inr y uicqi iu'exI1ii. Y xorin 4yxre qacro

cnocrepiraerbc.r nouipua ra r"f,)Iffia peaxqir sa iH'exuiro (upra6lu:uo y o4uiei TperlrHu xorin).
V 4yxte pi4xicuux BLInaAKax Mo)r(yrb Br4H:aKarv pearqii aua$inaxruqHoro runy (anepriuuufi

ua6p.ar, xponltn'xuKa, epI4TeMa, r(oJrarrc, 3aAr4rrrKa, 6li4icrr cJII,I3oBLrx o6ononor<),
O c o Snua o c mi s a c m ep e crc e trut np u s ac m o cya anu i mc ap u H a.14.

BesneqHicrr uaponiraHTy He 4ocri4xynaracfl,4lr co6ax nixou 4o 8 ruxuin ua 4lx xoris sixoNa
ao 16 rrax<uin, a raKo)K y eariruux a6o rarryroqux co6ar i xiruor. 3acrocoeyaaru rrpenapar Ans rlux
eiKosux rpyn i runie rBapHH rilrrra eiAnoeiffro per(oMeHAaqii nerepuHapHoto lixapx uicls oqiuxu nuu
xopucri Ta pLr3ur(y.

Maponiraur uera6oli3yerl;cs n neuinqi, ToMy rrperapar cni4 o6epexruo 3acrocoByBaru uaqieHrana
is saxnoproBaHHrlMlr ne.riHltu. Ocxim,ru naapouiraur Har(onrrqyerbc, B opraui:ui lrporroM l4-4euuoro
nepioly lixyaauul nnacni4ox ruera6oriquoro HacuLreuul, ni4 qac rpuBanoro lirynauna cri4 [poBoAr4Tr.r
perelruufi uouiropznr $yuxqiouyBal{Flrr ue.riHru ra 6y4t-rxux no6i.rHrax flBlrul.

Berepuuapuuii :rixapcnxr.ifi :aci6 c,riA :acrocoByBarrz : o6epeixHicrro rnapauau, .rni crpilr(Aalorb
a6o uarort cxzlrHicrs,4o ceplIeBr4x 3axBopronaur, ocrirbKr4 Maponiraur uae cuopi4ueHicrb Ao Ca- ra K-
ioslrux KaHarie.

36ilturesnr iurepnzuty QT (cuH4pol,r roAoB)r(eHoro iurepnary) Ha EKf npu6Jrr.r3Ho ua l|yo
cuocrepiraloc, y AocliANeuni na s4opoeux co6aKax nopoAa 6ir.rrr, ,rKaM BBoAutru 8 ur/xr nepopiurbHo;
oIHar( raKe s6imureHH.[ HaBprA qr4 Mae xniHi.rHe 3HaLreHHr.

BeeAeuu, oxonoA)r(eHoro rrpenapar Mo)r(e 3MeHrrrr.rrrz 6inr nia.{ac iH'exuii.
Burcopucntarnn nid rtac a az imu o c nti, t L arcmatlii'
BuxopucroByBarlr JIItue ni4uoni4uo Ao ouiurcu xopac'ri Ta p[i3r4Ky ni4noni4a-rrrHuu rixapeu

Berepl{HapHoi ue4uqltHtl, ocxilrrn AocriAxeHH.s pelpoAyrffznuoi Tor(caqHocri ue npoBoAr.rnocb Ha
)r(oIHoMy s erz4in rBapr4H.

Bsaeuodin s itlutu.ttu saco1attu ma iuuli cloputt rssacuodii'
BerepuHapHIafi npenapar ue cliA 3acrocoByBarra o,qHoqacHo 3 aHTaroHic'rauu xary,qieszx xalrarin,

ocxilrra ltaponiraHT Mae cnopi4ueHicrr s ralrqienul,rr4 r(aHaJ,raMu. MaponiTaHT cI4JrbHo sa'a:yerrct s
6inxarrara rIJIa3MI4 xponi i uoxe r(oHr(ypyBaru s iuruulaa :rixapcr,xunru sa'lsyrouuNru sacolaNr,

Cneryi anuui s o cnxep e uceffi ut
Bruonora Molr(e 6yrra non'r3aua 3 cepfto3Hr,rM Br.rcHaxeHHau oprauisMy, a raKox uenpoxi4uicrro

TpaBHoro KaH€IJIy, rouy cni4 BpaxoByBaru ueo6xi4ui Aiaruoctuqni noxaguurr.
HaleNna Berepl4uapua [paKTr4Ka rroKa3ye, uo upotu6nrouorHi sacolu

PAI}OM s iHUIuI\aI,I BeTopI,IHapHI,IMI,I saco6aMla i AououiNHHMI,I 3TxoAaMI{, TaKI,IMI,I
saN'IicHa tepauia piguuoro ui4 vac Blr.trBJrenH.fl ocHoBHax rrpuLrvrlu $lronoru.

3acrocynauHt flpenapary npu 6rIonori, cnpr4lruHeHifi uopcrxorc xnopo6oro, He peKoMeHAyerbcr.
Co6arcu: xor{a Mapouiraur [poAeMoHcrpyBaB ceoro erperrueuicrr, {K AJrrr nixynaun,x rax i 4rr

uporfinaxruxll 6lronoru, cnpurluHeHoro xiuiorepaniero, nis Br4trBaBcfl, 6inrlr e$exrunnuu 1lpu
npotbinarrarIHoMy :rixynauui. Tol,ry per(oMeHAyerbcfl 3acrocoByBara nerepraHapuufi rixapcrxufi
trpenapar repeA BBeAeHH.f,M xinaiorepaneBTr{qHoro saco6y.

Romu: etpextunuicrr uaponiraury Ailfl 3MeHrrreHHrr Hyrorr4 6yta rporeMoHcrpoBaHa y
4ocli4xteuHrlx 3 BI4I(opIrcraHHr lro4eli: Hyllora, Br4r(Jrar(aHa Kclrrro3trHoM.

(Dopnra BrrrycKy
Kopuuueni crclqui tplarouu rrany I (Ph. Eur.), :arpari ryMoBrrMH KopKaMr4 uiA a-nrcrraiuieszrv{u

o6rarxanu y KaproHHrrx xopo6rax.
Po:rraip naKyBaHHf: 10 rr,rl, 20 ul, 25 rr,trt, 50 rvrn,

36epiranru
He sauopo)r(yBa'ra.

cJilA BlrKOpr4CTOByBaTr{

flK KouTpolr rierz ra
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36epirarz B HeAocryrrHoMy Ans.qireft uicqi.
Tepvriu rpr{AarHocri - 3 poru.
Teprrain rpularHocri uicns nepuoro ni4rpir:r.u Slarony - 56 ai6.

flln racrocyBaHHfl y BereprrHapuifi *regzquui!

Hassa ra uicqeruaxoAxeHHs BJracHrrKa pe€crpaqifiuoro uocni4ueuun
flexpa Perynaropi B.B. Dechra Regulatory B.V.
Xatr4errce er 25,553 1 AE Bra4enr, Handelswe g 25, 5531 AE Bladel
HIAEPIAHAI,I The Netherlands
Hasna ra naicqcnaxoAxeHHn nupo6nuxie
enpoeer EHirrazur Xenc B.B. Eurovet Animal Health B.v.
XesAerrurer 25,5531 Aa EraAem Handelswe g25, 5531 AD Bladel
Hi4epnaugz The Netherlands
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llpeaomaxc
10 ur/un (mg/ml)
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Dechra

818t03

hodrct...,......,Prevomax - l0 mg/ml - 20 ml- Ul(-lE-m - Garton - (M337)

Dimensions:,.... .........,.....,,.40 mm x 40 mm x gg mm
Primary brand name font size: .....19pt
Primary brand description font size:.,..... ...........10,9pt
Body text font size: .................. ...........................7.Spt
Item code: ......619103Pharmacode: .,.,..., N/A

Pantone reference 0uide
ColouE lo bo prinlodt

f cdcrey3-so%

f cdcrey3-2oyo

@
Do mt print

@!f vARMsHTRE

Proof:
4.1 (LE)

4.2 (K0)
4.s (K0)
4.4 (K0)

Date:
t7-os.mzt
05-r0.2021
06-10-2021
09-11-m21

Date:

J
Dechra

auox r regoc ruu
{hxe,Hl uW uuneo6

(ltn76ruluyrpn 0I
cxBlrosedu I

enacxura peecrpaqirixoro
flocBhYeHHr:

flexpa Perynaropi 6.8.
XaHAenbcBer 25,5531 AE
6na4ens, Higepnanpn

3
Dechta a

A/tf,

Cnoco6u aBqA€$iHc: [VIU. BA.
Tpuaaricru aacrooTaannr: 5
gi6. O4xe aeeg*rr uago6y.

TepNiH np.lppuocri ni:nr
neruEro BtqKprmn: 56 At6.

Tpnruna y qppcrynror,ly prn

Airei MiciJ!

llepqg saoocyealrnnr,,r

npoYuraft e rrucriBKy-BKnaAry.

C€ph

8xr. Ao:

I



Ilpo4onxennx go4arry 3
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Producl: . Prevomax - 10 mg/mt - 20 mt - FR-IE-UK - l"abet

Dimensions:. .g0 mm x 30 mm
Primary brand name font size: .............1gpt
Primary brand description font size:..........,.. ..............gpt
Body text font size: ............gp1
Item code: ,.........,.......6i9102
Pharmacode: .................... N/A
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STYLE DEVUITIONS
tDnl par$ ..plclogrrm ttsvs bfifi moysd clGfr to sclr ottfr mholo a lek ol $ffi.
ostua l0!o h€6 b€m mnDy€d 6 thls is a Bb0 Box rsquir*nenl bm5use lhls b & dilrd p€rty prodEt.
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