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Onnc
Kopr,rvneni ra6netrra [poAoBryBaroi Soprrara, s poagimnoro 6oposeHroro nocepe4uui.
Crc.rraI
100 r rperapary rraicrsrr Airoqy pe.roauny (r):
ropaceui4 - 0,971.

AorloMlxHl peqoBHHI,I: JIaKTo3r{ ruonori4par, rleJrroJro3a rrairporpracraliuna, nori4on K30,
apoMarll3arop cBLIHI,IHU rutyvnuft, rlyKop rrpecoBaur,rft, rpocnoni4on, ruaruiro creapar.

Icerrai4 Br,rrycKarorr y rpbox Ao3yBarrHrx:
ta6rerxa Macoro 103 irm (ruicrl.rrr ropaceruigy - 1,0 ur);
ra6nerxa Macorc 206 wr (rrricrurr ropacerui4y - 2,0 nm);
ta6nerxa Macorc 412 rvrr (ruicrurs ropacerrli4y - 4,0 rur).
(D apuraro;rori.rHi sfl acrun ocri
ATC-vet ruracurfiraqiftnufi rog: QC03 CA04 Topaceruig.
Topacerr,ri4 HaJlexlrrb Ao KJIacy rlerJlboBr{x 4iyperrar<ir uipu4ran-3-cym(lonincerroBr{Hr{, TaK 3BaHr,rx

sHcoxosricrrrax 4iyperranie. TopaceruiA rrrae xiiui'my crpyxrypy uo4i6Hy Ao rrerJrboBnx giyperurin, raxux
rr< $ypocerraiA ra 6noraropir Cl-xaualin.

OcHosHuN,I uicqeu gii ropaceiui4y e rorcra nacxi4ua rracrr,rHa nerni leune, Ae niu ssaer{orie s Na*-
K+-2C1-xorpaHcrloprepoM, .fioxarisosaHilM y rrpocsiruifi rraerrr6pani (ceuororo 6ory), i 6norye aKTr{BHy
pea6cop6qilo uatpito ra xJIopLIAy. Touy 4iyperra'rna arcr.renicrr ropacervri4y Kparqe ropenroe si
[rrn4nicrro Br.rBeAeHH.rr ropaceruigy 3 ceqero, rix s ronqeurpaqieio n rponi.

Ocxinrru nucxi4ua rIacrI,IHa ueui fenre HerrpoHr,rrHa rnfr. Bo,qr,r, inri6ynann, pyxy Na+ i Cl- g

npocnity B inrepctraqianrnprft npocrip s6inrruye ronqenrparliro ionin y upocniti i yrnoproe
rineproni'rnr,Ifi rr,re.uynxpnufi intepcrraqifi. Orxe, pea6cop6qix no4u si s6ipnoi rporoxr,r npurni.ryerscs, i
o6'eu BoAr,r Ha croponi npocniry r6ilrruyemcr.

Topacerrai4 BI,IKJIzKae suaqHe Ao3o3aJlexHe s6imrueuHs fiorory ce.ri ra Br,rBe,qeHH, narpiro ra r<aliro
3 ceqerc. Topaceivri4 uae 6irur c?rnbny giyperrwry 4iro, nix Oypocerrai.u.

Y co6ax nicnt oAnopa3oBoro nnyrpillluboBenuoro BBeAeHHx 0,2 rr,rr ropacerrrigy na 1 rr uacr.r tina
cepegnift garzurrnrfi roe![iqieur oqrrqeuH, cranoBr,rB 22,1 tmlro,q/rr is cepegnirrr o6'errrou posnoginy
166 rrrn/xr i cepe4uilrt riuqenralvr uepio4oru nanirsfiserennr upu6Jrr,r3Ho 6 roAus. flicns uepopurr"noro
npufiouy 0,2 rrlr topacerrai4y/xr uacra tira a6cornorua 6iolocryuuicm crarroBr4rr npn6ru,rsno 99%o sa
,qaHlIMrI KoHqegTpaqii r nnasrr,ri xpoai 3a qacoM i93% 3a Aarrr.rMu KoHrIeHTparIii n ce.ri sa qacoM.

3actocyrannr ropaceruiAy nicrs rodsni na 37%o s6iffimr,uro AUC6-m ropacerrrigy i rpo2ru
cnosiffiHuro T.*, rlpore MaKcI{Mit"IIbni xonqeuryaqii (Cr*) nicff 3acrocyBarrn, Ao i uicns roAisri
upu6nasuo o4narconi (2015 uxrh tporu 2221 urr/n siArosiruo). Kpina roro, ceqorinnufi e(perr
topacerr,riAy npra6nr,Isuo o4naxorufi rpu 3acrocyBaHHff rcpacerr,ri4y .qo i uicff ro4iui. OiNe,
Berepr.ruapuuft npeuapar MoxHa 3acrocoByBarr,r Ao i nicru ro,uisri.

Y co6ar sn'lsynauus s 6inraMr,r rrJrzr3Mr,r rpoei craHoBrrrr > 99yo.
3sa'nra qacrl,IHa .4osu (6nzarro 60%) BuBoAr.rrbc.s ie ceqero y uearrriueuoMy uarrtrgi auxiguoi

peiIoBI,IHI,I. Hacrxa topacerr,rigy, lqo ua4inrerrcr is ceuero, upu6ruasuo oIHaKoBa uiA rrac 3acrocyBaHHf Ao
a6o uicrs roAisni (6lYotporu 59% ni4uooi4no).

Y ceqi BI{rBrIeHo gra rueta6onirz (4enarinorattuit ra rigporculsosaur,rft rrlera6olirra). Braxigna
perIoBI'IHa uera6onisyerbc.r ne'riurosrM lll,Iroxporrrou P450 ciNreficrs 3A4 i2El i rr,renruoro rrliporo 2C9.

He cnocrepiraerucs HaKoIrpIqeHHfl TopaceMigy nicfir rroBTopHoro flepopanbuoro npuftoMy oA]rH prB
ua 4o6y rporrroM 10 ai6, He3arlexHo ni4 nne4euoi 4osr.r (nig 0,1 4o 0,4 ur/rr), nasirr flKrqo
crlocTepiraerBc, He3HarrHa rrporopqift nicrr Ao3t4.

3acrocynannr
.{na uir<ynal*rs co6aK npu sacriftuifi cepuenifi ne4ocrarnocri, rxruoqarorru na6prr JrereHb.
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!orynannn
flepopanrno, carvrocrifiHo a6o 3 KopMoM.
Perorraen4oBaHa rlorrarxona/ni4rpr4Myroqa Ao3a craHonurs ni4 0,13 ur lo 0,25 Mr ropaceMi4y Ha 1

Kr Macr.r rina 1 pin Ha Ao6y.
Y pasi uonaipnoro a6o rsxroro na6pary JrereHb rlro ro3y MoxHa s6irr,muru ro MaKcr{MamHoi 4o:g

0,4 nr ropacerraigy sa 1 xr uacu rila 1 par na Ao6y.
[ozu 0,26 Mr ropaceMigy ua 1 rr ntaca rira i Br4rle c:ri4 sacrocoByBarv nporf,roM se 6irsue uiN 5

aHin. Ilicns :axiH.IenHfl IIBoro nepio4y 4o:y c:rig 3MeHrrrr.rrr4 4o ni4rprarvryrcvoi .uo3u, a co6ary rroBr.rHeH
ornsHyrr.r Berepr4Hapnufi nixap.

Y nacrynuifi ta6ruqi Ao3yBaHHfl rloKa3aHo cxeMy Kopr{r-yBaHH{ ro3t4 B Mexax peKoMeHAoBaHoro
giauasouy Aos niA 0,13 nar.(o 0,4 Mr ropaceMi4y ua 1 rr rraacz rila sa 4o6y:

Maca rira coGarcu
(rcr)

Ki.rrrricrr ra6lerox Icervrigy na go6y ra ix rconqenrpaqir
(nnricr ropaceuigy na 1 ra6lerry)

[o.rarrosa/ nigrpuruyrcrra Ao3a
(0,13 - 0,25 rur na I rr rrlacn rila

na 4o6y)

Tnrrqacona s6irnmeHa Ao3a
(0,26 - 0,40 rrar ua 1 xr uacra rina

ua 4o6y)
1 rr,rr

2,5-4 t//2 1

> 4-6 I l+%
> 6-8 Billaol+% Bit2to2+Y,

> 8-11,5 Bial+%rc2 Bia2+%rc3
2wlr.

> 11,5ao 15 Bialaol+% 2
>15to23 Bia 1 + %rc2 Bit2 + Yr to 3

4ur
> 23-30 Biallol+% 2
> 30-40 Bial+Yzto2 Bit2 + Yr to 3
> 40-60 Bilt2 to2 + Yz Bia3ao4

,{osynaunr cni4 xopraryBarla, 3Bepraroqr yBary na (fynrqiro Hr.rpoK ra eneKrponirnraft crau. fliclx
Toro, ,K o3HaKI'I sactifiHoi cepqeroi HeAocrarHocri rynonaui i cmn co6aru cra6inisyemcx, nirynanna
cniA rlpoAoBxyBarl{ y HaftHIax.rift e$errnnnifi 4osi, .rrKrrlo uorpi6ua AoBrorpr,rBalra repauix 3
BI{Kopr.rcraHHrM Topaceuiay.

Ta6netru cni,q 3roAoByBarI,I cauocriftso a6o suiruynarn 3 HeBeJrlrrolo xiruxicrro KopMy,
3roAyBaBrrrra fioro co6aui 6esuocepe,qHbo rrepeA ocHoBHoK) rogiulero.

ilporunorca3aHHs
He gacrocoByBarr,r ni4 uac sariruocri ra.narraqii.
He sacrocoByBarll co6ararra, y flKl{x BrrrBJreuo Hr,rpKoBy ne.qocrarnicrr.
He gacrocoByBarll y BI,I[aAKax 3HeBoIHeHur, riroroJrervrii a6o rinoreusii.
He gacrocoByBarr.r oAHoqacHo s iHruprN,ru [erJrboBr,rMra 4iyperrxauu.
He gacrocoByBarl{ y BIarIaAKy niAs[rqegoi vyrnrnocri Ao 4irouoi petroBr,rHr,r a6o Ao 6y4r-xroi s

Aonouixnnx peqoBr,rH.

3acrepexennr
Ilodi,rna din
flicns 3acrocyBann, rlpelapary B peKoMeHroBarr[x Ao3ax, Moxe cuocrepirarr.rcr Hr{pKoBa

HeAocrarHicB, nigezqeuHfi Ht4pKoBI{x noragnunis r xpooi, KoHrIeHTparIix n npori ra sN{iur,r pinr,,
elertponitir (xnopragin, narpiro, Kariro, ([ocQopy, uarnirc, ranrqiro), enigoAr.l.rui rrrJryHKoBo-rcr,rrunosi
o3HaKI,I, mri rr 6rrosora ra aiapex,3HeBolHeHur, noliypir, uoligrancix, netprarr,rannl ce.d, anopercix,
BTpara uacra rina ta rrlffsictr ta isrui no6i.nri eQexrr,r, raxi sK cyxicrr cnrasosoi o6ononru pororoit
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rIopoxHI{HIa, o6opoure [i,qnuqeHHs KoHrIeHTparIii HrroKo3r,r ra arrbAocrepoHy B cr,rpoBarrli,
3Hr4xeHH, nurorrloi Macr,r ceqi ta s6inrIuennr pH ce.ri.

Oco 6n ue i s acmep urceHwn np u e uxop ucmaruui
Iloqatrosa./ni4rplarrayroua.qo3a Moxe 6yu.r rr.rirauacoBo s6immeHa, y Br{rra,qxy :6inrruennr na6pgy

JrereH6, to6ro AocrrHeHHf, craHy {rnbBeonrrpuoro ua6pmy.
3acmocyeannn nid rtac eazimHocmi, naxmaqii
He sacrocoByBarr.r ni1.rac sarirHocri ra naxrarlii
Oetororcraqnr.rfi ra Marepuororcuqnufi e1[em cuocrepirarcs nir uac .ra6oparopur.rx nunpo6yaanr

topacerrrigy Ha rrlypax ra Kpoflsx y roKcr,rqnr.rx grrl ruarepi Ao3ax.
Bsaenodin s iuututyru sacodamu ma inwi Qopnu esaenodii
Ognouaure 3acrocyBarrHfi fierJlroBr.rx 4iyperzris ra uecrepoi4ur{x flporr{3arrirJrbHr.rx gaco6is (HII33)

Moxe fipr,r3Becrr{ .qo 3Hr,rxennr uarpift yperu.ruoi peaxqii.
Olno'racHe 3acrocyBaHu.r llboro Berepr{Hapuoro nirapcbKoro saco6y g HfI3fI, arraiuorniro3r,rAaMr,r

a6o qe(fzulocnopllHttMll Moxe ni4uwquru pr,r3r,rK ne$pororcz.{Hocri ra/a6o ororoKcr.rqHocri q}rx
nixapcrrrax saco6is.

TopacervriA Moxe aHtaronisynaru Airo fiepopzt"IrBHrax rinorrineuiqnux saco6is.
Topaceuig Moxe ni4uarqr,rru pr,r3r,rK aleprii na cynr$aninarraiau.
Y pasi oAHoqacuoro 3acrocyBarrH{ IIBoro Berepr,ruapuoro ilrapcbKoro saco6y 3 Koprrrrocrepoigaruu

uacni,urra BTparra rzuriro Moxyrb rrocr.rJrroBarr,rcf .

flpIa oguo'racnoMy 3acrocyBanui qroro Berepr,rrapuoro drapcrKoro saco6y s arr,r(forepuuunou B
Moxe clocrepiratracx niAszlqeul,Ifi uorenrlia;r ne(lpororczqnocri Ta [ocvJreHH{ elerrpolirnoro
guc6anancy.

flpu oAHorracHoMy :actocynanni ropacerui4y 3 Ar{roKcr,rHoM He noni4orrarxnocr rpo
(lapruaxorinetraqni ngaeuoAii; oAHaK rinorariervris N{oxe flocuJrroBarr c[puqr,rHeni AraroncltHoM apnrrr,rii.

Topacerrti4 Moxe 3MeHIITI,ITH HI,IpKoBe Br,rBeAeHH, caniqurariB, rrlo [pr{3BoAt4Tb Ao uiAsr,rqeHHs
plr3r.rKy rorczqHocri.

Cli4 6yta o6epexnlau rpla 3acrocynauui ropacerraiqy s iurruN{r,r npe[aparaMra, .axi cr,rJrsHo
su's3)[otscs g 6imaMI,I [JIa3MI{. Ocrinrxrn sn'r3yrauus s 6irxaMr.r cflpr,rfle uupxonifi cerpeqii ropaceui4y,
3HlrxeHH{ an'l3ynauu, qepe3 sarrtiny iurularrt [peflaparoM Moxe 6yru npu.r]rHoro pe3l{creHTuocri 4o
.4iyperurin.

O4nouacue 3acrocyBalru, TopaceMigy s inruraMr,r perroBEHaMH, ulo uera6orisyromcs rlraroxpoMoM
P450 cirraeficrsa 3A4 (naupuxna4: eHarrarrpr,rJr, 6ynpenop$in, ,uoxcraquxnin, qr.rrJrocuopun) i 2El
(ieo$aypan, cenot[nypau, teo(firin), rr,roxe 3MeHrrrr{r}r ix suseAeunfi ig crcrel{Horo KpoBoo6iry.

Etpext anrurinepreH3l,IBHl{x Berepr{HapHux ilrapcrnux saco6in, oco6ilaso iuri6iropin
aurioteusuuleperBoproloqoro $epruenty (AIIO), Moxe flocr,rJrroBarr{cs rtpra oAHorracHoMy 3acrocysaHgi s
topaceui4oru.

C n e 4ianwti z ac mep exc enun
V co6ax is ua6panoM JrereHb y rbasi 3arocrpeHHf,, rrlo uorpe6yrors nerafinoro nircynannx, clorrarKy

cli4 posurHyrl,I rrurarlH, fipo Br,rKopr{crauns iH'erqifinux npenaparir, ilepeA roqarroM nepopalrnoi
repauii 4iyperurarrlra.

Oyurcqiro HI{poK (nrrrtiproeanHr nuicty cerroBr,rHr{ i rpeawuiuy r rpori, a raxox cuinrignourenur
6irt a s ceqi: rpeatunin (UPC), crau rigparaqii m erexrponirnr,rft cran cupoBarrr,r xponi cni4
KoHTpoJIIoBarI,I Ao ra ni4.rac uirynauHfl qep* perynxpni npouixru.racy nigtosiAHo Ao orliurN xopucri
Ta pI'I3I{Ky, rlpoBeAeHoi nirapelrt Berepl,IHapnoi naegrqrauu. fliyperr{qua peaxqir Ha ropaceMiA s .racoN{
Moxe rocI,IJIIoBarIac, rpll rIoBTopHoMy 3acrocyBanni, oco6Jrr{Bo rrpu ,{o3ax 6ilrme 0,2 urlrclgo6y; rorray
cnig posrnxHyrr{ Moxnusicrr 6inrru qacroro uoHiropr.rnry.

TopaceuiA cnil s o6epexnicno 3acrocoByBaru rpu rlyKpoBoMy aia6eri. Perorvren4yerbc,
uonitopraur rnireuii y rBapI,IH, xBopr{x Ha rlyKpoBufi gia6er,.uo ra ni4 uac sacrocyBaHH{ rperapary. y
co6ax ig HassHI,Ir{ elertpolituwt ralalo BorHraM 4uc6alancoM rle cnig nunpau{Tr{ rreper nixynannrrr,r
ropaceui4orra.

Ocrilrxu ropacerrai4 rlocl{Jlloe cfipary, co6aru uosfiHHi raarra siruHuft gocryu go urarnoi Bo,q}r.
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3a rtpatu arlerllry ra/a6o 6ffosorr ra/a6o rurrsocri ado y pasi ropnryBa,Hn ,r#rir}z3iil
ouinraru Synrqiro HLIpoK (ceuonuua i rpearraniu rpoui, a raKox cnissi1HoruegHfl rrporein:rpearunin
(UPC) y ceui).

V xoai ruiHi'IHI,Ix rIoJIboBHx uanpo6yranr e(feruarsicm Iceuigy 6yla [poAeMoucrpoBaHa rrprr
ftoro gacrocynanui rJL rrepruoqeproBol'o tiryrauux . flepexi.q niryrauur 3 an6Tepgarr,rBHoro rrerJreBoro
.qiyperura na qefi Berepl,IHapnufi nirapcrrzfi saci6 ne oqinrorasct, i raxa sir,riua rvrae srificHroBarr(c,
JII{IIrO Ha ocnosi oqinru cuissiAHo[eHHs xopuctr/prasur, [poBeAeHoi ni4noni4aJr6HgM nirapeir,r
Berepr,rHapsoi rrreluquur.

Heruxiglzrictr ta e(fexrunnicrb npeflapary He oqiurorarucfr 1tnfr co6ax Macoro rina rrreurue 2,5 xr.
{ru uux rrapun cai4 flpl,BuaqarIa Icerr,ria timru ni4uoui4no,qo oqinru cuirri4noureHH, Kopr{c6/pzsur
rignoni4anruuu nirapeM Berepr,ruapuoi MeIr,rqr{Hn.

Ta6nerru apouarusoeaui.
cneqiantni zacmepeuceuun dnn oci6 i odcnyzoeytorrozo nepcoHony
I{eft retepunapnufi drapcrruft saci6 N{oxe cflpuqfiHr.rrr{ rrocr,rJreHe ceqoBr,rrycxaHH.rr, cflpary ra/a6o

IrlnyHKoBo-xErurosi po3JIaAlI ta/a6o rinotengiro ralalo 3HeBoAHeHH, rrpu KosraHgi. Bygr-rni qacrKoBo
Bl{Kop}rcraHi ta6netnr clig rooepHyrl,r B 6nicrepny yrraroBxy, a norirrl y oprarina-rrsHy xopo6ry, rqo6
eano6irru Aocryny Ao HLIX Aircfi. y Br,ma,qKy Br,rragroBoro uprafioirry BcepeAr,rHy cnia neraftuo
3BepHyrr{cr 4o ilrapr ra floKa3arr,r nirapro mrcrirry-rKJra,qKy a6o erurerxy.
I{efi netepnuapuwir nirapcrrufi saci6 N,roxe Br{KJrr.rrarr,r peaxqii rinepvyrnunocri (aneprii) y oci6,
rryrnr.rBr,rx Ao ropaceMiay. JhoaxN{ s niAer,rqeHoro riuep.ryrnrasicrrc Ao ropaceMi4y, cynr$oHarrligia a6o
4o 6y4r-xnoi a gououixnrx peqoBI,IH cnig ynrrarr,r KoHraKTy 3 Berepr4uapuuru nirapcrxurralaco6ou. flpu
no-f,ni crarrlutoNais aneprii cli,4 nerafiHo 3BepHyrl{c{,qo ilxapr ra noKa3arri rirapro nucrirry-r*ou4ny u6o
erHKerKy. Ilicns po6oru 3 fipellaparorra cri4 perenBHo BHMr.rr]r pyKr,r 3 MHJroM.

(Doprvra Brrrrycny
Ta6lerrr'I, Bilroto no 103, 206 a6o 4l2rrr y 6nicrepax uo 30 a6o 90 rrrryx, y KaproHHHx ropo6rax.
36epirannn
36epiratr oKpeMo ri4 upo4yrtin xap.ryBaHH, ra ropuin, y rreAocryrHoMy 4nr gireft uicqi ga

reMrreparyptr si,q 5 rc 25 "C.

Teprvrin npugarnocri
4 ponr.
Penouen4onauo ri4nycK rrpeflapary 3a peqelrou uirapx BereprrHapnoi ueAvrlunr.
.{;rn racrocyBauHfl y Bereprrnapnifi ueAurluni!

B.nacnrarc peecrpaqifi uoro uocniguenna :

Cera Caute Asiuans
10 aseHlo.qe na 6annacriepe, 33500 Jli6ypu,
Opauqir

Ceva Sante Animale
l0 avenue de la ballastidre 33500 Liboume,
France

Z.I. Tres le Bois 22600 Loudeac, France

Ceva Sante Animale
Boulevard de la Communication
Zone Autoroutiere, 53 95 0 Louverne,
France

Ceva Sante Animale
l0 avenue de la ballastidre 33500 Libourne,
France

Hassa ra *ricqesnaxoAxeHHr nnpo6nur<ie rorosoro rpoAyKTy:
Ceea CaHre Anirvranr Ceva Sante Animale
3.I. Tpe le Bya, 22600 Jlygear, Opanqix

Cesa Cagre Auiuanr
Boynerapg Ae na Kouruyuirarion 3one
Arropymepe, 53950 Jlynepne,
Opauqir

Ceaa Caure Auiuals
10 aseuro,qe Jra 6a-nnacriepe, 33500 Jli6ypu,
Opanqir
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