KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEHIEHHUE 3A TBbPI'OBUS HA BJIII Ne 0022-2684

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT
Baycox Multi 50 mg/ml oral suspension for Cattle, Pigs and Sheep

baiikokc Myatu 50 mg/ml nepopanna cycnensus 3a ropeza, mpacera v OBIE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beexu ml ceappika:

AKTHBHA cy0CTaHIUA:

Toltrazuril 50 mg
Excuunuentn:

HatpueB Oenzoar (E211) 2,1 mg
HaTpueB nponuoHaT (E281) 2,1 mg

3a IBJIHUS CIIUCHK HA EKCIUIIUEHTHTE, BUXK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

[Iepopanna cycneHsusl.
Bsina nim )xpnTeHUKaBa CyCIEH3HSL.

4. KIMHNYHHU JAHHHU

4.1 Bunose :kuBOTHH, 32 KOUTO e peaHa3HayeH BMII

I'oBena (TeneTa: TEJICTa MJICYHO HAIIPABJIICHUE, 603361111/1 TEJIETA, OTIVICKAAHHU 32 MECO, TCJICTA 3a

yrosiBafe), mpacera (mpaceniia Ha 3 — 5-THeBHA Bb3pacT), OBIIE (arHeTa).

4.2 TepaneBan}m MoOKa3aHus, ONIPEACJICHHA 32 OTACJTHUTE BUA0BEC )KUBOTHH

[oBesia: 3a mpefoTBpaTsBaHEe KIMHUYHUTE MPH3HALM HA KOKIHMIMO3a M HAMAIIIBaHE OTICISHETO Ha
KOKIIM/IMH [IPH TeJieTa BbB ()epMHU C MOTBBPICHA UCTOPHSI Ha KOKIM/I103a, TpudrHeHa ot Eimeria bovis

wm Eimeria zuernii.

INpacera: 3a mpeAOTBpaTsABaHEe KIMHUYHUTE MPU3HAIM HA KOKIIUIM03a TIPH HOBOPOEHH IpaceHna (Ha
3-5-1HeBHa Bb3pacT) BB ()epMU € MOTBBPICHA HCTOPHS Ha KOKIMANO03a, MpuunHeHa ot Cystoisospora

suis.

OBgrie: 3a mpemoTBpaTsABaHE KIMHUYHWTE MPU3HAIM Ha KOKIMAM03a W HaMaJIABaHE OTIEISTHETO Ha
KOKIIMIMU TIPU arHeta BbB ()epMH C MOTBBpPJCHA MCTOPHS Ha KOKIMAMO3a, MpuuuHeHa ot Eimeria

crandallis u Eimeria ovinoidalis.
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4.3 IIpoTuBonoKazaHus

Jla He ce u3MoI3Ba NPU CBPBXYYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIUS WA KbM HIKOU OT
CKCIUITUCHTUTE. 3a OMBIHUTEIHA HH(OPMAIUSI OTHOCHO yIIOTpedaTa Mmpu roBe/ia, MOJIs, BUKTE
tabnumara B T. 4.5 CrienuanHy npeana3Hi MepKU Ipu yrorpeba, Jpyru npeamnasHn MepKH.

4.4 CneunuajHu mpeana3sHu MepPKH 3a BCEKU BU/ *KMBOTHH, 32 KOUTO € npeaHasnadyen BMII
IIpenopbuuTENHO € J1a ce TPETUPAT BCUUKHU KUBOTHU B CTAI0TO.

Cma3BaHeTo Ha MEPKUTE 3a XMTHEHA MOTAT J1a HAMAJIAT PUCKA OT KOKITHAMO3a. 3aTOBa ce MpeIrophuBa
CBOCBPEMEHHO JIa C€ TOJO00PST XUTHCHHUTE YCIIOBUS B TIOMEIICHHSATA, OCOOCHO MOYHCTBAHETO U

noACyIIaBaHeToO M.

3a ;1a ce MOCTUTHE Hail-MOOBp pe3yiTar, JKUBOTHHUTE TPSAOBA J1a CE TPETHUPAT MIPEIN OYaKBaHATa IIPOSBa
Ha KJIMHAYHUTE TTPU3HALH, T.€. B IPENATEHTHUS IIEPHO/I.

3a ga ce IPOMEHHU XO0Jla Ha KIIMHUYHO YCTaHOBEHA KOKIMAMO3a MPU OTACITHU XKUBOTHH, KOUTO BEUe
MOKAa3BaT KIMHUYHY MPU3HALM Ha JUapusi, MOXKE Ja ObJe HEOOXOIUMO JOIMBIHUTEIHO TOUIBPIKAIIO0

JICYCHHUC.

HpI/IJ'IaFaHeTO CJI€a Bb3HUKBAHC Ha 3a00JIIBaHETO € uMa OorpaHu4cHa I10J13a 3a OTACJIHOTO XUBOTHO,
TBH KaTo YBPEKIAAHETO HAa TBHKUTE Y€pPBa BEYEC € HACTBITUIIO.

Kakro ¢ Bceku mpoTHBOMNapa3uTeH NPOAYKT, YecTaTa M MOBTApALIa ce yHoTpeda Ha aHTUIIPOTO30MHU
MIPOJYKTH OT €AHMH U ChII KJIaC MOXKE J1a I0BEZE JI0 pa3BUTHE HA PE3UCTEHTHOCT.

[Ipu HanmMuMe Ha PEe3UCTEHTHOCT TPAOBaA Aa ce OOMHUCIH U3II0I3BAHETO HA AHTUIPOTO30€H MIPOAYKT OT
JpYT KJIac U C pa3IndeH MEXaHU3bM Ha JeiCTBUE.

4.5 CrnenuaJiHu npeana3Hu MepKu npu ynorpeda

CHe]_II/IaJIHI/I OpeanasHi MCPKHU 3a ) KUBOTHUTE ITPHU VHOTDCGaTa Ha IpOAYKTa

He e npunoxumo.

Crenaigy mpeanasHi  MEPKM 3a JIMIaTa, OpWIaraiy BEeTEPUHAPHOMEIULMHCKHS IIPOAYKT Ha
JKUBOTHHUTE

Xopa ¢ ycTaHOBEHa CBPBXYYBCTBHTEIIHOCT KbM aKTHBHATa CyOCTaHIMsI WM KbM HSKOW OT
EKCIUTTUEHTUTE TPSAOBA J1a M30SATBAT KOHTAKT C BETEPUHAPHOMETUITITHCKISI IIPOTYKT.

Jla ce n305TBa KOHTAKT HA KOXKAaTa M OYHUTE C ITPOIYKTA.

[Ipu cayyaitHo nomasane BbpXy Ko)kaTa MM B OYUTE, HE3a0aBHO J1a ce U3MHE C BOJa.

Ja He ce se, ve WK MyIIH, JOKAaTo ce padOTH C MPOIYKTa.

HDVFI/I OpeanasH MCPKKU

OcHoBHusAT Metabonut Ha toltrazuril, toltrazuril sulfone (ponazuril) e MHOTO yCTOIYHB (C TONYKHUBOT
okoJto 1 rojuHa), MPUABMKBA CE B TIOYBATA M € TOKCHUYCH 3@ PACTEHUSTA, BKIIOYUTEITHO 33 KYJITYPHUTE
BHUJIOBE.

Ilopanu nocoueHure cboOpakeHUs, CBbP3aHU C Olla3BaHE HA OKOJHATA Cpela, ce Ipuilarar cieJHUTe
OrpaHHuYeHHS 32 ynorpebda:
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I'oBena:

Tenera, otrnexnanu | [la He ce U3MOI3Ba IPH TeJNeTa, OTIICKAAHH 3a ,,MICYHO  TEIIEIIKO MECO.

3a ,,MJICUHO* TEJIEIIIKO

Meco

Tenera mieuno Ja He ce M3M0II3Ba IPH TeJIeTa MIIEYHO HAllpaBJIeHHE C TeJIECHA Maca HaJ

HanpaBJeHUE 80 kg.
3a ma OpAAT IPENOTBPATEHN BCAKAKBU HEOIArOMPHUITHA €(EKTH BBPXY
pacTeHHATa ¥ BEPOSITHO 3aMbPCSIBaHE HA TIOIIOYBEHUTE BOJIH,
€CTECTBEHHUSAT TOP OT TPETUPAHUTE TeJleTa He TPsOBa J1a ce pa3Hacs BbPXY
noyBarta 0e3 Jja € pa3pe/ieH ¢ TOp OT HeTpeTHpaHu KpaBu. EcTecTBeHUAT
TOp OT TPETUPAHUTE TeJieTa TPsIOBa 1a ce CMECH C MOHE TPH IBbTH T10-
TOJISIMO KOJIMYECTBO TOP OT BH3PACTHU KUBOTHH MPEIH [1a CE pa3Hece
BBPXY I1OYBATA.

Bozaemn tenera Jla He ce u3mo3Ba nmpu 6o3aemu tenera, Texkanty Hag 150 Kg.

Tenera 3a yrosiBane Jla He ce M3MOII3BA 32 JICUEHHUE Ha TeJeTa 3a yrosBaHe Mo/ 3-MecevHa
BB3pacT.
Jla He ce M3MO3Ba 32 JIEYCHNE HA TEJeTa 33 YrosgBaHe, TeXKAIId HaJl
150 kg.

OBLe: arHerara, OTIJICKAAHM IIpe3 IUIOTO BPEME B 3aTBOPEHU IOMEIIECHUS NPH HHTCH3MBHA
TEXHOJIOTHsI He TpsOBa Ja ObIaT TpeTHpaHH ciel 6-ceMUYHa BB3pacT M TejecHa maca Han 20 Kg.
EctecTBeHHAT TOP OT T€3W XKHUBOTHU TPsiOBa J1a ce PaslpbCKBA BHPXY €HA U ChIIA IJIOII BEIHBXK Ha
TPH TOANHHU.

[Ipacera: HsMa.

4.6 HebnaronpuATHUA peaknuy (4eCTOTA U BaXKHOCT)

He ca u3BectHu.

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH siilleHOCeHe
He e npuioxxumo.

4.8 B3aumoneiicTBHE ¢ IPYTd BeTEPUHAPHOMEIUIIHHCKY MPOXYKTH U APyru popmMu Ha
B3auMoeicTBHE

He ca u3BecTHH.

[Ipu pacera HAMa B3aUMOICUCTBHE MPHU KOMOWHAITUS ¢ TOOABKU, ChIBPIKAIIN HKEIIS30.
49 Jlo3a 1 HAYMH HA MPUJIOKEHH e

3a nepopaHo NPUTIOKEHHUE.

Bcuuku BUgoBe
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I'otoBara 3a ymorpeba mepopaiHa cycneH3us TpsoBa f1a ce paskiatu 3a 20 CeKyHau npeau ynorpeoa.
3a ;ma ce ocuUrypu HpWIaraHeTo Ha MpaBWIIHA 1033, TeIecHaTa Maca Ha >KUBOTHHTE TpsiOBa Ja ce
OIPEIeIU Bb3MOXKHO HAl-TOYHO.

l'oBena
Besiko JKHBOTHO TpsiOBa 1a ce TpeTHpa ¢ eIMHMYHA epopaiHa mo3a oT 15 mg toltrazuril/kg temecna

Maca, KosiTto cboTBeTcTBa Ha 3,0 Ml mepopanna cycrnensus Ha 10 Kg TenecHa maca.
3a TpeTHpaHe Ha Tpyna XKUBOTHU OT €JHA MOPOJA, OT €HA U ChIa WX OJU3KH Bh3PaCTOBU TPYIIH,
Jo3ata TpsiOBa Jia ce onpeAesy CIope ] TerJaoTo Ha Hail-TeKKOTO JKUBOTHO B rpyrara.

IIpacera
Bcesiko npaceiie TpsOBa aa ce TpeTHpa Ha 3—5-1HeBHA Bb3pacT ¢ ¢AHOKpaTHA IepopajiHa A03a ot 20 mg

toltrazuril/kg TenecHa maca, kosito chorBeTcTBa Ha 0,4 Ml mepopainua cycrnensus Ha Kg TenecHa maca.
[MTopaau MakuTe 06eMHu, HEOOXOAMMH 3a JICYCHHE Ha OTIEIIHY MPACEHIIA, CE TPEMOPbYBA U3IOI3BAHETO
Ha Jo3upario obopyasane ¢ TouHocT a0 0,1 ml.

Osgre

Bcsiko »HBOTHO TpsiOBa J1a ce TpeTupa ¢ eHOKpaTHa nepopaina go3a ot 20 mg toltrazuril/kg tenecua
Maca, KosiTo choTBercTBa Ha 0,4 Ml mepopanHa cycriensust Ha Kg TenecHa maca.

AKO KMBOTHHTE C€ TPETHPAT Ha TPYIIH, & He IOOTACIHO, Te TpsAOBa 1a ObAAT rPyNUpaHu B
CHOTBETCTBHE C TSIXHATA TEJIECHA Maca, 3a Jia ce M30erHe MpuiiaraHe Ha Mo-HUCKa 7033 HIN
peo3upaHe.

4.10 IIpemo3upane (CUMITOMHU, CHEIIHH MEPKH, AHTHI0TH), AKO € HEOOXOTUMO

He ca nabnromaBany mpr3HAIM Ha HETIOHOCHMOCT TIPW 3[IpaBW IPaceHIa W TEeNeTa TPH TPUKPATHO
TIpeo3npaHe.
He ca nabnromaBany npH3HAIM Ha MPElo3UpaHe B MPOYUYBAHUS 32 OE30MACHOCT MPH arHeTa, NPy KOUTO
€/IHOKpATHO € MpUJIaraHo TPUKPATHO Mpeo3MpaHe U B JBa MOCJIEI0BATEIHU JHU € MPUJIaraHo ABYKpaTHO
MIpeZ03npaHe.

4.11 KapeHTHH CpOKOBe

l'oBena:
Meco u BbTpemHu opranu: 63 nHu.

Muisiko: He ce paspellaBa 3a yrnorpeda Ipy )KMBOTHH, YHETO MIISIKO € IIPEJHAa3HAYEeHO 33 KOHCYMaLus
OT XOpa.

Ipacera:
Meco u BbTpeLIHU Opranu: 77 JHU.

Osle:
Meco u BbTpelIHU Opranu: 42 nHu.

Mursiko: He ce paspemiaBa 3a ynorpeda IpH )KHBOTHH, YHETO MIISIKO € MTPeJHa3HaYeHO 32 KOHCyMaIlus
OT XOpa.

5. OAPMAKOJIOI'HYHU OCOBEHOCTH

dapMakoTepaneBTHUHA TpyIia: AHTHIIPOTO30MHU, TPHA3UHH CPEIy KOKIMIH03a
Berepunapnomenunmacku Anatomo-Tepanesruuen Kox: QP51BCO1

5.1 ®apmakoaAMHAMMYHH CBOIiCTBA
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Toltrazuril e Tpuasunonos mepusat. JleticTa cperny Kokuuanu ot pomosere Cystoisospora u Eimeria.
AKTHBEH € Cpelly BCHYKH CTaIMHd Ha BBTPEKIETHYHO PA3BUTHE HA KOKIUIUMTE — MEPOTOHUS
(6esmonoBo pasmHOKaBaHe) M rameroronus (mojoBara (asa). Bcuuku craguu OMBAT YHHUIOKEHH,
HAYMHBT Ha JAEHCTBUE € KOKIMIMOLUICH.

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

l'oBena:

Crien mepopaitHo npuiarane npu roseja toltrazuril ce pezop6upa 6aBHo. MakcumaaHaTa KOHIIEHTPAIHST
B a3mata (Cmax = 36,6 mg/L) ce HabmonaBa mexy 24 u 48 daca (cpeano 33,9 gaca) ciiest mepopaiHo
npuitoxenne. Enumunanusita Ha toltrazuril e 6aBHa ¢ MONYKMBOT Ha EIMMHHHPAHE OKOJIO 2,5 JTHH
(64,2 gaca). OcuoBHuAT MeTaboIUT € onpenenen kato toltrazuril sulfone. I'maBHMAT BT Ha EKCKPEITUSL
€ Ype3 U3MPaKHCHUATA.

IIpacera:
Crnen nepopanao mpunarade toltrazuril ce pesopbupa 6aBHO ¢ GHoHamuuuocT > 70%. OCHOBHHSAT

Mmetabonut e onpeneincH karo toltrazuril sulfone. Enumunarusra na toltrazuril e 6aBra ¢ mostykxuBOT Ha
CJIIMMUHUPAHC OKOJIO 3 JHH. I'maBHMAT IBT Ha CKCKpCUHs € UpE3 UBIPAKHCHHUATA.

Ogrie:

Crienr mepopaiHo mpuiiarane npu 6o3ainuny, toltrazuril ce pezopbupa 6aBHo. OCHOBHHAT METAOOIHUT €
omnpexeneH karo toltrazuril sulfone. Makcumannata konuentparus B miasmara (Cmax = 62 mg/L) ce
Ha0Jr0aBa 2 JHU CIIe/ EpOPaTHO NpriokeHue. Enumunarmsra va toltrazuril e 6aBHa ¢ moy>KHUBOT
Ha CJIMMUHUPAHE OKOJIO 9 JHH. I'maBHMAT BT HA CKCKpeIusA € YpC3 UBIPAKHCHUATA.

BiinsiHue BbpPXY OKOJIHATa cpela

I'oBena u oBue

MeraboautsT Ha toltrazuril, toltrazuril sulfone (ponazuril) e maOTO ycTOWYHBO (C TTOMYKHBOT OKOJTO 1
TOJMHA) U TIOABIKHO CheIMHEHUE, U UMa HEOJIaroMpHUATHU eeKTH BbPXY pacTeka ¥ MOHUKBAHETO Ha
pacrenusita. ViMaiiku mpeBuI MOCTOSIHHUTE CBOWCTBA Ha PONAzZUril, MHOrOKpaTHOTO pa3npbCKBaHEe
Ha TOp OT TPETUPAHU KUBOTHH MOXKE Ja TOBEJC 10 HATPYIIBAHE B IIOYBATA U PUCK 33 paCTCHUITA.
HarpynBanero Ha ponazuril B mouBata B KOMOWHAIUS C MTOIBHIKHOCTTa MY KPHE PUCK OT
MIPOCMYKBaHE B OJMOYBEHUTE BOAU. Bux Touku 4.3 u 4.5.

6. OAPMAINEBTUYHHU OCOBEHOCTH
6.1 CHnucbk Ha eKCHHUITHEHTHTE

Harpues 6enzoar (E211)

Harpues npormonar (E281)

Hatpues nokysat

CUMETUKOH eMyJIcus

benToHur

JIumoHeHa kucennHa (3a perynupase Ha pH)
Kcanranosa ryma

[Iponunen rauxon

[Ipeuncrena Bona

6.2 OCHOBHH HECHBMECTHMOCTH

[Ipu nurica Ha JaHHYW 33 CBBMECTUMOCT, TO3U BETEPUHAPHOMEANITMHCKH IIPOAYKT HE TPSOBA 1a OBae
CMECBaH C APYTM BETEPUHAPHOMEIUIIMHCKHU NPOIYKTH.
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6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHUs BETCPUHAPHOMEIUIIMHCKU TPOIYKT: 5 TOAMHH.
Cpoxk Ha TOZIHOCT CIIe/T TBPBO OTBapsIiHE Ha ITbPBUYHATA ONIAKOBKA: 6 Mecena.

6.4. CnenmaJiHu ycJI0BHUS 32 CbXpPaHeHHEe HA MPOIYKTA

To3u BeTeprHHAPHOMEIUIMHCKY IIPOAYKT HE M3MCKBAa HUKAKBH CHEIUATHN YCIOBHS 32 ChXpPaHCHHE.
6.5 BuaucbcTaB HAa MBPBHYHATA ONMAKOBKA

100, 250 1 1000 m| Oy THJIKH OT MOJUETHIICH C BUCOKA IUIBTHOCT, 3aTBOPSHHU C TOJUIPONHICHOBU
Karayky Ha BUHT.

Bytuikute ot 100 ml wiu 250 ml ca omakoBaHu B KapTOHEHH KyTHH.

He Bcuuku pa3Mepu Ha orakoBKaTa MOrar Jia ObJaT MpeJiaraHy Ha rasapa.

6.6 CnenmajHu MepKH 32 YHULI0KABAaHe HA HEM3MOJI3BaH MPOAYKT WIH OCTATHIN OT HEro
Bceku Hen3Ios3BaH BETepHHAPHOMETUIIMHCKY TPOAYKT WM OCTaThIIM OT HEro TpsiOBa 1a ObaaT
YHUILOKEHHU B ChOTBETCTBHE C M3MCKBAaHHUATA HA MECTHOTO 3aKOHOJATEIICTBO.

7. MNPUTEXATEJI HA HA PASPEHIEHUETO 3A THhbPI'OBUS

Elanco Animal Health GmbH

Alfred-Nobel-Str. 50

40789 Monheim

I'epmanus

8. HOMEP HA PABPEHIEHUETO 3A ThbPI'OBUSI

Ne 0022-2684

9. JATA HA ITBPBOTO U3JIABAHE HA PABPEIIEHUETO 3A ThPT'OBUS

Jlata Ha TBPBOTO W3/aBaHe Ha JIUIEH3 3a yrmorpeda: 13/10/2016

10. JATA HA NOCJIEJHATA PEJAKLIUS HA TEKCTA

01/2024

3ABPAHA 3A ITPOJAXKBA, CHAB/IABAHE U/NJIN YIIOTPEBA

He e npunoxxumo.

X

[4-P KPACUMIUP 3/TATKOB
AWNPEKTOP HA AVNPEKLNA KBAM
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