HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY I'BPBUYHATA OITAKOBKA —
KOMBUHUPAH ETUKET U JINCTOBKA

Byruaka ot 1 L u 250 mi

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Cevazuril 50 mg/ml, nepopaiHa cycrneH3us 3a mpaceHiia u TeyieTa

2. KOJIMYECTBO HA AKTUBHOTO BEIIECBO U IOMOINHUTE BEIIECTBA

1 ml ceappika; AxTuBHO BerecTBo: toltrazuril 50 mg. ITomomuu Bemectsa: sodium benzoate (E211)
2,1 mg u sodium propionate (E281) 2,1 mg.
Bsiita XoMOreHHa CyCreH3usl.

3. PABMEP HA OITAKOBKATA

1L
250 ml

‘ 4. BUJIOBE ’JKMBOTHMU, 3A KOUTO E ITPEJJHAZHAYEH BJIII

[Tpacera (mpacenna Ha 3-5 qHU).
l'oBena (Temera B mueunu dhepmn).

| 5. TOKA3AHUSI 3A YIIOTPEBA

IMoka3anus 3a ynorpeda

IIpacenna:

3a npeaAoTBpaTdBaHC HAa KIIMHUYHUTC IIPU3HAIN Ha KOKIUIWO03a IIPpX HOBOPOJACHHU IpaCCHIla BbB
(bepMu ¢ MOTBBpCHA HCTOPHS Ha 3a00JIsIBaHE OT KOKIIM/IMO3a, TPUYHHEHA OT 1SOSpora suis.

Tenera:

3a npenoTBpaTsABaHe Ha KIMHUYHUTE MPU3HAIM Ha KOKIIMAM03a ¥ HAMAJIIBaHE Pa3MpOCTPAHIBAHETO
Ha KOKLHMUTE MPHU TeJIeTa, OTIICKIAHU Ha 3aKPUTO M MPEIHA3HAYCHH 32 TOJMsIHA Ha MJICYHH KPaBH
BbB (hepMU C MOTBBP/ICHA UCTOPHUs Ha 3a00JIsIBaHe OT KOKIM/I103a, IpuunHeHa ot Eimeria bovis nin
Eimeria zuernii.

‘ 6. IMPOTUBOITOKA3AHUSA

HpOTI/lBOHOKa3aHHH
I[a HC CC U3M0JI13Ba MPU CBPBXYYBCTBUTCIIHOCT KbM dKTUBHOTO BCIICCTBO WM KbM HAKOU OT
IIOMOIIIHHUTEC BCUICCTBA.

l'oBea (0-OTHOIIICHNE HA MEPKH 34 OIIa3BaHE HA OKOJHATA CPEaa):
Jla He ce u3Mo3Ba Npu Tejera, Texaru Haa 80 Kg.
Jla He ce M3M0JI3Ba IPHU TEJIETa 32 yrosiBaHe (3a TOBEXKJI0 M TEJICIIKO MECO).
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3a moBede MoAPOOHOCTH, BIKTE T. ,,CIICIMATHU IPeIIa3HA MEPKH 32 3allMTa Ha OKQJIHATA cpena’
T. ,,BilUsiHAE BBPXY OKOJIHATA cpena’.

7. CHELHUAJIHU TPEAYHPEXIEHUS

CrienuaiiHy npeaynpexaeHus:

Kakro mpu BcMuky NpOTHUBOMApa3UTHH NPOIYKTH, IOBTApSIIATa CE U YecTa yrnorpeda Ha
AQHTUIPOTO30MHU MPOAYKTH OT €IWH KJIaC MOKE JIa TOBEAE 0 pa3BUTHE Ha PE3UCTEHTHOCT.
[IpemoppuBa ce ga ce TpeTHpaT BCHYKH MTPACcEHIIa OT MPACHIIOTO U BCHYKHU TelleTa B IOMEIIEHUETO.
Hobpata xurueHa MoKe Jla HaMalll prcKa OT MO0sIBa Ha KOKIMK03a. 3aTOBa € MPEenopbUnTeITHO
YCIIOPETHO C TPETUPAHETO JIa c€ OAOOPAT yCIOBUATa U XUTHEHATA B 3aCETHATOTO CTOMAHCTBO,
0COOCHO CyXOTaTa M YNCTOTaTa Ha TOMEIICHHETO.

3a moBNHsABaHE HA MPOTUYAHETO HA BEYE MOSBIIIA Ce KOKIUINO03a C KIMHIHYHU MPU3HAIH, )KUBOTHUTE,
MOKa3ay MPU3HALY HA THAPHUS MOXKE J1a ce HYXKIAsT OT AOIBbIHUTENHA MOJAbPIKaIla Teparusl.

3a 1a Ma MakCUMaJHa 1033, )KUBOTHUTE TPsAOBa Aa ObAAT TPETUPAHHU MPEIU OYaKBaHOTO
MIPOsIBIICHVE HA KIMHUYHAUTE IPU3HALN, HAIPUMED B TIPENATCHTHUS TIEPUO/T.

Crenyanny npeana3sHyd MEpKH 3a 0e30macHa ynorpeda npu BUAOBETE JKUBOTHU, 3 KOUTO €
npeadazHadeH BJII:
He e mpunoxumo.

CrnenuanHy npeAna3Hu MEpKH, KOUTO TPsAOBa Ja B3eMe JIUIIETO, IPUJIAralio BETePUHAPHUS
JIEKapCTBEH NPOAYKT Ha JKUBOTHUTE!

B ciydaii Ha KOHTaKT ¢ KoXaTa I OYNUTE U3MHUITE He3a0aBHO C BOJA.

W3muiite ppleTe cu cilel] IpUIaraieTo Ha BETEpUHAPHUSA JIEKAPCTBEH POAYKT.

Xopa ¢ yCTaHOBEHA CBPBbXIyBCTBUTEIIHOCT, KbM KOETO U Jja € OT BELIECTBO TPAOBa Aa N30sreat
KOHTAaKT C BETEpUHAPHUS JIEKAPCTBEH ITPOYKT.

CrenuanaHy npera3Hi MEpKH 3a 3alliTa Ha OKOJIHATA CpeJia:

['maBHUAT META0OIUT HAa TONTPa3ypHIIa, TONTPa3ypuiI CyoH (TTIOHA3YPHII) € TIOKa3all, 4e €
€/THOBPEMEHHO MIEP3UCTEHTEH (TIOTY>KUBOT HaJ| | TOJIMHA) 1 MOOMJICH B TI0YBAaTa U € TOKCHYCH 32
pacTeHusTa.

3a 1a ce mpeJoTBPATAT HEOIAronpuATHUTE ePEeKTH BbPXY PACTEHUATA U BB3MOXKHO 3aMbpCSIBaHE Ha
MOJIOYBEHUTE BOJIM, TOPHT OT TPETUPAHU TeJeTa He TpsiOBa Jia ce 3Hacs U pa3npbhCcKaBa BbPXY
3emMsTa 6e3 J1a € cMeceH (3a pa3pexaaHe) ¢ TOp OT HeTpeTUpaHu rosefa. TOpbT OT TPETUPaAHH
’KMBOTHH TPsI0Ba J1a ObJie pa3peaeH Hail-MaJKo 3 IMBTH TErJIOTO MY C TOp OT HETPETHPAHH C
TOJTPa3ypHJI roBe/ia Mpean 1a ObJe paspbCHAT BBPXY 3eMsTa.

BpemeHHOCT 1 JlakTanus:
He e npunoxumo.

BsanMoJieiicTBHE ¢ IpYIrU BETEPUHAPHU JEKAPCTBEHNU IPOAYKTH U APYIU POPMU HA B3aUMOIENCTBHUE:
He ca u3BecTHH.
HsmMa B3anMoelicTBHE B KOMOMHAIIUS C JKEIA30ChIbPIKAIIH TPOTYKTH.,

[Ipenosupane:
TpukpaTtHO TIpeso3upaHe ce moHacs A00pe, 0e3 Mpu3HaNY Ha HeOIaronpUsITHA PeaKIINY.

OCHOBHY HECHBMECTUMOCTH!
[Ipu nunca Ha JaHHUW 32 CBBMECTUMOCT TO3M BETEPHHAPEH JIEKApPCTBEH MPOAYKT He TpsiOBa 1a Oblie
CMECBAH C APYI'Y BETEPUHAPHU JIEKAPCTBEHU ITPOLyKTH.
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8. HEBJIATOITPUATHU PEAKIIUN

HebnaronpusiTHu peaKknuu
T'oBena, nmpaceTa: He ca U3BECTHH.

Cpo01mraBaneTo Ha HEOJATONPHUATHH PEaKITNN ¢ BaKHO. ToBa 1M03BOJIsBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MTPOAYKTA. AKO 3a0eNIeXUTe HAKAKBH HEOIArONMPHUSTHA PEaKIUH, BKITFOUATEIHO H
TaKMBa, KOUTO HC Ca OIMMMCAaHN B TO3HU €CTUKCT UJIU MUCIIUTEC, Y€ BETCPUHAPHUS JICKAPCTBCH MMPOAYKT HE
JeiicTBa, CBbpPIKETE ce MBPBO ¢ Bamms BeTepuHapeH Jiekap. MoseTe chllo a choOIIaBaTe
HEOIaronpHsITHA PEaKIMK Ha TIPUTEKATENSI Ha pa3pereHNueTo 32 ThPTrOBHUs, KaTo M3I0JI3BaTe TaHHUTE
34 KOHTAKT Ha TO3U CTUKCT UJIU YPEC3 Bamrara HallMOHAJIHA CUCTEMA 3a c506maBaHe:
https://kvmp.bfsa.bg.

9. JAO3UPOBKA 3A BCEKHM BUJI )KUBOTHO, HAYUH U METO/I HA IIPUJIAT AHE

Jo3upoBKa 3a BCEKH BU/I >KHBOTHO, HAYHH ¥ METO/] HA MpUJIaraHe
[TepopanHo npunoxeHue.
Ja ce paskiaru mobpe npean ynotpebda.

IIpacenna:
TpeTtupa ce UHAUBUAYATHO BCSIKO KUBOTHO.

Besiko nmpacenne TpsioBa 1a 0b/e TpeTHpaHO Ha 3-5 THEBHA BB3PACT ¢ €AMHUYHA 7033 OT

20 mg roatpazypui Ha Kg T.M., otroBapsiio Ha 0,4 ml ot cycnensusita Ha kg T.M.

Tperupanero npu u30yxHano 3a00JsBaHe HIMA 8 UMa XKelaHus eeKT, Hopaa HACTHIIUIIUTE Beue
HApYILICHUS B THHKUTE Y€pPBa.

[opaman mankust 06em, KOHTO TpsOBa 1a ObJe MPUIIOKEH TIPYU WHAUBHYaTHOTO TPETHPAHE CE
npernophyuBa TOBA J1a CTaBa ¢ J03Mpalin ypeau ¢ Toanoct ot 0,1 ml.

Tenera:

Besiko Tene 1a Ob1e TpeTupaHo ¢ eMHUYHA 1032 oT 15 mg toarpasypui/kg T.M., otroBapsio Ha 3 mi
ot cycrnien3usiTa Ha 10 Kg T.m.

3a JieueHre Ha rpyma )KHUBOTHH OT €IHA TIOPO/Ia U €/IHA U ChIlA WM CXOJIHA Bh3PAaCT JO3HUPAHETO Ce
NpaBH CIOpe/T Hali-TEKKOTO )KUBOTHO B TpyIaTa.

3a rapaHTUpaHe Ha MpaBUIIHA JO3UPOBKA TeJeCHaTa Maca TpsioBa Ja ce Onpe/iesii Bb3MOXKHO Haii-
TOYHO.

10. CBBET 3A ITIPABUJIHOTO INPUJIATAHE HA ITPOJAYKTA

11. KAPEHTHHU CPOKOBE

KapenTHu cpokose:

Meco ¥ BbTPEIIIHU OPraHu:

IIpacera (mpacenria): 77 mHU.

l'oBena (Tenera): 63 qw.

He ce paspemasa 3a yrnorpeda npu )KMBOTHH, YHETO MIISIKO € MPEIHA3HAYCHO 3a KOHCyMaIlHs Xopa.

‘ 12. CHELHUAJIHU YCJOBUS 3A CbXPAHEHHUE
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CnenuajHu YcCi10BUA 32 CbXpaHCHUE
I[a CC ChbXpaHsdBa JaJIed OT Horjiea U1 Ha HCAOCTHIIHU 3a J€1a MECTa.

Tozu BETCPUHAPCH JICKAPCTBECH MPOAYKT HE NU3MCKBAa HUKAKBH CIICHHUAJIHU YCJIOBUS 34 CbXPaHCHUEC.

13. CHELHWAJIHM NPEAINTA3HU MEPKMU ITPU YHUILIOKABAHE

CrnenuajHu npeana3Hy MEPKH NPU YHUIIOKABAHE

BerepunapHuTe JIeKapCcTBEHU POIYKTH HE TPsIOBa a ObJaT U3XBHPISTHH Ype3 OTMaIHU BOIU UIH
OWTOBM OTHAIBIIH.

N3znomn3Baiite mporpamMu 3a BpbIIaHe IPY YHAIIOKABAHETO HA HEU3ITOI3BAHN BETEPUHAPHU
JIEKapCTBEHU IIPOAYKTH HIIH OCTATBIN OT TSX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCUUKHU MPHJIOKMUMHU HAlIMOHAHU CUCTEMH 3a chOupane. Te3n MepKH 11e
MIOMOTHAT 3a Ola3BaHE Ha OKOJIHATA CPeAa.

[lonmraiiTe Bamms BeTeprHapeH ekap Kak Ja YHUIIOKUTE HEHYKHU BETepUHAPHU JIEKAPCTBEHH
MIPOJYKTH.

14. KIIACU®OUKALINSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU

Knacmbmcaunﬂ Ha BCTEPUHAPHUTE JIEKAPCTBEHU IPOAYKTH
)Z[a CC OTITYCKa CaMO II0 JICKApPCKO MpEAIrMCcanune.

15. HOMEPA HA PAPEHIEHUETO 3A TBbPTOBUA U PASMEPU OITAKOBKHA

0022-2518

Pa3zmepu onakoBku

Kaprounena kytust ¢ 1 ¢uakon or 100 ml

Kapronena kytust ¢ 1 ¢akon ot 250 ml

Byrunka 1 L

®nakon ot 250 ml

He Bcuuku pazmepu Ha omakoBKaTa MoraT Jia ObJaT Npeaiarany Ha rna3zapa.

16. JATA HA TIOCJIEAHATA PEJAKIIUA HA ETUKETA

JlaTa Ha nocJieAHaTa peJaKIHs Ha eTHKeTa
11/2024

[MonpoOHa nHMOpMans 3a TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nannu Ha Chro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

17. JAHHMU 3A BPB3KA

Jdannm 3a Bpb3Ka

[IputexaTen Ha pa3pelIeHUETO 3a ThPrOBHS U JaHHHU 33 BPB3Ka 34 ChOOIaBaHe HA MPEANOIaracMu
HEOJIArONpHUATHH PEAKIUH .

Cea Anuman Xent bearapus EOO/,

Codus 1113 yn. Enemar Ne 26, Bx. b, am. 1

415


https://medicines.health.europa.eu/veterinary

Ten.: +800 3522 11 51
E-mail: pharmacovigilance@ceva.com

[IpousBoanTEN, OTTOBAPSIII 33 OCBOOOKIABAHETO HA MAPTHIH!
Ceva Santé Animale, 10, av. de La Ballastiére, 33500 Libourne, France.

18. JAOIIBJIHUTEJITHA UHOOPMALUA

JdonbanuTtenna nuudpopmanus

Bausinue BbPXy OKOJTHATA cpeaa

['maBHUAT METa0OIUT HA TONTPa3ypHUIIa, TONTPa3ypw cyJihoH (TOHA3YPHII) € TIOKa3all, ue €
€HOBPEMEHHO TEeP3UCTEHTEH (TTOYKUBOT HaJ 1 ToaMHAa) 1 MOOWIIEH B TTOYBaTa M UMa
HEOIaronpuaTHH eeKTH BbPXY pacTeka U MMosiBaTa Ha pacTeHHSTA.

CBOICTBOTO Ha TIOHA3YypHJIA JIa TIEP3UCTUPA MOXKE TPH MOBTAPSIIO CE pa3NPbCKBAHE HA TOPA OT
TpETHPaHU KUBOTHU J1a JIOBEJIC IO aKyMYJIAIUs B I0YBaTa M ChOTBETEH PUCK 3a PACTECHUSATA.
AKyMynanusaTa Ha TIOHa3ypuiIa B TTOYBATa 3a€IHO ChC CBOMCTBOTO MY J1a O'bJie MOOHIIEH MOXKE CHIIIO
Taka Ja JOBEJE 10 3aMbpCsBaHe Ha MOANOYBEHUTE BoAM. Bikre chio T. 6 ,,[IpoTrBOmoOKazanus® u T.
7 ,,CrenuaiHu npeana3Hyd MEpPKH 3a 3allliTa Ha OKOJHATa cpea‘.

19. HAJAIIMCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIIMHCKA YIIOTpeOa.

20. CPOK HA TOJHOCT

Exp.: {mm/rrrr}
Benusx 0TBOpeH, U3MON3BaliTE B paMKUTE Ha 6 Mecela Mpean /]

[21.  TAPTHJIEH HOMEP

Lot: {Homep}

H Recoverable Signature

X

A-P KPACUMWP 3/TIATKOB
ANPEKTOP HA ANPEKLINA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV
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