NHOOPMAILUSA, KOATO CE U3IINCBA BBPXY IIBPBUYHATA OITAKOBKA —
KOMBHUHUPAH ETUKET U JINCTOBKA

Inacrmacoputyoumo 1L, 2L ns5S L

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

DOUVISTOME / 1IOBUCTOM
IlepopanHa cycrneH3us 3a roBeza, OBLE U KO3H

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bceku 1 ml cpappxa:

AKTHBHO BeIlleCTBO:

Oxyclozanide 34 mg
HOMOHIHI/I BeEIEeCTBA:

Methyl parahydroxybenzoate 1.35 mg
Propyl parahydroxybenzoate 0.15mg
Sodium metabisulphite 1.00 mg

Excuunuentu: go 1 ml

[Tepopanna cycnieH3usl.
CaeTsioOKpeMaBa 10 KpeMaBa Ha IIBSIT CyCIICH3HS Clie/l pa30bpKBaHe.

3. PASMEP HA OITAKOBKATA

1L
2L
5L

4. BUJOBE )KUBOTHMU, 3A KOUTO E IIPEJJHA3ZHAYEH BJIII

I'oBena, OBILIE U KO3H.

5. TEPAIIEBTUYHU ITOKA3AHUSA

Iloxa3zanus 3a ynorpeda

T'oBena, oBile U KO3H:

- TeyeHne ¥ KOHTPOI Ha (acronosa (Fasciola hepatica, Fasciola gigantica) u mapamducromaTosa
(Paramphistomum spp.);

- CJIMMUHHUPAHC CCTMCHTUTE Ha IIJIOCKUTE IMapa3nuTH.

| 6. TPOTMBOTIOKA3AHMSI

IIpoTuBONOKA3aHUA
Jla HE ce M3Mmo3Ba MPU CBPHXUYBCTBUTEITHOCT KbM aKTHBHOTO BEIISCTBO MITH KBM HSIKOE OT IIOMOIITHUATE
BEILECTBA.



7. CIIEIMAJIHU TPEAYHPEXKJIEHU A

CneuuaJiHu npeaynpexaeHust
CrenuanHu NpeaynpeskIcHus:
Hsama.

Crenuaany Opeana3sid MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE )KUBOTHH, 34 KOUTO €
npexHazHadeH BJIIT:

TenecHara Maca Ha >KUBOTHHTE TPsOBa 1a Oble onpeeicHa Bb3MOKHO HAl-TOTHO TIPEIH
W3YUCIIIBAHETO HA J103aTa.

CrenuanaHy OpeAna3Hu MEPKH, KOUTO TpsAOBa Ja B3eME JULETO, IPUJIAraiio BeTepUuHAPHUS
JIEKAPCTBEH MPOJYKT Ha )KMBOTHUTE!

N30srBaiiTe KOHTaKT ¢ KoxkaTa. [Ipu cioydaliHo paznuBaHe BEPXY KO)KaTa U3MHUITE OOMITHO C BOJA.
W3muiiTe ppueTe cH cie NpuiiaraneTo Ha MpoayKTa.

I1pu cnyuaiino normeinaHe, He3a0aBHO Jja ce MOTHPCU MEIULIMHCKH ChBET, KaTo Ha JIeKaps ce
IIPENOCTAaBU €TUKETA HA IIPOAYKTA.

CrenmanHy npeanasHi MEPKH 3a 3aI1UTa Ha OKOJIHATA Cpenia:
He e npunoxxumo.

BpeMeHHOCT:
Moske 1a ce mpuiiara 1o BpemMe Ha OpeMeHHOCT. JIJabopaTopHUTE POyYBaHUS IPU BUIOBETE

JKHBOTHH, 32 KOUTO € IpenHasHadyeH BJIII, Hamupaliuy ce Ha pasiMuHu CTaAUK OT PENPOLYKTUBHHUS
VKB HEe TIOKa3BaT HUKAKBHU JJOKA3aTEJICTBA 33 TEPATOr€HHOCT, (PETOTOKCHIHOCT WIIM OTPHLIATEITHU
edexTr BppXy (HepTUIHOCTTA.

BsanMozelicTBre ¢ Ipyru BETeprHAPHU JIEKAPCTBEHU IPOAYKTH U APYTHA GOPMH HA B3aNMMOJIEHCTBHE:
He ca u3BecTHH.

IIpeno3upane:
[Ipemo3upaneTo ¢ OKCHKIIO3aHHT BOJIU JIO JIUTICA HA alleTUT, TUapHs U 3ary0a Ha TerJio.

OCHOBHH HECHBMECTHMOCTH.
He ca u3BecTHH.

8. HEBJIATOITPUATHU PEAKLIUN

Heb6naronpusitau peakumuu

T'oBena, oBie, KO3WU:

C HeonpezeseHa YecToTa AHoOpekcus, anaTus, THaApus

(He Moxe 1a ObJie onpezeseHa ¢
HAJTMYHUATE JTaHHU):

Cpo0mraBaHeTo Ha HEOIATONPUSATHU PEAKITHN € BaXKHO. ToBa MO3BOJIsBAa HEMTPEKHCHAT MOHUTOPHUHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eneXuTe HIKaKBU HEOIAroNpHUsITHA PEAKINH, BKIIOYHTETHO U
TaKWBa, KOUTO HE Ca OMUCAHU B TO3M €THKET WJIM MUCJIUTE, Ye BETCPUHAPHHUS JICKAPCTBEH MPOAYKT HE
JieiicTBa, CBbPXKETE ce MBPBO ¢ Barms BeTepuHapeH jiekap. MoxeTte ChIIo J1a Cho0IaBaTe
HeOJIaroMpHUATHH PEAKITUK Ha MIPUTEKATEISA Ha Pa3pEICHUETO 3a ThPTOBUS WM MECTHUS
NPECTABUTEN HA MPUTEKATEIIS Ha Pa3pelleHUETOo 3a ThProBUs, KATO U3MOJ3BATE JAHHUTE 32 KOHTAKT
Ha TO3M €THKET WK upe3 Barrata HalioHaimHa ciuctema 3a cboobiiaBane: hitps://kvmp.bfsa.bg.



https://kvmp.bfsa.bg./

‘ 9. JO3UPOBKA 3A BCEKHM BU/JI )KUBOTHO, HAYUH U METO/ HA ITPUJIAI'AHE

Jl03upoBKa 32 BCeKH BH/ ;KUBOTHO, HAYMH ¥ METOJ HA MPUJIaraHe
HauwH Ha npuiokeHue: IepopaHo.
[penopbuBa ce ciieHaTa cXeMa Ha MPHIOKCHHUE:

I'oBena: 10 mg oxyclozanide/kg tenecna maca (t.m.) wiu 3 ml ot mpoaykra Ha 10 kg T.M. Ha egHO
npuiarane. MakcumaiHaTa j103a ot 3,5 ¢ okcukiIo3aHu Ha xuBoTHO Wi 100 ml ot mpoaykTa He

TpsIOBA Ja ce MPEBUIIIaBA.

OpueHTrpoBBYHE 1031 Ha Douvistome 3a rosea:

Tenecna maca Jo3upoBka
Ot 50 mo 350 kg 15 ml/50 kg t.m.
Hax 350 kg 100 ml/xuBoTHO

Osgue u ko3u: 15 mg oxyclozanide/kg T.m. wau 4.5 ml ot mpoaykTa Ha 10 Kg T.M. Ha efHO mpuiarase.
Makcumannata f03a ot 0,68 g okcukimo3anua Ha )HBOTHO vk 20 Ml ot mpoaykTa He TpsAOBa 1a ce
[PCBHIIIABA.

OpuenTupoBbyHH 1031 Ha Douvistome 3a oBiie u Ko3u:

TesnecHa maca Jo3upoBka
o 15 kg 5 ml/xuBoTHO
Ot 15 mo 30 kg 10 ml/xuBoTHO
Ot 30 mo 45 kg 15 ml/x&uBoTHO
Hap 45 kg 20 ml/>kuBOTHO

3a sieueHue Ha napamducromaTosa konuuecTBoTo DOUVIStome ce nzdncisiBa CTPUKTHO Ha KQ T.M. ipu
mo3a 10 mg oxyclozanide/kg T.m. 3a roBeaa u 15 mg oxyclozanide/kg t.m. 3a oBIie 1 K0O3H.

10. CBBET 3A IPABUJIHOTO INPUJIAT'AHE HA ITPOJAYKTA

CobBer 3a NMPAaBUJIHOTO IpUWJIaraHe Ha IMpPoaAyKTa

He ce crasBa auera npeau u cien nedenneto. Jla ce paskiamia qo0pe npeau ynorpeoda.

11. KAPEHTHH CPOKOBE

KapenTHn cpoxoBe

I'oBena:
Meco u BbTpelHy opraiu: 13 nHu.
Misiko: 108 gaca (4,5 nam).

Osue:
Meco u BbTpelIHu opraiu: 14 nxu.
Mnsako: 7 nau.



Kozn:
Meco u BbTpelIHu opranu: 14 nxu.
Misiko: 7 nHH.

12. CHELHWAJIHU YCJIOBHUSA 3A CbXPAHEHHUE

CrnenyaJ Hu yCJIOBHS 32 CbXpPaHeHue
[a ce cpxpaHsBa naned OT NOIJIeAa M HAa HEAOCTHIIHM 32 Jiela MecTa.

[la He ce chxpaHsBa npu Temreparypa Haxa 25 °C.

13. CHEIWMAJIHU IPEJAITASHU MEPKH ITPU YHUIIIO’)KABAHE

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPSAOBa J1a ObJaT U3XBBPIISHHU UPe3 OTIIaIHU BOJIU HITU
OUTOBHU OTMAIBIIH.

N3non3paiiTe nporpamMu 3a BpbIIAHE NPH YHUILIOKABAHETO HA HEU3IIOI3BAHU BETEPUHAPHU
JIEKaPCTBEHHU MPOJAYKTH WUITM OCTAThLHU OT TSAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOAATEJICTBO M C BCHYKH MPIIOKAMHU HAIIMOHAIIHU CHCTEMH 3a chOupaHne. Te3n Mepku e
IIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPEJa.

14. KIACH®UKAIIUSA HA BETEPUHAPHUTE JJEKAPCTBEHU MPOAYKTHU

Kunacupukanus Ha BeTepMHAPHUTE JIEKAPCTBEHU NPOAYKTH
Ja ce oTmycka camo II0 JIEKapCKO MpeIcaHue.

15. HOMEPA HA PASPEHIEHHUETO 3A ThbPI'OBUA U PASMEPH OITAKOBKH

Pazpemenne 3a Toprosust Ne 0022-1644.
Pa3smepu onakoBku
[TnacramacoBu TyOou 1o 1, 2 1 5 L ¢ BUHTOBa Kalayka OT MOJMIPOIMIICH U 3aredaTBal] MpbCTeH OT

IIOJIMCTHUIICH.

He Bcuuku pa3mepu Ha ONaKOBKaTa MOT'aT jJa ObJaT MpejjiaraHy Ha masapa.

16. JATA HA NOCJIEJHATA PEJAKLUSI HA ETUKETA

JIaTa Ha nmocjeaHaTa peaaKkiuus Ha €ETUKETa

06/2025

Ho;[p06Ha I/IH(bOpMaLII/ISI 3a TO3U BCTCPUHAPCH JICKAPCTBCH NPOAYKT MOXKE J1a HAMCPUTC B basata JaHHH

Ha Crro3a otHocHO nipoayktute (https://medicines.health.europa.eu/veterinary)

17. JAHHH 3A BPB3KA

JdanHu 3a Bpb3Ka


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

HDI/ITC)KaTeJI Ha pa3pCIIcHUCTO 3a THhProBUA U IaHHU 34 BPH3Ka 3a CT>O6HIaBaHe Ha ImpearojgaracMmn
He6J‘IaFOHDI/IHTHI/I PECAKIINU.

Ceva Santé Animale

8, rue de Logrono

33500 Libourne

France

Ten.: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

HDOI/I3BOIII/ITCJ'I, OTTrOoBapAIll 3a OCB060)KI[aBaHeTO Ha IapTHUau.
Ceva Sante Animale, ZI Tres le Bois, Loudeac, France

Mecren npencrasuten. Cera Aunman Xent bearapus EOO/I, E-mail: cevabulgaria@ceva,com

‘ 18. JONbJIHUTEJHA UHO®OPMALUA

JonbaHnTe/IHA HHpOpMALHA

‘ 19. HAJAIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIINHCKA yIOTpeoa.

‘ 20. CPOKHATOJHOCT

Exp: {mm/rrrr}

CpOK Ha rOAHOCT CJICA IIbPBOTO OTBAPAHC HA OIIAKOBKATA: 3 Mecena.

| 21. MAPTHMJIEH HOMEP

Lot {Homep}

18.7.2025 .

X

A-P KPACUMWP 3/TATKOB
OWNPEKTOP HA ANPEKLNA KB/
Signed by: KRASIMIR YANKOV ZLATKOV




