INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

ZOLVIX 25 mg/ml nepopaiieH pa3TBoOp 3a OBLE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BeLIECTBO:
Enua ml ceappka 25 mg monepantel.

IToMolIHY BelecTBa:

KadecTBeH ChCTaB HAa MOMOIIHHUTE BelleCcTBa U APYIruTe CbCTaBKH

RRR-a-Tokodepon

bera-kapoTun

[MapeBuyHO Macio

HpOHI/IHGH TJIMKOJ

Maxkporoariauueposa XuaApoKkcucTeapart

[Tommcopbar 80

[IpomnuneH TIMKOI MOHOKANIpHJIAT

HpOHI/IHGH TJIMKOJI AUKAIIpUJIOKaIpaTr

OpamxeB, OUCTBP MIepopajeH pa3TBop.

3. KJIMHUYHA UHOOPMAILIUA
3.1 Bupose ’XKHBOTHM, 32 KOUTO e MpeaHa3Haved BJIIT

Oslie.

3.2 Iloka3anus 3a ynorpeda 3a BCeKM BUJ *KUBOTHH, 32 KOHMTO € peAHA3HA4YeH NPOAYKTbHT

ITepopannust pa3tBop ZOLVIX € MIUPOKOCIEKTHPEH AaHTUXEIMUHTEH MPOIYKT 3a JIeYCHHE Ha
TaCTPOMHTECTUHAIIHA HEMAaTOJHU OMNAapa3uTSABAHUS W CBBP3AHUTE C TAX OOJIECTH IO OBIIETE,
BKJIFOYUTEITHO TIPU arHeTa, IIWJIeTa, OBIE ¥ OBHH 3a Pa3IUIo.

CrekTspbT Ha JeHCTBHE BKIIFOYBA JIAPBUTE OT YETBHPTH CTAANN U Bb3pacTHUTE (hOpMH Ha:

Haemonchus contortus*
Teladorsagia circumcincta™
Teladorsagia trifurcata*
Teladorsagia davtiani*
Trichostrongylus axei*
Trichostrongylus colubriformis
Trichostrongylus vitrinus
Cooperia curticei

Cooperia oncophora
Nematodirus battus
Nematodirus filicollis
Nematodirus spathiger
Chabertia ovina




| Oesophagostomum venulosum
* BKITIOUUTEITHO UHXUOUPaHH JapBU

3.3 IIporuBomoka3zanus

Hama.

3.4 Chnenuajanu mpeaynpesxxaeHust

He e ycranoBena edukacHocTTa Ipu oBlLe ¢ TenecHa Maca mox 10 kg.

Henyxnata ymoTrpeba Ha aHTHHApa3WTHU CpPEACTBA WM yIOTpeda, KOATO Ce€ OTKIOHSBA OT
nHCTpyKIuuTe, mocodern B KXII, Moxke ma yBeawmdn BepOATHOCTTA OT Pa3BUTHE HA PE3UCTEHTHOCT U
Jla IoBeZie 10 HaMmaleHa euKacHOCT. PemeHneTo 3a n3noi3BaHe Ha MPOYKTa TPSIOBaA J1a ce OCHOBaBa
Ha OMNpENCNIsIHE Ha BHJIOBETE MApa3uTH M CTEINEHTa Ha OMNAapa3sUTeHOCT WM HAa pHUCKA OT
ormapa3uTsaBaHe, 000CHOBaH OT CMHUIEMUOJOTHYHUTE OCOOSHOCTH 3a BCSIKO CTAJIO.

[loBTapsmara ce ymorpeda mpe3 MpOIBIDKUTEICH TeprUol OT BpeMe, 0COOEHO KOraTo e HM3MOJI3BaT
BEILIECTBA OT €AMH U ChII KJac, MOBUIIABA PUCKA OT Pa3BUTHE HA pe3ncTeHTHOCT. Ilonabpxkanero Ha
MOAATIMBA MOMyNalus OT Hapa3suTH B CTAOTO € OT ChILIECTBEHO 3HAUYCHHE 33 HAMAJIIBAHE HA TO3U
puck. TpsOBa na ce M30sTBa CHCTEMHO TMEPHOIMYHO TPETHpaHE Mpe3 ONpelesieHH WHTEpBald U
TpeTHpaHe Ha LAJIO0TO CTago. BMecTo ToBa, ako € BB3MOXKHO, TPsIOBa Jja ce TpeTupar camo u30paHu
OTJICJTHN KUBOTHHU WM MOATPYIM (HACOYEHO CENIEKTUBHO TpeTupane). Toa TpsOBa na ce KoMOMHUpA
C TTOAXOJISIIN YCIOBUS Ha OTIJIEKIaHEe W YIIpaBIIEHHE Ha MMacuIara. 3a BCAKO OTAEITHO CTaao TpsOBa
J1a C€ MOTBPCAT NPENOPBKHU OT OTTOBOPHUS BETEPUHAPEH JIEKap.

OTKpUTH ca U30JIMPaHH CIy4au Ha Pe3UCTEHTHOCT KbM monepantel B EBponelickust cbio3.

Ilpu ymoTtpebaTa Ha TO3M MPOAYKT TpsOBa Ja ce B3eMe MpPEJBHJI MecTHaTa HHpoOpManus 3a
YyBCTBUTEIHOCTTA Ha LIEJIEBUTE MTAPa3UTH, KOI'aTO MMa TaKaBa.

3a ma ce 3a0aBM pa3BUTHETO Ha PE3UCTEHTHOCT, CHBETHT KBbM IIPWIIATAIlUTE NIPOAYKTa € Ja
MpOBEpsBAT ycIexa Ha JICYCHUETO (Hamp. KIMHUYHM MPU3HAIM, OpOi Ha sillaTa B U3IPAKHEHUATA).
IIpenopbpuBa ce JONBJIHUTENHO M3CIEIBAHE HA CIIy4yauT€ Ha IOJ03UpPaHa PE3UCTEHTHOCT, KAaTO Ce
W3II0JI3Ba MOAXOJSIT JUATHOCTHYCH METOH (HaIlp. TECT PETHCTpHUpal] HaMalsBaHETO Ha Opos Ha
napasuTHUTe sima). Korato pesynrature oT TecToBeTe MpeAoIaraT 3HaYUTEIHAa PE3UCTEHTHOCT KbM
OTIpe/ieTieH aHTUXEJIMHHT, CIIe[iBa Jla Ce M3MOJI3BAa AaHTUXEIMHUHT OT JAPYT (apMakOJIOTHYEH KIac C
pa3iuyeH HAUMH Ha JAeUCTBUE.

CnyanTe Ha MOTBBbPJACHA PE3UCTCHTHOCT Tp)l6Ba Ja C€ JOKJIaABAaT Ha MPUTEIKATCIIA Ha Pa3pCIICHUCTO
3a TbProBUA UJIKW HA KOMIICTCHTHUTC OpPraHu.

3.5 CrheuunajHu Mpeana3sHd MePKH MpH ynorpeda

CrenuaiaHy Npeana3sHd MEPKH 3a Oe3omacHa ynoTpeba IpH BUIOBETE )KUBOTHH, 3a KOUTO €
npegHaszHaueH BJIIT:

BesomacHocTTa HE € yCTaHOBEHa TP OBIIC C TelecHa maca mo-manka oT 10 kg wiu Ha BB3pacT mo-
MAaJIKO OT JIBE CEIMHMIIH.

CrenuaiaHy npeana3Hyd MEPKHY 3a JIMLATa, IpUIarally BETEpUHAPHUS JIEKAPCTBEH IPOAYKT Ha
JKMBOTHHTE:

WMHIUBHIIyaTHOTO TIpEeAIIa3HO 000pyABaHE, CHCTOSIIO ¢ OT PHKABHUITH, TPSIOBa a ce HOCH, KOTaTo ce
paboTH ¢ BETEPUHAPHUS JICKAPCTBEH MPOAYKT.

[Ipu caywaitHo pasnuBaHe BHPXy KOXara WiIM B O4YWTe, He3abaBHO na ce m3Mmue ¢ Boma. Jla ce
chOJeKaT BCHUYKH 3aMBPCEHU C pa3TBopa japexu. [Ipu ciywailHO TOTNIBIIAaHE, HE3a0aBHO Ja Ce
MOTHPCU METUIIMHCKU CHBET, KATO Ha JIEKaps Ce MPEJOCTaBU JMCTOBKATA WM €TUKETA Ha MPOIyKTa.




[a He ce sine, nue Wi MyIy Opy padoTa ¢ TO3K BETEPUHAPEH JEKapCTBEH NpoayKT. M3muiite priere
CH U M3JIO’KEHATa Ha JOMHUP KOXKa CIIe/ HIPUIAraHeTO Ha TO3U BETEPHHAPEH JIEKApCTBEH MPOIYKT.

CrenmanHu OpeanasHy MEpPKH 3a 3aIlldTa Ha OKOJIHATa cpejia:
He e npunoxxumo.

3.6 HeOnaronpusiTHH peaKnun
Osgrie: He ca u3zBectHH.

Cro0maBaneTo Ha HEOIArONPUATHHI PEAKIIUK € BaxkHO. ToBa MO3BOJIsIBA HEMTPEKhCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH MpoayKT. ChoOIeHuATa TPSOBA Ja ce N3MpaIar, 3a
MMpeANOYUTaHe Ype€3 BETCPUHAPCH JICKAp, UJIW Ha MMPUTCIKATEIA Ha PA3pCHICHUETO 3a THProBuUsl, UJIM Ha
HaI[MOHAIHHS KOMIIETCHTEH OpTaH Ype3 HallMOHaTHATa CUCTeMa 3a ChoOIaBane. Bukre chio Touka
16 oT aUCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAIUS UJIH sTiillEeHOCEHe

BbpeMeHHOCT U JIaKTaIus:
BerepuHapHUAT NeKapCTBEH MPOAYKT MOXKE JIa C€ Mpuiiara npyu OpEMEHHH U JIAKTUPAIIU OBIIE.

3aII011€MOCT:
BerepuHapHUAT JEKapCTBEH MPOIYKT MOXKE Jla C€ Ipujiara Ipy OBIIE 3a PAa3ILION.

3.8 B3aumoaeiicTBHe ¢ IPYrd BeTEPUHAPHU JIEKAPCTBEHU NMPOAYKTH U APyru ¢popmu Ha
B3auMO/JelicTBHE

He ca u3BectHu.
3.9 HayuH Ha NPpUJIOKEHHe U JO3HPOBKA

Jo3zara e 2,5 mg monepantel/kg TenecHa maca.

BerepunapHuAT JneKapcTBEH NPOAYKT c€ Ipwiara egHokpatHo. IIpu ompeneneHu yciaoBUs
TpeTHpaHeTo MOXKe Ja ce moBTopu. HeobxommmocTTa M 4yecToTara Ha MOBTOPHO(M) TpeTHpaHe(us)
TpsOBa Jla ce OCHOBaBaT Ha MpoQeCHOHATHO MHEHHE, KaTo TpsOBa Ja ce B3eMaT MpeABH] MECTHATa
CNMIEMUOJIOTHYHA CHTyallusi W HauyuHa Ha OTIrJexaaHe Ha xuBoTHuTe.lIpemoppuntenHo e
BETEPUHAPHUAT JICKAPCTBEH MPOAYKT Jja HE C€ M3II0JI3BA [IOBEYE OT /IBAa IIbTHU B €IHA TOJIUHA.

[Ipunaraneto Ha mMO-MajKa J03a MOXE Ja JOBele [0 HeedekTmBHAa ymnorpeba W MOXe Ja
OaronpuATCTBA Pa3sBUTHETO Ha PE3UCTEHTHOCT. 3a Jla cé OCHTYpH IpaBHWJIHA J03a, TelecHaTa maca
TpsiOBa J1a ce ompeaend BB3MOXKHO Hail-rouHo. IIpu rpymoBo TpeTupane, TpabBa Ja ce Ch3magaT
XOMOTEHHHU TPYIIM ¥ BCHYKH JXUBOTHH OT JajieHa Tpyma TpsOBa Aa OBJaT TpeTUpaHH C J03aTa
orpesieNieHa 32 Hal-TeKKOTO )KUBOTHO.

[IpenopbyBa ce M3NOI3BAHETO Ha MOAXOAALIO KaTHOpUpaHO U3MepBaTeIHO oOopyaBaHe. ToyHOCTTa
Ha JIO3MPAIOTO YCTPOICTBO TpsIOBa a O'bJie MpoBepeHa BHUMATEITHO.

3a ma ce OCUTypH IBJIHOTO IOTJIBIIAHE HA TO3M MalbK O00EM pa3TBOp, MpHIIAraiTe MNepopasiHO, B
OCHOBaTa Ha e3uKa. J{031paIoTo ycTpoicTBO TpsiOBa J1a ObJie MOYUCTEHO Clies ynoTpeoa.

Tabnuia 3a go3upane:

Tenecna maca, kg Jlo3a, ml
10-15 1,5

16 - 20 2
21-25 2,5




26 - 30 3

31-35 3,5

36 -40 4

41 -50 5

51-60 6

61-70 7

>70 1 ml 3a Bcexku mombiHUTERHHA 10
kg

3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPUJI0KMMO — NPOoUeIypH Ha AelicTBHe IPH
CIHELIHHU CIYy4Yau U AHTHI0TH)

He ca naGnogaBaHu HeOIAronpUsTHU PEAKIMU TIPH AECETOKPATHO MPEBUIIABAHE HA 103aTa.

3.11 Cneuuajnu orpaHUYeHHs 32 ynoTpeda U ceNMaJIHU YCJI0BHUS 32 yNOTpeda, BKJIAIYUTETHO
OrpPaHNYeHMA 32 ynoTpeb6aTa HA AHTUMHUKPOOHHM M MPOTHBONAPA3ZMTHH BeTePUHAPHH
JIeKapCTBeHH! NMPOAYKTH, C [eJI 1a ce OTPAHUYH PHCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHHU CpOKOBe

Meco u BbTpEUIHU OPraHu: 7 AHHU.
He ce paspemasa 3a ynorpe6a mpu >KUBOTHH, YHETO MIISIKO € IPEAHA3HAUYEHO 332 KOHCYMAIHs OT X0pa.

4. DAPMAKOJIOIT'NYHA UHOOPMALIUA
4.1 BerepuHapen JiekapcTBeH anaTtomo-TepaneBTu4eH koa (ATCvet Code): QP52AX09
4.2 dapmakoIMHAMHUKA

Monepantel ¢ aHTUXEIMUHTHA CyOCTaHIMs, NPUHAUICkKAIIa KbM Kiaca Ha aMUHOAIETOHUTPUI
nepuBaTHUTe (AAD) momexkymm. Monepantel oka3Ba cBoeTo meficTBHE BBHPXY crenuduaHara 3a
Hemaroaute cyOemuHuna Hco-MPTL-1 Ha HHKOTMHOBHTE aleTHIIXOJIMHOBU pelentopu. Toa e
IBPBOTO OINKCAaHO OWOJIOTMYHO BB3JeicTBHEe BBbpXy penentopa Hco-MPTL-1 u mopagm ToBa
Monepantel e ehekTUBEH Cpelly HEeMaTOaU, PE3UCTEHTHH KbM JPYTd aHTUXCIMUHTHH KIIaCOBE.

ZOLVIX noxka3sBa, ye € eekTuBeH cpelly M30poeHuTe B T. 3.2 BUAOBE CTOMALIHO-UYPEBHU Napa3uTH,
PE3UCTEHTHU KbM (IIP0)OCH3MMHUIA30JIH, JIEBAMH30J, MOPAHTEJ, MAKPOUUKIMYHY JIAKTOHU U ILIaMOBE
Ha H. contortus, pe3sUCTEHTHU KbM CaIMLIAHWINAU. B nombiHeHue, 1abopaTOpHUTE HMPOYYBAHUS
MOKAa3BaT, Y€ TO3W MPOJYKT € €PEeKTHBEH M CPElly JIapBH B YETBHPTHU CTaiaui oT Buaa H. contortus,
IpU KOUTO KOMOMHAIMTA OT a0aMEeKTHH C AEPKBAHTEN He € e(eKTHUBHA.

4.3 @apmMakOKMHETUKA

IIpu mepopanen mpuem, monepantel HaITBJIHO ce pe30pOUpa M OKUCISABA A0 CYI(POHOB METaOOJIHT.
[TukoBU KOHIIEHTpAIMK B KPBBTA CE IOCTUTAT B PAMKHUTE Ha equH jaeH. Ciiesl TOBa KOHIEHTPAIUATA B
KPBBTA CIaja C MOJY>KMBOT OT OKOJIO 5 aHU. Exckpenusara e npequMHo ¢ (HEeKaauuTe, HO ChIINO U C
ypuHara. EdukacHOCTTa Ha JIEYCHUETO HEe 3aBUCH OT TOBA JIAH KUBOTHOTO € XPAaHEHO WM HE MpeIu
WM HETIOCPEICTBEHO CJIC]I JICUYCHUETO.

5. DPAPMANEBTUYHU JAHHA

5.1 OcCHOBHHM HECHBMECTHMOCTH



[Ipu nunca Ha JaHHU 32 CHBMECTUMOCT TO3H BETEPHHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa a Oble
CMECBaH C APYI'¥ BETEpUHAPHU JIEKAPCTBEHU IIPOYKTH.

5.2 Cpoxk Ha rogHoct

Cpok Ha TOAHOCT Ha KpailHUs BeTepUHAPEH JeKapCTBEH MPOIYKT: 3 TOAUHU.

Cpok Ha TOOHOCT ciell IbPBO OTBapsHE Ha MbPBUYHATA OMAKOBKA: 1 ToAMHa.

5.3 Crhenuannu yci10BHA 3a CbXpaHeHHe

To3u BeTepHHApEH JIEKapCTBEH NMPOIYKT HE N3NCKBA HUKAKBH CIIEIIUAIIHU YCIIOBHUS 32 CbXPaHEHHE.
5.4 Buau cbhbcTaB HA MbPBUYHATA ONIAKOBKA

ByTtunku ot dyopupan nonueruieH ¢ Bucoka mabTHocT (HDPE) ¢ nonunponuienoBu kanauku.
OnakoBKH: KapTOHEHA KyTHsl, Chabpikaiia 1 x 250 ml, S00 ml, 1 L, 2,5 L unu 5 L Oytuika.

He Bcruku pa3mepu Ha omakoBKaTa Morat Aa ObAar Npeajarany Ha nasapa.

5.5 CrhenuajaHu MepKH 32 YHHIIOKABaHe HA HEM3MOJI3BAHU MPOAYKTH MU OCTATHIM OT TAX

BerepuHapHuTE JIEKApCTBEHHU NMPOIYKTH HE TPsAOBa 1a ObJAaT U3XBBP/ISHHU YPE3 OTIAaIHH BOIH HIH
OUTOBU OTIIAIBIIH.

Wznon3Baiite nporpamu 3a BpblIaHe IPH YHUIIOKABAaHETO HA HEM3IOI3BAHN BETEPUHAPHHU
JIEKapCTBEHU NMPOIYKTH WM OCTaThIM OT TSIX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIaTEJICTBO U C BCHUKH HAI[MOHAIHU CUCTEMH 3a ChbOMpaHe, MPUIOKUMHU 332 ChbOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA INTPUTEXATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

Elanco GmbH

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs1
EU/2/09/101/002
EU/2/09/101/004
EU/2/09/101/006

EU/2/09/101/008
EU/2/09/101/010

8. JATA HA ITBbPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThPI'OBUSI

Jlata Ha MEPBOTO M3/1aBaHe Ha pa3penieHneTo 3a Thproeus: 04/11/2009

9. JATA HA HOCJIEJHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA

INPOAYKTA

{(MM/ITTT}



10. KJIACHOUKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITIPOAYKTHU

ﬂa CC OTIIyCKa CaMO II0 JICKapCKO MpEAINUCaHune.

ITonpo6Ha wHPOPMAITHS 32 TO3W BeTEPHUHAPEH JICKAPCTBEH MPOAYKT MOXE J1a HaMepuTe B 0azaTa
naHaK Ha Cpro3za oTHOocHO npoxykTute (https://medicines.health.europa.eu/veterinary).



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

NNPUJIIOXKXEHUE I1

APYI'N YCJIOBUS N UBNCKBAHUSA KbM PASPEHIEHUETO 3A ThPI'OBUSL

Hsama



NMPUJIOXKXEHUE I1I

ETUKET U JINCTOBKA



A. ETUKETHA
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NHOOPMAILIUSA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Kapronena kytus

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

ZOLVIX 25 mg/ml nepopaneH pa3TBop

2. KOJMYECTBO HA AKTUBHUTE BEIHLIECTBA

Enma ml ceappxka 25 mg monepantel.

3. PASMEP HA OITAKOBKATA

250 ml
500 ml
11
2,51
51

4. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHA3HAYEH BJIII

0):)1(]

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

IIepopanHo npunoXeHUe.

7. KAPEHTHHU CPOKOBE

Kapenren cpok:
Meco u BbTpELIHU OpPTaHu: 7 AHH.
He ce paspemasa 3a ynorpe6a mpu >KUBOTHH, YHETO MIISIKO € IPEAHA3HAUYEHO 32 KOHCYMAIHs OT X0pa.

| 8.  CPOK HA TOJIHOCT

Exp. {Mmm/rrTr}
Cren oTBapsiHe U3MOJ3Ball B paMKuTe Ha | ronuHa.

‘ 9. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAMIUCHT ,,JIPEJU YIIOTPEBA ITPOYETETE JIUCTOBKATA“

11



[Ipenu ynotpeba npodereTe IMCTOBKATA.

11. HAMIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEANULIMHCKA yIIOTpeoa.

12. HAMIUCHT “JA CE CbXPAHSBA JAJIEY OT IIOTJVIEJA U HA HEJOCTBITHU
3A JEIJA MECTA”

Ja ce cpxpaHsBa Jajed OT Iorjiena W Ha HeIOCTHITHH 3a JIella MecTa.

13. HUME HA IPUTEXATEJISA HA PASPEIIEHUE 3A ThPT'OBUS

Elanco GmbH

14. HOMEPA HA PABPEHIEHUETO 3A ThbPI'OBUS HA BJIIIT

EU/2/09/101/002 250 ml
EU/2/09/101/004 500 ml
EU/2/09/101/006 1 1
EU/2/09/101/008 2,51
EU/2/09/101/010 51

15. NAPTHIEH HOMEP

Lot {nomep}

12




HNHPOPMALIUA, KOATO TPABBA JIA BbJIE U3IIMCAHA BbPXY IIBPBUYHATA
OITAKOBKA

HDPE 0yTtnaxa

1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

ZOLVIX 25 mg/ml nepopanen pa3TBop

2. KOJINMYECTBO HA AKTUBHUTE BEIIECTBA

Enma ml ceappxka 25 mg monepantel.

3. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHA3HAYEH BJIII

OsBue

4. HAYNHU HA TPUJIOKEHHUE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

5. KAPEHTHHU CPOKOBE

Kapenten cpok:
Meco u BbTpELIHU OPTaHu: 7 JHH.
He ce paspemasa 3a ynorpe6a Ipu >KUBOTHU, YMETO MJIIKO € IIPEAHA3HAUYEHO 33 KOHCYMalUs OT X0pa.

| 6. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}
Crnen oTBapsiHe M3M0JI3Ball B paMKuTe Ha 1 ronuHa.

‘ 7. CIIEHHMAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 8. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Elanco GmbH

‘ 9. IHAPTUJAEH HOMEP

Lot {Homep}
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B. INCTOBKA
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JJMCTOBKA

1. HaumeHoBaHMe Ha BeTepHMHAPHUS JIEKAPCTBEH NMPOAYKT

ZOLVIX 25 mg/ml nepopalieH pa3TBoOp 3a OBIIC

2. CncraB

Enun ml ZOLVIX opaHkeB, OUCTBP NEpOPaICH Pa3TBOP ChAbpka 25 mg monepantel.

3. Bupose ;kMBOTHH, 32 KOUTO ¢ npegHasHaden BJIII
Osre.
4. Iloka3zanmus 3a ynorpeda

IlepopanHusaT pa3tBop ZOLVIX € IIHUPOKOCHEKTbPEH AHTUXEIMUHTEH MPOMYKT 3a JIEYEHUE Ha
TraCTPOMHTECTHHAJIHM HEMAaTOJHHU ONApa3UTSABAaHUS U CBBP3aHUTE C TAX OOJECTH IO OBIIETE,
BKJIFOUHUTEIHO IIPU arHeTa, IIMJIETa, OBLIE U OBHU 3a PA3IUIOL,.

CriekThpbT Ha ACHCTBHE BKIIOYBA JIAPBUTE OT YETBBPTH CTaIUH U Bb3pacTHUTE (POPMHU Ha:

Haemonchus contortus*
Teladorsagia circumcincta™
T. trifurcata™

T. davtiani*
Trichostrongylus axei*

T. colubriformis

T. vitrinus

Cooperia curticei

C. oncophora

Nematodirus battus

N. filicollis

N. spathiger

Chabertia ovina
Oesophagostomum venulosum
* BKITIOUUTEITHO MHXHOWPaHH JIAPBU

5. IIpoTuBonoKazaHus
Hsma.
6. CrenmaJiHu npeaynpe:RIeHus

CHC]_[I/IEUIHI/I OpEeAYTIPCIKIACHUA

HGHY)KHaTa yHOTpe6a Ha QaHTHUIIAPA3UTHU CPCACTBA HIIN yrIOTpe6a, KOATO C€ OTKIOHsABA OT
HWHCTPYKIUUTEC, TIOCOYCHU B K)(H, MOXKE 1a YBCJIIMYU BECPOATHOCTTA OT Pa3BUTHUC HA PE3UCTCHTHOCT U
Ja JOBECIC JO HaMaJiICHa Cq)HKaCHOCT. PemenueTo 3a u3moj3BaHe Ha IpoayKTa Tpﬂ6Ba Ja C€ OCHOBaBa
Ha OIpeAcIdHC Ha BHUAOBETC Mapa3uTH U CTCIICHTA Ha OIIapasUTCHOCT WJIM Ha PpHCKa OT
orapasuTsaBaHC, 000CHOBAH OT CITMACMHUOJIOTUYHHUTC 0COOEHOCTH 3a BCAKO cTano.
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[MoBrapsmiara ce ynorpeba mpe3 MPOABIDKUTEICH MEPUO OT BPEME, 0COOCHO KOraTo Ce HM3IMOJI3BAT
BEIIIECTBA OT €IMH M CHII KJIAC, TIOBHUINIABA PUCKA OT Pa3BUTHE HA PE3UCTEHTHOCT. [loabpikaHeTO HA
MOJIATJINBA MOMYyJalKs OT Mapa3uTH B CTAJOTO € OT CHIICCTBCHO 3HAYCHHE 32 HaMaJliBaHE HA TO3M
puck. TpsOBa na ce W30ArBa CHUCTEMHO IMEPHOIMYHO TPETUPAHE IMPE3 OIMPEICICHH WHTCPBAIH U
TpeTHpaHe Ha MSJIOTO CTago. BMecTo ToBa, ako € BB3MOXKHO, TPsIOBa J]a ce TpETHpaT caMo n30paHu
OTJIETTHHU XUBOTHHU WJIM TOATPYIH (HACOYEHO CEJICKTUBHO TpeTupane). Toa TpsOBa ga ce KoMOMHUpa
C MOJIXOJIAIIN YCIIOBHS HA OTIJICK/IaHE U YNPaBICHNUE HA MACHINATa. 3a BCIKO OTICIHO CTaa0 TpIOBa
Jia ce MOTHPCAT MPEMOPHKU OT OTTOBOPHHSI BETEPUHAPEH JIeKap.

OTKpHTH ca U30JMPAHH CIyyal Ha Pe3UCTEHTHOCT KbM monepantel B EBpormeiickus cpro3.

Ilpu ymoTpebaTa Ha TO3W NPOAYKT TpsOBa Ja ce B3eMe INPEIBHUI MECTHaTa HHGpOpManus 3a
YYBCTBUTEITHOCTTA HA [IEJICBUTE MApa3UTH, KOTaTO MMa TaKaBa.

He e ycranoBena epukacHocTTa mpu oBue ¢ TenecHa Maca nox 10 kg.

3a na ce 3a0aBM Pa3BUTUETO Ha PE3UCTEHTHOCT, CbBETHT KbM IOJI3BALIUTE IPOLYKTa € Aa IIPOBEPsBAT
ycrexa Ha JIe4YeHHeTo (Hamp. KIMHUYHYU MpU3HALM, Opoil Ha sifnara B usnpaxkHeHusTa). [Ipenoppusa
ce IONBJIHWUTEIHO H3CIEABaHE HAa CIy4YauTe Ha IOJO3MpaHa PE3HCTEHTHOCT, KaTo Ce H3I0JI3Ba
HOJXOAI JUArHOCTUYECH METOA (Hamp. TECT PerMCcCTpHpall HaMaIsiBaHETO Ha Oposl Ha Mapa3suTHHUTE
giiia). KoraTo pesynraTute OT TeCTOBETe IpeArojaraT 3Ha4HTeIHa PEe3UCTEHTHOCT KbM ONperesieH
AHTUXEJIMHHT, CleBa Ja C¢ HM3MOJI3Ba aHTUXEIMUHT OT ApPYr (apMakoJOTHUYEH KiIac ¢ pa3indeH
HauuH Ha JieiicTBueE.

Crny4anTe Ha IOTBBP/ICHA PE3UCTEHTHOCT TPSIOBA J]a ce JOKIABAT Ha MPUTEKATEIS HA pa3pelIeHUEeTOo
3a ThPTOBHA WM HA KOMIIETEHTHUTE OPTaHH.

CrenmaaHy npeana3sHyd MEpPKH 3a O0e30macHa yooTpeda Ipy BUIOBETE )KUBOTHH, 32 KOUTO €
npendasnauex BJIIT:

BesomacHocTTa HEe € ycTaHOBEHa TP OBIIE C TelecHa maca mo-manka oT 10 kg wimu Ha BB3pacT mo-
MaJIKO OT JBE CEAMHIIH.

CrielnaJiHu npejna3Hu MEpKU, KOUTO TPsiOBa Jia B3eMe JIMIIETO, IPHJIATAI0 BEeTCPUHAPHUS
JIeKapCTBEH NPOAYKT Ha )KUBOTHHUTE!

WHauBuayanHoTo mpeana3Ho o0opyaBaHe, ChCTOSIIO ¢€ OT PhbKAaBHIIM, TPsIOBa Aa ce HOCH, KOraTo ce
paboTtu ¢ BeTepuHApHUS JIEKAPCTBEH MPOIYKT.

IIpu crmydwaitHO pasiuBaHe BBPXY KOKaTra WM B OYMTE, He3abaBHO Ja ce m3Mmue c¢ Boma. Jla ce
chOJIeKaT BCHYKH 3aMBPCEHH C pa3TBopa apexd. [lpu ciy4ailHO ToOTNIbIaHe, He3a0aBHO Ja ce
MIOTHPCH MEAWIIMHCKA CHBET, KaTO HA JIEKaps Ce MPEeI0CTaBU JINCTOBKATA UM €TUKETa Ha MPOAYKTA.
Jla He ce e, Mye WK MyIIH MPH padoTa ¢ TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT. M3muiite phlieTe
CH U U3JIO’KEHATa Ha JIOHP KO’Ka Clie ] MPUJIaraHeTo Ha TO3W BETepHUHAPEH JIEKApCTBEH MPOIYKT.

BbpeMeHHOCT M TaKTalus:
Moske ia ce mpuiara npu OpeMeHHU U JTaKTHPAIIH OBIIE.

3aImI0a1eMOCT:
Moske ia ce mpuiara npH OBIIE 3a PasIlIof.

BsanmoseiicTBre ¢ Ipyru BETEPUHAPHU JIEKAPCTBEHN IPOAYKTH U APYTH POPMH Ha B3aNMOIEHCTBHE:
He ca wu3BecTHM B3auMONEHCTBHSI C JAPYTd METUIIMHCKH TMPOJAYKTH WA JApPYyrd QopMu Ha
B3aUMOJICUCTBHUE.

IIpenosupane:
He ca na0GironaBany HeOIarONPHATHE PEAKIMH TIPH JIECETOKPATHO MPEBUIIIaBaHEe Ha J103aTa.

OCHOBHHM HEChBMECTUMOCTH:
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[Ipu nunca Ha DaHHU 3a CHBMECTHMOCT, TO3M BETEPHUHAPEH JIEKaPCTBEH MPOAYKT HE TpsiOBa na Oble
CMECBaH C APYTH BETEPUHAPHHU JIEKaPCTBEHH MIPOAYKTH.

7. HeOsaronpuaTan peakuun
OsBue: He ca n3BectHn.

Cpo01maBaneTo Ha HEOIATONIPUSTHU PEAKITNH € BaKHO. ToBa MO3BOJIsIBA HEMPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNeXNTe HAKAKBU HEONAroNpHsATH PEaKIUU, BKIFOUUTETHO U
TaKWBa, KOMTO HE Ca OIMCAaHM B Ta3H JMCTOBKA WM MUCIIUTE, Y€ BETEPUHAPHNUS JIEKAPCTBEH MPOIYKT
He JieiicTBa, CBBpIKETe ce MbpBO ¢ Bammms BeTepunapeH siekap. MoxkeTe ChIIo Ja ChoOIaBare
HEOJIaroNpUsATHU PEaKIMK Ha TIPUTESKATENS Ha Pa3peIICHUETO 3a ThPrOBHsI, KaTO U3I0JI3BATe JaHHUTE
3a KOHTaKT B Kpas Ha Ta3W JIMCTOBKA WK Ype3 BamaTa HanroHanHa cucTeMa 3a ChoOIIaBaHe:
{mopoOGHOCTH 3a HAaIlMOHATHATA CHCTEMA }.

8. I[O3I/II)0BK3 34 BCCKH BU/I )KUBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHHUE

Tabnuna 3a qo3upane:

Tenecua maca, kg Jo3za, ml

10-15 1,5

16 - 20 2

21-25 2.5

26 - 30 3

31-35 3,5

36 -40 4

41 -50 5

51 -60 6

61-70 7

>70 kg 1 ml 3a Bcexku mombauuTenHu 10
kg

IIpunaraiite nepopaiHo ¢ MOIXOJAII0 JO3UPAIIO YCTPOIMCTBO.

9. ChbBeTH 32 IPAaBWJIHOTO NPUJIaraHe HA MPOAYKTA

Jo3ara e 2,5 mg monepantel/kg TenecHa maca.

BeTtepuHapHHUAT JIEKapCTBEH MPOAYKT C€ TpHiara eIHOKpaTHO. IIpu OmpenesieHn yCIOBHS
TPETHPAHETO MOXKe Ja ce moBTopu. HeoOXxoammocTTa U decToTata Ha MOBTOPHO(HM) TpeThpane(us)
TpsI0Ba J1a ce OCHOBAaBaT Ha MPO(MECHOHATHO MHEHHE, KaTO TPsiOBa Ja Ce B3eMar MPEIBU MECTHATa
eMUICMUOJIOTHYHA CUTYAIlUs U HAUWHA HA OTTJICK/IaHE HA )KHBOTHHTE.

[IpemmopbunTeTHO € BETEPUHAPHHUAT JIEKAPCTBEH MPOAYKT Jla HE Ce M3MO0J3Ba MOBEYE OT JIBa ITBTH B
€/IHa FOMHA.

[Ipumaranero Ha mo-mMaika [03a MOXE Ja J0BeAe M0 HeedekTmBHa ymoTrpeba W MOXe Ja
OJaronpuATCTBA Pa3BUTHETO HA PE3UCTEHTHOCT. 3a Jla ce OCHTypH IpaBHIIHA 7033, TEJIeCHaTa Maca
TpsiOBa &1a ce ompeenu BB3MOXKHO Haii-rouHo. [lpm rpymoBo Tperupane, TpsOBa ma ce ch3hanar
XOMOTCHHU TPYIM W BCUYKH JKUBOTHU OT JaJicHa Tpyma TpsOBa jga ObJAaT TPETUpaHU C J03aTa
ompezesieHa 3a Hal-TeKKOTO KUBOTHO.

[IpenopbuBa ce U3NOI3BAHETO HAa MOAXOSIIO KaTHOpUpaHO M3MepBaTeaHO oOopyaBaHe. ToyHOCTTA
Ha JJO3MPALIOTO YCTPOMCTBO TpsAOBa a ObJe MpoBepeHa BHUMATEIIHO.
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3a ;a ce OCHUTYpH ITBJIHOTO TOTJIBIIAHE Ha TO3M MaJlbK 00eM pa3TBOp, NpuiaraiiTe mepopaiHo, B
OCHOBaTa Ha e3uka. J{03upamoTo yCcTpoicTBO TpsiOBa 1a ObIe MOYUCTEHO clie yrnoTpeoda.

10. KapenTHu cpokoBe

Kapenten cpok:
Meco u BbTpELIHU OPTaHu: 7 JHH.
He ce paspemasa 3a ynorpe6a Ipu >KUBOTHU, YMETO MIIIKO € IIPEJHA3HAUYEHO 33 KOHCYMalUs OT Xopa.

11. ChneunmnaJiHu yCJIOBHUS 32 CbXpPaHEeHHe
[a ce cpxpaHsBa faned OT NOIJIEAa M Ha HEOCTHIIHM 32 JIela MEeCTa.
To3u BeTepuHapeH JeKapCTBEH NPOIyKT HE U3MCKBA HUKAKBH CIICHIUAJIHU YCJIOBHUS 32 ChbXpaHEHHE.

Jla He ce M3MOI3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe U3THYaHe CPOKa Ha TOTHOCT,
MOCOYCH BhPXY KapTOHEHATa KyTHsl U eTHUKeTa Ha OyTuiikara ciies Exp. CpokbsT Ha TOJHOCT OTroBaps
Ha MOCJICJTHYS JIEH OT TO3U MECEII.

CpoK Ha TOIHOCT clie/l TbPBOTO OTBApsTHE Ha OMMaKoBKarta: | roauHa.

12. ChnenmnajHu NMpeANa3HU MePKH NMPH YHUIIOKABAHe

BerepunapHuTe 1eKapCTBEHU MPOIYKTH HE TPOBA 1a ObJAT U3XBBPISHHU Upe3 OTHAIHU BOIU HITU
OWTOBHU OTHAABITH.

W3znomnsBaiiTe mporpamu 3a BpbIlaHe PY YHAIIIOKABAHETO HAa HEM3MOI3BaHN BETEpUHAPHU
JIEKapCTBEHHU MPOIYKTH HIIA OCTATHIIN OT TAX B CHOTBETCTBHE C U3MCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH IPIJIOKUMU HAIIMOHATHY CUCTEMH 3a chOupane. Te3n Mepku 1iie
TTOMOTHAT 3a OIla3BaHEe Ha OKOJIHATA CpeJia.

[NonuTaiite Bamust BeTepuHapeH Jiekap Win GpapManeBT Kak J1a YHHIOKHUTE HEHYKHH BETCpHUHAPHU
JIEKapCTBEHU NMPOAYKTH. Te3u MEpKH I1ie IIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA CPeaa.
13. Kuacupuxkanusi Ha BeTepHHAPHHUTE JIEKAPCTBEHHN NMPOAYKTH

Jla CC€ OTITyCKa CaMoO II0 JIEKapCKO MpEAIIMCaHune.

14. HomMepa Ha pa3pelieHHETO 32 THPIrOBUSA U pa3MepH ONaAKOBKHU

EU/2/09/101/002
EU/2/09/101/004
EU/2/09/101/006
EU/2/09/101/008
EU/2/09/101/010

OmakoBKH: KapTOHEHA KyTHsA, chabpkama 1 x 250 ml, 500 ml, 1 L, 2,5 L s 5 L OyTrika.
He Bcuuku pa3mepu Ha oMakoBKaTa MOraT Jia ObJaT npeaiaraHy Ha masapa.

15. JlaTa Ha mocJiefHaTa pelaKIUs HA TEKCTa

{(MM/ITTT}
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IMoapoOHa uH(bopMaIKs 3a TO3M BETCPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HAMEepUTe B 0a3zata
nmanau Ha Chio3a otHOCHO mponykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

IIpuTtexarell Ha pa3pelIcHUETO 3a ThPrOBYS M IAHHM 33 BPBh3Ka 32 ChOOIaBaHEe HA MPEANOIaracMu

He6J’IaI‘0HDI/IHTHI/I PECAKIINN

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, ["'epmanus

Belgié/Belgique/Belgien
+3233000338
PV.BEL@elancoah.com

Peny0auka bbarapus
+48221047815
PV.BGR@elancoah.com

Ceska republika
+420228880231
PV.CZE@elancoah.com

Danmark
+4578775477
PV.DNK@elancoah.com

Deutschland
+4932221852372
PV.DEU@elancoah.com

Eesti
+3728807513
PV.EST@elancoah.com

E)\LGoa
+386 82880137
PV.GRC@elancoah.com

Espaiia
+34518890402
PV _.ESP@elancoah.com

France
+33975180507
PV.FRA@elancoah.com

Hrvatska
+3618088411
PV.HRV@elancoah.com

Ireland
+443308221732
PV.IRL@elancoah.com

Island
+4589875379
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Lietuva
+3728840389
PV.LTU@elancoah.com

Luxembourg/Luxemburg
+35220881943
PV.LUX@elancoah.com

Magyarorszag
+3618506968
PV.HUN@elancoah.com

Malta
+3618088530
PV.MLT@elancoah.com

Nederland
+31852084939
PV.NLD@elancoah.com

Norge
+4781503047
PV.NOR@elancoah.com

Osterreich
+43720116570
PV.AUT@elancoah.com

Polska
+48221047306
PV.POL@elancoah.com

Portugal
+351308801355
PV.PRT@elancoah.com

Romainia
+40376300400
PV.ROU@elancoah.com

Slovenija
+38682880093
PV.SVN@elancoah.com

Slovenska republika
+420228880231


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

PV.ISL@elancoah.com PV.SVK@elancoah.com

Italia Suomi/Finland

+390282944231 +358753252088
PV.ITA@elancoah.com PV FIN@elancoah.com

Kbnpog Sverige

+38682880096 +46108989397
PV.CYP@elancoah.com PV.SWE@elancoah.com

Latvija United Kingdom (Northern Ireland)
+3728840390 +443308221732
PV.LVA@elancoah.com PV.XXI@elancoah.com

[IpousBoauTen, OTTOBapSIIl 32 0OCBOOOK/IABAHETO HA NAPTHUIHU:
Elanco France S.A.S, 26 Rue de la Chapelle, F-68330 Huningue, ®panuus

17. Jombanuteana nHopmManus

Monepantel e aHTHXeIMHHTHA cyOCTaHIMS, NpPUHAIIEkKANAa KbM Kilaca Ha aMHHOAICTOHHTPHI
nepuBatHuTe (AAD) Monekyny.

ZOLVIX mnoka3Ba, ue ¢ edekruBeH cpemy u3bpoenure B T. 'TlokazaHus 3a ymorpeba’ BUAOBE
CTOMAIIHO-UYPEBHU Mapa3uTH, PE3UCTEHTHH KbM (MPO)OEH3MMMIA30/IH, JIEBAaMH30JI, MOpPAHTEI,
MaKpOLMKINYHN JAaKTOHH W IMaMoBe Ha H. contortus, pe3UCTEHTHM KbM CaTUIMIaHWIUAA. B
JOIIBITHEHUE, Ta00paTOPHUTE MIPOYUYBAHUS MTOKA3BAT, Y€ TO3H MPOAYKT € ¢(peKTUBEH U CpeLly JapBH B
YEeTBBPTH CTaauil oT BUna H. contortus, Ipu KOUTO KOMOMHANMATA OT aDaMEKTHH C AEPKBAHTEN HE €
e(eKTHBHA.

3a Bcska nMHGpOpPMAalUs OTHOCHO TO3M BETEPUHApPEH JIEKApPCTBEH NPOIYKT, MOJS CBBPKETE c€ C
MIpUTEXKATENs Ha Pa3pelieHUeTo 3a ThPrOBHS.

20



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A. ЕТИКЕТИ
	B. ЛИСТОВКА

