JIUCTOBKA
i HaumMeHoBaHue Ha BeTepUHAPHUS JE€KAPCTBEH NPOAYKT
Zoletil 100, (50 mg/ml+50 mg/ml) muodunuzaTt u pa3TBOPUTEN 32 MHKEKIIMOHEH
pa3TBOp 3a Ky4eTa ¥ KOTKU
2. CbcraB

Bceku duakon ¢ 970 mg nuodunmzar chabpka:
AKTHUBHH BeIIECTBA:

Tiletamine (as hydrochloride) ..........cccccevvvevenennnn, 250,00 mg
Zolazepam (as hydrochloride)...........ccccoveevrvninnne. 250,00 mg
Bceku dmakon ¢ 5 ml pa3TBopuTen chabpiKa:

benszunos ankoxon (E1519) ..o, 0,100 g
BO/Ia 38 MHKEKIIAI . .. ... eoneeenneeeeeaeeeeeeeeeeeeienens 10 5,00 ml

Bcexu 1 ml ot roToBHs pa3TBOp ChaBpKA:
AKTHBHM BellleCTBa:

Tiletamine (as hydrochloride).........................cceeeeeee. 50,00 Mg
Zolazepam (as hydrochloride).....................................50,00 mg
ITomouIHO BelecTBo:

benzunos ankoxon (E1519) ..., 20,00 mg

3. BujioBe ;kMBOTHH, 32 KOUTO € npeaHa3Havyen BJIII

Kyuera u xoTku

4. Iloxka3zanus 3a ynorpeda

AHecTe3usl 3a MUPOK KPBI OT JUArHO3M M KPATKONPOTHUYAIM XHUPYPTUYECKH WHTEPBEHLMH C MajKa
0O0JIE3HEHOCT MPH CIETHUTE CIIydau: TPAHCIOPT; U3CIEABAHMS, PEHTTCHOBU M3CJIEABAaHUs; OTOCKONHUS Ha
HECIIOKOWHHU JKWBOTHH; IOCTaBSHE Ha KaTeTbp, APEH; TaTyHpaHe; OMOICHHW; YpPHUHAPHU H3CIECIBAHUS;
IIOCTaBsHE Ha TUIIC, IIMHA; KACTPallMy; OBAPUEKTOMHUHU, OBAPUO-XUCTEPEKTOMUH; YPETPOCTOMMH; BAJIEHE HA
3p0H, MaKCHJIApHA XUPYPIHs; KayIeKTOMUH; OPTONIEINYHH ONlepalii; eHTEPOTOMHUHU.

5. IIpoTuBoNmoKa3anus

Jla He ce M3M0I3Ba MPU CBPHXYYBCTBUTEIHOCT KbM aKTHBHUTE BEIIECTBA MM KbM ITOMOIITHOTO BEIIECTRO.
Jla He ce U3MoII3Ba P JKUBOTHH ChC CEPUO3HU CHPJIEYHHU U PECIMPATOPHH 3a00JISIBAHUS HITH TIPH KUBOTHU
¢ 6bOpeyHa, maHKpeaTHYHa WK YePHOAPOOHA HEJJOCTATHYHOCT.

Ja He ce U3MoII3Ba NpH JKUBOTHH ChC CUCTEMHO TpeTHpaHe ¢ opraHohocopHU mpenapaT.

Jla He ce M3M03Ba B ClIydyal Ha CEPHO3HO MTOBUILIABAHE Ha KPHBHOTO HAJISITaHE.

Ja He ce U3M0II3Ba P MALMEHTH C TpaBMa Ha IJ1aBaTa WM HHTPAKpaHUAIHU TYMOPH.

6. CrnenmnaJiHu npeAynpe:RIeHus

CHe]_II/IaJIHI/I OpEAYTIPECKIACHUS
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[Ipu xyuera, T KaTo 30J71a3eMaMbT CE€ EIMMHHKPA MTO-0BbP30 OT THIETAMHIHA, TIPOIBIDKUTETHOCTTA Ha
ceJalusTa € Mo-Majka OT Ta3u Ha aHECTEe3UsITa.

Crennanuy npeana3sHy MEpKH 3a 0e3o0macHa ynorpe0da Ipy BUIOBETE KMBOTHH, 34 KOUTO € MIPEeAHA3HAYEH
BJIII:

[Ipenan anecTe3msaTa >KUBOTHHUTE TPsIOBa /1a ca MOJIOKEH! Ha 12-9acoBa TiiagHa JueTa.

CaJreTe MpOTHUBOIIApa3UTHATA KaWITKa 24 Jaca Ipeau aHeCTe3UATa.

[IpoayKThT Chabpka OCH3MIOB aJKOXOJI, 32 KOWTO € JIOKYMEHTHUPAHO, Y€ NMPUYHMHSIBA HEOJIArONPHUITHU
peaknuu Tpu HOBOpojaeHW. [lopamu ToBa ymoTpebaTa Ha BETEPUHAPHUS JIEKAPCTBEH MPOJYKT HE ce
MpPernopbYBa MPU MHOTO MJIAJIH KUBOTHU.

Crenuanuy NpeAnasHd MEpPKH, KOUTO TpsAOBa fa B3eMeE JIMIIETO, MPHJIAraii0 BETEPHUHAPHHUS JIEKADCTBEH
OPOAYKT HA )KUBOTHUTE:

HpI/I cnyqafmo CaMOUHXCKTHUPpAHE, He3a0aBHO Ja CC MOThpPCU MCAUIIMHCKH CBHBET, KaTO Ha JICKApsa CC
MpeaoCTaBu JIMCTOBKATa UM €TUKETA Ha IIPOAYKTa.

Ja He ce modupa nopagy pucKk oT ceJarusl.

V3muiiTe BeqHAara KamkuTe, MOMaIHAIN BbpXy Koxarta u ounte. [Ipu pasapasHeHue Ha o4uTe, He3a0aBHO
Jla ce MOTHPCH MEIUIIMHCKH ChBET, KATO Ha JIEKaps Ce MPEJOCTaBH JINCTOBKATA WIIM €THKETa Ha TPOIYKTA.
Wamuiite cu pblere ciie ynorpeoda.

Tosu mpoayKT MoXe Ja MpeMHUHaBa Npe3 IJlaneHTapHaTa Oaprepa U MoXe J1a OKake BPEIHO BIMSHHE Ha
¢eryca. CienoBaTeTHO BETEPUHAPHUSAT JIEKapCTBEH NPOLYKT HE TPAOBa Ja ce mpujiara OT OpeMeHHH JKEHH
WM TaKMBa, KOUTO MPEATIONaraT, 4e ca OpeMeHHH.

BeH3mIoBUAT aaKoX0J MOXe J1a MPUYMHN PeaKIMK Ha CBPBXUYBCTBUTEIHOCT (AJIEPTUYHU PEeaKkInn). Xopa ¢
YCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM OCH3HMIIOB AJIKOXOJI TPSIOBA A2 U30SrBaT KOHTAKT C BETEPUHAPHHUS
JIEKapCTBEH MPOAYKTA.

CrnenyanHy npeAna3Hu MEPKHY 32 3aIlUTa Ha OKOJIHATa cpejia:
He e npunoxumo.

bpemeHnHoCT:
Moske ia ce mpuiara 1o BpeMe Ha OpeMeHHOCT.

JlaGopaTopHuTEe MpOyUYBaHUS MIPH KUBOTHU HE MOKa3BAaT HUKAKBU JIOKA3aTEJICTBA 32 TEPATOTCHHOCT WIIH
(heTOTOKCUYHOCT.

JlakTanms:
Moske ja ce mpuiiara 1o BpeMe Ha JaKTarwsl.

BzanMosieiicTBrE ¢ ApYTH BETEepUHAPHMU JIEKAPCTBEHH NPOJIYKTH U IPYTH GOpMHU Ha B3aUMOJICHICTBHE:
[IpemenukanusnTa ¢ peHOTHA3MHOBY TPAHKBUJIAHTH (HAIIp. allePOMa3HH) MOXeE Ja IPUYNHH yBeJTUIaBaHe
Ha KapIWOo-pecHupaTopHara JIeNpecus U XUMOTEpMUsTa, KOUTO ce HaOnronaBaTr B mociegHara (aza Ha
AHEeCTEe3UATA.

I[a HC CC IMpujiarat JICKapCTBa, CbAbprKaIllnd XJ'IOpaM(l)eHI/IKOJ'I npeau u 1o BpEME Ha ONICPAaTUBHUA ICPUOL,
ThI KaToO TOBa me 3a0aBu CJIIMMUHUPAHCTO Ha aHCCTCTULIUTE.

IIpenosupane:
Hoza ot 100 mg/kg e neranHa 3a KOTKM M Ky4eTa, KOraTo € MPHIoKEeHa HHTPaMyCKYJIHO, T.€. 5 10 10 nbTu

HaJl aHEeCTEeTHUYHATa J03a. B ciydaum Ha MNpeao3upaHe M MPH 3aTIBCTSIIM W Bb3PAaCTHU IKUBOTHHU
BBH3CTAHOBSABAHETO MOXKE J1a ObJie 110-0aBHO.
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Hsma crierubuveH aHTUAOT U JICUEHUETO € CUMIITOMAaTHYHO. JloKcarpaMbT MOKE J1a KMa aHTarOHUCTUYIHO
JEHCTBHE CIIPSMO TOBa HAa THJICTAMHH-30JIa3€MaMa, MTOBUIIABAHKY Chp/ICYHATA U IUXaTeHAaTa YeCToTa U
HaMaJIsIBaiiK¥ MepHoja Ha BH30ya.

CrenuanHy OrpaHUYCHUS 33 YIOTpeOa U CIICIMAIHY YCIOBHS 32 yIoTpeba:
3a mpuIIoKEeHUE caMo OT BEeTEpUHAPEH JIeKap.

OCHOBHM HECHEBMECTHUMOCTH:
He ca u3BecTHH.

7/ HebnaronpusiTHu peaknuu

Kyudera u xotku:

Mmuoro peaku (mo-manko ot 1 Ha 10 000 TpeTupaHu KUBOTHH,
BKJIFOUMTEJIHO U30JIUPAHU ChOOLIEHUS):

Henocpencreena 6oyka npy MHKEKTHpaHe!

Heponornuno Hapymenue (KOHBYJICHH, KOMA, XMIIEPECTE3Hs)?,
[IpoawsmxuTenHa anecte3us (MUOKIIOHYC, aTaKkCus, Iapesa,
0e3MoKoicTBO)®

HapyIuenue Ha JUXaTeTHATE MBTHUINA (IUCITHES, TAXUITHES, OpaaumHes ) 4
CbpaeuHo HapyleHue (Taxukapaus)? 4

CHucTeMHO HapylIeHHe (IIPOCTPAIUS, XMIIOTEPMUS, XUIIEPTEPMHUS)?,
anoza® 4

Hapyienue Ha 3eHULUTE?
Xunepcanupanus 2
AKHTAIHS?, BOKATH3AITHS

! Haii-uecTo cpemano mpu KOTKHTE.

2 'maBHO 10 BpeMe Ha (pasara Ha CHOYXKIAHE IIPU Ky4€eTO M [0 BPEME Ha orepanusra u azara Ha ChOyKIaHe
MPU KOTKATA.

% HabGmonaBanu 1o BpeMe Ha (azara Ha Bb3CTAHOBSIBAHE.

* IIpu mo3u ot 20 mg/kg u noseye.

Tes3n He6J’IaFOHpI/I$ITHPI 6(1)€KTI/I ca 06paTI/IMI/I " nU34e3BaT CJICA CIIMMHUHUPAHC HAa aKTUBHOTO BCILIECCTBO OT
OpraHusma.

CroOmaBaneTo Ha HEONArOMPHUATHU PEaKIMK € BaKHO. TOBa TMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e301acHOCTTa Ha TPOAYKTA. AKO 3a0€IIeKUTe HSIKAKBU HEOJIArOMPHUSATHU PEAKIUN, BKIIOUHTEITHO U TAKWBA,
KOHUTO HE Ca OIMMCAaHU B Ta3u JIMCTOBKA WJIM MUCIUTE, Y€ BETCPpHUHAPHUA JICKAPCTBCH MMPOAYKT HE HeﬁCTBa,
CBBPXKETE Ce THPBO ¢ Bamms BeTepuHapeH jiekap. MoXeTe ChITo 1a ChoOIIaBaTe HEOIArOMPUATHN PEaKITII
Ha IpUTEXKATENsl Ha PA3PELICHUETO 3a ThProOBUS WIM HAa MECTHMS MPEACTABUTENl HAa MPUTEXKATeNs Ha
pa3peLICHUETO 3a ThProBUs, KaTO M3IOJI3BATE NAHHUTE 332 KOHTAKT B Kpas HA Ta3W JIMCTOBKA WIH 4pe3
Bammara HanmoHanHa cuctema 3a choOIaBaHe:

Bulgarian Food Safety Agency

Website:

https://kvmp.bfsa.bg/phv

8. I[03np031<a 34 BCC€KHA BU/A )KUBOTHO, HAYUHHU U METO/1 HA NIPUJIOKEHUE
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HMHTpaMyCKyJIHO I HHTPABEHO3HO MPHIIOKEHUE.

Jlo3upoBka:

CoabprxkanreTo Ha (irakoHa ¢ mroduin3ara ce pa3TBaps B 5 ml oT pa3TBOpHUTEIS.

Jo3mpoBkaTa e m3pa3eHa B mg OT NPOAYKTa, KOETO O3HA4daBa, Y€ PA3TBOPEHHST MPOIYKT € B
koHneHTparus 100 mg B ml u cpappika 50 mg Trneramud ¥ 50 mg 30mazemnam B ml.

Koraro mpoaykTsT ce mpmiara MHTPaMyCKYJIHO (HECITIOCOOHOCT 3a CTOeHE OT 3 10 6 MHHYTH) WIH
WHTPaBEHO3HO (HECTIOCOOHOCT 3a CTOGHE 3a I0-MaJKO OT €JHa MHHYTa), MPENnopbYNTeIHaTa

TCpanCBTUYHA JO3UPOBKaA € ClicaHaTa:

KYYETA

HHTpaMyCKyJIHO NPHIIOKEHUE

HNHTpaBeHO3HO MPUIIOKEHUE

Wscnensanus M HHTEPBEHIINY,
MIPUIMHSIBAIIY cllaba Ooka

7 no 10 mg/kg

5 mg/kg

Maiku XUPYPrHICCKU 10 mo 15 mg/kg 7,5 mg/kg
WHTEPBEHIINM, AHECTE3US C

KpaTKa MpOIbJKATETHOCT

Bose3HeHr HHTEPBEHIIUH 15 mo 25 mg/kg 10 mg/kg

KOTKHAN

WHTpamycKyTHO IPHIIOKEHNE

MHTpaBEeHO3HO NPUITIOKEHHE

I/I3CHCHB3HI/I$1 1 MHTCPBCHIIUU,
MpUYuHSABaIIHM ciaba 6omka

10 mg/kg

5 mg/kg

OpToneauyHu onepauu

15 mg/kg

7,5 mg/kg

Moust BrKTE paszen ,,HeOmaronpusiTHy peakuuu‘ u/unm pasaena ,,CHMITOMH Ha MPeI03upane (U Korato
€ TIPUJIOKUMO — TIPOLIEAYPH Ha JEeHCTBHE IIPH CIICNIHH CIy4YaW W aHTHUAOTH), Th KaTo MOTaT Ja ce
Habro1aBaT HEOIAroNPHUATHH PEaKLIUU MIPH NPUJIaraHe Ha MPOIYKTa B TEPANICBTHYHUTE TO3H.

Axo e He00X0aMMO, HHTPaBEHO3HOTO MPHIIOKEHHE Ha TIPOAYKTa MOXKeE J1a ce TIOBTOPH B J103a Mexay 1/3
1 1/2 oT mbpBOHAYATHATA, HO OOIIOTO KOJIMYECTBO HE TPsIOBa ja HaaxBbpist 26,4 mg/kg.

HOSHPOBKaTa 3aBUCH OT BH/Ja HA ) XUBOTHOTO W TUIIA HA HHTCPBCHIUATA; KOPUTHPA CC 10 MMPCLCHKATA HA
JICKapA B 3aBUCUMOCT OT CbCTOSIHUCTO HAa JKUBOTHOTO (B’LBpaCT, 3aTJIBCTABAHC, TCXKaA (bopMa Ha OpraHHa
HEAOCTATbYHOCT, CbCTOAHUC HA IIOK, MHBAJIMANU3HUPpALIU 3360JI$[B3HI/I$I).

[IpoxpmxurenHocT Ha aHecte3usTa: 20 10 60 MUHYTH B 3aBUCUMOCT OT flo3ata. [IponyKkThT He TpsOBa 1a
Cce mpuJiara Kato eIMHCTBEH aHECTETUK ITPH 00JIe3HEHH onepaliui. B TakuBa ciydau TpsOBa ja ce
KOMOHMHHMpPA C MOIXOISII aHAITCTHK.

CobBeTH 3a NMPAaBUJIHOTO NMpUWJIaraHe Ha IMpoayKTa

[penBaputenHa XupypruyHa moJroToBKa:

KakTo Baku 32 BCUYKH aHECTETHIIN KUBOTHUTE TPsIOBa J1a ca MOJIOKEHH Ha TJajHa auera 12 yaca npeau
aHecTe3ndTa.

[Ipu kyderaTa W KOTKHTE MOXKE Ja C€ OOMHCIH TIOJKOXKHO IMpHUIIaraHe Ha aTPONHH 15 MUHYTH Npeau
MPIWJIATaHETO Ha MPOJIYyKTa 32 OTpaHNYaBaHE HA CAIIMBAIUATA, HAMAISIBAHE HA €KCKPEIUATa U HaMAallsIBaHe
pHUCKa OT Barycos IIIOK.

[leproxa Ha BB3CTAaHOBSBAHE:

Awnanresusra Impoab/KaBa IMO-ABJIN0 OT XHUPYpPrudecKkata aHCCTC3Us. B’I)SBpT)HIaHeTO KbM HOPMAJIHOTO
CHhCTOSIHUE € MTPOIPECHUBHO M MOXeE Ja IMPOABIDKU OT 2 10 6 yaca B CIIOKOHHA 00CTaHOBKa (M30SrBaHe Ha
MIPEKOMEPEH IIIyM U CBETJIMHA). BBh3CTaHOBABaHETO MOXKE J1a ce 3a0aBU BCJIEICTBUE Ha MPEJO3UpaHe pU
3aTIIBCTCIIN, Bb3PAaCTHU NI MHBAJIMAU3UPAHU )KUBOTHHU.
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10. KapenTHu cpokoBe

He e npunoxumo.

11. CoenmnajHu yCJIOBHSI 32 CbXpaHEeHHE
Jla ce cpxpaHsBa Jaied OT IOTJie/ia ¥ Ha HEAOCTHITHH 3a JIella MecTa.
Jla He ce chXpaHsBa npu Temreparypa Haxa 25 °C.
Ja ce cpxpansaBar ()1aKOHHWTE BB BHHIITHATA OMAKOBKA C IIEJT peAIa3BaHe OT CBETIIHHA.
Crnien pasTBapsiHe Jia ce chxpansBa B xinanuiHuk (2 °C — 8 °C).
Jla He ce M3moN3Ba TO3W BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe] M3THYaHEe CPOKa Ha TOJHOCT, MOCOYEH
BBPXY KapToHa U (hnakoHa cnexa ['ogen 10: Exp. CpokbsT Ha TOJHOCT OTTOBaps Ha MOCIEIHUS I€H OT TO3U
Mecell.
Cpok Ha TOIHOCT CIie/ pa3TBapsiHe ChIUIACHO YKa3aHWATa: [ JHU IpHU Temreparypa mexnay 2° C u
8 °C. Cnen kaTo ce pa3TBOPH, KaTO CE M3IMOJI3Ba CPOKBT HA F'OJTHOCT, IOCOYCH B Ta3H JUCTOBKA, TPIOBa
Jla ce OTIpe/IeNIH laTaTa, Ha KOSTO BCEKH MPOAYKT, OCTaHAJ B OMAKOBKAaTa, TPSAOBA Aa ce M3XBbpiH. Ta3u
JaTa Ha U3XBBPIIHE TPAOBa 1a Ob/ie HallMcaHa Ha TIPEABUACHOTO MSCTO.

12. CnenmanHu nmpeana3Hu MePKHU NPH YHUIIOKABAHE

BerepunapHuTe JeKapCTBEHH MPOIYKTH HE TPsOBa 1a ObJaT U3XBBPJISHH YPEe3 OTIIAIHU BOJIU MU OUTOBH
OTHAIbLU.

W3znon3Baiite mporpamu 3a BpblllaHe MpY YHUIIOKABAaHETO Ha HEU3IOJI3BaHN BETEpUHAPHU JIEKAPCTBEHH
MPOAYKTH WM OCTAaTBIM OT TAX B CHOTBETCTBUE C M3NCKBAHUATA HA MECTHOTO 3aKOHOJATENICTBO U C BCUUKH
MPWIOKUMHU HAallMOHAJTHU CUCTEMHU 3a chbOupaHe. Te3n MepKu Iiie MOMOTHAT 3a Olla3BaHe Ha OKOJHATa
cpena.

[onuTaiite Bammst BeTepuHapeH jekap nin ¢papManeBT Kak /1a YHUILOKHUTE HEHYKHH BETepUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kaacupukanus Ha BeTepUHAPHHUTE JIEKAPCTBEHHN MPOAYKTH

)Ia CC OTITYCKa CaMO II0 JICKApPCKO MpEAIMCaHue.

14. Homepa Ha pa3pelieHHETO 32 THPTOBHUSI U Pa3MepH ONAKOBKHU
0022-2045

1 dnaxon, ceappkaiy 970 mg muopunuzat u 1 ¢rakon, ceabpkamt 5 ml pa3TBopuTel.
10 ¢naxona, cpabpxany o 970 mg nmuodpunuszat u 10 dpaakoHa, chappkamy o 5 ml pa3rBopure.

He Bcuuku pasMepu Ha OnakoOBKaTa MOrar ja ObJaT MpejjiaraHy Ha masapa.

15. JlaTa Ha mocjieAHATA peJaKkUus HA TeKCTa
23/10/2025
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[Toapo6Ha wHGOPMAIIHS 32 TO3W BETCPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Ja HAMEpPHUTE B 6a3aTa TaHHH Ha
Cnpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanuwu 3a BpB3Ka

[Ipurexaren Ha pa3peIIEHUETO 3a THPTOBYS U IIPOMU3BOIUTEIL, OTTOBAPSIII 32 0CBOO0KIABAHETO HA MTAPTHIN:

VIRBAC

1% avenue 2065m LID
06516 Carros
Opanuys

MecTHH IPEICTABUTENN U IAHHU 34 BPB3Ka 32 CHOOIIaBaHe Ha MIPEAIIOJaracMi HEOIArOIPUSTHN PEAKIIAM .

CAM BC EOO/|

byn. "I-p llersp Heptaues" 25, Toproeeku neHTHp JlabupuHr, et. 5, opuic CAM BC EOO/]
BG Codus 1335

Ten: +3592 810 0173

sambs@sambs.bg

3a BcakakBa HH(GOpPMAIKS OTHOCHO TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C MECTHHUS
MPECTaBUTEN HA IPUTEXKATENS Ha Pa3pelieHUETO 32 ThPrOBHSL.

27.11.2025 .

X

[4-P KPACUMIUP 3/IATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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