KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3ZPEIIEHHUE 3A THhPI'OBUS C BJIII Ne 0022-3194

1. HAUMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Vominil 10 mg/ml uHXEKIMOHEH Pa3TBOP 3a KydeTa U KOTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bceku ml cpabpxa:

AKTHBHO BelllECTBO:
Maropitant (karo maropitant citrate monohydrate) 10 mg

ITomomHu BemecTBa:

KonnyecTBeH cbeTaB, ako Ta3u nHGpopmanus
€ Ba)KHA ¢ orJie]l Ha NPABUJIHOTO NPpUJIaraHe
HA BeTEPUHAPHMUS JIeKAPCTBEH NPOLYKT

KadecTBeH chcTaB Ha MOMOILIHNATE BellleCTBA
U IPYTUTE CbCTABKH

N-0yTaHo 22,00 mg

CyndoObyrunerep 6eTa NIUKIOAEKCTPUH HATPUI
(SBECD)

Bopa 3a nmxeximn

buctbp, O€31BETEH 10 OYTH OC3I[BETCH UHKECKIIMOHEH Pa3TBOP.

3. KIMHUYHA UHOOPMALIUS

3.1 Bunaose :KUBOTHH, 32 KOUTO e npeanazHayen BJIII

Kyuera u xoTkH.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I JKUBOTHH, 32 KOWTO e MpeHA3HAYEeH MPOAYKTHT

Kyuera

e 3ajeueHHe U NPeNOTBpaTIBaHE HA rajieHe, IPEAN3BUKAHO OT XUMHOTEPAITHSI.

e 3ampenoTBpaTsBaHe Ha MOBPBIIAHE, C U3KIIOYCHNUE Ha MOBPBIIAHE, TPEIU3BUKAHO OT
'bTYBAaHE.

e 3a neyeHue Ha MOBPBLIAHE B KOMOMHALMS C IPYTY HOATBPKAIIN MEPKH.

e 3a mpenoTBpaTsABaHE Ha IEPUONIEPATUBHO rajIcHE U TOBPBIIAHE U TOAOOPsIBaHE Ha
BB3CTAHOBSIBAHETO OT O0IIIa aHECTE3HsI CJIe/ yoTpedaTa Ha [-ONMUATHHS PEIeNTOPEH arOHUCT
MOpPQUH.

KoTtkn
e 3a npenoTBpaTsSIBaHE Ha MOBPBIIAHE U HAMAJSIBAHE HA rajJicHe, C U3KIIOYEHUE Ha TE3H,
MpEM3BUKAHN OT IIbTYBaHE.
e 3aJieueHHE Ha MOBPBINAHE B KOMOWHAIINS C APYTH MOIIHPIKAIINA MEPKH.

3.3 IlporuBomoka3aHus

I[a HE CC U3M0JI3Ba MPU CBPBbXYYBCTBUTCIHOCT KbM aAKTUBHOTO BCIIECCTBO UJIM KbM HAKOC OT
IIOMOIIHHUTEC BECIICCTBA.
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3.4 ChneunuajaHu npeaynpexiaeHust

[ToBpbIIaHeTO MOKE Ja € CBP3aHO ChC CEPUO3HU, CHIIHO U3TOIIABAIIN CHCTOSHHUS, BKIIOUUTEIIHO
CTOMAITHO-YPEBHU OOCTPYKIIUH, TIOPAJIU KOSTO € HEOOXOMMO JIa CE HAIIPABST MOIXOISIIN OIICHKH 32
MNarHOCTHIIHPaHE.

JloOpara BeTeprHapHa NPaKTHUKA MTOKa3Ba, Y¢ aHTHEMETHUIINTE TPIOBa Jia Ce MPUIarat ChBMECTHO C
JIPYTH BETEPUHAPHH U TIOJTHPIKAIIN MEPKH, KaTo IueTa U PeXuApaTHpalia Tepamsi, KaTto B ChIIOTO
BpeMe ce JIEKyBaT MPUIHHUTE 32 TIOBPBIAHETO.

HpI/IJ'IO)KeHI/ICTO Ha BCTCpHUHAPHUSA JICKAPCTBCH NPOAYKT MPOTUB MOBPBHIIAHE, KOCTO € NPCANU3BUKAHO
OT IBTYBAHE, HE C€ MPEIIOPBHYUBA.

Kyuera:

Brpeku, ue MaponuTaHT € JoKa3al e(hUKacCHOCTTA CH IIPH JICUeHHE U IPEJOTBPATsIBaHE Ha
NOBPBIIAHE, IPEIU3BUKAHO OT XUMHOTEPAIINs, YCTAHOBEHO €, Y€ TOH € MHOI'0 N0-e(hUKaceH, aKko ce
HM3I10JI3Ba IIPCBAHTUBHO. Hopazm TOBa CC MPEIoOpPbUYBa AHTUEMCTUKDBT Aa CC IMpuJiara rnmpean
XUMUOTEPANIEBTUYHHS IPOIYKT.

Kotku:
EdukacHocTTa Ha MApPONUTAHT 3a HAMaJIABaHE HA TaJIcHE € JEMOHCTPUPaHa B IPOYYBAHUS C
W3II0JI3BaHE Ha MOJEN (TIPEAN3BUKAHO TaJIeHe C KCHIIa3uH).

3.5 Crhenuajanu mpeanasHu MepKH MpH ynoTpeda

CrenmaiHy Ipeana3sHy MEPKHU 3a Oe30IacHa ynorpebda IIpyu BUAOBETE )KUBOTHH, 38 KOUTO €
npennasnauyey BJIII:

be3zonacHocTTa Ha BeTepUHAPHMUS JIEKAPCTBEH NMPOAYKT HE € JOKa3aHa IIPH KydeTa Ha Bb3pacT MO
8 ceMUIM WK TIPU KOTKH Ha BB3PacT Mo 16 ceIMUIY, KaKTO U NP OPEeMEHHH WITK JIAKTHpaIU
Ky4eTa U KoTku. [Ipunara ce camo cie/] mperieHKa 1moJ3a/prucK OT OTTOBOPHHUS BETEPUHAPEH JIeKap.

MaponuTaHT ce MeTaboIu3upa B YePHHSI Jpo0 U IOpaay TOBa TPSOBa Ja ce M3I0JI3Ba C IIOBUIIIEHO
BHUMAaHUE MPH TIAIUEHTH C YepHOAPOOHH 3a00siBanus. [Ipy poIbIKUTETHO TpETHPaHe TPpsiOBa
BHHUMATEITHO JIa ce HabIoaBa YepHOApoOHaTa (DYHKIWS U Ja Ce CIISAN 32 BCSIKAKBHU JIPYTH
HEeONArOoNpUATHU PEaKIluy, Thil KAaTO MAPOIIUTAHT CE HATPYIIBA B TSUIOTO NpH 14-1HEBEH Nepro.T Ha
MIpUjIaraxe, mopajad MeTabOJIUTHO HACHUIIIaHE.

BerepuHapHUAT eKapcTBEH MPOAYKT TPsiOBa J1a ce IpHilara ¢ MOBUIIEHO BHUMAHUE MIPH KUBOTHH,
CTpaJaIly OT WX MPEIPas3NoNoKeH! KbM ChpAeYHH 3a00JIIBaHuUs, Thil KATO MApPOIHUTAHT UMa
adUHHUTET KbM KaJIMEeBUTE U KanueBUTe HoHHM KaHamy. [Ipy u3cnenBane Ha 3paBy KydeTa OT
nopoja OUrbi, Ha KOUTO ca NpuiiokeHn nepopainHo 8 mg/kg, e HabnronaBaHo noBuiaBane Ha QT-
untepBana Ha EKI ¢ okono 10%. Manko BeposiTHO € o0aue TOBa MOBHUILEHKE /1A € KIMHUYHO
3HAYHMO.

[lopanu gectute ciyvan Ha IpexoaHa 00JKa MPH NOAKOXKHO HHXEKTHPaHE, MOXKE J1a C€ HaJ0XKHU
MIPEANPUEMAHETO HA MOAXOASIINA MEPKH 32 OIpaHUYaBaHE JABM)KCHUATA HA XKUBOTHUTE 110 BpEME Ha
HMHXEKTHpaHe. MTH)KEKTUpaHeTO Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT OXJIaJCH MOXKE J1a HaMaju
0onkara B MACTOTO Ha WHXKEKTHPAHE.

CHCHI/IaHHI/I Opearna3Hy MEPKHU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBCH IMPOAYKT Ha
KHMBOTHHUTC!

To3u IMPOAYKT MOXKE aa IMPUYINHA KOXKHaA CeHCI/I6I/IHI/ISaHI/I$I. Xopa C YCTaHOBCHA CBPBXYYBCTBUTCIIHOCT
KbM MapOIIUTaHT Tp$[6Ba Ja npuiiarat BETCpuHapHUs JICKApCTBCH MPOAYKT C TIOBUIICHO BHUMAaHHE.
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WsmuiiTe oTkprTaTa KOXKa BelHAra clie]l oNnalaHeTo Ha MPOAYKTa BPXY Hesl ¢ TOJIEeMH KOJTMYECTBa
BO/Ia. AKO pa3BUETE CHMIITOMHU KaTO OOPUB CIIE/ CIy4YaiiHO pa3lIiBaHE BEPXY KOXkKaTa, MOThPCeTe
MEIMIIMHCKA TTIOMOIII U TIOKQXKETE Ha JIEKapsl TOBa MPEAYIPESIKICHHE.

To3u BeTeprHAPEH JICKAPCTBEH MPOJYKT MOXE J1a Ipa3Hu ounte. J{a ce n30sArBa KOHTAKT C OYHTE.
[Ipwu ciydacH KOHTAKT Ha TIPOJYKTA C OUUTE, JIa C€ U3ILIAKHAT OOMITHO C YKcTa BoAa. AKO CE TIOSBST
CHUMIITOMH, JIa C€ TIOTHPCU METUIIMHCKA TOMOTIL.

MapomnwuTtant ¢ HeBpoknHUH-1 (NK 1) perentopeH aHTaroHucT, KOMTO ACHCTBA B IICHTpaTHATa HEPBHA
cuctema. Cy4aifHOTO CAMOMH)KEKTHPAHE WJIH MOTThIIAHEe MOXKE JIa IPUYUHHU TaJIcHe, 3aMaiiBaHe U
coMmHOJICHTHOCT. TpsiOBa J1a ce BHUMaRBa Jia ce n30erHe Cy4aiiHO caMOouHKeKTupane. [Ipu cirydaiino
MOTTHIIAHE WITH CAMOMHXCKTHUPaHe, He3a0aBHO Jia ce TIOThPCH MEIUITUHCKU ChBET, KaTO Ha JICKaps ce
MPEJIOCTABH JINCTOBKATA MM €THKETa Ha MPOJIYKTA.

Pwrere na ce uamuBar cien ynorpeba Ha MpojIyKTa.

CHCLII/IaJ'IHI/I OpCanasHy MCPKH 3a 3al1yMTa Ha OKOJIHATa Cpeaa.

He e mpuioxumo.
3.6 He0uaronpusiTHu peakuun

Kyuera u KoTKH:

MHOTO YeCTH Boinka Ha MSCTOTO Ha MHXKEKTHpaHe™®

(nmoBeue ot 1 Ha 10 TpeTupanu
JKHBOTHH):

MHoro penku Peakiuu ot anamiakTU4eH TUI, aJIEPTHUCH €IeM,

(mo-mauko or 1 Ha 10 000 TpeTnpar YpPTUKApUsi, €pPUTEM, KOJIATIC, TUCTTHES, OJIE/IH JIUTaBUIIH;

JKHBOTHH, BKJIFOUUTEIHO U30JIMPAaHU Jleraprus;

CBOOLICHHS): Hesponoruanu HapymieHus (Hamp. aTakcusi, KOHBYJICHH,
I'bPY, MYCKYJIEH TPEMOD)

*Moske /1a ce TOy4H TTPH MOKOKHO HHXKeKTHpaHe. [Ipu mpubim3nTenHo eHa TpeTa OT KOTKUTE ce
Ha0JIr0aBa cpeHa 10 TEKKA PEeaKIusl KbM HHKEKTHPAHETO.

ChoO011aBaHeTO Ha HEOJATONPUATHH PEaKIIMU € BaxKHO. TOBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NPOayKT. ChoOmeHusITa TpsOBa /1a ce M3Mpallar, 3a
MIPeIMOYNTaHE Ype3 BETEPUHAPEH JIeKap, WU Ha IPUTEXKATels Ha Pa3pelleHneTo 3a ThProBUS WIH Ha
MECTHHSI My TIPEICTABUTEI, FJIM Ha HAITMOHAHHS KOMIIETEHTEH OpraH uype3 HallMOHATHATA CUCTeMA 32
choOIIIaBaHe. 3a ChOTBETHUTE JIAHHU 3a BPh3Ka BHXKTE ChIIO TOUKa “‘/laHHM 32 Bpb3Ka™ OT
JINCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUSI WU sSiilleHOCeHe
[Ipunara ce camo cies| mpeteHKa 1moJ3a/prucK OT OTTOBOPHUS BeTEpUHAPEH JIeKap, Thil KaTO IPX HUTO
€IIMH OT KUBOTHHCKUTE BUAOBE HE Ca MIPOBEICHU MTPOYIBAHUS C YOSAUTEIHN PEe3yITaTH 32

pPeOpOAYKTUBHA TOKCUYHOCT.

3.8 BsammopeiicTBHE ¢ IPYTd BeTEPHHAPHHU JIEKAPCTBEHN MPOAYKTH U PYrd (hopMu Ha
B3auMoJelicTBHE

BerepuHapHUSIT JIekapcTBEH MPOAYKT HE TPsOBa Jia ce U3M0JI3Ba SJTHOBPEMEHHO C aHTarOHUCTH Ha
KaJIMEBUTE KaHAIU, Thi KATO MAPOMTUTAHT UMa a(UHHUTET KbM KAIITUCBUTE KaHAIH.

MapOHI/ITaHT CC CBBP3Ba BbB BUCOKA CTCIICH C IJIA3MCHUTEC NPOTCUHU U MOXKE J1a C€ KOHKYpHUpa C

ApYyru JICKapCTBa, KOUTO CHINO C€ CBHP3BAT BbB BUCOKA CTCIICH.
3.9 HauyuH Ha NMpUIOKEHUE U TO3HPOBKA
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3a IMOAKOXHO WJIM MHTPABEHO3HO IMPUIIOKCHUC.

BetepuHapHUAT IeKapCTBEH MPOAYKT TPAOBA J1a & MHXKEKTHPA TOAKOKHO HJIH HHTPABEHO3HO,
BEIHBXK JIHEBHO B Jl03a 1 mg maponutant/kg Tenecna maca (1 ml/10 kg TenecHa maca) B
NPOBDKCHUE Ha 70 5 mocieaoBaTesiHu AHU. [Ipy HHTPaBEHO3HO MPUIIOKCHUE, BETCPUHAPHUST
JIGKapCTBEH MPOAYKT Ja Ce MPUJIOXKHU KAaTO SAHOKPATHA CAaMOCTOSITENTHA MH)KEKIHs, Oe3 1a ce cMecBa
BETEPHHAPHUSAT JICKAPCTBEH MPOAYKT C APYTH TEYHOCTH.

3a /1a ce OCHT'YpH MTPAaBUITHO JTO3UPaHe, TeIeCHaTa Maca TpsOBa Ja ce Onpeiesid Bb3MOXKHO Hai-
HPEIU3HO.

3a mpenoTBpaTsABaHE HA MOBPBIaHE HHXKEKIIMOHHUAT Pa3TBOP TPsiOBa Aa ce mpuiara moHe 1 gac
npenBaputenHo. [[poabmKITeTHOCTTa Ha AEWCTBUETO MY € OKOJIO 24 Jaca M IMopaJy TOBa MOXeE Ja ce
TIPHUIIOKH BeUep, MIPeIr pHiIaraHe Ha BEMIeCTBO, KOETO MOXKeE J1a IPUIHHA MOBPBIAaHe, HATIP.
XUMHUOTEpaIusl.

TBif KaTo ca Ha JIUIIE TOJIEMH BapUalliy BbB (DapMaKOKHMHETHUKATA M MAPOITUTAHT CE KyMYyJIHpa B
TSJIOTO CJIeN MMOBTOPHO MPUIOKEHUE BETHBXK THEBHO, MO-HUCKH OT MPEMOPHYBAHUTE JTO3H MOXKE J1a Ca
JIOCTaThUHU MPHU HIKOW WHAWBUIY U TIPH MTOBTAPSHE HA J03aTa.

3a npuiarane 4pe3 IMOK0KHA HHXKEKIHS, BIKTE ChIIO ,,CIIeIMaiHi peia3Hi MEepKH 3a Oe30macHa
ynotpeba npH BUIOBETE )KUBOTHH, 32 KOUTO ¢ npenHasHaveH BT (Touka 3.5).

I'ymenaTta 3amymianka Moxke Oe3zomacHo aa 6bae npobuta 1o 100 mbTu.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NpUJI0:KUMO — MPOLETYPH HA JieiicTBHeE NMPH
CIELIHHU CIy4Yau U AHTHI0TH)

Karo ce u3kimoyar npexolHu peakliy Ha MACTOTO Ha MH)KEKTHPaHe, IPU MOJK0KHO MPUII0KEHNE
MAapOIIMTAHT CC IOHACA ,uo6pe OT Ky4€Ta U MJIaA KOTKH IIPU MMPUJIIOKEHUC BEAHBXK JHCBHO Ha /103a 10
5 mg/kg (5 mbTH Hax penopbUMTENHATa 1032) 32 15 nocienoBaTeaHu qHU (3 MBTH MO-rosIMa
MPOABIDKUTETHOCT Ha PUIIOKEHHUE OT IIPeropbhUnuTeNHaTa). JINcBar JaHHu 3a peA03upaHe Mpu
BB3PAaCTHU KOTKH.

3.11 CneuuajHu orpaHM4yeHus 3a ynorpeda v crieMaJHH YCJIO0BHS 32 yNoTpeda, BKIIYUTETHO
OrpaHNYeHMs 32 ynoTpebaTa HA AHTUMHMKPOOHM M MPOTHBONAPA3ZUTHU BeTePUHAPHHA
JIEKapCTBEHH NMPOAYKTH, C LeJI 1A ¢¢ OTPAHUYHM PHCKBT OT Pa3BHTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU CpOKOBe

He e npunoxxumo.

4. DAPMAKOJIOTNYHA HHO®OPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTH4eH ko1 (ATCvet Code): QA04AD90
4.2 dapmakoamHaAMHKAa

[loBpbLIaHETO € CIOXKEH NPOLIEC, KOMUTO LEHTPATHO C€ KOOPIAUHHUPA OT EMETHYHUS LEeHTHP. To3n
IIEHTBP CE CHCTOM OT HIKOJIKO MO3BYHOCTBOJIOBH sipa (apea mocTpeMa, HyKJIeyC TPaKTyC
COJIUTapUyC, IOp3aleH MOTOPEH HyKJIeyC Ha Baryca), KOUTO IOJIy4aBaT U HHTErPUPAT CEH30PHHU

CTUMYJIM OT LIEHTPAJTHH U Nepu(epHr N3TOUHUIH, KAKTO U XUMUYECKH CTUMYJIH OT
KPBBOOOPAIIIEHHETO U IPhOHAYHOMO3bYHATA TEUHOCT.
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Mapomnwurtant e HeBpokuHUH 1 (NK1) perentopeH aHTaroHuCT, KOWTO ASHCTBA ITOCPEICTBOM
WHXUOUpaHEe Ha CBHP3BAHETO Ha cyOcTaHIusITa P, HeBpomenTua oT ceMeHCTBOTO HA TAXUKUHUHUTE.
Cy0crannusta P ce cperia B rojeMu KOHIICHTPAIIMU B siipaTa, ChCTABISABAIM EMETHUHUS IICHTHP U C&
CYHMTA 32 KIIFOYOB HEBPOTPAHCMUTEP, UTPACI] POJIs IIPU MOBphIaHeTo. [TocpeicTBOM HHXHOUpaHE Ha
CBBP3BaHETO HA CyOCTaHIUATA P B eMETHYHHS IEHTBP, MAPOITUTAHT € ePEKTUBEH Cpelly HEPBHUTE U
XyMOpaaHH (IICHTPAIHU U IEPU(EPHH) IPUUNHU 32 MTOBPHIIAHETO.

Paznuunwy in Vitro u3ciaeaBanus AEMOHCTPHUPAT, Y€ MAPOIUTAHT CE CBbP3BA CEICKTUBHO MPU
peuentopa NK1 cbc 3aBuceln ot 1o3ara GyHKIHOHAICH aHTArOHU3bM Ha JEHHOCTTa Ha CyOCTaHIUsATA
P.

MaponuTaHT ¢ erKaceH MPOTHB MOBPbIaHe. AHTHEMETUYHATA CPUKACHOCT Ha MAPOIUTAHT CPEIILY
LEHTPAITHUTE U MEPUPEPHUTE EMETHUIIH, B TOBA YUCIIO aTOMOP(HH, IIUCIIIIATHH U CHPOII OT UTIEKAK
(xydera) 1 KCmTa3uH (KOTKH), € IOKa3aHa B eKCTIEPUMEHTAHH MTPOyYBaHUSI.

HpI/ISHaHI/I 3a raJiCcHC Ipu Ky4de€Ta, B TOBA YUCJIO 00MITHO CJIFTOHOOTHACIAHC U JICTAprua, MOXKE Jia CC
3aasiaT U 1o BpEME Ha JICUCHUECTO.

4.3 dapmMakoKWHETHKA

Kyuera

DapMaKOKUHETUYHUAT MPOQUIT Ha MAPOTIUTAHT TP MPHUIIaraHeTo My KaTo eTMHIYHA TIOJIKOYXKHA 1032
1 mg/kg TenecHa Maca npH Ky4deTa ce XxapakTepusupa ¢ MakcumaiaHa KoHueHTpanus (Cmax) B I1a3mMara
npudmm3uTenHo 92 ng/ml; karo ToBa ce moctura B pamkute Ha 0,75 daca ciies mpuiarane Ha J1o3ara
(Tmax). IlukoBHTE KOHIIEHTPAIMH Ca MOCICABAHN OT MIOHIKaBaHE HA CHCTEMHATA CKCIIO3HLIHS C
MPUBHICH CTUMHUHAIIMOHEH TTONTYKUBOT (t12) 8,84 yaca. Cier eTHOKPATHO HHTPABEHO3HO
npujiokeHue Ha 1o3a 1 mg/kg, HadanHarta mia3MeHa KoHieHTpanus ¢ 363 ng/ml. O6embT Ha
pasmpeneneHue B crainoHapHo cberosHue (Vss) e 9,3 L/kg, a cucremuust xmmpsbHC € 1,5 L/gac/kg.
EnuMUHAMOHHMSAT TTOJTY>KUBOT t1/2 CJIe]] HHTPABEHO3HO NMPUIIOKEHHE € MPUOIM3UTENTHO 5,8 vaca.

[To Bpeme Ha KIMHUYHY MTPOYyYBaHMS €(DEKTHT OT HMBaTa HA MAPOIMTAHT B IUIa3MaTa ce MposiBSIBa

1 gac cnen npuiokeHne. buoHanTMYHOCTTa HA MAPOIUTAHT CJIEJ] MOAKOKHO MPHIIOKEHHE TIPH KydeTa
e 90,7%. MaponuTaHT 1oKa3Ba JMHEWHA KHHETHKA MPH MTOJAKOXKHO MPUIIOKEHHE Ha 103U B IMana3oHa
0,5-2 mg/kg.

Cren MHOTOKPATHO MOJIKOKHO MPUIIOKEHUE BEAHBXK JHEBHO Ha Jo3u | mg/kg TenecHa maca 3a et
MoCJIeJOBaTeTHY JTHH, KyMyJanusta ¢ 146%. MaponuTaHT ce MeTabonu3upa B YepHUs Ipod oT
muroxpoM P450 (CYP). Ilpu kyduerata CYP2D15 u CYP3A12 ca upentudunupanu kato
n30OpPMHUTE, KOUTO y4acTBaT B YePHOAPOOHATA OMOTpaHCHOPMAIHSI HA MAPOTIMTAHT.

bBrOpeuHusT KIMpBHHC € HEe3HAUUTENEH ThT Ha eTMMUHUpPaHe, Kato npu 1 mg/kg moakoxHa 703a 1mo-
MaJIKo OT 1% ce OTKpHBa B ypuHaTa KaTO MapOIUTAHT WU IJ1aBHUS My MeTabonut. Ipu kydera
CBBP3BAHETO Ha IUIA3MEHMSI IPOTENH C MAPOMHUTAHT € Haj 99%.

Korkn

DapMaKOKHHETUIHUAT MPOQUIT Ha MAPOIIUTAHT TPH MPHUIIATaHETO MY KaTO eMHIYHA TIOJIKOMXKHA 71032
1 mg/kg TenecHa Maca Ipu KOTKH ce XapaKTepusupa ¢ MakcumaiHa KoHueHTpanus (Cmax) B 1a3mMara
npubnausuTenHo 165 ng/ml; kato ToBa ce moctura B pamMkute Ha cpenno 0,32 gaca (19 mMuH.) cnen
npunarane Ha 103aTa (Tmax). [IMKOBHUTE KOHIIEHTpAIMHK ca MOCIeIBAaHH OT TIOHIDKABaHE Ha CUCTEMHATa
EKCIIO3HIIUS C TIPUBUJICH SIMMHUHAIIMOHCH TOJTYKHBOT (t12) 16,8 yaca. Ciies eiHOKpaTHO
MHTPABEHO3HO NMPUIIOKeHUE Ha J03a 1 mg/kg, HavyanHara mia3mMeHa KoHnenTpanus ¢ 1040 ng/ml.
O06embT Ha pa3mpe/ielieHne B craiinoHapHo cberosHue (Vss) e 2,3 L/kg, a cucTeMHUST KIIMPBHC €
0,51 L/yac/kg. EXMMUHAIIMOHHUST TIOTYKUBOT t1/2 CTIE]l HHTPABEHO3HO MPHIIOKEHUE € TIPUOIU3UTEITHO
4.9 yaca. M3riexa chlliecTBYBa Bh3pacToBa 3aBUCUMOCT Ha edekTa Ha (papMaKoOKMHETHKATa Ha
MapOINHUTAHT NPU KOTKH, KATO KOTEHIATa Cca C [10-BUCOK KIMUPBHC OT Bb3PACTHUTE KOTKH.
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[To BpeMe Ha KIMHWYHHU MPOYYBaHMS €(EKTHT OT HABATa HA MAPOIHMTAHT B TIa3Mara ce MposiBsIBa
1 gac cien npuIIOKEHNE.

buoHnanuyHOCTTa HA MAPOMUTAHT CJIE]] HOJKOXKHO MPUIOKEHUE pU KOTKU € 91,3%. Maponutant
MOKa3Ba JMHEHHA KMHETHKA TP ITOIKOYKHO MPUIIOKEHUE Ha J03H B auanasona 0,25-3 mg/kg.

Crier MHOTOKPATHO MTOJIKOXKHO NPUJIOKCHHUE BEAHBXK THEBHO Ha j03u 1 mg/kg TenecHa maca 3a met
MOCIIEIOBATENHN THU, KyMmynanusaTa € 250%. MaponutaHT ce MeTabonn3upa B 9YepHHS P00 OT
ruroxpoM P450 (CYP). IIpu xotku CYP1A u CYP3A ca nnentuduimpanu kato n30(popMuTe, KOUTO
y4acTBaT B UepHOApoOHAaTa OMoTpaHchopMaIvs Ha MAPOITUTAHT.

BbrOpeuHusIT 1 (heKATHUAT KIMPHHC Ca HE3HAYNTEIHU MbTHUINA HA eITMMHUHUpaHe, Kato mpu 1 mg/kg
MOJIKOXKHA 71032 MO-Majko oT 1% ce oTKkpuBa B ypuHata win (heKaJTuuTe KaTo MapoIlUTaHT. 3a
raBaus Metabosmt 10,4% OT 103aTa MapoONUTAHT C€ OTKPUBA B YpHHATA, a 9,3% BBB (ekanuure.
IIpu KOTKH CBBP3BaHETO HA TUTA3MEHHS TPOTEUH ¢ MaponHTaHT € 99,1%.

5. OAPMAIIEBTUYHU JAHHU
5.1 OcHOBHH HECHBMECTHMOCTH

ITpu nunca Ha JaHHY 32 CHBMECTHUMOCT TO3M BETEPHHAPEH JIEKAPCTBEH MPOLYKT He TpsiOBa 1a Obre
CMECBaH C JpYyTH BeTepUHAPHU JIEKAPCTBEHH MPOIYKTH B €/1HA U ChIIla CIIPUHLIOBKA.

5.2  Cpok Ha rogHoct

Cpok Ha TOJHOCT Ha KpailHUs BETEPUHAPEH JICKAPCTBEH MPOIYKT: 3 TOAMHU.
Cpok Ha TOJHOCT CJIe/ IIbPBO OTBAPSIHE HA ITbPBUYHATA OMAKOBKA: 56 JTHU.

5.3 Cneuuannu ycjaoBusi 3a CbXpaHeHHe
Ja He ce 3ampassiBa.
5.4 Bujau cbCTaB HAa MbPBUYHATA ONMAKOBKA

CrokieH ¢uakoH ¢ kexnubaper 1pst, tai I (Ph. Eur.), ¢ 10 ml, 25 ml wiu 50 ml umkexiponex
pas3TBOP, 3aTBOPEH ChC 3amylnanka ot xjJopOoytwiosa ryma, tum I (Ph. Eur), n amnymunuesa
U3IbPIIBAIIA CE WIIM OTYYIIBAIIlA CE Karaydka, B KapTOHEHA KyTHSI.

Pa3zmepu onakoBku:

Kapronena kytust ¢ 1 ¢umakon (10 ml)

Kaptonena kyrtus ¢ 1 ¢uakon (25 ml)

Kapronena kyrtus ¢ 1 ¢uakon (50 ml)

Kapronena kytus ¢ 5 ¢urakona (10 ml)

He Bcuuku pazmepu Ha onakoBKaTa MOraT Jja ObJaT npeajaraHy Ha rasapa.

55 Cnelma.mm MEPKHU 32 YHUIIOKABAHE HA HEU3IOJI3BAHU MPOAYKTH UJIM OCTATHIHU OT THX

BerepunapHuTe NeKapCcTBEHU MPOIYKTH HE TPAOBA 1a ObJAaT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OHMTOBH OTIIAABIIH.

M3non3BaiiTe mporpaMu 3a BphIlaHe MPH YHAIIOKABAHETO HA HEM3IIOI3BAHN BETEPUHAPHA
JIEKAPCTBEHU MPOIYKTU WIHA OCTAThLHM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/ATENICTBO ¥ C BCUYKH HAIMOHATHYU CUCTEMH 33 ChOMpaHe, IPUIOKHMH 32 ChOTBETHUS
BETEpUHAPCH JIEKAPCTBEH MPOIYKT.

6. HNME HA NTIPUTEXATEJIS HA PASPEHIEHUETO 3A THbPI'OBUS

VetViva Richter GmbH
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7. HOMEP HA PASPEIIEHUETO 3A ThPI'OBUA

Ne 0022-3194

8. JATA HA ITbPBOTO N3JJABAHE HA PABPEILIEHUETO 3A ThPI'OBUSA

JlaTa Ha IBPBOTO M3aBaHE HA pa3pelieHneTo 3a Thprous: 23/06/2023

9. JATA HA NOCJIEJHATA PEJAKINS HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

09/2025

10. KJACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITIPOAYKTHU

Jla ce oTIycKa camo 110 JIEKapCKO TpeACaHue.

[Honpo6Ha nH(DOpMAaITUs 32 TO3M BETEpUHAPEH JICKAPCTBEH MIPOYKT MOXKE 1a HaMepuTe B 0azara TaHHU
na Crro3a otHocHo nipoaykrute (https://medicines.health.europa.eu/veterinary).

24.9.2025 .

X

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