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HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Vominil 10 mg/ml uHXeKIMOHeH pa3TBOp 3a Ky4yeTa U KOTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bceexn ml cpbpika:

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

ITomomiHu BelecTBa:

Kouau4yecTBeH cbeTaB, ako Ta3u uHGopMaus
€ BayKHA ¢ OrJie/l HA NPaBUJIHOTO NMpUJIaraHe
HA BeTEPUHAPHUS JeKAPCTBEH MPOIYKT

KadecTBeH ¢checTaB Ha TOMOIIHHUTE BEIIECTBA
U IPYTUTE ChCTABKH

N-0yTaHO 22,00 mg

CyndoObyrunerep 6eTa NIUKIOAEKCTPUH HATPUI
(SBECD)

Bopa 3a nmxeximun

buctbp, 6€31BETECH 10 MOYTH OC3I[BETCH UHKECKIIMOHEH Pa3TBOP.

3. KINMHUYHA UHOOPMALIUS

3.1 Bunaose :KUBOTHH, 32 KOUTO e npeanazHaied BJIII

Kyuera u xoTkH.

3.2 Tloka3anus 3a ynorpeda 3a BCeKH BU/I JKHBOTHH, 32 KOWTO € MpeHA3HAYeH MPOAYKTHT

Kyuera

e 3a neueHwue U MIPEJOTBPATIBAHE HA raJicHe, IPEIU3BUKAHO OT XUMHOTEpAIusl.

e 3a mpenoTBpaTsABaHE Ha MOBPBIAHE, C U3KIIOUEHIE Ha MOBPBIIAaHE, MPETU3BUKAHO OT
I'bTyBAaHE.

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

e 3a mpenoTBpaTsABaHE Ha IEPUONIEPATUBHO IaICHE U MOBPBIIAHE U OAOOPsIBaHE HA
BB3CTAaHOBSIBAHETO OT 00II1a aHECTe3usI Clle/l yoTpedaTa Ha [-ONMUATHHS PELIENTOPEH arOHUCT
Mop(huH.

KoTtkn
e 3a npenoTBpaTsSIBaHE Ha MOBPBIIAHE U HAMAJSIBAHE HA raJicHe, C U3KIIOUEHUE Ha TE3H,
MpEM3BUKAHN OT IIbTYBaHE.
e 3aJleucHHUE Ha MOBPBINAHE B KOMOWHAIINS C APYTH MOIIHPIKAIINA MEPKH.

3.3 IIporuBomokazaHus

I[a HE CC U3M0JI3Ba MPU CBPBbXTYBCTBUTCIHOCT KbM AKTUBHOTO BCIICCTBO WUJIKM KbM HAKOC OT
IIOMOIIHHUTEC BCIICCTBA.



3.4 ChneunuajaHu npeaynpexiaeHust

[ToBpbIIaHeTO MOKE Ja € CBEP3aHO ChC CEPUO3HU, CHIIHO U3TOIIABAIIN CHCTOSHHUS, BKIIOUUTEIIHO
CTOMAITHO-YPEBHHU OOCTPYKIINH, TIOPAIN KOETO € HEOOXOAMMO /1a CE HAIIPABST ITOIXO SN OIIEHKH 32
NarHOCTHIIHPaHE.

HoOpara BeTeprHapHa MpaKTHKA MTOKa3Ba, Y€ aHTHEMETHIINTE TPSOBa /1a Ce MPUIaraT ChbBMECTHO C
JIPYTH BETEPUHAPHH U TIOJIBPIKAIN MEPKH, KaTo IueTa U PeXuApaTHpalia Tepamsi, Kato B ChIIOTO
BpeME Ce JIEKyBaT PUUNHUTE 3a OBPBIIAHETO.

[IpuoskeHneTo Ha BETEpUHAPHUS JIEKAPCTBEH MPOAYKT MPOTHB MOBPBIIAHE, KOETO € MPEAU3BUKAHO
OT MbTYBaHe, HE CE MPENOopPHYBa.

Kyuera:

Brpeku, ue MaponuTaHT € JoKa3al e(hUKacCHOCTTA CH IIPH JICUEeHHE U IPEJOTBPATsIBaHE Ha
MOBpBIIaHE, MPETU3BUKAHO OT XUMHOTEPAIIUsl, yCTAHOBEHO €, Y€ TOH € MHOTO Mo-e()MKaceH, aKko ce
M3I0J13Ba NpeBaHTUBHO. [lopanu ToBa ce npenopbuBa aHTUEMETHKBT 12 CE IIpUiIara npeau
XUMUOTEPANIEBTUYHHSA IPOIYKT.

Kortku:
EdukacHocTTa Ha MapONMUTAHT 32 HAMAJISIBAHE HA TaJIeHe € JeMOHCTPHUPaHa B TIPOYIBAHHS C
W3II0JI3BaHE Ha MO (TIPEAM3BUKAHO TaJIcHE ¢ KCHJIa3UH ).

3.5 Chenuananu mpeanasHu MepKHU NpH ynorpeoda

Crenuaany Opeana3siu MEpKH 3a Oe3omacHa yrnoTpe0da Ipy BUIOBETE JKUBOTHH, 34 KOUTO €
npengasznauyey BJILI:

be3omnacHocTTa Ha BETEpUHAPHUS JIEKAPCTBEH MPOAYKT HE € I0Ka3aHa MNpU KydeTa Ha Bb3pacT MOJ
8 ceaMuIM WM TPU KOTKU Ha BB3PACT 1Mo 16 ceIMUIIM, KAaKTO U TP OPEMEHHU WX JIAKTHPAIX
Kydera ¥ koTku. [Ipunara ce camo cien npereHka moi3a/pruck OT OTTOBOPHHS BETEPHHAPEH JIeKap.

MapomnuTaHT ce MeTabon3upa B YepHUs Ipod U mopaau ToBa TpsiOBa Jia ce U3MOI3Ba C TIOBUIIIEHO
BHHMAaHUE MTPY TAIMEHTH ¢ YepHOAPOOHN 3a0osaBanus. [Ipu npoabHkuTeHO TpeTupaHe TpsioBa
BHHMATEJTHO J1a Ce HaOJIro1aBa YepHOApoOHaTa (QYHKIMS H 1a CE CIIeH 32 BCIKAKBU JPYTH
HEeOJIarONpUATHHU PeaKkiuy, Thil KATO MApOIIMTAHT CE€ HATPYIBA B TSIIOTO MpH 14-1HEBEH Nepuol Ha
HpuIara’e, nopajgu MeTaboIUTHO HaCHIIIAaHE.

BerepuHapHUAT JiekapCTBEH MPOIYKT TPsIOBa J1a ce Tpujiara ¢ MOBUIIICHO BHUMAHKE TP )KUBOTHU,
CTpaJalliy OT WU MPepasoI0XKEeHN KbM ChP/ICYHH 3a00IIsIBaHHS, ThI KAaTO MApOIUTAHT UMa
aUHUTET KbM KaJILUEBUTE U KalneBUTe HOHHM KaHamu. [Ipu n3cieaBane Ha 37paBu Kydera OT
nopoJia OMIrbJ1, Ha KOUTO ca MpuIIoKeHu repopaino 8 mg/kg, e HabmonaBano nosumasane Ha QT-
unrepsana Ha EKI ¢ okono 10%. Maiiko BeposiTHO € o0ade ToBa MOBHIICHUE J1a € KIMHUYHO
3HAYHMO.

Hopazm YECTUTE ClIydau Ha IIPEXOoJHa OoKka IIPpHU MMOAKOKHO MHKCKTUPAHE, MOXKE Jla C€ HAJIOKHU
MMPEANIPUEMAHETO HA MOAXOAAINN MEPKHU 3a OrpaHUYaBaHE IBUXXCHUATA HA )KUBOTHUTE 110 BPEME Ha
HWHIKXCKTHUPAHC. I/IH)KGKTI/IpaHeTO Ha BETCPUHAPHUA JICKAPCTBCH MPOAYKT OXJIaACH MOXKEC Ja HaMaJIn
0OoskaTa B MACTOTO Ha WHXCKTHUPAHE.

CHGLII/IaJ'IHI/I Opeanasiy MCPKH 3a JuliaTa, mpujaaraimy BETCPUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC!

To3u IMPOAYKT MOXKE a IMPUYINHA KOXKHaA CeHCI/I6I/IHI/I3aHI/I${. Xopa C YCTaHOBCHA CBPBXYYBCTBUTCIIHOCT
KbM MApOIIUTAHT TpSI6Ba Ja npujiarat BCTCpuHapHUs JICKAPCTBCH NPOAYKT C TIOBUILICHO BHUMAHHC.



WsmuiiTe oTkprTaTa KOXKa BelHAra clie]l oNnalaHeTo Ha MPOAYKTa BPXY Hesl ¢ TOJIEeMH KOJTMYECTBa
BO/Ia. AKO pa3BUETE CHMIITOMHU KaTO OOPUB CIIe/] CIy4YaiiHO pa3linBaHE BbPXY KOXKaTa, MOThPCETe
MEIMIIMHCKA TTIOMOIII U TIOKQXKETE Ha JIEKapsl TOBa MPEAYPESKICHHE.

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€ TIOTHPCH METUIIMHCKA TOMOIIL.

Mapomnwutant e HeBpoknHUH-1 (NK 1) perentopeH aHTaroHucT, KOWTO ACHCTBA B IICHTpaTHATa HEPBHA
cuctema. Cy4aifHOTO CAMOMH)KEKTHPAHE WJIH MOTThIIAHEe MOXKE JIa IPUYUHHU TaJIcHe, 3aMaiiBaHe U
coMmHOJICHTHOCT. TpsiOBa J1a ce BHMMaRBa Jia ce n30erHe Cily4aiiHO caMOMHKeKTupane. [lpu cirydaiino
MOTTHIIAHE WITH CAMOMHXCKTHUPAHE, He3a0aBHO Jia ce TIOThPCH MEIUITUHCKU ChBET, KaTO Ha JIeKaps 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 Peaknuu ot anamIakTUUEH TUII, JIEPTHUCH EEM,

(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 TOTyqH IPH TOJIKOKHO HHKeKTupaHe. [Ipu nmpubIu3nTeHo eHa TpeTa OT KOTKUTE ce
Ha0JIr0aBa cpeHa 10 TEKKA PEeaKIus KbM HHKEKTHPAHETO.

ChoO011aBaHeTO Ha HEOJATONPUATHH PEaKIIMU € BaxKHO. TOBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e301macHOCTTa Ha BETEPHHAPHHUSA JIeKapCTBEH NPoayKT. ChoOmeHusTa TpsiOBa 1a ce u3mpaniar, 3a
MIPEIMOYNTAaHE Ype3 BETEPUHAPEH JIeKap, WU Ha IPUTEXATels Ha Pa3pellieHneTo 3a ThPrOBUS WK Ha
MECTHHSI My TIPEICTABUTEI, FJIM Ha HAITMOHAHHS KOMIIETEHTEH OpraH uype3 HallMOHATHATA CUCTeMA 32
choOIIIaBaHe. 3a ChOTBETHUTE JIAaHHU 3a BPh3Ka BHXKTE ChIIO TOUKa “‘/laHHM 32 Bpb3Ka™ OT
JINCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUSI WU sSiilleHOCEeHe
[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 HauywuH Ha pUIOKEHUE U T03HPOBKA
3a MOJIKOYKHO MM HHTPABEHO3HO TPUIIOKEHHE.

BeTepunapHUAT eKapcTBEH MPOAYKT TPAOBA /1a c€ MHXKEKTHPA TOAKOKHO HIIH HHTPABEHO3HO,
BEIHBX JHEBHO B 703a | mg maponurant/kg Tenecna maca (1 ml/10 kg TenecHa maca) B
NPOABIDKCHUE Ha 10 5 mocieoBaTeIHy JHH. [Ipy HHTpaBeHO3HO NPUIIOKEHHE, BETEPUHAPHUST
JIEKapCTBEH MPOIYKT Ja Ce MPUIIOKU KaTo €JHOKpPaTHA CAMOCTOsTENTHA MHXKEKLS, Oe3 1a ce cMecBa
BETCPUHAPHHUSAT JICKAPCTBEH NPOLYKT C IPYTU TEYHOCTH.

3a 71a ce OCHT'YpH NPABWITHO J03UpaHe, TeJIECHATa Maca TPOBa Jia ce Onpeien Bh3MOXKHO Hal-
TIPEIU3HO.

3a mpeaoTBpaTsIBaHEe HAa NOBPBIIaHE HHXEKIMOHHUAT Pa3TBOp TPsOBa Aa ce mpuiara rmoxe 1 gac
npeaBapuTenHo. [IpoabKUTETHOCTTa Ha AEHCTBUETO My € OKOJIO0 24 Jaca ¥ MopaJy ToBa MOXKeE Ja ce
MIPUIOXKH Beuep, peiu NpujaraHe Ha BEeLIeCTBO, KOETO MOXE Aa IPUYHMHY NOBPbBIIaHE, HAIIP.
XUMHOTEpAIusl.

Tbii KaTO ca Ha JMLe roJIeMU Bapualuy BbB (JapMaKOKMHETHKATa U MAPOIMTAHT Ce KyMyJIHpa B
TSJIOTO CJie]l IOBTOPHO NMPUJIOKEHNE BEIHBXK JHEBHO, TO-HUCKH OT NMPENOPbYBAHUTE J03U MOXKE /1A ca
JIOCTAaThUHU MPU HIKOU MHAWBUIY U MIPU MTOBTapsSHE Ha J03aTa.

3a mpuiarane 4pe3 IMOK0KHA HHXKEKIHS, BIKTE ChIIO ,,CIIeIMaIHi peia3Hi MEpKH 3a Oe30macHa
yrnotpeba pH BUIOBETE KUBOTHH, 38 KOUTO ¢ npeaHa3naveH BT (Touka 3.5).

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

3.10 CumnTomu Ha mpeao3upaHe (M KOraTo € NPUJIOKUMO — MPOUEAYPH HA JAeiicTBHE MPH
CIEIIHM CIy4au U AaHTHIO0TH)

Karo ce u3kimoyar npexo/IHu peakliy Ha MACTOTO Ha MH)KEKTHPaHE, IPU TOJKOKHO MPUIIOKEHNE
MapOIHUTAHT Ce MOHACs J0Ope OT Ky4eTa U MJIaId KOTKU NPH NMPHUIIOKEHUE BEIHBX JTHEBHO HA /1034 JI0
5 mg/kg (5 mbTH Hax npenoprUMTEIHATA 103a) 32 15 mocnenoBarenHu AHU (3 TBTH MO-TOJIsIMA
MPOABIDKUTETHOCT Ha PUIIOKEHHE OT MIPeropbUnTeNHaTa). JINIcBaT JaHHu 3a IPeA03UpaHe MpH
BB3pPaCTHU KOTKH.

3.11 CneuuanHu orpaHnvyeHus 3a ynorpeda v crienMaJHH YCJIOBHUS 32 yNoTpeda, BKIIOYNUTETHO
OrpaHNYeHMA 32 yHOTPebaTa HA AHTUMHMKPOOHH ¥ NPOTHBONAPA3UTHU BeTePUHAPHHI
JIEKapCTBEHH NMPOAYKTH, C LeJI 1A ¢¢ OTPAHUYHM PHCKBT OT Pa3BHTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU CpOKOBe

He e npunoxxumo.

4, DAPMAKOJIOTUYHA NTHOOPMAILIUA

4.1 BerepunapeH JiekapcTBeH aHaToMo-TepaneBTH4eH ko (ATCvet Code): QA04AD90
4.2 @apmakoaMHAMHKA

TToBpBIAHETO € CIIOKEH MPOIIEC, KOWTO IIEHTPATHO ¢e KOOPIMHUPA OT eMETHYHHUS HEeHThpP. To3n

LOCHTBHP CC€ CbCTOU OT HAKOJKO MO3BYHOCTBOJIOBU AApa (apea MMoCTpEMa, HYKJICYC TPAKTYC
COJIMTApUyC, 10p3aJiICH MOTOPCH HYKJICYC Ha Baryca), KOHMTO MOJIy4aBaT U UHTCIrpUpaT CCH30PHU



CTHMYJTH OT IIEHTPAITHY U TIepu(epHN U3TOUHHUIIH, KAKTO U XUMUYECKH CTUMYJITH OT
KpBBOOOPAIICHUETO ¥ TPHOHAYHOMO3bYHATA TCHHOCT.

Maponutant e HeBpokuHuH 1 (NK1) perientopeH aHTaroHuCT, KOHTO JIeiicTBa MOCPEACTBOM
MHXUOUpaHe Ha CBbP3BAHETO Ha cyOcTaHIusTa P, HEBpomenTHa OT ceMeMCTBOTO HAa TAXUKUHUHHTE.
Cy0Ocranuusta P ce cpema B rojeMu KOHLIEHTPALUH B SApaTa, ChbCTABIABAILY €METHYHUS LICHTBD U Ce
CYHMTA 32 KIIOUOB HEBPOTPAHCMUTEP, UTPael] pois pu moBphluaneto. [locpencTtBom nHxnbUpane Ha
CBBP3BAaHETO Ha CyOcTaHUUATAa P B eMETHUHMS LEHTBD, MAPOIIUTAHT € €(PEKTUBEH CPELLy HEPBHUTE U
XyMOpanHH (IIEHTPATHU U TeprQepHH) TPUINHH 32 MTOBPHIIAHETO.

Paznuunu in vitro U3CJICABAHUA JEMOHCTPUPAT, Y€ MAPOIIUTAHT C€ CBbP3Ba CCJICKTUBHO IIpU

penieniropa NK1 cbc 3aBucent oT no3aTta (pyHKIIMOHAJICH aHTAarOHU3bM Ha IEHHOCTTa Ha CyOCTaHIMsTa
P.

MaponuTaHT € epuKaceH MpPOTHB MOBPHIaHe. AHTHEMETHYHATA €(PUKACHOCT Ha MApPOIHUTAHT CPEILy
[EHTPATHATE U epU(epHUTE EMETHUIIH, B TOBA YHCIO aTOMOP(HH, IIUCIIIIATHH U CHPOII OT UTIEKaK
(xyuera) 1 KcuIa3uH (KOTKHM), € I0Ka3aHa B €KCIIEPUMEHTAIHHU POYYBAHHSL.

HpI/I3HaLII/I 3a ragcHe Ipyu Ky4€Ta, B TOBa YUCJIO OOMITHO CJIFOHOOTACIIAHE U JICTapTUsA, MOXE Oa CE
3alas3faT ¥ 110 BpEME Ha JICYHCHUCTO.

4.3 dapmakoKHHETHKA

Ky4era

®apMaKOKMHETUYHHAT MPOQHIT HA MAPOIIUTAHT IIPH HPHIIATAHETO My KaTO €AMHIYHA TIOIKOYKHA /1032
1 mg/kg TenecHa Maca Ipu Ky4eTa ce XapakTepusrpa ¢ MakcuMairHa KoHIeHTpanus (Cmax) B I1a3MaTa
npubau3uTenHo 92 ng/ml; kaTo ToBa ce moctura B pamkute Ha 0,75 daca cieq npuiaraHe Ha Jo3aTta
(Tmax). [TMKOBUTE KOHIIEHTPAIMHK Ca TIOCICIBAHU OT MOHMKABAaHE HA CHCTEMHATa EKCIIO3UIIUS C
NPUBHICH SITMMHHAIIMOHEH MOJTYXUBOT (t1/2) 8,84 vaca. Cien eIHOKpATHO HHTPABEHO3HO
npuiiokeHue Ha no3a 1 mg/kg, HauanHaTa ruiazMeHa KoHneHTpanus € 363 ng/ml. O6emMbT Ha
pasmpeeneHue B craiimoHapHo cberosiHue (Vss) € 9,3 L/kg, a cucremuust knupbHe € 1,5 L/gac/kg.
EnMMUHAIMOHHUAT TOTYKHBOT t1/2 CIIEl MHTPABEHO3HO MIPUIIOKEHUE € IPHOIH3UTENHO 5,8 Jaca.

ITo BpeMe Ha KITMHUYHY NPOYyYBaHUs e()EKTHT OT HMBATa HA MAPOIIMTAHT B IJIa3MaTa Ce MPOsBsIBa

1 vac cnen npunokeHre. buoHanmMYHOCTTa HA MAPOIUTAHT CIIE ] ITOAKOXHO TPUJIOKEHHE TIPU KydeTa
€ 90,7%. MaponuTaHT MOKa3Ba JIMHEHHA KHHETUKA MIPU MOAKOKHO MPUIOKEHUE Ha JO3U B AUana3zoHa
0,5-2 mg/kg.

Cren MHOTOKPATHO MOJKOXKHO NMPUIIOKEHHE BEAHBXK AHEBHO Ha 1o3u 1 mg/kg TenecHa maca 3a ner
MoCJIeJOBaTeTHY JTHH, KyMyJanusta € 146%. MaponuTaHT ce MeTabonu3upa B YepHUs Ipod oT
muroxpom P450 (CYP). Ilpu kydgerata CYP2D15 u CYP3A12 ca upentuduimpanu kato
n30(opMuUTE, KOUTO yyacTBaT B YePHOAPOOHATA OHOTpaHCHOPMALMS HA MAPOIIUTAHT.

bBOpeyHHsIT KITUPBHC € HE3HAYMTENICH BT HA SIMMUHKUpaHe, Kato npu 1 mg/Kg moaKoKHa J103a 0-
Maiko oT 1% ce oTKprBa B yprUHATa KaTO MAapOMUTAHT WM TTIaBHUS My MeTtabonut. [Ipu kydera
CBBP3BAHETO Ha IUIa3MEHHMSI TPOTEHH C MAPOIUTAHT € Haj 99%.

Korku

DapMaKOKMHETUYHUAT MPOQUIT Ha MAPONIUTAHT IPH MPHUIIAraHeTo My KaTo eIMHIYHA MOJKOXKHA 1032
1 mg/kg TenecHa Maca Ipu KOTKH ce XapaKkTepusupa ¢ MakcumaiHa KoHueHTpanus (Cmax) B I1a3mMara
npubmusutenno 165 ng/ml; karo Tosa ce moctura B pamMkute Ha cpeano 0,32 vaca (19 mMun.) ciuen
npunarane Ha 103aTa (Tmax). [InkoBHTE KOHIIEHTpAIMHK ca MOCIeABaHH OT IOHIKaBaHe Ha CUCTEMHATa
EKCIIO3HMLIMS C IIPUBU/ICH €IMMHUHALMOHEH TIOJTYKHBOT (t1/2) 16,8 yaca. Ciiex etHOKpaTHO
WHTPABEHO3HO MPHUITOKEHKE Ha 103a 1 mg/kg, HaganHara mia3mena kounenrpaiws e 1040 ng/ml.
O0eMbT Ha paznpeeneHue B craiuoHapHo cberosaue (Vss) e 2,3 L/kg, a cCHCTEeMHHSAT KIMPBHC €

0,51 L/yac/kg. EnMMuHaIMOHHUST NOIXYKUBOT t1/2 CJIe]l HHTPABEHO3HO NMPHUIIOKEHUE € TPUOIU3UTEIHO



4.9 yaca. M3riexa chIecTByBa Bb3pacToBa 3aBUCUMOCT Ha e(ekTa Ha apMaKOKWHETHKATa Ha
MapOIUTAHT TPU KOTKH, KATO KOTEHI[ATa ca C IM0-BUCOK KIUPHHC OT BH3PACTHUTE KOTKH.

[To BpeMe Ha KITUHUYHY MPOYyYBaHHUS S(hEKTHT OT HUBATa HA MAPOIIUTAHT B IJIa3Marta ce MpOsIBsIBa
1 gac cien npuIIOKEHNE.

buoHanuyHOCTTa HA MAPOMUTAHT CJIE]] HOJKOXKHO MPUIOKEHUE pU KOTKU € 91,3%. Maponutant
MOKa3Ba JMHEHA KMHETHKA TP ITOIKOYKHO MPUIIOKEHUE Ha 703U B auamasona 0,25-3 mg/kg.

Crnien MHOTOKPATHO ITOJIKOKHO NPUJIOKCHHUE BEAHBXK JTHEBHO Ha 103u 1 mg/kg TenecHa maca 3a met
MOCIIEIOBATEIIHU JIHU, KyMmynanusata € 250%. MaponutaHnT ce MeTabonu3upa B YepHUS JPO0 OT
ruroxpoM P450 (CYP). IIpu xotku CYP1A u CYP3A ca nnentuduimpanu kato n30(popMuTe, KOUTO
y4acTBaT B UepHOApoOHaTa OMoTpaHc(hopMaIrs Ha MapOITUTAHT.

BhOpeuHuUsIT 1 (heKATHUAT KIMPHHC Ca HE3HAYNTEIHU MbTHUINA HA eITMMHUHUpaHe, kato mpu 1 mg/kg
MOJIKOKHA 71034 MO-Majko oT 1% ce oTkpuBa B ypuHara win (heKaaTruuTe KaTo MaporuTaHT. 3a
rinaBHus MeTabomut 10,4% OT mo3aTa MapoIUTAHT Ce OTKPHBA B ypuHaTa, a 9,3% BbB (hekamuute.
ITpu KOTKM CBBP3BAHETO HA IJIa3MEHUS MPOTEHH C MaponuTasT € 99,1%.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH

ITpu nunca Ha JaHHU 32 CHBMECTHUMOCT TO3U BETEPHHAPEH JIEKAPCTBEH MPOLYKT He TpsiOBa 1a Obre
CMECBaH C APYTd BEeTEpUHAPHU JIEKAPCTBEHHU NMPOAYKTH B €IHA U ChIa CIPUHIIOBKA.

5.2  Cpok Ha TogHOCT

Cpok Ha TOJJHOCT Ha KpaiiHHs BeTepUHApeH JieKapcTBeH NpoaykT: 30 mecena.
CpoK Ha TOHOCT CJe] ITFPBO OTBApSHE HAa MbPBUYHATA OMAKOBKA: 28 JTHU.

5.3 CneuuajHu ycjaoBuUsI 32 CbXpaHEHHe
Jla He ce 3ampassiBa.
54 Bujau cbCcTaB HA MBPBUYHATA ONAKOBKA

CrokieH ¢uakoH ¢ kexnubaper 1pst, tai I (Ph. Eur.), ¢ 10 ml, 25 ml wiu 50 ml umkexiponeH
pas3TBOP, 3aTBOPEH ChC 3amylnanka ot xjJopOoytwmiosa ryma, tum I (Ph. Eur), u anymununesa
U3IbPIIBAIIA CE WIIM OTYYIIBAIIlA CE Karayka, B KapTOHEHa KyTHsl.

Pa3mepu onakoBKu:

Kapronena kytust ¢ 1 ¢umakon (10 ml)

Kapronena xytus ¢ 1 ¢pmakon (25 ml)

Kapronena xytus ¢ 1 ¢pmakon (50 ml)

Kapronena xyrtus ¢ 5 ¢makona (10 ml)

He Bcuuku pa3mepy Ha OMakoBKaTa Morar Jia ObJaT MpeJiaraiy Ha 1masapa.

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

BerepunapHuTe neKapCcTBEHU MPOIYKTH HE TPAOBA 1a ObAT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OMTOBHU OTHAIBIIN.

M3non3BaiiTe mporpaMu 3a BpbllaHe IPU YHUIIIOKABAHETO HA HEMU3IIOJI3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOJYKTH UM OCTATBIHU OT TSIX B CbOTBETCTBUE C M3MCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO U C BCUYKH HAI[MOHATHHU CUCTEMH 33 ChOMpaHe, IPUIIOKUMHU 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.



6. HNME HA IIPUTEXKATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

VetViva Richter GmbH

7. HOMEP HA PABPEHIEHUETO 3A TbPI'OBUS

Ne 0022-3194

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

JlaTa Ha TBPBOTO M3aBaHE HA pa3peieHneTo 3a Thprosus: 23/06/2023

9. JATA HA TTIOCJIEIHATA PEJAKIINSA HA KPATKATA XAPAKTEPUCTHUKA HA
NPOAYKTA

06/2023

10. KJACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHHU ITPOAYKTHU

Jla ce oTIycKa camo I10 JIEKapCKO TpeICaHue.

[MonpoOHa uH(popMAaIUs 3a TO3U BETCPUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HAMEpUTE B 0azara JaHHU
na Cpro3a otHocHO nipoaykrute (https://medicines.health.europa.eu/veterinary).



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

HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKETHU
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NHOOPMAIUS, KOATO CE U3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kytust (10 ml, 5 x 10 ml, 25 ml, 50 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Vominil 10 mg/ml umkexiuonen pa3rBop

Maropitant

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Maropitant 10 mg/ml

‘ 3. PASMEP HA OITAKOBKATA

10 ml
25 ml
50 ml
5x 10 ml

4. BUJIOBE JKMBOTHMU, 3A KOUTO E ITPEJJHAZHAYEH BJIII

Kyuera, koTkn

5. TEPAIIEBTUYHU ITOKA3AHUA

6. HAYNHU HA TPUJIOKEHHUE

3a MOAKOXHO MIJIM UHTPABEHO3HO MPUIIOKEHHUE.

7. KAPEHTHH CPOKOBE

/8. CPOK HA TOJIHOCT

Exp. {mm/rrrr}

Crnen mpoOuBaHe U3IMON3BANTE B PAMKHUTE Ha 28 ITHU.

‘ 9. CHELUAJIHU YCJIOBUS 3A CbXPAHEHHUE

[a He ce 3ampassna.
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‘ 10. HAANUCDHT ,,IPEIU YIIOTPEBA NIPOYETETE JIJUCTOBKATA“

[Ipenu ynoTpeda npoyereTe IMCTOBKATA.

‘ 11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepuHApHOMETUITHCKA yIOTpeoa.

12.  HAJIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

ﬂa CC CbhbXpaHsBa AaJjied OT Norjieaa U Ha HECAOCTBIIHU 3a JI€1a MECTaA.

‘ 13. HUME HA IIPUTEXXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUS

VetViva Richter

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUSA HA BJIII

Ne 0022-3194

| 15. MAPTMJEH HOMEP

Lot {Homep}
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MUHHUMYM UHOOPMAILIUA, KOATO TPABBA JA BbJE U3IINCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

10 ml, 25 ml, 50 ml cTeKIeH (QIIaKOH ¢ KeXITUOAPEH IBST, 3aTBOPEH ChC 3aMyIlanka OT XJ0pOyTHIOBa
ryMa U alyMHHHEBa Kanavka

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Vominil

{d

Kyuera, xoTku

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Maropitant 10 mg/ml

‘ 3. ITAPTUJAEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJHOCT

Exp. {mm/rrTT}

Crnen mpoOUBaHEe U3IOJI3BANTE TIPE/IH. ..
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B. IUCTOBKA
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JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Vominil 10 mg/ml urxeKIoHeH pa3TBop 3a KydeTa U KOTKH

2. CncraB
Bceku ml cpabpxa:

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

ITomomHu BemecTBa:
n-OyraHon 22 mg

buctsp, 6e31BeTeH 10 OYTH OE3I[BETEH NHKEKIIHOHEH Pa3TBOP.

3. Bujaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

Kyuera, koTkn

4, Iloka3anus 3a ynorpeoda

Kyuera

L4 3a jeueHue u MpeaoTBpaTABaHEC HA IraJICHE, IIPEAN3BUKAHO OT XUMUOTEPAIIH.
L4 3a NpeaAOTBpaTsABAHC HAa NOBPBINAHE, C U3KIIFOUCHUEC Ha MMOBPBUIAHC, IIPCANU3BUKAHO OT

II'bTYBaHE.

e 3ajedyeHHe HA TIOBPBHIAHE B KOMOMHAIIMS C IPYTH TOMIBPKAIINA MEPKH.
e 3ampenoTBpaTsABaHE HA IEPUOTIEPATHBHO TaJleHe U TOBPBIAHE U MOJ00psiBaHe Ha
BB3CTAHOBSIBAHETO OT 00IIa aHEeCTe3us clie]l yrorpedara Ha [-ONMHaTHHS PEleNTOPEH arOHUCT

Mop(huH.

Kotku

L 3a MMpeaAOTBpaTsABaHC HAa NOBPBITAHEC U HAMaJIABAHE Ha raJICHE, C U3KJIFOUCHUE HA TE3HU,

MNpeaAn3BUKAHU OT IIbTYBAHC.

e 3aieueHHE Ha MOBPBIIAHE B KOMOWHAIIUS C APYTH MOIIBPIKAIINA MEPKH.

5. IIpoTuBONOKA3aHUA

213 HE C€ U3M0JI3Ba IMMPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHOTO BEIIECTBO WUJIN KBM HAKOEC OT

IIOMOIIHHUTE BCIICCTBA.

6. CrnenmnaaHu npeaynpexRieHus

CHGLII/IaJ'IHI/I OpeAYINPEKIACHUA!

TloBpbi1aHeTo MOKE JIa € CBbP3aHO ChC CEPUO3HU, CUITHO U3TOMIABaIlld ChCTOSHUS, BKIIFOUUTEITHO
CTOMAIITHO-YPEBHH OOCTPYKITHH, TIOPATN KOETO € HEOOXOIMUMO JIa CE HAIPABSIT MOAXOISIIH OIIEHKH 3a

JAUAarHOCTULIUPAaHEC.
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HoOpara BeTeprHapHa MpaKkTHKA MTOKa3Ba, 9€ aHTHEMETHUIINTE TPIOBa /1a Ce Ipuiiarat CbBMECTHO C
JIPYTH BETEPUHAPHH U TIOJIBPIKAIIN MEPKH, KaTo IneTa U peXuapaTHpalia Tepamnusi, Kato B ChIIOTO
BpeME Ce JIEKyBaT NPUUUHUTE 32 MOBPBIIAHETO.

[IpuoskeHneTo Ha BETEpUHAPHUS JIEKAPCTBEH MPOAYKT MPOTHB MOBPBIIAHE, KOETO € MPEAN3BUKAHO
OT ITBTYBaHe, HE CE MPETOPbhYBa.

Kyuera:

Bripeku, ue MaponuTaHT € fJoKa3al e(hUKacCHOCTTA CH IIPH JICUEeHHE U IPEJOTBPATIBaHE Ha
MOBpBIIaHE, MPEIU3BUKAHO OT XUMHOTEPAIIUs, YCTAHOBEHO €, Ye TOH € MHOTO Mo-e(hUKaceH, aKko ce
U3II0JI3Ba NpeBaHTUBHO. [lopaau ToBa ce mpenopryYBa aHTUEMETHUKBT /1A CE MpuiIara rnpeau
XUMHOTEPANIEBTUYHUSA IPOIYKT.

Kotku:
EdukacHocTTa Ha MapONMUTAHT 32 HAMaJIsIBaHE HA Ta/IeHe € JJEMOHCTPHUpPaHa B IPOYUBAHMUS C
M3MOI3BaHe Ha MOAECI (TIPEIU3BUKAHO TajeHe C KCHUIa3uH).

CrenyaaHy Opeana3siu MEPKH 3a O0e30macHa yrnoTpe0a py BUIOBETE JKMBOTHH, 34 KOUTO €
npexnazHadeH BJIIT:

be3onacHocTTa Ha BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € JoKa3aHa IpU Ky4yeTa Ha Bb3PacT MO
8 ceMUIM WK TIPU KOTKH Ha BB3PacT Mo 16 ceIMUIM, KaKTO U TP OPEeMEHHH WITH JIAaKTHpaIU
Kydera ¥ KoTkd. [Ipunara ce camo cien mpereHKa moi3a/pruck OT OTTOBOPHHS BETEPHHAPEH JIeKap.

MapomnuTaHT ce MeTabon3upa B UepHUs Ipod U mopaau ToBa TpsiOBa J1a ce U3MOI3Ba C TIOBUILIEHO
BHUMAaHUE NIPH NALMEHTH C YepHOAPOOHH 3a00isiBanus. [Ipy npoabmkuTenHO TpeTupane TpsioBa
BHUMATEJIHO Jia ce HabJroAaBa yepHoApoOHaTa (DYHKLMS U 1a CE CIICAM 32 BCSIKAKBH JPYTH
HeOIaronpusTHH Peakluy, Thid KaTO MapOMUTAHT CE HATPYTBa B TAJIOTO NpH 14-IHEBEH mepuos Ha
Tpujiarase, mopajau MeTaboIUTHO HACHUIIIaHE.

BerepuHapHUSAT JieKapCTBEH MPOIYKT TPsiOBa /1a ce Impujiara ¢ MOBUIIICHO BHUMAHKUE MPU )KUBOTHU,
CTpaJialliy OT WU MPEpaso0XKEeHN KbM ChP/ICYHH 3a00IIBaHHSA, ThI KATO MApOIUTAHT MMa
a(pUHUTET KbM KaJILUEBUTE U KalneBUTe HOHHM KaHamu. [Ipu n3ceaBane Ha 37paBu Kydera OT
nopoJia OMIrbJ1, Ha KOUTO ca MpUIIokeHu nepopaino 8 mg/kg, e HabmonaBano nosumasane Ha QT-
untepBana Ha EKT ¢ okono 10%. Manko BeposiTHO € obave TOBa MOBHILICHNE J1a € KITMHUYHO
3HAYUMO.

Ilopaau yectute cirydau Ha IpexogHa 00JIKa MPU MOJK0KHO HHKEKTHUPaHE, MOXKE Jla C€ HAJIOXKHU
MIpeIpUEeMaHeTO Ha MOAXOIAIIM MEPKH 3a OTpaHIYaBaHe IBKEHHTA Ha )KUBOTHHUTE 110 BpeMe Ha
WHXeKTUpaHe. HXeKTUpaHeTo Ha BETEpUHAPHHUS JIEKAPCTBEH MIPOAYKT OXJIaAeH MOXKe Ja HaMaJIH
0osKaTa B MACTOTO Ha MH)KEKTHPAHe.

CrenyaiaHy OpeAna3Hul MEPKH, KOUTO TpsAOBa Ja B3eMe JULETO, IPUJIAraiio BeTepuHapHUs
JIeKapCTBEH NPOJYKT Ha KUBOTHUTE!

To3u IpOAYKT MOXKeE Jia MPUIUHU KOXKHA CCHCUOMIM3aIusi. Xopa ¢ YCTAaHOBEHA CBPBhXUYBCTBUTEITHOCT
KbM MapOIHUTaHT TPAOBa Jja MpuiiaraT BeTEPHHAPHUS JIEKAPCTBEH MPOAYKT C TIOBUILIEHO BHUMAaHHE.
M3muiiTe oTkpuTaTa KOKa BeHara ciiel onaJaHeTo Ha MMPOYKTa BEPXY Hesl C TOJIEMH KOJIMYECTBa
BOJIa. AKO pa3BUETE CUMIITOMH KaTo OOPHB CIIe/ CIIy4ailHO pa3inBaHe BbPXY KOXarta, IOThpCeTe
MEINIIMHCKA TTOMOIII ¥ TIOKa)KETE Ha JIEKaps TOBa MPeaypeKIeHHE.

To3u BeTepuHapeH JeKapCTBEH MPOIYKT MOXKe Jia Ipa3Hu ounTe. /la ce n30sArBa KOHTAKT C OYHTE.
IIpu cmyyaeH KOHTaKT Ha MPOAYKTA C OUYHTE, J1a Ce U3IIAKHAT OOMITHO C YMCTa BOAA. AKO C€ MOSIBIT
CUMIITOMH, JIa CE MOTHPCH MEAUIIMHCKA TOMOIIL.

Maponutant e HeBpokuHHH-1 (NK 1) perientopeH aHTaroHUCT, KOMTO JieiicTBa B LIeHTpaaHaTa HEPBHA
cuctema. Ciry4ailHOTO CaMOMH)KEKTHpaHEe UM NMOTIbLIaHE MOKE /1a IPUUYUHM raJIeHe, 3aMaiiBaHe U
COMHOJIEHTHOCT. Tpsi0Ba 1a ce BHUMaBa ia ce u30erHe cirydaifHo caMmouHxkekTupane. IIpu ciryuaiino
MOTUIBIAHE WIIK CAMOMHKEKTHPaHe, He3a0aBHO J1a ce OThPCH MEIUITUHCKH ChBET, KATO Ha JIeKapsi ce
MPEIOCTAaBU JINCTOBKATA UJIM €TUKETA Ha MPOAYKTA.

Pwuere na ce uammBar ciies ynorpeda Ha MPOIyKTa.
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bpemMeHHOCT U JaKTaIus.

[Tpunara ce camo ciies1 mpeleHKa Moj3a/prcK OT OTTOBOPHUS BETEPUHAPEH JICKap, Thil KATO MPH HUTO
€IH OT YKUBOTUHCKUTE BUJIOBE HE Ca MPOBEJICHU MPOYYBAHUS C YOCAUTEITHU PE3yJITaTH 3a
PENPOAYKTUBHA TOKCUIHOCT.

BsaumoneiicTBue ¢ ApYru BETEPUHAPHU JICKAPCTBEHU MPOJYKTH M APYTU DOPMU HA B3aMMOJICHCTBUE:
BerepuHapHUAT NeKapcTBEH NPOAYKT He TPsOBa Ja ce M3IM0JI3Ba EAHOBPEMEHHO C aHTarOHUCTH Ha
KaJII[NeBUTE KaHAJM, Thii KATO MapOIUTAHT NMa aQUHATET KbM KaJITUEBUTE KaHAIIM.

MapOHI/ITaHT CC CBBP3Ba BbB BUCOKA CTCIICH C IJIA3BMCHUTEC NPOTCUHU U MOXKE J1a C€ KOHKYpHUpa C
APYyTH JIEKapCTBa, KOUTO CHIIO CE€ CBBP3BAT BHB BUCOKa CTCIICH.

[Ipeno3upane:
Kato ce u3kmovar nmpexoaHu peakIiuy Ha MSICTOTO Ha HHXKEKTHPaHE, IPU TTOIKOKHO MPUIIOKEHNE

MapOIUTAHT Ce MOHACs J00pe OT Ky4eTa U MJIaJu KOTKU [PH NPHIOKEHUE BEHBK JHEBHO Ha /1032 10
5 mg/kg (5 mbTH Hax npenoprUMTEIHATA 103a) 32 15 mocnenoBarenHu AHU (3 TBTH MO-TOJIIMA
IPOABIDKUTETHOCT Ha NPIJIOKEHUE OT NPENopbUUTeHaTa). JIMICBAT JaHHU 32 MPEeI03upaHe Mpu
BB3PACTHU KOTKH.

OCHOBHH HECHBMECTHMOCTH:
[Tpu umica Ha MPOYYBAHUS 32 ChBMECTUMOCT, TO3U BETEPHHAPHOMEAMIIMHCKY MPOIYKT He TpsiOBa Ja
CE€ CMECBa C JIPYTH BETCPUHAPHOMEIUIIMHCKH MTPOAYKTH B €JIHA U ChIIla CIIPUHIIOBKA.

7. He6aaronpusTHu peakuuu
Kyuera, koTku:

MHoro yectu (moBede oT 1 Ha 10 TpeTUpaHu KUBOTHH):
Boinka Ha MSICTOTO Ha MHXKEKTHpaHe™

Msuoro peaku (mo-manko ot 1 Ha 10 000 TpeTupaHu >KUBOTHH, BKIIFOYUTEITHO HU30JHPAHU
CHOOIIICHHU):

Peakiuu oT aHaUIAKTHYEH THII, aJIEPTHUYCH €/IeM, YPTHKAPHs, EPUTEM, KOJIAIIC, TUCITHEs, OJie I
nurasui. Jleraprus. HeBposornunu HapyiieHus (Harp. aTakcusi, KOHBYJICHH, I'bPY, MYCKYJIEH

TpeMop)

*Moske /1a ce TOTyqH IPH TOJIKOKHO HHKeKTupaHe. [Ipu npubau3nTeHo eHa TpeTa OT KOTKUTE ce
Ha0JIr0aBa cpeHa 10 TEKKA PeakIusl KbM HHKEKTHPAHETO.

C”[>06H_IaBaH6T0 Ha He6J’IaFOHpI/IHTHI/I pCaKknun € BaXXHO. Tosa mmo3BoJisBa HCIIPEKBCHAT MOHUTOPUHT Ha
6630HaCHOCTTa Ha BECTCPUHAPHUS JICKAPCTBCH IMPOAYKT. Axo 33.66J'I€)I(I/ITG HAKAKBHU He6J’IaFOHpI/I$ITHI/I
peaKHI/II/I, BKIIFOYUTCIIHO U TaKHMBA, KOUTO HE Ca OIIMCaHHU B Ta3H JIMCTOBKA WUJIH MHUCIIUTEC, 4C
BCTCPUHAPHUAT JICKAPCTBCH MMPOAYKT HE ﬂeﬁCTBa, CBBPIKETC CC IIBPBO C Bammus BCTCPUHAPCH JICKAP.
MO)KCTG ChIIO OJa c506maBaTe He6J’IaFOHpI/I$ITHI/I PCaKIMU HAa IPUTCIKATECIIA Ha pa3pCHICHUCTO 3a
TT)pFOBI/IH NI MCCTHUA HpeIICTaBI/ITe.H Ha HpI/ITe)KaTeJBI Ha paspemeHHeTo 3a prFOBI/IH, KaTo
HM3II0JI3BATC JaHHUTE 3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKa UJIN 4YPE3 Bamrara HaIlMOHAJIHA CUCTEMA 3a
CchOOIIaBaHeE:

https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty
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8. ,Z[OSPIpOBKa 3a BCCKHU BU/I ’)KUBOTHO, HAYHUHU U METO/1 HA TIPUJIOKCHHE
3a IMMOJAKOXXHO WJIN UHTPABCHO3HO IMPUIIOKCHUC.

BerepruHapHUT TekapcTBEH MPOAYKT TPsIOBa 1a ce MHKEKTHPA MOJKOKHO HITH HHTPAaBEHO3HO,
BEIHBXK JHEBHO B 703a | mg maponurant/kg Tenecna maca (1 ml/10 kg TenecHa maca) B
NPOIBDKEHUE Ha 10 5 rmocnenoBaTeTHy AHU. [Ipy HHTpaBEHO3HO MPUIIOKEHNE, BETEPUHAPHUSAT
JIEKapCTBEH MPOAYKT TPSAOBA J1a ce MPUIIOKH KaTO €JHOKpaTHA CaMOCTOSATENTHA HIKEKIHs, 0e3 1a ce
CMeCBa BETEPHUHAPHOMEAUIIMHCKHST IPOIYKT C IPYTH TEYHOCTH.

3a /1a ce OCHT'YpH MPaBUITHO TO3UPaHe, TeIeCHaTa Maca TpsaOBa Ja ce Onpeesid Bb3MOXKHO Hai-
TIPEIU3HO.

I'ymenara 3amyrmranka Moxe 0ezomacHo na 6bae npoouta 10 100 meTH.

g CbBeTH 32 IPAaBUJIHOTO NPUJIATAHE HA MPOAYKTA

3a mpeaoTBpaTsIBaHEe HAa MOBPBIIaHE HHKXEKIIMOHHUAT Pa3TBOp TPsiOBa aa ce mpuiara rmoxe 1 vac
npeaBaputesHo. [IpoabKUTETHOCTTa HA AEUCTBUETO My € OKOJIO 24 yaca U opaay TOBa MOXKE Ja ce
MIPUIOXKH Beuep, peiu NpujaraHe Ha BEeLIeCTBO, KOETO MOXE Aa IPUYHMHH MOBPbBIIaHE, HAIID.
XUMHOTEpAIusl.

Tbii KaTO ca Ha JIHIIe TOJIEeMU Bapuallii BbB (DapMaKOKHHETHKATa U MapOIMTAHT Cce KyMYJIMpa B
TSJIOTO CJie]l IOBTOPHO MPUJIOKEHNE BEIHBXK JHEBHO, TO-HUCKH OT NMPENOpPbYBAHUTE JO3U MOXKE /1a ca
JIOCTaThUHU NPU HIAKOU MHAWBUIY U MIPU MTOBTapsSHE Ha J03aTa.

3a mpunarase upe3 MoJKOKHa WHXKEKLUs, BUXKTE ChIIO ,,ClieruaiHy Ipeana3Hi MEpKU 3a Oe3omacHa
ynotpe0a npu BUAOBETE )KUBOTHH, 33 KOUTO € MpeaHazHaueH BJIIT.

10. KapenTHu cpoxoBe

He e mpunoxumo.

11. Cpneuma/jiHM yCJIOBHS 32 CbXpaHeHUe

Ja ce cbxpaHsBa Jjajed OT IOIJIea M Ha HeJJOCTBIIHY 3a Jela MecTa.

Jla He ce 3ampassiBa.

Jla He ce U3M0JI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOAYKT CJIe/l U3TUYaHE CPOKa Ha TOJHOCT,
MIOCOYEH BBPXY €TUKETa U KapTOHA ciell ,,cPOK Ha rogHocT . CpoKbT Ha TOAHOCT OTTOBapsl HA

IMOCJICAHHUA IC€H OT TO3U MECCII.

CpOK Ha TOAHOCT CJICA IbPBO OTBAPAHC HA IIbPBUYHATA OIIAKOBKA: 28 JHH

12. CnenuajHu NpeAna3Hu MePKHU NMPH YHUIOKABAHE

BerepunapHuTe JIeKapCTBEHH NMPOAYKTH HE TPsiOBa 11a ObIaT M3XBBHPIISTHA UPe3 OTIIATHU BOIH WU
OHMTOBH OTIIAABIIH.

M3non3BaiiTe nporpaMu 3a BpbIIaHe MPU YHUILOKABAHETO HA HEU3IOI3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH WIIA OCTATHIM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKH IIPIJIOKAME HAIIMOHATHY CHCTEMH 3a chOupane. Te3n Mepku 1ie
MTOMOTHAT 32 OTla3BaHe Ha OKOJIHATA CPela.
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[MonuTaiite Bamus BeTepuHapeH jekap win ¢papMarieBT Kak Jia YHUIIOKUTE HEHY)KHH BETCpUHAPHH
JIEKapCTBEHU TPOAYKTH.
13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO IMpCAINMUCaHuC.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
Ne 0022-3194

Pa3zmepu onakoBku:

Kapronena xytus ¢ 1 dakon (10 ml)
Kapronena xytus ¢ 1 dmakon (25 ml)
Kapronena kytus ¢ 1 ¢umakon (50 ml)
Kapronena kytus ¢ 5 ¢makona (10 ml)

He Bcuuku pa3mepu Ha ONaKOBKaTa MOTAT Ja ObJaT MpejlaraHy Ha masapa.

15. Jlara Ha mocjieHATA PeJAKIMs HA TEKCTa
06/2023

[MonpoOHa nHpopManus 32 TO3H BETCPHUHAPCH JIEKaPCTBEH MPOAYKT MOKE Jla HaMepuTe B O6azarta
nmanan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlanHu 3a Bpb3Ka

HDI/ITC)KaTCJ'I Ha paspCIiCHUCTO 3a ThPTrOBHA W MOU3BOJWTEI, OTTOBAPAIIL 34 OCBO60)K,Z[aBaHGTO Ha

HapTujau.
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

MecCTHU Npe/ICTABUTEINN | JIAHHY 332 BPh3Ka 3a ChoOIaBaHe Ha MPeINnoIaracMi HeOJIaronpusITHA
peaKiuu:

Puxtep ®apma EOO/,

Coous 1360, yn. O6encko mioce Ne 7,

Ten.: 02/9279966

3a BCsAKaKBa I/IH(l)OpMaHI/IH OTHOCHO TO3M BETCPUHAPCH JICKAPCTBCH IMPOAYKT, MOJIA, CBBPIKETE CE C
MCCTHUS MPEACTABUTE Ha MTPUTCIKATEIA Ha PA3PCHICHUETO 3a ThProBUs.

17. JdombjaHuTeTHA HH(OPMAIUA
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