INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH MPOAYKT
Cerenia 16 mg TabyieTku 3a KyJeTa

Cerenia 24 mg Ta0JIeTKH 3a KydeTa

Cerenia 60 mg TabneTku 3a Ky4yera

Cerenia 160 mg TabneTkn 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

AKTHBHO BellleCTBO:

Bceska Tabnerka cpabpka 16 mg, 24 mg, 60 mg i 160 mg maropitant kaTo maropitant citrate
monohydrate.

IlomouHu BelecTBa:

KonnyecTBeH cbeTaB, ako Ta3u MHpoOpManus e BaxKHA
c orjie[l Ha NPABMJIHOTO NMPUJIaraHe HA BeTepHHAPHUSA
JIEKAPCTBEH MPOAYKT

KauecTBeH ¢hCTaB Ha MOMOIIHHUTE
BeIECTBA U IPYIUTE€ CbCTABKH

Croscarmellose sodium

Lactose monohydrate

Magnesium stearate

Microcrystalline cellulose

Sunset Yellow (E110) 0,075% w/w

CaeTJio opamxeBa TabJeTka.

TaOneTkuTe UMAT AeIUTENIHA JTMHUS, KOATO YJIECHSBA PA3NOIOBIBAHETO UM, C HAHECEHU OyKBHTE
“MPT” u uudpu, o003HaYaBaIIM KOJIMIECTBOTO maropitant OT eAHaTa CTpaHa, a oOpaTHaTa CTpaHa €
npasHa.

3. KIMHUYHA UHOOPMAILIUS
3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHasHadyeH BJIIT
Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BceKU BUJ *KMBOTHH, 32 KOITO e NMpeAHa3HAYEH NMPOAYKTHT

. 3a mpenoTBpaTABaHE HA TAJACHE, MPEAN3BUKAHO OT XUMHUOTEPAITHS.
3a npenoTBpaTABAaHE HA MOBPbBINAHE, MPSAU3BUKAHO OT 00JIECTTa HAa MHTYBAHETO.
. 3a npenoTBpaTABaHE M JICUCHUE HA IIOBPbBINAHE, ChBMECTHO Che Cerenia HHKEKIIMOHEH Pa3TBOP

1 B KOMOWHAIMS C APYTH TOTBPKAIIN MEPKH.
3.3 IIporuBomokazanust

Hsama.



3.4 ChoeunajHu mpeaynpeskIeHus

IToBpbITaneTo Moke Ja ObJe MpU3HAK HA CEPHO3HH, CHITHO WHBATUANU3UPAIIH CHCTOSHHS,
BKIIFOUUTEITHO CTOMAITHO-YPEBHHU OOCTPYKIIUH; CIICIOBATEITHO € HEOOXOIUMO JIa Ce M3MO0I3BaT
MOAXOASIIN JUATHOCTUYHU CPEACTBA.

Ta6merkute Cerenia ca ehHUKaCHH MPH JICUSHHE Ha TIOBPBIITAHE, HO aKO IMOBPBIIAHETO € YECTO,
MIPIIIOKEHUTE TIepopainHo TabneTku Cerenia MOXe Ja He ce pe30pOupar Mpean CIeABaIIOTO
noBpbIane. [Topaan ToBa ce npenopbyBa JICYSHUETO Ha MOBPBINAHE Ja 3alI0YHE C HHKEKIIMOHEH
pastBop Cerenia.

JloOpara BeTeprHAPHOMEIUITMHCKA MPAKTUKA COYH, Ye aHTUEMETUIIUTE TPSAOBa Ja ce mpujiarat
CHBMECTHO C JPYTH BETEPUHAPHU U TOIIBPKAIIN MEPKH, KATO TUETHYHO XpaHEHE U 3aMeCTBAaIla
(hmynaHA Tepanus, KaTo B CHIIOTO BPEME Ce JIEKyBaT MPUYUHAUTE 3a TOBPBIIaHeTo. besonmacHocTTa Ha
maropitant mpu npuiIaraHe 3a MepHo OT MOBeYe OT 5 THH HE € YCTAaHOBEHA IPHU TapreTHaTa
noryJanus (Harmp. Mjaay KydeTa, KOUTO CTpajar OT BUPYCHU eHTepuTH). B cinyuaure, korato ¢
HEO0XO0MMO JICYCHHETO JIa MPOJIBJIKY 3a IMIEPHO/] ITO-IBJIBT OT 5 JTHH, J1a CE HAllPaBU BHUMATEITHA
OIICHKA Ha BH3MOKHUTE HEOJIArONPUATHU PEaKIIUU.

3.5 Cheuuajnu npeanasHu MepKH NpHU ynorpeda

CrenmanaHy Ipeana3siy MEPKH 3a 0e30IacHa ynoTpebda IIpyu BUIOBETE JKUBOTHH, 38 KOUTO €
npendaszHauexn BJIIT:

BesonacHocTTa Ha BeTeprHApHUA JIEKaPCTBEH MPOAYKT HE € JOKa3aHa MPpH KydeTa Ha Bb3pacT nox 16
cenMu 3a go3a 8 mg/kg (mpu 60ecT Ha MBTYBAHETO), M IPU Ky4eTa oA 8§ CeIMUYHA Bh3pacT 3a
no3a 2 mg/kg (mpu moBpbILAaHe), KAKTO U IpW OpeMEHHU WU JIAKTHPAIH KydeTa.

[Mpuitara ce camo cieq mpereHKa 1moj3a/pruck OT OTTOBOPHUS BETEPUHAPEH JICKap.

Maropitant ce MeTaboIM3Hpa B YepHUS ApOoO U ITOpaIy TOBa TPSOBA Ja ce M3MOJI3BA C IIOBUIIIEHO
BHUMAaHUE IIPH MAIUEHTH C YePHOAPOOHH 3a00saBaHus. [Ipu mpoabHKUTETHO TpeTHpaHe TpsOBa
BHUMATEITHO JIa C€ HAOJI0JaBaT YepHOAPOOHUTE (DYHKIIMH U J1a C€ CIICAH 332 BCIKAKBU JIPYTH
HeOJIAarONPUSATHYU PEaKIluy, Thil KaTo maropitant ce HaTpyIBa B TSUIOTO NpU 14 THEBEH MEepUoJ] Ha
MIPHUIIOKEHHUE, TTOPaId METAOOJTUTHO HACHIIIAHE.

Cerenia TpsiOBa 11a ce TpujIara ¢ MOBUINICHO BHUMAHHE TIPH JKUBOTHHU, CTPAIAITH OT HITH
npeapasnojokeH! KbM ChpIeUHH 3a00MsIBaHus, Thil KaTo maropitant uMa aQUHUTET KbM KallUeBUTE
U KaJlMeBUTE HOHHM KaHau. [Ipu n3ciaenBaHe Ha 31paBu Ky4yeTa OT IOpoia OUT'bJI, Ha KOUTO ca
npuIIoKeHu nepopaiHo 8 mg/kg, ce HabmoaaBa nosumasane ¢ okoino 10 % na QT nnTepBana Ha
EKT', HO TOBa yBe/IMYEHUE € MAJIKO BEPOSITHO Ja UMa KIMHUYHO 3HAYECHUE.

CHCQI/IaJ'IHI/I MpeaAnasHy MEPKHU 3a Jiiara, nmpujaaraid BETCPUHAPHUA JICKAPCTBCH MPOAYKT Ha
KHMBOTHHUTC!

Xopa ¢ ycTaHOBEHa CBPBbXUYBCTBUTEIHOCT KbM Mmaropitant TpsiOBa Jia mpujiaraT BeTCpUHAPHUS
JIEKapCTBEH IPOJYKT C IOBUILIEHO BHUMAHHUE.

M3muiite priiere cinen ynorpeda. [Ipu ciryqaitHo morirpiane, He3a0aBHO 1a ¢€ TOTHPCH MEIUITMHCKH
CBHBET, KaTo Ha JIEKaps e MPeIOCTaBH JINCTOBKATA UM €THUKETa Ha MPOAYKTA.

CHCIII/IEIJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxumo.



3.6 HeOnaronpusiTHu peaKkuuu

Kyuera:

Yectn IMospbmane!

(1 mo 10 na 100 TpeTHpaHu >KUBOTHH):

MHoro peaku Hesponoruunu npusHaiy (Hamnp. aTakcusi, KOHBYJICUY,
(mo-manxo ot 1 Ha 10 000 TpeTupanu IbPYOBE, MyCKYIICH TPEMOP)

’KUBOTHH, BKIIFOUHTEITHO U30JIUPAHH Jletaprus

CBHOOIIICHUS):

! Jloknagsanu ca npeay MbTyBaHe, OOMKHOBEHO B PAMKHUTE Ha JIBa yaca Clell IPUIarade Ha 703a oT 8
mg/kg.

Cpo01raBaHeTo Ha HEOIATONPUATHH PEAKITHN € BaXKHO. ToBa 1MO3BOJIsABA HEMIPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusTa TpsiOBa 1a ce u3npaniar, 3a
MpeANnoYUTaHe Ype3 BEeTepUHAPEH JIeKap, UK Ha MPUTEKATENS Ha Pa3pEIICHUETO 32 ThProBUS WIN Ha
MECTHUS My OPECTABUTEN, WU Ha HAIIMOHATHUS KOMIIETEHTEH OpPraH 4pe3 HallMOHATHATa CUCTEMA 3a
croOmiaBane. 3a ChOTBETHUTE TAHHU 33 Bph3Ka BIKTE TOYKA ,,J[aHHM 3a BpB3Ka™ JINCTOBKATA.

3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEeHHOCT, JTAKTAIMS WM sIHIlEHOCEHe

bpeMeHHOCT 1 JIaKTaIHs:

bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HC € JOKa3aHa 110 BpEMEC Ha 6p€M€HHOCT n
JJaKTalus.
lezmara CC CaMO cJIe] MpCLCHKa HOJ'I3a/pI/ICK OT OTTrOBOpHUSA BETCPUHAPCH JICKAp.

3.8 B3zaumoneiicTBHe ¢ IPyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYyru GpopmMu Ha
B3anMojieiicTBue

Cerenia He TpsIOBa J1a CE U3I0JI3BA €THOBPEMEHHO C aHTAarOHUCTH Ha KAJIIMEBUTE KaHAIU, Thil KATO
maropitant Ma ahUHUATET KbM KaJIIUEBUTE KaHAJIH.

Maropitant ce cBbp3Ba BbB BUCOKA CTEIICH € TUIA3MEHHUTE MMPOTSHHU M MOXKeE J]a C€ KOHKYpHpa C JIPYTH
JIEKapCTBa C BICOKA CTETICH Ha CBBbP3BaHe.

3.9 HavuH Ha NpUJIOKEeHNE N JO3MPOBKA
3a nmepopasHO MPUIIOKEHHE.

[Ipu ragene/moBpbIIaHe IPU TBTYBaHE CE MPEMOPHYBA JIeKa XpaHa WM 3aKyCKa Ipeu Mpuiarane Ha
MIPOAYKTA; MPOJABIDKUTEITHOTO TNIIyBaHe pen TPETHPaHe TpsiOBa a ce u3osrea. TabneTkuTe
Cerenia He Tps0Ba /1a ce JaBaT OOBUTH WIIM KallCyJTUPaHU B XpaHa, ThI KaTo TOBa MOXKe Ja 3a0aBu
pa3TBapsHETO Ha TabJeTKaTa U ChbOTBETHO J1a HAMAH €()MKACHOCTTA.

HabmronaBaiiTe kyueTata BHUMATEITHO CJIE]] IPUIaraHe Ha MPOJIyKTa, 3a Jla Ce YBEPUTE, Ye BCIKA
TabJeTKa € MorbJIHaTa.

3a npenoTBpaTsiBaHe HA rajieHe, NpeJU3BMKAHO OT XMMHUOTePAINUs U JedeHue u
NpeAOTBPATABAHE HA NOBPbIIaHe (C U3KJIYeHHe Ha MOBPbLIaHe IPU IbTYBaHe), Aa ce
H3M0JI3Ba CAaMO 32 Ky4yeTa Ha 8§ ceTMHUYHA Bb3pacT WM NMO-Bb3PACTHH.

3a eyeHre WK NpeAOoTBpaTsIBaHe Ha MOBpbIIaHe, TabneTkute Cerenia ce AaBaT BEJHBX JHEBHO, B
no3a 3a maropitant ot 2 mg/kg T.M., kKaTo Opost Ha TabJIETKUTE € AaJieH B TaOIHIIaTa ITO-OITY.
TabneTknuTe MOraT J1a Ce CUYIIAT MO pa3AeInuTeIHATA JIMHUS BBPXY TAX.



3a mpeaAOTBpaTsABAHC HAa TOBPBIIAHEC, TaOJIEeTKUTE Tpi[6Ba Ja c€ Jaaat MoHe €AWH YacC MPCABApUTCIIHO.
I[eﬁCTBHCTO UM Tpac OKOJIO 24 gacau rnopaau ToBa Morat Ja €€ JaBaT BCUCP NpCaAu NNprujlaraHe Ha
BCIICCTBA, KOUTO MOraT Ja AOBCAAT 40 MOBPBIIAHE (Hanp. XI/IMI/IOTCpaHI/Iﬂ).

Cerenia MOke J1a Ce M3IT0JI3BA 3a JICUSHNE WM TIPEA0TBpaTABaHE Ha MOBPBINaHe Mo (hopMarTa Ha
TaOJIETKH WIIK KaTO MHKEKIIMOHEH Pa3TBOP, MPUIIOKEHH BEIHBK JIHEBHO. Cerenia MHXEKIIMOHEH
Ppa3TBOp MOKe Jia Ce Mpuiiara B MPOIbJDKCHUE Ha JI0 TieT HU, a Cerenia TabneTku — 1o 14 qHU.

IIpenoTBpaTsiBaHe Ha rajgeHe, NPeAN3BUKAHO 0T XUMHOTEPaNHs
3a JieyeHHe U NMPeAOTBPATABAHE HA MOBPbIIaHe
(c M3KJII0YEHNE Ha MOBPBIIAHE PH MTYBaHE)

TenecHa maca Ha Bpoii Tadnerku

Kyueto (kg)

3,04,0 * Vs

4,1-8,0
8,1-12,0 \\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
30:1:60:0

* HpaBnnHaTa a03a 3a Ky‘leTa nmoxa 3 kg HE MO’KE a €€ onpeaceau ¢ TOYHOCT.
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3a npegoTBpaTsiBaHe Ha MOBPBILAHE, MPEN3BUKAHO OT 00J1eCTTAa HA TBTYBaHeTO (CaMo 3a
Ky4eTa Ha 16 ceqMU4Ha BB3PacT WJIH N0- Bb3PACTHH).

3a mpenoTBpaTABaHE HA MOBPBINAaHE P O0JIeCT Ha MBTyBaHETO, TabneTkuTe Cerenia ce maBat
BEJHEHXK JTHEBHO B J103a 32 maropitant ot 8 mg/kg T.M., kaTo Opos Ha TabIETKUTE € AajieH B TabiuiaTa
no-zoiy. TabneTkuTe Morar 1a ce CUyIsT 10 pa3JeUTeIHaTa JUHUS BEPXY THX.

TabnerkuTe TpAOBa a ce mpujaraT MOHE eIUH Yac NpeaAr Ha4aloTO Ha MbTYBAHETO.
AHTHEMETHYHOTO UM JCWCTBHE Tpae Hal-Mallko 12 Jaca, KOETO JaBa BB3MOXKHOCT 3a YA00CTBO
HPOIYKTHT JIa Ce MPUJIOKH BeuepTa Npeu MbTyBaHe PaHO cyTpHuHTA. JledeHnero Moxe na opae
HOBTOPEHO HA-MHOTO B JIBa MTOCIIEIOBATEIIHH JTHH.

IIpenoTBpaTsiBaHe Ha MOBpPbIIlaHe MPU MbTYBaHe

Bpoii TabneTku

TesecHa Maca Ha
Ky4deto (kg)

1,0-1,5
1,6-2,0
2,1-3,0
3,1-4,0
4,1-6,0
6,1-7,5
7,6-10,0
10,1-15,0
15,1-20,0
20,1-30,0
30,1-40,0
40,1-60,0

\\\\\\\\\\\\\\\\\_\\\\\\\\\\\\\\\\\\\\\\%\\\\\\\\\\\\\\\\\\\\\\&
- P

- 2 7 7
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\_\\\\\\\\\\\\\\\\\\\\\\\
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\

_

_

|

L

|
L

T

L




Tbif KaTo ca Ha JTUIE TOJIEMH BapHaIiK BbB (hapMaKOKHMHETHKATa M MAPOMUTAHT Ce HATPyIBa B
TSJIOTO CJIel OBTAPSIINO C€ MPUIIOKEHHIE BEJHBK JTHEBHO, TO-HUCKU OT MPEMOPHUBAHUTE JTO3U MOTAT
Jia ObaaT JOCTATHYHH MPH HAKOU MAIMESHTH U IIPH MTOBTOPHO MPUIIOKEHUE Ha J103aTa.

3.10 CumnTomMH Ha npeAo3npaHe (M KOraTo e NPHJI0KMMO — NPoUeIypH Ha AelicTBHe IPH
CIICLIHHU CIy4Yau U AHTHI0TH)

Tab6merkure Cerenia ce moHacAT 10Ope TpH MPIIOKEHUE B IPOABIKEHNE Ha 15 mau B 1031 10 10
mg/kg T.M. THEBHO.

[Ipu npunarane Ha MpoayKTa B 103U, Haaumasamm 20 mg/kg, ce HabM0AaBaT MOBPBIAHE TIPU
IBPBOTO MPUIIOKEHUE, TIOBHUIIICHO CIIFOHOOT/ICIISTHE U BOAHUCTH U3MPAKHCHHUS.

3.11 CrheuuajHH OrpaHHYEHHs 32 yNOTpeda U CelHAaTHH YCJIOBHSA 32 YOTPeda, BKIIOYHTETHO
OTpaHNYeHNs 32 yNOTPedaTa HA AHTUMHKPOOHH M MPOTHBONMAPA3UTHU BETEPUHAPHHI
JIEKAPCTBEHHU MPOIYKTH, C IleJI 1a ¢e OTPAHHYN PHCKBT OT PA3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH CpOKOBe

He e mpuiioxumo.

4. DOAPMAKOJIOT'NYHA HH®OPMAIIUSA
4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTH4YeH Ko (ATCvet Code): QA04AD90
4.2 @apmakoguHAMHKA

[ToBprbIaneTo € CI0XKEH Npollec, KOUTO ce KOOPMHHpPA IIEHTPAITHO OT IEHThPa Ha TIOBPBINAHETO.
To3u HEHTHpP Ce ChCTOM OT HIKOJKO MO3BYHOCTBOJIOBH sipa (area postrema, nucleus tractus solitarius,
dorsal motor nucleus Ha nervus vagus), KOUTO MOJTy4aBaT HHTETPUPAH CII0KEH CEH30PEH CTHMYJII OT
[EHTPATHH U epu(EepHU U3TOYHHIIN, KAKTO ¥ XUMUYECKH CTUMYJ OT KPHBOOOPAIIIEHHETO U
rpbOHAYHOMO3bYHATA TEYHOCT.

Maropitant e neBpokunuH 1 (NK) peuentoper aHTaroHucT, KOWTO I€HCTBa OCPEACTBOM
MHXUOUpaHe CBbP3BAHETO Ha cyOcTaHIMATa P, HeBporenTu oT ceMeHCTBOTO Ha TAXUKUHUHUTE.
CyOcranuus P ce oTkpuBa B rojgeMu KoJIM4eCTBa B s/{paTa, ChbCTaB/IABAIIN LIEHThPA HA TIOBPBIIAHETO
U C€ CUMTa 3a KJIII0UOB HEBPOTPAHCMUTED, yUacTBalll B oBphInaHeTo. [locpencrsom naxubupane Ha
CBBbP3BaHETO Ha cyOcTaHIus P B IeHThpa Ha MOBpBIIAHETO, maropitant 1eficTBa MPOTHB HEPBHUTE U
XyMopaJiH# (LIEHTpaIHU ¥ iepudepHr) IpUUKMHE 3a oBpbLIaHeTo. C pa3HOOOpa3HU ONHTH in Vitro ce
JIOKa3Ba, 4e maropitant ce CBbp3Ba CeNIEKTUBHO MpH perentopa NK, ¢ 10303aBucuM GyHKIIMOHATIECH
aHTaroHU3bM Ha JelicTBreTo Ha cyOcTanuus P. IlpoyuBanusTa in vivo pu KydeTa J0Ka3BaT
AHTHEMETHUYHOTO JIeiicTBUE Ha maropitant cpelly LeHTpaJHuTe U nepudepHU EMETUIH B TOBA YUCIIO
anoMop(uH, IUCIUIATHH U CUPOII OT UIIEKAKyaHa.

Maropitant HC € CCIaTuB U HC Tpﬂ6Ba Ja C€ U3M0JI3Ba KaTO TaKbB IIPU Ooiectra Ha IIbTYBAHECTO.

Maropitant e edrkacer mpoTus moBpbhInane. [Ipu3HanuTe 3a rajgeHe, B TOBA YHCIO OOMIHOTO
CITFOHOOT/ISJISIHE W JISTAPTHsl, MOTAT JIa CE 3ara3sT U 10 BPeMe Ha JICYCHHUETO.

4.3 dapMaKkoKWHeTHKA
DapMaKOKMHETUYHUAT MPOQUI Ha maropitant mpu MPUIOKEHUETO My KaTO €AMHUYHA MTEPOpaTHa

J03a oT 2 mg/kg T.M. TIpu Ky4eTa ce XapakTepusupa ¢ MakcuMaiHa KOHIEHTPanus (Cmax) B IIa3MaTa
ot okoio 81 ng/ml; ToBa ce moctura cien 1,9 gaca cnen npuarane Ha 103ata (Tmax). [TukoBuTe



KOHIICHTPAIIMH ca MTOCIIEABAaHN OT HaMaJIeHa CUCTEMHA €KCIIO3UIIMS C U3SBEH CIMMUHAIIIOHEH
NOJYXHBOT (to.5) oT 4.03 yaca.

[Ipu no3a ot 8 mg/kg, Cnax 0T 776 ng/ml ce moctura 1,7 yaca ciex npuiarase Ha 103aTa.
EnnmunanmonHuT noyxuBot npu 8 mg/kg e 5,47 gaca.

HHTep-nHANBUAYATHUTE BapUalliyd B KHHETHKATa MOTaT Ja ca rojieMu u na gocturat 1o 70 CV % 3a
AUC.

IIo BpEMC Ha KIIMHUYHUTC IIPOYyYBaAHUA, e(i)eKT'bT OT HMBATa Ha maropitant B IJia3MaTa C€ IposiBsABa 1
qac cjied] NprujIoKCHUECTO.

OneHkuTe Ha IepopaIHa OHOHATMYHOCT Ha maropitant ca 23,7 % npu 2 mg/kg n 37,0 % npu 8 mg/kg.
O06eMBT Ha pasnpeeNIeHre MPH CTAIOHAPHO ChCTosTHAE (VSS), ONpenesicH Clie]l MHTPAaBEHO3HO
npuinoxxenue Ha 1-2 mg/kg Bapupa ot npudnuzutento 4,4 no 7,0 L/kg. Maropitant uma HennHelHa
tdapmakoxunetnka (AUC ce yBennuaBa noBede OT MPONOPHHUOHATHOTO C yBeJIMYaBaHe Ha 103aTa) IpH
TIEPOPATTHO MPUJIOKESHHE B AMAIa30H Ha jo3ara 1-16 mg/kg.

Cren moBTapsILO c€ MEPOPATHO MIPUIOKEHUE B IPOIBIDKCHUE HA IIET IIOCJISI0BATEIHU IHU Ha THEBHA
nmo3a ot 2 mg/kg, narpynBaneTo € 151 %. Ciieqy moBTapsIIo ce mepopaiHo MPHIOKEHNE B
MPOABIDKCHUE Ha J[Ba TIOCIICI0BATeTHY THU Ha JHEBHA 1032 oT 8 mg/kg, HaTpynBaneTo ¢ 218 %.
Maropitant e momnoxxex Ha uroxpomer P450 (CYP) metabonuzbm B uepnus npod. CYP2D15 u
CYP3A12 ca uaentudunupanu kato u30)opMu MpH KydeTara, KOUTO Y4acTBaT B UepHOIpOOHATA
omoTtpanchopMmalus Ha maropitant.

BBOpedHusT KIMPBHHC € BTOPOCTENIEHEH BT Ha €IMMHUHUPAHE, ¢ MO-Majko oT 1 % mpu 8 mg/kg
nepopaliHa 103a U ce€ HaMupa B ypUHATa KaTo maropitant WM HErOBUSI Hal-pa3NpOCTpaHeH
MeTabonut. CBbP3BAHETO € TUIA3MEHHUTE IPOTEUHU Ha maropitant nmpu Kydeta e Hax 99 %.

5. DOAPMALEBTUYHU JAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e mpuioxumo.

5.2 Cpoxk Ha rogHocT

Cpok Ha TOJHOCT Ha KpaiiHHUS BETEPUHAPEH JICKAPCTBEH MPOJIYKT: 3 TOAMHHU.
Cpok Ha TOJHOCT Ha TIOJIOBHH TabJIeTKa: 2 JHU.

5.3 CrhenuanaHm yc10BHA 32 CbXpaHeHHe

Tozu BeTeprHApEH JIEKApCTBEH NPOILYKT HE U3UCKBA HUKAKBH CIEIIMAIHU YCIOBHS 32 ChXpaHEHHE.
Bcsika Hensnon3BaHa MOJOBUH TabsieTka TpsiOBa Ja ce BbpHE B OTBOPEHHUs OJIUCTEp U Ja Ce ChXPaHsABa
B KApPTOHEHATa OIAaKOBKa.

5.4 Bwuau cbcTaB HA MBPBUYHATA ONMAKOBKA

KapToHeHa KyTus ¢ eJiHa aTyMHHHAEBO-ATyMUHUEBA OJIUCTEPHA OMAKOBKA, BCSKA ChIbPKA YSTUPH
TaOJIETKH B OIIAKOBKA.

Tabnetkute Cerenia ca HATMYHU B KOHIIEHTpanus 16 mg, 24 mg, 60 mg u 160 mg.



5.5 CnenuajHu MEPKH 32 YHUII0KAaBAaHE HA HCU3IOJI3BAaHU IMPOAYKTH WIHA OCTATBIHA OT THX

BerepunapHuTe NeKapcTBEHU MPOIYKTH HE TPAOBa 1a ObOAT U3XBBPISTHHU Ype3 OTIIaTHU BOIN HITH
OMTOBU OTHAIBIIN.

W3nomn3BaiiTe mporpaMu 3a BphIIaHe P YHUIIOKABAHETO Ha HEM3ITOJI3BAHN BETEPUHAPHHU JIEKapCTBEHI

MIPOAYKTH HUJIU OCTAThLU OT TAX B CbOTBECTCTBUC C UBUCKBAHUATA HA MCCTHOTO 3aKOHOJATCIICTBO U C
BCHYKH HallMOHAJIHU CUCTCMU 3a c1>61/1paHe, IMPUWJIOKHUMU 3a CbOTBECTHHA BETCPHUHAPCH JICKAPCTBCH

MPOAYKT.

6. HUME HA IIPUTEXXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Zoetis Belgium

7. HOMEP(A) HA PASPEHHIEHUETO 3A ThbPI'OBUA

EU/2/06/062/001-004

8. JATA HA I'BPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jarta Ha mbpBOTO M3AaBaHe HA pa3pelieHneTo 3a Tbpro.us: 29/09/2006.

9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
NPOAYKTA

(JUYMM/TTTT}

10. KJACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIIycka caMo I10 JIEKapCKO MPEIIUCAHHE.

[Moapobua nHpOpMAaIKs 32 TO3U BETEPHHAPEH JIEKapPCTBEH MPOIYKT MOXKE J1a HAMEpUTe B Oa3ara JaHHH
Ha Crro3a otHocHO nponykrute (https://medicines.health.europa.eu/veterinary).



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Cerenia 10 mg/ml MHXEKIIMOHEH Pa3TBOP 3a Ky4yeTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Enma ml ot pa3TBOpa chabpika:
AKTHBHO BeIIECTBO:
Maropitant kaTo maropitant citrate monohydrate

IloMomHu BemecTBa:

10 mg

KadecTBeH chCcTaB Ha IOMOIIHUTE BEIIECTBA
U IPYTUTE ChCTABKH

Konu4yecTBeH cbcTaB, aK0 Ta3n HHGpopManust
€ BaJKHa ¢ orJie]l Ha NIPABMJIHOTO NPUJIAraHe
HA BeTePHHAPHHS JIeKAPCTBEH MPOIYKT

Metacresol (as preservative)

3,3mg

Sulphobutyl ether B-cyclodextrin (SBECD)

Pa3rBopuren:

Water for injections

BI/ICT'I)p, 6C3I_IBCTCH A0 CBCTJIO XKBJT pa3TBOP.

3. KIMHUYHA UHOOPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIIT

Kyudera u xotku.

3.2 Tloka3zanmus 3a ynorpe6a 3a BCeKH BU/I JKUBOTHH, 32 KOITO e MpeHA3HAYEH MPOAYKTHT

Kyuera

o 3a nedeHue U MpeloTBpaTsBaHe Ha TaJicHe, IPEIU3BUKAHO OT XUMHUOTEPAIIHS.

. 3a npenoTBpaTsIBaHEe HAa MOBPBIIAHE, C U3KIIOYCHNE Ha IOBPBLIAHE, IPEIU3BUKAHO OT 00JeCTTa
Ha I'bTYBAHETO.

. 3a nedeHune Ha MOBPBIIaHe B KOMOWHAIHS C APYTH HOJIBPKAIIA MEPKH.

o 3a mpeoTBpaTABaHE HA MEPUOTIEPATUBHO T'aJIeHe W MOBPBINAHE U MOJI00psBaHE HA
BBH3CTAHOBSIBAHETO OT 00Ia aHecTe3us ciiell yrnorpedara Ha [L-OMUaTeH PelenTOPEeH arOHUCT Ha
MopdHHa.

Kotkn

o 3a nmpenoTBpaTABaHE HA MOBPBIIAHE M HAMAJIsIBaHE Ha TajieHe, C U3KIII0YeHNE Ha MOBPBLUIaHE U
rajieHe, MpeIn3BUKaHM OT 0OJIECTTa Ha MBTYBAHETO.

. 3a edyeHne Ha MOBPBIIaHe B KOMOWHAIMS ¢ APYTH HOAABPKAIIN MEPKH.

3.3 IIporuBomokaszanusi

Hsama.




3.4 ChoeunajHu mpeaynpeskIeHus

IToBpbITaneTo Moke Ja ObJe MpU3HAK HA CEPHO3HH, CHITHO WHBATUANU3UPAIIH CHCTOSHHS,
BKIIFOUUTEITHO CTOMAITHO-YPEBHHU OOCTPYKIIUH; CIICIOBATEITHO € HEOOXOIUMO JIa Ce M3MO0I3BaT
MOAXOASIIN JUATHOCTUYHU CPEACTBA.

JoOpara BeTeprHApHOMEINITMHCKA TPAKTHKA COYH, Ye aHTUEMETHIINTE TPSOBA J]a ce Mmpuiiarar
CHBMECTHO C IPYTH BETEPUHAPHU U TOIIBPKAIIA MEPKH, KaTO TUETHYHO XpaHEHe U 3aMeCTBaIla
(hmynaHa Tepanus, KaTo B CHIIOTO BpEME C€ JIeKyBaT MPUIMHATE 32 TIOBPBIIAHETO.

He ce mpenopbuBa nmpuiaraHeTo Ha MHXKEKIMOHHMS pa3TBop Cerenia MpOTUB MOBPBILAHE TIPH
OonecTTa Ha MBTYBAHE.

Kyuera:

Brnpeku, ue Cerenia e qokazana epUKacHOCTTa CH KaKTO 3a JICUCHHE TaKka U 3a NPeAOTBpaTsIBaHE HA
MOBpBIIaHE, MPEIU3BUKAHO OT XMMHUOTEPAIINs, MHOTO MO-e(hUKACHO €, aKO Ce U3I0J3Ba MPEBAHTUBHO.
ITopanu ToBa ce mpenopbrUYBa aHTUEMETHUKBT JAa C€ IpUJIara Mpeayd NpoaAyKTa 3a XUMUOTEpAIHs.

Korknu:
Edwukacnoctra Ha Cerenia 3a HamaNsIBaHe Ha TaJIeHe € IOKa3aHa IOCPECTBOM MIPOYUBAHUS C
M3I0JI3BaHE Ha MOJIEJ, IPH KOKMTO € MPeAN3BUKAHO I'aJIcHe C KCUJIa3HH.

3.5 ChnenmajHy NpeANasHH MePKH NPH ynoTpeda

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0da py BUIOBETE JKUBOTHH, 34 KOUTO €
npennasHauen BJIIT:

besomacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOAYKT HE € I0Ka3aHa MMPH Ky4yeTa Ha Bb3pacT Mox 8
CeMHIIY WIIA TIPH KOTKH ToA 1 6-ceiMUYHa BB3pacT, KaKTO ¥ IIPH OpeMEHHH WU KbPMEIIH KydeTa 1
koTku. [Ipuara ce camo ciief; mperieHKa 1moss3a/puck OT OTTOBOPHHS BETEPUHAPEH JIeKap.

Maropitant ce MeTaboaM3Upa B YepHUS IPOO U MOPaJIX TOBA TPIOBa Ja Ce U3I0JI3Ba C IIOBUIIICHO
BHUMAaHUE MPH MAIUEHTH C YePHOAPOOHH 3a00saBanus. [Ipu mpoabKUTETHO TpeTHpaHe TpsOBa
BHUMATEJTHO Ja c€ HAOI01aBaT YepHOAPOOHUTE PYHKITUH U JIa CE CIIC/IN 32 BCSIKAKBH JPYTH
HeOIaronpruATHU Peakilny, Thil KaTo maropitant ce HaTpyIBa B TSUIOTO Tipy 14 1HEBEH mepuos Ha
NPUIOKEHUE, TIOPaJ META0OIUTHO HACHIIIAHE.

Cerenia TpsiOBa Ja ce mpuiara ¢ MOBUIIICHO BHUMAaHUE MPH KUBOTHHU, CTPAIAIIHU OT WU
MPEIPa3NoI0KEeHH KbM ChPACUHH 3a00JIIBaHUs, ThIi KaTO maropitant iMa aUHUTET KbM KaIIUEBUTE
1 KanueBuTe HoHHM KaHanu. [Ipn u3cneaBane Ha 37paBy KydeTa OT IOpoAa OUTbI, Ha KOUTO ca
npuioxkeHu nepopanto 8§ mg/kg, ce HabromaBa mosumasane ¢ okoino 10 % wa QT mHTEpBaNa Ha
EKT', HO TOBa yBe/IMYEHHUE € MAJIKO BEPOSITHO Jja UMa KIMHUYHO 3HAYECHUE.

HOpa[LI/I YCCTUTC ClIy4Yan Ha IpeXoJHa 0o0JIKa 10 BpEMC Ha IMMOJKOXHO MHXKXCKTUPAHE, J1a C€ B3EMAT
MCPKH 3a OrpaHn4yaBaHC ABUKCHUATA HA JKUBOTHUTC. I/IH)KGKTI/IpaHeTO Ha NpOoAYKTa OXJIaICH MOXKE 1a
HaMmanu 00JKaTa B MICTOTO Ha HWHXXCKTHpPaHE.

CrelnyaiHy Mpeara3Hd MEpKHY 3a JIUIATa, IPUIaraly BeTCPUHAPHUS JeKapPCTBEH MPOAYKT Ha
KHUBOTHUTC!

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEIHOCT KbM maropitant TpsiOBa 1a mpujarat BeTepHHAPHUS
JIEKapCTBEH IPOJYKT C IOBUIIEHO BHUMAHHUE.

M3muiite priiere cinen ynorpeda. [Ipu ciryqaitHo caMOMHKEKTHpaHe, He3a0aBHO J1a ¢e MOThPCH
MEJUIIMHCKH ChBET, KaTO Ha JIEKaps Ce MPeI0CTaBH JIUCTOBKATa WK €TUKeTa Ha npoaykTa. [Ipu
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nabopaTopHUTE U3CIICABAHUS € YCTAHOBEHO, Ye maropitant CHTHO Jipa3Hu ouunte. [1pu cinydaiiHo
MomnajaHe Ha MPOJYKTa B OUUTE, H3MHUIUTE OUUTE OOMIIHO € BOJIA U MOTHPCETE MEAUIMHCKA TTOMOIII,

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxumo.
3.6 HeOnaronpusiTHH peakuun

Kyuera u xotku:

MHoro yectu Boska B MSCTOTO Ha HHKEKTUpaHe 2

(moBede ot 1 Ha 10 TpeTupanu

JKUBOTHH):

MHoro penku AHapWIaKTHYEH TUT peakyu (HaIlp. aleprudeH OTOK,
(mo-masko ot 1 Ha 10 000 TpeTpanu ypTUKapHs, epuTeMa, KoJarc, AUCIHes, OJ1eau
JKUBOTHH, BKITIOUNUTEITHO N30JIMPAHU JTUTaBHIHA)

ChOOIIECHUS): Jletaprus

HeBponoruunu npusHaIy (Harmp. aTakcus, KOHBYJICHH,
I'bPYOBE, MYCKYJIEH TPEMOP)

! ipu KOTKM — yMepeHHn 10 TeKKH (TP IIPUOIM3UTENHO €IHA TPETA OT KOTKHMTE), KOraTo Ce
WH)KEKTHPA MOIKOKHO.
2 [IpU Ky4eTa — KOraTo C€ MHXKEKTHPA TI0JKOKHO.

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIIeHuATa TpsIOBa a ce M3MpaIar, 3a
NpeoYrTaHe Ype3 BETEPUHAPEH JIeKap, UK Ha TIPUTEkKATENs HA Pa3pelieHUeTo 32 ThPTrOBHS UK Ha
MECTHHS My MPEJICTABUTE, JIM HA HAIIMOHAITHHS KOMIIETCHTEH OpTaH upe3 HallHOHAJHATa CUCTEeMa 32
choOIIIaBaHe. 3a ChOTBETHUTE JIAaHHU 32 BPh3Ka BIXKTE TOUKA ,,J[aHHM 32 BpB3Ka“ JIMCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sliillEeHOCeHe

bpeMeHHOCT U JTaKTalus:

be3onacHocTTa Ha BeTepUHAPHHS JICKAPCTBEH MPOAYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT H
JAKTaIusI.
[Mpunara ce camo cieJ] mpereHKa MmoJ3a/prucK OT OTTOBOPHUS BETEpUHAPEH JieKap.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMojeiicTBHe

Cerenia He TpsOBa 1a ce M3MOJI3Ba CIHOBPEMEHHO C aHTArOHUCTH Ha KaJIIUEBUTE KaHAH, Thil KaTO
maropitant Ma ahUHUATET KBM KaJIIUEBUTE KaHAJH.

Maropitant ce cBbp3Ba BB BUCOKA CTEICH C TUIA3MEHUTE MPOTEUHU M MOXKE J1a C€ KOHKYPHUpA C JPYyTH
JIEKapCTBa C BUCOKA CTETICH HA CBBP3BaHE.

3.9 HayuHn Ha NpUJIOKEHHE U T03UPOBKA

3a OJIKOXKHO WM HHTPABEHO3HO TPUIIOKEHHE TIPU Ky4eTa U KOTKH.

WmxexknnonuusT pa3rBop Cerenia TpssOBa Ja ce MHKEKTUPA TOAKOKHO WITH UHTPABEHO3HO BETHBK
nmHEeBHO B 7032 1 mg/kg T.m. (1 ml/10 kg T.M.) B ipoabkeHHE HA MAKCUMYM 5 TIOCIIEIOBATCITHH JTHU.
[Ipu untpaBeno3no npunoxenue, Cerenia TpsOBa 1a ce BbBeIe JHOKPATHO, 0€3 1a ce cCMecBa C

JIpYTH pa3TBOPH.
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[Ipu xyueta Cerenia MO>ke J1a ce U3MOM3BA 32 JICUCHUE U NPEAOTBPATIBaHE HA TOBPBIIAHETO KAKTO
BbB BHJ Ha TaOJIETKH, TaKa U KaTO MHXEKIIMOHEH pa3TBOP, NPUIIOKEHH BEIHBX AHEeBHO. Cerenia
MH)KEKLIMOHEH Pa3TBOp MOXKe Ja ce mpuiara 1o 5 auu, a Cerenia tabnetku — g0 14 auu.

3a mpemoTBpaTsaBaHe Ha MOBpbINane, Cerenia MHXKEKITMOHEH pa3TBOP TPSAOBa Ja ce Mpuiiara oHe eIuH
Yac npeBapuTenHo. J[elicTBHETO My Tpae OKoJIo 24 Yaca 1 Mopay ToBa MOXe Jia ce Mpuiiara
BeUepTa, MPEe/IM NpujlaraHe Ha CyOCTaHIIUU, KOUTO MPEIN3BUKBAT MOBPHIIAHE HATIP. XUMUOTEPATIHSL.

Tbit KaTO ca Ha JIUILIE TOJIEMH Bapualuu BbB (bapMaKOKI/IHCTI/IKaTa 1 MAapOIIUTAHT CC HATPYIIBa B
TAJIOTO CJIC IMMOBTAPAIIO CC IMPUIIOKEHUC BEAHBX THEBHO, II0O-HUCKHU OT IIPEMOPHYBAHUTE 103U MOraT
Ja 6T>,HaT AOCTAaTHhYHU ITPU HAKOU IMAIMECHTHU U IIPU IIOBTOPHO IMPUIIOKCHHUE HA 103aTa.

IIpu npunarase upe3 MOAKOKHO HHXKEKTHUPAaHE BUXKTE ChINO ,,CreuaIHu Npena3Hu MepKy 3a
Oe3omacHa yrnorpeda mpu BUAOBETE )KMUBOTHH, 32 KOUTO ¢ npeanasnadeH BJIIT (Touka 3.5).

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo € NPUJI0KMMO — NMPoUEeIyPHU Ha AelicTBHE MPH
CTIEIIIHYU CIyYau H AHTHIOTH)

He3aBrcruMo OT MPEeXOAHUTE PEaKIUU B MICTOTO Ha HHXCKTUPAHE MPH TOAKOKHO MPHIIOKEHUE,
Cerenia MHXXEKIIMOHEH Pa3TBOP CE MOHACs JOOPEe OT Ky4eTa U MJIaJu KOTKH TPH €KESITHCBHO
WHKEeKTHpaHe B o3a 0 5 mg/kg (5 mbTH Hag npenopbyaHara 103a) B MPOIbIDKeHHe Ha 15
MOCJIeIOBATENTHY JHH (3 MTBTH 10 TOJIIMA MPOALIDKUTEITHOCT Ha TIpriiokeHue). Hama HanmnIHu nanHu
3a peIo3UpaHe Ha MPOJYKTA MPH Bh3PACTHH KOTKH.

3.11 CneunuajHM OrpaHUYeHHd 32 yNoTpeda U crenMaJIHU yCJIOBHUS 32 yNOTpeda, BKJIIOYUTETHO
OrpaHUYEHMS 32 YIOTPedaTa HAa AHTUMMKPOOHHU U NPOTHBONAPA3MTHU BeTePHHAPHHU
JIEKAPCTBEHH! NMPOAYKTH, € 1eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHe HA Pe3UCTEHTHOCT

He e mpunoxumo.
3.12 KapeHTHH CpOKOBe

He e mpuioxumo.

4. DOAPMAKOJIOT'NYHA HHO®OPMAIIMSA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QA04AD90
4.2 dapmakoguHAMHKA

[ToBprhIaneTo € CIoKeH MpoIiec, KOUTO ce KOOPAMHKpPA IIEHTPAITHO OT EHThPa Ha TIOBPBIAHETO.
To3u HEHTBpP Ce ChCTOM OT HIKOJIKO MO3BYHOCTBOJIOBH siipa (area postrema, nucleus tractus solitarius,
dorsal motor nucleus Ha nervus vagus), KOUTO IOJIy4aBaT U HHTEIPUPAT CIIOKEH CEH30PSH CTUMYJI OT
LEHTPAITHH U TIEpUGEPHU U3TOYHUIIH, KAKTO M XUMUUECKU CTHMYJI OT KPHBOOOPAIIIEHUETO U
rpbOHAYHOMO3BYHATA TE€YHOCT.

Maropitant e HeBpokuauH 1 (NK;) perentTopeH aHTaroHNUCT, KOWTO JIEHCTBA IIOCPEICTBOM
WHXUOUpaHe CBBP3BAHETO HA CyOCTaHIMATA P, HEBpOnenTH | OT CEMEWCTBOTO Ha TAXUKUHUHUTE.
Cy0cranmus P ce oTkprBa B ToJieMy KOJIMYECTBA B ApaTa, ChCTABIISBAIIM IEHTHPA HA MOBPBIIIAHETO
U CE CUMTA 33 KIIF0YOB HEBPOTPAHCMUTED, YUacTBall B OBphIIaneTo. [locpeacTBoM nHxnOUpane Ha
CBBP3BaHETO Ha cyOCcTaHIus P B IleHThpa Ha OBPBIIAHETO, maropitant ieiicTBa MPOTHB HEPBHUTE U
XyMOpaTHH (IIEHTPATHA U IEpUPEPHH) TTPUIHHHA 32 TIOBPBIIIAHETO.
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C pa3HOOOpa3HM OMHUTH in Vitro ce JIoKa3ga, e maropitant ce CBbpP3Ba CEIEKTUBHO MPH PEIETITOPA
NKi, ¢ 10303aBUCHM (YHKIIMOHAICH aHTArOHU3bM Ha IeHCTBUETO Ha cyOcTaHmus P.

Maropitant e eeKTUBEH MPOTUB MOBPbBINAaHE. AHTUEMETUYHOTO JICHCTBHE HA maropitant cpemry
HEHTPAITHUTE U IepUPEPHHA EMETUIH € JIOKa3aHO B EKCIICPUMEHTAIHU MPOYYBAHHS, B TOBA YHCIIO C
arroMop(uH, MACIUIATHH W CHPOII OT HIIeKaKyaHa (TIpy KydeTa) U KCHIa3uH (TIPH KOTKH).

HpI/ISHaIII/ITe 3a raJIcHC pu Ky4yeTara, B TOBa 4YMUCJIO OOHITHOTO CJIIOHOOTACIISIHE U JICTAaprus, Morat aa
CC 3arasAT U 110 BpEME Ha JICHCHUCTO.

4.3 @apMaKkOKMHETHKA

Ky4era

®apMaKOKHHETHYHUAT MPoPHIT Ha maropitant Mpu MOAKOKHOTO MY PUIIOKEHHUE KaTO EANHUYIHA 1032
ot 1 mg/kg T.M. IpHu KydeTa ce XapakTepusupa ¢ MakcuMaiiHa KOHIEHTPaIUs (Cmax) B IUIa3MaTa OT
oko1o 92 ng/ml; Toa ce moctura cien 0,75 yaca cien npuiarane Ha 103aTa (Tmax). [TukoBUTE
KOHIICHTPAIINH Ca TIOCJIEeIBAaHN OT HaMaJleHa CHCTEeMHA EKCITO3UIIHSI C U3SBEH ENMMUHAIIOHEH
oJTy>KUBOT (t12) oT 8,84 yaca. Ciier €JHOKpaTHO HHTPABCHO3HO MPHUIIOKEeHUE B 103a 1 mg/kg,
HAYaJTHUTE TUTa3MEHU KOHIICHTparmu ca 363 ng/ml. O0eMbT Ha pa3npeieliecHUe B CTAIIMOHAPHO
cbcrosiHue (Vss) € 9,3 L/kg u cuctemuust knubpbHe € 1,5 L/gac/kg. Bpemeto 3a enuMunupasne ti
CJIe MHTPaBEHO3HO MPUJIOKEHUE € TPHOIN3UTETHO 5,8 yaca.

Ilo BpPEMC HA KIIMHUYHUTC MIPOYYBaAHUA C(l)eKT’BT OT HMBATa Ha maropitant B IJia3MaTa CC IposBsBa 1
qac cJIea IMpuIoXKECHUECTO.

Cren moAKOKHO MPUIIOKEHHUE MPU KydeTa OMOHATMYHOCTTa Ha maropitant e 90,7 %. Maropitant numa
JMHEHHa KUHETHKA NP MMOAKOXKHO nmpuiiokenue Ha 0,5-2 mg/kg noza

Cren moBTapsILIO ce MOIKOKHO MPUIIOKEHHE BEAHBK AHEBHO Ha 1034 oT 1 mg/kg T.M. 3a et
MOCIIEIOBATEIIHU JIHU, HaTpynBaHeTo € 146 %. Maropitant e moanoxxen Ha nutoxpomer P450 (CYP)
MeTaboau3bM B uepHUs Apob. CYP2D15 u CYP3A12 ca uaeHTHdHIMpPaHd KaTo W30POpMH TIPH
KydeTara, KOUTO Yy4acTBaT B UepHOpoOHaTa OHoTpaHchopMalus Ha maropitant.

bB0OpeyHHsT KIUBPHHC € BTOPOCTEIICHEH BT HA SIMMUHKUpaHE, ¢ mo-Manko ot 1 % mpu 1 mg/kg
nepopaliHa J103a U ce HaMUpa B yprUHATa KaTo maropitant WM KaTo HETOBUS Hal-pa3npocTpaHeH
MeTabomut. CBbP3BaHETO € TUTA3MEHHUTE MPOTEWHU Ha maropitant mpu KydeTa e Hax 99 %.

Kotku

dapMakOKHHETHYHUSAT MPOQIUT Ha maropitant, KOraTo ce Mmpriara Kato eJHOKpaTHA MOJIKOXHA 71032
ot 1 mg/kg T.M. Ipu KOTKH ce XapaKTepu3upa ¢ MakcuMaiiHa KOHIEHTPaIUs (Cpax) B TUTa3MaTa OT
npubm3uTenHo 165 ng/ml, Toea ce moctura cpeaso 3a 0,32 wyaca (19 mun.) cnen npunoxeHue (Tmax).
[InkoBHTE KOHIIEHTPAIIMH Ca TTOCTIEABAHU OT CIaJl B CHICTEMHOTO €KCIIO3HpaHe C MOJTYKUBOT Ha
enuMuHMpane (ti2) ot 16,8 yaca. Cnen eqHOKpaTHO MHTPABEHO3HO MpHiiokeHue B Ao3a 1 mg/kg,
HaYaJHUTE I1a3MeHn KoHIeHTpanuu ca 1040 ng/ml. OGeMbT Ha paspeneieHre B CTAlIMOHAPHO
coerosnue (Vss) e 2,3 L/kg u cuctemuusar kaubpbHe € 0,51 L/gac/kg. BpeMeTo 3a emuMuHUpaHe t1)
CJIe]l HHTPaBEHO3HO NPWIIOXKEHHE € MpuOnr3nuTenHo 4,9 yaca. Msriexa, ye chLIecTBYBa NpsKa
BB3pacTOBa 3aBUCHMOCT Ha eeKTa Ha (hapMaKkOKMHETHKAaTa Ha maropitant mpu KOTKH, KaTO IPH
MAaJIK{ KOTEHI[a Ma MO-BUCOK KIIMPHHC B CpaBHEHUE NP Bb3PACTHHTE.

Ilo BpPEMC Ha KIIMHUYHUTC MMPOYYBAHWA IUNIA3MCHUTC HUBA Ha rnaropitant IIOKa3BaT e(l)I/IKaCHOCT CIICQ 1
qac cJiea IMpUuIOKECHUECTO.

BuonanmuyHoCTTa Ha Maropitant cie/ MOJKOKHO MPUIIOKEHHE pu KOoTKH € 91,3 %. Maropitant
MIOKa3Ba JJMHEHHAa KWHETHKA, KOraTo ce Mpujara moJkokHo B pamkure Ha 0,25-3 mg/kg no3a.

Cren MHOTOKPATHO MOAKOXKHO MPUIIOKEHUE Ha eIHONHEBHH 03U OT 1 mg/kg T.M. B IpoABIDKeHHE Ha
NeT NOCIIe0BaTeTHU AHU, HaTpynBaHeTo € 250 %. Maropitant npeTbprsiBa MeTaboIN3bM Ha
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utoxpoM P450 (CYP) B uepnus npo6. CYP1A u CYP3A cBbp3aHuTe €H3UMU Ca HUACHTU(OULIMPAHU
KaTO KOTEIIKH M30()OpMH, YIacTBaIIU B YepHOAPOOHaTa OroTpanchopMalys Ha maropitant.

Enumunnpanero Ha maropitant mpe3 ObOpenuTe U peKaTuuTe € HE3HAYUTEITHO, KaTo Mo-Mako ot 1 %
mpu 1 mg/kg nmonkoxHa 103a ce OTKpUBa B ypHHATa U (pekaiuuTe karo maropitant. I1o oTHoIIEHHE Ha

ocHoBHus MetabonuT 10,4 % oT mo3ara maropitant ce oTkprBa B ypuHara u 9,3 % BBB dekanunre.
CBbp3BaHeTO Ha maropitant ¢ TuIA3MeHUTE MPOTEHHU MPH KOTKH € 99.1 %.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OCHOBHHM HECHLBMECTHMOCTH

IIpu nunca Ha JaHHU 32 CBBMECTUMOCT, TO3U BETEpHUHAPEH JIEKAPCTBEH MPOIYKT HE TpsOBa /1a Obae
CMECBaH C JPYTH BETEPUHAPHU JIEKAPCTBEHH NMPOAYKTH B €HA CITPUHIIOBKA.

5.2 Cpok Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEpPUHAPEH JIEKapCTBEH MPOIYKT: 3 TOAWHU.
Cpok Ha TOJHOCT ciIe/ IbPBO OTBAPSIHE HA ITbPBUYHATA ONakoBKa: 60 1HU.

5.3 CroenuanaHu ycJa0BHSA 32 CbXpaHeHHe

To3u BeTeprHAPEH JIEKApCTBEH NPOIYKT HE U3MCKBA HUKAKBH CIICIIMAIHYU YCIIOBHSA 32 ChbXpaHEHHE.
5.4 Buau chbCcTaB HAa MBPBHYHATA ONMAKOBKA

KexmubapeHn ¢uakoH oT u31sTo cThKI0 THI 1, 20 ml, X10poOyTHIIOBa 'yMEeHa Tarna ¥ aTlyMHHUEB
NPBCTEH C TOPHA YacT, KOWTO Ce OTCTPaHIBA YaCTUIHO.

Bcsika kapToHEHa ommakoBKa ChabpKa 1 dhaakoH.

5.5 CroenunajaHun MEPKH 32 YHHIIOKABAHE HA HEU3ITOJI3BAHU NMPOAYKTH WJIH OCTATBIHU OT THAX

BeTepI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_IaT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU UIIH
OuTOBU OTnaJabIH.

M3nomn3BaiiTe mporpaMu 3a BphIIaHe P YHUIOKABAHETO Ha HEM3ITOJI3BAHU BETEPUHAPHHU JIEKapCTBEHI
MPOAYKTH WIIA OCTATHIIH OT TSAX B CHOTBETCTBHUE C M3MCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C

BCUYKH HAlIMOHAJIHU CUCTEMU 3a ChOMpaHe, IPUI0KHUMU 38 CbOTBETHUS BETEPUHAPEH JIEKapCTBEH
MPOAYKT.

6. HUME HA IIPUTEXATEJISI HA PABPEIIEHUETO 3A ThPI'OBUS

Zoetis Belgium

7. HOMEP(A) HA PASPEIHIEHHUETO 3A ThPI'OBUsI

EU/2/06/062/005

8. JATA HA ITBPBOTO U3JJABAHE HA PABPEIIEHUETO 3A ThPI'OBUS

JlaTa Ha IBPBOTO M3aBaHEe Ha pa3pelieHUeTo 3a Thproeus: 29/09/2006.
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9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

{JU/MM/TIT}

10. KJIACHPUKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHU TPOAYKTHU
Ja ce oTIIycka caMo I10 JIEKapCKO MPEIIUCAHHE.

TMoxpoOHa HpopMaIKs 3a TO3M BeTepUHAPECH JIEKAPCTBEH MPOAYKT MOXKE 1a HAMEpUTe B Oa3ara
nmanHu Ha Cwro3a otHocHO npoaykruTe (https://medicines.health.europa.eu/veterinary).
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IMPUJIOKEHHUE IT

APYI'N YCJIIOBUSA U U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUsL

Hsama.
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ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA
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A. ETUKETH
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kytust / TabseTkn

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Cerenia 16 mg Ta0ieTKu
Cerenia 24 mg tabaeTku
Cerenia 60 mg TabneTku
Cerenia 160 mg TabiaeTKu

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Bcsika Tabnerka chabpika 16 mg maropitant karo maropitant citrate monohydrate.
Bceska Tabnerka cpabpika 24 mg maropitant kaTo maropitant citrate monohydrate.
Bceska Tabnerka cpabpika 60 mg maropitant kaTo maropitant citrate monohydrate.
Bcesika Tabnerka chabpika 160 mg maropitant karo maropitant citrate monohydrate.

3. PASMEP HA OITAKOBKATA

4 TabneTkn

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kydera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

[IepopanHo npunoxeHue.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mm/rTIT}

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE
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‘ 10. HAJAINMUCHT ,,IPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCAUIIMHCKA y1'IOTpC6a.

12. HAJIUCBHT “JA CE CbXPAHSABA JAJIEY OT NIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjicaa U Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 13. HUME HA IIPUTEXXATEJISI HA PASPEIIEHME 3A ThbPI'OBUS

Zoetis Belgium

14. HOMEPA HA PABPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/06/062/001 (16 mg TabneTkm)
EU/2/06/062/002 (24 mg TabneTKm)
EU/2/06/062/003 (60 mg TabneTku)
EU/2/06/062/004 (160 mg TabneTkn)

‘ 15. HAPTHUJIEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

BJUCTEP / TabaeTku

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

Cerenia

¢ U

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

16 mg TabieTKn
24 mg Ta0neTKu
60 mg Ta0neTKn
160 mg TadyeTkn
maropitant

‘ 3. MNAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mMm/rrrT}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kytust / UH:KeKIIMOHEH pa3TBoOp

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Cerenia 10 mg/ml MHXEKIIMOHEH Pa3TBOP

2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

10 mg/ml maropitant kaTo maropitant citrate monohydrate.

3. PASMEP HA OITAKOBKATA

20 ml

4. BUJIOBE )KNUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

Kydera u xoTkn

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

TloakoxxHO MM HWHTPaBCHO3HO MPHUIIOKCHUEC.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
Cren npobuBane, n3non3Bail B paMkute Ha 60 qHH.

‘ 9. CIHIEHUAJIHM YCJIIOBUA 3A CbXPAHEHUE

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
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‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIUCBHT “JA CE CbXPAHSABA JAJIEY OT NNOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC€ ChbXpaHsBa OaJi€d OT IIorjicaa U Ha HCAOCTBITHU 3a A€1a MECTA.

‘ 13. HWME HA IIPUTEXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUS

Zoetis Belgium

14. HOMEPA HA PASBPEIIEHUETO 3A ThbPI'OBUs HA BJIIT

EU/2/06/062/005

15. NMAPTHUJIEH HOMEP

Lot
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

CTBKJIEH ®JJAKOH/MHXKXEKIIUOHEH PA3TBOP

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Cerenia

alll

‘ 2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

10 mg/ml

‘ 3. HNAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rTIT}
Cren npoOuBane, n3non3Bail B paMkute Ha 60 qHH.
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B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Cerenia 16 mg TabneTku 3a Ky4yera
Cerenia 24 mg Ta0JIeTKH 3a KydeTa
Cerenia 60 mg Ta0JIeTKH 3a Ky4JeTa
Cerenia 160 mg TabneTku 3a KyueTa

2. CncTas

Bcsika Tabnerka cpabpika 16 mg, 24 mg, 60 mg uimu 160 mg maropitant kato maropitant citrate
monohydrate. Tabnetkure cpabpxkat owe 0,075% w/w Sunset Yellow (E110) kaTo ouseTturenn.
TabneTkuTe ca CBETJIO OPAH)KEBH U MMAT JIEJIMTENTHA JIUHUS, KOSITO YJIECHIBA PA3IOJIOBSIBAHETO MM, C
HaHeceHH OykBute “MPT” u uudpu, 0603HauaBaIy KOIMIECTBOTO maropitant OT ejHaTa cTpaHa, a
oOpaTHarta cTpaHa € MmpasHa.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

Kyuera.

4. Iloka3anus 3a ynorpeda

o 3a npenoTBpaTsIBaHEe HA rajicHe, IPEIU3BUKAHO OT XUMHOTEpAIIus.

o 3a npenoTBpaTsIBaHEe HA IOBPBIIAHE, IPEIU3BUKAHO OT O0JIECTTa Ha IBTYBAHETO.

o 3a npenoTBpaTsIBaHE U JEUSHNE Ha IIOBPBIIaHe, CbBMECTHO ¢ Cerenia uHiceKyuoHeH pasmeop

nB KOM6I/IHaLII/I$I C ApYyru noaabprKaii MCpPKH.

5. IIporuBonokazanus
Hsama.
6. CrnenmaJaHu npexynpexIeHus

CrienaiHy npeaynpeKICHHS :

[ToBpsIaneTo Moxe Jga Ob/ie TPU3HAK HA CEPUO3HU, CHITHO HHBAJTUIU3UPAIIN ChCTOSHIS,
CJIETOBATEITHO € HEOOXOIMMO Jla ce U3CJIeBa IPUIMHATA 32 TAX.

IIponyktu kato Cerenia TpsiOBa 1a ce mpuiarat CbBMECTHO ¢ IPYTH MOIbPKAIIA MEPKH, KaTo
JUETUYHO XpaHEeHe W 3aMecTBala QIIyHHa Teparus, ChIIacHO MPENOPBKHUTE Ha JICKYBAIHsI
BETCPUHAPHUS JICKap.

BesomacHocTTa Ha maropitant mpu npuiIaraHe 3a MepuoJI OT MOBeYe OT 5 JTHU HE € YCTAHOBEHA MPU
TapreTHara noryJjianus (Hamp. MIaJid KydeTa, KOUTO CTpajar OT BUPYCHU eHTepuTH). B ciyuaute,
KOTaTo € He0OXOMMO JICYCHHUETO Ja MPOJIBJIKH 32 IIEPHUOJT ITO-TBJIBT OT 5 JTHU, Jla CE HAPaBU
BHUMATEITHA OIICHKA Ha Bh3MOXKHHUTE HEOJIAronpHsTHU PEaKIINH.

CrenuanaHy Opeana3sHu MEPKH 3a O0e30macHa yrnoTpe0a Mpy BUIOBETE JKMBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

BesomacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa MpU KydeTa Ha Bh3pacT moj 16
ceamuiy 3a go3a 8 mg/kg (mpu OoyiecT Ha MBTYBAHETO), U IPH Ky4eTa Mo 8-CeIMUYHA Bh3pacT 3a
nmo3a 2 mg/kg (mpu mMoBphINaHe), KAKTO W MPH OPEMEHHH WIIH JIAKTHPAIIH KyJKH.
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Cerenia ce mpuara caMo e pereHKa MmoJi3a/pruck OT OTTOBOPHUS BETEPHHAPEH JIeKap MPH KydeTa
CHOTBETHO MO/ 8 WK 16 ceMUYHA BB3PACT, UITK MPH OPEMEHHU WM JTAKTUPAIIH KyUJKH.

Maropitant ce MmeTaboaM3upa B YepHUS IPO0 U MOPaJX TOBA TPIOBa Ja Ce U3IO0J3Ba C MOBUIIICHO
BHUMAaHUE [TPH NAIUEHTH C YepHOAPOOHU 3a00JsiBanus. [Ipy MpoIbIDKUTETHO TPETHPaHE TPsiOBa
BHHUMATEJTHO J1a ce HabJroaBaT YepHOApoOHNTE (PYHKINY, THI KaTo maropitant ce HATpyIBa B TSAIOTO
npu 14 THEBEH NepHoJl Ha MPUIIOKEHUE, TOPaId MeTabOUTHO HACHIIAHE.

Cerenia TpsiOBa Ja ce U3M0J3Ba C MOBUIIICHO BHUMAHUE TIPY )KHUBOTHH, CTPAJIAINU OT WU C
MIPEIPa3NOI0KESHOCT KbM ChpJICYHU 3200 IsBaHYsI, Thil KaTo maropitant uma apunautet kbM Ca- u K-
MNOHHHTE KaHAIH.

CrielnatHy IpeIna3Hu MEPKH, KOUTO TPsiOBa Ja B3eMe JHUIIETO, MPUIIATanlo BEeTepUHAPHUS
JIEKApCTBEH MPOYKT Ha >KUBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBXUYYBCTBUTEITHOCT KbM maropitant TpsiOBa Jla mpuiiaraT BeTepUHAPHHS
JIEKApCTBEH MPOYKT C MOBUILIEHO BHUMAHUE.

M3muiite priiere cinen ynorpeda. [Ipu cirydaifHo moripiane, He3a0aBHO 1a ¢e TOTHPCH MEIUIIMHCKH
CHBET, KaTO Ha JIEKaps Ce MPEeTOCTaBH JICTOBKATA MM €THKETa Ha MPOTyKTa.

bpeMeHHOCT U JakTanus:
bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HE € JOKAa3aHa 110 BpEMEC Ha 6p€M€HHOCT n
JJaKTalus:. HpI/Inara CC CaMoO CJic] NPCICHKA HOJ'I3a/pI/ICK OT OTTOBOPHUA BETCPUHAPCH JICKAP.

BsauMoyielicTBre ¢ APYTH BETEpUHAPHH JIEKAPCTBEHH MPOJIYKTH U IPYTU OPMHU HA B3aUMOJICHCTBHE:
Cerenia He TpsOBa 1a ce M3MOJI3Ba CIHOBPEMEHHO C aHTArOHUCTH Ha KaJI[UEBUTE KaHAH, ThIA KaTo
maropitant Ma aQUHUTET KbM KaJI[MEBUTE KaHAIH.

Maropitant ce cBbp3Ba BbB BUCOKA CTETIEH € TUIA3MEHHUTE MMPOTEHHU U MOXKE J]a C€ KOHKYpHpa C APYTH
JIEKapCTBa C BUCOKA CTEIIEH Ha CBbP3BaHe.

IIpenosupane:
Tabnerkute Cerenia ce moHacsAT 1oOpe NpH MPHUIIOKEHUE B MPOABIDKEeHUE Ha 15 quu B 1031 10 10

mg/kg T.M. THEBHO.

IIpu npunarane Ha MpoaykTa B 103u, Haapumasamy 20 mg/kg, ce HabmogaBaT MOBpPBINAHE TPH
'BPBOTO MPUIIOKEHUE, TIOBUIIIEHO CIFOHOOT/IEINISTHE U BOAHUCTH U3MPAKHEHHUSI.

7 HebsaronpusiTHu peakumun

Kyuera:

Yectn

(1 mo 10 na 100 TpeTHpaHu >KUBOTHU):

IMospbmane!

MHoro penku

(mo-manko ot 1 zHa 10 000 TpeTHpaHu )KUBOTHHU, BKIIOYUTEIHO U30JIUPAHH CHOOLICHUS):

Hesponorununm npusHaiy (Hamp. aTakcusi, KOHBYJICHH, 'bPYOBE, MYCKYJIEH TPEMOD)

Jletaprus

! I[OKJIa,I[BaHI/I Ca npcau MbTyBaHC, OOHKHOBEHO B PAaMKHUTC Ha JiBa YacCa CJICA MpujlaraHe Ha 103aTa.

Cro0miaBaHeTo Ha HEOIATONPUSATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha IPOAYKTa. AKO 3a0€lIeUTe HIKAKBU HEOJArONMPUsATHN PEAKITUH, BKIIOUUTEITHO 1
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TaKWBa, KOUTO HE Ca OITMCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETCPUHAPHUS JICKAPCTBCH MPOTYKT
HE JICHCTBa, CBBPIKETE ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo J1a ChOOIaBaTe
HEOJIArONPUATHYU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelICHUETO 32 ThPrOBHS WM HA MECTHUS
MIPEJICTABUTEI HA MTPUTEKATEIS Ha Pa3pellICHHETO 32 ThPrOBHS, KaTO U3IOJI3BATE JAHHUTE 34 KOHTAKT
B Kpas Ha Tas3W JJUCTOBKA WM upe3 BamaTa HarfoHaHa cECTeMa 3a ChoOIaBaHe: {1oapoOHOCTH 3a
HaIlMOHAIHATA CUCTEMA }

8.  /lo3npoBka 3a BceKH BHJ KUBOTHO, HAYMHHU U MeTO/ HA NPUJIOKeHHE
3a mepopaHoO MPUIIOKEHHE.

3a npeaorBpardaBaHe HA IraicHE, IPECIU3BUKAHO OT XUMHUOTEPANUA U JICYCHUEC U
npeaorspaTsiBaHe HA MOBPBbUIAHE (C H3KJIIOYCHHUEC HA MOBPbIIIAHE IIPH l'l'bTYBaHe), aa ce
HU3M0J3Ba CaMO 3a KydeTa Ha 8 cexmMuuHa BB3PacCT UJIH NMO-Bb3PaCTHU.

3a jleyeHre W/WIK peIOTBpaTABaHe Ha MOBPBIIAHe, C U3KIIOYCHUE HA Ta/IeHe U OBPBIIAHE MPH
OosecTTa Ha MBTYyBaHETO, TabneTkuTe Cerenia ce JaBaT BeIHBK IHEBHO, B 71032 3a maropitant ot 2
mg/kg T.M., kKaTo Opost Ha TabJIEeTKUTE € AaJieH B TabiuIaTa mo-aomy. TabaeTkuTe MoraT /1a ce CHyIIsT
TI0 pa3/IeNUTETHATA JINHNS BBPXY TAX.

3a mpenoTBpaTsIBaHEe HAa MOBPBIIaHe, TAOJIETKUTE TPSIOBa Jla ce 1aaaT MOHE €AMH Yac MpeaBapuTeIHo.
JeiicTBreTo UM Tpae okoio 24 yaca ¥ IOpaay TOBa MOTaT Jia ce AaBaT Beuep Npeau Mpuiarade Ha
BEIIECTBA, KOUTO MOTAT Aa JA0BEeAAT JO NOBPBIIaHE (HAp. XUMUOTEPAITHS).

Cerenia MOJke J1a Ce M3II0JI3BA 3a JICUSHNE WM TIPEAOTBpaTABaHE Ha MOBPBINaHe Mo hoopMara Ha
TaOJETKH UK KaTO HHKEKIIMOHEH Pa3TBOP, MPUIIOKEHN BETHBK JHEBHO. Cerenia HHKEKIIMOHEH
pas3TBOp MOKE Jia Ce Mpuiara B MpobJDKCHUE Ha JI0 TeT HU, a Cerenia TabneTku — 10 14 qHU.

HpeIIOTBpaTﬂBaHe Ha rajicHe, NpeIu3BMKaHO 0T XUMHOTEepanus

38 JECUYCHUEC " HpeIIOTBpaTﬂBaHe Ha nonpbmaﬂe (C N3KJIIYCHUEC HA

NMOBPBIIAHE PH NBTYBaHe)
TesecHa Maca Ha bpoii TabaeTin

Kky4eto (kg) 16 mg 24 mg 60 mg

3,0-4,0 * v, L L
4,1-8,0 1 \\\\\\\\\\\\\\\\\\\\\\\\\\\\\&k\\\\\\\\\\\\\\\\\\\\\\\\\\\\:

81120 | 1 .
12,1240 | _ 2 e
241300 | 1
01600 ¢ ~ 5 > 0 2

* [IpaBuaTHaTa 1032 3a Ky4deTa noj 3 kg He Mo:Ke /1a ce onpeaen TOYHO.

3a npenoTBpaTsiBaHe HA MOBPBIIAHE, PEAN3BUKAHO OT 00JIeCTTa HA MBTYBAHETO, CAMO 32
Ky4eTa Ha 16 cetMUYHA BB3PACT WU NO-Bb3PACTHH

3a npeaoTBpaTsIBaHEe Ha MOBPBIIAHE MPH OOJIECT HA MBTYBaHeTo, TabneTkuTe Cerenia ce naBaT
BEJHHXK JTHEBHO B /1032 32 maropitant ot 8 mg/kg T.M., kaTo Opos Ha TabIETKUTE € AajieH B Tabiuiara
mo-gomy. TabneTkure Morar Jja ce CUyIIST 10 pa3/IeIUTENHATA JINHUS BBPXY THIX.

TabneTkute TpsAOBa Ja ce MpUIaraT MOHE €IUH Yac MPeaIrd Ha4ajaoTO Ha ITbTYBaHETO.
AHTHEMETHUYHOTO UM JICHCTBHUE Tpae Hali-Mallko 12 yaca, KOETO JaBa Bb3MOXKHOCT 3a YI00CTBO
MPOAYKTHT Jla CE MPIIOKHU BeuepTa MPeIu MbTyBaHe PaHO CyTpuHTa. JIeueHneTo Moxe na Obie
MTOBTOPEHO HAW-MHOTO B JIBa TTOCIICIOBATCITHA JHH.

[Ipu HAKOW KydeTa U IIpH MpHIIaraHe Ha MOBTOPHO TPETHPaHe, MMO-HUCKH JO3H OT MPETOPhYaHUTE
Morar aa ObaaT JOCTAaThYHH.
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I[IpenorBpaTsiBane Ha MOBPbIaHe NP TbTYBaHe

Teaecna Maca Ha bpoii Tabaerku

Ky4deto (kg)

16 mg 24 mg 160 mg

\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
.
2 5 @@
- 5
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\_\\\\\\\\\\\\\\\\\\\\\\
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\

1,0-1,5
1,6-2,0
2,1-3,0
3,1-4,0
4,1-6,0
6,1-7,5
7,6-10,0
10,1-15,0
15,1-20,0
20,1-30,0
30,1-40,0
40,1-60,0

.

[S—
/

_

L

L

.

.
/

.

9. CbBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

3a nma u3BaauTe TabaeTKa OT OyMcTepa, TPSAOBA Jla Ca3BaTe CleIHaTa MOCIEA0BATEIIHOCT:
[IspBO CreHETE WM CPEKETE MO TephopaIusaTa MKy BCsIKa TA0JIEeTKA, KAKTO € 0003HAYCHO
ChC CUMBOJIA HOXHIIA 3<.
OTKpuiiTe OTIENBAIINS Ce Kpail (MM CpekeTe), KhIETO € YKa3aHO ChC CHMBOJIA CTPEIKA = .
Karo npprxute 31paBo eHATa CTpaHa Ha pa3pesa, H3IbpIaiTe qpyraTa cCTpaHa KbM [EHThpa Ha
OJiMcTepa JOKaTo BHIUTE TaOJIeTKaTa.
U3zBajere TabieTkaTa OT ONHCTEpa U MPUIOKETE CIIOPE YKA3aHHATA.

3abenexacka: He ce onutaiiTe 1a n3BajauTe TableTKara Kato s u30yTare mpe3 3a/1Hara 4acT Ha
OJincTepa, 3aI0To TOBA IiIe OBpeaAM TabjeTKaTa U OJucTepa.

IIpu rageHe/OBPHINAHE 110 BpEMEe Ha ITBTYBaHe Ce MPEMopbuBa JeKa XpaHa MK 3aKycKa Ipean
NpUIarale Ha mpoayKTa; IPOIBIDKUTETHOTO TalyBaHe MPeaIu TPETUpaHe TpsiOBa 1a ce u30srea.
Tabnerkute Cerenia He TpsiOBa /1a ce JaBaT OOBUTH WM KATCYJIMPAaHU B XpaHa, Thil KATO TOBA MOXKE
Jia 3a0aBM pa3TBAPSIHETO HA TabJIETKATa U CHOTBETHO JIa CC HAMaM e(pUKACHOCTTA.

HabimromaBaiiTe KyueTata BHUMATETHO CJIE]I IIPUIaraHe Ha MPOAyKTa, 3a 1a CE YBEPHUTE, Ue BCIKa
TabJIeTKa € MOrbIHATA.

10. KapenTHu cpokoBe

He e npunoxxumo.
11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ja ce cpxpaHsBa Jajed OT MOTJieia U Ha HeAOCTHITHY 3a JIella MecTa.
To3u BeTepuHapeH JeKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMAITHA yCIIOBHS 32 ChXpaHEHHE.
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[TommoBuHMTE Ha TaONETKUTE MOTAT J]a C€ ChbXPAHABAT 32 MAKCUMYM 2 THH cJie/ KaTo ca Ouiu
u3BajieHH oT Omuctepa. [lonoBuHKTE Ha TaOJIeTKUTE TPSAOBA /1a CE€ BPBIAT B OTBOPSHHUS OJIMCTED U J1a
Ce ChXpaHsBaT B KAPTOHCHATA OMAKOBKA.

Jla He ce M3M0I3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIE] N3TUYaHE CPOKa Ha TOTHOCT,
MOCOYEH BHPXY KapToHeHaTa KyTus u onmctepa ciieqf Exp. CpokbsT Ha TOZHOCT OTTOBaps Ha
MOCTIETHUS ACH OT TO3HM Mecell.

12. ChenuaJIHu NpeANa3HA MePKH NPH YHUIOKABAHE

BerepunapHuTe NeKapCcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTITAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomn3BaiiTe mporpaMu 3a BphIlaHE IPY YHAIOKABAHETO HAa HEW3ITOJI3BAHN BETEpPUHAPHU
JIEKAPCTBEHU MPOIYKTU WIHA OCTAThIM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEICTBO M C BCHYKH MPUIOKUMHU HAIIMOHATHU CHCTEMH 3a ChOUpaHe.

Te3u MepkH 1e TOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

[lonwraiite Bamms BeTeprHapeH Jiekap Kak Jja YHUIIOKHATE HEHYKHH BETepUHAPHU JIEKAPCTBEHH
MPOAYKTH.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU
EU/2/06/062/001-004

Tabaerkute Cerenia ce npeajiarat OImakOBaHU B 6J'H/ICTepI/I C 10 YeTUpun TaOJETKHU B OMMAKOBKA.

15. JlaTa Ha moc/ieiHATa peAaKIUs HA TeKCTa

{A/MM/TTTT}

IToapo6Ha mHpOpPMAIIHS 32 TO3HU BEeTepHUHAPEH JICKAPCTBEH IIPOIYKT MOXKE Ja HaMepuTe B Oa3aTta
nmanau Ha Cwro3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a Bpb3Ka

H[)I/ITC)KaTeII Ha paspCuiCHUCTO 34 ThPIrOBHA:

Zoetis Belgium
Rue Laid Burniat 1

1348 Louvain-La-Neuve
benrus

HDOI/ISBOI[I/ITGII, OTTOoBap4II 3a OCB060)K}_'[aBaHeTO Ha IMapTUuau:

FAREVA AMBOISE
Zone Industrielle,
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29 route des Industries
37530 Pocé-sur-Cisse
Opanmus

MecTHHY IIpeACTABUTENH U JJAHHM 34 BPh3Ka 32 ChOOIIAaBaHE HA IPeANojaracMyu HeOJaronpusITHA

pCaAKIIUN:

Belgié/Belgique/Belgien
Zoetis Belgium
Mercuriusstraat 20
BE-1930 Zaventem
Tél/Tel: +32 (0) 800 99 189

Peny06suka boarapus

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Benrus

Ten: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Kvnpog

Zoetis Hellas S.A.
DpayroxkAinoidg 7, Mapovot
15125, Attikn

EMéda

TnA: +30 210 6791900
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Lietuva

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tél/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200

Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den IJssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmark

TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100


tel:+370
mailto:adr.scandinavia@zoetis.com
mailto:tierarzneimittelsicherheit@zoetis.com
mailto:adr.scandinavia@zoetis.com

Espaiia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°1,
¢/ Quintanavides n°13

ES-28050 Madrid

Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Hrvatska

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2

HR-10000 Zagreb

Tel: +385 1 6441 462

Ireland

Zoetis Belgium S.A (Irish Branch)
2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

Simi: +45 70 20 73 05
adr.scandinavia@zoetis.com

Italia

Zoetis Italia S.r.l.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

EA0LGoa

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
EL-15125 Attikn

TnA: +30 210 6791900

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00

Roménia

Zoetis Roméania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,
Cladirea 2, Etaj 1-3, Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvagka

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
FI-00180 Helsinki/Helsingfors
Suomi/Finland

Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 K&penhamn
Danmark

Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com



mailto:adr.scandinavia@zoetis.com
mailto:laaketurva@zoetis.com
mailto:adr.scandinavia@zoetis.com

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088
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United Kingdom (Northern Ireland)
Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,

Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800



JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Cerenia 10 mg/ml nHXEKIMOHEH pa3TBOP 3a Ky4eTa U KOTKH.

2. Cnbcras

WmkeKunoHHUAT pa3TBOp chAbpska maropitant 10 mg/ml kaTto maropitant citrate monohydrate u e
OUCTBP, OC3IBETCH JIO CBETJIO JKBJIT PA3TBOP.

Coawpika omre metacresol (kato koHcepBaHT) 3,3 mg/ml.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

Kyuera u koTKH.

4. IToxa3zanus 3a ynorpeoda

Kyuera

o 3a nedeHue U MpeoTBpaTIBaHE Ha TaJicHe, MTPEIU3BUKAHO OT XUMHUOTCPAITHSL.

o 3a nmpenoTBpaTABAaHE HA MOBPBINAHE, ¢ U3KIIIOUEHUE HA TIOBPBINAHE, TPEIM3BUKAHO OT O0JIeCcTTa
Ha TbTYyBaHETO.

o 3a nedeHue Ha MOBPBIIaHE B KOMOWHAIMS C APYTH HOIBPIKAIIH MEPKH.

o 3a nmpenoTBpaTABAHE HA MEPUOTICPATUBHO T'aJIeHe W TOBPbBINAHE U MOI00psSBaHE HA
BB3CTAHOBSIBAHETO OT 00IIA aHECTE3Us CIe]] YIIoTpedara Ha [L-OMMAaTeH PElENTOPEH arOHUCT Ha
MopdHHa.

Kotku

o 3a npenoTBpaTABAaHE HA MOBPBIIAHE U HAMAJISIBAHE HA TajicHe, C M3KJIIOUYCHHUE Ha MOBPBIIAHE U
rajicHe, MPeIU3BUKaHKu OT 0OJIECTTA HAa MTYBAHETO.

° 3a jieueHre Ha MOBPBIIAHE B KOMOUHAIMS C APYTH HOIBPIKAIIN MEPKH.

5. IIporuBonokazanus

Hsama.

6. CnenuaJiHu mpexynpexaeHus

CroenuaaHy OpeaynIpeKaACHUS:

IToBpBbITaneTo Moxe Ja ObJe MpU3HAK HA CEPHO3HH, CHITHO WHBATUAU3APAIIH CHCTOSHHS,
BKITFOUUTEITHO CTOMAITHO-YPEBHYU OOCTPYKIIUH; CIICIOBATEITHO € HEOOXOUMO JIa Ce M3MOI3BaT
MOAXOASIIN JUATHOCTUYHU CPEACTBA.

JoOpara BeTeprHApHOMEINIINHCKA TPAKTHKA COYH, Ye aHTUEMETHIINTE TPSOBA J]a ce Mpuiiarar
CHBMECTHO C IPYTH BETEPUHAPHU U TOIIBPKAIIN MEPKH, KaTO TUETHYHO XpaHEHe U 3aMeCTBaIla
(hmynaHa Tepanus, KaTo B CHIIOTO BpEME Ce JIeKyBaT MPUINHATE 32 TTOBPBIAHETO.

He ce mpenopbuBa npuiiaraHeTo Ha MHXKEKIMOHHHMS pa3TBop Cerenia MpOTUB MOBPBILAHE TIPH
OorecTTa Ha MBTYBAHE.
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Kyuera:

Brnpexku, ue Cerenia e qokazana epUKacCHOCTTA CH KaKTO 3a JICUCHUE TaKa U 3a PEJ0TBPaTsIBaHe Ha
MOBPBIIIAHE, MPEAU3BUKAHO OT XMMHOTEPAIHs, MHOTO MO-¢(DUKACHO €, aKO CE U3I0JI3Ba IPEBAHTUBHO.
ITopaau ToBa ce MpenopbyUBa aHTUEMETUKBT Ja CE MpUIara npeay MpoayKTa 3a XUMHOTEpanusl.

Korku:
Edwukacnocrra Ha Cerenia 3a HamalsiBaHe Ha TaJieHe € JJ0Ka3aHa ITOCPEACTBOM MPOYIBAHHS C
W3II0JI3BAHE HA MOJIEI, TIPY KOWTO € MPEIU3BUKAHO TaJICHE C KCUIIa3HUH.

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0da Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npegHaszHaueH BJIIT:

Bbe3onacHocTTa HA BETEpUHAPHUS JICKAPCTBEH IMPOAYKT HE € JOoKa3aHa IIPH KydeTa Ha B3pacT moj 8
CEIMUITH WUTH TIPU KOTKW Ha BB3pacT Mo 16 ceMuIH, KaKTO U TpH OpeMEHHH WK JaKTHPAIIHA KydeTa
u koTku. Cerenia ce mpuiiara camo clie] MPEIeHKa MoJ3a/PUCK OT OTTOBOPHUS BETEPUHAPEH JIeKap
MpHU Ky4eTa ChOTBETHO MO § CEAMMUIIM WU IPU KOTKU 1o 16 cenMuyHa Bh3pacT, KAaKTO U MpHU
OpeMEHHM WU JIAKTUPAIIM KYYKU U KOTKHU.

Maropitant ce MeTaboIM3Hpa B YepHUS P00 U ITOpaIH TOBa TPSOBa Ja ce M3MOJI3BA C IOBUIIIEHO
BHUMaHUE MPH Ky4eTa U KOTKU C YePHOAPOOHH 3a00IIsIBAHUSL.

Cerenia TpsiOBa Ja ce M3MO0I3Ba C MOBUIIICHO BHUMAHUE MPU )KUBOTHH, CTPAIAIIHU OT WU
MPeIpa3noioKeHN KbM ChPJCUHU 3a00sIBaH s, TOHEke maropitant uma apunutet kbM Ca- u K-
VOHHHU KaHAaJIH.

CriennatHy ipena3Hu MEPKHU, KOUTO TPsiOBa Ja B3eMe JIHIIETO, MPIIIAraiio BeTepUHAPHHUS
JIEKApCTBEH MPOAYKT Ha >KUBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBXUYYBCTBUTEITHOCT KbM maropitant TpsiOBa la mpuiiarat BeTCpUHAPHUS
JIEKApCTBEH MPOJYKT C MOBUILEHO BHUMAHUE.

M3muiiTe priiere cu ciien padoTa ¢ mpoaykra. Ilpu cioydaitHo caMOWHKEKTHpaHe, He3a0aBHO J1a ce
MOTHPCH MEANIIMHCKA CHBET, KaTO Ha JIEKaps ce MPeI0CTaBU JINCTOBKATA UJIM €TUKETa Ha MPOAYKTa.
Maropitant CHITHO Jpa3HU OYUTE, PH CITYyUAtHO IMOTIAAaHe BBPXY TAX, H3MUUTE OUNTE C OOMITHO
KOJMYECTBO BOJIA U MOTHPCETE METUIIMHCKA ITOMOIII.

BpeMeHHOCT U JTaKTalus:
be3omnacHocTTa Ha BeTepUHAPHHS JIEKaPCTBEH MPOAYKT HE € JIOKa3aHa 1o BpeMe Ha OPEMEHHOCT U
naktanus. [Ipuiara ce camo ciiesi IpeleHKa Mmoj3a/puck OT OTTOBOPHUSI BETEPUHAPEH JieKap.

BsauMoseiicTBre ¢ Apyry BeTepUHAPHH JIEKAPCTBEHU NPOAYKTH U IPYTU OPMHU Ha B3aUMOJICHCTBUE:
Cerenia He Tps0Ba /a ce U3MOI3Ba €JHOBPEMEHHO C aHTArOHUCTHU Ha KAJIIUEBUTE KaHaIH, Thi KaTo
maropitant ©Ma aQUHUTET KbM KaJIUEBUTE KaHAIH.

Maropitant ce cBbp3Ba BbB BUCOKA CTEIICH € TUIA3MEHHUTE MMPOTSHHU M MOXKE JIa C€ KOHKYpHpa € JAPYTH
JIEKapCTBa C BICOKA CTETICH Ha CBBbP3BaHe.

IIpenosupasne:
HezaBucuMo oT mpexoAHUTE peakliuy B MICTOTO Ha MHXEKTUPAHE NPHU MOAKOKHO NPUIIOKECHUE,

Cerenia HHHKEKIIMOHEH Pa3TBOP CE MOHACA JoOpe OT KyveTa U MyIaau KOTKH TIPH €KEIHEBHO
WHXEKTHpaHe B 103a 10 5 mg/kg T.M. (5 mbTH Hax IpeniopbhUanara 103a) B MpOIbDKEHHE Ha 15
MOCIIeIOBATENTHY JHH (3 ITBTH 10 TOJIIMA NMPOALIDKUTEITHOCT Ha NIpuiiokeHue). Hama HanmnIHu TanHn
3a MpeIo3upanHe Ha MPOJIyKTa MPU Bb3PACTHH KOTKHU.

OCHOBHU HECHBMECTUMOCTH:
Cerenia He TpsOBa /1a ce CMeCBa C Py BETEPUHAPHHU JICKAPCTBEHH MPOIYKTH B €HA CIIPUHIIOBKA,
THH KaTO CbBMECTUMOCTTA 1 C APYTH MPOTYKTH HE € M3CIeABaHA.
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7. HeOnaronpusiTHu peakuuu

Kyuera u xotku:

MHoro Jectu

(moBede ot 1 Ha 10 TpeTHpaHW )KUBOTHH):

00JIKa B MAICTOTO Ha MHXKEKTHUpaHe 2

MHoro penku

(mo-manko ot 1 mHa 10 000 TpeTnpaHu >KUBOTHH, BKIIFOUUTEITHO H30JIUPAHH CHOOIIICHNS):

AHadunaKkTH4eH THI peaKuuy (HAIp. alepruueH 0TOK, YPTHKapHs, epuTeMa, KOJIArc, AUCITHEs,
Onenu TUTaBULH)

Jleraprus

Hesponornanm npusHaim (Hamp. aTakcusl, KOHBYJICHH, 'bPYOBE, MYCKYJIEH TPEMOD)

! HpI/I Ky4€Ta, KOraTto €€ MHXXCKTHUPA MMOJKOXKHO.
2 HpI/I KOTKHTEC, YMCPCHO 10 TCIKKO U3Pa3CcH OTITOBOP MOXKEC a CC Ha6n}oz[aBa npu HpI/I6J'II/IBI/ITeJ'IHO
€Ha TpE€Ta OT KOTKHUTE.

Cro0IaBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0e/IeKUTe HAKAKBU HEOIArONPUATHH PEAKIIMU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca ONMCAHM B Ta3 JINCTOBKA WJIM MUCITUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOITYKT
HE JICHCTBA, CBBPXKETE Ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIIOo J1a ChOOIaBaTe
HEONaroNnpuaATHU PEAKIIMU Ha TIPUTEKATENS Ha Pa3pelleHHeTO 32 ThPTrOBHS MITH Ha MECTHHS
Npe/ICTABUTEN Ha MPUTEXKATEIIS Ha Pa3pelleHHeTo 3a ThProBHUs, KaTO U3ION3BATe JAHHUTE 338 KOHTAKT
B Kpas Ha Ta3W JJUCTOBKA WM upe3 BamaTta HaroHaHa CECTeMa 3a ChoOIaBaHe: {IoapoOHOCTH 3a
HAI[MOHAIHATA CHCTEMA }

8.  /lo3upoBKa 3a BCeKM BH/I ’KHBOTHO, HAYHHH W METO/l HA MPUJIOKEHHE

3a MOJIKOYKHO VI HHTPABCHO3HO TPUIIOKEHHE TIPH Ky4eTa U KOTKH.

WmxkeximmonuusT pa3rBop Cerenia ce mpuiiara mojK0XHO WIK HHTPABEHO3HO, BEAHBK THEBHO B 1032
1 mg/kg t.m. (1 ml/10 kg 1.m.). Jledennero Moske Aa ce MOBTaps B MPOABHKCHHUE HA MAKCUMYM IIET
nocieaoBaTenHu JHH. [Ipu HHTpaBeHO3HO MpuiiokeHue, Cerenia TpsiOBa 1a ce BbBEIE CTHOKPATHO,
0e3 1a ce cMecBa C APYTH pa3TBOPH.

IMpu kydeta Cerenia MHXKEKIIMOHEH PA3TBOP MOXKE JIa C€ M3I0JI3Ba 32 JICUCHHUE WU MPE0TBPATBaHE
Ha MOBPBIAHE BEAHBK JHEBHO 3a HE TIOBEYE OT 5 TOCIEIOBATEITHU THU.

9. CobBerH 32 NPaBUJIHOTO NPUJIATaHe HA NMPOAYKTA

3a npefoTBpaTsIBaHE HA TIOBPBIIAHE, MHXKECKITHOHHUST Pa3TBOP TPsIOBa J1a ce Ipuiiara moHe e|H Jac
npenBapuTenHo. JIelcTBUETO My Tpae 0KoJIo 24 vaca M Mopaju TOBa MOXE Jia ce Ipuiara Beuep,
Hpeu Mpuiiaraie Ha CyOCTaHIMU, KOMTO MPEIU3BUKBAT MOBPBIIAaHe (HAIP. XUMHOTEPAIIHS).
IMopanu vecTuTe Ciyvan Ha pexoaHa O0JIKa M0 BpeMe Ha MOKOXKHO HHKEKTHPAHE, Jia Ce B3eMaT

MCPKH 3a OrpaHNU4YaBaHC JIBUKCHUATA HA JKUBOTHUTC. I/IH)KGKTI/IpaHeTO Ha OpOAYKTaA OXJIaJICH MOXKE J1a
HaMau 00JKaTa B MSICTOTO Ha HWHXXCKTHUPAHEC.
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10. KapeHTHHU cpokoBe

He e npunoxumo.

11. ChenmnaJiHu yCJOBHS 32 CbXpaHEeHHe

Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEJAOCTHITHY 3a Jiella MecTa.

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT HE U3MCKBA HUKAKBU CIICIIUAIHU YCIIOBHS 32 ChXpaHCHHE.
Jla He ce m3M0I3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIE] N3TUYaHE CPOKa Ha TOTHOCT,
MMOCOYEH BHPXY eTHKeTa Ha ¢rakoHa cieql Exp. CpoksT Ha TOJHOCT OTroBaps Ha MOCIETHUS I€H OT
TO3U MECEIL.

Cpok Ha TOJTHOCT CJIe/ ITbPBOTO OTBAPsIHE HA OmmakoBkara: 60 JHU.

12. ChenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTe nekapcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT 3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPY YHAIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKAPCTBEHU MPOIYKTH WA OCTAThIM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEICTBO M C BCHYKH NMPUIOKUMHU HAIIHOHAIHU CHCTEMH 3a ChOUpaHe.

Te3u MepkH 1ie TOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

[lonwraiite Bamms BeTeprHapeH jekap Kak Ja YHUIIOKUTE HEHYKHU BETepUHAPHU JIEKaPCTBEHH
MPOTYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

14. HomMepa Ha pa3pelieHUETO 32 THProBUs U pa3MepH ONMaKOBKHU

EU/2/06/062/005

Cerenia 10 mg/ml nmKeKIIMOHEH pa3TBOP 3a KyUeTa M KOTKH Ce Mpeyiara B KeXIM0apeHu CTHKICHH
(maxonu o 20 ml. Besika kapToHEeHa KyTHS ChABPKA 1 ¢i1akoH.

15. JlaTa Ha mocJjiefHATa pefaKIUs HA TEKCTA

{A/MM/TTTT}

IToapo6Ha mHpOpPMAIIHS 32 TO3U BEeTepHUHAPEH JICKAPCTBEH IIPOIYKT MOXKE Ja HaMEepUTe B Oa3aTta
nmanay Ha Cwro3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a Bpb3Ka

H[)I/ITC)KaTeII Ha paspCuiCHUCTO 34 ThPTIrOBHA:

Zoetis Belgium
Rue Laid Burniat 1
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https://medicines.health.europa.eu/veterinary

1348 Louvain-La-Neuve
benrus

HDOI/ISBOI[I/ITCJL OTTroBap4Il 3a 0CB060)K}_'[aBaHeTO Ha IMapTHUuau:

Zoetis Manufacturing & Research Spain, S.L.

Ctra. de Camprodoén, s/n®
Finca La Riba

Vall de Bianya

Gerona 17813

Ucnammsa

MecTHM npeacTaBUTEIN U JaHHU 34 Bph3Ka 3a c1>06maBaHe Ha nmpéanojaracMmn He6J’IaFOHDI/ISITHI/I

pCaKIUM:

Belgié/Belgique/Belgien
Zoetis Belgium
Mercuriusstraat 20
BE-1930 Zaventem

Tél/Tel: +32 (0) 800 99 189

Peny6auka buarapus

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
benrus

Ten: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.o.

nameésti 14. fijna 642/17
CZ 150 00 Praha
Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

TIf: +45 70 20 73 05

adr.scandinavia(@zoetis.com

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

Tel: +49 30 2020 0049

tierarzneimittelsicherheit@zoetis.com

Lietuva

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tél/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200

Malta
Agrimed Limited

Mdina Road, Zebbug ZBG 9016,

MT
Tel: +356 21 465 797

Nederland
Zoetis B.V.
Rivium Westlaan 74

NL-2909 LD Capelle aan den IJssel

Tel: +31 (0)10 714 0900


tel:+370
mailto:adr.scandinavia@zoetis.com
mailto:tierarzneimittelsicherheit@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Kvnpog

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mapovot
15125, Attikn

EXLGda

TnA: +30 210 6791900

Espaiia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°l,
¢/ Quintanavides n°13

ES-28050 Madrid

Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Hrvatska

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2

HR-10000 Zagreb

Tel: +385 1 6441 462

Ireland

Zoetis Belgium S.A (Irish Branch)
2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

Simi: +45 70 20 73 05
adr.scandinavia@zoetis.com
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Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmark

TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00

Romania

Zoetis Roméania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,
Cladirea 2, Etaj 1-3, Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvaska

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111


mailto:adr.scandinavia@zoetis.com
mailto:adr.scandinavia@zoetis.com

Italia

Zoetis Italia S.r.l.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

EA0LGoa

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
EL-15125 Attikn

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088
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Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
FI-00180 Helsinki/Helsingfors
Suomi/Finland

Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 K&penhamn
Danmark

Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,

Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800


mailto:laaketurva@zoetis.com
mailto:adr.scandinavia@zoetis.com
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