INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

MiPet Easecto 5 mg qpBuamy tabnetku 3a kyyera 1,3-2,5 kg
MiPet Easecto 10 mg npBUamu Tadnerku 3a kydera > 2,5-5 kg
MiPet Easecto 20 mg xbpByaiiu TabeTku 3a kyuera > 5—10 kg
MiPet Easecto 40 mg npByamiu Tabnerku 3a kydera > 10-20 kg
MiPet Easecto 80 mg npBUamu Tadnerku 3a kydera > 20—40 kg
MiPet Easecto 120 mg apBuariu TadjeTKu 3a KyueTa > 40—60 kg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceska Tabnerka cpabpika:

AKTHBHO BeIlleCTBO:

MiPet Easecto nbBuamm TadjieTku sarolaner (mg)
3a kyueta 1,3-2,5 kg 5

3a Kydera > 2,5-5 kg 10

3a kydera > 5-10 kg 20

3a kyueta > 10-20 kg 40

3a kyueta > 2040 kg 80

3a kyueta > 40-60 kg 120

IlomouHu BemecTBa:

KauecTBeH cCbCTaB HA MOMOILHUTE BellleCcTBa U APYIruTe CbCTaBKH

Hypromellose acetate succinate, medium grade

Lactose monohydrate

Sodium starch glycolate

Silica, colloidal anhydrous

Magnesium stearate

Maize starch

Confectioner’s sugar
Glucose, liquid (81.5% solids)
Spray dried pork liver powder

Hydrolysed vegetable protein

Gelatin type A

Wheat germ

Calcium hydrogen phosphate anhydrous

Kadsieo oreTeHu, Ha IeTHa IbBYAIM TAOJIETKU, ¢ KBaapaTHa (opMa U 3a00JICHU KpauIIia.
[I{ammoBanara uugpa OT egHaTa CTpaHa ce oTHacs 3a KOHLEHTpauusaTa (mg) Ha TabneTkara: “5”,
4510’3, ”20”’ 4540’3’ LCSO” HHH “120’,.



3. K/IMHUYHA UTH®OPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIII

Kyuera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/ JKMBOTHH, 32 KOWTO e NpeJHAa3HAYEH MPOAYKTHT

3a meueHue Ha onapasuTsABaHe ¢ Kbpiexu (Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus
u Rhipicephalus sanguineus). BerepuHapHUST JeKapcTBEH NPOAYKT NMa He3a0aBeH eeKT U
NPOIBIDKUTENHA CIIOCOOHOCT J1a YOHBa KbPIIEKHUTE 32 EPUO] OT IIOHE 5 CEAMUIIM.

3a neyenue Ha onapasuTsBane ¢ 0baxu (Ctenocephalides felis u Ctenocephalides canis).
BerepuHapHUAT IekapcTBEH MPOAYKT UMa He3a0aBeH eeKT U MPOABIDKUTENIHA CIIOCOOHOCT /1a yOuBa
OBJIXHTE TIPU HOBO OMApa3UTABaHE 3a EPUOJ OT MOHE 5 CEAMMIIM.

BerepruHapHUSIT JIekapcTBEH MPOAYKT MOXKE JIa c€ U3MOJI3Ba KaTO YacT OT jeueOHaTa cTpaTerus npu
Anepruden nepmartur, npenussukal oT 0bixu (Flea Allergy Dermatitis-FAD).

3a neueHue Ha CapKoOMNTO3HA KpacTa (Sarcoptes scabiei).
3a nedeHue Ha omapasuTsaBaHe ¢ ymrHa kpacta (Otodectes cynotis).

3a nedenue Ha Aemozeko3a (Demodex canis).

3a HamaJsIBaHE Ha pUcKa OT uHGeKuus ¢ Babesia canis canis upe3 npenasane ot Dermacentor
reticulatus 3a 28 nuu cien Tpetrpaneto. EQekThT € HHANPEKTEeH Nopaan aKTHBHOCTTA Ha
BETEpPUHAPHMUS JIEKAPCTBEH MPOAYKT CpeIly BEKTOpa.

Kbpraexure u 0baxuTe TpAOBa a c€ MPUKPEIAT KbM FOCTONPUEMHUKA U [1a 3a[I0YHAT J1a CE XPaHST, 3a
Ja ObJIaT U3JI0KEHU Ha ICHCTBUETO Ha aKTHBHOTO BEIIECTBO.

3.3 IIporuBomokazaHus

Ja He ce u3nos3Ba Npu CBPbXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MJIU KBM HIKOE OT
IMIOMOILHUTE BEIIECTBA.

3.4 ChnenuajHM npexynpe:KIeHust

IIpenaBanero Ha B.canis canis He MOXe Aa OBbAe HAITBITHO U3KIIOYEHO, Thil KaTO KbpiekuTe D.
reticulatus TpssiOBa Ja ce MPUKPEISIT KbM TOCTOIIPUEMHUKA, pean aa Obaat youru. Thii kaTo
akapuruIHuAT eext cpemry D. reticulatus Moxke qa oTHeMe 10 48 Jaca, He MOXe J1a Ce M3KIII0UN
npexaBaHe Ha B. canis canis Tipe3 mwppBUTe 48 Jaca.

Ynorpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT TPSAOBA J]a ce OCHOBaBa Ha MECTHATa
SMMIEMHOJIOTHYHA OCTAHOBKA, BKIIIOYUTEITHO TIO3HABAHE Ha TIPe00IagaBaniuTe BUIOBE KbPIICKH, Thit
KaTo € Bh3MOXKHO Mpe/iaBaHe Ha B. canis OT BUIOBE KbPICKH, pa3iandHu oT D. reticulatus, n TpsiOBa
Jia ObJIc YacT OT KOHTPOJIHA MHTETPUPaHa IpoTrpaMa 3a MpeIoTBpaTABaHe MpeaaBaHeTo Ha Babesia
canis.

3.5 ChnenuajHy NpeANa3HH MePKH IPH ynoTpeda

CrenuajaHy Opeaa3Hu MEPKH 3a 0e30macHa yrnoTpe0a Mpy BUJIOBETE YKMBOTHH, 34 KOUTO €
npegHaszHaueH BJIIT:

ITopaam nmutica Ha TaHHU, JICUCHUETO HA KyUEHITa Ha BB3PACT MO 8 CEAMMITM WU C TeJIeCHA Maca 0T
1,3 kg Tpsi6Ba 12 ce OCHOBaBa Ha MPEIICHKA IM0J133a/PUCK OT OTTOBOPHUS BETEPUHAPEH JICKap.

CrenuanaHy OpeAna3Hy MEpKHU 3a JIMIaTta, Npujaraiiyd BeTepUHapHUs JEKapCTBEH NPOAYKT Ha KUBOTHUTE:
Cren paboTa ¢ BeTeprHapHHS JEKapCTBEH NPOAYKT U3MHUITE PBLETE CH.




Ciy4aifHOTO TIOTIIbIIIAaHE Ha BETCPUHAPHHUS JICKAPCTBEH MPOJIYKT MOKE JIa PHYUHN HeOIaronpusiTHA
peakuuu, HalpuMep MPEXOHN HEBPOJIOTMYHY MIPU3HAIM HA BB30yauUMOCT. M3BaxknaiiTe camo 1o efnHa
TabJIeTKa OT OJIUCTEpa U caMo MPYU HEOOXOJUMOCT, 32 Jia MPEANA3UTe ACIarTa OT JOCTHII 0
BEeTepUHAPHIS JIEKapCTBEH MpoxyKT. Ciex ymorpeda HezabaBHO mpudepeTe OymcTepa B KapTOHEHATa
KyTHS M CbXpaHsBaliTe KapTOHEHATa KyTHs JlaJied OT TIOTJie/Ia ¥ Ha HeIOCTHITHY 3a JIela MecTa.

[Ipu cnyuaitHo norireiiane, He3a0aBHO J1a c€ MOTHPCHU MEIUIIMHCKU CHBET, KATO Ha JIEKaps ce
MpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

CrenmanHy npeanasHy MEPKU 3a 3all1iTa Ha OKOJIHATA Cpefia:
He e npunoxxumo.

3.6 HeOnaronpusiTHH peakuun

Kyuera:
MHoro peaku CTOMAIITHO-YPEBHHU MPU3HAIHM (KAaTO MOBPbIIAHE,
(rmo-mamko ot 1 ma 10 000 TpeTupanu amapus)'
’KUBOTHH, BKITFOUHTETHO H30JIMPAHH CHUCTEMHH HapylieHus (KaTo JIeTaprusi, aHOpeKcHs)'
CHOOIIEHHS): HEBPOJIOTUYHH TIPU3HAIH (KaTO TPEMOp, aTaKCHs,
KOHBYJICHH )

! Jlek u mpexojieH.
2 B moBeveTo Cilyvan Te3M MPU3HAIM Ca IPEXOIHH.

CroOmaBaHeTo Ha HEOIATONPUATHHU PEaKIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusITa TpsiOBa aa ce u3mpaniar, 3a
MpeINoYUTaHe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATeNs Ha Pa3pelIeHneTo 3a ThPrOBUS WK Ha
MECTHUS My OPECTABUTEN, WU Ha HALIMOHATHUS KOMIIETEHTEH OpPraH 4pe3 HallMOHATHAaTa CUCTEMA 3a
chOoOIIaBaHe. 32 ChOTBETHHUTE JIAaHHU 32 BPbh3Ka BIDKTE JIUCTOBKATA.

3.7 VYnotrpeda nmo Bpeme Ha OPeMEHHOCT, JAKTAI[USI MU sTiileHOCEeHe
BezomacHocTTa Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT HE € I0Ka3aHa 10 BpeMe Ha OpeMeHHOCT,
JAKTALWs WK TIPY )KUBOTHH, TIPEHA3HAUCHU 3a pa3iuio. JlabopaTOpHHTE MPOYUYBAHUS TIPH ILTHXOBE

nu 3aﬁun HC IMOKa3BaT HUKAKBU N0KA3aTCJICTBA 34 TCPATOICHHOCT.

BpeMeHHOCT U JIaKTaIUs:
He ce mpenoppuBa nmpuiaraneTo My 1o BpeMe Ha OPEMEHHOCT U JIAKTaITusl.

3aI1019€MOCT:
Jla He ce M3M0/13Ba NPHY KMBOTHH 33 Pa3ILIO.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHHU JIeKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMo/eiicTBHe

He ca usBecTHH.

[Ipu moseBn KITMHUYHYU MPOYYBAHHA HE ca HAOII0JaBaHH B3aMMOCHCTBHA MEX Ty TO3U BETepUHAPEH
JIEKapPCTBEH NPOAYKT U IPYTH PYTUHHO M3MOJI3BAHU IPOAYKTH.

[Tpu mabGopaTopHH U3cIIeABaHuUS 3a 0€30MIACHOCT HE ca HAOII0aBaH! B3aUMOJICHCTBUS, KOTATO
sarolaner e mpuarad eJHOBpeMeHHO ¢ milbemycin oxime, moxidectin u pyrantel pamoate (o Bpeme
Ha Te3U NMPOYYBAHUS HE € H3clieBaHa e(hUKaCHOCTTA).



Sarolaner BbB BUCOKa CTEIEH C€ CBbP3Ba C INIA3MEHUTE IPOTEUHH, KaTo [0 TO3U HaYMH Ce KOHKYpHpa
C IpyI'l IPOIYKTH, KOUTO CUJIHO C€ CBBP3BAT C IJIA3MEHUTE IPOTEUHH, KATO HECTEPOUHU
npotrBoBb3naIuTenHu cpeactsa (NSAIDs) u KyMapuHOBOTO MPOU3BOIHO BaphapuH.

3.9 Hayun Ha NpUJIOKEHHE U T03UPOBKA

[TepopaiHo mpumoxeHue.
TabneTKuTEe MOTAT J1a Ce MpHUIarar ¢ win 0e3 XxpaHa.

To3u BeTeprHApeH JIEKapCTBEH NPOLYKT CleiBa Ja ce npuiara B 7o3a 2—4 mg/kg tenecna maca (T.M.)
B CbOTBETCTBHE C TaOJIHMLIATA [10-A0IY:

TenecHa maca Konuenrpauusi B TadjieTkaTa Bpoii TabneTKH, KOUTO Ce
(kg) (mg sarolaner) NpUJIAraT
1,3-2,5 5 Enna
>2.5-5 10 Enna
>5-10 20 Enna
>10-20 40 Enna
>20 40 80 Enna
>40-60 120 Enna
>60 TToaxomsia KoOMOMHALUA OT TaOJIETKH

Wznon3aiiTe moaxonsia KOMOMHAIMS OT HATMYHUTE KOHLIEHTPALNH, 33 13 IPUIIOKUTE
npenopbyanata qo3a 2—4 mg/kg T.M. 3a 1a ce ocUrypH MpaBUIIHO JO3UPaHe, TelecHaTa Maca Tps0Ba
Jla ce onpeaeau Bb3MOXKHO Hall-TOYHO.

TabaeTKuTE OT TO3H BCTCPUHAPCH JICKAPCTBCH NPOAYKT Ca IbBYAII U OBKYCCHU U C TOTOBHOCT CC
H3SKJAAT OT KYUC€TO, KOraTo €€ npeajarat oT CToOIaHrHa. AKO TaOJIETKHTE HE CE mnmpuemar ZIO6pOBOHHO
OT Ky4€TO, TC MOTaT Aa C€ AajaT ¢ XpaHa UJIn JUPEKTHO B yCTaTa. He pa3)lensn71Te TaOJIETKUTE HA
qaCTH.

Cxema 3a TpeTHpaHe:

3a onTHMaeH KOHTPOJI Ha ONIAPa3UTIBAHETO C OBJIXU M KBPJICKH, BETCPHUHAPHHUST JICKAPCTBEH
MPOAYKT Jia ce Ipuiiara Ha MECEYHU UHTEPBAIH, KaTO TPETUPAHETO CJIe/IBa Ja MPOIBIDKH IO BpeMe Ha
CE30HHOTO Pa3NpOCTPAaHCHH Ha OBJIXUTE U KbPJICKHUTE, B ChOTBETCTBHUE C JIOKAJIHATA
eNMUAEMHUOJIOrNYHa 00CTAaHOBKA.

3a eueHUE Ha omapa3uTsABaHe ¢ yirHa kpacra (Otodectes cynotis) na ce IPUIIOKHA SIUHUTHA 1034,
[penopbuutenso e 30 qHY Ciie]] TPETHPAHETO Ja CE HANIPABU MPETJIE IPH BETEPHHAPEH JieKap, 3a Ja
ce TIpereHr Heo0X0UMOCTTa OT MMOBTOPHO NMPUJIOKEHHUE Ha MPOTYKTa.

3a eueHue Ha capKomTo3a (MpUIMHEHA OT Sarcoptes scabiei var. canis) eTMHWYHA 1032 TPsOBa 1a ce
Mpujiara Ha MeCEYHH WHTEPBAJIH 3a 2 IMOCIICIOBATEITHA MECeTIa.

[Ipu neyenue Ha nemozeko3a (npuuuHeHa oT Demodex canis), IpularaHeTo Ha €MHUYHA 1033
BEAHBK MECEUHO 3a 3 MMOCIIeI0BAaTEIHN MECela, BOAU 10 3a0e/IeKUTETHO NOA0OpeHNEe Ha KIIMHUYHUTE
npusHaiy. JledeHneTo qa mpoabJKH A0 1Ba OTPULATEIHHU pe3yaTaTa OT U3CIeIBaHe Ha KOXKHA Mpooa,
3a 2 nocjegoBaTeNIHU Mecela ¢ 1 Mecell HHTepBal MeX 1y u3ciieABaHusTa. Tbil KaTo AeMoiexo3ara e
MHOTro(akTopHO 3a00Js1BaHe, HEOOXOIMMO € J1a ce JEKYBaT C IMOAXOAAIIN CPECTBA OCTAHAIUTE
€HOBPEMEHHO MTPOTHYAIIHN OO0JIECTH.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — NMPoUeIypPH Ha AelicTBHe TPH
CIELIHHU CIy4Yau U AHTHI0TH)

B pamxute Ha n3cneBaHe 3a 6€30IaCHOCT, BETCPUHAPHUAT JIEKAPCTBEH MPOIYKT € NpUIaraH
MEPOPaTTHO Ha 8 ceIMUYHHU KydeHla opoaa burss B go3a ot 0, 1, 3 1 5 mbTH HaABHILIABAIIA



MaKCHMAJIHO Mpenopbyuanara g03a oT 4 mg/kg 1.m., mo 10 g03u ¢ uatepsai ot 28 auu. He ca
HaOJr0/IaBaHK HEOIArONPHUSATHN PEaKIUy NPY MPUIIaraHe Ha MaKCUMalTHaTa TpernopbhyaHa J103a ot 4
mg/kg. B rpynute Ha npeno3upaHnTSKUBOTHH, TPEXOIHU U CAMOOTPAaHHYABAIIN CE HEBPOJIOTUYHU
MIPHU3HAIN ca HAOJFOIaBaHU TPU HIKOW XKUBOTHU: YMEPEHO M3Pa3eH TPEMOP MPH TPUKPATHO
NpeI03upaHe U KOHBYJICUH MPU TIETKPATHO MPE03UpaHe ¢ MaKCHMATHATA 7103a. BcHiky )KUBOTHH ca
ce BBb3CTAaHOBWJIH Oe3 JIeUeHHe.

Sarolaner go0pe ce nprema ot Ky4era ot nmopoja Kosu ¢ uscnenBat AeUIUT Ha MYJITHICKAPCTBEH
pesuctenter nporernH MDR1 -/- (multidrug-resistance-protein), ciien €HOKPATHO MEPOPATHO
npuiarale B 1034, 5 TbTH HAJABMIIIABAIIA TpenopbyanaTa. He ca HaOMOAaBaHU KITMHUYHU TIPU3HAIIH,
KOHTO MOTAT Jia Ce IbJDKAT Ha TPETUPAHETO.

3.11 CnenuajHu OTpaHUYeHHs 32 yNoTpeda U CreMaJIHU yCJIOBHUS 32 yNOTpe0da, BKJIIOYHUTETHO
OrpaHNYeHMs 32 ynHoTped6aTa HA AHTUMHMKPOOHM M IPOTHBONAPA3UTHU BeTePUHAPHHI
JIeKapCTBeHHU NMPOAYKTH, C LeJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA PE3MCTEHTHOCT

He e mpunoxumo.
3.12 KapeHTHHM CpOKOBe

He e mpunoxumo.

4. DAPMAKOJIOTHYHA HHO®OPMAIIUA
4.1 Berepunapen jekapctBeH AHaToMo-TepaneBTudeH Kog (ATCvet Code): QPS3BEO3
4.2 dapmakoaUHAMHUKA

Sarolaner e akapuIua 1 MTHCEKTHIIN, KOWTO MIPUHAIEKH KbM N30KCa30JIMHOBOTO CEMEHCTRO.
OCHOBHHAT MEXaHU3BM Ha JIHiCTBHE Ha sarolaner Py MHCEKTHTE M KbPIIEKUTE € (yHKIIMOHATHA
0JIoKajia Ha JIMTaHI-CBbp3aHuTe XJopuaHu kaHamu (GABA-penenTopure u riryraMaT-perienToOpuTe).
Sarolaner 6;okupa GABA- 1 riryTaMat CBbp3aHUTE XJIOPUIHHN KaHAHU B IICHTPAJIHATa HEPBHA
cuctema (LIHC) Ha mHCekTHTE U akapuTe. Pa3pymaBaHeTo Ha Te€3H PenenTopH OT sarolaner
MPeI0TBpaTsIBa MPEMUHABAHETO Ha XJIOpUaHU Houu nipe3 GABA u riayramaT cBbp3aHUTE HOHHU
KaHaJIM, KaTo 10 TO3W HAYWH yBEIHYaBa HEPBHATA CTUMYJIAIMS U IPUYMHSIBA CMBPT Ha Mapa3uTHTe.
Sarolaner moka3Ba mo-Bucoka (pyHKIIMOHATHA e(hUKACHOCT IIpH OJIOKUPaHEe Ha PEIEITOPUTE Ha
WHCEKTHUTE/aKapyuTe, B CPaBHEHHUE C PEICTITOPUTE HA O03aiHUIHTE. Sarolaner He B3aUMOEHCTBA C
MO3HATH WHCEKTHUIIU]IN, CBHP3BaIlll KOMIUIEKCH Ha HUKOTUHOBHTE WK Apyru GABA uHcekTUIUAM
KaTO HEOHUKOTHHOHUIUTE, (GUIIPONINTE, MIJIOEMULIMHUTE, aBAMEKTHHHTE WIIA ITUKIOANHATE. Sarolaner
€ aKTUBEH cpely Bb3pacTHu 0bixu (Ctenocephalides felis w Ctenocephalides canis), KakTo U cpenry
HSIKOM BUJIOBE KbpIeKHU Kato Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
Rhipicephalus sanguineus u cpeity napsure Ha Demodex canis, Otodectes cynotis i Sarcoptes
scabiei.

[Ipu OBJIXU TBEPBUTE PE3YATATH CE HAOIIO/IABAT 8 Yaca Clie]] MPUKPEIIBAHETO UM U B MTPOBIDKCHHC HA
28 mHEeBHHS NIEPUOJ] CIIe]] MPUIaraHeTo Ha BeTepUHAPHHS JIeKapcTBeH NpoAyKT. [Ipu kbpiexu (1.
ricinus) Ha4aJI0TO Ha €(h)UKACHOCTTA € B paMKHUTE Ha 12 gaca Clie]l IPUKPEITBAaHETO UM U B
MPOABIDKCHYE Ha 28 JHEBHUS NIEPUOJI CIIE]T IPUIaraHeTO Ha BETEPUHAPHHUS JICKAPCTBEH MPOJTYKT.
Kbprexure mo ®UBOTHOTO MPEAN MPHUIIAraHETO Ha MPOIYKTa C€ YHHUIIIOKAaBaT B paMKHUTE Ha 24 yaca.

BeTCpI/IHapHI/ISIT JICKApCTBCH NPOAYKT Y6I/IBa HOBOM3JIIOIIEHUTE OBIXU BBPXY KYUCTO NpCau TC Aa
CHECar ;n?lua, KaTo IO TO3U HAYUWH HIpeana3Ba OKOJIHATa Cpca OT OIIapa3ruTIABAHE C 6’BJ'IXI/I, B 30HUTC,
10 KOUTO KYUETO UMa JOCTBII.



4.3 @apMaKOKMHETHKA

BuonanmuHocTTa Ha sarolaner cies nepopaHO MPUIIOKEHHUE € BUCOKa IpH >85 %. Sarolaner e
JO30MPONOPIHOHAJICH MTPU Ky4eTa OT opoja burei, korato e mpuioxeH B onpeAesacHaTa 103a oT 2—
4 mg/kg, no 20 mg/kg. ChCcTOSIHMETO Ha KydeTaTa HE BIIMsC Ha CTCIICHTA Ha pe30pOIUsTa.

3a sarolaner e onpezaenen HUCHK KiubpbHE (0.12 ml/Mun/kg) u cpenen o0em Ha pasnpeaenenue (2.81
L/kg). [Tomy>KUBOTHT My € CPaBHUM 3a HHTPABEHO3CH W MEepOpajieH HAuYMH Ha MPHUIIOKCHHUE,
pecniektrBHO Ha 11 1 12 nen. CBbp3BaHETO ¢ IJIA3MEHU IPOTEUHU € OTIPEICIICHO in Vitro u €
W3YHCIIEHO Ha >99.9 %.

IIpu nscnenBane Ha pasnpenenenreTo Ha Sarolaner € yctanoseHo, ue “C-sarolaner-cebp3anure
OCTaThYHH KOJMYECTBA Ca IMUPOKO PA3POCTPAHCHH B ThKAaHHUTE. 3uepnBaHeTo My OT ThKaHHTE € B

CHOTBCTCTBHUC C IJIAa3SMCHUS MY ITOJIYKHUBOT.

OCHOBHHAT METOJ] Ha ETMMUHUPAHE € upe3 OmIrapHa eKCKpelus Ha U3X0JHaTa MOJIEKyJIa, Upe3
U3XBBPISHE ¢ (heKaTuuTe.

5. DOAPMALEBTUYHU JAHHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha roaHocT

Cpok Ha rOZHOCT Ha KpaiHUs BeTepUHApEH JeKapcTBeH npoAykt: 30 Mecena.

5.3 ChnenuanaHu yc10BHA 32 CbXpaHeHHe

To3u BeTeprHapeH JIEKapCTBEH NPOLYKT HE U3MCKBAa HUKAKBH CIEIIMAIHU YCIIOBHSA 32 ChbXpaHEHHE.
5.4 Buau cbCcTaB HAa MBPBUYHATA ONIAKOBKA

OnakoBKa oT ayMuHu# (Hosino/dono oaucTep.
EnnHa xapToHEeHa KyTHs ChIbpKa eiH Ouctep ¢ 3 tabieTka.

5.5 CrnenuajHu MEPKH 32 YHUINOKABAHE HA HEU3IOJ3BAHHU MPOAYKTH UJIHK OCTATHIUHU OT THAX

BerepruHapHUTE JIeKapCTBESHH POIYKTH HE TPOBA 1a ObJaT U3XBHPISHH YPE3 OTIMATHA BOIU HITH
OUTOBHU OTIAIBIIH.

W3znon3BaiiTe nporpaMu 3a BpblIaHe NPH YHUII0KABAHETO Ha HEU3IIOJI3BaHU BETCPUHAPHU
JIEKapCTBEHU MPOAYKTH WM OCTaThLH OT TSIX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHOAATEJICTBO M C BCHUKH HAIMOHAITHU CUCTEMH 33 ChbOUpaHe, IPUIIOKUMH 33 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

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

Zoetis Belgium

7. HOMEP(A) HA PASPEHIEHHUETO 3A ThPI'OBU S

EU/2/17/220/001-006



8. JATA HA TbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha TBPBOTO M3AaBaHEe Ha pa3pelieHUeTo 3a Thpropus: 31/01/2018.

9. JATA HA TIOCJIEAHATA PEJAKLIUS HA KPATKATA XAPAKTEPUCTUKA HA
HHPOAYKTA

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

[TonpoOHa nH(pOpMaNHs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B 0a3ara JaHHU
Ha Cpro3a orHOCcHO npoxykTute (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE IT
APYI'N YCJIIOBUSA U U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL

Hsma.
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ETUKET U JINCTOBKA
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A.ETUKETH
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIITHATA OITAKOBKA

KAPTOHEHA KYTHUSA

1. HAUMEHOBAHUWE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

MiPet Easecto 5 mg apBuariu tabjeTKu 3a Kydyeta 1,3-2,5 kg
MiPet Easecto 10 mg mpBUamu Tadierku 3a kyuera >2,5-5 kg
MiPet Easecto 20 mg mpBuanu Tadierku 3a kyuera >5—10 kg
MiPet Easecto 40 mg xpBUamy TabieTku 3a kydera >10-20 kg
MiPet Easecto 80 mg npBUamniu Tabnerku 3a kyuera >20—40 kg
MiPet Easecto 120 mg apBuamiu TabieTku 3a Kydeta >40-60 kg

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

sarolaner 5 mg
sarolaner 10 mg
sarolaner 20 mg
sarolaner 40 mg
sarolaner 80 mg
sarolaner 120 mg

3. PASMEP HA OITAKOBKATA

3 TabneTkn

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

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

IepopanHo NpHIOKEHUE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
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‘ 9. CIHEHUAJIHHA YCJIOBUA 3A CbXPAHEHUE

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCAUIIMHCKA y1'IOTpC6a.

12. HAJINHUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TIOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

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

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPT'OBUA

Zoetis Belgium

14. HOMEPA HA PASBPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/17/220/001 (5 mg, 3 TabneTkn)
EU/2/17/220/002 (10 mg, 3 TabneTkn)
EU/2/17/220/003 (20 mg, 3 TabneTkn)
EU/2/17/220/004 (40 mg, 3 TabneTkn)
EU/2/17/220/005 (80 mg, 3 TabneTkn)
EU/2/17/220/006 (120 mg, 3 TabieTKu)

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

BJIMCTEP

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

MiPet Easecto

tad

‘ 2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

1,3-2,5 kg
>2,5-5 kg
>5-10 kg

>10-20 kg
>20-40 kg
>40-60 kg

5 mg
10 mg
20 mg
40 mg
80 mg
120 mg

‘ 3. IMAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJHOCT

Exp.{mm/rrrr}
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B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

MiPet Easecto 5 mg apBuaiiu tabjaeTKu 3a Kydyeta 1,3-2,5 kg
MiPet Easecto 10 mg mpBuamu TadneTku 3a kKydeTa >2,5-5 kg
MiPet Easecto 20 mg mpBUanu Tadnerku 3a kyuera >5—10 kg
MiPet Easecto 40 mg npByamiu Tabnerku 3a kydera >10-20 kg
MiPet Easecto 80 mg mpByamiu Tabnerku 3a kydera >20—40 kg
MiPet Easecto 120 mg apBuamu tabnaetku 3a kydera >40-60 kg

2. CbcTaB

Bcsika Tabnerka chabpika:

MiPet Easecto nbBuamm TadjieTku sarolaner (mg)
3a kyueta 1,3-2,5 kg 5

3a Kydera > 2,5-5 kg 10

3a kydera > 5-10 kg 20

3a kyueta > 10-20 kg 40

3a kyueta > 2040 kg 80

3a kyueta > 40-60 kg 120

KadsBo oreTeHHt, Ha MeTHa IbBYAIIM TAOJETKU, ¢ KBaapaTHa (hopMa U 3a00JICHU KpauIIia.
[ammoBanara ungpa OT egHaTa CTpaHa ce OTHAcs 3a KOHLEHTpauusaTa (mg) Ha TabneTkaTa: “5”,
“10”, 7,207,’ “40”, 6‘807, I/IHI/I 6‘1207,‘

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kyuera.
4. IToxa3zanus 3a ynorpeoda

3a neyeHue Ha onapasuTsIBaHe ¢ Kbpiexu (Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus
u Rhipicephalus sanguineus). BeTepuHapHUAT JIEKapCTBEH MPOAYKT MMa He3abaBeH eeKT u
MIPOIBIDKUTETHA CIIOCOOHOCT J1a YOMBA KBPJICKUTE 32 TIEPUOJT OT MTOHE 5 CEAMMIIH.

3a nedeHue Ha omapasuTsaBaHe ¢ Obixu (Ctenocephalides felis n Ctenocephalides canis).
BerepuHapHUAT IeKapCcTBEH MPOAYKT MMa He3a0aBeH e(heKT 1 MpOABIDKUTENIHA CIIOCOOHOCT /1a yOuBa
OBJIXUTE PU HOBO OTApa3UTIBAHE 3a MEPHOJ OT MOHE 5 ceAMULH. BeTepruHapHUAT JeKapCTBEeH
IPOJIYKT MOJXKE J]a C€ M3II0JI3Ba KaTO YacT OT JiedyeOHaTa CTpaTerus pu AJepruyieH JIepMaTHT,
npean3ukan ot Obyixu (Flea Allergy Dermatitis-FAD).

3a eyeHne Ha CapKoOINTO3HA KpacTa (Sarcoptes scabiei).

3a neyeHue Ha onapasuTsBaHe ¢ yiHa kpacta (Ofodectes cynotis).

3a nedenue Ha Aemozeko3a (Demodex canis).

3a HamaJsIBaHE Ha pUcKa OT uHeKums ¢ Babesia canis canis upe3 npenasane ot Dermacentor

reticulatus 3a 28 nuu cien Tpetrpaneto. EQekThT € HHANPEKTEeH Nopajn aKkTHBHOCTTA Ha
BETEPUHAPHIS JIEKAPCTBEH MPOYKT CPEILy BEKTOPA.
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Kepnexute n 6baxuTe TpsOBa a ce MPUKPEMAT KbM FOCTONIPHEMHHKA U Ja 3alI0YHAT J1a Ce XPaHAT, 32
Ja ObAaT M3TI0KEHH Ha ICWCTBUETO HA aKTHBHOTO BEIIECTBO.

5. IIporuBonokazanus

[Ja He ce U3noJ3Ba Npu CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO WJIU KBM HIKOE OT
ITIOMOIIHUTE BEIIECTBA.

6. CrnenmaJHu npexynpexIeHus

CrienuaiHy NpeayNpPeKICHHS :

[IpenaBaneto Ha B.canis canis He MOke 1a ObJie HAITBJIHO U3KIIOYEHO, Thil KaTo Kbpiexure D.
reticulatus TpsOBa 1a ce MPUKPEISIT KbM TOCTONIPUEMHUKA, TIpenu aa ObaaT youtu. Twit kaTo
akapuuaHuaT edekrt cpeury D. reticulatus Moxke 1a oTHeMe 10 48 vaca, He MOXKeE J1a Ce U3KIII0UN
npeslaBaHe Ha B. canis canis npe3 nepBUTe 48 Jaca.

Ynorpebara Ha BETepHHAPHUS JICKAPCTBEH MPOJYKT TPsOBA Ja Ce OCHOBAaBa HA MECTHATA
eNHUIEMHOJIOTHYHA OCTaHOBKA, BKIIOUMTEIHO MI0O3HABaHE Ha Npeo0IiaaBaluTe BUJOBE KbPIEKH, Thil
KaTo € Bb3MOXKHO IIpeiaBaHe Ha B. canis OT BUIIOBE KbPICKH, pasnuuHu ot D. reticulatus, n TpaOBa
Ja ObJie YacT OT KOHTPOJTHA UHTErpUpaHa MporpaMa 3a MpeJoTBpaTsBaHe npeaaBaHeTo Ha Babesia
canis.

Crenupaany nNpeana3Hd MEpKM 3a 0e30macHa yrnorpeba Ipu BUAOBETE )KUBOTHH, 3a KOUTO €
npeanasHaueH BJIIT:

Jla ce n30sTBa TPETUPAHETO HA KYYEHIIAa Ha Bh3pacT TMOJT 8 CeIMUIIM U/UIK C TenecHa Maca rox 1,3 kg,
OCBEH aKO TOBa HE C€ OCHOBaBa Ha MPENOphKaTa Ha OTTOBOPHUS BETEPUHAPEH JIEKap.

CrielmaiHy Ipena3Hu MEPKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIIIATAII0 BETEPUHAPHUS JICKAPCTBEH
IPOAYKT HA )KUBOTHHTE:

Cren paboTa ¢ BeTepUHApHUS JIEKapCTBEH MPOIYKT U3MHIATE PBILETE CH.

Cry4yaliHOTO MOTTBIIIAHE HA BETCPUHAPHUS JICKAPCTBECH MPOJAYKT MOXKE J1a IPUYUHH HEOJIarONPHUITHU
peakuuu, HalpuMep MPEXOHN HEBPOJIOTHUYHY MTPU3HAIM HA BH30YIUMOCT.

M3BaxgaiiTe camo 1o exHa TabieTka oT 6aucTepa U caMo mpy He0OXOIUMOCT, 3a J1a MPEATIa3uTe
Jleriata oT JOCTHIT 0 BeTepHHApHHUS JIeKapCcTBEH MpoaykT. Crien ynorpeda HezabaBHO mpubdepere
OyircTepa B KapTOHEHATa KyTHS U ChbXPaHsSBalTe KapTOHEHATA KyTHUS JaJjied OT MOrjie/ia U Ha
HEJIOCTBITHH 3a Jieria Mecta. [Ipu cirydaifHo morrbpinaHe, He3abaBHO Jia ce IOThPCH METUIIMHCKA

ChBET, KaTO Ha JIeKaps Ce MPEJI0CTaBH JUCTOBKATA MJIM €TUKETa Ha MPOIyKTa.

BpeMeHnHoCT 1 naKkTarys:

be3zonacHocTTa Ha BeTepUHAPHHUS JICKAPCTBEH MPOAYKT MPOAYKT HE € JOKa3aHa 10 BpeMe Ha
OpeMEeHHOCT, JITAaKTaIUs W P KUBOTHU, TIPEHA3HAUCHHU 3a pa3iuio. JlabopaTopHHUTE IpOyYBaHUS
IIPH TUTBXOBE W 3alIM HE TIOKAa3BaT HUKAKBU JIOKA3aTEJICTBA 33 TCPATOTCHHOCT.

He ce npenopwyBa npuiaraHeTo My 1o BpeMe Ha OpEMEHHOCT U JIaKTaIlusl.

3anI0a1eMOCT:
be3onacHocTTa Ha BeTepuHAPHUSA JIEKAPCTBEH MPOAYKT HE € YCTAHOBEHA MPHU Ky4eTa, IpeIHa3HAauCHU

3a pasmioj. He ce npenoppuBa ynorpedara npu Te3u }KUBOTHH.

BsauMoselicTBue ¢ Ipyru BeTeprHApHU JIEKAPCTBEHU IPOAYKTH U APYrHA GOPMHU HA B3aMMOJIEHCTBHE:
He ca u3BecTHH.

[Ipu moyieBH KIMHUYHYU MPOYYBAHUS HE Ca HAOIIOJaBaHU B3aMMOJICHCTBHS MEXK]Ty BETCPUHAPHUS
JIEKapCTBEH NMPOAYKT U IPYTH PYTUHHO M3MOJI3BAHU MPOAYKTH.
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IIpu maboparopHu M3CIeIBaHMsI 3a O€30MMACHOCT HE ca HAOII0AaBaH! B3aMMOJICHCTBHS, KOTaTo
sarolaner e nmpuiarad eaJHOBpeMeHHO ¢ milbemycin oxime, moxidectin u pyrantel pamoate (ipu Te3u
MPOyYBaHUs HE € U3CieBaHa e(PUKacHOCTTa).

Sarolaner BbB BUCOKa CTEMEH C€ CBBbP3Ba C TNIA3MEHUTE IMPOTENHH, KaTO 10 TO3W HAUYMH C€ KOHKYypHpa
C IPYTH MPOTyKTH, KOUTO CIJTHO C€ CBBP3BAT C TJIA3MEHUTE MIPOTEHHH, KaTO HECTEPOHIHU
npoTuBoBb3manuTenHu cpenctsa (NSAIDs) u kymapuHOBUS aepuBaT BaphapuH.

IIpenosupasne:
B pamkuTe Ha u3cienBane 3a 6€30MaCHOCT, BETCPUHAPHUAT JICKAPCTBEH MPOJIYKT € MpHUJIaraH

MepopaIHo HA 8 ceAMUYHM KyueHla mopoaa buren B no3a ot 0, 1, 3 u 5 mbTH HagBUIIABAIIA
MaKCHMAJIHO Mpenopbyuanara g03a oT 4 mg/kg 1.m., mo 10 g03u ¢ uaTepsan ot 28 auu. He ca
HAOJI0JaBaHU HEOJIArOPIHUATHYU PEaKIIMHU TIPY IpUIaraHe Ha MaKCUMallHaTa Mpernopbhyana 103a oT 4
mg/kg. B rpynurte Ha npeno3upaHnTe )KUBOTHH, IPEXOAHHA U CAMOOTPAaHHYABAIIY CE HEBPOJIOTUYHU
MIpU3HAIN ca HAOJI01aBaHM MIPH HAKOHU >KMBOTHH: YMEPEHO U3Pa3eH TPEMOpP IIPH TPUKPATHO
MpeI03upaHe U KOHBYJICHH TTPH MIETKPATHO MIPEIO3UpaHe ¢ MAKCUMATHATA /103a. BCHYKY *KUBOTHH ca
C€ BB3CTAHOBUIIM O€3 JICUCHHE.

Sarolaner noOpe ce mprema ot Kydera ot nopoaa Konu ¢ nscnenBan aepuunT Ha MyJITHICKapCTBEH
pesucrenter nporenH MDR1 -/- (multidrug-resistance-protein), ciex eTHOKPaTHO MEPOPATHO
npuiIarase B 1034, 5 TbTH HAABHIIaBallla penopbyanata. He ca HaOmogaBanu KITMHUYHA OpU3HALH,
KOHMTO MOTaT Jia e IbJDKAT Ha TPETUPAHETO.

7. HebnaronpusiTHu peakuuu

Kyuera:

MHoro peaxu

(rmo-manko ot 1 Ha 10 000 TpeTHpaHn KUBOTHH, BKIFOYHTEITHO H30JUPAHU CHOOIICHNS):

CTOMAIIHO-YPEBHH IPU3HALY (KaTo NOBPBINAHE, IUapHs)', CHCTEMHH HApyIIEHHS (KaTo
JIeTaprus, aHoOpeKcHs)!, HeBPOJIOTHYHH IIPU3HALH (KaTO TPEMOP, aTaKCHs, KOHBYJICUHM )’

! Jlek u mpexojieH.
2 B moBeYeTO Cilyvan Te3M MPU3HAIM Ca IPEXOIHH.

Cro0maBaHeTo Ha HEOIATONPUSATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3o0macHOCTTa Ha MPOAYKTa. AKO 3a0eIe)KUTEe HAKAKBU HEOIATONPUATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA MIJIM MHUCITUTE, Y€ BETEPUHAPHUS JIEKapPCTBEH MPOIYKT
HE JCHCTBa, CBBPXKETE Ce MbPBO ¢ Bamms BeTeprHapeH jiekap. MokeTe ChINo /1a cholIaBare
HeOIAaronprATHU pPeaklliy Ha IPUTEXATENS Ha Pa3pelIeHHETO 3a ThPTOBHS WIIH MECTHHS
MPEACTABUTEI HA IPUTEKATENSI Ha Pa3pEIICHUETO 3a ThProOBUSsl, KATO U3MOJ3BATE TAHHUTE 32 KOHTAKT
B Kpasi Ha Ta3W JINCTOBKA WU upe3 Bairara HanmoHamHa cuctema 3a choOIaBaHe: {ImoapoOHOCTH 3a
HAI[MOHAIHATA CHCTEMA }

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

[IepopanHo npunoxeHue.

To3u BeTeprHApEH JICKApPCTBEH MPOAYKT CIIEABA Jla ce mpuiara B 103a 2—4 mg/kg TenecHa maca (T.M.)
B ChOTBETCTBHE C TAaOIHUIIATa TO-I0Y:

TenecHa maca Konuenrpauusi B TadjeTkara Bpoii TabneTKH, KOUTO Ce
(kg) (mg sarolaner) npujaarar
1,3-2,5 5 Enna

18



>2.5-5 10 Enua
>5-10 20 Enna
>10-20 40 Enna
>20 —40 80 Enna
>40-60 120 Enna
>60 TToaxomsia KoMOMHALUA OT TaOJIETKH

Wznon3BaiiTe moaxo/saia KOMOMHAIUS OT HATMYHUTE KOHIICHTPAIIUH, 32 JIa TIPUIIOKHUTE
npenopbsyanara g03a 2—4 mg/kg T.M. 3a Ja ce OCUT'ypH ITPABHIIHO J03UpaHe, TeleCHaTa Maca TpsiOBa
Jla ce OTIpeAeId Bh3MOXKHO Hai-TouHO. He pasmensiiTe TabmeTKUTE HA YaCTH.

TabaeTkute Morat Ja C¢ nmpuwjiarar ¢ ujin 0e3 XpaHa.

Cxema 3a TpeTHpaHE:

3a onTHMaeH KOHTPOJI Ha ONAPa3UTSIBAHETO C OBJIXU U KbPJICKH, BETCPHUHAPHHST JICKAPCTBEH
MPOAYKT Jia ce Ipujiara Ha MECEYHHU MHTEPBAJIM, KaTO TPETUPAHETO CJIeBa JAa MPOAB/DKH [0 BpeMe Ha
CE30HHOTO Pa3NpOCTpaHCHHUE Ha OBJIXUTE U KbPJICIKUTE, B ChOTBETCTBHUE JIOKATHATA
eNMUAEMHUOJIOrNYHa 00CTAaHOBKA.

3a eueHUe Ha omapa3uTsABaHe ¢ yirHa kpacra (Otodectes cynotis) na ce IPUIIOKH SIUHUTHA 1034,
[Ipenoppuutenso e 30 THU clex TPETUPAHETO Jia Ce HAIPaBH Mperiie] IPU BETEPHHAPEH JIeKap, 3a Jia
ce TpereHr HeoOXO0JUMOCTTa OT MMOBTOPHO NPUJIOKEHHUE Ha MPOTYKTa.

3a meueHue Ha capKonTo3a (MpUIMHEHA OT Sarcoptes scabiei var. canis) eTMHIYHA 1032 TPsOBa 1a ce
TpuUjiara Ha MeCEYHH WHTEPBaJH 3a 2 TOCIIeIOBaTeTHH Mecella.

[Ipu neyenue Ha nemozeko3a (npuuuHeHa oT Demodex canis), IpUaraHeTo Ha €MHUYHA 1034
BEAHBK MECEUHO 3a 3 MOCIeI0BaTEeIHN MEcena BOAM 10 3a0eIeKUTENHO MoJ00peHne Ha KITMHUYHNTE
npusHaiy. JledeHneTo na mpoabJIKH A0 1Ba OTPULATENHHU pe3yaTaTa OT U3CIeIBaHe Ha KOXKHA Mpooa,
3a 2 nocjegoBaTeNIHU Mecela ¢ 1 Mecell HHTepBajl MeX Iy u3ciieiBaHusaTa. Thil KaTo JeMoexos3ara €
MHOT0(aKTOPHO 3a00JsIBaHE, HEOOXOAUMO € J1a ce JIEKYBaT ¢ MOAXOSIIN CPEICTBA OCTAHAIINTE
€HOBPEMEHHO MPOTHYALIN O0JIECTH.

9. CbBeTH 32 NPABMJTHOTO NPHJIATAHE HA MPOAYKTA

TabneTknuTe OT TO3M BETEPUHAPEH JICKAPCTBEH NPOYKT Ca JbBYAIIN M OBKYCEHH M C TOTOBHOCT C€
M3SDKIAT OT Ky4eTo, KOraTo ce IpejjiaraT OT CTOIaHWHA. AKO TabJeTKUTE HE ce IpueMar 100pOBOIHO
OT Ky4eTo, T€ MOraT Jja c€ AaJlaT ¢ XpaHa WU IUPEKTHO B yCTaTa.

10. KapenTHu cpokoBe

He e npunoxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ha ce cbxpansBa ganey OT OTJeAa U Ha HEAOCTHITHY 32 Jella MecTa.

To3u BeTepuHapeH JIeKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMAITHA yCIIOBHS 32 ChXpaHEHHE.
[a He ce U3MoJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIE]l U3TUYAHE CPOKa HA TOJHOCT,
MMOCOYEH BHPXY KapToHeHaTa KyTus u onmctepa cieq Exp. CpokbsT Ha TOJHOCT OTTOBaps Ha
MOCTIEAHNA JAEH OT TO3H Mecell.
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12. ChnenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_'[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU UIIH
OuTOBU OTHagbIH.

W3nomn3BaiiTe mporpaMu 3a BphIIaHe IPY YHUAIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHU MPOAYKTH M OCTATHIHN OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOAATEJICTBO M C BCHYKH MPIIOKUMHU HAIIMOHAIHU CHCTEMH 3a chOupane. Te3n Mepku mie
MMOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpela.

[MonmTaiite Bamust BetepuHapeH jekap win (papMarieBT Kak Jia YHUIIOKUTE HEHY>KHH BEeTepUHAPHH
JIEKapCTBEHU MPOIYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO MPCANMUCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKH

EU/2/17/220/001-006.

3a BcsiKa KOHIEHTPALKs, AbBYALINTE TA0JIETKH Ce TpeiaraT B KapTOHeHa KyTusl ¢ eAuH OamcTep ¢ 3
TaOJIeTKH.

15. [lara Ha nocjieAHaTa peJaKIys Ha TEKCTa

ITonpoOHa nH(pOpMAIHS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nanuy Ha Cwio3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCuiCHUCTO 3a THhPTrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 34 OCBO60)KI[3B3HCTO Ha
HapTUuau:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
benrus

MectHHn OpEACTABUTCIIN M NAHHHW 34 BPH3Ka 34 c1>06maBaHe Ha nmpeanojgaracMmn HC6J'IaFOHDI/I$ITHI/I
pCaAKIIUM:

Belgié/Belgique/Belgien Lietuva

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

Tel: +370 610 05088
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Peny6auka buarapus
Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-la-Neuve
benrus

Tem: +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

Kvmpog

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
15125, Atticn

EAMGOQ

TnA: +30 210 6791900

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

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 1Jssel
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

Polska

Zoetis Polska Sp. z o.0.
ul. Postgpu 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
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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.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

EALGoo

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

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Romania
Zoetis Romania 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

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

17. JdombjaHuTteaHa HH(poOpMAIUA

Sarolaner e akapuIua 1 MTHCEKTHIIN, KOUTO MIPUHAICKH KbM U30KCa30JIMHOBOTO CEMEHCTRO.
Sarolaner e akTuBeH cpemty Bb3pacTHH O0baxu (Ctenocephalides felis n Ctenocephalides canis), KakTo
U Cpelly HSKOU BUIIOBE KbpJeku Kato Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
Rhipicephalus sanguineus n cpenry napsute Ha Demodex canis n Otodectes cynotis u Sarcoptes
scabiei.

[Ipu 6B1xM BpBUTE pe3ynTaTH ce HabIroAaBaT § yaca clie MPUKPENBAaHETO UM B IPOABIKEHHUE Ha
28 mHHM cie]| mpuiiaraHeTo Ha npoAykra. [Ipu kbpiexu (1. ricinus) HadanoTo Ha eUKACHOCTTA € B
pamkuTe Ha 12 gaca cie MPUKPETBaHETO UM H B IPOABIDKEHNE Ha 28 THEBHUS MTEPHUOJ CIIET
MIPUJIATaHETO Ha BETEPUHAPHUS JIEKapCTBEH MPOAYKT. KbpIexuTe no )KMBOTHOTO MPEIN NPUIIaraHeTo
Ha TMPOJYKTa ce€ YHUIIOXKaBaT B paMKuTe Ha 24 Jaca.

BeTepI/IHapHI/IHT JICKApCTBCH NPOAYKT Y6I/IBa HOBOMB3JIIOIICHUTE OBIXU BBPXY KYUCTO NpCaAu TC Aa

CHECAT m}iua, KaToO IO TO3U HAYUH NpCaAIa3Ba OKOJIHATa Cpc/id OT OIIapa3ruTABAHEC C 6’I>J'IXH, B 30HUTEC,
10 KOUTO KYUCTO MMa JOCTHII.
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