INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Simparica 5 mg TabneTku 3a ApBUeHE 3a Kyyerta 1,3-2,5 kg
Simparica 10 mg TabneTku 3a 1bBUEHE 3a KyueTa > 2,55 kg
Simparica 20 mg Ta0OneTKu 3a AbBUCHE 3a KyueTa > 5-10 kg
Simparica 40 mg Ta0eTKH 3a IbBUCHE 3a Kydeta > 10-20 kg
Simparica 80 mg TabnaeTku 3a 1bBUEHE 3a Kydeta > 2040 kg
Simparica 120 mg TabneTku 3a ApBYCHE 32 Kydera > 40—-60 kg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnerka cpabpika:

AKTHBHO BellIeCTBO:

Simparica xpBYaIIN TA0JIETKH sarolaner (mg)
3a kyueta 1,3-2,5 kg 5

3a Kkydera > 2,5-5 kg 10

3a kydera > 5-10 kg 20

3a kyueta > 10-20 kg 40

3a kyueta > 2040 kg 80

3a kydera > 40-60 kg 120

IlomouHu BemecTBa:

KauecTBeH cCbCTaB HA MOMOILHUTE BellecTBa 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

KadsBo onerenu, Ha rieTHa, TabJIETKH 3a IbBUYCHE,C KBaJpaTHa (popma 1 3a00JICHM Kpauiia.
IlammoBanara 1udpa OT eAHATa CTPaHa Ce OTHACS 3a KOHILEHTpaluaTa (mg) Ha TabaeTKuTe: “5”,
“10”, 7,207,’ G‘40”, 6‘807, I/IHI/I 6‘1207,‘



3. K/IMHUYHA UTH®OPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpeaHa3HadyeH BJIII

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH MPOAYKTHT

3a eueHne Ha onapasuTsBaHe ¢ Kepiexu (Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus
u Rhipicephalus sanguineus). BerepuHapHUST JeKapCTBEH NPOAYKT NMa He3a0aBeH eeKT U
NPOIBIDKUTENHA CIIOCOOHOCT J1a YOUBa KbPIIEKHUTE 3a EPUO] OT IIOHE 5 CEAMUIIN.

3a neyenue Ha onapasuTsBane ¢ 0baxu (Ctenocephalides felis u Ctenocephalides canis).
BerepuHapHUAT IekapcTBEH MPOAYKT UMa He3a0aBeH eeKT U MPOABIDKUTENIHA CIIOCOOHOCT J1a yOuBa
OBJIXHTE TIPU HOBO OMApa3UTABaHE 3a EPUOJ OT MOHE 5 CEAMMIIM.

BerepruHapHUSIT JIeKkapcTBEH MPOAYKT MOXKE J1a c€ U3MOJI3Ba KATO YacT OT JeueOHaTa CTpaTerus npu
AneprudeH nepmartur, npenussukal oT 0bixu (Flea Allergy Dermatitis-FAD).

3a neueHue Ha CapKOMNTO3HA KpacTa (Sarcoptes scabiei).
3a nedeHue Ha omapasuTsaBaHe ¢ ymrHa kpacta (Otodectes cynotis).
3a reuenue Ha meMonaekosa (Demodex canis).

3a HamassBaHe Ha pUcKa OT nHpeKuws ¢ Babesia canis canis upe3 npenasane ot Dermacentor
reticulatus 3a 28 nuu cien Tpetupaneto. EQekThT € MHANPEKTEeH Nopaan aKkTHBHOCTTA Ha
BEeTEPHHAPHHUS JIEKAPCTBEH MPOAYKT CpPEIry BEKTOpa.

Kbprnexute u ObIxuTe TPAOBaA Ja c€ MPUKPENIT KbM FOCTONPUEMHNKA U J]a 3a[I0YHAT J1a CE XPaHST, 3a
Ja ObJaT U3JI0KEHHU Ha IEHCTBHETO Ha AKTUBHOTO BEILIECTBO.

3.3 I[IporuBomokazanus

I[a HE C€ U3M0JI3Ba IPHU CBPBXTYBCTBUTCIIHOCT KbM aKTHBHOTO BEIIECTBO WM KBM HAKOE OT
IIOMOIIHHUTEC BCIICCTBA.

3.4 ChneuuajHu npexynpe:xkaeHust

[IpenaBanero Ha B.canis canis He MOXe J1a Ob/ie HAITBIHO U3KIIOYEHO, Thil KaTo Kbpiexure D.
reticulatus TpsOBa 1a ce MPUKPETSIT KbM TOCTONIPUEMHUKA, TIpean a 0baat youtn. Teii kato
akapuruIHuAT eexrt cpeury D. reticulatus Moxke qa oTHeMe 10 48 Jaca, HE MOXeE J1a Ce M3KITI0UN
npeaaBaHe Ha B. canis canis npe3 mbpBute 48 vaca.

Ynorpebara Ha BeTepHHAPHUSA JIEKAPCTBEH MPOIYKT TPsiOBa 1a ce OCHOBaBa Ha MECTHATa
eNHMIEMHOJIOTHYHA OCTaHOBKA, BKIIOUMTEIHO MI03HABaHE HA NPeo0IiagaBaliuTe BUJOBE KbPIEKH, Thid
KaTo € Bb3MOXKHO IpeiaBaHe Ha B. canis OT BUIIOBE KbPICKH, pasnuuuu ot D. reticulatus, n TpaOBa
Ja Obae yacT OT KOHTPOJIHA MHTETPUpaHa IporpaMa 3a MpeloTBpaTABaHe MpeaaBaHeTo Ha Babesia
canis.

3.5 CrheuuajHu npeana3Hu MepKH NMpH ynorpeda

CrenuyanaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a py BUJIOBETE JKUBOTHH, 34 KOUTO €
npegHaszHaueH BJIIT:

[Topanau nmunca Ha JaHHU, TPETUPAHETO HA KYYCHIIA HA BH3PACT MO 8 CEAMHMIIN U/UIIK C TeJIECHAa Maca
nox 1,3 kg TpsiOBa fa ce ocHOBaBa Ha MpEIeHKA M0I3a/PUCK OT OTTOBOPHUS BETCPUHAPEH JICKap.




CrenyaiHy Npeana3Hd MepKH 3a JIUIaTa, IpUIaraiy BeTepUHAPHUS JICKAPCTBEH IPOJIYKT HA JKUBOTHUTE:

Crnen paboTta ¢ BeTepuHApHUS JIEKAPCTBEH MPOJIYKT U3MUINTE PHIIETE CH.

Cny4yaliHOTO MOTTBIIIAHE HA BETCPUHAPHUS JICKAPCTBCH MPOAYKT MOXKE J1a TPUYUHK HEOJIarONpHUITHU
peaKIuy, HanpuMep MPEXOHH HEBPOJIOTHYHH MPU3HAIM Ha BB30YUMOCT. M3BaxkaaliTe camMo 1o eHa
TabeTKa OoT OymcTepa ¥ caMo TIPH HEOOXOIUMOCT, 3a JIa IPEIAa3uTe IeraTa OT JOCTHII 10
BEeTEpHUHAPHHUS JIeKapcTBeH npoaykT. Cien ynorpeda He3abaBHO nmpubepeTe OircTepa B KapTOHEHATa
KyTHS M ChXpaHsBalTe KapTOHEHATa KyTHs Jjajied OT MOTJiea U Ha HEAOCTHITHY 3a JIella MecTa.

[pu ciryuaiino morimeliane, He3a0aBHO Ja ce MOThPCH MEJIUITUHCKH CHBET, KATO HA JIeKaps ce
MPEI0OCTaBU JINCTOBKATA UJIM €TUKETa Ha MPOIYKTA.

CrenuanaHy NpeAna3Hy MEpKHU 3a 3allluTa Ha OKOJIHATa cpeja:
He e npunoxxumo.

3.6 HeOnaronpusiTHu peaKkuuu

Kyuera:
MHoro peaku CTOMAIITHO-YPEBHHU MPU3HAIHM (KATO MOBPbHIIAHE,
(rmo-manko ot 1 mHa 10 000 TpeTupanu amapus)'
JKHBOTHH, BKJIFOUUTEITHO U30JIMPAHU CHCTEMHH HapyLIeHus (KaTo JIeTaprusi, anopekcus)!
CHOOIICHH): HEBPOJIOTHYHH TPU3HALM (KATO TPEMOP, aTaKCHs,
KOHBYJICHH )

! Jlex m npexoeH.
? B moBe4eTo cilyday Te3d HPU3HALM Ca HPEXOIHH.

Cro0ImaBaHeTo Ha HEONIArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoXyKT. ChoOmeHusITa TpsiOBa 1a ce M3Mpaliar, 3a
MpeAnoYnTaHe Ype3 BETepUHAPEH JeKap, UK Ha MPUTEKATENS Ha Pa3pelieHUETO 3a ThProBUs WIIH Ha
MECTHHSI My TIPEICTAaBUTEI, FJTM Ha HAITMOHATHHUSA KOMIIETEHTEH OpraH uype3 HallMOHaJTHATa CUCTEMa 32
choOIIIaBaHe. 3a CbOTBETHHUTE IaHHU 3a BPbh3Ka BHIKTE JIMCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS WU sliileHOCeHe
BezomacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0Ka3aHa 110 BpeMe Ha OpeMeHHOCT,
TIaKTaIMs W TP )KUBOTHY, IPEAHA3HAUSHH 3a pa3iuiol. JlabopaTopHHUTE POYyYBaHHS MTPH ILTHXOBE

nu 321171111/1 HC IIOKa3BaT HUKAaKBH N10Ka3aTCJICTBA 3a TCPATOICHHOCT.

BpeMeHHOCT 1 nakTaIms:
He ce mpenopbuBa npuiaraneTo My 1o Bpeme Ha OpeMEHHOCT U JIAaKTaIlusl.

3anIo0ageMOCT:
[a He ce u3mo3Ba Npu KUBOTHH 32 PA3ILIO.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIeKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMojelicTBHe

He ca u3BecTHH.

[Ipu mosneBn KIMHUYHYU POYYBAHUA HE ca HAOII0JaBaH! B3aMMOCHCTBHA MEX Ty TO3U BETepUHAPEH
JIEKAPCTBEH IIPOAYKT U IPYTH PYTUHHO M3I0J3BaHU INPOAYKTH.

[Tpu mabopaTopHH U3CIICABAHMUS 3a 6E30MACHOCT HE ca HAOJI0AaBaHU B3aMMOICHCTBUS, KOTATO
sarolaner e nmpunarad eJHOBpeMeHHO ¢ milbemycin oxime, moxidectin u pyrantel pamoate (o Bpeme
Ha Te3W MPOYyYBaHUS HE € U3CIeABaHa e(DUKACHOCTTA).



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
npotuBoBb3naIuTenHu 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 CleBa 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 KOHLIEHTPALINH, 33 13 IPUIIOKUTE
npenopbyanata no3a 2—4 mg/kg T.M. 3a 1a ce ocUrypH MpaBUIIHO JO3UPaHe, TelecHaTa Maca TpsoBa
Jla ce onpeaeau Bb3MOXKHO Hal-TOYHO.

TabneTkuTe OT TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT Ca IbBYAIIY 1 OBKYCSHH U C TOTOBHOCT C€
U3SDKIAT OT Ky4eTO, KOraTo ce mpejaraT OT CTOMaHnHa. AKO TaOJIETKUTE HE ¢e pUeMaT T00POBOIHO
OT Ky4eTo, Te MOTaT Jia ce JajaT ¢ XpaHa WiIu JUPEKTHO B yctara. He pa3aensiite TabeTKUTe HA
JaCTH.

Cxema 3a TpeTHpaHeE:

3a onTHMaeH KOHTPOJI Ha ONAPa3UTSIBAHETO C OBJIXU U KBPJICKH, BETCPHUHAPHHST JICKAPCTBEH
MPOAYKT Jia ce Tpuiiara Ha MECEYH! UHTEPBAIH, KaTO TPETUPAHETO CJIe/Ba Ja MPOABIDKH IO BpeMe Ha
CE30HHOTO Pa3NpOCTPaHCHH Ha OBJIXUTE U KbPJSKHUTE, B ChOTBETCTBHUE C JIOKAJIHATA
eNMUAEMHUOJIOrNYHa 00CTAaHOBKA.

3a eueHUE Ha onapa3uTsABaHe ¢ yirHa kpacra (Otodectes cynotis) na ce IPUIIOKH SIUHUTHA 1034,
[penopbuutenso e 30 qHY Ciie]] TPETUPAHETO Ja CE HAIPABU MPETJIE IPHU BETEPHHAPEH JieKap, 3a Ja
ce TpereHr HeoOXO0JUMOCTTa OT MMOBTOPHO NPUJIOKEHHUE Ha MPOTYKTa.

3a meueHune Ha capKonTo3a (MpUIMHEHA OT Sarcoptes scabiei var. canis) eTMHAYHA 1032 TPsOBa Ja ce
TpuUjiara Ha MECEYHH WHTEPBaJIH 3a 2 TOCIeI0BaTeTHH Mecella.

[Ipu neyenue Ha nemozeko3a (npuuuHeHa oT Demodex canis), IpUaraHeTo Ha €MHUYHA 1034
BEAHBK MECEUHO 3a 3 MMOCIeJ0BaTEIHN MECena, BOAU 10 3a0e/IeKUTEeTHO NOA0OpeHNEe Ha KITMHUYHUTE
npusHaiy. JledeHneTo qa mpoabJIKH A0 1Ba OTPULATEIHHU pe3yaTaTa OT U3cIeIBaHe Ha KOXKHA Mpooa,
3a 2 nocjenoBaTeNIHU Mecela ¢ 1 Mecell HHTepBajl MeX 1y u3cieABaHusTa. Thil KaTo JeMoiexos3ara e
MHOTro(akTOpHO 3a00Js1BaHe, HEOOXOMMO € J1a Ce JEKYBaT C MOAXOAAIIN CPEJCTBA OCTAHAIUTE
€IHOBPEMEHHO MPOTUYALIH 3a00IBaHUSL.

3.10 CumnTomMHM Ha npeAo3npaHe (M KOraTo e NPUJI0KMMO — NMPoueIypPH Ha AelicTBHe TPH
CIIELIHHU CIy4Yau U AHTHI0TH)

B pamxute Ha u3cneaBaHe 3a 6€30MaCHOCT, BETEPUHAPHUAT JICKAPCTBEH IMPOIYKT € NpUIaraH
MEpPOPATTHO Ha 8 CeIMUYHHU KydeHla opoaa burss B go3a ot 0, 1, 3 1 5 mbTH HaABUILIABAIIA



MaKCHMAJIHO Mpenopbyuanara g03a oT 4 mg/kg 1.m., mo 10 g03u ¢ uatepsai ot 28 auu. He ca
HaOJr01aBaHK HEOIArONPHUSATHN PEaKIUy NPY MPUIIaraHe Ha MaKcCUMaltHaTa Tpernopbyiana J103a ot 4
mg/kg. B rpynute Ha npeno3upaHnTe )KUBOTHH, IPEXOIHHA U CAMOOTPAaHUYABAIIU CE HEBPOJIOTUYHU
MIPHU3HAIN ca HAOJFOIaBaHU MPU HIKOW XKUBOTHU: YMEPEHO M3Pa3eH TPEMOP MPH TPUKPATHO
NpeIo3upaHe U KOHBYJICUH MPU TIETKPATHO MPEJ03UpaHe ¢ MaKCHMaTHATA 703a. BcHiky )KUBOTHH ca
ce BBH3CTAaHOBWJIH O€3 JIeUeHHe.

Sarolaner go0pe ce nprema ot Ky4era ot nmopoja Kosu ¢ uscnenBa AeUIUAT Ha MYJITHICKAPCTBEH
pesuctenter nporerH MDR1 -/- (multidrug-resistance-protein), ciien eHOKPATHO MEPOPATHO
npuiarale B 1034, 5 bTH HAJBUIIIABAIIA TpenopbyanaTa. He ca HaOMOAaBaHN KITMHUYHU TIPU3HAILIH,
KOHTO MOTAT Jia Ce IbJDKAT Ha TPETUPAHETO.

3.11 CnenuajHu OTpaHUYeHHs 32 yNoTpeda U CreMaJIHU yCJIOBHUS 32 yNOTpe0da, BKJIIOYHUTETHO
OrpaHNYeHMs 32 ynHoTpedaTa HA AHTUMHMKPOOHH M IPOTHBONAPA3UTHU BeTePUHAPHHA
JIeKapCTBeHHU NMPOIYKTH, 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 JiekapcTBeH anaTomo-TepanesTn4eH kox (ATCvet Code): QPS3BEO03
4.2 ®apmakoaUHAMHUKA

Sarolaner e akapuIua 1 MTHCEKTHIIN, KOWTO MIPUHAIEKH KbM N30KCa30JIMHOBOTO CEMEHCTRO.
OCHOBHHAT MEXaHNW3BM Ha JIeHCTBHE Ha sarolaner Py MHCEKTHUTE M KbPIIEKUTE € (yHKIIMOHATHA
0JIoKaja Ha JIMTaHI-CBbp3aHuTe XJopuaHu kaHamu (GABA-peuenTopure u riryraMaT-perienTOpUTe).
Sarolaner 6mokupa GABA- 1 riryramaT cBbp3aHUTE XJIOPUAHN KaHAJIH B [ICHTpaJIHATa HEPBHA
cuctema (IIHC) Ha mHCekTHTE U akapuTe. Pa3pymaBaHeTo Ha Te€3H penenTopH OT sarolaner
MPeIOTBpaTsIBa MPEMUHABAHETO Ha XJIOpuaHU Houu nipe3 GABA u riayramaT cBbp3aHUTE HOHHU
KaHaJIM, KaTo 10 TO3W HAYWH yBEIMYaBa HEPBHATA CTUMYJIAIMS U IPUYMHSIBA CMBPT Ha Mapa3uTHTe.
Sarolaner moka3Ba mo-Bucoka (pyHKIIMOHATHA e(hUKACHOCT IIPH OJIOKMUpPaHe Ha PEIETITOPUTE Ha
WHCEKTHTE/aKapuTe, B CPaBHEHHUE C PEIICTITOPUTE Ha O03aifHUIHMTE. Sarolaner He B3aUMOCHCTRA C
MO3HATH WHCEKTHUIIU]IN, CBHP3BaIlll KOMIUIEKCH Ha HUKOTUHOBHTE WK Apyru GABA uHcekTUIUAM
KaTO HEOHNKOTHHOHUIUTE, (GUTIPONIUTE, MIJIOEMULINHUTE, aBEPMEKTHHUTE WITH IIUKIOIUHUTE.
Sarolaner e akTuBeH cpeury Be3pacTHU 0baxu (Ctenocephalides felis n Ctenocephalides canis), KakTo
U Cpellly HSKOW BUJIOBE KbpJeku Kato Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
Rhipicephalus sanguineuu v cpemty napsurte Ha Demodex canis, Otodectes cynotis n Sarcoptes
scabiei.

[Ipu OBJIXU MBEPBUTE PE3YATATH CE HAOIIOIABAT 8 Yaca Clie]] MPUKPEIIBAHETO UM U B MTPOBIDKCHHUC HA
28 mHEeBHHS NIEPUOJ] CIIe]] MPUIaraHeTo Ha BeTepUHAPHHS JIeKapcTBeH MpoAyKT. [Ipu kbpiexu (1.
ricinus) Ha9aJI0TO Ha €(h)UKACHOCTTA € B paMKHUTE Ha 12 gaca clie]l IPUKPEITBAaHETO UM U B
MPOABIDKCHUE Ha 28 JHEBHUS NIEPUOJI CJIE]T IPUIaraHeTO Ha BETCPUHAPHHUS JICKAPCTBEH MPOTYKT.
Kbpnexute 1mo >KWBOTHOTO MPEH MPHJIATraHEeTO HAa TIPOILYKTa C€ YHHUIOXKAaBaT B paMKUTe Ha 24 Jaca.

BeTepI/IHapHI/I}IT JICKApCTBCH NPOAYKT Y6I/IBa HOBOM3JIIOIIEHUTE OBIXU BBPXY KYUCTO, IPEAU TC Aa
CHECarT ;Iﬁua, KaTo 10 TO3U HAYUH NIpeaAIa3Ba OKOJIHATa Cpc/ia OT Ollapa3nuTABAHE C 6’I)J'IXI/I, B 30HUTC,
10 KOUTO KYUCTO UMa JOCTHII.



4.3 @apMaKkOKMHETHKA

BuonanmuHoCcTTa Ha sarolaner cies nepopaHO MPUIIOKEHHE € BUCOKa IpH >85 %. Sarolaner e
JO30MPONOPIHOHAJICH MTPU Ky4eTa OT opoja burei, korato e npuioxeH B onpeAeseHaTa 103a oT 2—
4 mg/kg, no 20 mg/kg. ChCcTOSIHMETO Ha KydeTaTa HE BIIMsC Ha CTCIICHTA Ha Pe30pOIUsTa.

3a sarolaner e onpezaenen HUCHK KubpbHE (0,12 ml/Mun/kg) u cpenen o0em Ha pasnpeaenenue (2,81
L/kg). ITony>kMBOTHT My € CPABHUM 332 HHTPABEHO3€H W TePOPAJICH HAUYWH Ha MPHUIIOKCHHUE,
pecriekTuBHO Ha 11 u 12 nen. CBbp3BaHETO € TUIA3MEHN IPOTEWHU € OINPEENICHO in Vitro u €
U3YHCIEHO Ha >99.9 %.

IIpu uscnenBane Ha pasnpenenenreTo Ha Sarolaner € yctanoseHo, ue “C-sarolaner-cebp3anure
OCTaThYHM KOJIMUECTBA Ca MIMPOKO Pa3NpOCTPaHEHU B ThKaHHUTE. M3depnBaHeTo My OT ThKaHHTE € B
CBHOTBETCTBHE C MJIA3MEHUS MY TOJTY>KUBOT.

OCHOBHUAT METOZ Ha €IMMHUHHPAHE € Upe3 OnnnapHa eKCKpenus Ha U3X0HaTa MOJIEKyIa, 4pe3
U3XBBPIISHE C eKaTUHTE.

5. DOAPMALEBTUYHU JAHHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha roaHocT

Cpok Ha rOHOCT Ha KpaiHuUs BeTepUHApEH JeKapcTBeH NpoAykT: 30 Mecena.

5.3 ChenuanaHu yca10BHA 32 CbXpaHeHHe

To3u BeTeprHAPEH JIEKAPCTBEH NPOIYKT HE M3UCKBA HUKAKBH CIIEIIUAIHYU YCIIOBHS 33 ChXpaHEHHE.
5.4 Buawu cbCcTaB HAa NBPBUYHATA ONIAKOBKA

OnakoBKka OoT ayMuHu# (Hosino/dono oaucTep.

Enna xapToHeHa KyTHs Chabpika equH ommctep ¢ 1, 3 unm 6 TabneTku.

He Bcnuku pa3mepu Ha omakoBKaTa MoraT Aa ObJaT Npeajarany Ha nasapa.

5.5 Chenuajanu MepKH 32 YHUII0KABAHE HA HEM3MOJ3BAHU MPOAYKTH UJIH OCTATHIH OT TAX

BerepuHapHuTe JIeKapCTBEHH MPOYKTH HE TPSAOBA J1a ObJaT U3XBBPIISHHU YPe3 OTIIaJHU BOJIU MU
OUTOBH OTIIAABIIH.

N3non3paiiTe nporpaMu 3a BpbIAHE IPHU YHUILIOKABAHETO HA HEU3IOA3BAHNU BETEPUHAPHU
JIEKApCTBEHHU MPOAYKTH WUITU OCTATBIM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO M C BCHYKH HAIMOHATHHU CUCTEMH 3a ChOWpaHe, PUIIOKIMH 32 ChOTBETHUS
BETEPHUHAPEH JIEKAPCTBEH MPOAYKT.

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

Zoetis Belgium



7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs

EU/2/15/191/001-018

8. JATA HA I'BPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

JlaTa Ha TBPBOTO M3/1aBaHEe Ha pa3pelieHUeTo 3a Thpropus:06/11/2015.

9.  JIATA HA NOCJIEJHATA PEJAKLUS HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

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

[TonpoOHa nHpOpMAaNHS 3a TO3H BETEPUHAPEH JICKAPCTBEH IMPOIYKT MOXKE J]a HAMEpHTE B 0a3ara JaHHU
Ha Cpro3a otHOocHO 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

Hsama.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA
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A.ETUKETH
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HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIITHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

Simparica 5 mg TabneTku 3a nbBUYCHE 3a Kydera 1,3-2,5 kg
Simparica 10 mg TabneTku 3a IbBUEHE 3a KyueTa > 2,55 kg
Simparica 20 mg TabneTku 3a AbBUEHE 3a Kyueta > 5—10 kg
Simparica 40 mg TabneTku 3a IbBUCHE 3a Kydeta > 10-20 kg
Simparica 80 mg Ta0ieTKH 3a 1bBUCHE 3a KydeTta > 2040 kg
Simparica 120 mg TabneTku 3a ApBYEHE 3a Kydera > 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

1 Tabnerka
3 TabneTKn
6 TabneTKN

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

Kyuera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

IlepopanHo npuiioxKeHUE.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HATOJHOCT

Exp. {mm/rrrIT}
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‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TMOTJIEJA Y HA HEJOCTBITHA
3A TEIJA MECTA”

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

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

Zoetis Belgium

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

EU/2/15/191/001 (5 mg, 1 TabieTka)
EU/2/15/191/002 (5 mg, 3 TabieTkn)
EU/2/15/191/003 (5 mg, 6 TabneTkn)
EU/2/15/191/004 (10 mg, 1 Tabnerka)
EU/2/15/191/005 (10 mg, 3 TabieTkn)
EU/2/15/191/006 (10 mg, 6 TaGneTkn)
EU/2/15/191/007 (20 mg, 1 Tabnerka)
EU/2/15/191/008 (20 mg, 3 tabneTkn)
EU/2/15/191/009 (20 mg, 6 TabGneTkn)
EU/2/15/191/010 (40 mg, 1 Tabnerka)
EU/2/15/191/011 (40 mg, 3 TabneTkn)
EU/2/15/191/012 (40 mg, 6 TaGneTkn)
EU/2/15/191/013 (80 mg, 1 Tabnerka)
EU/2/15/191/014 (80 mg, 3 TabneTkn)
EU/2/15/191/015 (80 mg, 6 TabieTkn)
EU/2/15/191/016 (120 mg, 1 TabneTka)
EU/2/15/191/017 (120 mg, 3 TabieTKu)
EU/2/15/191/018 (120 mg, 6 TabneTkn)

‘ 15. HAPTHUJIEH HOMEP

Lot {Homep}

13



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

BJIMCTEP

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Simparica

tal

2. KOJIMYECTBO HA AKTUBHUTE BEIHLIECTBA

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. NAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA I'OJHOCT

Exp.{mm/rrrr}
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B. JUCTOBKA

15



JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Simparica 5 mg TabneTku 3a 1pBUYCHE 3a Kydera 1,3-2,5 kg
Simparica 10 mg Ta0neTku 3a AbBUEHE 3a KyueTa >2,5-5 kg
Simparica 20 mg TabaeTku 3a 1bBUEHE 3a KydeTa >5-10 kg
Simparica 40 mg Ta0neTKH 3a AbBUCHE 3a KyueTta >10-20 kg
Simparica 80 mg Tabnerku 3a 1bBUeHE 3a KyueTa >20-40 kg
Simparica 120 mg TabneTku 3a AbBUYEHE 3a Kyuera >40—-60 kg

2. CbcTaB

Bcsika Tabnerka chabpika:

Simparica xbBYaIIN TA0JETKH sarolaner (mg)
3a kyuera 1,3-2,5 kg 5

3a Kydera > 2,5-5 kg 10

3a kydyera > 5-10 kg 20

3a kyueta > 10-20 kg 40

3a kyueta > 2040 kg 80

3a kyuera > 40-60 kg 120

KagsBo ornereny, Ha neTHa TaOJIETKH 3a IbBUCHE, C KBagpaTHA opma 1 3a00JICHN KpauIa.
[I{ammoBanara uugpa OT egHaTa CTpaHa ce OTHACS 3a KOHLEeHTpauusaTa (mg) Ha TabaeTkute: “5”,
“10”, 7,207,’ “40”, 6‘807, I/IHI/I 6‘1207,‘

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

3a neyeHue Ha onapasuTsIBaHe ¢ Kbpiexu (Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus
u Rhipicephalus sanguineus). BeTepuHapHUAT JEKapCTBEH MPOIYKT UMa He3abaBeH eeKT u
MPOABIDKUTEITHA CIOCOOHOCT Jla YOMBa KBPJICKHUTE 32 IEPUOJI OT MTOHE 5 CESAMMIIH.

3a nedeHue Ha omapasuTsaBaHe ¢ 0bixu (Ctenocephalides felis n Ctenocephalides canis).
BerepunapHUAT IeKapcTBEH MPOAYKT MMa He3a0aBeH e(heKT U MPOABIKUTENIHA CIIOCOOHOCT /1a yOnuBa
OBJIXUTE PY HOBO OTIApa3UTIBAHE 3a MEPHOJ OT MOHE 5 ceAMULM. BeTepruHapHUAT JeKapCTBEeH
NPOJIYKT MOXKE JIa C€ M3II0JI3Ba KaTO YacT OT JieyeOHaTa CTpaTerus pu AJepruieH JIepMaTHT,
npeau3ukan ot Obyixu (Flea Allergy Dermatitis-FAD).

3a jeyeHne Ha CapKoOINTO3HA KpacTa (Sarcoptes scabiei).

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

3a nedenue Ha Aemozeko3a (Demodex canis).

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

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

5. IIporuBonokazanus

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

6. CrnenmaJHu npexynpexIeHus

CrienuaiHy NpeaynpPeKICHHS :

[IpenaBanero Ha B.canis canis He MOXe Ja Ob/Ie HAITBITHO U3KITIOUCHO, Thil KaTO Khpiexure 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
npeaaBaHe Ha B. canis canis nipe3 mbpBUte 48 yaca.

Ynorpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOJIYKT TPSIOBA 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 MHTErpUpaHa MporpaMa 3a MpeJoTBpaTsaBaHe npeaaBaHeTo Ha Babesia
canis.

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

Jla ce n30sTBa TPETHPAHETO HA KyYEHIIAa Ha BH3PAcT MMOJT 8 CeIMUIIM U/WIK C TeiecHa Maca mox 1,3 kg,
OCBEH aKO TOBa HE C€ OCHOBaBa Ha MPENOphKaTa Ha OTTOBOPHUS BETEPUHAPEH JIEKap.

CrielmaiHy Ipena3Hi MEPKH, KOUTO TPsIOBa Ja B3eMe JUIIETO, MPUIIATANIO BEeTCPUHAPHHUS
JICKapPCTBEH NPOAYKT Ha dKUBOTHUTE:

Cren paboTa ¢ BeTepUHApHUS JIEKapCTBEH MPOIYKT U3MHITE PBIETE CH.

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

M3BaxgaiiTe camo 1o exHa TabieTka oT 6aucTepa U caMo mpy He0OXOIUMOCT, 3a JIa MPEATIa3uTe
JleriaTa oT JOCTHIT 0 BEeTepHHApHHUS JIeKapCcTBEH MpoaykT. Crien ynorpeda HezabaBHO mpubdepere
OyircTepa B KapTOHCHATA KyTHS U ChbXPaHsSBalTe KApTOHEHATAa KyTHUs JaJjied OT MOrjie/ia U Ha
HEJIOCTBITHY 3 Jieria Mecta. [Ipu ciydaitHo morrpinaHe, He3abaBHO J1a ce IOTHPCH METUIIMHCKA
ChBET, KaTO Ha JIeKaps Ce MPEJI0CTaBH JUCTOBKATA MIIM €TUKETa Ha MPOIyKTa.

BpeMeHHOCT U JIaKTalus:

be3omnacHocTTa Ha BeTepUHAPHHUS JICKAPCTBEH MPOAYKT MPOAYKT HE € JOKa3aHa 10 BpeMe Ha
OpEMEHHOCT, JTaKTAIUS WK TP KUBOTHH, TIPEAHA3HAUCHH 32 pa3mio. JlabopaTopHUTE MPOyUYBaAHUS
NP TUTHXOBE U 3aMIlM HE MOKA3BaT HUKAKBHU JI0KA3aTeICTBA 3a TEPATOTCHHOCT.

He ce mpenopbsuBa npuiaraneTo My 1o Bpeme Ha OpeMEHHOCT U JIAaKTaIlusl.

3anIoa1eMOCT:
be3onacHocTTa HA BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € YCTAHOBEHA IPH KydeTa, IpeIHa3HAYCHU
3a pasmiof. He ce nmpenopryBa ynorpedata npu Te3u KUBOTHHU.

BzanMmoselicTBre ¢ Ipyru BETEpUMHAPHHU JIEKAPCTBEHHU IPOAYKTH U APYTHA GOPMHU HA B3aNMMOJIEHCTBHE:
He ca u3BecTHH.

[Ipu mosieBn KIMHUYHU MPOYYBAHHUA HE ca HAOII0JaBaHH B3aNMOCHCTBHA MEX Ly BETEPHHAPHU
JIEKapCTBEH NMPOAYKT U IPYTH PYTUHHO M3MOJI3BAHU POAYKTH.
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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€ CBHP3Ba C INIA3MEHUTE MPOTENHH, 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 Mpenopbuanara g03a oT 4 mg/kg 1.m., mo 10 103u ¢ 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 HAOJII01aBaHM MTPU 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 Ky4era ot nopoaa Koxu ¢ uscnenBan nepuunT Ha MyITHICKapCTBEH
pesuctenter nporeud MDR1 -/- (multidrug-resistance-protein), ciiex eAHOKPAaTHO MEPOPATHO
npuiIarase B 1034, 5 TbTH HAABHIIABAlIA penopbyanaTa. He ca HabmogaBaHN KITMHUYHN TPU3HALH,
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):

CTOMAIITHO-YPEBHH TIPU3HALY (KaTo NOBPhINAHE, IUapus)' , CHCTeMHHM HapynIeHus (KaTo
JIeTaprus, aHopekcus)' , HeBPOIIOTUYHU NPU3HALM (KaTO TPEMOP, aTAKCHUs, KOHBYJICHH )

! 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 3a0eeKUTe HAKAKBU HEOIATONPUATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MJIM MHUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JCCTBa, CBBPXKETE ce MbPBO ¢ Bamms BeTeprHapeH Jiekap. MokeTe ChINo /1a choOIaBare
HEOIAaronprATHU peakllny Ha IPUTEXATENS Ha Pa3pelIeHHETO 3a ThPTOBHS WIIH MECTHHS
MpEeACTaBUTEN Ha MIPUTEKATENS Ha pa3pelICHUETO 32 ThProBuUs, KaTO U3IMO0JI3BATE JaHHUTE 32 KOHTAKT
B Kpasi Ha Ta3W JINCTOBKA WM upe3 Bairata HannoHamHa cuctema 3a choOIaBaHne: {IoapoOHOCTH 3a
HaIlMOHAJHATA CUCTEeMA }

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 puiara 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
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>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

W3non3BaiiTe moaxo/saia KOMOMHAIUS OT HATMYHUTE KOHIICHTPAIINH, 32 JIa TIPUIIOKHUTE
npenopbryanara g03a 2—4 mg/kg T.M. 3a Ja ce OCUT'ypH ITPABHIIHO J03UpaHe, TelecHaTa Maca TpsOBa
Jla ce OTIpeAeId Bh3MOXKHO Hai-TouHO. He pasmensiiTe TabneTKUTE HA YaCTH.

TabaeTkure Morat Aa C¢ nmpuwjiaratr ¢ ujin 0e3 XpaHa.

Cxema 3a TpeTHpaHE:

3a onTHMaeH KOHTPOJI Ha ONAPa3UTSIBAHETO C OBJIXU M KbPJICKH, BETCPUHAPHHUST 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 C JIOKAIHATA
eNMUAEMHUOJIOrNYHa 00CTAaHOBKA.

3a eueHUe Ha onapa3uTsABaHe ¢ yirHa kpacra (Otodectes cynotis) na ce IPUIIOKH SIUHUTHA 1034,
[Ipenoppuutento e 30 THU clex TPETUPAHETO Jia Ce HAIpaBH Mperiie IPU BETEPUHAPEH JIeKap, 3a Jia
ce TpereHr HeoOX0JUMOCTTa OT MMOBTOPHO NPUJIOKEHHUE Ha MPOTYKTa.

3a meueHue Ha capKonTo3a (MpUIMHEHA OT Sarcoptes scabiei var. canis) eTMHAYHA 1032 TPsOBa Ja ce
Tpujiara Ha MECEYHH WHTEPBaJH 3a 2 TOCIeI0BaTeTHH Mecella.

[Ipu neyenue Ha nemozeko3a (npuuuHeHa oT Demodex canis), IpUaraHeTo Ha €MHUYHA 1034
BEAHBK MECEUHO 3a 3 MoCIeI0BaTEeIHN Mecena BOAH 10 3a0eIeKUTENHO MoJ00peHne Ha KITMHUYHUTE
npusHaiy. JledeHneTo na mpoabJIKH A0 1Ba OTPULIATEIHHU pe3yaTaTa OT U3cIeIBaHe Ha KOXKHA Mpooa,
3a 2 nocjegoBaTeNIHU Mecela ¢ 1 Mecell HHTepBajl MeX 1y u3cieABaHusTa. Thil KaTo JeMoiexos3ara e
MHOT0(aKTOPHO 3a00JsIBaHE, HEOOXOAMMO € Ja ce JIEKYBaT ¢ MOAXOISIIN CPEICTBA OCTAHAIIUTE
€IHOBPEMEHHO MPOTUYALIH 3a00IBaHUSL.

9. CbBeTH 32 NPABMJTHOTO NPHJIATAHE HA MPOAYKTA

TaOnerkuTe OT TO3M BETEPUHAPEH JICKAPCTBEH NPOIYKT ca JbBUYAILU U OBKYCCHH U 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

Ja ce cpxpaHsaBa gajied oT IorjieAa U Ha HEAOCTHITHH 3a JeIa MeCTa.

To3u BeTepUHAPEH JEKAPCTBEH NPOAYKT HE M3UCKBA HUKAKBU CIICLIUATHU YCIOBHUS 3a ChbXpPaHCHUE.
Ja He ce U3moJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIE]l U3TUYAHE CPOKa HA TOJHOCT,
MOCOYCH BhPXY KapTOoHeHaTa KyTus u onmctepa cien Exp. CpokbsT Ha TOJHOCT OTTOBaps Ha
MOCJIEAHUS IeH OT TO3H Mecell.

19



12. ChnenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’I>I[aT 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
3aKOHOJIATEJICTBO U C BCUYKHU MPUJIOKUMH HAIIMOHATHN CHCTEMH 32 chOupaHe. Te3u MEepKH Iie
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 ONMAKOBKH
EU/2/15/191/001-018.

3a BCsKa KOHICHTPALHS, IbBYALIUTE TAOJICTKH Ce€ TpeiaraT B CJISIHUTE Pa3MEpH Ha OTTAKOBKATA:
KapTOHEHa KyTus ¢ eauH omucrep ¢ 1, 3 nnm 6 TabieTku.

He Bcuukn PasMEpu Ha OITAKOBKATa MOrat Ja 6’B,I[aT npeajiaranv Ha 1masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

ITonpoOHa nH(pOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE ]a HaMepuTe B 6azaTa TaHHH
Ha Cpro3a otHocHO nponykrute (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a Bpb3Ka

IIpurekaTel Ha pa3pelieHUEeTO 3a ThPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA
nNapTUau:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Bbenrus

MecTHH IpeICTABUTESIN M IAHHU 34 BPh3Ka 3a CT)O6IHaBaHe Ha mmpeanojgaracMmn He6HaFOHDI/I$ITHI/I
pCaKIUM:

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
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17. JdombjaHuTteaHa HH(poOpMAIUA

Sarolaner e akapuIH/ 1 HHCEKTUIIN, KOUTO MPUHAICKH KbM H30KCA30JMHOBOTO CEMEHCTRO.
Sarolaner e akTuBeH cpeury Be3pacTHu 0baxu (Ctenocephalides felis w Ctenocephalides canis), kakTo
U Cpelily HIKOW BUIOBE KbpJieku kato Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
Rhipicephalus sanguineus u cpeity napsure Ha Demodex canis, Otodectes cynotis u Sarcoptes
scabiei.

[Tpu 6BaXHM MBpPBHUTE pe3yNTaTH ce HaOmMoaaBaT § Yaca Ciiel HPUKPEIBAaHETO UM B IPOIBIDKEHHE Ha
28 1HU ciell IpUJIaraHeTo Ha BETEPUHAPHUS JieKapcTBeH NpoayKT. [Ipu kepnexu (1. ricinus)
HAYaJI0TO Ha e(hUKACHOCTTA € B PaMKHUTE Ha 12 yaca cjel IpUKpPEenBaHETO UM U B IPOABIKEHUE Ha 28
JHCBHUA MEPHUOJ] CIIEA NPUIAraHETO HAa BETCPUHAPHUS JICKAPCTBECH MPOAYKT. K’bpﬂe)KI/ITe 10
JKUBOTHOTO IPEH MPHJIAraHETO Ha MPOAYKTa CE€ YHMIOKABaT B paMKUTE Ha 24 dJaca.

BerepuHapHUAT IeKapcTBEH MPOAYKT YOMBAa HOBOM3MIONEHNUTE OBJIXU BbPXY Ky4eTO TpeIH Te a

CHECaT Hﬁua, KaToO 10 TO3U HAYUH NpCaAIa3Ba OKOJIHATa Cpc/id OT OIlapa3ruTABAHEC C 6’LJ'IXH, B 30HUTEC,
A0 KOUTO KYUCTO MMa JOCTBDII.
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