INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Simparica Trio TabneTku 3a 1pBUYCHE 3a Kydera 1,25-2,5 kg
Simparica Trio TabneTku 3a TbBYCHE 3a Kyuera >2,5-5 kg
Simparica Trio TabjaeTKH 3a 1bBUCHE 3a Kydera >5—10 kg
Simparica Trio TabjeTKH 3a 1bBUEHE 3a Kyueta >10-20 kg
Simparica Trio TabneTku 3a ApBUYEHE 3a Kyuera >20—40 kg
Simparica Trio TabeTKH 3a IbBUEHE 3a Kydeta >40-60 kg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska TabneTka CbAbpiKa:

AKTHBHHM BelllecTBA:

Simparica Trio Ta0ieTkn 3a TbBYeHe sarolaner moxidectin pyrantel (kato
(mg) (mg) embonate) (mg)

3a kydera 1,25-2,5 kg 3 0,06 12,5

3a Kydera >2,5-5 kg 6 0,12 25

3a kyueta >5-10 kg 12 0,24 50

3a kyueta >10-20 kg 24 0,48 100

3a kydera >20-40 kg 48 0,96 200

3a kydera >40-60 kg 72 1,44 300

ITomo1Hu BemiecTBa:

KadecTBeH CbCTaB Ha IOMOIIHUTE
BEIECTBA U IPYIUTE CbCTABKHU

KosmyecTBeH cbeTaB, ako Ta3n nHpopmanus e
BAKHA C OTJIeJl HA MPABUJIHOTO NPHJIATaHe HA
BeTePHMHAPHUS JIEKAPCTBEH MPOAYKT

Hypromellose

Lactose monohydrate

Sodium starch glycolate type A

Meglumine

Butylhydroxytoluene (E321)

0,018%

Pigment blend 018 (Sunset Yellow FCF
(E110), Allura Red (E129), Indigo
Carmine (E132))

Hydroxypropylcellulose

Silica, colloidal anhydrous

Magnesium stearate

Maize starch

Confectioner’s sugar

Glucose, liquid

Pork liver powder

Hydrolysed vegetable protein

Gelatin

Wheat germ

Calcium hydrogen phosphate anhydrous




UepBeHo-kadsBO OIMBETCHH Ta0JICTKH C opMa Ha TICHTArOH Che 3a001eHN prOoBe. TabmeTkara e
IIaMIIOBaHa ¢ KOHIIEHTpaIUATa Ha sarolaner OT eqHaTa i cTpaHa.

3. KIMHUYHA UTH®OPMALIUA

3.1 Bwupose ’KUBOTHH, 32 KOUTO e mpeaHasHavyeH BJIIT

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/ }KMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

3a Ky4cTa ¢ W pUCKOBU OT CMCCCHU I/IH(l)eKI_II/II/I OT BbHIIHU U BBTPCIIHU IMAPA3UTU. BeTepI/IHapHI/IHT
JICKAPCTBCH MPOAYKT € USKIFOYUTCIIHO ITOKA3aH, KOTAaTO € H€06XO,Z[I/IMO TPECTUPAHC CPCILY KbPJICIKU,
OBJIXU WIIH aKapyu 1 CTOMAIIHO-YPECBHU HEMATOAU 110 €JTHO U CHIIO BPEME. BeTepI/IHapHI/DIT
JICKaApCTBECH MMPOAYKT € CAHOBPEMCHHO e(bI/IKaCGH 3a JICUCHUC U MTPEATIa3BaHC OT aHTMOCTPOHIUJI03a U
npeamna3BaHe OT unpodmnapnosa n TCJ1a3no3a.

EkTonapazuru:

- 3a jieyeHUE Ha ONapa3uTsIBaHE C KbPJIeKU. BeTepuHApHUAT IeKapCTBEH MPOTYKT UMa
He3a0aBHA M MTPOABIKUTENHA CIIOCOOHOCT Jia yOMBa KBPIICKHUTE 3a TIEPUOJT OT 5 CEAMHUIIA
cpemy Ixodes hexagonus, Ixodes ricinus n Rhipicephalus sanguineus v 3a 4 ceIMUIIA CPEIILy
Dermacentor reticulatus;

- 3a nedeHue Ha omapasuTiaBaHe ¢ Obaxu (Ctenocephalides felis n Ctenocephalides canis).
BerepuHapHUAT neKapcTBEH NPOAYKT UMa He3a0aBHA U MTPOABIDKUTEIHA CIOCOOHOCT Jla yOuBa
OBJIXH ITPH HOBO 3apa3sBaHE 3a MEePUOJ] OT 5 CEIMUIIH.

- BerepunapHUAT neKapCcTBEH MPOAYKT MOXKE J1a CE MOJI3Ba KaTO YacT OT JieueOHaTa CTpaTerus 3a
KOHTPOJI Ha aJIepruieH JAepMaThT OT yxamBaHe ot Obixu (FAD).

- 3a nedeHue Ha CapKOIITO3HA KpacTa (MpUYMHEHA OT Sarcoptes scabiei var. canis),

- 3a nedeHue Ha Aemozeko3a (mpuunHeHa ot Demodex canis).

lacTponHTECTHHAIHN HEMATOIH:

3a jleyeHue Ha Onapa3uTsIBaHe C FACTPOMHTECTUHAIHY KPBIJIM Y€PBEU U aHKHUJIOCTOMHU:
- Toxocara canis ne3penu Bb3pactau (LS5) u Bp3pacTHy;

- Ancylostoma caninum L4 napBu, He3penu Bb3pacTHU (L5) u Bb3pacTHH;

- Toxascaris leonina Bb3pacTHU;

- Uncinaria stenocephala Bp3pacTHu.

Jlpyru HEMATOIU:

- 3a mpeamnasBaHe OT ChpJeUeH uepBelt (Dirofilaria immitis);,

- 3a mpenmnasBaHe OT aHTHOCTPOHTHIIO3a Ype3 HaMaJIsiBaHe CTENEHTa Ha HH(EKTHpaHe ¢ He3peln
BB3pactau (L5) dopmu Ha Angiostrongylus vasorum;

- 3a nedeHue Ha aHTUOCTPOHTHIII03a (Angiostrongylus vasorum),

- 3a mpenoTBpaTABaHE PA3BUTHETO Ha Tela3uo3a (ouHa HH(MEKIHs ¢ Bb3pacTHU Napa3uTH
Thelazia callipaeda).

3.3 IIporuBomokaszanus

213 HE CC U3M0JI3Ba IMPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHUTEC BCUICCTBA WJIN KbM HAKOC OT
IIOMOIITHHUTEC BCIICCTBA.

3.4 ChneuuajHM npexynpexaeHust
KbprnexunTe n ObaxuTe TpsOBa /1a 3aII0YHAT J]a CE XPAHSAT OT TOCTONPHEMHHKA, 32 J1a ObJaT H3JI0KEHH

Ha JISHCTBUETO HA sarolaner; TOpajy Ta3u MPUYMHA TPEIaBaHETO HA TPAHCMUCUBHU HHQEKIIUH HE
MOXe€ J]a C€ U3KIIIOUH.



BeTepuHapHUAT TeKapCTBEH MPOAYKT HE € ehUKACeH CpeITy Bb3pacHu dhopmu Ha D. immitis. Bpupexu
TOBa HETOBOTO MPHJIOKEHHE MPH Ky4yeTa, MHPEKTUPaHHU ¢ Bb3pacHH (HOpMH Ha ChpIICUCH YepBel He
OuBa J1a ce orpaHryaBa OT ChOOpakeHus 3a Oe3omacHoCcT. Kydera oT paifioHu, eHAEMHYHH 3a
ChPJICYHUS YepBEH (MM TaKWBa, KOUTO ITBTYBAT J0 CHISMUYHH PAiOHM), MOTaT Ja ObaaT
uH(GEKTUPAHU C Bb3pacTHH opMu Ha chpaeueH yepBeid. [loaabpikaHeTo Ha ePUKACHOCTTA HA
MaKpOLMKINYHUTE JIAKTOHH € OT PelIaBalllo 3HaueHUEe 3a KOHTposa Ha Dirofilaria immitis. 3a
HaMaJsiBaHE Ha PUCKA OT Pa3MpOCTPaHEHUE HA PE3UCTEHTHOCT CE MPENnophyBa BCUUKHU KydeTa Jia ce
H3CJICABAT 3a HAJIMYMWEC Ha HUPKYJIUPpAIINH aHTUTCHU U MI/IKpO(i)I/IHapI/H/I B KPpbBTAa B HAYAJIOTO HAa BCCKU
Ce30H Ha MpopMIaKTUYHO TpeTupaHe. CamMo )KMBOTHHUTE C OTPHUIIATENIEH PE3YJITaT MOTar Ja ce
TpEeTUparT.

PesucteHTHOCT Ha Mapa3suTUTE KBM OMpe/eieH Kiac MapasuTUIIUAHNA TPOAYKTH MOXeE J1a Ce pa3Bue
clle]] yecTa, MoBTapAlla ce ynoTpeda Ha NpoIyKTH OT TO3H kiac. [lopanu Tasu npuunHa yrnorpebaTa
Ha TO3H MPOAYKT TPsIOBa Jla ce OCHOBABa HA OLICHKATA HAa BCEKH MHAMBUAYaJICH CITydail U Ha
JIOKaJTHATa eMUIEMHOJIOTHYHA HH(OpMAIIKS 32 aKTyallHATa BH3IPHEMYHUBOCT Ha MPUIEITHUTE
Iapa3uTH C 11eJ1 OTPAaHNYaBaHE HA Bb3MOXKHOCTTA 3a OBEII0 Pa3BUTHE HAa PE3UCTCHTHH BHIOBE.

3.5 CheunajHu npeana3Hu MepKH NMpu ynorpeda

CrenuaaHy Opeana3Hu MEPKH 3a Oe3omacHa ynoTpe0a py BUJIOBETE KUBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

ITopaau numica Ha HHGOPMAITHS, TPETUPAHETO HA KYUCHIIA Ha BB3PACT MO 8 CEIMMUIIHA WJIH C TeJIeCHA
Mmaca mof 1,25 kg TpsOBa aa ce U3BBpIIBA CaMO CIIS MPEIeHKA M0J13a/PUCK OT OTTOBOPHUS
BETEpUHAPEH JIeKap.

[IponykTbT noOpe ce e npueMai oT KyueTa ¢ HeZJOCTaTbUHOCT Ha MYJITUPE3UCTEHTEH-IPOTEHH |
(MDRI1 -/-). Berpeku ToBa IpH T€3W YyBCTBUTEIHH NOPOAH (KOUTO MOTaT J1a BKJIIOYBAT, HO HE CE
OrpaHuyaBaT caMo OT TAX, kaTo Konu 1 nogobHu mopoau), npenopbrunuTenHaTa 103a TpsaOBa CTPUKTHO
Jla ce clia3Ba.

CoenyanHy npeAna3sHyd MEpKH 3a JIMLATa, TpUiaraiiyd BeTepUHAPHU JICKAPCTBEH MPOIYKT HA )KUBOTHUTE:
M3muiite priiere cien paboTa ¢ MpoayKTa.

Crny4yaliHOTO MOTTBIIAHE HA TIPOIYKTA € Bh3MOXKHO J1a IPUIMHA HEOIArONpUsTHU PEaKIIUU KaTo
MPEXO/IHA HEBPOJIOTUYHH TPU3HALM Ha Bh30YyIMMOCT. 3a Tipe/ina3BaHe Ha Jielata OT JOCTHII JI0
MPOIyKTa, caMo €Ha JbBUaIia TadjaeTka TpsiOBa Jia ce m3BaXkaa oT OJIMCTepHaTa OIaKoBKa M CaMo
npu HeoOXoaMMOCT. briucTepHaTa onmakoBKa ciiesi ToBa TpsiOBa Ja ce BbpHE B KAPTOHEHATA KYTHS
He3a0aBHO ciie]| yroTpeda U KapTOHEHAaTa KyTHs J1a C€ ChXpaHsBa Jajied OT MOTJIe/ia ¥ Ha HeIOCThITHU
3a gena mecta. [Ipu cinyvaiiHo nornbiaHe, He3a0aBHO J1a ce OThPCH MEJIUIIMHCKU CHBET, KaTo Ha
JIeKaps ce MpeJI0CTaBH JIMCTOBKATA WIIH €TUKETA Ha TIPOIYKTA.

CrenmanHy Ipeana3Hu MEPKH 3a 3allliTa Ha OKOJIHATa cpefia:
He e npunoxumo.

3.6 HeOnaronpusiTHU peaKkuuu

Kyuera:
MHoro peaku CroMantHo-4peBHH MpU3HAIH (KaTO ITOBPBINAHE,
(rmo-mamko ot 1 mHa 10 000 TpeTupanu nuapus)’!
JKUBOTHU, BKJIFOUUTEITHO U30JUPAHU CucTeMHM HapyIIeHHs (KaTo JeTaprus, aHopekcus)'
CHOOIIIECHUS): Heponoruuyan npusHamm (KaTo TpeMop, aTaKCHs,
KOHBYJICHH )

! B noBeuero CJIydau TC3U MpU3HAIU Ca JICKU U NPCXOAHU.
2 B noBeuero CJIydau TC3U MpHU3HAIU Ca MMPECXOAHU.



Cro01maBaHeTo Ha HEONArOMPHUATHY PEAaKIMU € BaKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JIeKapcTBeH MpoAyKT. ChoOIIeHusITa TPsOBA 1a ce N3IpaIar, 3a
MpEANOYUTaHE YpEe3 BETEPUHAPEH JIEKap, UK HA IIPUTEKATENS Ha pa3pelICHUETO 32 ThPrOBUS WM HA
HaI[MOHAJHYSI KOMIIETCHTEH OpPTaH 4Ype3 HallMOHAIHATA CHCTeMa 3a choOIaBane. BiukTe chIo Touka
,»JJAaHHU 32 BPB3Ka'* OT JINCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS WU sliilEeHOCeHe

BezonacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOJYKT HE € JI0OKa3aHa 1o BpeMe Ha OpeMEeHHOCT U
JIAKTALMS WK TIPU Ky4eTa, MpeIHa3HAYCHH 3a Pas3Iuiof.

BbpeMeHHOCT M naKTanus:
He ce npenopbuBa npugaraneTo Npu TE3U KUBOTHHU.

3aI1019€MOCT:
Jla He ce M3MOJI3Ba MPU )KUBOTHH 33 PA3ILIO/.

3.8 B3zaumopneiicTBHe ¢ APYrd BeTePUHAPHU JeKAPCTBEHU NPOAYKTH U Apyru ¢dopmu Ha
B3auMo/elicTBHE

He ca u3BecTHH.

JlokasaHo e, ye MaKpOIMKINYHUTE JIAKTOHHU, BKITFOUMTEIHO moXxidectin ca cyOcTpaTH 3a p-
glycoprotein. ITopaau Ta3u npuyHHA MO BpEMe Ha TPETUPAHE C TO3W BETEPUHAPEH JICKAPCTBCH
MPOAYKT, APYTH MPOIYKTH, KOUTO MOrat jga MHXxuOupar p-glycoprotein (karo cyclosporine,
ketoconazole, spinosad, verapamil), 1a ce U3M0J3BaT SAHOBPEMEHHO CaMO CJIe]T IIPEIIeHKa T0J13a/PUCK
OT OTTOBOPHHS BETCPHUHAPEH JIeKap.

3.9 HayuH Ha NPUIOKEHHE H JO3UPOBKA
IlepopaiHo npuIOKEHUE.
o3a:

BerepuHapHUST N1eKapcTBEH NPOAYKT Ja ce mpuiara B qo3a 1,2—2,4 mg/kg sarolaner, 0,024—0,048
mg/kg moxidectin u 5—-10 mg/kg pyrantel cbriiacHo TabmuIaTa MO-I0MY:

Tenecna | Konuentpan | Konmentpan | Konuentpa | Konuentpan | Konuentpan | Konuentparir
Mmaca (kg) Yd Ha Yd Ha 1yd Ha Yd Ha us Ha Yd Ha
tTabnerkara | TaOneTkara | Ta0yieTkara | Ta0JieTKaTa tTabneTkara | TabyeTKaTa
3mg/0,06 m | 6 mg/0,12m | 12 mg/0,24 | 24 mg/0,48 48 mg/0,96 | 72 mg/1,44
mg/50 mg g/100 mg mg/200 mg mg/300 mg

>40-60 kg

>60 kg IToaxosia KOMOMHAIINSA OT Ta0JICTKH

3a aa ce OCUTYpHU MMPABUIIHO OO3HUPAHE, TCICCHATA Maca Tp$I6Ba Ja c€ onpeaAcCiii Bb3MOKHO Ha-TOYHO.

Meto1 HAa TpHUI0KEHHE:
TabneTkuTe MOTAT J1a Ce MPUIIOKAT C WU Oe3 XpaHa.

Tabnerkute Simparica Trio ca OBKYCEHH U € JIEKOTA Ce ITPUEMAT OT TIOBEYETO KydyeTa, KoraTo ce
npejyiaraT OT CTOIIaHUHA. AKO Ta0JIeTKaTa He ce IpreMa JJOOPOBOJIHO OT KY4eTO, TS MOXKe J1a ce
MpUJIara v ¢ XpaHa WK JUPEKTHO B ycTarta. TabneTkute He TpsiOBa 1a ce pa3essir.



CxeMa 3a TpeTupaHe:

Cxemara Ha TpeTHpaHe TPsOBa /la Ce OCHOBaBa Ha MarHo3a OT BETepUHAPEH JIeKap, MeCcTHaTa
SMUIEMUOJIOTUYHA 00CTaHOBKA U / WM CMHUIEMHUOJIOTHYHATA OOCTAHOBKA B IPYTH 30HU, KOUTO KYy4eTO
€ TIOCETHIIO WJIH IIIE MOCETH. AKO Bb3 OCHOBA Ha CTAHOBHMIICTO Ha BETEPUHAPHMSI JICKAp CE Hajlara
MTOBTOPHO MPHUIIOKEHUE Ha MPOYKTa, BCAKO IOCIICABAIIIO IPUIIOKEHHE TPSOBa J1a Ce U3BBPIIIBA C
MUHHUMaJICH HHTEpBaJ OT 1 Mecetl.

[IpoaykTbT TpsiOBa Aa ce U3MOI3Ba CaMO IPU Ky4eTa, IpU KOUTO € II0Ka3aHO €IHOBPEMEHHO JICUEHUE
Ha OTapasuTABaHE C KbPJeXH / OBJIXH / akapy U CTOMAIIHO-YPEeBHU HeMaToAu. [Ipu nurica Ha pUCK OT
CMECEHO 3apa3siBaHe, [ja ce U3M0JI3Ba MapasuTULIU C IO-TECEH CIEKThP Ha JCHCTBHE.

Jleuenue na unghecmayus ¢ 6vAXU U KbPAEIHCU U CHIOMAWHO-YPEBHU HEMAMOOU:

BerepuHapHUAT n€KapcTBEH MPOAYKT MOXKE J1a CE U3MO0JI3BAa KaTO YacT OT CE30HHOTO JIEYEHNE Ha
orapasuTsBaHe ¢ OBJIXH U KbPIICKH (B 3aMsiHA Ha JICUCHHUE C aKTUBEH CaMO CPeIy OBJIXH WIH
KBPJIEKH NMPOJYKT) MPU KydeTa ¢ €JHOBPEMEHHO TUAarHOCTULIMPAHH U TaCTPOUHTECTUHAIHU
HeMaToIHU nHeKIMU. EAHOKpaTHOTO NpuiiokeHne € e(hUKacHO 3a JCUYCHUETO Ha ONapa3uTsIBaHE ChC
CTOMAIITHO-4YpeBHU HeMaToau. Clies1 JIedyeHre Ha HeMaTOAHNUTE HHPEKIMNUTE, TPOIBIDKETE
TPETUPAHETO C POYKT, aKTUBEH CPEITy OBJIXH U KBPIICHKH.

Tpogpunaxmuka Ha oupopurapuo3a u AH2ZUOCMPOHSUNIO3A.:

EnHokpaTHOTO MpHUIIOKEHUE OCBEH TOBA MpeJiNa3Ba OT 3apa3siBaHe ¢ 0eloIpoOHH napa3uTH (Upe3
HaMaJIsIBaHe Ha He3penute Bh3pacTHU (LS5) Ha A. vasorum) n 6onectra qupodwunapuosa (D. immitis) B
NpOJBDKEHNE Ha enH Mecell. Korato mpoayKThT 3aMeHs ApyT MPOAYKT 3a MPOPHIAKTHKA Ha
OenopoOHa napa3uTo3a WK AUPoPUIIapro3a, IbpBaTa J03a OT MPOAYKTa TPIOBa Ja Ce MPUIIOKH B
paMKUTe Ha eMH Mecel] OT MOCIeHaTa /1033 OT MPEAUIIHUS BeTepUHAPEH JIEKapCTBEH NMPOAYKT. B
SHJIeMUYHHUTE 00JIacTH Ha KyJeTara Jia ce IpuJiara mpoayKT 3a MpoQHIakTHKa Ha 0e101poOHH YepBen
w/vm aupodriiaprosa Ha MeceuHH MHTepBaiy. [IpernoppruBa ce MpOPUIAKTUKTHIHOTO TPETHPAHE
cpelry Tupoduiaaprosa aa IpoabJDKU 10 Hal-Manko 1 Mecer] e/ MOCcIeIHUSIT KOHTAKT C KOMapH.

Jleuenue na aneuocmponaunosa (npuuunena om Angiostrongylus vasorum):
Tpsi0Ba na ce mpuI1oXkK eIHOKpaTHA 103a. [IpenopruBa ce 1OMbIHUTENEH MPEeriie]l OT BEeTepUHAPEH
nexap 30 qHM clies1 TeYSHUETO, Thil KATO HAKOU )KHBOTHH MOJKE JIa M3UCKBAT IIOBTOPHO TPETHUPAHE.

3a npedomsepamssane pazeumuemo Ha meiazuoza (OuHa ungexyus c evspacmuu napazumu Thelazia
callipaeda):

EsxeMeceqHOTO MpHUIIoKEHNE Ha TIPOTyKTa TPEIOTBPATABa Pa3BUTHETO HA HH(PEKIHSI C Bb3PacTeH
oueH napasut Thelazia callipaeda.

3a neuenue na demoodexkosa (npuuunena om Demodex canis):

[Ipunaranero Ha eMHUYHA J103a BEJHBXK MECEUHO 32 J[Ba [TOCIIEIOBATEIHU Mecela ¢ e(UKacHO 1
BOJIM JI0 3HAYUTEITHO NOJOOPEHME Ha KIIMHUYHUTE pu3HaIy. JleueHueTo TpsoBa J1a mpoIbIDKHY,
JIOKATO KOXKHUTE MPOOU ca OTPUIIATEITHY MIPU Hal-MaJIKO JIBE MOCIICOBATESIIHU U3CIICABAHMS C
WHTEpBaJl OT eJMH Mecell. Thii KaTo ieMojieKo3aTa € MHOTO(aKTOPHO 3a00JIsIBaHe, MPEMOPHYUTEIHO €
CBHIIIO TaKa J]a Ce JICKYBAT 1O MOIXOI HAUWH BCUUKH YCIIOKHSBAIIH, ChITHTCTBAIY 3a00ISIBAHMS.

3a neuenue na capkonmosua kpacma (npuuunena om Sarcoptes scabiei var. canis):

[Mpunarane Ha eAMHUYHA J103a HA MECEUYHH WHTEPBAIU B IPOIBIDKCHUE HA JIBA TIOCIIEA0BATEITHA
Mecera. Moxe /1a ca HeOOXOIUMH JTOBIHUTEITHA MECECUHHU TPUIIOKCHUS HA TIPOTYKTA CIIE]T
W3BBPIIBAHE HA KJIMHUYHA OIICHKA U KOXXHU TIPOOH.

3.10 CumnTomMHM Ha npeAo3npaHe (M KOraTo e NPUJI0KMMO — NPOoLeypPH Ha AelicTBHe NIPH
CIICLIHHU CJIy4Yau M AHTHIO0TH)

HpI/I ImpujiaraHe Ha J103a, 7 IpTH HaaBHUIIIaBalla MaKCUMAJIHO IIpErIopbyuaHaTa Impu 8-CCIIMI/I'~IHI/I MaJIKH
Ky4CHIla, HC Ca Ha6J'IIO,I[aBaHI/I HC6J'IaFOHpI/I$ITHI/I pcaKkuuu.



[Tpu maGopaTopHH U3CIIEABAHUS MPOJYKTHT CE € TIprUeMai Jo0pe OT KydeTra ¢ HeJIOCTAThYHOCT Ha
MyaTupesucteHTeH-mpoterd 1 (MDR1 -/-) npu eqHOKpaTHO IEPOPATHO MPUIOKEHUE HA 03, 3 IbTH
Ha/IBUIIIABAIa MAaKCUMATHO MpenopbuaHarta. [Ilpu e THOKpaTHO mepopaiiHo MPIIIOKEHUE Ha 1033, 5
IBTH HAABUINABAIA MAKCUMATHO TIPENOophUaHaTa MPY TE3U YyBCTBUTEIHU MMOPOM KydeTa, ca
HaOJIF0IaBaHH MIPEXO/IHU aTAKCHUSl U/WIIH MYCKYJTHH (hacIIUKyJIAIH.

3.11 CnenuajiHM OTpaHUYEeHHUs 32 YNOTpeda U crelMaJIHU yCJIOBHUS 32 yNOTpe0da, BKJIIOYHATETHO
OrpaHNyeHMs 32 ynoTpedéaTa Ha AHTUMHMKPOOHHM M MPOTHBONAPA3ZUTHU BeTePUHAPHHI
JIeKapCcTBeHHU NMPOIYKTH, C LieJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH CpOKOBe

He e mpuioxumo.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA
4.1 BerepunapeH JiekapcTBeH aHaTOMO-TepaneBTH4eH KoJ (ATCvet Code): QP54ABS52
4.2 @apmakoguHAMHKA

Sarolaner e akapuuua U MHCEKTULNA, KOWTO MPUHAUIEKH KbM H30KCA30JIMHOBOTO CEMEHUCTBOTO.
OCHOBHHAT MEXaHU3bM Ha JICHCTBHETO Ha sarolaner Mpu HACEKOMHTE M aKapuTe € PyHKIMOHATHA
Onokaja Ha IMTaHA-3aBUCUMUTE XJopuaHH kKaHau (GABA-penenTopu u riryramar-perentopH).
Sarolaner 6moxupa GABA- 1 rimyTaMaT-3aBUCUMHTE XJIOPUIHA KaHAIH B [IEHTPAIHATA HEPBHA
cucTeMa Ha HaceKoMuTe U akapute. CBbP3BAaHETO HA sarolaner KbM TE3W PeLIENTOPU NPEN0TBPaTIBa
HaBJIM3aHETO Ha XJIOpHU HoHH upe3 GABA u rmyraMmaT-cBbp3aHN HOHHM KaHAJIH, KOETO BOJIHU /10
MOBHUIIIEHA HEPBHA CTUMYJIallUs U CMBPT Ha ChOTBETHHUS Mapas3uT. Sarolaner nposBsBa MO-BUCOKA
(hyHKITMOHATHA CTTOCOOHOCT Ja OJIOKHpa PEENTOPUTE IPH HHCEKTH / aKapy B CpaBHEHHE C
peuenrtopure Ha 603aitHuIM. Sarolaner He B3auMoOJeicTBa ¢ APYTH W3BECTHU MHCEKTUIMIHN 30HU Ha
CBBbp3BaHEe HA HUKOTHHOBH WK Ipyrn GABAepruyHu HHCEKTHLIUAN KaTO HEOHUKOTHHOUIH,
(humponm, MIIOEMUIIMHN, aBEPMEKTHHH M MIUKIIOJUEHH. Sarolaner € akTHBEH Cpenly Bb3pacTHU OBJIXU
(Ctenocephalides felis w Ctenocephalides canis), HIKOM BUIIOBE KbpIEeKHU KaTo Dermacentor
reticulatus, Ixodes hexagonus, Ixodes ricinus v Rhipicephalus sanguineus KakTo U Cpelly aKapute
Demodex canis n Sarcoptes scabiei var. canis.

Kbprexure, KOUTO Ce HAMUPAT BbPXY )KHBOTHOTO IMPEIU NpUIaraHe Ha MPOAYKTa WX OT HOBU
OTrapa3uTsBaHUS Clie/l IpIiarane Ha MpoyKTa, ce yOuBar B paMkuTe Ha 48 gaca. 3a Buma /. ricinus
TOBa HA4YaJIO Ha €UKACHOCT € B paMKHTE Ha 24 Jaca, 110 BpeMe Ha 35-THEBHUS ITEPUOT CIIC]T
MpUJIaraHe Ha MPOJIyKTa.

IIpu 6BIXUTE HAYAIOTO HA e(pUKACHOCTTA € B paMKuTe Ha 12 10 24 yaca OT MpUI0KESHUETO U B
MIPOIBIDKCHHE Ha TET CEIMUITH CIIS/ MIPIIaraHeTo Ha MPOyKTa. bhIxuTe, KOUTO Ce HAMUPAT BHPXY
YKUBOTHOTO TIPEIU TPETUPAHETO, CE YOMBAT B paMKUTE Ha 8 Yaca. BeTepuHapHUAT JIEKapCTBEH
MPOIYKT YOUBA HOBOIIOSIBHIIMTE CE BBPXY KYy4eTO OBJIXH, IPEIH TE J]a MOTaT Jia CHACAT SIHIA 1
CJIEZIOBATEITHO MPEIOTBPATABA Pa3POCTPAHEHUETO B OKOJIHATA Cpeia Ha OBJIXU B PAHOHUTE, 0 KOUTO
KYy4eTO UMa JJOCThII.

Moxidectin ¢ BTOpPO HOKOJIEHHE MaKPOIMK/IMYEH JJAKTOH OT CEMEHCTBOTO HA MHJIOEMHIIMHUTE.
OCHOBHUAT My MEXaHU3bM Ha JISHCTBHE BIIUsIE BPXY HEBPOMYCKYJIHOTO TpeaBaHe Ha HUBOTO Ha
[IyTamMaT-CBbP3aHUTE XJIOPHIHU KaHAIM U, B TO-MaJKa crerneH, Ha GABA (rama aMmuHO-MaciieHa
KHCEIMHA) KaHad. To3u epeKT BOIHU 10 OTBApPSHE Ha XJIOPUIHUTE KaHAIM HA TIOCTCUHANITUYHATA
30Ha, 32 JIa ce TI03BOJIM HABJIM3aHe Ha XJIOPHH HoHU. ToBa BOAM J0 OTIyCHATA Mapajn3a U CBEeHTYaIHa
CMBPT Ha NMapa3uTH, U3JT0KECHN Ha NEHCTBUETO HA JeKapCcTBOTO. Moxidectin e akTHBEH cperry
BB3pacTHU hopMmu Ha Toxocara canis, L4 napeu, Hespenu craguu (LS) Ha Ancylostoma caninum, L4



Ha Dirofilaria immitis, Bs3pacTHU U HEe3penu ctaaun (LS) Ha Angiostrongylus vasorum M He3pen
cranuu Ha Thelazia callipaeda.

Pyrantel e aronuct Ha HUKOTHHOBUS aneTwixoiauH (ACh) kananen perenrrop (nAChR). Pyrantel
umMuTHpa aroHucTnIHuTe epektd Ha ACh upe3 cBbp3BaHe C BUCOK apUHHUTET KbM CIIeHU(DUIHH 32
noarun crenupudan Honopopau nAChRs B HeMaTouTe, KaTO B CHIIOTO BpEME HE C€ CBBP3BAT C
myckapuHoBd mAChRs. Criex cBbp3BaHe ¢ penenrtopa, KaHalbT ce OTBapsl, 3a /1a II03BOJIM Ha IIPUTOKA
Ha KaTHOHHU JIa JIOBEJIE JI0 JICTIOJSIPU3UPAIIO U Bh30YKAalI0 Bb3/IeHiCTBAE BHPXY HEMATOTHHUS MYCKYII,
KOETO B KpaifHa CMETKa BOJIY JIO CIIACTUYHA T1apajii3a Ha uyepBesi 1 CMBPT. Pyrantel e akTiBeH cperry
He3penu craguu (LS) u Be3pactau ot Toxocara canis, B3pacTHu 0T Ancylostoma caninum,
Toxascaris leonina u Uncinaria stenocephala.

B Ta3u pukcupana komObunanums, moxidectin u pyrantel ocurypsiBatT JOIbIHUTEIHA AHTUXEIIMUHTHA
e(UKacCHOCT Ype3 pa3IuyHu MEXaHW3MH Ha aelicTBue. [lo-cnennanto, 1 JBeTe aKTUBHU CyOCTaHLIUU
JOTIPUHACST 32 001aTa eUKACHOCT CPeIly CTOMAITHO-UYpEBHUTE HEMaTo I Ancylostoma caninum u
Toxocara canis.

4.3 @apMaKkOKMHETUKA

CuctemMHOTO pe3opOupaHe Ha sarolaner ciel epopaIHO NPHUIOKEHUE € JIECHO U ObP30, C JOCTUTaHe
Ha MAaKCUMAaJIHM IUIa3MEHH KOHLIEHTPAlMY B paMKHUTE Ha 3,5 9aca (tmax) € MPUIIOKEHUE C BUCOKA
omonammyHOCT OT 86,7%. Sarolaner 6aBHO ce enmMMUHHpPA OT TUTa3Mara (TOMY>KHBOT OT OKOJIO 12 1THU)
Yype3 KITbYHATa eKCKPELHs U ce eTUMHUHUPA Ype3 U3MPaXKHEHUITa C HE3HAUUTENIeH MPUHOC Ha
METa0O0JIUTEH KIUBPBHHC.

CucreMHoTO pe3opOupaHe Ha moxidectin ciell IEpOPATHO MPIIIOKEHUE € JIECHO U OBp30, C
JOCTUraHe Ha MAaKCUMAaJIHHU IJIa3MEHH KOHLIEHTPALUHU B paMKUTE Ha 2,4 Yaca (tmax) CICA MPUIOKEHUE
u ¢ 66,9% Ononannunoct. Moxidectin 6aBHO ce eTMMUHHpPA OT I1a3MaTa (IOIY>KUBOT OT
npuban3uTeTHo 11 THM) Upes )KTbuHATA EKCKPEIHS U Ce SIMMIHIPA Ipe3 M3MPAKHCHUAATA C
HE3HAYUTEJICH NPUHOC HA METAOOJIMTEH KIUbPBHC.

Pyrantel embonate ce pe3opOupa ci1abo u pe3opOupaHara 4acT UMa tmax OT 1,5 Yaca u MoJyKUBOT OT
7,7 gaca. Pyrantel ce enuMuHmpa upe3 pexaImuTe, MajaKaTa pe3opOrpana 4acT ce eTMMUHUPA TIIaBHO
Yype3 ypHHaTa.

[IpannnanHOTO CHCTOSTHHE HA KydeTaTa He BIHAC BbPXY CTEIIEHTa Ha pe30opOuus Ha sarolaner u
moxidectin.

5. DOAPMALIEBTUYHU JAHHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpoxk Ha roaHoCT

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

5.3 ChnenuanaHu ycJa10BHA 32 CbXpaHeHHe

[a ce cpxpansBa npu tremneparypa nog 30 °C.

5.4 BI/I)I H CbCTAaB HAa MbPBHYHATA OIIAKOBKA

TabneTkuTe ca ONMakoBaHHU B alyMHUHHUEBO (Horo/ponno OIMcTepy, MakKeTHPaHH BbB BHHIITHA
KapTOHEHa KyTHs.



Bcsika koHIeHTpaIus Ha TabJIETKUTE ce Tpejiara B OnakoBKY 1o 1, 3 win 6 TabieTku.
He Bcuuku pasMepu Ha omakoBKaTa Morar Ja ObJaT NpeJiaraHd Ha masapa.
5.5 CneuuajHy MepKH 32 YHUII0KABAaHE HA HEU3MOJ3BAH MPOAYKT HJIH OCTATHIH OT HEro

BerepunapHuTe nekapcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OHMTOBH OTITAABIIH.

W3nom3paiite [IporpamMu 3a BpbLIaHEC IIPU YHUIIIOKABAHCTO HAa HCU3MNIOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU IMPOAYKTHU UKW OCTATHLU OT TAX B CbOTBETCTBUEC C U3UCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO U C BCHYKHU HAITMOHAJIHHU CUCTEMU 3a C’I)6I/IpaHe, IIPUJIIOKHUMU 3a CHbOTBECTHU A
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

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

Zoetis Belgium

7. HOMEP(A) HA PASPEIIIEHUETO 3A ThPI'OBUA

EU/2/19/243/001-018

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

JaTa Ha TEPBOTO M3AaBaHEe Ha MUIleH3 3a yrmoTpeda: 17/09/2021.

9.  JIATA HA IOCJIEJHATA PEJAKLUS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJIYKTA

10. KJIACH®UKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHHU TPOAYKTHU
[la ce oTIrycka caMo 10 JIEKapCKO MpeIIUCAHHE.

[TonpoOHa wH(pOpMAaNKS 3a TO3M BETEPHHAPEH JIEKAPCTBEH MPOITYyKT MOXKE J]a HaMepHuTe B O6a3ara
nmanau Ha Cwro3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE IT
JAPYI'N YCJIIOBUA U U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUS

Hsma.
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ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA
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A. ETUKETH
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NHOOPMAILIUSA, KOATO CE N3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA

KAPTOHEHA KYTUAA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Simparica Trio TabneTku 3a 1bBUYCHE 3a Kydera 1,25-2,5 kg
Simparica Trio TabneTKH 3a JbBUYCHE 32 Kydera >2,5-5 kg
Simparica Trio TabJaeTKH 3a 1bBUCHE 3a Kydera >5—10 kg
Simparica Trio TabneTKu 3a AbBUYEHE 3a Kyuera >10-20 kg
Simparica Trio TabneTku 3a qbBUCHE 3a KydeTta >20—40 kg
Simparica Trio TabJeTKH 3a IbBUEHE 3a KyueTa >40-60 kg

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

sarolaner 3 mg/moxidectin 0,06 mg/pyrantel (katro embonate) 12,5 mg
sarolaner 6 mg/moxidectin 0,12 mg/pyrantel (karo embonate) 25 mg
sarolaner 12 mg/moxidectin 0,24 mg/pyrantel (kato embonate) 50 mg
sarolaner 24 mg/moxidectin 0,48 mg/pyrantel (kato embonate) 100 mg
sarolaner 48 mg/moxidectin 0,96 mg/pyrantel (kato embonate) 200 mg
sarolaner 72 mg/moxidectin 1,44 mg/pyrantel (kato embonate) 300 mg

3. PABMEP HA OITAKOBKATA

1 Tabnerka
3 TabneTKn
6 Ta0neTKN

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

Kyuera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHHA HA ITPUJIOKEHUE

IepopanHo NpHIOKEHUE.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HA FOJIHOCT

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

[a ce cpxpansBa npu temnepatypa nog 30 °C.

‘ 10. HAJNMUCHT ,JIPE/IU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

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

I[a CC ChbXpaHsBa Aajied OT Norjicaa U Ha HCAOCTBIIHU 3a JIC1a MCCTaA.

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

Zoetis Belgium

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUSA HA BJIIT

EU/2/19/243/001 (3 mg/ 0.06 mg / 12.5 mg, 1 Tabnerka)
EU/2/19/243/002 (3 mg / 0.06 mg / 12.5 mg, 3 TabneTkn)
EU/2/19/243/003 (3 mg/ 0.06 mg / 12.5 mg, 6 TabneTkn)
EU/2/19/243/004 (6 mg / 0.12 mg / 25 mg, 1 TabneTKa)
EU/2/19/243/005 (6 mg / 0.12 mg / 25 mg, 3 TabneTkn)
EU/2/19/243/006 (6 mg/ 0.12 mg /25 mg, 6 TabIeTKN)
EU/2/19/243/007 (12 mg / 0.24 mg / 50 mg, 1 Tabnerka)
EU/2/19/243/008 (12 mg / 0.24 mg / 50 mg, 3 TabneTKm)
EU/2/19/243/009 (12 mg / 0.24 mg / 50 mg, 6 Tab1eTKH)
EU/2/19/243/010 (24 mg / 0.48 mg / 100 mg, 1 TabneTka)
EU/2/19/243/011 (24 mg / 0.48 mg / 100 mg, 3 TabneTkn)
EU/2/19/243/012 (24 mg / 0.48 mg / 100 mg, 6 TabieTkn)
EU/2/19/243/013 (48 mg / 0.96 mg / 200 mg, 1 TabieTKa)
EU/2/19/243/014 (48 mg / 0.96 mg / 200 mg, 3 TabneTKn)
EU/2/19/243/015 (48 mg / 0.96 mg / 200 mg, 6 TabieTKN)
EU/2/19/243/016 (72 mg / 1.44 mg / 300 mg, 1 TabneTKa)
EU/2/19/243/017 (72 mg / 1.44 mg / 300 mg, 3 TabneTkn)
EU/2/19/243/018 (72 mg / 1.44 mg / 300 mg, 6 TabneTKn)

‘ 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

Simparica Trio

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEILIECTBA

1,25-2,5 kg
>2,5-5kg
>5-10 kg
>10-20 kg
>20-40 kg
>40-60 kg

3 mg/0,06 mg/12,5 mg
6 mg/0,12 mg/25 mg
12 mg/0,24 mg/50 mg
24 mg/0,48 mg/100 mg
48 mg/0,96 mg/200 mg
72 mg/1,44 mg/300 mg

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

|4 CPOK HA FOJIHOCT

Exp.{mm/rrrr}
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B. JUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

Simparica Trio TabjaeTKH 3a 1bBUYCHE 3a Kydera 1,25-2,5 kg
Simparica Trio TabneTku 3a IbBYCHE 3a Kyuera >2,5-5 kg
Simparica Trio TabjaeTKH 3a 1bBUYCHE 3a Kydera >5—10 kg
Simparica Trio TabjeTKH 3a IbBUCHE 3a Kydeta >10-20 kg
Simparica Trio TabneTku 3a ApBUYEHE 3a Kyuera >20—40 kg
Simparica Trio TabneTku 3a ApBUYEHE 3a Kyuera >40-60 kg

2% CbcraB
Bcsika Tabnerka chabpika:

AKTHBHM BellleCTBa:

Simparica Trio Ta0neTku 3a TbBYeHe sarolaner moxidectin pyrantel (kato
(mg) (mg) embonate) (mg)

3a kydera 1,25-2,5 kg 3 0,06 12,5

3a Kydera >2,5-5 kg 6 0,12 25

3a kydyera >5-10 kg 12 0,24 50

3a kyueta >10-20 kg 24 0,48 100

3a kydera >20-40 kg 48 0,96 200

3a kydera >40-60 kg 72 1,44 300

ITomo1Hu BemiecTBa:

Butylhydroxytoluene (E321, 0,018%). Ouserurenu: Sunset Yellow FCF (E110), Allura Red (E129),
Indigo Carmine (E132).

UepeHo-kadsBo omBeTeHN TabaeTKu ¢ (hopMa Ha MIEHTAroH ChC 3a00seHn prooBe. Tabnerkara e
IaMITOBaHa ¢ KOHIIEHTpaLysTa Ha sarolaner ot eHaTa i cTpaHa.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII
Kyuera.
4. Iloka3anus 3a ynorpeda

3a KydeTa ¢ WM PUCKOBU OT CMECEHH MH(EKINH OT BHHIIIHA U BHTPEIIHU apa3uTi. BerepuHapHUAIT
JIEKaPCTBEH MPOAYKT € H3KIFUUTEITHO IMOKa3aH, KOTaTo € HeOOX0IUMO TPETUPAHE CPEITy KbPIICKH,
OBJIXM WJIM aKapy U CTOMAIITHO-YPEBHUA HEMATOH IO €THO U ChIIO Bpeme. BeTepuHapHUAT
JIEKapCTBEH NMPOAYKT € €THOBPEMEHHO e(PMKACEH 3a JIeueHHe U MPeana3BaHe OT aHTHOCTPOHTHIIO3a U
mpe/na3BaHe oT AUpoduIapruo3a u TeIa3nosa.

ExTonapazurtu:

- 3a nedeHue Ha Omapa3uTsIBaHe ¢ KbpIexkKH. BeTepHHapHUAT JIGKapCTBEH MPOYKT UMa
He3a0aBHA M MMPOIBIDKUTETHA CTIOCOOHOCT Ia YOMBA KBPIICKHUTE 3a TIEPHO] OT 5 CEIMUITN
cpemy Ixodes hexagonus, Ixodes ricinus n Rhipicephalus sanguineus v 3a 4 ceqMUIM Cperry
Dermacentor reticulatus;
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- 3a nedeHue Ha omapasutsaBaHe ¢ Obnxu (Ctenocephalides felis w Ctenocephalides canis).
BerepuHapHUSIT JIekapcTBEH MPOAYKT HMa He3a0aBHA M MIPOIBIDKUTEHA CIIOCOOHOCT Jia yOuBa
OBJIXU MPU HOBO 3apa3siBaHe 3a MEePHOJI OT 5 CEIMMUIIH.

- BerepuHapHUSIT JIekapcTBEH MPOIYKT MOXKE JIa ce TI0JI3Ba KaTo YacT OT JeueOHaTa cTpaTrerus 3a
KOHTPOJI Ha aJIeprHYeH JACPMATUT OT yxanBaHe oT 0bsixu (FAD).

- 3a reueHne Ha CapKOIITO3HA KpacTa (MpuIuHEeHa OT Sarcoptes scabiei var. canis);

- 3a meueHue Ha IeMoieko3a (mpuanHeHa ot Demodex canis).

lacTpouHTECTHHAIHN HEMATOIHM:

3a nedeHue Ha Omapa3uTIBaHe C TACTPOUHTECTUHAIHUA KPBIJIH YSPBEH U aHKIIIOCTOMH:
- Toxocara canis ne3penu Bp3pacTan (LS5) 1 B3pacTHu;

- Ancylostoma caninum L4 napsu, He3penu Bb3pactau (LS5) u Bb3pacTHu;

- Toxascaris leonina Bb3pacTHu;

- Uncinaria stenocephala Bp3pacTHH.

Hpyru Hemaroau:

- 3a mpenmnasBane oT chpjeueH uepseit (Dirofilaria immitis);

- 3a mpenmnasBaHe 0T aHTHOCTPOHTHIIO3a Ype3 HaMaJIsiBaHEe CTENICHTA HAa MH(EKTHpaAHE C HE3Peln
BB3pactHU (L5) dopmu Ha Angiostrongylus vasorum,

- 3a reueHne Ha aHTUOCTPOHTUII03a (Angiostrongylus vasorum);

- 3a npeAoTBpaTsIBaHEe pa3BUTHETO Ha Tesazno3a (04Ha MHQEKIUs ¢ Bb3paCTHH Mapa3uTu
Thelazia callipaeda).

5. IIporuBonokazanus

I[a HE CC U3M0JI3Ba ITIPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHUTE BCIICCTBA UJIN KBM HAKOEC OT
IIOMOIIHHUTEC BCIICCTBA.

6. CnenuaJiHu mpexynpexaeHus

CrenmanaHy IpeaynpeKICHHU:

Kbpnexure u ObJIXUTE TPOBA Ja 3aIIOYHAT Ja C€ XPAHAT OT TOCTOIPUEMHUKA, 32 1a ObIaT N3JI0KEHN
Ha JICWCTBUETO Ha sarolaner; mopajy Ta3u NpUYHHA MTPEIaBaHETO HA TPAHCMHUCUBHU HH(EKIUY HE
MOJKE J1a ¢€ M3KJIFOYH.

BeTepuHapHUAT IeKapCTBEH MPOAYKT HE € ehUKACeH CpeIry Bh3pacHu dhopmu Ha D. immitis. Bpupexu
TOBa HETOBOTO NPHJIOKEHHE NP KydeTa, HHPEKTUPaHU ¢ Bb3pacHU (HOpMHU Ha ChpAcUEH YepBeil He
OmBa J1a ce orpaHnyaBa OT ChboOpakeHus 3a 6e3omacHocT. Kydera oT paifoHu, eHAEMUYHH 32
CBHpPIEYHHUS YepBel (WM TaKMBa, KOUTO MMBTYBAT J0 €HIAEMUYHH PAiOHM), MOTaT Ja ObaaT
MH(EKTUPAaHU C Bb3pacTHH (HOpMH Ha chpaeyeH yepseil. [lonappikaneTo Ha erukacHOCTTa Ha
MaKpOLMKINYHUTE JIAKTOHH € OT PEelIaBallo 3HaYeHue 3a KoHTpoia Ha Dirofilaria immitis. 3a
HaMaJIsIBaHE Ha PUCKa OT Pa3lpOCTPAHEHUE HA PE3UCTEHTHOCT CE MPENOpbhYBa BCUUKU KydeTa Ja ce
M3CIEBAT 32 HAJTMYNE Ha LUPKYJIMPALIHM aHTUTEHH 1 MUKPO(QHIapHH B KPbBTa B HAYAJIOTO Ha BCEKH
CE30H Ha MpOoQHUIaKTHYHO TpeTupane. CaMo )KMBOTHUTE C OTPULATENEH Pe3yaTaT MOrarT Jia ce
TpETUpAT.

Pe3ncTeHTHOCT Ha Mapa3UTUTE KbM OMPE/ENICH Kiac Mapa3suTUITUIHA TIPOAYKTH MOXeE J1a CE pa3Bue
cliel yecTa, MOBTapsIla ce yrnorpeda Ha MPOYKTH OT TO3H Kiac. [lopanu Ta3u npuunHa ynorpedara
Ha TO3U MPOAYKT TPsIOBa Ja ce OCHOBaBa Ha OIIEHKAaTa Ha BCEKU MHAMBHUAyaJICH CIydail U Ha
JIOKAJTHATa eMUAEMHOIOTHYHA WH(POPMAITUS 32 aKTyaTHAaTa Bh3NPUEMYHBOCT HA MPUIICTHATE
Mapa3uTH C IIeJ1 OrpaHuYaBaHe Ha Bb3MOXHOCTTA 32 OBJIEIIO0 pa3BUTHE HA PE3UCTEHTHU BUIOBE.
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CrenuanaHy Opeana3sHu MEPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npegHaszHaueH BJIIT:

[Mopanu munca Ha MHPOPMALIUS, TPETUPAHETO HA KYUYCHIIA Ha BB3PACT MO § CEIMUIIM WK C TeJleCHa
Maca mof 1,25 kg TpsiOBa aa ce U3BBbpIIBA CaMO CIIE MPEIeHKA M0J13a/PUCK OT OTTOBOPHUS
BEeTepHUHAPCH JIeKap.

[IpoaykThT HOOpE ce e mprueMal OT Ky4yeTa ¢ HeJJOCTAThYHOCT Ha MYJITUPE3UCTCHTEH-TTPOTEHH 1
(MDR1 -/-). Berupeku ToBa Ipu TE3W 4yBCTBUTEIHH MOPOAH (KOMTO MOraT Ja BKIIIOUBAT, HO HE Ce
OrpaHUyaBaT caMo OT TAX, kKaTo Koiu 1 ogo0Hu opoin), TpenophUnuTeIHATA 1032 TPSIOBA CTPUKTHO
Jla ce cra3Ba.

CuenuaiHy IpeAmna3Hl MEpKH, KOUTO TPIOBa /1a B3EME JIUIETO, MPUIIATAII0 BETCPUHAPHIS
JIEKApCTBEH MPOYKT Ha >KUBOTHUTE:
W3muiite prieTe cien paboTta ¢ MpoayKTa.

Cry4yaiiHOTO MOTJTBIIIAHE HA TIPOAYKTA € Bh3MOYKHO J1a IPUIHHA HEOIAronprsaTHU PEeakluy KaTo
MIPEXOJTHU HEBPOJOTUYHU MPU3HAIM Ha Bh30yIMMOCT. 3a Ipe/na3BaHe Ha Jenara OT JOCTHII 0
MPOAYKTa, CaMO e/IHa JbBYalla TadieTka TpsOBa Aa ce u3BaXkaa oT OJIMCTepHaTa OIaKOBKA M CaMo MPH
HeoOXxoauMocT. bimcTepHara onakoBKka ciiesi ToBa TpsiOBa J1a ce BbpHE B KAPTOHEHATA KyTHS He3a0aBHO
cien ynotpeba U KapTOHeHaTa KyTHS Jia e ChXPaHsBa Jajied OT MOTJie/la U Ha HEJIOCTHITHY 3a Jiela
MmecTa. [Ipu cmydaitHo moripiiaHe, He3a0aBHO Ja Ce TIOThPCH MEIUIIMHCKHU ChBET, KaTO Ha JIeKaps ce
MPETOCTaBH JTUCTOBKATA WJIM €TUKETA HA TIPOIYKTA.

BpeMeHHOCT 1 naKTaIms:

be3onacHocTTa Ha BeTepUHAPHHUS JIEKAPCTBEH MPOAYKT HE € JIOKa3aHa 1o BpeMe Ha OpEMEHHOCT H
JIAKTAIWs WM MIPU KydeTa, MpeJHa3HaueHu 3a pas3mio]. He ce mpenopsuBa yrnorpebara npu Te3u
JKUBOTHU.

3aImI0aeMOoCT:
BezomacHocTTa Ha BeTepHHAPHUS JICKApCTBEH MPOIYKT HE € JIOKa3aHa IpU KydeTa, IPeTHA3HAYCHH 32

pasmiIoAa. He ce MpernopbvYBa NPUTIATAHCTO IIPH TC3U KUBOTHHU.

BsanmoselicTBre ¢ Ipyru BETEpUHAPHU JIEKAPCTBEHH IIPOAYKTH M APYrHA GOPMHU HA B3aMMOJIEHCTBHE:
He ca usBectHH.

JlokxazaHo e, 9e MaKpOITMKINIHHATE JaKTOHH, BKIIOUNTEIIHO moxidectin ca cyOcTparn 3a p-
glycoprotein. [Topaau Ta3u npuYnHa 110 BpeMe Ha TPETHPAHE C TO3H BETEPUHAPCH JICKAPCTBEH
OPOLYKT, APYT'H MPOLYKTH, KOUTO MOTaT Aa MHXHOUpaT p-glycoprotein (kato cyclosporine,
ketoconazole, spinosad, verapamil), 1a ce U3110J3BaT SAHOBPEMEHHO CaMO CJIE]I IPEICHKa 0J13a/PUCK
OT OTTOBOPHHS BETEpPHUHAPEH JIeKap.

IIpenosupane:
IIpu npunarane Ha 103a, 7 THTH HAIBUIIIABAIa MAKCHMAITHO TIPETIOphUaHaTa Ipy 8-CEIMUIHN MAJIKH

Ky4dCHIla, HC Ca Ha6J'IIOI[aBaHI/I He6HaFOHpI/I$ITHI/I pCaKkuuu.

ITpn naGopaTopHu H3CIeABaHNS MPOAYKTHT J0OpE Ce € mprueMal OT Ky4eTa ¢ HeIOCTaThYHOCT Ha
mynatupesuctenTeH-mpotenH 1 (MDRI1 -/-) mpu eAHOKpaTHO MEPOpaTHO MPUIIOKEHHE Ha [103a, 3 ThTH
HaJBHILIABAIla MaKCUMAJHO NpenopbuaHarta. [Ipu eqHOKpaTHO nepopaiHo MPUIOKEHUE Ha 1033, 5
IBTH HAJBHINABAIIA MAKCUMATHO TIPENopbhyuaHaTa Py Te€3W YyBCTBUTEIHHU MOPOIH KydeTa, ca
HaOJII01aBaHHU PEXO/IHU aTaKCHUsl U/WIN MYCKYJIHH (hacuKyJIaHH.
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7. HedsaronpusiTHu peakuuu

Kyuera:

MHoro penku

(mo-maiiko ot 1 Ha 10 000 TpeTrpaHH )KUBOTHH, BKJIYUTEIHO U30JUPAHU ChOOIICHHS):
CTOMaIIHO-YpEBHH MPHU3HAIHM (KaTo MOBPHIIAHE, UapHs)!

CucTeMHM HapyLIeHHs (KaTo JIETAprus, aHOPEKCHs)'

Hesponoruunu npusHany (KaTo TpEMOp, aTaKcHsl, KOHBYJICHH )

! B moBeueTo Cltyuau Te3u MPU3HALHM Ca JIEKH M TTPEXOHH.

2 B 10BEYETO CITydyau TE3U MPU3HAIM Ca MPEXOIHH.

Cro0ImaBaHeTo Ha HEONIArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eIeKuTe HIKAKBU HEOIArONPUATHH PEAKIINU, BKIIOYUTEIHO U
TaKUBa, KOUTO HE Ca OMKCAaHU B Ta3U JUCTOBKA WJIM MUCIUTE, Y€ BETCPUHAPHHUS JICKAPCTBEH MPOIYKT
HE JICHCTBa, CBBhPIKETE Ce MbPBO ¢ Baius BeTepuHapen jiekap. MoKeTe ChII0 1a ChOOIIaBaTe
HeOJIaroNpusATHU Peakliy Ha MIPUTEXATENs Ha Pa3pelIeHHeTo 3a ThProBHsI KaTo M3M0I3BaTe TaHHUTE
3a KOHTAKT B Kpasi Ha Ta3W JUCTOBKA WK Ype3 Bamara HanoHanHa cucreMa 3a ChoOIaBaHe:
{moIpOOHOCTH 3a HALIMOHATHATA CUCTEMA }.

8.  /lo3npoBka 3a BceKH BHJ KUBOTHO, HAYMHHU U MeTOJ HA NPUJIOKeHUe
IIepopanHo npunoxeHue.
03a:

BerepuHapHUSIT JIekapcTBEH MPOAYKT Jia ce mpuiara B 1o3a 1,2-2.4 mg/kg sarolaner, 0,024—0,048
mg/kg moxidectin u 5-10 mg/kg pyrantel cpriacuHo Tabnunara mo-goiy:

Tenecna | Konuenrpan | Konuenrpan | Konuenrpa | Konuentpan | Konumenrtpan | Konuenrtpan
Mmaca (kg) Yd Ha Yd Ha 1yd Ha Yd Ha Us Ha Yd Ha
TabieTkata | Tabnerkara | TaOieTkata | Ta0ierkara TabyieTkata | TaOieTkaTta
3mg/0,06 m | 6 mg/0,12m | 12 mg/0,24 | 24 mg/0,48 48 mg/0,96 | 72 mg/1,44
mg/50 mg mg/100 mg mg/200 mg mg/300 mg

>10-20 kg

>60 kg [Toaxos1a KOMOMHAIIUS OT Ta0JICTKH

MeTtoJ1 HAa TpHUI0KEHHE:
TabneTkuTe MOTAT J1a Ce MPUIIOKAT C WU Oe3 XpaHa.

CxeMa 3a TpeTupaHe:

Cxemara Ha TpeTHpaHe TPsOBa /la Ce OCHOBaBa Ha MarHo3a OT BETEpUHAPEH JIeKap, MeCcTHaTa
EMUIEMUOJIOTHYHA 00CTaHOBKA U / WM €THIEMUOJIOTMYHATa 00CTAHOBKA B IPYTH 30HU, KOUTO KYy4EeTO
€ TMIOCEeTUIIO HITH 1€ TIOCETH. AKO Bb3 OCHOBA HAa CTAHOBHIIETO HA BETEPHHAPHUS JIEKap ce Halara
TTOBTOPHO NPUJIOKEHHE HA MPOJIYKTA, BCIKO MOCIEIBAIIO0 IPUIOKEHHE TPsIOBa a ce U3BBPIIBA C
MUHUMAJICH UHTEPBaI OT 1 Mecerr.

[IpoxykThT TpsiOBa Ja ce U3MOA3Ba CaMO MPU KydeTa, PH KOUTO € TIOKa3aHO eIHOBPEMEHHO JIeUeHUE
Ha OMapasuTIBaHE C KbPJCKH / OBJIXHU / aKapy U CTOMAIITHO-YPEBHU HeMaTo u. [Ipu urca Ha pUcK ot
CMECEHO 3apa3siBaHe, Jia Ce M3IMOJI3Ba MAPA3UTHITU]L C TO-TECEH CIIEKThP Ha JACHCTBHE.
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Jleuenue na unghecmayust ¢ 6vIXU U KbPIAEIHCU U CHIOMAUHO-YPEBHU HEMAMOOU:

BerepuHapHUAT TeKapCTBEH MPOAYKT MOXKE JIa CE€ U3IOJI3BA KaTO YacT OT CE30HHOTO JIEYCHHE Ha
oIapasuTsABaHE ¢ OBJIXU U KbPJICKH (B 3aMsIHA HA JICYCHUE C aKTUBEH CaMO CPelly ObJIXU WIIN
KBPJICKH MPOJYKT) IPU KydeTa ¢ SAHOBPEMEHHO TMArHOCTHIIMPAHH TACTPOUHTECTUHAIHA HEMATOIHH
uHdekmu. EAHOKpaTHOTO npuitokeHne € ehUKacHo 3a JCUCHHETO Ha OMapa3uTsIBaHe ChC CTOMAITHO-
ypeBHU Hemaroau. Crielt JiedeHre Ha HEMATOIHUTE UH(EKIUUTE, IPOIBIDKETE TPETUPAHETO C
MPOAYKT, aKTUBEH CPEIy OBJIXH U KbPISKH.

IIpogunakmuxa na oupoguaapuosza u aHeuoCmMpOHSULO3A:

EnHOKpaTHOTO NpHUJIOKEHUE OCBEH TOBA Mpena3Ba OT 3apa3siBaHe ¢ 0eopoOHH mapa3uTtH (4pe3
HamaJsiBaHe Ha He3penute Bb3pacTHH (LS5) Ha 4. Vasorum) u 6onectra aupodunapuosa (D. Immitis) B
NPOIBIDKCHUE HA eTUH Mecell. Korato mpoayKThT 3aMeHst IpyT MPOIYKT 3a MpoduirakTuka Ha
OenopoOHa mapa3uTo3a WiH Aupoduiaprnosa, mbpBara 103a OT MPOIYKTa TPSOBa J1a ce MPUIIOKH B
paMKHTE Ha €IMH Mecell OT IOCJeHaTa 103a OT MPEIUIIHUS BETCPHHAPEH JICKapCTBEH MPOIYKT. B
eHJEMUYHHUTE 00J1aCTH Ha KydeTara Jia ce Mpuiiara MpoayKT 3a npouiakTHKa Ha 0€JI0IpOOHH YepBer
u/un mupoduiaprosa Ha MeCeYHH UHTepBain. [IpenopbuBa ce MpOQUIaKTHKTUIHOTO TPETHPaHE
cpeiy aupoduinaprosa 1a mpoabJDKU 10 Hall-Maliko 1 Mecell clie/l HOCIeTHUAT KOHTAKT ¢ KOMapH.

Jleuenue na aneuocmponeunosa (npuuunena om Angiostrongylus vasorum):
Tps0Ba na ce mpuioku eAHOKpaTHA 103a. [IpernopbuBa ce TOMBIHUTENEH MIPETJIe]] OT BeTepUHAPEH
nekap 30 qHU cie[| JICYSHHETO, Thil KaTO HSIKOW YKMBOTHH MOXKE J]a M3UCKBAT MIOBTOPHO TPETUPAHE.

3a npeoomspamssane pazsumuemo Ha menazuosa (ouHa un@exyus ¢ evspacmuu napazumu Thelazia
callipaeda):

EsxeMeceyHOTO MPUIIOKEHUE Ha POIYKTA MPETOTBPATIBA PAa3BUTUETO HA MH(EKIHS C Bh3PaCTeH
oueH napasut Thelazia callipaeda.

3a neuenue Ha demooekosa (npuuunena om Demodex canis):

[Mpunaranero Ha eAMHUYHA 1032 BEAHBK MECEYHO 3a JBa MOCIIE0BATETHI Mecela € e(hUKACHO U
BOJIU JIO 3HAYHUTEITHO MOJI00pEHHE HAa KIMHUYHUTE NpU3HaIM. JleueHrneTo TpsOBa Jia MpOABLIIKH,
JIOKaTO KOXKHUTE TIPOOU ca OTPUIATEIHU TIPU HAH-MAJIKO JIBE TIOCJICIOBATEITHH U3CIIEABAHUS C
MHTEpBaJ OT eMH Mecell. Thii KaTo AeMoJieKo3aTa € MHOTO(AaKTOpHO 3a00IsABaHe, MPENOPHYUTEIHO €
CBIIIO TaKa Jia Ce JICKYBAT 1O TOIXOISI] HAUWH BCUUKH YCIIOKHSIBAIIIH, ChITHTCTBAIY 3a00ISIBAHHMS.

3a neuenue na capxonmosua Kpacma (npuuunera om Sarcoptes scabiei var. canis):

[Ipunarane Ha eqUHUYHA 1032 HA MECEYHU UHTEPBAIM B TIPOAB/DKCHUE HA JIBA TOCIICIOBATCITHH
Mecena. Moxe na ca HeoOX0IMMH JIOTIBITHUTEITHA MECEUHH MPUIIOKCHHUS Ha TIPOTYKTa CIIE]T
U3BBPIIBAHE HA KJIMHUYHA OIICHKA U KOXXHHU TPOOH.

9. CbBeTH 32 MPABUJTHOTO NMPUJIATAHE HA MPOAYKTA

Tab6merkute Simparica Trio ca OBKyCeHH | ¢ JIEKOTa C€ MPUEMAaT OT MTOBEYETO KydeTa, KOraTo ce
mpejyIaraT OT CTOMaHWHA. AKO TabJeTKaTa He ce preMa JOOPOBOITHO OT Ky4eTo, TS MOXKE Ja ce
npuiIara v ¢ XpaHa Wiv TUPEKTHO B ycTara. Tabnerkute He TpsIOBa J1a ce pas/ienisT.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ja ce cpxpaHnsiBa faned OT NOrJieAa U Ha HEOCTHITHH 32 JIela MeCTa.
[a ce cpxpansBa npu temnepatrypa nog 30 °C.
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Jla He ce M3Mo3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIEA N3THUYaHE CPOKa Ha TOTHOCT,
MOCOYEH BhPXY KapToHeHaTa KyTus u onmctepa cieqf Exp. CpokbsT Ha TOJHOCT OTTOBaps Ha
MOCJIETHHA ACH OT TO3H MECell.

12. ChnennajHu npeana3sHu MePKU MPHU YHUIII0KABAHE

BerepuHapHuTe JeKapCTBEHU MPOIYKTH HE TPsOBa 1a ObAaT N3XBBP/ISHU YPe3 OTIIaIHU BOIH MU
OUTOBHU OTIIAIBIIH.

W3nonssaiiTe mporpaMu 3a BpbIIaHE IPH YHULI0KABAaHETO HA HEU3IOI3BAHN BETEPUHAPHU
JIEKAPCTBEHHU MTPOIYKTH WIHA OCTATBLM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPHJIOKUMH HAllMOHAIHU CUCTEMH 3a chOupane. Te3u MepKH 1ie
IIOMOTHAT 32 OIIa3BaHE HA OKOJIHATA CPeJa.

[MonmTaiite Bamms BeTepuHapeH jekap win (papMaIieBT Kak Jia YHUIIOKUTE HEHYKHH BEeTepUHAPHH
JIEKApCTBEHU IIPOLYKTH.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS U Pa3MepH ONMAKOBKHU
EU/2/19/243/001-018

TabneTKuTe ca ONakoBaHHU B alyMUHUEBO (HOIH0/(Pono OIMCTepH, MAKETUPAHH BbB BhHIIIHA
KapTOHEHA KYTHSL.

Besika koHIIEHTpalMs Ha TabJIETKUTE Ce Mpejiara B OMakoBKH 1Mo 1, 3 win 6 TabJIeTKH.

He Bcuuku pa3mepu Ha OMakoBKaTa Morar jia ObJat npe/jiaraHi Ha masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa

[MoapoOua nHpOpMAIKS 32 TO3U BETCPHHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B Oa3ara
nanHu Ha Cpro3a oTHOCcHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a Bpb3Ka

H[}I/ITC)KaTCJI Ha JIMIICH3a 3a ynome6a " TaHHU 3a BPH3Ka 3a 01,06gaBaHe Ha OpearojaracMmn
He6J’IaFOHDI/I${THI/I PCAKIINN

Zoetis Belgium
Rue Laid Burniat 1
1348 Louvain-La-Neuve

benrus
Belgié/Belgique/Belgien Lietuva
Teél/Tel: +32 (0) 800 99 189 Tel: +370 610 05088

pharmvig-belux@zoetis.com

Peny06iuka buarapus
Temn: +359 888 51 30 30
zoetisromania@zoetis.com

zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com
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Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

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

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

Eesti
Tel: +370 610 05088
zoetis.estonia(@zoetis.com

EAMada
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain(@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans(@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

island
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvmpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

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

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal@zoetis.com

Romaénia
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz(@zoetis.com

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

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

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

IIponsBoauTen, OTTOBOPEH 3a OCBOOOK/IaBaHE Ha [TAPTHUIATA:
Corden Pharma GmbH

Otto-Hahn-Strasse 1

68723 Plankstadt

I'epmanus
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Zoetis Manufacturing & Research Spain S.L.
Carretera De Camprodon S/n

La Vall De Bianya

17813 Girona

Hcnanusa

17. JlombanuTeana nHGopManus

Kbpnexute, KOUTO Ce HAMUPAT BbPXY )KUBOTHOTO MPEAU MpUIaraHe Ha MPOAYKTa MK OT HOBH
oIapa3uTsABaHUS CIie/ IpUiiarane Ha MpojyKTa, ce yousaT B paMkute Ha 48 yaca. 3a Buna I. ricinus
TOBa Ha4yaJIo Ha e()UKACHOCT € B paMKUTE Ha 24 Jaca, [10 BpeMe Ha 35-THEeBHUS IIEPUOT CIIe]
npuiIarane Ha IpoayKTa.

[Ipn OBxUTE HA4aIOTO HA e(pUKACHOCTTA € B paMKHTE Ha 12 10 24 gaca OT IPUIIOKEHHUETO U B
MPOABIDKEHNE Ha MET CEAMUIIM CJe]l MPUIaraHeTo Ha MPOAYKTa. bhIXUTe, KOUTO Ce HAMUPAT BBPXY
JKUBOTHOTO TPEIX TPETUPAHETO, c€ YOUBAT B paMKHTE Ha 8 yaca. BeTepuHapHHAT IeKapcTBEH
NPOLYKT yOMBa HOBOMOSBIIIMTE CE€ BBPXY Ky4eTO OBJIXH, IPEAH Te Ja MOraT Aa CHACAT Aila u
CIJICI0OBATEITHO MTPEAOTBPATIBA PA3IPOCTPAHEHHETO B OKOJIHATA cpelia Ha OBJIXM B pallOHHUTE, 10 KOUTO
Ky4eTO UMa JOCTBHII.
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