MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITIPOAYKT
NexGard 11 mg tabneTku 3a ApBUYeHE 3a Kydera 2—4 kg
NexGard 28 mg TabneTkn 3a 1bBUeHE 3a kKydeta™> 4—10 kg

NexGard 68 mg TabneTku 3a npBUYeHE 3a Kydera> 10-25 kg
NexGard 136 mg TabyeTku 3a AbBUCHE 3a KydeTa™> 25-50 kg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnerka 3a 1bBUCHE ChABPKA!

AKTHBHA Cy0CTaHIIMA:

NexGard Afoxolaner (mg)
Ta0JICTKH 3a AbBUYCHE 3a Kyuera 2—4 kg 11.3
Ta0JIETKHU 3a AbBYCHE 3a Kyuyera> 4—10 kg 28.3
TabJICTKH 3a AbBUCHE 3a KydeTa >10-25 kg 68
TabJIeTKH 3a AbBUYCHE 3a Kydyera> 25-50 kg 136

3a IBJIHUA COUCHK HA EKCHMIIMCHTUTE, BIK T. 6.1.

3. DAPMALEBTUYHA ®OPMA

TaOnerku 3a IbBUCHE.

MHOTOIBETHH, C YEPBEHH JI0 YePBEHO KadsBH ITeTHA, KPBIIo odopMenHH (TabiieTku 3a Kydera 2—4 kg)
WIN TIPaBOBI'BJIHY (TaOneTky 3a kyuera > 4-10 kg, Tabnerku 3a kyyera > 10-25 kg u Tabnerku 3a
Kyuera > 25-50 kg).

4. K/IHMHWUYHU JAHHU

4.1 Bwupose :KMBOTHH, 32 KOUTO e npegHa3zHayed BMII

Kyuera.

4.2 TepaneBTHYHHU NOKA3AHUS, ONPeeICHH 32 OTACJHUTE BUI0OBE sKHBOTHH

Tperupane npu omapasuTsiBaHe Ha Kydeta ¢ 0bixu (Ctenocephalides felis w C. canis) B IpoabDKEHUE
Ha 5 ceamuny. [TpomyKThT MOKe [1a ce U3MOI3Ba KaTO YacT OT CTPATETHsTa 3a JIeUCHHE M KOHTPOJ Ha

anepruunus aepmatut ot 0baxu (flea allergy dermatitis — FAD).

Tpertupane npu onapasuTaBaHe Ha KydeTa ¢ Kepiexu (Dermacentor reticulatus, Ixodes ricinus n
Rhipicephalus sanguineus). EqHo Tpetupane yOuBa KbpIIeXKHUTE 3a NEPUOJ 10 €AUH MECell.

brixurte u KppaekuTe TPsOBA Ja ce MPUKPETSIT KbM KYUeTO U J]a ca 3all0YHaAIM XpaHeHe, 3a J1a ObaaT
W3JI0)KEHHU Ha BH3/IEHCTBUETO HA aKTHBHATA CyOCTaHIHA.

Tpetupane Ha AeMoneko3a (IpuunHeHa ot Demodex canis).
Tperupane Ha capkonTo3a (IpUUUHEHA OT Sarcoptes scabiei var. canis).
4.3 IIpoTuBOmOKA3aHUA

I[a HE CC U3MO0JI3Ba IPU CBPbXTYBCTBUTCIHOCT KbM AKTUBHATA CY6CTaHHI/I$I WM KbM HSKOH OT



EKCLIUIUEHTHUTE.
4.4 CrhenuajaHM npeanasHu MepKH 32 BCEKH BUJ JKMBOTHH, 32 KOMTO e npeaHasHadven BMII

ITapasutute TpsOBa ma ca 3allOYHANN Ja C€ XPAHST OT TOCTONPHEMHHUKA, 3a J1a ObJaT U3JI0KEH! Ha
BB3JCHCTBHETO Ha akTHBHATa cyOcTanius afoxolaner. [Topaau ToBa pHCKBT OT IPEHACIHETO Ha
OonectH, IpeaBaHy OT Mapa3uTe He MOXKE Ja ObJIe U3KITIOYCH.

4.5 CroenuajJHU Npeana3sHu MepKkH Npu ynorpeoda

CrieluaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE MPU YIIOTpeOaTa Ha MPOTyKTa

[pwu numica Ha OCTATHYHO JAHHU, TPETHPAHETO HA Ky4eHIIa MoJ| 8 ceMIYHa Bh3PaCT H/WIIH KydeTa C
TeJecHa Maca rmo-Mayko ot 2 kg, TpssOBa 1a ce M3BBpIIBA caMO CIe/l TpeleHKa T0I3a/pUcK OT
OTTOBOPHHUSI BETEPUHAPEH JIeKap.

CnegnanHH npeanasiy MCPKH 3a Jinfara, npujaraiiyi BETCPpUHAPHOMEIUITMHCKYA IIPOJAYKT Ha
KHMBOTHHUTEC

3a ;a ce mpeanassT Aenarta OT JOCTHII 10 BETEPUHAPHOMEAUIIMHCKHS MTPOAYKT, U3BAXKIAUTE CaAMO 110
enHa TabneTKa 3a IpBUYCHE OT OircTepa. BepHeTre OimcTepa ¢ ocTaHAIMTE TaOJICTKH 32 ThBUCHE B
KyTHSATA.

Wzmuiite pruere cu ciex padoTta ¢ IpoLyKTa.
4.6 HebgaronpusiTHu peaknyy (4ecToTa U Ba:KHOCT)

Jlexn cromMamHO-4peBHU CMYIIEHUS (TIOBPBILAHEe, JHApHs), ChbpOeK, JIeTaprisi, aHOPEKCHs U
HEBPOJIOTHYHH MPU3HALM (KOHBYJICHH, aTAKCUSI U MYCKYJIEH TPEMOp) ca OMIM JOKJIaJABaHU B MHOT'O
penku ciryyan. [loBedero nokinagBaHyu HEOIArONPUSTHU PEaKIMK ca CAMOOTPAaHMYABAILH CE U C
KpaTKa MpOIBIKUTEITHOCT.

YecroTara Ha HEOIArONPUATHATE PEAKIMU CE OTIPENeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOTrO0 yecTH (moseue oT 1 Ha 10 TpeTupaHu JKUBOTHH, IPOSIBSIBALIN HEOIATONMPUATHH PEAKLIIH )

- yecTH (oBeue oT 1, Ho mo-mainko ot 10 xuBotHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (rmoBeue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 1,000 TpeTupaHu >KMBOTHH)

- penku (moseue ot 1, HO mo-maunko ot 10 xuBoTHE Ha 10,000 TpeTHUpaHU )KUBOTHH)

- MHOTO penku (ro-manko ot 1 xuBotHO Ha 10,000 TpeTHpaHu )KUBOTHH, BKITFOYUTEITHO
W30JINPaHU CHOOIIEHUS).

4.7 Ymnorpebda mo BpeMe Ha OpeMEHHOCT, JIAKTAIUS WIH sIiileHOCeHe

JlabopatopHu MPOyYBaHUs MPH IUTHXOBE M 3alIM HE MOKAa3BaT HUKAKBH JJOKA3aTEJICTBA 32
TEPaTOreHHOCT WM APYTH HEOIaronpuaTHH PEakLud BbPXY PENpPOLyKTHBHATAa CIOCOOHOCT MpU
MBKKU 1 KEHCKU UHAUBUIM.

Be3onacHocTTa Ha BeTepHHAPHOMEAUIIMHCKUS IPOAYKT HE € J0Ka3aHa 0 BpeMe Ha OpeMEeHHOCT,
JIAKTaLKs WK [IPU KydeTa 3a pasIviof.

[Mpunara ce camo cie/ mpereHKa moj3a/pucK 0T OTTOBOPHUSI BETEPUHAPEH JieKap.

4.8 Bs3aumopeiicTBHe C IPYrd BeTePUHAPHOMEAUIUHCKH POAYKTH U APYrd (popMHU Ha
B3auMoOJeHcTBHE

He ca usBecTHn.
4.9 [lo3a ¥ HAYMH HA MPUJIOKEHHE

3a mepopaHO MPHUIIOKEHHE.



EOSI/IQOBKaI

[IpoaykThT TpsiOBa na ce mpuiiara B go3a oT 2.7—7 mg/kg TenecHa Maca B CbOTBETCTBHUE ChC ClIeJHATA
TadmIa;

TejecHa maca Konnenrpanus u 6poii Ha AbBYANIMTE TA0JETKH 32 pUJIaraHe
Ha ky4ye (kg) NexGard 11 mg | NexGard 28 mg | NexGard 68 mg | NexGard 136 mg
2-4 1
>4-10 1
>10-25 1
>25-50 1

3a Ky4de€Ta C TCJICCHA MacCa HaJj 50 kg, H3II0JI3BaNTE noaxoasdina KOM6I/IHaLII/I$I OT AbBYalIu TabJIETKH OT
paBJ’II/I‘lHI/I/ CAHAKBU KOHIICHTPAILIUU. TabneTkute He Tp$16Ba Aa CC pasaciIsiT.

MeTo/1 Ha IPUIIQKEHUE:
TabneTkuTe ca 3a IHBYCHE U MPUSATHYU HA BKYC 32 MIOBEYETO KydeTa. AKO Ky4eTo He ImpreMa
TabJeTKaTa TUPEKTHO, TSI MOXKeE Ja ObJe MajeHa ¢ XxpaHara.

CxeMa Ha TpeTHupaHe:

Tpemupane npu onapasumsaeane ¢ ObIXU U KbPIEHCU:

Ha mece4Hu uHTEpBaIN TIpe3 ce30Ha Ha OBIIXU W/HIIM KBPIIEKH, B 3aBUCHMOCT OT MECTHATa
€MU300TUYHA 00CTaHOBKA.

Tpemupane na demodexosa (npuunHeHa ot Demodex canis):

MeceuyHo npuIokKEeHHE Ha MPOAYKTA, JOKATO ABE OTIACITHH OTPULIATSIIHA KOKHHU MPOOU HE ce Mmoyyar
3a eJuH Mecell. [Ipu TexKu ciaydan MOXKe Jia C€ HaJlOXKU MPOIbIDKUTEIIHO MECEYHO TpeTupane. Thit
KaTo JIeMoJIeK0o3aTa € MyATH(PAKTOPHO 3a00JsIBaHE, KBETO € Bb3MOXKHO, € MMPETOPHYNTETHO CHINO Ja
ce TpeTHpa BCSIKO OCHOBHOTO 3a00JIsIBaHE IO ITOAXOISII HAYHH.

Tpemupane na capxonmosa (MpuuuHEHA OT Sarcoptes scabiei var. canis):
MeceuyHo npuitoKeHUE Ha MTPOAYKTa 3a JIBa MOCIEA0BaTENHA Mecena. Moke /1a ce HalloKu 1o-

HATaTHITHO ©KEMECEUHO MPUIIOKEHUE Ha MPOAYKTA Bh3 OCHOBA HAa KIIMHUYHATA OIICHKA U KOXKHUTE
poowu.

4.10 Ilpemo3upane (CHMIITOMH, CIIEIIIHA MEPKH, AHTHI0TH), AKO € He00X0TUMO

He ca HaOnroiaBanu HEOIArONPUATHH PEAKIIMK TIPU 3/[paBH Ky4€HIIA OT opojaTa bursi Haxn

8 cenMUYHa BB3pacT, MIPH TPETHPAHE C J103a 5 MBTH IT0-BUCOKA OT MAaKCHMAJTHATA, TIOBTOPEHA JI0
6 I'bTH HA UHTEPBAJIU OT JBE JI0 YSTHPHU CECIMUIIH.

4.11 KapeHTeH cpok

He e npunoxxumo.

5. DPAPMAKOJIO'MYHU OCOBEHOCTH

dapmaxkoTepaneBTU4HA IPyIa: eKTONapa3suTULUAN 32 CHCTEMHA YHOTpeoa.
Berepunapromenununacku Anatomo-TepanestuueH Koa: QP53BEO].

5.1 ®apmakoaMHAMHYHU CBOIiCTBA

Afoxolaner e ”HCEKTHIIHM/ ¥ aKapUITUJI, TIPUHAJIEKAI] KbM IpyraTa Ha H30KCa30JIHHA.
Afoxolaner neiicTBa B JIMraHa-0TBAPSIIUTE CE XJIOPUIHU KaHAIHU, B YACTHOCT TE3H, KOUTO ca
CBBP3aHU C HEBPOTPAHCMUTEPA raMa-aMmuHoMaciieHa kucenuta (GABA), kaTo mo TaksB HaYWH ce
0JIOKMpA TIpe- U MMOCT-CHHANITHYHOTO MPEHACSHE Ha XJIOPUIHU HOHHM Tpe3 KIEThYHUTE MEMOpPaHHU.



ToBa BojI 710 HEKOHTPOJIMPaHa aKTHBHOCT Ha [IEHTPaTHATA HEPBHA CUCTEMa M CMBPT Ha HHCCKTHTE
unu akapute. CeleKTHBHATAa TOKCHYHOCT Ha afoxolaner nmpu HaceKOMHK/akapu v 0O3aMHHUIIU POM3IIH3a
OT pa3nnyHara 4yBcTBUTENHOCT HAa GABA penentopute Ha HACCKOMHUTE/aKapUTe B CPABHEHHUE C Ta3H
Ha pelrenTopuTe Ha 003aitHUIIN.

Afoxolaner e akTHBEH cpelly Bb3paCTHHU OBJIXH, KAKTO U HAKOJIKO BHIa KbpIeXH Kato Dermacentor
reticulates, D. variabilis, Ixodes ricinus, I. scapularis, Rhipicephalus sanguineus, Amblyomma
americanum u Haemaphysalis longicornis.

NexGard youBa Ob1Xu paMKHTE Ha 8 Yaca U KbpJIEXKH B paMKuTe Ha 48 daca.
Y6uBa ObnxuTe, Py Ja CHACAT sila ¥ Taka ce Ipeana3Ba IoMa OT Onapa3uTsBaHe.

5.2 GapMaKOKHHETHYHH 0COOCHOCTH

Cren mepopaliHo MPUIOKEHHE MTPH KydeTa, afoxolaner 1eMoHCTpHrpa BUCOKA CUCTEMHA Pe30pOITus.
AobcomoTHaTta OuoHanmuHOCT € 74 %. Cpennarta makcumanHa KoHIeHTpanus (Cy,,) B IJ1a3Mara e
1,655+ 332 ng/ml, cinen 2—4 vaca (T,.x) ciien mo3a ot 2.5 mg/kg afoxolaner.

Afoxolaner ce pasnpenens B ThKkaHuTe ¢ 00eM Ha pasnpocTtpanenue 2.6 + 0.6 L/kg u cToliHOCT Ha
cucTeMHO enuMmuHHpane oT 5.0 £+ 1.2 ml/yac/kg. KpaliHUAT m1a3MeH HOIYKUBOT € OKOJIO 2 CeAMHUIIN
TIPH MOBEYETO Ky4eTa, HO MOy XHBOoTa Ha afoxolaner Moske 1a Ob/ie pa3IudeH NpH pa3sTuIHATE
Ky4era (ImpuMepHo npu uzcieasane t, npu Komu, tpetupanu ¢ 25 mg/kg Tenecna maca e 10

47.7 nam) 6e3 na 3acsra 6e30MacHOCTTA. [n Vitro eKCIIEPUMEHTH 10Ka3Bart, ue P -rmukonporenH
e(IyKCeH He ce MOosBsIBa, KOSTO MOTBLPKAaBa, ye afoxolaner He e cyOcTpar Ha P-rmukonporenn
TPaHCIIOPTEPH.

Afoxolaner B ky4ueTo € MeTaOOIHM3UPaH 10 MOBeYe XUAPODUITHNA ChEIUHEHHS U CJIC]] TOBa
SIIMMUHUAPAH. MeTaboIUTHUTE U H3XOJHATE ChEIMHEHNUS Ce SIIMMUHUPAT OT TSUIOTO Upe3 ypHUHATA U
JKIThYKATA, KaTo MO-TroJiiMaTa YacT ce eIMMUHHUpA Ype3 JKIIbukaTa. Hsama naHHM 3a BKIFOYBaHE Ha
EHTEepOXeMNaTalHO PEIHUKIINPAHE.

6. DAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CnMchbK Ha eKCHUITUEHTHUTE

Maize starch

Soy protein fines

Beef braised flavouring

Povidone (E1201)

Macrogol 400

Macrogol 4000

Macrogol 15 hydroxystearate

Glycerol (E422)

Triglycerides medium-chain

6.2 OCHOBHM HECHBMECTUMOCTH

He npunoxumo.

6.3 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEIUIIMHCKY IPOAYKT: 3 TOIUHH.

6.4 CrnenuaJiHu yCJIOBHUS 32 CbXpaHeHHe HA MPOAYKTA

To3u BCTCPUHAPHOMCIUIIUHCKHA NPOAYKT HC U3MCKBA HUKAKBU CIICIIMAJIHU YCJIOBHA 3a CbXPAaHCHUC.



6.5 Bua u chcTaB HA NIbPBUYHATA OIIAKOBKaA

To3u BeTepUHAPHOMEAULIMHCKH MIPOAYKT € HHAUBHYyaTHO OMaKOBaH B TepMO(OpMOBaHU
namunupanu PVC 6nucrepu u noacuiena ¢ anymunuit xaptus (Aclar/PVC/Alu)

Enna xytust chabpxaia eaun oiucrep ¢ 1, 3 unu 6 apBuamm TadneTky uin 15 6aucrepa ¢
1 ppBUama TabneTa.

He Bcuuku pazmepu Ha onakoBKaTa MOTaT Ja ObJaT IpeajaraHu Ha rasapa.

6.6 CheuuajaHy MepKHU 32 YHUII0KABAHE HA HEU3MOJI3BAH MPOAYKT HJIH OCTATHLM OT HEro
Bceku Hen3non3BaH BeTepUHAPHOMEIUITUHCKH TIPOTYKT WIIM OCTATBIIM OT HETo, TpsiOBa J1a ObaT
YHUIIOXEHH, B CHOTBETCTBHE C N3UCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

7. MNPUTEXATEJI HA JIMLIEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier

69007 Lyon

Opanius

8. HOMEP HA JIMLHEH3A 3A YIIOTPEBA

EU/2/13/159/001- 016

9. JATA HA IbPBOTO U3JABAHE/INIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
[ara Ha mppBOTO M3aBaHe Ha JIMIEH3 3a yrnorpeba: 11/02/2014

Jlata Ha MOCJIEIHOTO TOIHOBSIBAHE HA JIM3CHI] 33 yoTpeda:

10. JATA HA ITOCJIEJJHATA PEJAKLUS HA TEKCTA

[MonpoOHa nHpOpMAIIKS 33 TO3U MPOAYKT MOXKE J1a HAMEPUTE Ha UHTEPHET CTPAHUIAaTa Ha
EBpomneiickata Arenmnus mo Jlekapcrpara (http://www.ema.europa.eu).

3ABPAHA 3A ITPOJAXKBA, CHABJISABAHE W/HWUJIA YIIOTPEBA

He e npunoxumo.



INPUJIOKEHHUE 11
MMPOU3BOJUTEJ OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUJATA

YCJIOBUA NJIN OTPAHUYEHMUS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHIIHA CE 10O INTPEJIATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A. TIPOU3BOJIUTEJ OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTUJIATA

HMe u agpec Ha MPOM3BOAMTENS OTIOBOPEH 338 0CBOOOKIaBAHETO HA MAPTUAUTE 3a Ipojaxoa
MERIAL,

4 Chemin du Calquet,

31000 Toulouse,

OPAHIIMA.

b. YCJIOBUsA NI OI'PAHUYEHMUA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMN CE 10 INIPEJJIATAHETO UJIM YHHOTPEBATA MY

I[a CC OTITYCKa CaMO IO JICKAPCKO MPCANMMCaHnC.

B. CTATYC HA MJICOK

He e npunoxumo.



IPUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETUKET
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kyTusi

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMITUHCKUA ITPOAYKT

NexGard 11 mg tabieTku 3a ApBYeHE 3a Kydera 2—4 kg
NexGard 28 mg TabneTku 3a ApBUYCHE 3a Kyuera >4—10 kg
NexGard 68 mg TabyieTku 3a JpBUYeHE 3a Kydera >10-25 kg
NexGard 136 mg Tabnerku 3a 1bBUeHE 3a Kydeta >25-50 kg

afoxolaner

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Afoxolaner 11.3 mg
Afoxolaner 28.3 mg
Afoxolaner 68 mg

Afoxolaner 136 mg

3. DPAPMANEBTUYHA ®OPMA

Tabierku 3a JABBYCHE.

4. PASMEP HA OITAKOBKATA

1 TabOmeTka
3 TabneTKH
6 TabIeTKA
15 TabneTku

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera 2—-4kg
Kyuera >4-10 kg
Kyuera >10-25 kg
Kyuera > 25-50 kg

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

[Mpexn ynorpeba mpoyeTn IUCTOBKATA.
[epopanHo mpunoKeHHUE.

11



‘ 8. KAPEHTEH CPOK

‘ 9. CIIEIMAJIHU TPEAYIIPEXKJAEHU S, AKO E HEOBXO/JUMO

Ipenu ynorpeba mpodeTy INCTOBKATA.

10. CPOK HA I'OJHOCT

T'onmen mo:

11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHEINUAJIHU MEPKHU 3A YHUITIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe . IpOYCTH JIUCTOBKATA.

13. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0OBUA NN OTPAHUYEHUS OTHOCHO PA3IIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yrioTpeda. [la ce oTiycka caMo 10 JIEKapCKO Mpe IucaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJOCTBITHA
3A JTEIJA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTBITHU 3a IC1a MCCTaA.

‘ 15. HUME U IOCTOSHEH AJPEC HA ITIPUTEKATEJISA HA JIMINEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier
69007 Lyon
OPAHIINA
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16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/13/159/001
EU/2/13/159/002
EU/2/13/159/003
EU/2/13/159/004
EU/2/13/159/005
EU/2/13/159/006
EU/2/13/159/007
EU/2/13/159/008
EU/2/13/159/009
EU/2/13/159/010
EU/2/13/159/011
EU/2/13/159/012
EU/2/13/159/013
EU/2/13/159/014
EU/2/13/159/015
EU/2/13/159/016

17. NMAPTHUJAEH HOMEP

ITapTuna:

13



MUHUMYM HH®OPMAIUA, KOSATO TPABBA JA BbJE U3IINCAHA BHPXY
BJIMCTEPU WJIN JIEHTH

Baucrep

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

NexGard 11 mg kydera 2—4 kg
NexGard 28 mg kydera > 4-10 kg
NexGard 68 mg kydera >10-25 kg
NexGard 136 mg xyuera >25-50 kg

afoxolaner

{

‘ 2. HAMMEHOBAHME HA ITPUTEXKATEJISA HA JIMIHEH3A 3A YIIOTPEBA

MERIAL

3. CPOK HA I'OJJHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

‘ 5. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.
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B. JUCTOBKA
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JIMCTOBKA:

NexGard 11 mg TadjieTku 3a TbBUYeHe 3a KyyeTa 2—4 kg
NexGard 28 mg Ta0dieTkn 3a 7bB4YeHe 3a KydeTa >4-10 kg
NexGard Ta0aeTkn 3a 7bB4YeHe 3a kydera >10-25 kg
NexGard 136 mg Ta6eTKH 3a TbBYEHe 3a KyueTa >25-50 kg

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

[IputexxaTen Ha JuIeH3a 32 ynoTpeoa :
MERIAL

29, avenue Tony Garnier

69007 Lyon

Opanmus

IIpomsBoauTen, OTTOBOPEH 3a OCBOOOK/IaBaHEe Ha ITAPTHIATA:
MERIAL

4 Chemin du Calquet

31000 Toulouse

Opanmus

2. HAUMEHOBAHUNE HA BETEPUHAPHOMEJINLHUHCKUA IIPOAYKT

NexGard 11 mg TabneTkn 3a 1bBUYeHE 3a Kyuera (2—4 kg)
NexGard 28 mg TabneTku 3a AbBUYcHE 3a kyuera (>4—10 kg)
NexGard 68 mg TabneTku 3a ApBYeHE 3a Kyuera (>10-25 kg)
NexGard 136 mg Tabnerku 3a 1pBUeHe 3a Kydyera (>25-50 kg)
afoxolaner

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCUHUIIMEHTUTE

Bceska TabneTka 3a ABbBUCHC ChbAbpiKa:

NexGard Afoxolaner (mg)
Ta0JICTKH 3a AbBUYCHE 3a Kydera 2—4 kg 11.3
TabJeTKH 32 AbBUEHE 3a KydeTta >4—-10 kg 28.3
TabJICTKH 3a AbBUCHE 3a KydeTa >10-25 kg 68
TaOJIETKH 32 JhBUCHE 3a Kydera >25-50 kg 136

MHOrOLBETHH, C YSPBEHH JI0 YSPBEHO KadsABU IETHA, KPBIUIO oopMeHH (TabjeTKu 3a KyueTa 2—4 kg)
WIN IPaBOBI'BJIHY (TaOneTky 3a kyuera > 4—10 kg, Tabnerku 3a kyyera > 10-25 kg u Tabnerku 3a
kyuera > 25-50 kg).

4. TEPAIIEBTUYHU ITOKA3AHUSA

Tpetupane npu onapasuTsaBaHe Ha kKydeta ¢ Obsixu (Ctenocephalides felis u C. canis) B IpoabIKCHIE
Ha 5 ceamuiy. [IpoxyKThT MOKeE J1a ce U3MOI3Ba KaTO YacT OT CTpaTeTHsITa 3a JIeUeHHE M KOHTPOJI Ha
anepruunus naepmatut ot 0baxu (flea allergy dermatitis — FAD).

Tpetupane npu onapasuTIBaHe Ha KydeTa ¢ Kepiaexku (Dermacentor reticulatus, Ixodes ricinus n
Rhipicephalus sanguineus). EnHo TpetupaHe yOuBa KbpIeKHUTE 3a TIEPUOT IO SIIUH MECEII.

brixurte u KppiekuTe TPOBA Ja ce MPUKPETSIT KbM KYYeTO U J]a ca 3all0YHAIN XpaHeHe, 3a J1a ObaaT
W3JI0KEHU Ha BB3JICHCTBHETO HA aKTUBHATA CYyOCTaHIIUS.
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Tpetupane Ha geMoneko3a (mpuunHeHa ot Demodex canis).

Tperupane Ha capkonrTosa (Ipu4uHEHa OT Sarcoptes scabiei var. canis).

S. NPOTUBOIIOKA3AHUA

I[a HE CC U3M0JI3Ba TPU CBPBbXUYYBCTBUTCIHOCT KbM aKTUBHATA Cy6CTaHI_II/I}I WM KbM HSKOH OT
CKCIIMITMCHTHUTC.

6. HEBJIATONIPUATHU PEAKIIMHN

Jlexu cToMarrHO-IpeBHU CMYIIICHHS (TIOBPBINAHe, AUAPHS), CbpOESK, JIeTapTHusl, aHOPEKCHSI 1
HEBPOJIOTMYHU MPU3HAIY (KOHBYJICHH, aTAKCUS M MYCKYJICH TPEMOp) ca OWH JOKJIaJBaHU B MHOTO
penxu ciydau. [loBedero mokiiagBaHu HEOIATONIPHUSITHY PEAKIIUU Ca CAaMOOTPAHUYABAIIH CE U C
KpaTKa IpoJIbIDKUTEITHOCT.

YecToTaTa Ha HEOIArONMPUATHUTE PEAKIIUH CE ONPEAEI Upe3 ClIeAHATa KIIaCH(HKALH:

- MHOTO decTH (roBede oT 1 Ha 10 TpeTupaHu )KHBOTHH, TIPOSBSIBAIIM HEOIATOIIPUATHH PEAKITHH )

- yectu (moBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 100 TpeTUpaHu KUBOTHH)

- He yecTH (rmoseye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 1,000 TpeTHpaHU )KUBOTHH)

- penku (rmoseue ot 1, Ho mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu )KUBOTHH)

- MHOTO penku (mo-manko ot 1 xuBotHO Ha 10,000 TpeTHpaHu )KMBOTHH, BKIFOYUTEITHO
M30JIMPaHU ChOOILEHHUS).

Axko 3a0enexxnuTe HIKaKBH HEONaronpusiTHA PEakIiy, BKIIOUYUTEITHO U TAKHBA, KOUTO HE Ca OTIMCaHH B
Ta3u JTUCTOBKA MJIM MUCIIUTE, Y€ BETEPUHAPHOMEIUIIMHCKUS IPOAYKT HE paOOTH, MOJISI 1a YBEIOMUTE
Bamms BeTepunapen siekap.

7/ BUJOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BU/I ZKUBOTHO, METO/l I HAYUH HA IIPUJIAT'AHE

3a mepopaHoO MPUIIOKEHHE.

2031/1[30}31«1:

ITpoaykThT TpsOBaA Aa ce mpuiara B 103a oT 2.7—7 mg/kg TenecHa Maca B CbOTBETCTBHE ChC CIICHATA
Ta0IUIIA:

Tesiecna KonuenTpanus u 0poif Ha 1bBYAIINTE TA0JIETKH 3a PHJIaraHe

Maca Ha NexGard 11 mg NexGard 28 mg | NexGard 68 mg | NexGard 136 mg
Kyue(kg)

24 1

>4-10 1

>10-25 1

>25-50 1

3a kyueTa ¢ TenecHa Maca Haj 50 kg, U3mon3BaiiTe MoaXo/As11a KOMOHUHAITUS OT TaOJIETKHU 3a ThbBUCHE
OT pa3nryHa/eTHaKBa KOHIICHTPAIIHS.
TabnerkuTe He TPsIOBa J1a ce pa3ensT.
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CxeMa Ha TpeTHpaHe:

Tpemupane npu onapazumseane ¢ Ovjaxu U KbpPAeHCU.

Ha meceunu nHTEpBaiu Ipe3 ce30HA Ha OBJIXU W/WIH KBbPICKHU, B 3aBUCIMOCT OT MECTHATA
€MM300THYHAa 00CTAaHOBKA.

Tpemupane na demodekosa (puauHEHA OT Demodex canis):

MecevHo MpUIIOKEHNE Ha TPOAYKTA, JTOKATO JBE OTACTHH OTPUIATSIHU KOKHU MPOOU HE CE TOITy4aT
3a equH Mecell. [Ipu TexKu ciydan MOXe J1a C€ HAIOXKH MPOABIDKUTEITHO MECEUHO TpeTupane. Thit
KaTo JIEeMOJIeK03aTa € MyJITH(PAKTOPHO 3a00JsBaHE, KBJETO € BB3MOXKHO, € MMPEMOPHYUTEITHO CHIIO Ja
ce TpeTupa BCSIKO OCHOBHOTO 3a00JIsIBAHE 110 TTOIXOJISI HAYHH.

Tpemupane na capkonmo3sa (mpudnHeHa oT Sarcoptes scabiei var. canis):

MeceuHo NpUIIOKEHNE Ha TPOAYKTA 3a JBa MOCIIEA0BaTEIHA Mecena. Moxke J1a ce Hal0XKH I10-
HATATBITHO SKEMECEUHO MPIIOKEHUE HA TPOAYKTA Bh3 OCHOBA HA KJIMHUYHATA OIICHKA U KOXKHUTE
npoou.

9. CBBET 3A ITIPABUJIHO INPUJIOKEHHUE
TaOneTkuTe 3a AbBUCHE W NPUSATHU HA BKYC 3a TIOBEYETO KyueTa. AKO Ky4eTo He IprueMa TalJieTKaTa
JUPEKTHO, T MOXKe Ja ObJAe AaJeHa C XpaHara.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CIEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

I[a CC ChbXpaHsaBa Oaji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

I[a HC CC U3M0JI3Ba TO3U BECTCPUHAPHOMCIUITUHCKHA NPOAYKT CJICA U3TUYAHE CPOKA HA T'OJHOCT,
IMOCOYCH BBHPXY CTUKETA CJIC ,,FO,Z[CH ,Z[OZ”. CpOK’LT Ha TOAHOCT OTTroBaps HAa NOCJICAHUA ICH OT TO3U
MCCCII.

To3u BCTCPUHAPHOMCIUIIUHCKU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHU YCJIOBHA 3a ChbXPAaHCHUC.

12. CHENUAJHU NPEAYHPEXIEHUA

CrenuaaHy OpeaynpekacHns 3a BCEKH BUJI )KMBOTHH, 38 KOUTO € npeaHazHayed BMII:
[TapasuTute TpsOBa ja ca 3aNOYHAIN JIa C€ XPAHAT OT TOCTOIPHEMHHUKA, 32 J1a ObJaT U3JI0KEHU Ha
BB3acicTBIEeTO Ha afoxolaner. [lopaau ToBa pUCKBT OT MPEHACSIHETO HAa 00JIECTH, MPEAaBAHU OT
OBJIXY HE MOXKE Jia ObJie M3KIIIOUEH.

CrielnaHy Ipena3Hu MEPKH 3a )KUBOTHHUTE IPU YyIoTpebarTa Ha MPOAYKTa:

[pwu nurmica Ha TOCTATHYHO JAHHU, TPETUPAHETO HA Ky4eHIa, 0J] 8§ ceJIMUYHA BB3PAcT /UK KydeTa C
TeJecHa Maca rmo-Mayiko ot 2 kg, TpssOBa 1a ce u3BbpIIBa CaMO CIIS/ MMPEIeHKA MoJ3a/PUCK OT
OTTOBOPHHUSI BETEPUHAPEH JIeKap.

CnegnanHH npeanasHiy MCPKH 3a Jinfara, npujaraiiyi BETCPUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
KHMBOTHHUTC:

3a 1a ce mpejnassit genaTa ot JOCTHII JI0 BETEPHHAPHOMEAUIIMHCKISI TPOIYKT, U3BKIANTE caMo 10
enHa TabneTKa 3a IpBUCHE OT OircTepa. BepHeTre OiicTepa ¢ ocTaHAIATE TAOJICTKH 3a ThBUCHE B
KyTHSTA.

W3muiite pwlieTe cu ciiel paboTa ¢ MPOAYKTa.
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BbpeMEeHHOCT U JaKTaIus:

JlaGopaTopHu TIpoydYBaHMS MPHU TUTHXOBE U 3alII HE TIOKa3BaT HUKAKBH JJOKA3aTEJICTBA 32
TEPaTOTCHHOCT, WU IPYT'H HEONArONMpUsITHUA PEAKIIMA BBPXY PEIMPOAYKTUBHATA CIIOCOOHOCT NpHU
MBXKKU U )KCHCKU MHANBUAU. bezonacHocTTa HAa BEeTepUHAPHOMEAUIIMHCKUS MPOAYKT HE € JoKa3aHa
10 BpeMe Ha OpEMEHHOCT M JIaKTAIlMs WM [IPH Ky4eTa 3a PasIiiof.

[Ipunara ce camo ciie/] MpeleHKa MoJi3a/pPUCK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

[Ipenosupane (CHMITOMH, CIIEITHU MEPKHU, AHTUIOTH):

He ca HaOmronaBaHy HeOIAaroNpUsITHU peakLUK IpH 3IpaBU KydeHIa OT nopojaaTta buren van

8 ceaMHMUHa BB3pacCT, IPH TPETHPAHE € 1032 5 IBTH MT0-BUCOKA OT MaKCUMaJIHaTa, IOBTOPEHA /10
6 IbTH Ha UHTEPBAIH OT 2-4 cEIMULIM.

13. CIHENUAJHU MEPKH 3A YHUIIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIMU OT HEI'O, AKO UMA TAKHUBA

IlonuraiiTe Bammsa BeTepuHapeH iekap KakBo Aa paBute ¢ HeHykHuTe BMII. Te3u mepku e
IIOMOTHAT 32 OIla3BaHe Ha OKOJIHATa cpeja.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA

[MonmpobHa nHbOpMaIrs 3a TO3M BETEpUHAPHOMEIUIIHCKY TPOTYKT MOXKE J]a HAMEPHUTE Ha MHTEPHET
crpanurnara Ha EBponeiickata Arennus o Jlekapcrsara (http:/www.ema.europa.cu).

15. JAONBJHUTEJHA UHOOPMALIUSA

Afoxolaner e UHCEKTHIIH/ ¥ aKapUITUJI, TIPUHAJISKAI KbM IpyraTa Ha H30KCa30JIHHa.,

NexGard e akTHBEH cpelly Bb3pacTHU OBJIXH, KAKTO U HIKOJIKO BUJIA KbpJIeXkH KaTo Dermacentor
reticulates, D. variabilis, Ixodes ricinus, 1. scapularis, Rhipicephalus sanguineus, Amblyomma
americanum u Haemaphysalis longicornis.

NexGard youBa OBJIXM paMKUTE Ha 8 Yaca U KbPJISKU B paMKuTe Ha 48 vaca.

Y6uBa ObixuTe, IPEU ]a CHACAT SIIIa ¥ Taka Mpe/a3ea JoMa OT Oapa3uTsBaHe.

Bceska koHueHTpanus, TableTKuTe 3a AbBUCHE CE IpeasaraT B CJICAHUTE OMaKOBKH:
Kapronena xyrtus ¢ 1 6mucrep ot 1, 3 mnu 6 Tabnetku 3a 1bBUeHe win 15 Onuctepa ¢ 1 Tabnerka 3a
IbBYCHE.

He Bcwuku pa3mepu Ha ommakoBKaTa MOTat Aa ObAaT MpeajiaraHu Ha ma3apa.
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