MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHOMEJULWHCKUA NPOAYKT
NexGard 11 mg TabneTku 3a ApBYeHE 3a Kydyera 2—4 kg

NexGard 28 mg TabneTku 3a npBUYeHE 3a Kyuera > 4—-10 kg

NexGard 68 mg TabneTky 3a 1pBUYeHE 3a Kydera > 10-25 kg

NexGard 136 mg TabneTku 3a qpBUEHE 3a KydeTta > 25-50 kg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka 3a qbBUCHE ChIBPKA:

AKTHBHA cy0CTaHIMA:

NexGard Afoxolaner (mg)
TabJIeTKH 3a AbBUYeHe 3a Kydyera 2—4 kg 11,3
TaOJIeTKH 3a AbBUYEHE 3a Kyuera > 4-10 kg 28.3
TabJIeTKH 32 IbBUCHE 3a KyueTa > 10-25 kg 68
Ta0JICTKH 3a JbBUYCHE 3a Kyuera > 25-50 kg 136

3a IBJIHUSA CHUCHK HA EKCLHMIIMCHTUTE, BUXK T. 6.1.

3. DAPMALEBTUYHA ®OPMA

TaOnerku 3a IbBUCHE.

MHoronBeTHH, C YePBEHU JI0 YepPBEHO KadsBU NMETHA, KPBIIIo ohopMeHH (TabmeTku 3a Kyderta 2—4 kg)
WY TIPaBOBI'BJIHY (TabneTky 3a Kkyuera > 4—10 kg, Tabnerku 3a kyuera > 10-25 kg u Tabnetku 3a
Kydera > 25-50 kg).

4. KJIMHUYHHU JAHHHU

4.1 BwujaoBe :KMBOTHH, 32 KOUTO e npeanasHayen BMII

Kyuera.

4.2 TepaneBTHYHU NMOKA3AHUS, ONPeeIeHH 32 OT/AeJTHAUTE BUI0BE )KMBOTHH

Tpetupane npu onapasutaBaHe Ha Kyuerta ¢ 0baxu (Ctenocephalides felis u C. canis) B IpoAbIKEHNE
Ha 5 ceamury. [IpoIyKTHT MOKeE J1a ce U3MOI3Ba KaTo YacT OT CTPATEeTHsTa 3a JieueHHe U KOHTPOJ Ha
anepruuHus nepmatut ot 0baxu (flea allergy dermatitis — FAD).

Tperupane npu omapasuTsIBaHe Ha KydeTa ¢ Kbpnexu (Dermacentor reticulatus, Ixodes ricinus,
Ixodes hexagonus, Rhipicephalus sanguineus, Hyalomma marginatum). Enao Tpetupane yonsa

KBPJCKUTE 3a NICPpHUOJ 40 C€ANH MECCII.

brixute v KbpIekuTe TPOBA Ja Ce MPUKPETSIT KbM KY4eTO U JIa ca 3all0YHaAIN XpaHeHe, 3a 1a ObaaT
M3JI0)KeHHU Ha BH3JIEHICTBUETO HA aKTHBHATA CyOCTaHIIHA.

Tpetupane Ha geMoneko3a (mpuunHeHa ot Demodex canis).
Tpetupane Ha capkomnTo3a (IpuIrHEHA OT Sarcoptes scabiei var. canis).

Tperupane Ha yurHu KpacTHU HHQeKun (mpuunHenn ot Ofodectes cynotis).



4.3 IIpoTuBOMOKA3aAHUA

I[a HE CC U3M0JI3Ba MPU CBPBbXUYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHHI/I$I WM KbM HSIKOH OT
CKCIUITMCHTHUTCE.

4.4 CroenuajJH{ MpeINna3sHu MePKH 32 BCeKH BH/ JKMBOTHH, 32 KOUTO e MpeanasHadyen BMII

[MapasuTtuTte TpsOBA Ja ca 3aMOYHAIH J]a C€ XPaHAT OT TOCTOIPUEMHHKA, 33 J1a ObJAT M3JI0KEHH Ha
BB3JIEHCTBIETO Ha akTHBHATA cyOcTanmus afoxolaner. I[lopaan ToBa pHCKBT OT IPEHACSHETO HA
OonecTH, IpeaBaHy OT Mapa3uTe He MOXKe Jia ObJIe U3KIIIOYCH.

4.5 CheuuajaHu mpeanasHd MepKHU MpH ynorpeoda

CrienuaiHy Ipena3Hi MEPKH 3a )KMBOTHHUTE IPU YIOTpeOaTa Ha MPOIYKTa

[pwu numca Ha [OCTATHYHO JaHHU, TPETUPAHETO HA KYYCHIA O] 8§ ceIMHYHA Bh3PACT W/WIIH KydeTa C
TeJecHa Maca rmo-Maiko oT 2 kg, TpsiOBa fa ce u3BBpIIBa caMo cie/l IpeleHKa MoI3a/pucK OT
OTTOBOPHMSI BETCPUHAPEH JICKap.

CHCHI/IaHHI/I IIpeaAlla3sHy MECPKHU 34 JInfarta, npujaraiiiyi BECTCpUHAPHOMCANIMHCKHUA IPOAYKT Ha
KHUBOTHUTC

3a ;1a ce mpeAnassT JAeuara oT A0CTbII 10 BETEPUHAPHOMEAUIIMHCKUS IPOIYKT, U3BKAANTE caMo T10
e7Ha TabJieTKa 3a IbBYCHE OT OyincTepa. BepHeTe OincTepa ¢ ocTaHaIUTE TaOJETKH 3a IHBUYCHE B
KyTHSTA.

W3muiite phiieTe cu ciiea paboTa ¢ IpoayKTa.
4.6 HebuaronpusiTHu peakumuu (4€CTOTAa U BAXKHOCT)

Jlexu cTOMamHO-YpeBHU CMyILIeHN (TIOBPBILAHE, AUapuUs), CbPOEeK, JIeTaprus, aHOPEKCHs U
HEBPOJIOTHYHH ITPU3HALM (KOHBYJICHH, aTAKCUSI K MYCKYJIEH TPEMOp) ca OMIN TOKJIAABAHU B MHOTO
penxu cirydau. [loBedeTo 10KIagBaHN HEOIArONPHATHY PEaKIMU ca CaMOOTPAaHUYABAIIH CE U C
KpaTKa MpOIBIKUTEITHOCT.

YecroTaTa Ha HEOIATONPUSTHUTE PEAKIIUH CE OIIPE/IeIIs Upe3 clieIHaTa KIacu(pUuKaIys:

- MHOTr0 yecTH (roBeue oT 1 Ha 10 TpeTupaHu >KUBOTHH, IPOSIBSIBALLM HEOIArONPUATHH PEAKLINH )

- yecTH (oseue oT 1, Ho nmo-mainko ot 10 xuBotHH Ha 100 TpeTupaHu )KUBOTHH)

- He yecTH (roBeue oT 1, Ho mo-mainko ot 10 sxuBoTHH Ha 1,000 TpeTnpaHu )KMBOTHH)

- penku (oseue ot 1, Ho mo-maunko ot 10 xuBoTHH Ha 10,000 TpeTHUpaHU )KUBOTHH)

- MHOTO penkH (rmo-manko ot 1 xuBotHO Ha 10,000 TpeTHpaHu )KUBOTHH, BKIFOYUTETHO
M30JINPaHH CHOOIIEHUS).

4.7 Ymnorpe6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUS WM sIiiIleHOCeHe

Moske na ce mpuiara 1o BpeMe Ha pa3MHOXKaBaHe, OpEMEHHOCT U JIAKTaIlHs.

Bbe3zonacHocTTa Ha BeTepUHAPHOMEAUIIMHCKUS MPOAYKT HE € TOKA3aHa MPU MBKKH JKMBOTHU 32
pa3uIon.

JlaboparopHu npoy4BaHMs IIPH IUTHXOBE W 3aHIM HE TIOKa3BaT HUKAKBH JI0KA3aTEJICTBA 3a
TEPaTOTeHHOCT WX APYTH HEOIArONMPUATHHA PEAKINH BbPXY PEIPOTyKTHBHATA CIOCOOHOCT MpH
MBXKKH UHUBUJIN.

HpI/IJ'Ial"a CC CaMO cJIea MpCLCHKa mom3a/ PHUCK OT OTTOBOPHUSA BETCPUHAPCH JICKAP IIPU MBIKKU
JKMBOTHH 34 PA3IIOA.

4.8 BsamMmopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIHIIMHCKH MPOAYKTH W APYru (popMu Ha
B3auMojelicTBHe

He ca uzBectHu.



4.9 Jlo3a u HAYHUH HA NPUJIOKEeHHE

3a nepopansHo MPUIOKEHHUE.

2031/19031«1:

IIpoayxThT TpsAOBa ma ce mpuiara B fo3a oT 2,7—7 mg/kg TenecHa Maca B ChOTBETCTBHE ChC ClIeHATA
Tabnuna:

TesecHa maca Konuenrpauus u 6poii Ha Ta0JIeTKUTE 3a TbBUYEHE 3a MPUJIOKEHHe
Ha kyye (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 kyudera ¢ TenecHa Maca Haj S0 kg, usnonspaiite noaxoasina KOMOUHAIMSI OT TaOJIETKHU 3a JbBUYCHE
OT pa3MyHK/ €THAKBY KOHIIEHTpanuu. TabmeTknure He TpsOBa JAa ce pasIessr.

Meroa Ha IPUWIOKEHUE:
TaOnerkuTe ca 3a AbBYCHE U NIPUATHH Ha BKYC 3a ITOBEYETO Ky4eTa. AKO Ky4eTo He mpuemMa
TabJIleTKaTa TMPEKTHO, TSI MOXKE /1a ObJie NaJieHa C XpaHara.

Cxema Ha TpeTHUpaHe:

Tpemupane npu onapasumssare ¢ OvIXU U KbPAEHCU:

Ha MCECCUYHU I/IHTCpBaJ'II/I Hpe3 CE€30Ha Ha 6T>JIXI/I I/I/I/IJII/I K’prC)KI/I, B 3aBUCUMOCT OT ME€CTHAarTa
eMM300THYHA 00CTaHOBKA.

Tpemupane na demoodexosa (nMpuarHeHa ot Demodex canis):

MecedHo NpuIoKEHUE Ha TPOAYKTA, OKATO JBE OTICIHUA OTPUIIATCITHH KOXKHH MPOOH HE CE MOJTydaT
3a eauH Mecell. [Ipu TexKu ciiyyan MOXKe Jia ¢ HAJIOKHU HPOIB/DKUTEIIHO MECEYHO TpeThpaHe. Thit
KaTo JeMoJIeKo3arTa ¢ MyaTU(HaKTOPHO 3a00MsIBaHE, KBJETO € Bh3MOXKHO, € MPEMOPHUNTEITHO ChINO Ja
ce TPeTUpa BCSIKO OCHOBHOTO 3a00JISIBAHE 110 TTOAXOSI HAYHH.

Tpemupane na capkonmo3a (MpUUUHEHA OT Sarcoptes scabiei var. canis):

MeceuHo npuiIokeHHe Ha MIPOJIYKTa 3a /IBa MOCIeA0BaTeIHN Mecela. Moe Ja ce HaJIO0XKH I10-
HATaTBIITHO SKEMECEHHO MPUIIOKEHUE Ha MPOAYKTa Bb3 OCHOBA Ha KIMHAYHATA OIIEHKA 1 KOXKHUTE
pooOH.

Tpemupane na ywnu xpacmuu ungexyuu (npununenu om Otodectes cynotis):

Tps6Ba na ce mMPIIIOXKH eTHOKPATHA 1032 OT BETEPUHAPHOMETUITMHCKHS TPOayKT. [IpemopruBa ce
JIOITBITHUTENICH BETEPUHAPEH NPETJIe]] €TMH MECeIl ClIe]] TPBOHAYATHOTO TPETHPAHE, Thil KATO HAKOU
JKUBOTHU MOXKE J1a UMaT HEOOXOAMMOCT OT TIOBTOPHO TPETHUPAHE.

4.10 IIpemo3upane (CHMIITOMH, CHEIIHA MEPKHU, aHTUI0TH), AKO € He00X0AUMO

He ca nabmronaBany HeOIArONPUATHN PeaKIMK NPH 3/IpaBy KydeHIIa oT opojaata burei Hax

8 cemMUUHa BB3pacT, MPU TPETUPaHE C 1032 5 MBTH IT0-BUCOKA OT MaKCHMaJTHATA, [IOBTOPEHA 10

6 IbTU HA UHTEPBAIIU OT JIBE JO YECTUPU CEIMULIN.

4.11 KapeHTeH cpok

He e npunoxumo.

5. DPAPMAKOJIO'MYHU OCOBEHOCTH



dapmakoTepaneBTHYHA TPyIa: KTONAPA3UTHIIUIN 32 CHCTEMHA yroTpeoa.
Berepunapuomenummacku AHaToMo-Teparesrraer Koa: QP5S3BEO].

5.1 ®apMakoAMHAMMYHH CBOIicTBA

Afoxolaner e HHCEKTHIIN U aKapUIHJ, TPUHAIIeKAI] KbM TpyIaTa Ha H30KCa30JIMHA.

Afoxolaner neiicTBa B TMraHA-OTBAPSIIMTE CE XJIOPUIHU KaHAU, B YACTHOCT TE3H, KOUTO Ca
CBBP3aHH C HEBPOTPAHCMUTEPA raMa-aMuHoMaciieHa kucennHa (GABA), kaTo 1mo TakbB HaYHH Ce
OIIOKHpa Mpe- | MOCT-CHHANTHYHOTO MPEHACSHE Ha XJIOPUIHH HOHU Mpe3 KIEThYHUTE MEMOPaHH.
ToBa BoaM JO HEKOHTPOJIUPAHA AKTUBHOCT Ha IIEHTPAIHATA HEPBHA CHCTEMa M CMBPT Ha UHCEKTUTE
wiu akapute. CelekTHBHAaTa TOKCHYHOCT Ha afoxolaner mpu HacekoMu/akapu v OO3alHUIY POU3IIN3A
OT paznuyHaTa 9yBcTBUTENHOCT HAa GABA penenropute Ha HAaCEKOMHTE/aKapuTe B CPABHEHUE C Ta3U
Ha penenTopure Ha 003alHUIIH.

Afoxolaner e akTHBEH cpellly Bb3pacTHU OBJIXH, KAKTO U HAKOJIKO BHJA KbPIEKHU Kato Dermacentor
reticulates, D. variabilis, Ixodes ricinus, Ixodes hexagonus n I. scapularis, Rhipicephalus sanguineus,
Amblyomma americanum, Haemaphysalis longicornis u Hyalomma marginatum.

NexGard youBa OBJIXU paMKUTE Ha 8 4aca U KbPJIEXKH B paMKHTE Ha 48 Jaca.
VYouBa 6bnxuTe, IpeIu Ja CHACAT siiilia U Taka ce MpeAna3Ba JoMa OT OIapa3UTsIBaHe.
5.2 ®apMaKkoKNHETHYHH 0CO0EHOCTH

Crnen mepopalitHO TIPUIIOKEHHE TIPpH KydeTa, afoxolaner meMoHCTpHpa BICOKA CICTEMHA pe30pOITusl.
AbcomotHata Ononanngaaoct € 74 %. Cpennara MmakcuManHa KOHUEHTpaLusl (Cmax) B IUIa3MaTa €
1655 £ 332 ng/ml, cinen 2—4 gaca (Tmax) ciien no3a ot 2.5 mg/kg afoxolaner.

Afoxolaner ce pasnpenens B ThkaHuTe ¢ 00eM Ha pasnpoctpanenue 2,6 + 0,6 L/kg u cToliHocT Ha
cucteMHo enmumuHEpaHne ot 5,0 = 1,2 ml/gac/kg. KpaitHUAT m1a3MeH OIYKUBOT € OKOJIO 2 CEAMHUIIN
NIPY TIOBEYETO Ky4eTa, HO MOMYKUBOTA Ha afoxolaner Moske fia ObJie pa3inuieH IpH Pa3inaHUuTe
KydeTa (mpuMepHo npH uscneasane t, npu Komu, tpetupanu ¢ 25 mg/kg TenecHa maca e 10

47,7 mam) 6e3 na 3acsira 6e30MacHOCTTa. [n Vitro eKCIIepUMEHTH TI0Ka3Bart, 4e P -riaukonporenH
eIryKceH He ce MOsBsBa, KOETO MOTBbPrKAaBa, ye afoxolaner He e cyOcTpar Ha P-rimukonporenH
TPaHCHIOPTEPH.

Afoxolaner B Ky4eTo € MeTaOOJIM3HPAH 10 TIOBeYE XUAPODIIHHA CHEIUHEHHS U CIIE/T TOBA
eMMMHUHUPaH. MeTaboIUTUTE U U3XOJHUTE CheIMHEHHS Ce SIMMUHHUPAT OT TSUIOTO Ype3 ypUHaTa u
JKIIbYKAaTa, KaTo Mo-rojiiMara 4acT €€ CIIMMHUHHPA YPE3 KIIbYKaTa. Hsama JAHHHU 3a BKIIFOUBAHE Ha
EHTepOXelaTajHo PelUKINpaHe.

6. DODAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHHUITHEHTHTE

Maize starch

Soy protein fines

Beef braised flavouring
Povidone (E1201)

Macrogol 400

Macrogol 4000

Macrogol 15 hydroxystearate
Glycerol (E422)
Medium-chain triglycerides

6.2 OCHOBHHM HECHLBMECTHMOCTH

He npunoxumo.



6.3 Cpok Ha roaHOCT

Cpok Ha TOJJHOCT Ha KpaiHus BeTepUHAPHOMEANLIUHCKH NPOIYKT: 3 TOAMHU.

6.4 CrnenuaJjiHu ycJIOBHUSI 32 ChbXpPaHeHHe HA MPOAYKTA

To3u BeTeprHHAPHOMEIMLIMHCKH MTPOAYKT HE H3UCKBAa HUKAKBH CIICIIMATHHU YCIIOBHS 33 ChbXpaHEHHE.
6.5 Bwuawu cbcTaB Ha MBPBHYHATA ONMAKOBKA

To3n BeTeprMHAPHOMEIULIMHCKY IIPOAYKT € HHANBHYyaIHO OIIAKOBaH B TEpMO(OpMOBaHU
namunupanu PVC 6nucrepu u noacusiena ¢ amymunuit xaptus (PVC/Alu)

Enna xytust ceappikamia 1 6mucrep ¢ 1, 3 win 6 Tabnerku 3a ApBUeHe Wi 3 Omuctepa ¢ 6 TabeTkn
3a mpBUeHe Wwin 15 6nuctepa ¢ 1 TabiieTka 3a T-BUCHE.

He Bcuuky pa3Mepu Ha OlakoBKaTa MOraT Ja ObAaT NpeAaraHy Ha rasapa.

6.6 CrnenuajJlJHU MepKH 32 YHULI0KABAHE HA HEM3MOJI3BAH NPOAYKT WM OCTATHIHU OT HEro
Bceku Hensnon3BaH BeTepUHAPHOMEAUIIMHCKY IPOIYKT WIIM OCTaThLIM OT HETO, TpsiOBa 1a ObaaT
YHHIIOXEHH, B CbOTBETCTBHUE C U3UCKBAHUATa HA MECTHOTO 3aKOHOIATEIJICTBO.

7. IPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

I'EPMAHUA

8. HOMEP HA JIMHEH3A 3A YIIOTPEBA

EU/2/13/159/001- 020

9. JATA HA IBPBOTO U3JABAHE/TIOJHOBSIBAHE HA JIMIHEH3A 3A YIIOTPEBA
JlaTa Ha TEPBOTO W3/1aBaHEe Ha JUIIEH3 3a yrnoTpeoda: 11/02/2014
Jara Ha moCJeHOTO MOIHOBSIBAHE HA JIM3EHI] 3a yrnoTpeda: 19/12/2018

10. JATA HA ITOCJIEJHATA PEJAKLMSA HA TEKCTA

ITonpoOHa nHpOpManUs 3a TO3H MPOAYKT MOXKE J1a HAMEPUTE Ha MHTEPHET CTPAHUIIATa Ha
EBponeiickata Arennmst mo JlekapcrBarta (http://www.ema.europa.eu).

3ABPAHA 3A ITPOJA’KBA, CHAB/JISIBAHE U/NJIN YIIOTPEBA

He e npunoxxumo.


http://www.ema.europa.eu/

MNPUJIOKEHUE I1
MNPOU3BOAUTEJI OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUIAATA

YCJIOBUA NN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIN CE JO INPEJJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MACOK



A. NPOU3BOIUTEJ OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUJIATA

Hme u anpec Ha NPOM3BOAMTEINSE OTTOBOPEH 32 OCBOOOXKIABAHETO HA MAPTHIUTE 32 MPOJaK0Oa
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 Toulouse

OPAHIMA

b. YCJOBUSA NN OI'PAHUYEHUA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIUA CE 10 NIPEJJIATAHETO WM YIIOTPEBATA MY

ﬂa CC OTITYCKa CaMO IIO JICKAPCKO IMpCAINMMCaHuneC.

B. CTATYC HA MJCOK

He e npunoxxumo.



MNPUJIOKEHUE III

ETUKET U JINCTOBKA



A. ETUKET
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NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrusi

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA NIPOAYKT

NexGard 11 mg TabneTku 3a nbBUYEHE 3a Kyuera 2—4 kg
NexGard 28 mg TabieTku 3a ApBYCHE 3a Kydera > 4—10 kg
NexGard 68 mg TabieTku 3a ApBYCHE 3a Kydera > 10-25 kg
NexGard 136 mg TabneTku 3a IpBUeHE 3a KydeTa > 25-50 kg

afoxolaner

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIMA

Afoxolaner 11,3 mg
Afoxolaner 28,3 mg
Afoxolaner 68 mg

Afoxolaner 136 mg

3. DAPMAIEBTUYHA ®OPMA

Tabnerku 3a AbLBUYEHE

4. PASMEP HA OITAKOBKATA

1 TabneTKa 3a IbBUYECHE
3 TabJeTKn3a JbBUCHE
6 TaOJIETKH 3a IHBUEHE
15 TabneTKu 3a AbBUECHE
18 TabneTky 3a 1bBUEHE

5. BUJIOBE JKMUBOTHMH, 3A KOUTO E INTPEJHAZHAYEH BMII

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

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

[Ipenu ymoTpeba npoyeTH JIUCTOBKATA.
TlepopanHo npuiioxKeHUE.

11



‘ 8. KAPEHTEH CPOK

‘ 9. CIIEIMAJIHU NPEAYITPEXKJIEHU S, AKO E HEOBXOJMMO

[penu ynotpeba mpoveTy INCTOBKATA.

| 10. CPOK HA TOJIHOCT

EXP {mecen/ronuna}

‘ 11. CIHENHUAJIHU YCJIOBUSA 3A CbXPAHEHHUE

12. CHEHOUAJIHU MEPKH 3A YHUIIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

YHI/IHIO)KaBaHeZ MMPpOYCTH JIMCTOBKATA.

13. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA” U
YCJIOBUA NN OT'PAHUYEHUS OTHOCHO PA3ITIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpeGa. I[a CC OTITyCKa CaMo II0 JICKapCKO MPEATIMCAHUEC.

14. HAIIUCHT “JA CE CBbXPAHSBA JAJIEY OT IOTJVIEAA U HA HEJOCTBITHHU
3A JEIIA MECTA”

)Ia CC CbXpaHsBa Jajied OT 1orjieaa U1 Ha HCAOCTBITHU 3a JI€1[a MECTaA.

‘ 15. HUME U IOCTOSHEH AJAPEC HA ITPUTEXATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
'EPMAHUA
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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
EU/2/13/159/017
EU/2/13/159/018
EU/2/13/159/019
EU/2/13/159/020

17. NMAPTHUJIEH HOMEP

Lot

13



MUHUMYM UHOOPMALIUA, KOATO TPABBA JJA BBJE U3IINCAHA BBPXY
BJIMCTEPHU WJIN JIEHTH

Bancrep

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA NIPOAYKT

NexGard 11 mg kygera 24 kg
NexGard 28 mg kyuera > 4-10 kg
NexGard 68 mg kyuera > 10-25 kg
NexGard 136 mg kyuera > 25-50 kg

afoxolaner

tad

‘ 2. HAMMEHOBAHMUE HA ITPUTE/KATEJISA HA JIMIIEH3A 3A YIIOTPEBA

™\ Boehringer
l“ll Ingelheim

‘ 3. CPOK HA TOJHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

‘ 5. HAJIIMUCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BETepHHAPHOMEIUIINHCKA yIOTpeoa.
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B. IUCTOBKA
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JIMCTOBKA:
NexGard 11 mg TabJieTku 3a 1bBUeHe 3a KyuyeTa 2—4 kg
NexGard 28 mg Ta0JjeTKu 3a 1bBYeHe 3a Ky4deTa > 4-10 kg
NexGard 68 mg TadjeTkn 3a 1bBYeHe 3a Ky4yeTa > 10-25 kg
NexGard 136 mg TabieTku 3a AbBUYEHe 32 Ky4yeTa > 25-50 kg

1. HNME N ITIOCTOSHEH AJJPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

[IpurexaTen Ha AMIEH3a 3a yIOTpeba :
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

F'EPMAHUA

[IponsBouTen, OTTOBOPEH 32 0CBOOOKIaBaHEe HA MAPTHATA:
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 Toulouse

Opanuus

P2 HAMMEHOBAHUWE HA BETEPUHAPHOME/JJUIIUHCKUA TIPOAYKT

NexGard 11 mg TabneTku 3a ApBYeHE 3a Kydera (2—4 kg)
NexGard 28 mg TabneTku 3a npBUYeHE 3a Kydera (> 4—-10 kg)
NexGard 68 mg TabneTku 3a 1pBYeHE 3a Kydera (> 10-25 kg)
NexGard 136 mg tabnetku 3a 1pBUeHe 3a KyueTa (> 25-50 kg)
afoxolaner

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIUSA U EKCHUIIMEHTUTE

Bceska tabneTka 3a ABbBUCHC ChbAbpiKa:

NexGard Afoxolaner (mg)
TabJISTKH 3a JIbBUCHE 3a KydeTa 2—4 kg 11,3
TaOJIeTKH 3a AbBUYeHe 3a Kyuera > 4—10 kg 28,3
Ta0JIETKH 32 JbBUYEHE 3a Kydera > 10-25 kg 68
TabJIeTKH 32 JIbBUCHE 3a KydeTa > 25-50 kg 136

MHoronBeTHH, C YePBEHU JI0 YepPBEHO KadsBU NETHA, KPBIUIO 0ohopMeHH (TabmeTku 3a Kydeta 2—4 kg)
WM TIPaBOBI'bIHHE (TaOneTkn 3a kydera > 4—10 kg, TabneTku 3a kydera > 10-25 kg u Tabnetku 3a
Kydera > 25-50 kg).

4. TEPAIIEBTUYHU ITIOKA3AHUA

Tpetupane npu onapasutaBaHe Ha Ky4yera ¢ 0baxu (Ctenocephalides felis u C. canis) B IpoabIKEHNE
Ha 5 ceamuny. [TpogyKThT MOKeE J1a ce U3MOI3Ba KaTO YacT OT CTPATEeTHsTa 3a JieueHHe U KOHTPOJ Ha
anepruunus nepmatut ot 061xu (flea allergy dermatitis — FAD).

Tperupane npu omapasuTsIBaHe Ha KydeTa ¢ Kbpnexu (Dermacentor reticulatus, Ixodes ricinus,
Ixodes hexagonus, Rhipicephalus sanguineus, Hyalomma marginatum). Enao Tpetupane yonusa
KBPIIEKUTE 32 TIEPHOJL JIO CTUH MECEII.

braxure n KBbPJICKUTEC Tpﬂ6Ba Ja CC MPUKPCIIAT KbM KYy4YC€TO U A4 Ca 3all0OYHAIN XpAaHCHEC, 3a 1a 6’B,IlaT
H3JIOKCHH Ha B’bSJIeI\/’ICTBI/IeTO Ha aKTHBHATa Cy6CTaHHI/I$I.
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Tpetupane Ha gemMojaeko3a (mpuanHeHa ot Demodex canis).
Tperupane Ha capkonrto3a (IpUUUHEHA OT Sarcoptes scabiei var. canis).

Tpetupane Ha yuHu KpacTHH HHQekuu (mpuauHeHn ot Otodectes cynotis).

S. INPOTUBOIIOKA3AHUSA

I[a HE C€ U3NO0JI3Ba P CBPBXUYBCTBUTCIHOCT KbM aKTHBHATa CY6CTaHHI/I5{ WA KbM HSKOH OT
CKCIIMITMCHTHUTCE.

6. HEBJIATOITPUATHU PEAKIIUN

Jlexn cromamHO-4peBHU cMyIIeHHs (TIOBPBIAHe, JUApHs), ChpOeK, IeTaprisi, aHOPEKCUS 1
HEBPOJIOTHYHH MPHU3HAIM (KOHBYJICUH, aTAKCUS M MyCKYJIEH TPeMOp) ca OWIIK TOKJIaZIBAHU B MHOT'O
penku cinydan. [loBedeTo TOKIIaABaHN HEOIATONPHUSITHU PEaKIIMU Ca CAMOOTPAaHUYABAIIH CE U C
KpaTka npoIbIKUTEITHOCT.

YecroTara Ha HEOMArONPUATHUTE PEAKIIUHU CE OIPEesIs Ype3 CIeAHaTa KiIacu()UKALMSL:

- MHOTrO0 uecTH (moBeue oT 1 Ha 10 TpeTupaHu >KUBOTHH, IPOSIBSIBAIIM HEOIArONPHUATHH PEAKIINH )

- yectr (oBeue oT 1, Ho mo-mainko ot 10 kuBotHH Ha 100 TpeTHupaHu )KUBOTHH)

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

- penku (moseue ot 1, Ho mo-mainko ot 10 xuBoTHH Ha 10,000 TpeTHUpaHu )KUBOTHH)

- MHOTO penku (rmo-manko ot 1 xuBotHO Ha 10,000 TpeTHUpaHu )KUBOTHH, BKIFOUUTEITHO
W30JINPAHH CHOOIIECHUS).

AKo 3a0enexuTe HIKaKBH HEOMArONPUATHU PEaKIInH, BKIIFOUNTEIHO U TAKUBA, KOUTO HE Ca OTHCAaHU B
Ta3W JIMCTOBKA WIIM MUCITUTE, Y€ BETEPHHAPHOMEAUIINHCKUS IPOAYKT He paboTH, MOJIS 1a yBEIOMHTE
Bamus BerepunapeH Jiekap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BMII

Kyuera

8. JAO3UPOBKA 3A BCEKH BU/I ’KHUBOTHO, METO/Jl U HAYNH HA ITPUJIAT'AHE

3a mepopaHo MPUIIOKEHHE.

ﬂOSI/I[ZOBKaI

IIpoxykThT TpsiOBa na ce mpuiara B J03a oT 2,7—7 mg/kg TenecHa Maca B ChOTBETCTBUE ChC ClIeHATA
Tabauma:

Tesiecna Konnenrpanusi u Opoif Ha Ta0JIeTKH 32 IbBYeHe 32 NPUJIOKeHne

Maca Ha NexGard 11 mg NexGard 28 mg | NexGard 68 mg | NexGard 136 mg
Ky4de(kg)

24 1

>4-10 1

>10-25 1

>25-50 1
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3a kydera ¢ TenecHa Maca Hajg 50 kg, m3nomn3BaiiTe moaxoAaIa KOMOWHAIINS OT Ta0JICTKH 32 JHBUCHE
OT pa3NyHa/eTHAKBa KOHIICHTPAIIHS.
Tabnerkute He TPsiOBa J1a ce pas3aensT.

CxeMa Ha TpeTHpaHe:

Tpemupane npu onapazumseane ¢ OvbjIxXu U KbPACHCU.

Ha meceunu nHTEpBaNM Tpe3 Ce30HA Ha O'BJIXU W/WIN KBbPJICKHU, B 3aBUCIMOCT OT MECTHATA
€MU300THYHA 00CTAHOBKA.

Tpemupane na demooekosa (puarHEHA 0T Demodex canis):

MeceuyHo TpHIIoKEHNE Ha TIPOYKTa, TOKATO JBE OTJCITHH OTPHIATSITHA KOKHU ITPOOU HE ce Mmoydar
3a eauH Mecell. [Ipu Texku ciryyan MOXKe Jia ce HAJIOKHU MPOJABIDKUTEIIHO MECEYHO TpeThpaHe. Thii
KaTo JIeMOJIeK03aTa € MyJITH(PAKTOPHO 3a00JsBaHE, KBJETO € Bb3MOXKHO, € MIPEIOPHYUTEITHO CHIIO J1a
Ce TpeTHpa BCIKO OCHOBHOTO 3a00JISIBAHE IO ITOAXOISII HAYKH.,

Tpemupane na capkonmo3sa (mpuauHeHa ot Sarcoptes scabiei var. canis):

MeceuyHo TpHIOKEHHE Ha TIPOYKTA 3a J[Ba MOCIEIOBATEHU Mecena. Mojxke J1a ce HaJlOXH TMo-
HATATBIITHO KEMECCUHO MPHIIOKESHUE HA TPOAYKTA Bh3 OCHOBA HAa KJIMHMYHATA OIICHKA U KOXKHUTE
npoou.

Tpemupane na ywinu xpacmuu ungexyuu (npununenu om Otodectes cynotis):

TpsOBa 1a ce MpUIIOXKH €AHOKPATHA 032 OT BEeTEPHHAPHOMEANIIMHCKAS TPOAYKT. [IpenoppuBa ce
JOTTBTHUTENICH BETEPUHAPEH MPETIIe]] €TMH MECeIl ClIe]] TbPBOHAYATHOTO TPETHPAHE, Thil KATO HIAKOU
JKUBOTHH MOXeE J]a UMaT HEOOXOJMMOCT OT IIOBTOPHO TPETHPaHE.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHHUE
TaOnerkuTe 3a AbBUCHE U NPUSITHU HA BKYC 33 IOBEYETO KydeTa. AKO Ky4eTo He IprueMa TalJieTKaTa
JIUPEKTHO, T MOXe Ja Obje AaJieHa ¢ XpaHara.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIHELOUAJIHU YCJIOBHUS 3A CbXPAHEHUE HA TIPOAYKTA

[a ce cpxpaHsiBa jajned OT IOIJIela U Ha HEJOCTBIIHM 3a Jiela MecTa.

[a He ce U3M0I3Ba TO3HM BETEPUHAPHOMEUIIMHCKH MTPOAYKT CJIe] U3THYaHEe CPOKA HA TOIHOCT,
MOCOYEH BhpXy eTuketa cien ,,EXP”. CpokbT Ha rOTHOCT OTrOBaps Ha MOCIENHNUS I€H OT TO3H Mecell.
To3u BETCPUHAPHOMEIUITMHCKHA MMPOAYKT HE U3MCKBAa HUKAKBH CIICIUAJIHU YCIIOBUS 3a ChbXpPaHCHUC.

12. CHEHUAJIHU NPEAYHPEXIEHUSA

CrenmaaHy IpeaynpekIeHns 3a BCEKH BHJI )KUBOTHH, 3a KOMTO € npeanasnayen BMIT:
[Tapa3uTuTe TpsOBa a ca 3aII0YHAIM J1a CE XPaHAT OT TOCTONPHUEMHUKA, 3a J1a ObJaT N3JI0KEHH Ha
BB3JeicTBreTO Ha afoxolaner. [lopaau ToBa pUCKBT OT MPEHACSIHETO HA OOJIECTH, MIPEIaBaHU OT
OBJIXY HE MOXKE Jia ObJie M3KIIFOUEH.

CrienmaiHy Ipena3Hi MEPKH 3a )KMBOTHHUTE IPU YIIOTpebaTa Ha MPOIYKTa:

[Tpu Mmica Ha JOCTATHYHO JaHHH, TPETUPAHETO HA KYUEHIIa, O/ 8§ Ce/IMUYHA BB3pacT W/HIH Ky4eTa ¢
TeJIeCHa Maca rmo-Majko oT 2 kg, TpsiOBa 1a ce U3BbpPIIBa CaMO CJIe] MTPELeHKa M0J13a/PUCK OT
OTTOBOPHHSI BETEPUHAPEH JICKap.
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CHCQI/I&HHI/I npeanasHy MCPKH 3a Jiniara, npujaaraiii BETCPpUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
AKHUBOTHHUTC:

3a ;1a ce mpeAnassT Aeuara oT A0CTbII 10 BETEPUHAPHOMEAUIIMHCKUS IPOIYKT, U3BKAANUTE CaMo T10
eaHa TabJieTKa 3a IbBUYCHE OT OyncTepa. BepHeTe OincTepa ¢ ocTaHanuTe TabJICTKY 3a IHBUYCHE B
KYTHSATA.

W3mwiite priieTe cu ciief; paboTa ¢ mpOoAyKTa.

bpeMEeHHOCT M JaKTaIns:

Mosxe a ce mpriiara 1mo BpeMe Ha pa3MHOXKaBaHe, OpeMEHHOCT M JIAKTaITHs.

be3onacHocTTa Ha BETEpUHAPHOMEAUIIMHCKUS IPOIYKT HE € JJOKa3aHa MPU MBXKKH KUBOTHU 32
pasIuIozn.

JlabopaTopHu mpoyYBaHUS MIPH TUTHXOBE U 3aHIIM HE TIOKa3BaT HUKAKBH JIOKA3aTENICTBA 32
TEPATOreHHOCT WIH JAPYTH HEOIArONMPUATHA PEAKIIMH BbPXY PEIPOIyKTHBHATA CIOCOOHOCT MPH
MBKKHA UHIUBHUIU.

IIpunara ce camo ciief mpereHKa mo3a/pruck 0T OTTOBOPHUS BETEpHUHAPEH JIKap TIPH MBIKKH
’KHBOTHH 32 Pa3IlIo.

IIpeno3upade (CUMOTOMH, CHEITHA MEPKH, aHTHIOTH):

He ca mabmronaBanu HEOIArONPUSTHA PEAKIIMH TIPH 3[IpaBH Ky4eHIIa OT mopojaTa burss Hax

8 ceaMHUYHA BB3PACT, IPH TPETUPAHE C J103a 5 IBTH MO-BUCOKA OT MaKCUMaJlHaTa, TOBTOPEHA JI0
6 IbTU HA UHTEPBAIHU OT 2-4 CEMUIIH.

13. CHEHOUAJIHU MEPKHU 3A YHUILIOKABAHE HA HEMU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

ITonuraiite Bamus BeTepuHapeH Jiekap KakBo Aa npasure ¢ HeHykHute BMII. Te3u mepku nie
IIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPena.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA

[Moxpo6ua nH(OpMALHs 32 TO3U BETEPUHAPHOMEIUIIMHCKH TPOIYKT MOXKE J]a HAMEPUTE Ha MHTEPHET
cTpanunata Ha EBponeiickata Arennus no Jlekapcrsara (http:// www.ema.europa.eu).

15. JAONBJHUTEJHA UHOOPMALIUS

Afoxolaner e HHCEKTHLN U aKapULM[, IPUHAUIEKAL] KbM IpyIaTa Ha H30KCAa30JIMHA.

NexGard e akTUBEH cpellly Bb3pacTHU OBJIXH, KAKTO U HSIKOJIKO BUJIA KbpJIEXKH KaTo Dermacentor
reticulates, D. variabilis, Ixodes ricinus, Ixodes hexagonus wn 1. scapularis, Rhipicephalus sanguineus,
Amblyomma americanum, Haemaphysalis longicornis u Hyalomma marginatum.

NexGard youBa Ob1Xu paMKuTE Ha 8 yaca U KbpJICXKH B paMKUTe Ha 48 yaca.

Y6uBa ObJIXUTE, IPEIN JIa CHACAT Sl U Taka MpearnasBa JoMa OT Olapa3uTsIBaHe.

Bcesika xoHIIEHTpanusi, TaOJETKUTE 32 IHBUYCHE CE MpejiaraT B CISIHUTE OMAKOBKH:
Kapronena xytus ¢ 1 6muctep ot 1, 3 niu 6 Tabnerku 3a ApBUeHe WK 3 OricTepa ¢ 6 TabIeTKy 3a
I'bBUCHE Wi 15 6muctepa ¢ 1 TabneTka 3a J-BUYCHE.

He Bcuuku pa3mepu Ha ommakoBKaTa Morart Aa ObJaT mpeajiaraHu Ha ma3apa.
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