MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUWE HA BETEPUHAPHOMEIUIIUHCKUSA ITIPOAYKT
NexGard 11 mg tabneTku 3a 1bBUCHE 3a Kyueta 2—4 kg

NexGard 28 mg rabireTku 3a apBueHe 3a kydera> 4—10 kg

NexGard 68 mg rabieTku 3a apBUeHe 3a Kydera> 10-25 kg

NexGard 136 mg Tabnerku 3a xpBUeHe 3a Kyuera> 25-50 kg

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

Bceska TabneTka 3a ABBUCHC ChbAbpiKa:

AKTHBHA Cy0CTaHIMA:

NexGard Afoxolaner (mg)
TabJETKM 3a JbBUEHE 3a KyueTa 2—4 Kg 11.3
TabJIeTKM 3a AbBUeHe 3a KyueTa™> 4-10 Kg 28.3
TaOJIeTKH 3a IbBYCHE 3a Kydera >10-25 Kg 68
TabJeTKH 32 JbBUCHE 3a KyueTa> 25-50 kg 136

3a IIBJIHUSA CHUCHK Ha CKCIOUIINCHTHUTC, BUX T. 6.1.

3. DAPMALEBTUYHA ®OPMA

TaOnerku 3a IbBUCHE.

MHOTOI[BETHH, C YEPBEHH JI0 YEPBEHO KadsIBM IeTHA, KPBIIIO opopMeHH (TabeTKu 3a Kydeta 2—4 K()
WY TIPaBOBI'bIIHM (TalmeTkn 3a Kyueta > 4-10 kg, tabnetku 3a kydera > 10-25 kg u Tabnetku 3a
kydera > 25-50 kg).

4. KJIMHUYHU JAHHU

4.1 BupaoBe :KMBOTHHM, 32 KOUTO e npeaHasHayen BMII

Kyuera.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPe/IeJIEHH 32 OTAeJIHUTE BU10BE }KUBOTHH

Tpetupane Tpu onapasuTsBane Ha Kydera ¢ 0baxu (Ctenocephalides felis v C. canis) B IpOIBbIDKEHNE
Ha 5 ceamuny. [TpomyKThT MOKe [1a ce U3MOI3Ba KaTO YacT OT CTPATETHsTa 3a JIeUCHHE M KOHTPOJ Ha
anepruunus nepmatut ot owsixu (flea allergy dermatitis — FAD).

Tpertupane npu onapasuTsBaHe Ha Ky4deTa ¢ Kbpiexu (Dermacentor reticulatus, Ixodes ricinus,
Ixodes hexagonus, Rhipicephalus sanguineus). Enno tpetupane youBa KbpJeKUTE 3a IEPHOA A0 COUH

MCCCII.

braxure n KBbPJICKUTC TpH6Ba Ja CC MPUKPCIIAT KbM KYUCTO U Aa Ca 3all0OYHAJIN XPAaHCHEC, 3a 1a 6’B,Z[aT
H3JIOKCHHU Ha B’bSI[eI‘/'ICTBI/IeTO Ha aKTHBHaTa Cy6CTaHHI/I$I.

Tpetupane Ha geMoaexo3a (mpuunHena ot Demodex canis).

Tpetupane Ha capkonrosa (IpuarHEHA OT Sarcoptes scabiei Var. canis).



4.3 IIporuBomoka3aHus

I[a HE CC U3M0JI3Ba ITPU CBPBbXUYYBCTBUTCIHOCT KbM aKTUBHATA CY6CTaHI_II/I}I WIH KbM HSKOH OT
CKCIIMITMCHTHUTC.

4.4 CnenuajHu npeamnasii MEPKHU 3a BCEKH BU/I (KUBOTHH, 324 KOUTO € MpeaHasHAYCH BMII

ITapasutute TpsOBa 1a ca 3aMOYHANN Ja C€ XPAHIT OT TOCTOIPHEMHHUKA, 32 J1a ObIaT U3JI0KCHH Ha
BB3JIEUCTBHETO Ha akTHBHATa cyocranmus afoxolaner. Ilopaau ToBa pUCKBT OT IPEHACSIHETO Ha
OonectH, IpeaBaHy OT MApa3UTe HE MOXKeE Ja Ob/Ie U3KITIOUCH.

45 CpeuuajJJHu mpeaAna3Hd MepPKH MpH ynorpeda

Crenyanny nNpeana3sHd MEPKH 3a KUBOTHHUTE MPH YIIOTpedaTa Ha IPOIYyKTa

[Ipu nurca Ha TOCTaThYHO JaHHH, TPETHPAHETO HA KydYeHIla MO § ceAMHUYHA Bb3PACT H/UIIK KydeTa ¢
TeJlecHa Maca mo-Majko ot 2 Kg, TpsOBa fa ce M3BBPIIBa caMo ClIel| TpeIieHKa Moi3a/pUcK oT
OTTOBOPHHMSI BETCPUHAPCH JICKap.

CnegnanHH npeanasiy MCpPKU 3a Jinara, npujaaraiiy BETCPUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
KHMBOTHHUTEC

3a na ce mpeamnassT aeuara oT JOCTHII O BETEPUHAPHOMETUIIMHCKUS POAYKT, U3BAXKIAUTE CaMo 0
eaHa TablieTKa 3a IbBYCHE OT OincTepa. BepHeTe OnncTepa ¢ ocTaHamuTe TabJISTKH 3a IHBUYCHE B
KyTHSITA.

W3muiite pwlieTe cu ciie paboTa ¢ MPOAyKTa.
4.6 HeOnaronpusiTHH peakuuu (4€CTOTA U BA)KHOCT)

Jleku CTOMAIITHO-YPEBHU CMYIIEHHs (TOBPBIIAHEe, THAPHs), CbPOCIK, JIeTaprHsi, AHOPEKCHUS U
HEBPOJIOTUYHHM TIpH3HAIH (KOHBYJICHH, ATAKCHsI M MYCKYJICH TPEMOp) ca OMJIH JOKJIaJBAaHH B MHOT'O
penxu cimyyau. [loBedero mokIiiagBaHu HEOIATONIPHUATHU PEAKIIMN Ca CAaMOOTpPAaHMYABAIIH CE U C
KpaTKa MPOIbIKUTEITHOCT.

YecToTara Ha HEOIArONPUATHATE PEAKIMU CE OTIPEeNis upe3 cieqHaTa Kiacu(pukamus:

- MHOTO 4ecTH (roBede oT 1 Ha 10 TpeTupaHu )KUBOTHH, MPOSIBSIBAIIN HEOIATONPUSITHH PEAKIIHH)

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

- He yecTH (moseye ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTHpaHu >KUBOTHH)

- penku (moseue ot 1, Ho mo-maunko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu )KUBOTHH)

- MHOTO peakH (mo-Manko ot 1 xuBotHO Ha 10,000 TpeTupany KUBOTHH, BKIIOUYUTETHO
M30JIUPaHU ChOOILECHHS).

4.7 Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JJAKTAIUs WIM sliilleHOCeHe

JlabopatopHU MPOYYBaHUS MPH IUTHXOBE M 3alIM HE MOKAa3BaT HUKAKBH JJOKA3aTEIICTBA 32
TEPaTOTeHHOCT WJIH JPYT'H HEOIAronpusATHA PEaKIMU BEPXY PENpPOIyKTHBHATA CIIOCOOHOCT MpHU
MBXKKH U )KEHCKH UHIUBHIH.

Bbe3onacHocTTa Ha BeTepUHAPHOMEIUIIMHCKUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpeMEHHOCT,
JIAKTaLKMs WK [IPY Ky4eTa 3a pa3Iuioz.

HpI/Inara CC€ CaMo cJie[] IPCIICHKA HOJ'ISa/pI/ICK OT OTTOBOPHHA BETECPHUHAPCH JICKAp.

4.8 BzaumojeiicTBHE ¢ IPYrd BeTePUHAPHOMEIMIMHCKH NPOAYKTH U APYyru ¢gopmMu Ha
B3aHUMoOJeHcTBHE

He ca uzBectHu.



4.9 Jlo3a M HAYHH HA MPHUJIOKEHUE

3a MEepopaIHO NPUTTOKCHUEC.

gO?»H[}OBKaI

IIpoxykThT TpsIOBa Aa ce mpmiara B 103a oT 2.7—-7 mg/Kg TenecHa Maca B CbOTBETCTBHE ChC ClICIHATA
TadmIa;

Teaecna Mmaca KOHlIeHTpalII/lﬂ H 6p0ﬁ HA TA0JeTKHUTE 32 ABbBYCHE 3a NMPUJIOKCHHUE
Ha ky4e (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 kyueTa ¢ TenecHa Maca Haj 50 Kg, H3mon3BaiiTe moaxo/s1a KOMOHHAITUS OT TaOJIETKU 3a ThbBUCHE
OT pa3IMyHK/ eTHAKBU KOHIIEHTpaKU. TabJIeTKUTE He TPIOBa aa ce pas3aeiir.

Mertoa Ha npUIOKEHUE:
TabneTkuTe ca 3a I-BYCHE U MPHUSATHHU HA BKYC 32 MOBEYETO Ky4yeTa. AKO Ky4eTo He MpreMa
TabneTKaTa TUPEKTHO, TS MOXe Ja ObJe AajJieHa C XpaHara.

CxeMa Ha TpeTHupaHe:

Tpemupane npu onapasumsaeane ¢ ObaXU U KbPIAEHCU:

Ha meceunu nHTEpBaiu Ipe3 ce30Ha Ha O'BJIXU W/WIH KBPICKHU, B 3aBUCIMOCT OT MECTHATA
eMU300TUYHA 00CTaHOBKA.

Tpemupane na demodexosa (npuunneHa or Demodex canis):

MeceuHo TPHIOKEHUE HA TIPOYKTA, TOKATO JBE OTIACTHHU OTPUIIATSITHN KOXKHHU MPOOU HE Ce Moayyar
3a eauH Mecell. [Tpu TeXKH ciiydan MOXKe J1a Ce HAJTOXKH MPOJABIDKHTEIIHO MECEUHO TpeTupaune. Toi
KaTo IEMOJIEK03aTa € MyJITH(AKTOPHO 3a00JIsIBaHE, KbIETO € Bb3MOXKHO, € MPEMOPBYUTETHO ChIIO 1a
Ce TpeTHUpa BCIKO OCHOBHOTO 3a00JISIBAHE 110 TTOIXOIAII HAYHH.

Tpemupane na capxonmosa (IpuUHUHEHA OT Sarcoptes scabiei Var. canis):

MeceuHo npuiIo)KeHNE Ha MPOAYKTa 3a JABa MOCJIEA0BaTENHN Mecena. Moxe J1a ce HaJIOXKH To-
HATaTBIUIHO €KEMECEUHO NMPHIOKEHUE Ha IPOAYKTA Bb3 OCHOBA Ha KJIIMHUYHATA OLIEHKA U KOKHUTE
poowu.

4.10 Ipeno3upane (CHMITOMH, CIIEIIHN MEPKH, AaHTHI0TH), AKO € HEOOXOAUMO

He ca maGmronaBany HEOIArONPHUATHA PEAKIMK TIPU 3[IpaBH Ky4eHIla OT opojara bursn Han

8 cenMuvHA BB3pacT, IPH TPETHPaAHE C /1032 5 IBTU MO-BUCOKA OT MaKCHMAaJIHATA, TIOBTOPEHA JI0

6 IbTH Ha MHTEPBAIH OT JIBE 10 YETUPH CEIMUIIH.

4.11 KapeHTeH CpPOK

He e mpunoxumo.

5. DAPMAKOJIO'MYHU OCOBEHOCTH

dapmMakoTepaneBTHUHA TPyIIa: CKTOMAPa3UTHIINIM 3a CUCTEMHA yIoTpeoa.
Berepunapnomenunuacku Anatomo-Tepanesruuen Kox: QP53BEOL.



5.1 ®apmakoauHAMHYHY CBOIiCTBA

Afoxolaner e HHCEKTHIN U aKapUIM[, MPUHALIEkKAI] KbM Tpynara Ha W30KCa30JIMHa.

Afoxolaner neiicTBa B TMraHI-OTBAPSIILIUTE CE XJIOPUIHN KaHAIN, B YACTHOCT T€3H, KOUTO ca
CBBP3aHH C HEBPOTPAHCMUTEPA raMa-aMmuHoMacieHa kucennHa (GABA), kaTo mo TaksB HaYWH ce
0J10KMpa IIpe- U IOCT-CUHAIITUYHOTO IIPEeHACSIHE Ha XJIOPUIHU HOHU IIpe3 KIEThYHUTE MeMOpaHu.
ToBa Boau 10 HEKOHTPOJIMPaHa aKTHBHOCT HA [IEHTPaIHATA HEPBHA CUCTEMa M CMBPT Ha HHCEKTHTE
i akapute. CelleKTHBHATA TOKCHYHOCT Ha afoxolaner mpu Hacekomu/akapy U 003aliHUIIN TIPOU3ITH3A
OT paznuyHara 9yBcTBUTENTHOCT HAa GABA penenropure Ha HaceKOMHUTE/aKapuTe B CPaBHEHUE C Ta3u
Ha peuenTopure Ha 003alHUIIH.

Afoxolaner e akTiBeH cpelily Bb3pacTHU OBJIXH, KAKTO U HAKOJKO BHIA KbpJIeXu kato Dermacentor
reticulates, D. variabilis, Ixodes ricinus, 1. scapularis, Rhipicephalus sanguineus, Amblyomma
americanum u Haemaphysalis longicornis.

NexGard youBa ObJIXH paMKUTE Ha 8 "aca M KbpJICKHU B paMKUTe Ha 48 daca.
Y6uBa ObnxuTe, MPEay Ja CHACAT Silia ¥ TaKa ce Ipeana3Ba JoMa OT Onapa3uTsBaHe.

5.2 DdapMaKOKHMHETHYHU 0CO0EHOCTH

Crient mepopaliHO MpuIIoXKeHne mpu Kydera, afoxolaner reMmoHcTpupa BICOKa CHCTEMHA Pe30pOIHs.
AbcomorHara onoHannaaoct € 74 %. Cpennara MmakcuManta KoHIeHTparus (Cmax) B I1a3mara €
1,655+ 332 ng/ml, cien 2—4 yaca (Tmax) citen no3a ot 2.5 mg/kg afoxolaner.

Afoxolaner ce pasmpeznens B TbkaHuTe ¢ 00eM Ha paznpoctpanenue 2.6 + 0.6 L/Kg u croitHoCT Ha
cucremuo enumuaupane ot 5.0 = 1.2 ml/gac/kg. KpaitHusT miasMeH HOIYKUBOT € OKOJIO 2 CeIMUIIM
IpH TIOBEYETO Ky4eTa, HO MOJIy)kuBOoTa Ha afoxolaner Mmoxe na Ob/ie pa3inyeH IpH pasInIHUTE
Kydera (mpumepHo npu uscnensane ty, npu Komu, Tperupanu ¢ 25 mg/kg TenecHa maca e 10

47.7 mam) 6e3 na 3acsira 6e30macHOCTTa. [n Vitro eKCIIepUMEHTH TO0Ka3Bart, 4e P -riaukonpoTenH
e(dIryKCceH He ce MosBsIBa, KOETO OTBBPXKAaBa, ue afoxolaner He € cybcTpaT Ha P-rimmkonporenn
TPaHCHIOPTEPH.

Afoxolaner B kyueTo e MeTabOIM3UPaH A0 MOBeue XUAPOPUITHN ChEIUHEHUS U CIIe/ TOBA
eMMMUHUPaH. MeTaboIuTHTe U U3XOAHNTE CheIMHEHHS Ce SIMMUHHPAT OT TSUIOTO Upe3 ypuHaTa U
JITHYKATA, KATO TIO-TOJISIMATA YacT C€ eJTMMUHIpPA upe3 JKITbuKaTa. HaMa naHHH 32 BKITIOUBaHE HA
SHTEPOXETaTaIHO PEIHKIHPAHE.

6. PAPMANEBTUYHU OCOBEHOCTH

6.1 CIMCBLK Ha eKCIUITHEHTHUTE

Maize starch

Soy protein fines

Beef braised flavouring
Povidone (E1201)

Macrogol 400

Macrogol 4000

Macrogol 15 hydroxystearate
Glycerol (E422)
Triglycerides medium-chain

6.2 OCHOBHH HECHBMECTHMOCTH
He npunoxumo.
6.3 Cpox Ha rogHoOCT

Cpok Ha rOZHOCT Ha KpalHUs BETEpUHAPHOMEANIIMHCKN IPOIYKT: 3 TOAUHHU.



6.4 CneuuaaHu ycaoBHs 32 ChXpaHeHHe HAa MPOAYKTA
To3u BETepUHAPHOMEIMIIMHCKH MTPOAYKT HE M3MCKBA HUKAKBY CIICIIMAIHN YCIIOBHS 32 ChbXpaHECHHE.
6.5 Bua u cbcTaB Ha MBbPBUYHATA OMAKOBKA

To3u BeTeprHAPHOMEMITUHCKH MTPOAYKT € HHIMBHUIYaIHO OIIAKOBaH B TEPMO(GOPMOBAHU
namuaupann PVC 6mrcrepu u ofcuiena ¢ anymunnit xaptus (Aclar/PVC/Alu)

Enna kytust ceappikania 1 6aucrep ¢ 1, 3 win 6 Tabnerku 3a ApBueHe WK 3 Oauctepa ¢ 6 TablieTKu
3a apBUcHe Wi 15 Onucrepa ¢ 1 Tabnerka 3a JbBUCHE.

He Bcuuku pa3Mepu Ha omakoBKaTa Morar ja ObJaT NpeJiaraHy Ha masapa.

6.6 CrHenuajHu MepPKH 3a YHHIOKABAHE HA HEM3IOJI3BAH MPOAYKT UJIH OCTATBHIU OT HEro
Bceku Hen3non3BaH BETEPUHAPHOMEIUIIMHCKH MTPOAYKT WIIM OCTATHIM OT HETro, TPsiOBa fa Obaat
YVHHILOKEHH, B ChOTBETCTBUE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATEJICTBO.

1. INPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

I'EPMAHUA

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/13/159/001- 020

9. JATA HA ITBbPBOTO N3JABAHE/TTOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBOTO M37aBaHE Ha JIUIEH3 3a yrmoTpeoa: 11/02/2014
Jlata Ha MOCJIEIHOTO TOHOBSIBAHE HA JIM3CHI] 3a yrnoTpeda: 19/12/2018

10. [JATA HA NIOCJEJHATA PEJAKLUS HA TEKCTA

[Tonpo6Ha nH(OpMAIHS 32 TO3U MPOLYKT MOKE [[a HAMEPHUTE Ha HHTEPHET CTPAHUIIATA HA
EBponeiickara Arenius o Jlekapcrsara (http://www.ema.europa.eu).

3ABPAHA 3A ITIPOJAXKBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


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

MNPUJIOKEHUE I1
IMPOU3BOAUTEJI OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTUIATA

YCJIOBUSA NJIN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHIIMU CE 10 NIPEJIATAHETO NN YIHOTPEBATA MY

CTATYC HA MJICOK



A.  IIPOU3BOIUTEJ OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUJIATA

Hme n aapeC HAa MPOU3BOAMTCIIA OTTOBOPEH 3a 0CB060)KI[aBaH€T0 Ha NapTHUAUTEC 3a r[ponaxc6a

Boehringer Ingelheim Animal Health France SCS,
4 Chemin du Calquet,

31000 Toulouse,

OPAHIMSL.

b. YCJIOBUsA NN OI'PAHUYEHMUSA B JIMIHEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMN CE 10 NIPEJJIATAHETO UJIK YHHOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCAaHNnC.

B. CTATYC HA MJICOK

He e npunoxumo.



IPUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETUKET
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kyrus

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJINLMWHCKUA ITIPOAYKT

NexGard 11 mg Ta6ieTku 3a ApBUeHE 3a Kydera 2—4 Kg
NexGard 28 mg tabietku 3a nbBucHe 3a Kyuera >4-10 kg
NexGard 68 mg tabietku 3a nbBuUcHE 3a Kydera >10-25 kg
NexGard 136 mg tabieTku 3a abBuUcHe 3a Kydera >25-50 kg

afoxolaner

2. CBbAbP/KAHUE HA AKTUBHATA CYBCTAHIIMA

Afoxolaner 11.3 mg
Afoxolaner 28.3 mg
Afoxolaner 68 mg

Afoxolaner 136 mg

3. DOAPMAINEBTUYHA ®OPMA

Tabnerku 3a AHBYEHE.

4, PABMEP HA OITAKOBKATA

1 TaOjeTKa 3a AbBUEHE
3 TabjeTKH3a JbBUCHE
6 TabIeTKH 3a IHBUECHE
15 TabneTKy 3a AHBUYCHE
18 TabneTky 3a IbBUEHE

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

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

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

[Mpexn ynorpeba mpoyeTn IUCTOBKATA.
[IepopanHo npuoxeHue.

11



| 8. KAPEHTEH CPOK

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

[Ipenu ynoTpeba mpoyeTH TUCTOBKATA.

10. CPOK HATOJHOCT

T'onmen mo:

11. CHEINUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELHAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHe . IpOYCTH JIUCTOBKATA.

13. HAIANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA” 1
YCJI0OBUA NN OTPAHUYEHUSA OTHOCHO PA3IIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

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

14. HAINUCDHT “IJA CE CbXPAHSABA JAJIEY OT MOIVIEJA U HA HEAOCTBITHA
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJicd OT 1orjicaa U Ha HCAOCTBITHU 3a IC1a MCCTaA.

‘ 15. HUME U IMIOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMAHUA
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‘ 16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA 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. TAPTHUJIEH HOMEP

ITapTuna:

13



MHUHUMYM UHO®OPMAILUA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY
BJIMCTEPU WJIN JIEHTH

Bbaucrep

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

NexGard 11 mg kyuera 2—4 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. HAUMEHOBAHUE HA ITPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

= Boehringer
I|||| Ingelheim

3.  CPOK HA FOJHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

‘ 5. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCAUIIMHCKA yHOTpe6a.
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B. JUCTOBKA
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JIMCTOBKA:

NexGard 11 mg Ta6aerku 3a AbBUeHe 32 Kydera 2—4 K¢
NexGard 28 mg TadieTku 3a 7bBYeHe 3a Ky4dera >4-10 kg
NexGard TadneTkn 3a 7bBYeHe 3a Kyuera >10-25 kg
NexGard 136 mg TadaeTku 3a IbBYEHe 32 Kyuera >25-50 kg

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA
N HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)K&TCII Ha JMIICH3a 3a VHOT‘De6a .
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'EPMAHUS

HDOI/ISBOI[I/ITCJL OTTOBOPEH 3a 0c306o>1<z[aBaHe Ha napruaara.
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 Toulouse

®paHuus

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUSA ITPOAYKT

NexGard 11 mg tabneTku 3a 1bBYCHE 3a KydeTa (2—4 KQ)
NexGard 28 mg tabieTku 3a apBueHe 3a Kyuera (>4-10 k()
NexGard 68 mg TabieTku 3a ApBUcHe 3a Kydera (>10-25 Kkg)
NexGard 136 mg tabierku 3a ApBUeHe 3a Kyuera (>25-50 Kg)
afoxolaner

3. CBbABbP/KAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHUIIMEHTUTE

Bcsika TabneTka 3a AbBUCHE ChABPXKA:

NexGard Afoxolaner (mg)
TaOJIeTKH 32 IbBUYCHE 3a Kydera 2—4 kg 11.3
TabJIeTKM 3a AbBUeHE 3a KyueTa >4-10 Kg 28.3
TabJIeTKM 3a JbBUEHE 3a KyueTa >10-25 kg 68
TaOJIeTKH 32 IbBYCHE 3a Kydera >25-50 Kg 136

MHOTOIBETHH, C YEPBEHH [0 Y€PBEHO KadsIBM HeTHA, KPHIIIo opopMenn (TabeTKH 3a KyueTta 2—4 Kg)
WIIH TIPaBOBIBIIHY (TabneTku 3a kyuera > 4-10 Kg, Tabnerku 3a kydera > 10-25 Kg u Tabnerku 3a
kydera > 25-50 kg).

4, TEPAIIEBTUYHU ITOKA3AHUSA

Tpetupane mipu onapasuTsaBaHe Ha kKydeta ¢ Obsixu (Ctenocephalides felis u C. canis) B IpoabIKCHIE
Ha 5 ceamuiy. [IpoIyKTHT MOKeE J1a ce U3MOJI3Ba KATO YacT OT CTPATETHITA 3a JIeUeHHE U KOHTPOJI Ha
anepruynus nepmatut ot owixu (flea allergy dermatitis — FAD).

Tpetupane npu onapasuTsBaHe Ha Ky4eTa ¢ Kbpiexu (Dermacentor reticulatus, Ixodes ricinus,
Ixodes hexagonus, Rhipicephalus sanguineus). EqHO TpeTupaHe yOuBa KbPIICKUTE 32 MEPHO IO SAHH
Mecell.

beaxure u KbprexuTe TPSIOBA 12 CE MPUKPETSIT KbM Ky4deTO U J1a ca 3all0YHalld XpaHeHe, 3a 1a Obpaat
W3TI0KEHU Ha Bh3JICHCTBHETO HA aKTUBHATA CyOCTaHIHS.
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Tpetupane Ha geMomeko3a (mpuunHeHa ot Demodex canis).

Tpetupane Ha capkonrosa (npudarHeHa oT Sarcoptes scabiei Var. canis).

5. INPOTUBOIIOKA3AHUA

I[a HC CC U3MO0JI3Ba MPU CBPBbXYYBCTBUTCIHOCT KbM aKTUBHATA CY6CTaHI_II/I}I WM KbM HSKOH OT
CKCIIMITMCHTHUTCE.

6. HEBJIATONIPUATHU PEAKIIMN

Jleku CTOMAIITHO-YPEBHU CMyIeHns (MOBpBILAHE, AUApHs), CbPOEK, IeTaprus, aHOPEKCHS U
HEBPOJIOTHYHH MPU3HAIM (KOHBYJICHH, aTAKCHS ¥ MYCKYJICH TPEMOp) ca OHITH TOKJIaJABaHU B MHOTO
penxu ciydan. [loBedeTo mokaaaBaHu HEOIATONPUATHH PEaKITMH ca CaMOOTPaHNIABAIIIH CE U C
KpaTKa MPOIbIKATEITHOCT.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKIIUH CE ONPEAEI Upe3 ClIeAHATa KIIaCH(UKALH:

- MHOTO0 uecTH (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, IPOSBIBALIN HEOIATONPHUATHY PEAKIIAHN)

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

- He yecTH (moseye ot 1, Ho mo-Manko oT 10 sxuBoTHH Ha 1,000 TpeTHpaHu >KUBOTHH)

- penku (moseue oT 1, Ho mo-Manko ot 10 sxuBoTHM Ha 10,000 TpeTUpaHH KHUBOTHN)

- MHOTO penku (rmo-manko ot 1 xuBotHo Ha 10,000 TpeTrpaHu )KUBOTHH, BKIFOYUTEITHO
M30JIUPaHU ChOOILCHHS).

AKo 3a0€eIe)KUTE HIKAKBH He6HaFOHpI/IHTHI/I p€aKnru, BKIIFOYUTCIIHO U TaAKMBa, KOUTO HE Ca OITMCaHU B
Ta3u JUCTOBKA UK MUCJIUTEC, Y€ BETCPUHAPHOMCIUITUHCKUS IIPOAYKT HE pa6OTH, MOJIA fa YBEAOMUTC
Bamms BCTCPUHAPCH JICKAP.

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

Kyuera.

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

3a mepopaHoO MPUIIOKEHHE.

2031/1[30}31«1:

IIpoaykThT TpsIOBa Aa ce mpuiara B g03a oT 2.7—7 mg/Kg TenecHa Maca B CbOTBETCTBHE ChC ClICHATA
Ta0IUIIA:

Tesecna KonnenTpanust u 0poif Ha Ta0JieTKH 32 IbBYeHe 32 NMPUJIOKeHHe
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/sia KOMOHHAITUS OT TaOJIETKU 3a ThbBUCHE
OT pa3nryHa/eTHaKBa KOHIICHTPAIIHS.
TabnerkuTe He TPsIOBa Jla ce pasemsT.
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CxeMa Ha TpeTHpaHe:

Tpemupane npu onapazumseane ¢ Ovjaxu U KbpPAeHCU.

Ha meceunu nHTEpBau Ipe3 ce30HA Ha O'BJIXU W/WIH KBbPICKHU, B 3aBUCIMOCT OT MECTHATA
€MM300THYHA 00CTaHOBKA.

Tpemupane na oemodekosa (npuanHeHa ot Demodex canis):

MecevHo pUIIOKEHNE Ha TPOAYKTA, JTOKATO JBE OTACTHH OTPUIATSIHU KOKHU MPOOU HE CE TOITyJaT
3a equH Mecell. [Ipu TexKu cirydan MOXe J1a C€ HAIOXKH MPOABIDKUTEITHO MECEUHO TpeTupane. Thit
KaTo JIEeMO/JIeK03aTa € MyJITH(PAKTOPHO 3a00JsBaHE, KBJETO € Bb3MOXKHO, € MMPEMOPHYUTEITHO CHIIO Ja
ce TpeTUpa BCSIKO OCHOBHOTO 3a00JIsIBAHE 110 TTOIXOJISI HAYHH.

Tpemupane na capxonmo3sa (IpudnuHeHa 0T Sarcoptes scabiei Var. canis):

Mece4Ho IpHIIOKEHHE Ha ITPOIYKTA 3a JBa MOCIeJ0BAaTEIHU Mecena.Moxe Jia ce HaJloXKH T10-
HATaTBIIHO EKEMECEYHO NPHIIOKEHUE Ha TIPOAYKTA Bb3 OCHOBA HA KIIMHUYHATA OIICHKA U KO)KHUTE
npoou.

9. CBBET 3A ITIPABUJIHO INPUJIOKEHHUE
TaOneTkuTe 3a AbBUCHE U 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. CIEHNUAJIHM YCJIOBUSA 3A CbXPAHEHUE HA ITPOAYKTA

I[a CC€ ChbXpaHsaBa Oaji€d OT IIorjieaa 1 Ha HEAOCTBITHU 3a AC€1a MECTaA.

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 BCTCPUHAPHOMCIUIIUHCKA NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHU YCJIOBHA 3a ChbXPAaHCHUC.

12. CIHELUWAJIHA DNPEAYINPEXIEHUS

CrenuaaHy OpeaynpekacHus 3a BCEKM BUJI )KMBOTHH, 38 KOUTO € npeaHazHayed BMII:
[TapasuTute TpsOBa ja ca 3aNOYHAIN JIa C€ XPAHAT OT TOCTOIPHEMHHUKA, 32 J1a ObJaT U3JI0KEHU Ha
BB37elkicTBrEeTO Ha afoxolaner. Tlopagu ToBa PUCKBT OT IPEHACSIHETO HA OOJIECTH, IIPEIABAHN OT
OBJIXY HE MOXKE Jia ObJie M3KIIIOUEH.,

CrenuajaHy OpeAna3sHyi MEPKH 3a )KMBOTHHMTE IIPU yIIOTpeOaTa Ha IPOAYKTA.

[Ipu nurca Ha TOCTaThYHO JaHHH, TPETUPAHETO HA KydeHIa, IO 8 CeMHYHA Bb3PACT W/ MJIH KydeTa ¢
TeJlecHa Maca mo-Majko ot 2 Kg, TpsAOBa Ja ce U3BBPIIBA caMo CIIeA MPEICHKA MOoI3a/pPUCK OT
OTTOBOPHHUSI BETEPUHAPEH JIeKap.

CHCQI/IaHHI/I npeanasHiy MCPKH 3a Jinfara, npujaraiiyi BETCPUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
JKUBOTHUTC.

3a 1a ce mpejmnassit genara ot JOCTHII JI0 BETEPHHAPHOMEMIIMHCK IS TPOIYKT, U3BXKIANTE caMo 10
enHa TabneTKa 3a IpBUCHE OT OircTepa. BepHeTre OiicTepa ¢ ocTaHAIMTE TAOJICTKH 3a ThBUCHE B
KyTHATA.

W3muiite pwlieTe cu ciiel paboTa ¢ MPOAYKTa.
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bpeMeHHOCT U JaKTaIus.

JlaGopaTopHu TTpoydYBaHMS MPU TUTHXOBE M 3alIIM HE TIOKa3BaT HUKAKBH JJOKA3aTEJICTBA 32
TEPaTOTCHHOCT, WU IPYT'H HEONArONMpUsITHUA PEAKIIMA BBPXY PEIMPOAYKTUBHATA CIIOCOOHOCT NpHU
MBXKKU U )KCHCKU MHAUBUAM. bezonacHocTTa HAa BeTepUHAPHOMEAUIIMHCKUS MPOAYKT HE € JoKa3aHa
10 BpeMe Ha OpEMEHHOCT M JIaKTAllHMs WM [IPH Ky4eTa 3a pasIiiof.

Ipusara ce caMo ciie IMpeleHKa moi3a/pruck 0T OTTOBOPHUS BETEpUHAPEH JIeKap.

IIpeno3upane (CUMIITOMH, CIEITHH MEPKU, AaHTUIOTH):

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

8 cenMuuHa BB3pacT, P TPETHPaAHE C 103a 5 IBTU I0-BUCOKA OT MaKCHMaJlHAaTa, TIOBTOPEHA J10
6 IbTH Ha MHTEPBAIHX OT 2-4 CEIMUIIN.

13. CIELUAJIHAU MEPKWU 3A YHULLIO’)KABAHE HA HEN3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIMU OT HEI'O, AKO UMA TAKHUBA

[lonuraiite Bammusa BeTepuHapeH nekap KakBo Aa Mpasute ¢ HeHyxHuTe BMII. Te3u mepku e
IIOMOTHAT 32 OIla3BaHe Ha OKOJIHATa cpeja.

14. JATATA HA HOCJIEAHATA PEJAKIUSA HA TEKCTA

IMoxpo6Ha uH(pOPMAIHS 32 TO3M BETEPHHAPHOMETUIIUHCKH TIPOIYKT MOXKE JIa HAMEPHUTE Ha MHTEPHET
crpannnaTa Ha EBpomneiickata Arenmus mo Jlekapcrsara (http://www.ema.europa.eu).

15. JONBJHUTEJIHA NHOOPMALUS

Afoxolaner e HHCEKTHIIN U aKapHUIHI, TPUHAICKAI] KbM TpyIaTa Ha H30KCa30JIuHa.

NexGard e akTHBEH cpelily Bb3pacTHH OBJIXH, KAKTO U HIKOJIKO BHIA KbPJICKHU Kato Dermacentor
reticulates, D. variabilis, Ixodes ricinus, Ixodes hexagonus v 1. scapularis, Rhipicephalus sanguineus,
Amblyomma americanum n Haemaphysalis longicornis.

NexGard youBa ObJIXu paMKUTE Ha 8 yaca M KbpJISKHU B paMKuTe Ha 48 daca.

Y6uBa ObixuTe, IPEU ]a CHACAT SIiIIa ¥ TakKa Mpe/a3ea JoMa OT Olapa3uTsBaHe.

Bcesika xoHIIEHTpanus, TabJIETKUTE 32 IHBUYCHE CE MpeiaraT B CISIHUTE OMAKOBKH:
Kapronena xyrus ¢ 1 6mucrep ot 1, 3 wnu 6 TabneTku 3a ApBUeHe WK 3 Oiuctepa ¢ 6 TablIeTKH 3a
IbBUEHE Winl5 O6muctepa ¢ 1 Taberka 3a J-BUYCHE.

He Bcuuku pa3mepu Ha ommakoBKaTa MOTat Aa ObJaT MpejiaraHu Ha ma3apa.
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