INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMUMEHOBAHHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA ITIPOAYKT
NEXGARD SPECTRA 9 mg/ 2 mg apBuanu tabnetu 3a kydera 2-3.5 kg
NEXGARD SPECTRA 19 mg/ 4 mg neBuainu Tadaetu 3a kydera >3.5-7.5 kg
NEXGARD SPECTRA 38 mg/ 8 mg apBuamu tadiety 3a kydeta >7.5-15 kg
NEXGARD SPECTRA 75 mg/ 15 mg npBuaiiu tadyiety 3a kyueta >15-30 kg
NEXGARD SPECTRA 150 mg/ 30 mg npByaru Tabneru 3a kydera >30 —60 kg

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnera chappxa:

AKTHBHU CyOCTAHIUM:

NEXGARD SPECTRA Afoxolaner (mg) | Milbemycin oxime (mg)
IbBUAIIM TabJeTH 3a Kydera 2-3.5 kg 9.375 1.875
IbBYAIIM Ta0JIeTH 3a Kydeta >3.5-7.5 kg 18.75 3.75
J'bBYAIM Ta0JIETH 3a Kydera >7.5—15 kg 37.50 7.50
JbBYAITY Ta0JIeTH 3a Kkydera >15—-30 kg 75.00 15.00
IbBUaIy Tabnetu 3a kydera >30-60 kg 150.00 30.00
ExcuunuenTu:

3a MBJIHUA CHUCHK Ha EKCLMIIMEHTUTE, BIK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA

JIpBUaIy TabIeTH.

YepBenu 10 yepBeHO-KadsiBU KPBIIK TabneTu (Tabnetu 3a Kydera 2—3,5 kg) vy npaBobrbiIHHA
(Tabneru 3a xydera >3,5-7,5 kg, TabneTn 3a kyuera >7,5-15 kg, Tabneru 3a kydera >15-30 kg u
TabJyietu 3a Kyuyera >30-60 kg).

4. K/IMHUYHU JAHHN

4.1 Bwupose :KNBOTHH, 32 KONTO e npegHazHayed BMII

Kyuera.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPeleICHHU 32 OT/ICJIHUTE BUI0BE ;KUBOTHH

3a TpeTupaHe Ha Omapa3uTsABaHe ¢ OBJIXHM U KbPJICKHU IIPH KydeTa, KOraTo € MoKa3aHa eIHOBpEMEHHa
npeBeHIMs Ha Jupoduiiapros3a u / Wi TpeTUpaHe Ha OMapa3uTsBaHe ChC CTOMAIIHO-YPEBHU
HEMAaTOH.

Tperupane npu onapasutssane ¢ owixu (Ctenocephalides felis u C. canis) npu kydera 3a 5 cenmui.

Tpetupane npu onapasutsisane ¢ kbpiexu (Dermacentor reticulatus, Ixodes ricinus, Rhipicephalus
sanguineus) 3a 4 ceMHUIIH.

beaxute u kbprexuTe TpIOBa Aa ce MPUKPENIT KbM TOCTOIIPUEMHHUKA U J1a 3aTI0YHAT XpaHeHe 3a Ja
6’I>Z[aT HM3JI0KCHU Ha B”[>3,Z[GI>'ICTBI/I€TO Ha aKTUBHUTC Cy6CTaHI_II/II/I.

TpeTHpaHe Ha OImapa3uTABaHC C Bb3paCTHHU (bOpMI/I Ha raCTpOMHTCCTUHAJIHU HEMATOAU OT CIICAHUTC
BUJI0BE: KpbIin uepBen (Toxocara canis u Toxascaris leonina), ankunocromu (Ancylostoma caninum
u Ancylostoma braziliense) u tpuxypumu (Trichuris vulpis).



IIpodunakruka Ha gupoduaapuosa (Dirofilaria immitis mapsu) upes exxemecedHo TpeTupane.
4.3 IIporuBomokazaHus

I[a HC CC U3MO0JI3Ba IPU CBPBbXTYBCTBUTCIHOCT KbM AKTUBHUTC CY6CTaHI_II/II/I WA KbM HSIKOH OT
CKCIIMITMCHTHUTC.

4.4 CnenuajHu npeamnasii MEPKHU 3a BCEKH BH/I (KUBOTHH, 32 KOUTO € MpeaHasHAYCH BMII

beaxuTe u KbpiekuTe TPSAOBA 1a ca 3aMOYHAIN Ja C€ XPAHST OT TOCTONPUEMHUKA MIPEAN 1a ObIaT
W3JI0KCHH Ha BB3JICHCTBHETO Ha ad)OKCOJIAHEP; CIICIOBATEIHO PHCKA OT MIpeIaBaHe Ha BEKTOPHO
npelaBaHu 3a00JIIBaHUS HE MOXKeE J1a Ob/Ie U3KITIOUYCH.

[Napa3uTHa pe3nUCTEHTHOCT KbM BCEKH KJac MApa3sUTHIIUAN MOXeE Jia Ce pa3BHe ClIe/I YecTara,
MOBTapsIIa ce yrmoTpeda Ha MPOIyKT OT To3H Kiac. ClieIoBaTeHO, U3MOI3BAHETO HAa TO3H MPOIYKT
TpsI0Ba J]a ce OCHOBaBa HA OIICHKA Ha BCEKHU OTCIICH CIIy4yail 1 Ha MECTHATa eMU300TUIHA
UHQOpPMAITU 32 TEKyIIaTa YyBCTBUTEITHOCT Ha IIEJIEBUTE BUJIOBE, C 11eJ1 OTPaHUYaBaHe Bh3MOXKHOCTTA
3a Opaent u300p 3a pe3UCTCHTHOCT.

IMoaabpskaHeTo Ha e(hUKACHOCTTA HA MAKPOIMKIMYHHUTE JIAKTOHHU € OT PEIaBalio 3HaYeHUE 33
xonTpos Ha Dirofilaria immitis. 3a ma ce cBeme 10 MUHIMYM PHUCKBT OT CEIEKTHBHA PE3UCTEHTHOCT,
ce MpenopbuBa KydyeraTa Ja ObJaT MPOBEPSHH 3a UPKYJIUPAIIM AHTUTCHH U KPBBHU MUKPO(GUIApUn
B HAYAJIOTO HA BCEKH CE30H HA MPEBAHTUBHO JiedeHue. TpsaOBa aa ce TpeTUpaT caMO HETaTUBHHUTE
JKUBOTHU.

4.5 CpenuanaHu npeanasHu MepKH IpH ynorpeda

CroenunanHy Npeana3Hi MEpKH 3a )KUBOTHHUTE IPH yroTpedara Ha MPOIyKTa

[Ipu numnca Ha 1OCTaTHYHO JaHHH, TPETUPAHETO HAa Ky4eHIa, o § ceAMUYHA Bb3pacT U KydeTa ¢
TeJlecHa Maca Mo-Majiko ot 2 kg, TpsOBa 1a ce 0a3upa Ha MpeLeHKa MOoI3a/PUCK OT OTTOBOPHHUS
BETEPUHAPEH JIEKap.

B ennemuunu 3a nupodunapuosa paiioHu, Kyderara TpsOBa J1a ObJaT U3CIeIBaHU 33 HATMYUETO Ha
nupodunapuosa npenu npunaraiero Ha NEXGARD SPECTRA. Tlo npelieHka Ha BeTEpUHAPHHS
JeKap, 3apa3eHuTe Kydera TpsoBa 1a ObJaT JeKyBaHHU C aTydTOLKM] 3a MPEMaxBaHe Bb3PACTHUTE
thopmu Ha mupodmnapus. NEXGARD SPECTRA He e noka3aH 3a MIpOYUCTBaHE HA OpraHU3Ma OT
MUKpOHUIapUH.

HpenopbanaTa J03a Tpﬂ6Ba Ja 6’]:,[[6 CTpPOro Cra3BaHa IIpyu KOJIK WK CPOJAHU TOPOAH.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, IMpujaaraimy BETCPUHAPHOMCAUIIMHCKHA IIPOAYKT Ha X XMBOTHHUTC

- To3u IPOIYKT MOXKeE Jia MPEAU3BUKA CTOMAITHO-YPEBHU CMYIIECHHS, aKO O'bJIC TIOT'BJIHAT.

- CroxpaHsBaiiTe Ta0JIeTUTE B OJINCTEpHATA OMAKOBKA, a OJINCTEpa BHB BHHIITHATA OITAKOBKA.

- [Ipu cnywaitHo norireiiane, ocoOSHO MpH Je1a, He3a0aBHO J1a C€ MOTHPCH METUITMHCKH
CHBET, KaTO Ha JIeKaps Ce MPEJIOCTABH JMCTOBKATA 3a YIOTpeOa WM eTUKETa Ha TIPOIYKTA.

- M3muiiTe prlieTe cinen ynorpeoa.

4.6 HebaaronpusiTHu peakuuu (4eCTOTA U BAKHOCT)

[Ipu KIMHWYHY TPOYYBAHUS, HAMA CEPUO3HU HEOIArOMPHUIATHU PEaKIIUU, KOUTO Ce JBJDKAT Ha
KoMOUWHaMus OT ahoKcoNmaHep 1 MIIOEMHITUH OKCHM. HebnmaronpusTHUTE peakiiuu KaTo: MOBPHIIAHE,
JMapusi, JISTaprusi, aHOPEKCUs U ChpOexk ca He yecTo HabmronaBanu. Te3u chOuTHs OOMKHOBEHO ca
CaMOOTpaHUYABAILU C€ U C KPATKa MPOABIIKUTEIHOCT.



UecroraTa Ha HEOIATONIPUATHHUTE PEAKITMH CE OTPEJIEIIS Upe3 ciieHaTa Kiacu(ukarus:

- MHOTO yecTH (moBede oT 1 Ha 10 >KMBOTHU MPOSBSIBAIIY HEOIArOMPUSATHHA PEAKIIMH IO BpEME Ha
Kypca Ha €IIHO JICUCHHE)

- gecTH (moBede ot 1, Ho mo-Maiko ot 10 sxuBoTHH Ha 100 >KMBOTHH)

- He vecTH (moBeye ot 1, Ho mo-mainko ot 10 sxuBoTHU Ha 1,000 )KUBOTHNM)

- penxu (mosede oT 1, HO mo-manko oT 10 xuBoTHHU Ha 10,000 KUBOTHN)

- MHOTO penku (mo-manko ot 1 xuBotHO Ha 10,000 )XHBOTHH, BKIIFOUYUTEITHO N30IUPAHH
CHOOIIICHN).

4.7 ¥Ymnorpeba no BpeMe Ha OpeMEHHOCT, JAKTAIUS WIH SiilleHOCeHe

JlaGopaTopHuUTEe NPOYYBAHUS NIPU IUTHXOBE U 3aiLIM HE MIOKA3BaT HUKAKBHU J0KA3aTeJICTBA 3a
TEPaTOTCHHOCT MJIHM HAKAKBU HEOJIArONPUATHU €PEeKTH BEPXY PEIPOAYKTHBHATA CITIOCOOHOCT MPH
MBKKH I )KEHCKHU Ky4deTa.

BbezomacHocTTa Ha BeTepHHAPHOMEIUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpEMEHHOCT U
JIaKTalWs ¥ IPU pa3BbAHU Kydera. [Ipunara ce camo ciies mpeteHKa rmoj3a/puck OT OTTOBOPHUS
BETEPHUHAPEH JIeKap.

4.8 B3aumoaeiicTBHe ¢ APYrd BeTePUHAPHOMEIUMUMHCKH MPOAYKTH U APYru popmu Ha
B3auMoJielicTBHE

MunbeMuIuH okcuM e cyocrpar 3a P-rivkonporenn (P-gp) u mopaau ToBa MOXKe Jia B3aMMOJICHUCTBA C
npyru P-gp cyOcTpaTtu (Hampumep, TUTOKCHH, TOKCOPYOUIIMH) HITH JPYTH MAaKPOIMKINYHHU JIAKTOHH.
CrneoBaTeHO €THOBPEMEHHOTO JIeueHHe ¢ Apyru P-gp cyOcTpaTu Moxe J1a ToBeIe 0 OBHIIIEHA
TOKCUYHOCT.

4.9 Mo3a M HAYMH HA NPUJIOKEHHE
3a nepopaiHO NPUIIOKEHHE:
03a:

BerepruHapHOMeTMIIMHCKHS IPOAYKT TPsIOBa Aa ce mpuiiara B o3a oT 2.50—-5.36 mg/kg adoxconanep
u 0.50-1.07 mg/kg of MUnIOEeMUITNH OKCUM B CHOTBETCTBHE ChC CIICIHATA Ta0IUIA;

Tenecua BpOﬁ U KOHICHTPAaIus Ha TaﬁneTaTa 3a MIPUWJIOKECHUE
maca (kg) Ha | NEXGARD | NEXGARD NEXGARD NEXGARD NEXGARD
Ky4eTo SPECTRA SPECTRA SPECTRA SPECTRA SPECTRA
9 mg/ 2 mg 19 mg/ 4 mg 38 mg/ 8 mg 75 mg/ 15 mg | 150 mg/ 30 mg
2-3.5 1

>3.5-75 1

>7.5-15 1

>15-30 1

>30-60 1

3a kydera Hax 60 kg 1a ce MPUITOKK OIXOASIA KOMOUHAIIHS OT JThBYAIIH TAOJICTH.

MCTO)_'[ Ha IIPHUJIOKCHUE!

TabneTturte ca IHBYAIIN M BKYCHH 32 MIOBEYETO Ky4yeTa. AKO KydeTo He Iprema TabjeTara JUPEKTHO
MOJKE JIa C€ Iajie C XpaHaTa.

CxeMma Ha TPETUPAHE:

Cxemara 3a TpeTHpaHe TpsaOBa na Oble OazupaHa Ha TUarHo3a OT BETEPUHAPECH JeKap U MECTHATa
€MU300TUYHA 00CTaHOBKA.




NEXGARD SPECTRA Moxe ma ce u3oi3Ba KaTo 9acT OT CE30HHOTO TPETUPAHE 3a OBJIXU U
KBPIEKH (3aMEHSIMKH Ha TPETHPAHETO C MOHOBAJICHTEHU MPOAYKTH CPEIy OBJIXHM U KBPIICKH ) TIPU
Ky4eTa C eTHOBPEMEHHO JUArHOCTUIIMPAHU TaCTPOUHTECTHHATHN HeMaTo1u. EqHOKpaTHOTO
TpeTupaHe ¢ e)eKTUBHO 32 JICUCHUE Ha TaCTPOMHTECTUHAIHN Hemaroau. Ciel TpeTupaHe Ha
HEeMaTo HH HH]ecTanuu, ObICIIOTO TPETHPAHE 3a OBIXH U KBPJICKH TPSOBA 1a Ce TIPOIBIDKU C
MOHOBAJICHTEH MPOJIYKT.

AI/IQOSI}I/IHaQI/II/I:

NEXGARD SPECTRA y6muga iapsute Ha Dirofilaria immitis mo equn mecerr cien npenaBaneto um
OT KOMapH, CJIEI0BATEIHO MPOAYKTHT TPsIOBa 1a ce mpuiiara Ha pelOBHU MECEYHU MHTEPBAIH, Mpe3
TO3H MEPUOJ OT TOJMHATA, KOTATO BEKTOPUTE ca HAIUIIE, CTAPTUPAWKU OT Mecela ClIe/ IbpBaTa
OuYaKBaHO MOABsABaHE Ha KoMapu. TpeTupanero TpsAOBa Aa NPOABIDKU A0 1 Mecel] cieq nocienHara
OMMacCHOCT OT yXalBaHe OT KOMapH. 3a CUCTEMaTHYHO TPETHUpaHE ce MPernopbyBa, Aa ce mpujara Ha
€/IMH U CHILY JCH WU JaTa BceKu Mecell. Korato ce 3aMeHs Ipyr IpOAYyKT B Iporpama 3a MpeBeHIHs
Ha mupodunapuosa, mbpBoto Tpetupane ¢ NEXGARD SPECTRA Tps6Ba fa 3amouHe ot garaTta Ha
KOSITO € TPSIOBAJIO J1a ce MpuJIara MpeXoIHUs IPOIYKT.

Kyderara, KOUTO KUBEAT B EHICMUYHH 33 JUPOGHIApHO3a PAaiOHHU, UITH TAKUBA, KOMTO Ca ITHTYBAJIH
JI0 EHICMUYHU 30HH MOTaT Ja ObJaT HH(EKTUpaHHU ¢ Bh3pacTHH Gopmu Ha aupoduaapus. Hsama
YCTaHOBEH TepaneBTUUeH e()eKT cpelty Bb3pacThu ¢popmu Ha Dirofilaria immitis. Tlopaau ToBa ce
IpernopbyUBa BCHYKU KyueTa HABBPIIIIA 8 Mecela K MOBEYe, KOUTO )KUBEST B CHACMUYHH 32
aupoduIapro3a paiioHu, 1a ObIaT U3CIIEIBAHH 38 HATMYUETO HA AUPOGUIAPHO3HO 3apa3siBaHe PEAn
Jla ce TPETHUPAT C MPOIYKT 32 MPCBEHIIHSL.

4.10 IIpemo3upane (CHMITOMM, CIIEIIHA MEPKHU, AHTUI0TH), AKO € He00X0TUMO

He ca Ha6J'IIOILaBaHI/I He6ﬂarOHpI/I$ITHI/I PCaKknuu Ipu 3IpaByu KyUCHIIa Ha OCEM-CEIMUYIHA Bb3pacCT,
CJICa 6 TPETHUPAHUA C 10 IICT IIbTU HAA MAKCUMaJIHAaTa 103a.

4.11 KapeHTeH cpok

He e npunoxxumo.

5. DAPMAKOJIO'MYHU OCOBEHOCTH

dapmakoTepaneBTU4HA IPyNa: aHTUIIAPA3UTHU IPOIYKTH, €HACKTOLMIN, MUJIOEMHUIIMH KOMOMHALIHSL.
Berepunapnomenuuuncku Anatomo-TepanesruueH Kog: QP54ABS1.

5.1 dapmakoaMHAMMYHM CBOICTBA

Adoxkconanep:

Adokconanep € MHCEKTUITU]T M aKapHIIUJI, IPUHAJIEKAIT KbM CEMEHCTBOTO HA H30KCA30JIHHA.
Adoxcomnanep AeHCTBa B IMTaHA-OTBAPAIINTE CE XJIOPUAHU KaHaJH, B YACTHOCT TE€3H, KOUTO ca
CBBP3aHU C HEBPOTPAHCMUTEPA raMma-amMmuHoMaciieHa kucenuaa (GABA). M3okcazonmHa Hapen Cbe
BCHYKH BEIIECTBA MOAYJIHPAIIH XJIOPUAHUTE KaHAIH, CE CBHP3BAT C OT/EJICH U YHHUKAJICH PELENTOp B
GABACI Ha HacekoMHTe, KaTO MO TO3U HAYMH OJIOKHUPA MPE M MMOCT CHHANITUYHUS IPEHOC Ha
XJIOPUTHU HOHM TIpe3 KieThYHuTe MeMOpanu. [IpoasmkuTenHaTa ahokconanep-uHIyIHpaHa
CBPBXBB30YJMMOCT B PE3yJTAT HA HEKOHTPOJIMpaHa aKTHBHOCT Ha IIEHTpaIHATA HEPBHA CHCTEMA U
CMBPT Ha HACEKOMH U akapu. CeJeKTUBHATa TOKCUYHOCT Ha a)OKCOIaHEP MEXKILy HACEKOMH, aKapy U
0ozaiiHuLIM MOXKe 1a HTepdeprpa oT AudepeHIMaTHaTa YyBCTBUTEIIHOCT Ha Hacekomute 1 GABA
perienitopute Ha akapute cperry GABA pernenrropu Ha 6o3aitHUITUTE.

Toii e akTUBEH cpeuly Bb3pacTHU 6’IJ.HXI/I, KaKTO U CpCIly HAKOJIKO BUIOBE KHPJICKHU KATO
Rhipicephalus sanguineus, Dermacentor reticulatus u D.variabilis, Ixodes Ricinus u |.scapularis,
Amblyomma americanum u Haemaphysalis longicornis.



Adoxkconanep youBa ObIxuTe, IpeIu MPOU3BOACTBOTO Ha SHIIA M MO TO3W HAYHMH IPEJOTBPATIBA
pHCKa OT ollapa3uTsIBaHE Ha JOMakUHCTBaTa. Moje Jla ce U3I0/I3Ba KaTo 4acT OT CTpaTerusra 3a
JieueHHe ¥ KOHTPOJ Ha aneprudeH aepmatut (FAD).

MunOeMUIIH OKCUM:

MunOeMUIIH OKCHM € TPOTUBOIIApa3uTeH eHASKTOLWA, TPUHAIEKAIIN KbM IpynaTa Ha
MaKpOLMKINYHUTE JTaKTOHU. MUIIOEMUIIMH OKCUM ChABPIKa J1Ba OCHOBHU (pakTopa, A3 u A4
(cvotHomeHue 20:80 3a A3: A4). ToBa e mpoaykT ot hepMeHTaIUATa Ha Streptomyces
milbemycinicus. MunGeMuIiH OKCHM JEHCTBA Upe3 MPeKbCHABAHE Ha MPEIaBaHETO IO HEPBEH ITBT HA
riryramara npu Oe3rpbOHauHr. MUI0EMHUIIMH OKCUM YBEJIHYaBa IIyTaMaTHOTO CBBP3BAHE C
MOCJIEBAIO yBEeIMYaBaHe Ha MOTOKA Ha XJIOPUAHUTE HOHU B KJeTkata. ToBa BoAH 10
XUIEPIOIIIPHU3aIlis Ha HEBPOMYCKYyITHATa MeMOpaHarta v JIo mapajin3a U CMbPT Ha TTapa3uTUTe.

5.2 ®apMaKkoOKWHETHYHH 0CO0EHOCTH

Adokconanep mMalie BUCOKa cucteMHa abcopOiust. AdcomoTHaTa OuoHanmuaHocT € 88%. CpenHara
MakcuMatHa KoHIeHTpaus (C ) € 1822 + 165 ng/ml B mnazmara Hannanu 2—4 vaca (T ,.4) ciien
no3a ot 2.5 mg/kg adokconanep.

Adoxcomanep ce pasnpenens B ThKaHUTE ¢ 00eM Ha pasnpoctpanenue 2.6 + 0.6 L/kg u cToitHOCT Ha
cuctemMHo enumunupane ot 5.0 + 1.2 ml/gac/kg. KpailHusaT ninasmeH NoIyKHBOT € OKOJIO 2 CEAMULIH
IpU Ky4erTa.

[TukoBata ma3MeHa KOHLIEHTPALUs Ha MHUJIOEMUIIMH OKCUM C€ I0CTUTa B pAMKHUTE Ha IbPBUTE

1-2 gaca (T .y ), MOKa3BaIo, ue abcopOumsTa pu abBUeHE € Obp3a. AOCOMOTHATA OMOHATTUIHOCT €
81 % u 65 % cpoTBeTHO 32 A3 1 A4. KpallHUAT eTUMIHALIMOHEH MOTY>KUBOT U MAaKCUMAITHUTE
koHueHTpauuH (T . ) ciiex nepopanHo npuioxkenue ca 1.6 0.4 nun n42 + 11 ng/ml 3a A3 u
3,3+ 1,4 nau u 246 = 71 ng/ml 3a A4,

MunbeMUIITH OKCHM C€ paslpeliesisi B ThKaHuTe ¢ 00eM Ha pasnpezaernenue ot 2.7 + 0.4 u
2.6+ 0.6 I/kg n / crorBeTHO 32 A3 1 A4. U nBete hopmMu UMAT HUCHK CUCTEMEH KIMPBHC
(75 £ 22 ml/h/kg 3a A3 u 41 + 12 ml/h/kg 3a A4 ).

6. DODAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHUITHEHTHTE

Maize starch

Soy protein fines

Beef braised flavouring
Povidone (E1201)

Macrogol 400

Macrogol 4000

Macrogol 15 hydroxystearate
Glycerol (E422)
Triglycerides, medium-chain
Citric acid monohydrate (E330)
Butyl-hydroxytoluene (E321)

6.2 HecbBmMecTMoOCTH
He e mpuioxumo.
6.3 Cpox Ha rogHoOCT

Cpok Ha rOZHOCT Ha KpaiHUS BETEPUHAPHOMEANLMHCKH MPOLYKT: 2 TOAUHHU.



6.4. CrnenuajJHHU yCJOBHS 3a ChXpaHEeHHE HA MPOAYKTa

a ce cbxpaHsiBa B OpUTrHHAIHATA OMAKOBKA.
Jla ce mas3u OT CBETIIUHA.

6.5 Bwuawu cbcTaB Ha MBPBHYHATA ONMAKOBKA

BeTepuHapHOMETUIIMHCKUAT TPOAYKT € HHANBHUIYaTHO ITAKETHPAaH B TEPMOPOPMOBAHH JIAMHUHUPAHN
PVC 6nucrepu c xaptueno-amymuHueBo nokpurue (Aclar / PVC/ Alu).

Enna omakoBka chabpika eauH omvcrep ot 1, 3 win 6 qpBYaImm TaOJIeTH.
He Bcuuku pasMepu Ha OmakoBKaTa Morar ja ObJIaT NpeJiaraHy Ha masapa.

6.6 CrnenuajHu MEPKH 32 YHUIIOKABAHE HA HEU3MO0JI3BaH MPOAYKT WJIH OCTATHIIH OT HEro
Bceku Hensnon3BaH BETEPUHAPHOMEIUIIMHCKH MTPOYKT WM OCTATHIM OT HEro, TpsioBa Ja Obaat
VHHUIIO)KEHH, B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEIICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier

69007 Lyon

FRANCE

8. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEBA

EU /2/14/177/001-015

9. JATA HA TbPBOTO U3JABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A YIIOTPEBA

Jara Ha mppBO M3aBaHe Ha JMLEH3 3a ynorpeba: 15/01/2015

10. JATA HA ITOCJIEJHATA PEJAKIOUWSA HA TEKCTA

[TonpoOHa nHpOpManHs 3a TO3H MPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET cTpaHuliata Ha EBponeiickaTta
Arennus o Jlekapcerara (http:/www.ema.europa.eu/).

3ABPAHA 3A ITIPOJAXKBA, CHABJASIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


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

INPUJIOKEHHUE 11
MNPOU3BOJUTEJ OTT'OBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUIATA

YCJIIOBUA UJIN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHIIHA CE 10 NPENJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A. NPOU3BOIUTEJI OTT'OBOPEH 3A OCBOBOXJIABAHE HA ITAPTUJIATA

Hme n aapeC HAa MPOU3BOAMTECIIA, OTTOBOPEH 34 0CB060)KI[3B3HCTO Ha NapTUAMWTEC 3a npoua>i<6a

MERIAL

4 Chemin du Calquet
31000 Toulouse
FRANCE

B. YCJIOBUsA NI OI'PAHUYEHMUSA B JIMIHEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMU CE 10 INIPEJJIATAHETO NN YHHOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMCaHNnC.

C. CTATYC HA MJACOK

He e npunoxumo.



MHNPUJIOKEHHUE II1

ETUKET U JINCTOBKA 3A YIIOTPEBA
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A. ETUKET
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kytust

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUWHCKUA ITIPOAYKT

NEXGARD SPECTRA 9 mg/ 2 mg mpBuariu TabiaeTn 3a Kydera 2—3.5 kg
NEXGARD SPECTRA 19 mg/ 4 mg npBuammy tadyietu 3a kydera >3.5-7.5 kg
NEXGARD SPECTRA 38 mg/ 8 mg npBuamum Tadnetn 3a Kydera >7.5—15 kg
NEXGARD SPECTRA 75 mg/ 15 mg npBuamm tadnetu 3a kydeta >15-30 kg
NEXGARD SPECTRA 150 mg/ 30 mg apBuamy tadbnetu 3a kydera >30-60 kg
afoxolaner / milbemycin oxime

2. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCOHUIIMEHTUTE

Besika npByaina tabsera cpabpxka 9.375 mg afoxolaner u 1.875 mg milbemycin oxime
Besika mpBuama Tabnera ceappxa 18.75 mg afoxolaner u 3.75 mg milbemycin oxime
Bceska apByamia tabnera ceabpixka 37.5 mg afoxolaner u 7.5 mg milbemycin oxime
Bcesika apBuama tabiera ceabpxka 75 mg afoxolaner u 15 mg milbemycin oxime
Besika mpBuama Tabnera ceappxa 150 mg afoxolaner u 30 mg milbemycin oxime

‘ 3. DPAPMAINEBTUYHA ®OPMA

JIpBUaIy TabIeTH.

‘ 4. PASMEP HA OITAKOBKATA

1 mpBuama Tabiera
3 mpBYaIIM TA0JIETH
6 npBYaIIM TA0JIETH

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

Kyuera 2-3.5 kg
Kyuera >3.5-7.5 kg
Kyuera >7.5-15 kg
Kyuera >15-30 kg
Kyuera >30-60 kg

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

[Ipenu ynoTtpeba npoyeTn IMCTOBKATA.
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‘ 8. KAPEHTEH CPOK

‘ 9. CIIEIMAJIHU INTPEAYIPEXKJIEHU S, AKO E HEOBXO/IUMO

[Mpexn ynoTtpeba mpoyeTu IUCTOBKATA.

10. CPOK HA T'OJHOCT

T'onen no:

11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

CrpxpansBaiiTe OnrcTepa BB BHHIIIHATA OMAKOBKA C L€ MIPeANa3BaHe OT CBETJINHA.

12. CIHEHNUAJHU MEPKH 3A YHUIIIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Yaumosxasase: [Ipenu ymorpeba mpodeTH INCTOBKATA.

13. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 11
YCJOBUA NI OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCAUIIMHCKA ynOTpCGa. I[a CC OTITYyCKa CaMo IIO JICKapCKO MPECATIMCAHUEC.

14. HAJIUCBHT “JA CE CBbXPAHSABA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHHU
3A JEIIA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjicaa U1 Ha HCAOCTHITHU 3a J€1a MECTA.

15. HUME U IOCTOSHEH AJPEC HA ITIPUTEKATEJIA HA JIMIEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier
69007 Lyon

FRANCE

16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/14/177/001 — 9 mg/ 2 mg, 1 npBUamnia Tabiera
EU/2/14/177/002 — 9 mg/ 2 mg, 3 npBYaniy Tab1eTH
EU/2/14/177/003 — 9 mg/ 2 mg, 6 npBYanIy Ta0IETH
EU/2/14/177/004 — 19 mg/ 4 mg, 1 ppBUaIia TadieTa
EU/2/14/177/005 — 19 mg/ 4 mg, 3 aAbpBYaIIU TaOIETH
EU/2/14/177/006 — 19 mg/ 4 mg, 6 qpBYAITN TaOJIETH
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EU/2/14/177/007 — 38 mg/ 8 mg, | apBUama Tabiaera
EU/2/14/177/008 — 38 mg/ 8 mg, 3 npBUamum TabaeTu
EU/2/14/177/009 — 38 mg/ 8§ mg, 6 qpbBYAIIN TaOJIETH
EU/2/14/177/010 — 75 mg/ 15 mg, 1 xpBuara Tabnera
EU/2/14/177/011 — 75 mg/ 15 mg, 3 gpBuamim TabaeTu
EU/2/14/177/012 — 75 mg/ 15 mg, 6 npBuamim TabaeTu
EU/2/14/177/013 =150 mg/ 30 mg, | apBuama Tabdiera
EU/2/14/177/014 —150 mg/ 30 mg, 3 ppBuUaIy TadbaeT
EU/2/14/177/015 —150 mg/ 30 mg, 6 ppBUaIy TabIETH

17. HAPTHUJIEH HOMEP

Lot
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MUHUMYM HHO®OPMAIIUA, KOSATO TPAABBA JA Bb/JIE U3IIMCAHA BbBPXY
BJIMCTEPU WJIN JIEHTH

Baucrep

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

NEXGARD SPECTRA 9 mg/ 2 mg kyuera 2-3.5 kg
NEXGARD SPECTRA 19 mg/ 4 mg ky4era >3.5-7.5 kg
NEXGARD SPECTRA 38 mg/ 8 mg kyuera >7.5—-15 kg
NEXGARD SPECTRA 75 mg/ 15 mg xyuera >15-30 kg
NEXGARD SPECTRA 150 mg/ 30 mg kydeta >30-60 kg

afoxolaner / milbemycin oxime
Tabnetn

2. HAUMEHOBAHUE HA ITPUTEXATEJISA HA JIMINEH3A 3A YIIOTPEBA

MERIAL

3. CPOK HA I'OJHOCT

EXP

4. NAPTUJAEH HOMEP

Lot

‘ 5. HAIIMUCDHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.
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B. IUCTOBKA
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JINCTOBKA 3A:

NEXGARD SPECTRA 9 mg/ 2 mg nwBuaniu TabneTtu 3a kydera 2—3.5 kg
NEXGARD SPECTRA 19 mg/ 4 mg npBuamu tabnetn 3a kydera >3.5-7.5 kg
NEXGARD SPECTRA 38 mg/ 8 mg npBuaiuu tabnetu 3a Kkyyera >7.5—15 kg
NEXGARD SPECTRA 75 mg/ 15 mg npBuamm Tabnern 3a kyueta >15-30 kg

NEXGARD SPECTRA 150 mg/ 30 mg npByaru Tabneru 3a kydera >30-60 kg

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJISI HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

[IpurexxaTen Ha JuIeH3a 32 ynoTpeoda:
MERIAL,

29 avenue Tony Garnier,

69007 Lyon,

FRANCE.

IIpou3BoaUTEINl, OTTOBOPEH 34 OCBOOOXKIaBaHe Ha IMapTUAATA:
MERIAL,

4 Chemin du Calquet,

31000 Toulouse,

FRANCE.

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULHWHCKUA IIPOAYKT

NEXGARD SPECTRA 9 mg/ 2 mg npBuaiiu tadyiet 3a kydera 2—3.5 kg
NEXGARD SPECTRA 19 mg/ 4 mg nwBuainu Tadnaetn 3a kydera >3.5-7.5 kg
NEXGARD SPECTRA 38 mg/ 8 mg npBuaiuy Tabnetu 3a Kyuera >7.5—15 kg
NEXGARD SPECTRA 75 mg/ 15 mg npBuamu tabnetu 3a kydeta >15-30 kg
NEXGARD SPECTRA 150 mg/ 30 mg npByaru Tabnetu 3a Kkydera >30-60 kg
Afoxolaner, milbemycin oxime

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIUMU U EKCUUIIMEHTUTE

Besika JbBYUallla Tabmera CbABbpPiKa aKTUBHU CY6CTaHL[I/II/IZ

NEXGARD SPECTRA Afoxolaner (mg) | Milbemycin oxime (mg)
J'bBYAIIM Ta0JIeTH 3a KyueTa 2—3.5 kg 9.375 1.875
JbBUAINM TabJeTH 3a Kydera >3.5-7.5 kg 18.75 3.75
JbBUAIIM TabJeTH 3a Kydyera >7.5-15 kg 37.50 7.50
J'bBYAIIM TabJIeTH 3a KyuyeTa >15-30 kg 75.00 15.00
J'bBYAIIY Ta0JIeTH 3a KydeTa >30-60 kg 150.00 30.00

YepBenu 10 yepBeHO-KadsiBU KPbIIK TabneTu (TabneTu 3a Kydera 2—3.5 kg) unu npaBobrbiaHu
(Tabneru 3a xydera >3.5-7.5 kg, Tabnern 3a kyuera >7.5—15 kg, tabieru 3a kyueta >15-30 kg u
tabyetu 3a Kyuyera >30-60 kg).

4. TEPAIIEBTUYHMU IIOKA3AHUSA

3a TpeTupaHe Ha Omapa3uTsABaHe ¢ OBJIXM U KbPJICKH IPU KydeTa, KOraTo € MoKa3aHa eIHOBpEMEHHA
NpeBeHIMs Ha qupodriiapros3a u / WM TPeTUpaHe Ha OMapasuTsBaHe ChC CTOMAITHO-YPEBHHU YEPBEH.

Tperupane npu onapasutsisane ¢ obixu (Ctenocephalides felis u C. canis) npu kyuera.
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Tpetupane 1pu onapasuTsBane ¢ Kbpiexu (Dermacentor reticulatus, Ixodes ricinus, Rhipicephalus
sanguineus) mpu KydJera.

braxure n KBPJICKUTC Tpﬂ6Ba Ja CC 3aKaydar 3a TOCTOIIPUCMHUKA U [1a CC XPaHAIT 3a Ja 6’B,I[aT
H3JI0KCHHU Ha B’B3I[el7[CTBHCTO Ha aKTUBHHUTC Cy6CTaHLII/II/I.

TpeTtupane Ha ommapasuTIBaHe ¢ Bb3PACTHH (DOPMU Ha TACTPOMHTECTHHAITHH YEPBEH OT CIICTHUTE
BUIOBE: KpbIuH uepBen (Toxocara canis u Toxascaris leonina), ankumocromu (Ancylostoma caninum
u Ancylostoma braziliense) u tpuxypumu (Trichuris vulpis).

IIpodunakruka Ha gupoduaapuosa (Dirofilaria immitis mapsu) upes exxemecedHo TpeTupane.

S. NPOTUBOIIOKA3AHUSA

I[a HC CC U3MO0JI3Ba IPU CBPBbXUYYBCTBUTCIHOCT KbM AKTUBHUTC Cy6CTaHI_II/II/I WIH KbM HSKOH OT
CKCIIMITMCHTHUTC.

6. HEBJIATOITPUSATHU PEAKLIUN

[Ipyn KIMHWYHA TPOYYBAHUS, HAMA CEPUO3HU HEOIArOMPHUATHN PEeaKInK, KOUTO ce AbJDKAT Ha
KOMOWHAIUs 0T ad)OKCOJTaHep U MIIOEMUITMH OKCUM. HeOaronpusTHUTE peakiiii KaTo: IOBPbBINAHE,
Juapus, JINTICA Ha SHEPTHUs, HaMaJICH arlleTUT U ChpOeX He ca yecTo HabmronaBanu. Te3u crOuTUs
0OVMKHOBEHO Ca CaMOOTPAHMNYABAIIH CE U C KpPaTKa MPOIBIKUTEITHOCT.

YecroTara Ha HEOIArONMPUATHUTE PEAKIMU CE ONPEEIIs Upe3 cleaHaTa Kiacupuranus:

- MHoOT0 yecTH (ToBede oT 1 Ha 10 >KMBOTHU MPOSBSIBAIIY HEOJIArOMPUSATHH PEAKIMH IO BpEMe Ha
Kypca Ha eJIHO JICUCHHE)

- yectn (moseue oT 1, Ho mo-manko ot 10 xuBotHH Ha 100 XMBOTHH)

- He yecTH (moBeue ot 1, Ho mo-manko ot 10 sxuBoTHH Ha 1,000 )KUBOTHH)

- penxu (rmoBede ot 1, Ho mo-Manko ot 10 sxuBoTHU Ha 10,000 XKUBOTHU)

- MHOTO penku (rmo-manko ot 1 xuBotHO Ha 10,000 )XHMBOTHH, BKIIIOUUTEIHO N30IUPaHH
CHOOIIICHHU).

Axo 3a0enexxnuTe HIKaKBO CEPHO3HO Bb3/ICHCTBUE WITH JPYTH e(heKTH, BCIEJCTBUE OT yrnoTpedaTa Ha

to3u BMII, kouTO HE ca omucaHu B Ta3M JUCTOBKA, MOJIsl He3a0aBHO Jia yBeaoMuTe Bainus
BETEPUHAPEH JIEKap.

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

Kyuera.

8. JO3UPOBKA 3A BCEKHN BU/JI ZKUBOTHO, METOJl 1 HAYNH(W) HA
NNPUJIAT'AHE

3a mepopaHO MPUIIOKEHHUE.
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03a:

BeTtepurapHOME TUIIMHCKHUS IPOAYKT TPSOBA Ja ce Mpuiiara B ChOTBETCTBUE ChC CIICIHATA TAOJINIIA:

TeaecHa Bpoii u koHUeHTpauKs HA Ta0JeTaTa 32 NPUJI0KEHHE
maca (kg) Ha | NEXGARD | NEXGARD NEXGARD NEXGARD NEXGARD
Ky4erTo SPECTRA SPECTRA SPECTRA SPECTRA SPECTRA
9 mg/ 2 mg 19 mg/ 4 mg 38 mg/ 8 mg 75 mg/ 15 mg | 150 mg/ 30 mg
2-3.5 1

>3.5-7.5 1

>7.5-15 1

>15-30 1

>30-60 1

3a xydera Hajg 60 kg, na ce mpuI0KK MOAXO0AAIIAa KOMOMHAIIHS OT AbBYAIIN TaOJICTH.

MCTO)_'[ Ha 1Ipujarale:
I[’I)B‘laH_II/ITC TabmeTu ca BKYCHH 3a MOBCYCTO KYUCTaA. Axo KYy4€TO HC IprucMa TabIeTuTe AUPCKTHO, TC
MOXE J1a C€ IpUJI0OXKaAT C XpaHara.

Cxema Ha TpeTupaHe:
Cxemara 3a TpeTHpaHe TpsOBa 1a Oble OazupaHa Ha TUarHo3a OT BETEPUHAPEH JeKap U MECTHATa
eMU300TUYHA 00CTaHOBKA.

NEXGARD SPECTRA moxe 1a ce u3non3Ba KaTo 4acT OT CE30HHOTO TPETHUPAaHeE 3a ObJIXU U
KBbPJIEKU (3aMEHSIMKU TPETUPAHETO C IIPOAYKTH CaMO Cpelly OBbJIXHU U KbPIIEXKH ) IIPU KydeTa C
€JHOBPEMEHHO TUAarHOCTULIUPAHN TACTPOUHTECTUHAIHN YEPBEU.

EnHokpaTHOTO TpeTupaHe € e)eKTUBHO 3a TPETHPAHE HA TACTPOUHTECTUHAITHH YEPBEH.

EduxacHocTTa Ha TpeTUPaHETO cpelly WHGPECTANH C OBJIXH U KbPIIEKH € C MPOABIKUTETHOCT EAUH
Mecell. JIombIHUTENHN TPEeTHPAaHUs MoTaT Ja Ob/IaT NMOKa3aH! Mpe3 ce30Ha Ha OBIXH U KbPISKH.
[TonuraiiTe Bamus BeTepuHApPEH JIeKap Kak /a MPOABIKUTE TPETHPAHETO 3a OBJIXU U KbPIIEKH.

ﬂI/IQOShI/IHaQI/II/Il

NEXGARD SPECTRA y6muga napsure Ha Dirofilaria immitis (qupodumaprosa) no emxun mecerr cie
npenaBaHeTo UM oT KoMapu. ClieI0BaTelTHO MPOAYKTHT TPSAOBA J1a Ce MpUIIara Ha peIOBHH MECEUHH
UHTEPBAIIH, IIPE3 TO3M TIEPHO]] OT TOJUHATA, KOTaTO KOMapHTE Ca HAJIUIIE, CTAPTUPANKH OT Mecela
CIIe]T TbPBOTO MM OYaKBaHO MOSBSIBAHE.

Tperupanero TpsOBa Aa MPOIBIDKH A0 1 Mecel] ciel] moceIHaTa OacHOCT OT yXalBaHe 0T KOMapH.
3a cucTeMaTHYHO TPETUpPaHe ce MPEenopbhyBa, a ce Mpujlara Ha eIUH U CHIIHU JIeH WIN AaTa BCEKU
meceil. Korarto ce 3amMeHst Ipyr npoayKT B Iporpama 3a MpeBeHILHsI Ha AUPOPHUIapHo3a, IIbPBOTO
tperupane ¢ NEXGARD SPECTRA Tps6Ba fa 3ammouHe oT garaTa Ha KOSITO € TpsOBaJio Aa ce
IIpUjIara NpeaxoaHus IPOAYKT.

KyueraTa, KOUTO KHBEAT B CHACMHUYHH 3a TUpOdUIapro3a paioHu (KbICTO UMa HATHYHA
IupoduIaprosa), Wi TaKUBa, KOUTO ca MMbTYBAJIX 10 eHAEMUYHH 30HU MOTar J1a ObaaT MHYEKTUpaHH
¢ Bb3pacTHU popmu Ha aupodunapus. Hiama ycraHOBEH TeparieBTHYCH eeKT Cpelly Bb3pacTHU
¢dopmu Ha Dirofilaria immitis. ITopaau ToBa ce npenopbyBa BCHUYKH KydeTa HaBbPIIHIA 8 Mecela HiIH
HOBeUe, KOUTO JKUBEAT B CHAEMUYHH 32 Tupodriiapruo3a paifoHu, 1a ObaT U3CISIBaHU 32 HATHIHETO
Ha AMPOQHIAPHO3HO 3apa3siBaHe MPEIH Ja CE TPETUPAT C MPOIYKT 32 MPEBEHIIHSL.
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9. CBBET 3A IIPABUJIHO INTPUJIO’KEHUE

TaOnerute ca AbBYAILY U BKYCHH 3a [TOBEYETO KyueTa. AKO KydeTo He mpruema tabieraTa AUPEKTHO
MO2Ke€ J1a Ce JajJe C XpaHaTa.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CIHELOUAJIHU YCJIOBHUS 3A CbXPAHEHUE HA ITPOAYKTA

[la ce cpxpaHsBa jajned OT IOIJIeAa U Ha HEJOCTBIIHY 32 JIeLa MECTa.

CoxpansBaiiTe O1ucTepa BbB BHHILIHATA OMAKOBKA C 11eJ1 MIpea3BaHe OT CBETJIMHA.

[la He ce u3Mo0a3Ba TO3M BETEPUHAPHOMENULIMHCKY IPOAYKT CJIe] U3THYaHE CPOKa Ha FOTHOCT,
MIOCOYEH BBPXY €THKeTa ciell I'oneH no:.

12. CIHEHOUAJHU NPEAYHPEXIEHUSA

CroenuaaHy OpeaynpeKICHHS 32 BCCKH BUJI JKMBOTHH, 32 KOUTO € IpeaHa3HaueH BMII:

beaxuTe u KbpiekuTe TPSAOBA 1a ca 3allOYHAIN Ja CE€ XPAHAT OT TOCTONIPHUEMHHUKA TIPEAN J1a ObIaT
M3JI0’KEHHU Ha Bh3JCHCTBHETO HA aKTUBHATA CyOCcTaHIMs a)OKCOJaHEP; CICIOBATEIIHO PUCKA OT
Tpe/laBaHe Ha 3a00JBaHUS TPEIaBaHU OT OBJIXU M KBPIICKHU HE MOXKE J1a ObJIC H3KITFOUCH.

IMTapa3uTHa pe3nCTEHTHOCT KbM BCEKH KJIac MapasUTUIMAN MOXKE J1a Ce Pa3BHE CIIEH 4ecTaTa,
MOBTapslIa ce ynoTpeda Ha MPOLYKT OT To3u Kiac. ClenoBaTenHo, U3MO0I3BAHETO Ha TO3H HPOIYKT
TpsiOBa Jla ce ajanTHpa 3a BCEKH OTIEJICH CiIydail 1 Ha MecTHaTa HH(OpMaIus CBbp3aHa ChbC CTaTyca
Ha 3a60H§IBaHeTO, BKJIFOYUTEIHO TEKyHIIaTa YyBCTBUTCIIHOCT HAa HCJICBUTC BUAOBE KbM aKTUBHUTEC
cyOcTaHIMH, C 11 OrpaHNYaBaHE BH3MOXKHOCTTA 3a ObIem] n300p 3a Pe3UCTEHTHOCT.

[IpeBennusita Ha AUPOGUIAPHUO3AT € OT PelaBalio 3HaueHHe. 3a Jja ce CBeJIe O MUHUMYM PUCKBT OT
CEJIEKTHBHA PE3UCTEHTHOCT, CE MPeropbuBa KydeTrara ia ObJIaT MPOBEPEHU 3a UPKYIUPAIIN
AQHTUT'CHU M KPbBHU MUKpPO(MIapHH B HAYAJIOTO HA BCEKU CE30H HA MIPEBAHTUBHO JieueHue. TpsoOBa na
ce TPEeTUpaT caMoO HETaTHUBHUTE )KUBOTHHU.

CrielmaiHy Ipena3Hi MEPKH 3a )KMBOTHHUTE IIPU YIIOTpeOaTa Ha MPOYKTa:

IIpu numca Ha JOCTaTHYHO NaHHU, TPETUPAHETO HA KyUEHI[a, MO/ § CeAMUYHA BB3PACT U KydeTa ¢
TeNecHa Maca rmo-Maiko ot 2 kg, TpssoBa na ce 6a3upa Ha IpelieHKa Moa3a/PUCK OT OTTOBOPHUS
BETEpUHAPEH JIeKap.

B paiionu kbpaeTo nupodunapuosara € pasnpocTpaHeHa, Kyderara TpsiOBa 1a ObaaT u3caeIBaHH 32
HamureTo Ha aupodunapuosa npeau npuiaraneto Ha NEXGARD SPECTRA. o mpenenka Ha
BETEPUHAPHUS JIEKap, 3apa3eHUTE KyueTa TpsiOBa Ja ObAaT JIEKyBaHU C aayJITOLU 3a IPEMaxBaHe
BB3pactHHuTe Popmu Ha aupodunapus. NEXGARD SPECTRA He e moka3zaH 3a mpeMaxBaHe Ha
MUKPOUIAPUH OT NO3UTUBHH KyUeTa.

[Ipenopbuanara 103a TpsAOBa 1a ObJe CTPOro Cra3BaHa IPHU KOJIU WIH CPOAHU IOPOJIH.

CrieryaaHy OpeAna3sHyd MEPKH 32 JINIATa, PWIAraiid BeTCPUHAPHOMEIUIIHHCKHS POIYKT HA

JKUBOTHHTE:

- To3u IPOIYKT MOXKeE Jia MPEM3BUKA CTOMAITHO-YPEBHU CMYIIEHHS, aKO O'bJIe TIOT'hIHATH.

- CoxpansBaiiTe TabeTuTe B OJIMCTEpHATA OMAKOBKA, a OJIFcTepa BHB BHHITHATA OMTAKOBKA.

- [Ipu cnywaitro norireiane, ocoOEHO MpH Je1a, He3a0aBHO J1a C€ MOThPCH METUITMHCKH
CHBET, KaTO Ha JieKaps ce MPEJOCTABU JINCTOBKATA 32 yIoTpe0a Uik eTHKEeTa Ha TPOJYKTa.

- W3muiite pwlieTe ciaen ynoTpeoda.
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BpemeHHOCT:
JlaboparopHuTe MpOyUYBaHUs MPH TUIHXOBE U 3aMIIM HE MOKAa3BaT HUKAKBY JOKA3aTEIICTBA 3a POIAITHH

npo0JIeMy MU HAKaKBH HEONMaronpusITHUA €EeKTH BbPXY PENPOAYKTUBHATA CIIOCOOHOCT IPH MBIKKU
WIN JKEHCKH KydeTa.

Be3omacHocTTa Ha BeTepHHAPHOMEAUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpEMEHHOCT U
JIAKTalWs ¥ IPU pa3BbaHU Kydera. [Ipunara ce camo ciiest mpereHka noja3a/puck OT OTTOBOPHUS
BETEPHUHAPEH JIeKap.

BsaumoneiicTBre ¢ ApYrd BETEPUHAPHOMEIUIIMHCKH MIPOAYKTH U IPYTH (popMH Ha B3aUMOJICHCTBHE:
MunbeMuIH OKCUM € cyocTpar 3a P-rimkonpotend (P-gp) u mopaau ToBa MOXKe J1a B3aMOISHCTBA C
npyru P-gp cyOctpatu (Hanmpumep, TUTOKCHH, JTOKCOPYOHUINH) WIIH JPYTH MaKPOIUKINYHY JIAKTOHH.
CrnieioBaTEIHO €THOBPEMEHHOTO JICUSHHE ¢ APYyru P-gp cyOcTpaTu Moxe J1a T0Bee J0 TOBHIIICHA
TOKCHYHOCT.

[Ipenosupane (CHMITOMH, CICIITHU MEPKH, AHTUIOTH):
He ca mabmronaBany HEOIArONPUATHH PEAKIINH MIPH 3/IPaBH KyUEHIIa HAa OCEM-CEMIYHA Bb3PacT,
cien 6 TpeTUpaHus C 10 MEeT TbTH HaJl MaKCHMAaJTHATA J103a.

13. CHEIUAJIHU MEPKHU 3A YHUITIOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

ITonuTaiiTe Bamus BeTepuHapeH jeKap KakBo Ja npasurte ¢ HeHyxHute BMII. Te3n Mepku e nomMorsHat
3a OIla3BaHE HA OKOJIHATA CPeJa.

14. JATATA HA NOCJIEJHATA PEJAKIUA HA TEKCTA

[MonpoOHa nHOpMaLKs 3a TO3H MPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET cTpaHuiiaTa Ha EBponeiickaTta
Arennus o JlexapcrBara http://www.ema.europa.eu/.

15. JOHBJHUTEJIHA NTHOOPMAIIUA

A(i)OKconaHep € MHCEKTHULIM]I U aKapuIu, IPUHAIJIeKAIl KbM CEMEMCTBOTO Ha M30KCA30JIMHA.
Toii e akTHBEH cpcily Bb3pacTHU 6’I)J'IXI/I, KaKTO U CPCIlYy HAKOJIKO BUJOBE KbPJICIKU KATO
Rhipicephalus sanguineus, Dermacentor reticulatus u D.variabilis, Ixodes Ricinus u l.scapularis,
Amblyomma americanum u Haemaphysalis longicornis.

Adoxcomnanep youBa ObJIXHUTE, IPeIU MPOU3BOICTBOTO Ha LA U 110 TO3W HAUYKH MPEIOTBPATSIBA
pHCKa OT ollapa3uTsIBaHE Ha JOMaKUHCTBaTa. Moje Jla ce U3I0/I3Ba KaTo 4acT OT CTpaTerusra 3a
JiedeHue U KOHTPOJI Ha aneprudeH aepmarut (FAD).

MI/IJ’I6€MI/II_II/IH OKCHM € IMPOTUBOIIAPA3UTCH CHACKTOLUA, TPUHAAJICIKAIIIU KbM I'pYyIIaTa HAa
MAaKpOUUKINYHUTE JIAKTOHU. Toli e akTUBEH Cpeuly HAKOJIKO HEMATOAU KAaTO: KPBIJIM YEPBEU
(Toxocara canis u Toxascaris leonina), ankunocromu (Ancylostoma caninum and Ancylostoma
braziliense), tpuxypumu (Trichuris vulpis) u Dirofilaria immitis napsu.

3a Bcska KOHUOCHTpalusd, AbBYAIIUTC TabJIeTH ca HAJTMYHU B CJIICAHUTC OIIAaKOBKU:

Kyrus ¢ 1 repmodopmoBan Ovictep cpabpikan 1, 3 wiu 6 gpBuainy TabieTw.
He Bcuuku pazmepu Ha onmakoBKaTa MOTaT Ja ObJaT NpeAsaraHy Ha rasapa.
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