JIMCTOBKA

i HaumeHoBaHHe Ha BeTepUHAPHUS J1eKAPCTBEH MPOAYKT
Hexunen [Tnroc XL Tabnerku 3a kydyera

Dehinel Plus XL tablets for dogs

2. CncraB

Bcska TabieTka chabppiKa:

Praziquantel 175 mg
Pyrantel embonate 504 mg
Febantel 525 mg

OBayHu, IBOIHO M3ITBKHAIH TaOJIETKH ChC CKOCEHH pHOOBE U JACNUTETHA YepTa OT JBETE CTPAHH.
CBeTJ10 3eI€HO-KBITH.
TabnerkuTe Morat ga ObAaT pa3feiicHd Ha PaBHU IOJIOBHHHU.

3. BujoBe :knBoTHH, 32 KOUTO € npeanasnaven BJIII

Kyuera (c Tenecna maca Haii-manko 17,5 Kg).

4. Iloka3anus 3a ynorpeoda

3a jeyeHne Ha CMeceHH MH(EKINHU ¢ KPBIJIM YepBer (HEMaTOI1) U IJIOCKH YepBeH (LIeCTOIN) Ipu
BB3PACTHHU Ky4CTa:

Hematonau:

Ackapuu: Toxocara canis, Toxascaris leonina (mocrenna ¢asa Ha He3peu GOpMH U 3peTuTe
opmn)

Anxuocromu: Uncinaria stenocephala, Ancylostoma caninum (Bs3pacTHu)

Lecromau:

ITnocku yepsen: Taenia spp., Dipylidium caninum

5. IIpoTuBONOKA3aHUA

Jla HE C€ MU3110JI3Ba €CAHOBPEMEHHO C MUIICPASUHOBU CHbEANHCHUA.

I[a HE CC U3M0JI13Ba MPU CBPBXYYBCTBUTCIIHOCT KbM dKTUBHUTE BCUICCTBA UM KbM HAKOC OT
IIOMOIIHHUTEC BCUICCTBA.

I[a HEC CC IIPpCBUIIIaBa MMOCOYCHATA 103a, KOraTo CC JICKYBAT 6peMCHHI/I KY4YKH.

6. CrenuajHu npeaynpexaeHus
Crennaisy npeayupeskIcHus:

briaxure CJIY’KaT KaTO MEKXIWHHU I'OCTOIIPUEMHHNIN HAa €IWH HIMPOKO Pa3spOCTPAHEH BUA HECTOM —
Dipylidium caninum. Moxe 1a Bb3HHKHE TOBTOPHO 3apa3siBaHe ¢ IECTO/IU, aKO HE Ce TPeAIpreMe




KOHTPOJI Ha MEXKXIWMHHUTE 'OCTOIIPUEMHUIIA KaTO 6’LJIXI/I, MHIIKU U JPYTHU.
Mose ma ce pa3BUC PE3UCTCHTHOCT Ha Mapas’suTUTE KbM BCCKH KJIaC aHTHUXCIMHUHTHUIM IIPU YECTO
IIOBTAPSIIO CC IMPUIIOKECHUC HA aHTUXCIIMUHTHUIIU OT TO3HU KJiac.

Crenmaany npeana3sHy MEpKH 3a 0e30macHa ynorpeda pu BUAOBETE KUBOTHU, 3 KOUTO €
npexaazHaded BJIIT:

He ce npenopsuBa ynorpebara Ha TO3HM BETCPUHAPEH JIEKAPCTBEH MPOAYKT MPU KydeTa ¢ TelecHa
Mmaca mmof 17,5 kg.

BcHuky 4acTUYHO M3I0I3BaHU Ta0JIETKU TPSIOBa 1a Ce U3XBBHPJIAT.

CoenuanHy OpeamnasHu MEPKH, KOUTO TPSOBa 1a B3eMe JIMIETO, IPWIATal0 BETEPUHAPHUS JIEKAPCTBEH
NPOJAYKT Ha JKMBOTHHTE:

B unTepec Ha moOpara Xuruena, IUnaTa, Mpriiaramy TadieTkaTa TMPeKTHO Ha Ky4eTO WU CIIe/ KaTo
ca st mpuOaBUIN KbM XpaHaTa Ha Ky4eTo, TPSAOBa 1a U3MUSAT PBIIETE CH CIIEN TOBA.

[Ipu cnywaitHo normpiane, He3a0aBHO J1a ce€ MOTHPCH MEIUIIMHCKU ChBET, KaTO Ha JIEKaps ce
MPEAOCTAaBU JTUCTOBKATA WJIM €TUKETA HA IPOIYKTA.

bpemeHHOCT:
Jla He ce mpuiiara MpH KEHCKU KydeTa Ipe3 IbPBUTE JIBE TPETH OT OPEMEHHOCTTA.

Heo6xonuma e KOHCyATAIMs ¢ BETEPUHAPEH JIeKap, IPeIH J1a ce JIEKyBaT OpeMEHHH KUBOTHH 32
HEMaTO/IH.

Jlakramus:
Moske ia ce mpuiara 1o BpeMe Ha JakTanus (BIKTe TOUKH ,,l [potnBonokazanus‘ u ,,ChBeTH 3a

MIPaBUITHOTO IIpUJIaraHe Ha MpoIyKTa®).

BzanMosieiicTBrE ¢ ApYTrH BeTCpUHAPHU JIEKAPCTBEHH NPOJYKTH U APYry GopMu Ha B3aUMOIeHCTBHE:
Ja He ce M3MoI3Ba €IHOBPEMEHHO C MUTIEPa3UH, Thii KATO aHTUXEIIMHUHTHUTE €PEeKTH Ha TUPAHTEN U
nunepasyH (M3M0I3BaHN B MHOTO BETEPUHAPHU JIEKAPCTBEHU POIYKTH 32 00e3Mapa3uTsiBaHe Ha
KyueTa) MOXKe J1a € aHTarOHU3UPAT.

EnnoBpemenHaTa ynorpeba ¢ APYru XOJIMHEPTUYHN ChEANHEHNS MOXKeE Ja JOBEE 10 TOKCHYHOCT.

IIpeno3upane:
BerepurapHUAT NekapcTBEH NPOAYKT ce IMOHAcs Jo0pe oT Kyuera. [Ipu npunoxkeHue Ha 103a 10 Haj

IIET ITbTH TI0-BUCOKA OT MPEIOPHUYMTEIHATA B U3MUTBAHMS 32 OE30MMaCHOCT ce Ha0JII01aBa
HWHIUJAEHTHO TTOBPBIIAHE.

OCHOBHH HECHBMECTUMOCTH.
He e npuiioxxumo.

7. Heb6naronpusiTHu peakuuu
He ca usBectHH

Cno0I11aBaHeToO Ha HEOJArONPHUATHH PEaKIUH € BaxKHO. ToBa MO3BOJISIBA HEITPEKBCHAT MOHUTOPHHT
Ha 0e301MMacHOCTTa Ha POIyKTa. AKO 3a0eNeKHuTe HIKAKBH HEOIaroNpUsATHH PEAKI[UH, BKIFOUUTEITHO
1 TaKuBa, KOUTO HE Ca OIIMCAaHHU B Ta3u JIMCTOBKA HUJIN MUCIINTEC, UC BeTepI/IHapHI/IH HeKapCTBeH
MNPpOAYKT HE )_'[ef/iCTBa, CBBPIKETC CC IBPBO C Bamus BCTCPUHAPCH JICKAP. MO)KCTC ChIIO Ja
C’LO6IJ_IaBaTe He6J’IaFOHpI/IHTHI/I PCaKIMM Ha MPUTECIKATCIIA Ha Pa3pCIICHUCTO 3a ThbpTrOBUA UM MECCTHHUA
MNPpEACTABUTCII HAa IPUTCIKATCIIA Ha Pa3pCIICHUCTO 3a ThbProBUA, KATO U3M0JI3BATC JAHHUTC 3a KOHTAKT
B Kpasi Ha Ta3W JIMCTOBKA WM upe3 Bamara HarfmoHamHa cucTeMa 3a ChoOIaBaHe:
https://kvmp.bfsa.bg/index.php/ba/registers/veterinarnomedicinski-producty.



https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

8. Jlo3upoBKka 3a BCeKM BUJ JKUBOTHO, HAYMHHU U METOJ HA NPUJIOKeHHe
ITepopanHo npunoxeHue.

IpemoprunTtenna cxema 3a gosupane: 15 mg/kg tenecua maca debanren, 14,4 mg/kg nmupanren u
5 mg/kg npa3ukBanren. ToBa e exkBuBaieHTHO Ha 1 TabneTka Ha 35 Kg TenecHa maca.

TabmetkuTe MoraT 1a ObIaT pa3AeiICHH Ha TOJIOBHHA, KOSTO MTO3BOJISABA ITO-TOYHO JTO3HPaHE.

He ce Hanara orpanndaBane Ha JOCTBIIA O XpaHa MPEAN WIH CIIe]] TPUIOKEHE Ha BETEPHHAPHIS
JIEKapCTBEH MPOAYKT.
TabneTkuTe MOTaT a Ce MaAaT JUPEKTHO HA KyUeTOo WK Ja ObJaT 3aMacKUpaH! B XpaHATa.

9. CbBeTH 32 IPAaBUJIHOTO NPWJIATAHE HA MPOAYKTA

3a rapaHTUpaHe Ha MpaBHIIHA JTIO3UPOBKA, TeJIeCHaTa Maca TPsOBa Jia ce ONpeiev Bb3MOXKHO Haii-
TOYHO.

3a koHTpON Ha TOX0CAra, BeTepUHAPHHUS JICKAPCTBEH MPOAYKT TPsIOBa JIa ce TMPUIIOKH HA KbPMEITUTE
KYYKH 2 CEJIMUIIM CIICH PAXKIAHETO M HA BCEKU 2 CEIMHITU 10 OTOMBAHETO.

B ciyuyaii Ha TeKKO Onapa3uTsBaHe C KPbIUIM YSPBEH, TOBTOPCHUE Ha J103aTa TPSOBa Ja Ce U3BBPIIH
cien 14 guu.

[Tpu xyueTa B 3psijia Bb3pacT, TpAOBa Jia ce M3IMOJI3Ba eIHOKpATHA J103a. TpsaOBa Ja ce MOThbPCH ChBET
OT BETEPUHAPECH JIKap 110 OTHOIIICHUE Ha HEOOXOAMMOCTTA U YECTOTaTa Ha TIOBTOPHO TPETHPAHE.

10. KapentHu cpoxoBe

He e mpunoxxumo.

11. CrnenyuajaHu ycJI0BHS 32 CbXpPaHeHue

[a ce cexpansBa ganed OT Morjie/ia ¥ Ha HEAOCTHITHH 3a JIeTla MecTa.

To3u BeTepuHApEH JIEKAPCTBEH MPOAYKT HE M3UCKBA HUKAKBH CIICIIMATTHU YCIOBHS 32 ChXpaHEHUE.
Jla He ce u3MmoJ3Ba TO3M BEeTePUHAPEH JICKAPCTBEH MPOIYKT ClIe]] M3TUYaHE CPOKa Ha TOAHOCT,
ITOCOYEH BHPXY OMaKoBKaTa cien EXp.. CpokbT Ha TOHOCT OTrOBaps HA MOCIEIHHUS JIEH OT TO3U
Mecell.

12. CrennaJHu Npeana3Hy MEPKH NPH YHHIII0KABaHe

BerepunapHuTe jgekapCcTBEHH MPOIYKTH HE TPAOBA J1a ObJaT U3XBBPJISHY Ype3 OTIIaJHU BOJIU UIH
OMTOBH OTIIABIIN.

M3non3BaiiTe mporpaMu 3a BpblllaHE IPU YHUIIIOKABAHETO HA HEU3MOJA3BAHU BETEPUHAPHU
JIEKAPCTBEHU MPOJYKTU UM OCTATHIM OT TSAX B CbOTBETCTBUE C U3UCKBAHUSATA HA MECTHOTO
3aKOHO/IATEJICTBO ¥ C BCUYKH MMPHIIOKUMHU HAIIHOHAIIHU CHCTEMU 32 ChOMpaHe.

Te3u MepkH 1Ie TOMOTHAT 3a OIla3BaHe Ha OKOJHATa cpefa.

[lonwuraiite Bamus BeTeprHapeH ekap Kak Jja YHUIIOKUTE HEHY)KHU BETEPUHAPHU JIEKAPCTBEHH
MPOIYKTH.



13. Knacudukauus Ha BeTepuHAPHHUTE J1eKAPCTBEHU NPOIYKTH

Ja ce oTmycka 06e3 IekapcKo NpeAnvcanue.

14. Homepa na pa3penieHHeTo 3a THProBusi H pa3MepH ONAKOBKH

Ne 0022-2480

OPA/AI/PVC-AI 6rucrep.

Kapronena xytus, ceappxama 2, 4, 10, 12, 24, 30, 50, 60, 100 nmm 102 tabneTky.

He Bcuuku pazMepu Ha onakoOBKaTa MOTat Aa ObJaT MpeajiaraHy Ha masapa.

15. JlaTa Ha MocJIeqHATA PeJaKIHs HA TeKCTa

10/2024

[Monpo6Ha uHMOpMaLKs 3a TO3U BETSPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HaMepuTe B 0azara
nanau Ha Chro3a otHocHO nipoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlaHHHM 32 Bpb3Ka

ITpuTexares Ha pa3pELIEHUETO 3a TEPrOBHSL:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHus

IIpou3BoaUTE, OTTOBAPSII 32 OCBOOOK/IABAHETO HA MAPTH/IH:
KRKA - FARMA d.0.0., V. Holjevca 20/E, 10450 Jastrebarsko, XspBatus
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ClroBeHu s

MecTeH nIpeACTaBUTENI U JAHHHU 32 BPh3Ka 33 CHOOIIABAHE HA MPEAoaaracMu HeOIaronpusaTHI
peaKIuu:

Kpka bearapus EOO/]

Tem: +359 2 962 34 50

Eun. nomra: info.bg@Kkrka.biz

3a BCsAKakBa I/IH(l)OpMaLII/IH OTHOCHO TO31 BETCPUHAPCH JICKAPCTBCH MPOAYKT, MOJISI, CBBPIKETC CC C
MCCTHUSA MPEACTABUTEI HAa MMPUTEKATEIIA HA Pa3pCIICHUECTO 3a ThProBUs.

E Recoverable Signature

X

A-P KPACUMWP 3/TIATKOB
OWNPEKTOP HA ANPEKLNA KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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