KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA
KBbM PASPEHIEHHUE 3A ThbPI'OBHUS Ne 0022-3143

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

MUWJIBETIPA3MH 2.5 mg/25.0 mg
MILBEPRAZIN 2.5 mg/25.0 mg

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Enna tabneTka chappka:

AKTHBHH CyOCTAHIIUM:
Milbemycin oxime 2.5mg
Praziquantel 25.0 mg

ExcuunueHTu:
3a IIBIHUS CIMCHK Ha EKCIUITUEHTHUTE, BIK T. 6.1.
3. DAPMAIEBTUYHA ®OPMA

Tabmnerka.
Kpbrim TabJeTKH, ¢ ISUTETHA JTHHUS OT €JHA CTPaHa.

4, KINMHNYHUAU JAHHU

4.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHaznayed BMII

Kyuera.

4.2 TepaneBTUYHHU NOKA3AHUS, ONPeAeTeHH 32 OTIESTHUTE BUAOBE KUBOTHH

Jleuenne Ha cMeceHHn I/IH(i)eKuI/H/I IIpU Ky4eTa OT Bb3PacTHU LIECTOAU U HEMATOAU HA CIICAHUTE BUOBE,
YYBCTBUTCIIHU KbM MI/IJ'I66MI/ILII/IH OKCHM U ITPAa3UKBAHTCII:
- Hecroau:
Dipylidium caninum
Taenia spp.
Echinococcus spp.
Mesocestoides spp.

- Hewmaronu:
Ancylostoma caninum
Toxocara canis
Toxascaris leonina
Trichuris vulpis
Crenosoma vulpis (HamansiBaHe HUBOTO HA HH(EKIINS)
Thelazia callipaeda
Angiostrongylus vasorum (mamasnsBaHe HHMBOTO Ha HWH(EKIMS OT He3peau Bb3pactHu (L5) wu
BB3PACTHH MAPa3UTHU CTAIUH).
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IIpoaykThT MOXe Ia ce M3MOa3Ba W 3a mpodunaktiuka Ha uHbexkums ¢ Dirofilaria immitis, axo e
MOKa3aHO €JHOBPEMEHHO JICYCHUE CPENLY [IECTO/IH.

4.3 IlpoTruBOmOKAa3aHUs

Ja He ce M3MOI3Ba MpHY KydeTa Ha Bh3pacT MoJI 2 CEeAMUITN ¥/wiu ¢ TenecHa Maca o 0.5 kg.
Jla He ce M3MON3Ba HPH CBPHXUYBCTBHTEIHOCT KBbM AKTUBHUTE CYOCTAaHIIMM WM KBM HSIKOH OT
EKCIUIUEHTHUTE.

4.4 Cneuua/;JHu mMpeaANa3Hu MePKH 3a BCeKH BH]I JKUBOTHH, 32 KOUTO e npeaHasnayen BMII

[IpenopbuBa ce €IHOBPEMEHHO Ja C€ TPETHPAaT BCHUUKU KMBOTHH, KOWTO KHUBEAT B €IHO U CHLIO
JIOMaKHHCTBO.

Koraro e motBbpmeHa uHbekmusaTa ¢ D. caninum, eIHOBpPEMEHHOTO JCYCHHE CPEILy MEXIHHHH
TFOCTONPUEMHHMIIA, KaTO OBJIXH M BBIIKH, TpsgOBa Ja ce OOCHAM C BETEPUHApPEH JieKap, 3a Ja ce
MIPEeIOTBPATH TIOBTOPHOTO 3apa3sBaHe.

[IpoyuBanust ¢ MIJIIOEMUIIMH OKCUM IIOKa3BaT, Y€ IpaHUIaTa Ha OE30MMaCHOCT MPH HSIKOW KydeTa OT
nopoga Komu wimu cpofHu MOpOAM € MO-HUCKA, OTKOJIKOTO NpH Ipyru mopoxd. [Ipu Te3m kydera
mpenopbyBaHara j103a TpsiOBa CTPUKTHO Ja ce cna3Ba. [loHOCHMOCTTa KbM MPOAYKTa MPH MIaau
Ky4eHIIa OT Te3W TOPOJIH HE € M3CIIeABaHA.

KnuanvyanTe mpusHany npu Kydera ot nopozaara Konu ca momoOHM Ha Te3u, HaOI0JaBaHy B odmiarta
MOIyJIalKs Ha Ky4eTa MpH npeno3upane (Bux T. 4.10).

45 Cneuuajnu mpeanasHu MepKHU NMPH ynoTpeda

CHG]_[I/IaJIHI/I Opeanas’Hii MCPKHU 3a ) KUBOTHUTEC ITPU VHOTDC6aTa Ha IpOAYKTa

TenecHara maca TpsiOBa 7a Ob/1e KOPEKTHO OIPEIETICHa, 3a Ja C€ OCUTYPH TOUHO JI03UPAHE.
JleyeHneTo Ha KydeTa C TOJISIM Opoll MUPKYJIMpal MUKpO(UIapuy MOHSKOTa MOXKE Ja JIOBEle 10
MosiBaTa Ha PEaKUMH Ha CBPBXUYBCTBUTENIHOCT, Karo OJjiefa JMraBHIla, MOBPBIIAHE, TPEHEepeHe,
3aTPyIHEHO JAWIIaHE WIM TPEKOMEPHO CJIIOHOOTAENsHE. Te3n peakuuu ca CBbpP3aHH C
O0CBOOOKJaBaHETO Ha MPOTEHMHU OT MBPTBH WM YMHpAId MUKpPOOUIApUU W HE ca JUPEKTECH
ToKkcHdeH edekT Ha mnpoxykra. CrnenoBarenHo ynorpedara mpH Kydera, CTpajamyd oOT
MUKpOUIapeMus, He e MPErnopbyBa.

B 30HHTE ¢ pHCK OT aAupoduIapruo3a WIH B CIydal, 4e ¢ W3BECTHO, Y€ Kyde € MBTYBalo J0 U OT
paliloHH C pHCK OT aWpoduIapHo3a, MNpPead Ja Ce HU3M0JI3Ba MNPOAYKTHT, C€ MpernopbyuBa
BETEPUHAPHOMETUIIMHCKA KOHCYJITAIMS, 33 JIa C€ M3K/II0YM HAIMYMETO Ha MapajeHo 3apas3siBaHe C
Dirofilaria immitis. B ciaywaii Ha MONOKHTENHA HArCHO3a € MMOKa3aHa aayJITHIMIHA Teparus Ipean
MPUJIATaHETO Ha MPOIYKTA.

He ca mpoBexmanu mpoydBaHUS TPH CHJIHO HM3TONIEHW KydeTa WJIM TMPH KydeTa ChC CEPHO3HO
HapywmeHa GyHKuus Ha Ob0penuTe wim yepHus 1pod. IIpoaykTsT He ce mpenopbyBa 3a ynorpeda npu
TaKWBa )KUBOTHH WM CaMO CJIe[] MPELeHKa M0JI3a/PUCK OT OTTOBOPHHUS BETEPHHAPEH JIeKap.

IMpu xydyera Ha BB3pacT mox 4 ceAMUIM WHQEKIUATA ¢ TeHWH ¢ HeoOwvaiiHa. ClenoBaTeTHO
TPETUPAHETO Ha XMBOTHM Ha BB3pacT HOA 4 CeOAMHIM C KOMOMHUpPaH NPOSYKT MOXE Ja HE €

HEOOXOIMMO.

PesucrenTHocT Ha napasutu KbM BCCKH OIIPCACIICH KJIAC aHTHUXCIMHHTHU MOXKCE [1a CC pa3BUC CJICA
4eCTa, MHOI'OKpAaTHA yHOTpe6a Ha aHTUXCIIMHUHTHUK OT CBhIIHA KJ1acC.
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Crenuangy IpennasHy  MEPKHM 3a JWIATa, OpUIaraiyd BETEPUHAPHOMEIMIIMHCKHS IMPOAYKT Ha
JKUBOTHHTE

Ha ce u3MusT pplLeTe ciel ynorpeoda.

[Ipu ciydaiino morirpliane Ha TabIETKUTE, 0COOEHO OT Jiena, He3abaBHO Ja ce MOThPCH METUITMHCKH
CHBET, KaTO Ha JIEKapsl Ce MMPEIOCTaBU JIMCTOBKATA MM €TUKETa Ha MPOIYKTA.

PasnonoBenuTe TabneTku TpssOBa 1a ObJAT BHPHATH B OTBOPEHATA ITbPBUYHA OMAKOBKA.

ExmHOKOKO3aTa TMpeacTaBIsIBa OMACHOCT 3a XopaTa. T'hil KaTo eXWHOKOKO3aTa € 0oecT, moajiexKania
Ha 33JJDKUTENTHO 00sBsiBaHe Ha CBeToBHaTa opraHu3alus 3a 3napaBero Ha xkuBotHUTe (OIE), oT
CHOTBETHHSI KOMIIETEHTEH OpraH TpsOBa nma ObJaT MOMydYeHH KOHKPETHH HACOKH 3a JICYEHHE H
MIpoCIIeIBaHe, M 3a 3allliTa Ha JINIATa.

4.6 HeOnaronpusaTHU peakuuy (4€CTOTA U BAXKHOCT)

B mHOTO pPEeAKHU Ciiydau CJIICA IMPUJIIOKCECHUC Ha BECTCPUHAPHOMCEAWLMWHCKUAT MPOAYKT IIPpHU Ky4d€Ta Ca
HaONIOMAaBaHW pPEAKIMd Ha CBPBXYYBCTBHTEIHOCT, CHCTEMHH NpU3HAIM (KaTo JIeTaprus),
HEBPOJIOTUYHH NPHU3HAIM (KaTo MYCKYJIEH TPEMOp M aTaKCHs) W/WIM CTOMAIIHO-YPEBHH HPU3HALH
(xaTo MOBpBINAHE, TUAPHS, AHOPEKCHSI U JINTABEHE).

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClleHaTa KIIaCU(HUKAIHSL:

- MHOTO 4ecTH (moBeue oT | Ha 10 TpeTupaHu >KMBOTHH, TIPOSIBSIBAIIM HEOIArONPHUATHH PEAKIIH )

- yecTH (moBeye oT 1, HO mo-manko oT 10 xuBoTHU Ha 100 TpeTHUpaHU KUBOTHH)

- He "yecTH (moBede ot 1, Ho mo-Manko ot 10 xxuBoTHU Ha 1,000 TpeTHpaHu KUBOTHN)

- penku (oeue ot 1, HO mo-mainko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO penku (mo-manko ot 1 xuBoTHO Ha 10,000 TpeTupaHu KMBOTHM, BKIIOYUTETHO HM30JHPAHU
CHOOIICHU).

4.7 Ynorpeda mo BpeMe Ha OpeMEeHHOCT, JJAKTAIUSA WM siiilleHOCeHe

Moxe Ja Cc¢ npujiara 1mo BpeMe Ha 6peMeHHOCT n JJaKTalus.
Moxe Ja Cc¢€ npujiara npu > XMBOTHHU 3a pa3iijion.

4.8 BzaumopeiicTBHe ¢ APYrH BeTEPUHAPHOMEIMIMHCKH NPOAYKTH H Apyru ¢opmMu Ha
B3auMojeiicTBHe

EnnoBpemeHHaTa ymorpeba Ha TPOAYKTa ChC CEJaMEKTHH ce moHacs aobOpe. He ca nabmiomaBaHu
B3aMMOJEHCTBUS, KOraTo MpernopbyaHata /103a OT MAKPOLMKINYHUS JTAKTOH CEIaMEeKTHH € Ipuiiarasa
M0 BpeMe Ha JieYeHHe C MPOJAyKTa B TpernopbuuTenHara Jo3a. [Ipu nmiica Ha JOMBIHUTEITHU
W3Cle/[BaHMs TPsOBa Jla ce BHUMaBa B Cliy4yall Ha €JIHOBPEMEHHA yNoTpeda Ha MpOIyKTa U JPyrd
MaKpOLMKINYHH JIAKTOHH.

4.9 Jlo3a v HAYWH HA MPUJIOKEHUE

MunuMmanHa npenopbunTesiHa go3a € 0.5 mg MwIOeMHIMH OKCMM W 5 mg Npa3ukBaHTeNn Ha kg
TeJecHa Maca, IPUIIOKEHH TIepOPaITHO.

[poxykThT TpsiOBa J1a ce mpuIIara ¢ Miy ciiejl IPUEMaHeTo Ha XpaHa.

B 3aBucuMoOcCT 0T TenecHaTa Maca Ha Ky4eTo, J103a € cleHara:

Tesecna maca TabneTrkn

0.5-1kg Y2 TabneTka
>1-5kg 1 Tabnerka
>5-10kg 2 tabneTku
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B engemudHM 00MacTH TPHIIOKEHUETO HA MPOAYKTA HA BCEKH YETHPH CEAMHIM IIE MPEAOTBPATH
AaHTHOCTPOHTHIIO3aTa, Upe3 peaylnrpaHe Ha He3penute Bb3pacTHU (LS) m BB3pacTHHTE TapaswTw,
KBJICTO € MIOKa3aHO ¢THOBPEMEHHO JICUCHHUE CPEILY IICCTOIM.

4.10 IIpeno3upaHe (CHMITOMHU, CIIELIHH MEPKH, AHTHI0TH), AKO € HE00X0JUMO

He ca HaGnroiaBanu Ipyry CHMITOMH OCBEH OIMCAHUTE MPH MPENOphUYHTEIHATA 1032 (T. 4.6).
4.11 KapeHTeH cCpox

He e npunoxumo.

5. DAPMAKOJIOTUYHHU OCOBEHOCTH

dapmakoTepaneBTUUHa IPpyna: eHISKTOUUAN, MUIOEMULIMH OKCUM, KOMOMHALIH.
Berepunapnomenuuuncku Anatomo-TepanesruueH Koa: QP54ABS1.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

MI/IH6CMI/IHI/IH OKCUMBT NPHUHAAJICKU KbM IpylaTa Ha MAaKPOUUKIUYHUTE JIAKTOHH, HU30JHUPAHU OT
depmenTarmsaTa Ha Streptomyces hygroscopicus var. aureolacrimosus. AKTHBEH € cpelry akapw,
Cpelily JIapBH U Bb3PACTHHU CTaIHK Ha HEMATOIH, KaKTo U cpety jJapsu Ha Dirofilaria immitis.
AKTHBHOCTTa Ha MWIOGMHIMH € CBbp3aHa C JCHCTBHETO MYy BBpPXY HEBPOTPAaHCMHUCHSITA Ha
0e3rppOHAaYHNTE: MWIOEMUIMH OKCHMBT, MOJOOHO Ha aBEPMEKTHHH W JPYyrd MHJIOESMUIIMHHU,
yBeJIM4YaBa MeMOpaHHATa MPOIMYCKIMBOCT HA HEMAaTOAWTE M HACEKOMHTE 33 XJIOPWUIHU HOHM 4pe3
TIyTaMaT-3aBUCUMH  XJIOPUAHM HOHHM KaHamu. ToBa BOAM /IO XHIIEPHOJApH3AIMS Ha HEPBHO-
MYCKYJIHaTa MeMOpaHa, napajin3a i CMbPT Ha Mapa3uTa.

[Tpa3uKBaHTENbT € AMMINPAHO NMUPA3UHO-U30XMHOIMHOBO MPOHM3BOIHO. [Ipa3HKBaHTENBT € aKTHBEH
cpemry LecTomd W TpeMarogu. Tol NpOMEHs MPOIyCKIMBOCTTa HAa KaJlMid B MeMOpaHUTE Ha
napasuTa, NpeIU3BUKBANKN AnucOaTaHc B MEMOpaHHUTE CTPYKTYPH, KOETO BOJAM JO MeMOpaHHa
JIenojspu3anys W TOYTH MHTHOBEHO CBHBAaHE Ha MYCKylaTypaTa, Obp3a BaKyoJM3alus Ha
CHHIIMTHAJHATa OOBMBKa M TIIOCIEBALIO pasllaJaHe Ha OOBHMBKaTa, KOETO BOAM O MO-JIECHO
HU3YMCTBAHE OT CTOMAIIHO-YPCBHUSA TPAKT WK CMBPT HA IapasuTa.

5.2 ®apMakoKHHETHYHH 0COOEHOCTH

Crien mepopalHO TPWIOKEHHE Ha MIIOEMHIMH OKCHM IpH KydeTa, MaKCUMallHH IIJIa3MEeHU
KOHIIEHTPAIMH CE JIOCTUTAT 3a OKOJIO 2-4 yaca U ce MOHWKABAT C TOJIYKUBOT HA HEMETA0OIU3NPATTUS
MUIOeMUIUH okcuM oT 1-4 nau. bruonanmmyrocTTa € 0k0j10 80%. OCHOBHUSAT BT HA EIMMHUHUPAHE € B
M3MpaKHEHUATA Ype3 KITbUKaTa.

Crnen mepopanHO TIPWIOKEHHE Ha TMPa3WKBAHTEN NPU KydeTa, OBp30 ce JOCTUTaT MaKCHMaJHH
cepyMHH KOHUEHTpauuH (Tmax npubnmsurenno 0.5-4 waca) u Obp30 ce mnoHmkaBaT (ti
npubnusutenHo 1.5 waca). OchbliecTBsBa ce€ MHOro Obp3a M NOYTH IIbJIHA YEPHOAPOOHA
6uoTtpanchopMalus, TIaBHO 10 MOHOXHAPOKCHIIMPAHU (CHIIO HAKOM - M TPHU-XHIPOKCHIUPAHN)
MPOM3BOJHM, KOWUTO Ca NPEAMMHO TJIIOKYPOHHI W/WIH CyndaT KOHIOTMPAaHW Ipeau EKCKpelws.
[Imasmenoro cBbp3BaHe e okono 80%. Exckpenmsara e Opp3a u mbiHa (okoio 90% 3a 2 guwm).
OCHOBHHSAT BT HA ETUMHUHUPAHE € upe3 ObOperure.
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6. GPAPMAIEBTUYHHU OCOBEHOCTHU

6.1 CHnucbk Ha eKCHHUITHEHTHTE
Cellulose, Microcrystalline
Croscarmellose Sodium

Povidone K30

Lactose Monohydrate

Silica, Colloidal Anhydrous
Magnesium Stearate

Meat Flavour

6.2 OCHOBHH HECHBMECTHMOCTH

He ca u3BecTHH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiH{s BeTepHHAPHOMEIULIIMHCKU IPOIYKT: 2 TOAUHU.
Cpok Ha TOOHOCT Ha Pa3MoJIOBEHATa TablIeTKa: 6 Mecera.

6.4 CrnenuajaHu ycJa0BHA 32 ChbXpPaHeHHE HA MPOAYKTA

Jla He ce chxpansiBa npu Temieparypa Haxa 30 °C.

Ja ce masu O1MCTephT BHB BHHIIIHATA OMAKOBKA C 1]l MPeJIa3BaHe OT CBETIHHA.
6.5 Buau chbcTaB HA MBPBUYHATA OMAKOBKA

Kyrus ¢ 10 6mmcrepa, Bceku OmucTep Chabpika 6 TaOIETKH.
Kyrus ¢ 1 6mucrep, cpabpxant 10 TabneTkm.

He Bcnuku pa3sMEpu Ha OIMaKOBKATa MOrart Jia 6’L,HaT npeayiaranv Ha masapa.

6.6 CHeuHaJ’IHI/l MEPKH 32 YHUIIOKAaBAHE HA HEU3II0JI3BAH IMPOAYKT WIH OCTATHIM OT HEIro

Bcexkn Hew3nonsBaH BeTEPUHAPHOMEAMLUMHCKH NMPOAYKT WIIM OCTAaThLIM OT HEro TpsOBa aa ObaaT
YHUIIOXKEHHU B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO.

MWJIBEITPA3WH 2.5 mg/25.0 mg e TpsidBa ja Objie U3XBBPIISH BbB BOJIHH OaceiiHH, Thil KaTO TOBA
MOKe J1a ObJIe OIacHO 3a puOU WM IPYTU BOJHHU OPraHU3MH.
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7. IMPUTEXKATEJI HA JIMLIEH3A 3A YIIOTPEBA
®APMA BET 00/

yi. ,,Oren [Mawcnit” Ne 40

rp. lllymen

P. bbarapust

tenedon/ pakc: 054/801 215

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-3143

9. JATA HA INI'BbPBOTO WH3JABAHE/IIOJHOBABAHE HA JIMIEH3A 3A
YIHOTPEBA

Jlata Ha TBPBOTO M3/aBaHe Ha JIMIIEH3 3a yrmorpeda: 01/08/2022

10. JATA HA NIOCJIEJHATA PEJAKINSA HA TEKCTA
05/2022

3ABPAHA 3A ITIPOJAXBA, CHABJASABAHE U/NJIN YIIOTPEBA

He e npuinoxxumo.

MMPO®. 1-P XPUCTO JACKAJIOB, IBM
HBITBJIHATEJIEH JIHPEKTOP
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KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A THhPI'OBHUS Ne 0022-3143

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

MWJIBETIPA3MH 12.5 mg/125.0 mg
MILBEPRAZIN 12.5 mg/125.0 mg

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Enna tabneTka chappka:

AKTHBHM CyOCTAHIIUM:

Milbemycin oxime 12.5mg

Praziquantel 125.0 mg

Excuunuenru:

3a IBJIHUS CIIUCHK HA EKCIUIIUEHTHTE, BUXK T. 6.1.

3. OAPMAIIEBTUYHA ®OPMA

TaOnerxa.
Kpbrau tabnerkn.

4. KJIMHUYHU JAHHHU
4.1 BupaoBe :KUBOTHH, 32 KOUTO € mpeanazHayed BMII
Kyuera.

4.2 TepaneBTuq}m MOoKa3aHus, ONMpeac/JIcHA 3a OTACTHUTEC BUAOBE )KUBOTHH

JleyeHne Ha cMeceHHn I/IH(i)eKHI/II/I IIpU Ky4d€Ta OT Bb3PaCTHU HECTOJAU U HEMATOAN HA CJICIHUTE BUAOBE,

YYBCTBUTCIIHU KbM MI/IJ'I6€MI/ILII/IH OKCHM U1 ITPAa3UKBAHTCII:
- Hecromu:

Dipylidium caninum

Taenia spp.

Echinococcus spp.

Mesocestoides spp.

- Hemaronu:
Ancylostoma caninum
Toxocara canis
Toxascaris leonina
Trichuris vulpis
Crenosoma vulpis (HamansBaHe HUBOTO Ha HWH(EKIHS)
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Thelazia callipaeda
Angiostrongylus vasorum (mamansBane HHBOTO Ha HWH(peKHHs OT He3peiaw Bb3pacTHH (L5) u
BB3PACTHH MAPa3UTHU CTAIIUN).

ITpoaykThT MOKe da ce M3moi3Ba M 3a mpodunakTuka Ha wHbekums ¢ Dirofilaria immitis, ako e
MOKa3aHO ¢ITHOBPEMEHHO JICUCHUE CPEIILY [IECTO/IH.

4.3 IIporuBonoxkazanus

Jla He ce M3MOI3Ba P KydeTa ¢ TellecHa Maca 1of 5 kg.
Ja He ce M3MON3Ba MPU CBPHXUYBCTBUTEIHOCT KbM AKTUBHHUTE CYOCTaHIMU WIM KbM HSIKOHW OT
eKCLUITUEHTHUTE.

4.4 Cnoeuuajnu mpeamna3sHu MepKHU 32 BCEKU BU/ *KHBOTHH, 32 KOUTO e npeanaznadyen BMII

[IpenopbuBa ce €IHOBPEMEHHO 1a C€ TPETHPAT BCHYKH JKUBOTHH, KOUTO KUBEAT B €IHO U CBHILIO
JOMaKHHCTBO.

Koraro e morBbpmeHa unpekmusaTa ¢ D. caninum, emHOBPEMEHHOTO JICYCHHE CPEIly MEXIHHHH
TFOCTONPUEMHHMIIA, KaTO OBJIXU M BBIIKH, TpiOBa Ja ce OOCHAM C BETEPHUHAPEH JieKap, 3a Ja ce
Npe0TBPATH MOBTOPHOTO 3apa3sBaHe.

Hpoy‘-IBaHI/IH C MI/IH6GMI/IHI/IH OKCHM IIO0Ka3BaT, 4€ I'paHrulaTa Ha 6C3OHaCHOCT IIpU HAKOU Ky4d€Ta OT
nopoja Komu uimu cpofHu MOpoOAM € MO-HUCKA, OTKOJIKOTO NpH Ipyru mopoxu. [Ipu Te3m kydera
npernopbyUBaHaTa 7032 TPsiOBa CTPUKTHO J1a ce cra3Ba. [IoHOCMMOCTTa KbM INPOAYKTa HPH MIIaIH
KydeHIIa OT Te31 TIOPOJIH HE € N3CIIe/IBaHA.

Knuan4yauTe npusHany npu Kydera ot nopogara Komu ca mogoOHu Ha Te3u, HaOmo1aBaHu B o01mara
MOIyJalKs Ha Ky4eTa MpH npeno3upane (Bux T. 4.10).

4.5 CrpeuuajJHu NpeAna3sHd MePKH NP ynorpeda

Crenpaiay npeina3sHi MEPKHU 3a )KUBOTHUTE IIPU VIIOTpeOaTa Ha IPOJYKTA

Tenecnara maca TpsiOBa 7a Ob/1e KOPEKTHO OIIPEJIEIIeHa, 32 Jla C€ OCUTYPH TOYHO J03HpaHe.
Jleuennero Ha Kydera ¢ TOJISIM OpoW LMPKYIHMpAalld MUKpO(MIapuy MOHAKOIa MOXE Ja JOBele A0
MosiBaTa Ha PEaKUMH Ha CBPBHXUYBCTBUTENIHOCT, Karo Ojiefa JUraBHIla, MOBPBIIAHE, TPEHEepeHe,
3aTpyJHEHO JHIIaHE WM TPEKOMEPHO CIIOHOOTHENsHe. Te3M peakIuu ca CBbpP3aHU C
0CBOOOKJaBaHETO Ha MPOTEHMHU OT MBPTBH WM YMHpAId MUKpPOOUIApUU W HE ca JUPEKTECH
TokcHdeH edekT Ha mnpoxykra. CrnemoBaresHo ynoTpedara mpd Kydera, CTpajamy oOT
MUKpOoUIapeMusi, He ce MPernopbyBa.

B 30HuTE ¢ puck oT mupodumiapuo3a WM B CIy4ail, 4e € W3BECTHO, Y€ Kyde € ITbTYBaJO JI0 U OT
paliloHM ¢ pHCK OT aupoduiIapuo3a, Npead Ja Ce U3M0J3Ba IPOAYKTAbT, C€ MpPEropbyuBa
BETEPUHAPHOME/IMIINHCKA KOHCYJITAlus, 32 Ja Ce M3KII0YM HAJIMYMETO Ha IMapajelHO 3apassiBaHe ¢
Dirofilaria immitis. B ciydaii Ha moyo)kuTeTHa JUarHo3a € ImokKa3aHa aayJITHIUIHA Tepanus Npean
MpUJIaraHeTo Ha MPOAYKTA.

He ca mpoBexmaHn mpoydBaHUS TPH CHJIHO H3TOMIEHW Ky4deTa WM NPH KydeTa ChC CEPHO3HO
HapywmeHa GyHKuus Ha Ob0OpenuTe wim yepHus 1pod. IIpoaykTsT He ce mpenopbyBa 3a ynorpeda npu
TaKWBa )KUBOTHH WJIM CaMO CJIe]] MPELeHKa M0JI3a/PUCK OT OTTOBOPHHUS BETEPHHAPEH JIeKap.

IIpu xydera Ha BB3pacT mox 4 ceAMHIM MHQEKIUATa C TeHHUH € HeoOuuaiiHa. CremoBaTeIHO
TPETUPAHETO Ha XMBOTHM Ha BB3pacT HOA 4 CeOIMHIM C KOMOMHHpPaH NPOOYKT MOXE Ja HE €

HEO00XO0INMO.

PesucrenTHocT Ha napasutu KbM BCCKH OIIPCACIICH KJIAC aHTUXCIMHHTHU MOXKC Ja CC pPas3BUC CJICA
4yecTa, MHOI'OKpaTHa yHOTpeGa Ha aHTHUXCIIMHUHTHK OT ChIIUA KJac.
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CHeHI/IaIIHI/I OpearnasHy MCEPKH 3a Julara, IIpujaraimy BETCPUHAPHOMCEIUIIMHCKHUSA MPOAYVKT Ha
KHUBOTHHUTC

Ha ce u3MusT pplLeTe ciel ynorpeoda.

[Ipu ciydaiino morireliane Ha TabIETKUTE, 0COOEHO OT Jiena, He3abaBHO Ja ce MOThPCH METUITIMHCKH
CHBET, KaTo Ha JieKaps ce MPEJOCTaBU JINCTOBKATA WIIM €THKETA HA MPOAYKTA.

PasnonoBenuTe TabneTku TpssOBa 1a ObJaT BHPHATH B OTBOPEHATA ITbPBUYHA OMAKOBKA.

ExmHOKOKO3aTa TMpeacTaBIsIBa OMACHOCT 3a XopaTa. T'hil KaTo eXWHOKOKO3aTa € 0oecT, moajiexana
Ha 33JJDKUTENTHO 00sBsiBaHe Ha CBeroBHaTa opraHu3anus 3a 3apaBero Ha kuBotHUTE (OIE), oT
ChOTBETHHUS KOMIICTCHTEH OpraH TpsOBa Ja ObIaT NOJYYeHM KOHKPETHH HACOKH 3a JICUCHUE U
MpociesBaHe, U 3a 3allUTa Ha JINIaTa.

4.6 HebnaronpuATHU peakuuy (4€CTOTA U BAXKHOCT)

B MHOro peaku cimydau ciel NPUIOKEHHE HAa BETCPUHAPHOMEIULMHCKUAT MPOAYKT MpPH KydeTra ca
HaOMIONaBaHU pEeakIMd Ha CBPBXUYBCTBUTEIHOCT, CHCTEMHHM NpU3HAUM (KaTo JI€Taprus),
HEBPOJIOTHYHY NPHU3HALM (KAaTO MYCKYJIEH TPEMOpP W aTakCHsl) W/MIM CTOMAIIHO-YPEBHU NPH3HALU
(xaTo moBpBILAHE, TUApHs, AHOPEKCHSI U JINTaBEHE).

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClleHaTa KIIaCU(HUKAIHSL:

- MHOro uectd (rmoseye oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSIBSIBALIM HEOIArOMPUATHH PEAKLIUH)

- yecTH (oBeye oT 1, HO mo-manko oT 10 xuBoTHU Ha 100 TpeTHUpaHu )KUBOTHHU)

- He "yecTH (moBede ot 1, Ho mo-Manko ot 10 xuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- penku (oeue ot 1, Ho mo-mainko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO penku (mo-manko ot 1 xuBoTHO Ha 10,000 TpeTupaHu XKMBOTHM, BKIIOYUTEITHO HW30JHPAHU
CHOOIIIECHUS).

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH siilleHOCeHe

Moxe Ja c¢€ npujiara 1mo BpeMe Ha 6peMCHHOCT n JJaKTaluys.
Moxe Ja C€ npujiara npu > XUBOTHHU 3a pa3rijion.

4.8 BzauMopeiicTBHEe ¢ JAPYrH BeTEPUHAPHOMEIMIMHCKH NPOAYKTH M ApPyrn ¢opMu Ha
B3aHMOJeHCTBHE

EnHoBpemeHHara ymoTrpeba Ha HMpOJyKTa ChC CEIaMEKTHH ce moHacs noOpe. He ca naGmiomaBaHu
B3aMMOJIEHCTBUS, KOraTo MpernopbyaHaTa /103a OT MAKPOLUMKIMYHUS JTAKTOH CETaMEeKTHH € Ipuiiarasa
[0 BpeME Ha JIEYEHHE C TPOAYKTa B IpenopbudTenHara jAo3a. llpum surca Ha AONBIHUTENHHU
W3Cle/[BaHus TPsOBa J1a ce BHUMaBa B Cliydyall Ha €JIHOBPEMEHHA yNoTpeda Ha MpOIyKTa U JPyrd
MaKpOIMKINYHA JTaKTOHH.

4.9 Jlo3a v HAYWH HA MPUJIOKEHUE

MunuMmanHa npenopbunTesHa go3a € 0.5 mg MuIOeMHIMH OKCMM W 5 mg NIpa3ukBaHTeNn Ha kg
TeJIECHA Maca, IPUIIOKEHH ITEPOPAITTHO.

ITponyxThT TpsiOBa fa ce mpuiiara ¢ MM CJell IPUEMaHETO Ha XpaHa.

B 3aBucuMoOCT OT TenecHaTa Maca Ha Ky4eTo, /103a € CleJHaTa:

Teaecna maca TaobJseTrkn
5-25kg 1 Tabnetka
>25-50kg 2 tabneTka
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>50-75kg 3 tabaeTkn

B enmemudHn 00nacT MPHUIIOKEHUETO Ha TPOMYKTa HA BCEKW UYETHPU CEJAMHIIM IIE MPEIOTBPATH
AaHTHOCTPOHTHIIO3aTa, Upe3 peaylnrpaHe Ha He3penute Bb3pacTHU (LS) m BB3pacTHHTE THapaswTw,
KBJICTO € MIOKa3aHO ¢THOBPEMEHHO JICUCHHUE CPEILY IICCTOIM.

4.10 IIpemno3upaHe (CHMITOMHU, CIIELIHH MEPKH, AHTHI0TH), AKO € HE00X0JUMO

He ca nabmrogaBanu Apyru CHMITOMH OCBEH ONMCAHUTE MPU HMpeNopbUnTeNHaTa 1032 (T. 4.6).
411 KapeHnreH cpok

He e npunoxumo.

5. DAPMAKOJIOTUYHHU OCOBEHOCTH

dapmakoTepaneBTUUHA IPpyna: CHIASKTOUUAN, MUIOEMULIMH OKCUM, KOMOMHALIH.
Berepunapromenuuuncku Anatomo-Tepanesruuen Koa: QP54ABS1.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

MI/IH6€MI/IHI/IH OKCUMBT NPHUHAAJICKU KbM IpylaTa Ha MAaKPOUUKIUYHUTE JIAKTOHH, HU30JHUPAHU OT
bepmenTarsta Ha Streptomyces hygroscopicus var. aureolacrimosus. AKTHBEH € Cpelly akapH,
Cpelily JIapBH U Bb3PACTHHU CTaIHK Ha HEMATOIH, KaKTo U cpety jJapsu Ha Dirofilaria immitis.
AKTHBHOCTTa Ha MWIWJIOGMHIMH € CBBp3aHa C JCHCTBHETO MYy BBpPXY HEBPOTPAaHCMHUCHSITA Ha
0e3rppOHAaYHNTE: MWIOEMUIMH OKCHMBT, MOJOOHO Ha ABEPMEKTHHH W JPYyrd MHJIOEMUIIMHHU,
yBeJIM4YaBa MeMOpaHHaTa MPOIMYCKIMBOCT HA HEMAaTOIWTE M HACEKOMHTE 33 XJIOPUIHU HOHM 4Ype3
riiyraMaT-3aBUCUMH  XJIOPHUIHU WOHHM KaHanu. ToBa BOAM [0 XUIICPIIOJApH3alud Ha HEPBHO-
MyCKyJIHaTa MeMOpaHa, napain3a ¥ CMbPT Ha IapasuTa.

[Tpa3uKBaHTENbT € AMMIMPAHO MUPA3UHO-U30XWHOIMHOBO MPOHM3BOIHO. [Ipa3sHKBaHTENBT € aKTHBEH
cpelry LecTomd W TpemMarogu. ToW NPOMEHs MPOIyCKIMBOCTTa Ha KM B MeMOpaHWTE Ha
napasuTa, NpeIU3BUKBAKN AnucOaTaHc B MEMOpaHHUTE CTPYKTYPH, KOETO BOJAM JO MeMOpaHHA
JETOSIpU3alisi M TOYTH MHUTHOBEHO CBHBAaHE Ha MYyCKylaTypaTa, Obp3a BakKyoJdHM3als Ha
CHHIIMTHAJHATa OOBMBKa M TIIOCIEIBALIO paslaJaHe Ha OOBHMBKaTa, KOETO BOAM [0 IO-JIECHO
HU3YMCTBAHE OT CTOMAIIHO-YPCBHUSA TPAKT WK CMBPT HA IapasuTa.

5.2 ®apMakoKHHETHYHH 0COOEHOCTH

Cnen mepopajiHO TNPUIOKEHHE Ha MWIOCMHIIMH OKCUM NpPHU KydeTa, MaKCUMAJIHU IUIa3MEHH
KOHIIEHTPALMH C€ JOCTUTAT 32 OKOJIO 2-4 yaca U ce MOHMXABaT ¢ MOJIYKMBOT Ha HEMETabOoIu3upaus
MUIOeMUIUH okcuM oT 1-4 nau. bruonanmmyrocTTa € 0k010 80%. OCHOBHUSAT BT HA ETMMUHUPAHE € B
W3MPAXKHEHUITA Ype3 JKITBUKATA.

Cien mepopalHO TIPWIOKEHHWE HA MPa3HKBAaHTEN IMPHU Kydera, Obp30 ce JOCTHraT MaKCHMAJHHU
cepyMHH KOHUEHTpaUuH (Tmax npubmmsurenno 0.5-4 waca) u Obp30 ce moHMWkKaBaT (ti
npubau3uTenHo 1.5 wuyaca). OchlecTBsIBA ce€ MHOIO Obp3a W IIOYTH IThJIHA YEPHOAPOOHA
ouotpanchopmalys, rIaBHO JIO MOHOXHJIPOKCHIUpPAHH (CHIIO HAKOW JU- U TPU-XUIPOKCHIUPAHH)
MPOU3BOJHM, KOWUTO Ca NPEAWMHO TJIIOKYPOHUI HW/WIH Cyjl(aT KOHIOTHPaHHW TNpPeIu EKCKpPEIHs.
[Imasmenoro cBbp3BaHe e okono 80%. Exckpenmsara e Opp3a u mbaHa (okoio 90% 3a 2 guwm).
OCHOBHUSAT BT Ha CJIMMUHHUPAHE € Ype3 ObOpenuTe.
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6. OAPMAIEBTHYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCHUIIMEHTHTE

Cellulose, Microcrystalline

Croscarmellose Sodium

Povidone K30

Lactose Monohydrate

Silica, Colloidal Anhydrous

Magnesium Stearate

Meat Flavour

6.2 OCHOBHH HECHBMECTHMOCTH

He ca u3BecTHH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHus BeTepHHAPHOMEIULIIMHCKU IPOIYKT: 2 TOAUHU.
Cpok Ha TOIHOCT Ha Pa3MoJIOBEHATa TablIeTKa: 6 Mecera.

6.4 CnenuajiHu ycJI0BHS 32 CbXpPaHeHHE HA MPOIYKTa

Ha He ce cpxpansBa npu temneparypa Hazg 30 °C.

Ja ce na3u 0aMcTepbT BHB BHHIIHATA ONAKOBKA C LIeJI IPeia3BaHe OT CBETIMHA.
6.5 Buau chbcTaB HA MLPBUYHATA OMAKOBKA

Kyrus ¢ 10 6muctepa, Bceku OnmcTep cChabpika 6 TaOIeTKH.
Kyrus ¢ 1 6mucrep, cpabpxan 10 TabneTkm.

He Bcuuku pa3Mepu Ha OlakOBKaTa MOrat jJa ObJIaT MpejiaraHy Ha masapa.

6.6 CnenuajJHM MepPKH 32 YHHII0KaBaHe HA HEU3MOJI3BaH MPOAYKT WJIM OCTATHIU OT Hero

Bcexkn Hew3nonsBaH BeTEPUHAPHOMEAMLUMHCKH NMPOAYKT WIIM OCTAaThLM OT HEro TpsaOBa aa Obaat
VHHIIO)KECHH B ChOTBETCTBUE C U3UCKBAHMATA HA MECTHOTO 3aKOHOJIATEIICTBO.

MWJIBEITPA3HWH 12.5 mg/125.0 mg He TpsiOBa aa ObJe U3XBBPJISH BbB BOJIHH OaceilHH, Thil KaTO TOBA
MO3Ke J1a ObJIe OIacHO 3a puOU WM IPYTU BOJHU OPraHU3MH.
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7. MNPUTEXATEJ HA JIMIEH3A 3A YIIOTPEBA
D®APMA BET OO

yi. ,,Oten [aucuit” Ne 40

rp. lllymen

P. bearapus

tenedon/ pakc: 054/801 215

8. HOMEP HA JIMLHEH3A 3A YIIOTPEBA
0022-3143

9. JATA HA IIbPBOTO MH3JABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A
YIIOTPEBA

Jlata Ha TBPBOTO M3/AaBaHe Ha JUIEH3 3a yrmorpeda: 01/08/2022

10. JATA HA MOCJIEJJHATA PEJAKILUSA HA TEKCTA
05/2022

3ABPAHA 3A ITIPOJAXBA, CHABJASABAHE U/NJIU YIIOTPEBA

He e mpunoxxumo.

MPO®. I-P XPUCTO JACKAJIOB, IBM
H3ITBJIHATEJIEH JIMPEKTOP
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