KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3SPEIIEHME 3A THPTOBUS Ne 0022-3216

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Milbeguard Duo 12.5 mg/125 mg apByamm TabaeTku 3a Kydera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka chabpxa:

AKTHBHH BelllecTBAa:

Milbemycin oxime 12.5 mg
Praziquantel 125 mg

ITomoirHHu BemecTBa:

KauyecTBeH chCTaB Ha MOMOIIHHUTE
BelleCTBA M IPYIUTE CbCTABKHU

Povidone

Croscarmellose sodium

Lactose monohydrate

Chicken flavour*

Yeast

Cellulose microcrystalline

Silica, colloidal anhydrous

Magnesium stearate

*U3kycmeen npouszxoo

Kpbrina Tabnerka, 6exoBa 10 cBeriokadsBa, ¢ JeTUTENHA YepTa OT eAHaTa cTpaHa. TalneTkata Moxe
Jla ce pa3/ieNy Ha JABE PaBHH YacCTH.

3. KIIMHUYHA UTHOOPMALUA

3.1 Bupgose :XHBOTHH, 32 KOUTO e mpeanazHaden BJIIT

Kyuera ¢ Terno naii-manko 2.5 kg.

3.2 Tloka3anmus 3a ynorpeda 3a BceKHM BUJ )KMBOTHH, 32 KOWTO e MpeHA3HAYEH NPOAYKTHT

HpI/I Ky4deTa: JICHCHUC Ha CMCCCHU OITapa3svuTsABaHHA C Bb3PACTHU LICCTOAU U HCMATOAU OT CIICAHUTC
BUJIOBCE!:

- Hectonm:
Dipylidium caninum
Taenia spp.
Echinococcus spp.
Mesocestoides spp.

- Hematoau:
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Ancylostoma caninum

Toxocara canis

Toxascaris leonina

Trichuris vulpis

Crenosoma vulpis (HamansBane HUBOTO Ha HH(ECTHpaHE)

Angiostrongylus vasorum (HamansBane HUBOTO Ha HH(eCTUpaHe OT He3penu Be3pactHu (LS)
BB3PACTHH MapasuTHU CTAUH; BIKTE ClICHM(DUIHNTE CXEMH 3 JIedeHUe U TPOHIaKTHKa B TOUKa 3.9
,,HaunH Ha MPUIOKEHHE U TO3UPOBKA”)

Thelazia callipaeda (BrxTe cieupUIHITE CXEMH 3a JICUeHHE U NMPoUIaKTUKa B Touka 3.9 ,,Haunn
Ha MPHIJIOKECHUE U JO3UPOBKA”)

[TponykThT MOXKE CBIIO Taka Aa ObJe U3MOJI3BaH 3a NpoduIakTuKa Ha qupodumiapuosa (Dirofilaria
immitis), aKo € II0Ka3aHO €HOBPEMEHHO JICUEHUE CPELLy LIECTOAN.

3.3 IIporuBomokazaHus

Ja He ce U3MON3Ba MPU KydeTa, TeKalK Mo-Majko oT 2.5 kg.

Jla He ce n3non3Ba Npu CBPBXYYBCTBUTENHOCT KbM aKTHBHUTE BELECTBA WJIM KbM HSKOE OT IIOMOIIHUTE
BEIIIECTBA.

Bmxre chiio Touka 3.5 ,,Crieriuaiay npearna3Hu MepKy MmpH yrnorpeda‘.

3.4 Chnenuajanu nmpeaynpexaeHust

[IpenopbunTenHO € Ja Ce TPETUPAT SAHOBPEMEHHO BCUUYKHU KUBOTHH, KUBECUIN B €HO JOMAaKHUHCTBO.
Koraro onapasursBanero c 1iecrona D. caninum € IOTBBPJICHO, TPSOBA J1a ce 00CHIN C BETepUHAPEH
JIeKap ChIIBTCTBAIIO TPETHPAHE CPEIY MEXKANHHUTE TOCTONPUEMHHUIIH, KaTO OBJIXY U BBIIKH 32 JIa Ce
MPEeIOTBPaTH OBTOPHO 3apa3siBaHe.

Henyxnata ynorpe6a Ha aHTUIIApa3UTHU CPEICTBA WM YIOTpeda, KOATO Ce OTKIIOHSBA OT
nHcTpykuunte, Aaneau B KXII Moke 1a yBenmuuM HaTUCKa 3a Ch3/1aBaHE HAa PE3UCTEHTHOCT U J1a
JOBeZIe 10 HaMasleHa eprKacHOCT. PelieHnero 3a u3non3BaHe Ha MPOAYKTa TPAOBa J1a ce OCHOBaBa Ha
MOTBBPKJICHNE HA BUJA U TEXECTTA HA ONapa3uTIBAHETO WM Ha PUCKA OT ONapa3uTSABaHE 3a BCSKO
OTJENTHO KUBOTHO Bb3 OCHOBA HA ENMHJIEMHOIOIMUHUTE XapaKTEPUCTUKU.

Cren yecra, moBTapsiia ce ynorpeda Ha aHTUXSIIMUHTHUIM OT eIUH KJIac MOXKE Jja ce pa3Bue
PE3UCTEHTHOCT Ha MMapa3uTUTE KbM TO3U KIIac.

B tperu crpanu (CALLl) Bede ca moxmansanu pesucteHTHOCT Ha Dipylidium caninum kM
MPa3uKBaHTEN, KAKTO M CIIy4aH Ha JIEKapCTBEHA PE3UCTEHTHOCT Ha Ancylostoma caninum KbM
MHJIOEMUIIH OKCUM U PE3UCTEHTHOCT Ha Dirofilaria immitis KbM MaKpOLUKINYHA JTAKTOHH.
[IpenopruBa ce AOMBIHUTENHO Ja C€ MpoyYaT Cay4auTe Ha MOAO03UpaHa pe3UCTEHTHOCT, KaTo ce
W3II0JI3Ba TIOAXOASM] TUarHocTHYeH MeToll. [loTBppaeHaTa pe3sucTeHTHOCT TpsiOBa Ja ce JoKIaIBa Ha
MIpUTEKATENSA HA PA3PELIEHUETO 32 ThPIOBHsI MIIM HA KOMIIETEHTHUTE OpraHu.

AKXO HsIMa PUCK OT ChITBTCTBAIIO ONapa3uTsIBaHE C HEMATOAH WM LIECTOAN TPsOBa J1a ce M3I0JI3Ba
MPOAYKT C TECEH CIEKTBP.

[Ipu ynorpebarta Ha TO3M NPOAYKT TPsiOBa Ja ce B3eMe MpeIBUA MecTHaTa HHpOpMaLHs 3a
YYBCTBUTEIHOCTTA Ha LIEJIEBUTE NIAPa3UTH, KOraTO UMa TAKaBa.

3.5 Chenuajanu npeana3Hu MepKHU NPH ynorpeda

CrennanHy npenna3Hu MEpKH 3a 6e3onacHa ynorpeda npu BUAOBETE )KUBOTHH, 38 KOUTO €
npenHaszHadyeHd BJIIT:

B 308U ¢ puck oT qupoduiapro3a UM ako € U3BECTHO, Y€ KY4eTO € ITbTYBAJIO 10 U OT PUCKOBH
PETHOHHM 3a 3a00IABaHETO, IPEAN yIoTpeda Ha MPOLYKTa Ce MPENopbhuBa KOHCYATALIUS C BETEPHHAPEH
JieKap 3a J1a ce M3KII0YHM HATMYMETO Ha eIHOBPEMEHHO onapasutsaBane ¢ Dirofilaria immitis. Ilpn
MOJIOKUTENHA JUArHO3a € ITOKa3aHa alyJTULH/IHA Tepalus Ipeay puiaraie Ha IpoayKrTa.
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Jledennero Ha KydeTa ¢ TONSIM Opoi HUPKYIUpAII MUKPO(QUIApHK TOHSIKOTa MOXKE Ja TOBEAC A0
MosiBaTa Ha PEaKMK Ha CBPBXUYBCTBUTEIHOCT, KaTO OJIEAN JIMTaBULH, TOBPBILIAHE, TPEIIEPEHE,
3aTPyIHEHO TUIIAHE WIH IPEKOMEPHO CIIOHOOTACNsAHE. Te3n peakuny ca CBbP3aHHu ¢ OCBOOOXKIaBaHe
Ha MPOTEUHHU OT MBPTBHU WM YMUPALIH MUKPOPHUIIAPUH U HE Ca TUPEKTEH TOKCHYEH e(eKT Ha
nponykra. [lopagu ToBa He ce mpenopbyBa ynorpedaTa mpu Kydera, HMaIlyd MUKpO(QUIapuu B
KpBBTA.

He ca MPOBCKAAHU MPOYUYBAHHA CbC CUIJIHO U3TOLICHU KYUCTa NN UHAWBHUIU CbC CCPUO3HO YBPCACHA
6L6peqHa nin qepﬂoz[po6Ha (bYHKLII/IH. HpOZ[y'KT'LT HC CC NPCIIOpBHYBA 3a TAKUBA ) XMUBOTHU WUJIM TOBA
Aa CTaBa CaMO CJIC MPCIICHKa HOJ'IBa/pI/ICK OT OTTOBOPHUSA BCTCPHUHAPCH JICKAP.

[IpoyuBanus c MUIOEMUIIMH OKCHUM TOKa3BaT, 4e TpaHuLaTa Ha OezonacHocT mpd MDR1 mMyTranTHH
(-/-) xyuera nopoaa Konu unu cporHu MOpoAx € MO-HUCKA B CPaBHEHHE C HEMYTaHTHATA MOMYJIalys.
[Ipu Te3u kyuera mpenopbrUYBaHaTa 403a TPsAOBa Aa ce cra3Ba cTpUKTHO. [loHOCHMOCTTa Ha MPOAYKTa
MIpY MJIaAu Ky4deHIla OT Te3U MOpOoIu He € u3cinensaHa. KilmHu4YHNTE Npu3HAIy Npy KoIuTaTa ca
MoJ00HM Ha Te3H, HaOJoAaBaHy MpY 00IIaTa MOMyJIauus Kydera IpH peao3upane (BUXKTE TOUKa
3.10 ,,CumrniToMH Ha ipego3upane’).

[Ipu kyuera Ha BB3pacT nox 4 CeAMHUIIN OMAPa3UTABAHETO C ecToau € Heobuyaitno. [Topagu ToBa
MOXe€ J]a He € He0OX0MMO TPETHpaHE Ha )KUBOTHH HA Bb3pacT MoA 4 cenMHUIM ¢ KOMOMHUPaH
MPOAYKT.

TabnerkuTe ca apomaTH3UpaHu. 3a Ja W30erHeTe CIy4aiHo NOorbIIaHe, ChbXpaHsBaiTe TaOlIeTKUTE Ha
HEIOCTBITHU 32 KMBOTHUTE MECTA.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JuliaTa, mpujaraimy BETCPpUHAPHHUA JCKAPpCTBCH IMPOAYKT HaA
ZKHMBOTHHUTC!

To3u BeTeprHapeH JIeKapCTBEH MPOLYKT MOXe Ja ObJe BpeeH MpH Norblane, ocobeHo 3a aena. 3a
na n30erHere cy4aiiHO MOTTbIaHe, NPOAYKTHT TPsAOBa a ce ChXpaHsABa Ha MSICTO, HEAOCTHITHO 32
neua. Beruky Hem3non3BaHM 4acTH OT TaOneTkara TpsOBa Ja ObJaT BbpHATU B OTBOPEHHS OJUCTE,
MOCTaBeH 00paTHO BHB BHHIHATA ONAKOBKA M M3IIOJI3BaHH IIPH CJICABALIOTO MPHIIOKEHUE HITH
0e30MacHO YHUIIOKEHH (BMXKTE TOUKa 5.5).

[Ipu ciyyaiiHo nmoryrbIaHe Ha TabJIETKUTE, 0COOEHO OT JIeTe, He3a0aBHO /1a Ce MOThPCH MEAUIIMHCKU
CBBET, KaTo Ha JieKapsl ce MPeI0CTaBy JIMCTOBKATA MIIN €THKETa Ha MPOIYKTa.

[IponykThT MOXKE 1a Ipenn3BHKa ciiaba KoxKHa ceH3uOmm3anus. He paborere ¢ TO3u MPOLYKT B
cllydail Ha M3BECTHA CBPBXUYBCTBUTEITHOCT KbM aKTUBHHTE BEIIECTBA MJIM HSIKOE OT MOMOIIHUTE
BEIIECTBA. AKO CHMIITOMH KaTO KO)KEH OOpPHB MPOABIKABAT, IOThPCETE MEAUIIMHCKH CHBET U
MOKayKeTe JIMCTOBKATA WM eTUKeTa Ha Jiekaps. Cren ynorpeba U3MHITE PBLETE CH.

CrenuanHy npeAnasHy MEPKH 3a 3alll1Ta Ha OKoJIHATa cpefa:
He e npunoxumo.

HDVFI/I Opeanasiyi MEPKH:

Exunokoko3arta npeacTaBjsiBa OMMACHOCT 3a Xoparta. TBi KaTO EXMHOKOKO3aTa ¢ 3360J’I$[B3He, KO€TO
IOJICKH Ha obOsBsBane KkbM CBeTOBHATA OopraHu3anuyA 3a 3JpaBCoOra3sBaHe Ha JXUBOTHUTC (WOAH),
TpSI6Ba Ja CC IMoJIydyaT U Clia3BaT CIICHUAJIHUTC PbKOBOJACTBA 3a JICHCHUC U NPOCJIICAIBAHEC U 3a 3alllUTa
Ha JiuaTa OT CbOTBCTHHA KOMIICTCHTCH OpPraH (Hanp. CKCIICPTHU UJIK UHCTUTYTH I10 HapaBI/ITOHOFI/IH).

3.6 HebOaaronpusiTHu peaknuu

Kyuera:
MHoro penku Peaxmyst Ha CBPBXUyBCTBUTEITHOCT
(mo-manko ot 1 Ha 10 000 TpeTupanu CuctemHH HapymeHus (KaTo JeTaprusi, aHOPEKCHUsI)
KABOTHH, BKIIFOIUTCIHO H30TMPAHI Hesposoruuuu npusHaiy (KaTo MyCKyJIeH TPEMOp,
CHOOILIEHNS): aTakcusi, KOHBYJICHH)
Hapymenus B XxpaHocMuiaTeIHaTa cucteMa (Kato

3/7



MOBPBIIAHE, CJIFTOHOOTACIAHE, zn/lapm[)

C"bO6IlIaBaHeT0 Ha He6ﬂaFOHpI/I${THI/I pcaKuunu € BaxxHO. ToBa no3BonsaBa HCPCKbCHAT MOHUTOPUHI HAa
0e30I1acCHOCTTA Ha BCTCPpHUHAPHUA JICKAPCTBCH IMPOAYKT. C’I)06H_ICHI/I$IT3 TpSI6Ba Aa CC ui3Iparmiar, 3a
NpEANOYUTAHE YPC3 BETCPUHAPCH JICKAP, WJIM HAa IPUTCKATCIIA HA PAa3pCHICHUCTO 34 ThbproBusl, Wil Ha
HallMOHAJHUA KOMIICTCHTCH OpraH 4pe3 HallMOHAJIHATA CUCTEMA 3a C’I)06H_IaBaHe. 3a ChOTBETHHUTE
JaHHU 3a BPpb3Ka BUKTC CHII0 TOYKA 16 ot nMucTOBKATA.

3.7 ¥Ynorpeba nmo Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTiilleHOCEHe

BDCMCHHOCT H JaKTalusi:

besonacHoctTa Ha BCTCPpHUHAPHUA JICKAPCTBCH IMPOAYKT € YCTAHOBCHA 110 BPEMC Ha 6peMeHHOCT n
JJaKTamus.

Moxe Ja C¢ Ipujiara 1mo BpeMe Ha 6peMeHHOCT H JaKTalus.

3amIoaaeMocCT:
Mozke fa ce U3Moi3Ba Mpu JKUBOTHH 3a PA3ILIOA.

3.8 BzamMmopeiicTBHe ¢ IpPYrH BeTePUHAPHU JIEeKAPCTBEHH NMPOAYKTH M Apyru (popMu Ha
B3aMMO/IelicTBHE

EHHOBpeMeHHaTa yHOTpe6a Ha Ta6J'ICTKa, ChbAbpiKalla MI/IJ'I6CMI/ILII/IH OKCHUM U IPAa3UKBAHTCII CbC
CCIIaMCKTHH CC ITOHACA z[06pe. He ca Ha6J'IIOI[aBaHI/I BBaI/IMOI[eI;’ICTBI/IH, KOraTo npenopbuBaHaTa 403a
OT MaKpOUUKIINYHHSA JIAKTOH CCIIaMCKTUH € IIPUJIOKCHA 110 BPEMEC Ha JICHCHUC C Ta6ﬂeTKa, CbAbpiKalla
MI/IJ'I6CMI/ILII/IH OKCHUM WU IIPAa3UKBAHTCII B IPpCIOpbYaHaTa A034a.

Tbit kaTO IHIICBAT AOMMBJIHUTCIIHA TPOYy4YBaHUs, CAHOBPECMCHHA yHOTpe6a Ha Ta6J'ICTKa, CbAbpiKalla
MI/IJ'I6CMI/ILII/IH OKCHUM WU IPA3UKBAHTCII C BCCKU APYT MAKPOIIUKINYCH JIAKTOH M3MCKBA IMTOBUILICHO
BHUMAHUCE. C’I)H_IO TaKa, HC Ca MPOBCKAAHU TaKMBa MMPOYUBAHUA C pa3MHOXaBalllu CC J)KUBOTHH.

3.9 HauynH Ha NpUJIOKEeHNe U JO3UPOBKA

[epopanHo npuIOKEHHE.

MunuMmanHa npenopbunTensa goza: 0.5 mg milbemycin oxime u 5 mg praziquantel Ha kg ce naBat
MepopaiHO KaTo eAMHUYHA J103.

3a rapaHTupaHe Ha paBUJIHA JO3UPOBKA TelleCHAaTa Maca TpsiOBa Aa ce onpeen Bb3MOKHO Haii-
TOYHO.

B 3aBucuMOCT OT TenecHaTa Maca Ha Ky4eTo, IPaKTUYECKOTO JO3UPaHE € KaKTO CIIe/Ba:

Tenecna maca (kg) 12.5 mg /125 mg npBUarm
Ta0IeTKH
25-5 1/2 Tabnerka
>5-25 1 Tabierka
>25-50 2 Ta0JIeTKH

BerepuHapHUAT IekapCcTBEH MPOLYKT TPsIOBa Jla ce Mpuiiara ¢ Wid clie[ XpaHa.

B cirywanre, korarto ce n3nonssa 3a npouiIakTHKa Ha AUPOPHIAPHO3aTa U CHILIEBPEMEHHO €
HEOOXOJMMO JICUEHHE CPEIly LIECTOIH, MPOAYKTHT MOXKE JAa 3aMECTH MOHOBAJICHTHHUS MPOIYKT 32
npoduiakTHKa Ha Tupoduiapuosata. 3a gedeHre Ha HHPEKInu ¢ Angiostrongylus vasorum
MHJIOEMUIIH OKCHM TpsI0Ba Ja ce mpujlara YeTUpU ITbTH HA CEAMUYHHU MHTepBain. [Ipenoppusa ce,
KOTaTO € MOKa3aHO ChITBTCTBAILO JICUEHHE CPEIy [[ECTOIH, a C€ TPETHPa BEIHBK C MPOLYKTa U JIa ce
MPOIBIDKH ¢ MOHOBAJIEHTHHSA POIYKT, ChABPKAIL CAMO MIJIOEMHUIIMH OKCUM, 33 OCTaHAJIUTE TPH
CeIMHUYHHM JIeUeHUs. B eHaeMIYHN pailoHH MpUiIaraHeTo Ha MPOLYKTa Ha BCEKH YETUPH CEIMHUIIH 1Ie
MPEAOTBPATH AHTHOCTPOHTHII03a Ype3 HaMaIsIBaHEe HAa HATOBapBAaHETO OT He3penu Bb3pacTHH (LS) u
BB3PACTHH MAapa3uTH, KbAETO € OKAa3aHO CHITBTCTBAIIO JICYCHNUE CPEIy LIECTOIH.

3a neuenue Ha Thelazia callipaeda, vunbeMunH OKCHM TpsIOBa Ja ce mpujara B 2 TPETUPAHHUS C
WHTEpBaJ OT ceaeM nHHU. Korarto e mokasaHo chII'bTCTBALIO JICUEHHE CPEILy LECTOIH, MPOAYKTHT
MOXeE J]a 3aMEHH MOHOBAJICHTHUS IPOAYKT, ChABPIKAL] CaMO MUIOEMHULINH OKCHM.
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[Ipunaranero Ha mo-HUCKa 032 MOKE Ja TOBEAE A0 HeeeKTHBHA yNoTpeda u MOXKe J1a
OJaronpusTCTBa Pa3BUTHETO HA PE3UCTEHTHOCT.

HeobOxoaumoctTa 1 4ecToTata Ha MOBTOPHO TpeTupaHe(us) TpsiOBa 1a ce OCHOBaBaT Ha
npodecruoHaleH ChBeT U TPsOBa Aa B3eMatT MPEABH] MECTHATA €MUIEMHUOIOTHYHA CUTYaIlUs 1 HAYMHA
Ha JKUBOT Ha XHBOTHOTO.

3.10 CumnToMH Ha NpeAO3MpaHe (M KOraTo e NPHJI0KMMO — NMPOLEeAyPH Ha AeiicTBHE IPH
CHELIHH CIy4Yal U AHTHIO0TH)

He ca nabmrogaBanu 1pyru npu3HaLy Ipyu NpeJo3upaHe, OCBEH Te3M MPH AaBaHe Ha MpernopbyBaHaTa
no3a (BuxkTe Touka 3.6 ,,HeOmaronpusatHu peakuun’).

3.11 Cnenuajinu orpaHUYeHHs 32 ynorpeda u clieMAJIHA YCJIOBHUS 32 yoTpeda, BKJIIOYUTETHO
OrpaHMYeHHs 3a yNoTpedaTa HAa AHTHMUKPOOHU H MPOTHBONAPA3UTHH BeTePHHAPHH
JIEKAPCTBEHH NMPOAYKTH, C [IeJI [1a ce OTPAHUYHN PHCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH cpoKoBe

He e npunoxumo.

4. DPAPMAKOJIOI'NYHA UH®OPMALIUA

4.1 BerepuHapeH JekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):
QP54AB51

4.2 @apmakoguHAMHKA

MunOeMHUIIH OKCUMBT TPUHAJISKH KbM IpyIaTa Ha MaKpOUUKINYHUTE IAKTOHH, U30JIMPAHH OT
(dbepmenTanusTa Ha Streptomyces hygroscopicus var. aureolacrimosus. Toi € akTUBEH CpeIly JapBH U
BB3PACTHH CTa/IMY HA HEMATOM, KaKTO U Cpelly JapBu Ha Dirofilaria immitis.

AKTHMBHOCTTa Ha MIJIOEMHUIIMHA € CBhP3aHa C HErOBOTO JISHCTBHE BHPXY HEBPOTPAHCMHUCHSATA TTPH
0e3rpbOHAYHUTE: MIJIOEMHUIIUH OKCHUMBT, TOI00HO HAa aBEPMEKTUHUTE U JPYTUTE MUTOSMUIIUHI
yBEIMYaBa MPOMYCKIMBOCTTa HA MeMOpaHaTa Ha HEMATOJWTE U HACEKOMUTE 3a XJIOPHUIHU MOHU Upe3
[IIyTaMaTHO-KOHTPOJIMPAHUTE KaHAIIM 32 XJIOopHU oM (mogoonu Ha ['AMKa u runuHoBUTE
pelenTopy Ha TPEOHAYHUTE KUBOTHHU). TOBa BOAM JI0 XHUIIEPIIOIIPU3aIlMs HA HEBPOMYCKYITHATA
MeMmOpaHa, ciiaba mapanu3a U CMbPT Ha Mapas3uTa.

[Ipa3ukBaHTEIBT € AMIIHPAHO THUPA3HHO-U30XUHOIMHOBO POU3BOIHO. [Ipa3uKBaHTEIBT € aKTUBEH
cpenty 1iecroau. Tol MpoMeHs KaleBara mponycKiIuBocT (nmputok Ha Ca2+) B MeMOpaHUTE Ha
napasuTa U Ipen3BUKBa qucOaianc B MeMOpPaHHUTE CTPYKTYPH, BOJEII 0 ACTIONAPH3aIUs Ha
MeMOpaHaTa ¥ IOYTH MOMEHTATHO CBUBaHE Ha MyCKyJaTypaTa (TeTaHus), Obp3a BaKyolu3anus Ha
CHHIMTHATHAaTAa OOBUBKA U TIOCIICABAIIO paslajaHe Ha 0OBUBKaTa (ObJIOyKaHe), KOSTO BOMIH JO TO-
JISCHO EKCITYJICHPAHE OT CTOMAITHO-YPEBHUS TPAKT WM CMBPT Ha TIapas3uTa.

4.3 dapmakoKHHeTHKA

Crnen nepopaiHO NpUIIOKEHNE HA MPAa3UKBAHTEI MPU Ky4eTa IUIa3MEHNTE KOHIIEHTpaLlly Ha
AKTUBHOTO BemecTBO 0bp30 mocturat muk ot 1918 ug/L. T . € okono 30 MUHYTH 1 Bapupa MexKIy 15
MuHyTH 1 10 gaca. [I1asmMeHuTe KOHIEHTpaLuK HaMalsiBaT Obp30 (ty2 okono 1,72 gaca). Mma
3Ha4YMTeNleH eeKT Ha IBPBO MpEeMHUHABAHE NPe3 YepHHUs APoO ¢ MHOTO Obp3a M MOYTH ITbJIHA
4epHOApOOHA OnoTpanchopManusi, OCHOBHO 10 MOHOXHUIPOKCHIIUPAHH (CHLIO HAKOH TU- U TPH-
XHIPOKCUIIMPAHH) TIPOU3BOIHH, KOUTO Ca IPEIUMHO MIIOKYPOHU W/WiK Cyn(aT KOHIOTUPaHU Ipenu
exckpenusi. CBbp3BaHeTo ¢ 1a3mara e okono 80%. Exkckpennsta e 6bp3a u mbsiHa (okono 90% 3a 2
JIHH); OCHOBHUSIT BT Ha ETUMHUHUpPaHE € pe3 Ob0penuTe.
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Cren nepopaiHo MpHUIIOKEHNE Ha MUJIOEMHUIIMH OKCHM IIPU KydeTa, IIa3MeHUTe KOHIEHTPpaluu
nocturat nuk ot 773 pg/L 3a okono 1.25 vaca. Ty, Bapupa Mexxay 45 munyTa 1 10 gaca, niaasMeHuTe
KOHLIEHTPALMM HAMAJISIBAT C MOITYKMBOT HAa HEMETA0OMN3UPaHUs MIJIOEMUIIUH OKCHM OT 1-5 aHu.
buonanmnunoctTa € okono 80%. B nonmbiaHeHNnEe KbM OTHOCHUTEIHO BUCOKUTE KOHLIEHTPALUU B YEPHHUS
Ipo0, nMa U3BECTHA KOHIIEHTpALM B Ma3HHUHUTE, KOETO OTpa3siBa HeroBaTa JUMO(HITHOCT.

5. OAPMALNEBTUYHU JAHHU
5.1 OcHOBHU HECBBMECTHMOCTH

He e npunoxumo.

5.2 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPEH JIEKapCTBEH NPOAYKT: 3 TOANHHU.
CpoK Ha TOAHOCT Ha Pa3MoIOBEHUTE Ta0IeTKH clie]] MbPBO OTBapsiHe Ha OnucTepa: 6 Mecena.

5.3 CroenuanHu ycl10BHA 32 CbXpaHeHHUe

Bcunuky Hen3mon3BaHu 4acTy OT TalsieTkata TpsOBa Aa ce BbpHAT B OTBOPEHUs OJHCTEp, Ja ce
MOCTaBSAT 00paTHO BB BHHIIHATA OMAKOBKA U /14 CE M3MON3BAT NP CIESABAIIOTO MPHUIIOKEHUE UK 12
ce yHUIIOXKAT 0e30MacHo (BUXKTE ToUKa 5.5).

Ja ce masu OT cBETJIUHA.

5.4 Bwuau cbcTaB HAa MBPBHYHATA ONTAKOBKA

TonnuHHO 3anedaTanyl ONUCTEPH OT MONUAMHI-aTyMUHUN-TIOTUBUHUIIXIIOPU I/ aTyMIHHH.
Kaptonena xytust ¢ 1 6mucrep ot 2 tabnerku (2 TabneTkn).

Kaptonena xytus ¢ 2 6mucrepa ot 2 Tabnerku (4 TaOneTKn).

Kaptonena xytus ¢ 5 6mucrepa ot 2 tadnerku (10 tabierkn).

Kaptonena xytus ¢ 12 6nucrepa ot 2 Tabnerku (24 tabiaeTkn).

Kaptonena xytus ¢ 24 6nuctepa ot 2 Tabnerku (48 Tabiaerkn).

Kaptonena xytus ¢ 50 6iuctepa ot 2 tabaerku (100 tabnerkn).

He Bcnukn pa3sMCpu Ha OIMAKOBKAaTa Morart Ja 6’LZ[aT npeajiarani Ha 1ma3apa.
5.5 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3MOJA3BAHU NMMPOAYKTH HJIM OCTATHIU OT THAX

Ber CPUHAPHUTC JICKAPCTBCHU IMMPOAYKTHU HE TpSI6Ba Ja 6T>Z[aT HU3XBBPJAHU UpE3 OTIHaJHU BOAU WA
OUTOBU OoTInagbIiy.

BeTepI/IHapHI/IHT JICKapCTBCH IMMPOAYKT HC TpSI6Ba Ja 6’[,[[6 HU3XBBPJIAH BbB BOJHU 6aCCI>’IHH, TBI KaTo
AKTUBHUTC BCIICCTBA MOraT Ja 6’LZ[aT OITaCHH 3a pI/I6I/I " Jpyru BOOAHU OpraHU3MHU.

Hznon3Baiite mporpamMu 3a BpbUIAHC ITPU YHUIIIO)KABAHCTO HA HCU3IIOJI3BAHU BETCPUHAPHU
JICKapCTBCHU MPOAYKTHU UKW OCTAaThLU OT TAX B CbOTBCTCTBUC C UBMCKBAHNATA HA MCCTHOTO
3aKOHOAATCIICTBO M ¢ BCHYKHM HATMOHAJITHU CHUCTEMHU 3a c1,61/1paHe, MPUITOKUMHU 3a CbOTBCTHHUA
BCTCPHUHAPCH JICKAPCTBCH MPOAYKT.

6. NUME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A THPTOBUA

CeBa Annman Xent bwarapus EOO/]
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7. HOMEP HA PABPEHIEHUETO 3A TBPTOBUSA
Ne 0022-3216

8. JATA HA ITBPBOTO U3JABAHE HA PASPELIEHUETO 3A THPI'OBUS

JlaTta Ha TBPBOTO M3AaBaHE Ha pa3pelieHnero 3a Teprosus: 12/09/2023.

9. JATA HA NIOCJIEJHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

09/2023

10. KJIACH®UKALMSA HA BETEPUHAPHUTE JIEKAPCTBEHHU NPOAYKTHN

I[a CC OTIIYCKa CaMo I10 JICKAapCKO MpCAIrCaHuc.

[MompoOna nHpoOpMaIMs 3a TO3M BETEpPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE JIa HaMepuTe B 0azaTa JaHHU
Ha Cwro3a otHOCHO npoaykrute (https://medicines.health.europa.eu/veterinary).

JA-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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