KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEIIEHME 3A THPTOBUS Ne 0022-3215

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Milbeguard Duo 2.5 mg/25 mg npBuaiiy TaOIeTKH 3a MaJIKi KydeTa U KydeHLa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka chabpxa:

AKTHBHH BelllecTBAa:

Milbemycin oxime 2.5mg
Praziquantel 25 mg

ITomoirHHu BemecTBa:

KauyecTBeH chCTaB Ha MOMOIIHHUTE
BelleCTBA M IPYIrUTE€ CbCTABKHU

Povidone

Croscarmellose sodium

Lactose monohydrate

Chicken flavour*

Yeast

Cellulose microcrystalline

Silica, colloidal anhydrous

Magnesium stearate

*U3kycmeen npouszxoo

[IponbaroBata Tabnerka, 6ex0Ba 10 CBETJIOKadsBa, ¢ IETUTEIHA YepTa OT eaHaTa CTpaHa.
TabnerkaTa MoXe Aa ce pa3eny Ha BE PaBHH YaCTH.

3. KIIMHUYHA UTHOOPMALUA

3.1 BupgoBe XHBOTHH, 32 KOUTO e mpeanazHaden BJIIT

Kyuera ¢ Terno naii-manko 0.5 kg.

3.2 Tloka3anmus 3a ynorpeda 3a BceKM BUJ ’KMBOTHH, 32 KOWTO e MpeHA3HAYEeH NPOAYKThT

HpI/I Ky4deTa: JICHCHUC Ha CMCCCHU OIMapa3svuTsABaHHA C Bb3PACTHU LICCTOAU U HCMATOAU OT CIICAHUTC
BUJIOBCE!:

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

Ancylostoma caninum

Toxocara canis

Toxascaris leonina

Trichuris vulpis Crenosoma vulpis (Hamanssane HUBOTO Ha HH(pECTUPAHE)

Angiostrongylus vasorum (HamansBane HUBOTO Ha HH(eCTUpaHe OT He3penu Br3pactHu (LS)
BB3PACTHH MApasuTHU CTAUH; BIDKTE CrieNN()UIHNTE CXEMH 32 JIedeHUe U TpOoHIaKTHKa B TouKa 3.9
,,HaunH Ha PUIOKEHHE U TO3UPOBKA”)

Thelazia callipaeda (BrwxTe ciequpUIHITE CXEMH 3a JICUeHHE U NMpodUIaKkTUKa B Touka 3.9 ,,Haunn
Ha MPHIJIOKECHUE U JO3UPOBKA”)

[IponyKThT MOXKeE CBIIO Taka Aa ObAe U3MOI3BaH 3a MpoduiIakTika Ha qupodunapuosa (Dirofilaria
immitis), aKo € II0Ka3aHO €HOBPEMEHHO JICUEHUE CPELLy LIECTOAN.

3.3 IIporuBomokazaHus

Jla He ce U3mo3Ba Npy KydeHIla Ha Bh3pacT MO-MaJIKO OT 2 CEJIMUIIU W/WITH TEXKAIIH [T0-MaJIKO OT

0.5 kg.

[Ja He ce n3noa3Ba Npu CBPbXUYBCTBUTEIIHOCT KbM aKTUBHHUTE BELIECTBA UM KbM HSAKOE OT TOMOITHUTE
BEIIIECTBA.

Bmxre chiio Touka 3.5 ,,Crieriuaiay npearna3Hu MepKY MmpH yrmorpeda“.

3.4 Chnenuajanu nmpeaynpexaeHust

[IpenopbunTenHO € Ja ce TpeTUpaT SAHOBPEMEHHO BCUYKHU KUBOTHH, KUBECILIN B €HO JOMAaKHUHCTBO.
Koraro onapasursBanero c 1iecrona D. caninum € IOTBBPJICHO, TPSOBA J1a ce 00CHIN C BETEPUHAPEH
JIeKap ChITBTCTBAIIO TPETHPAHE CPEIy MeKINHHUTE TOCTOPUEMHHUIIN, KaTO OBJIXH U BBIIKH, 32 Ja Ce
MpEenOTBPaTH MOBTOPHO 3apa3siBaHe.

Henyxnata ynorpe0a Ha aHTUIIApa3UTHU CPEICTBA WM YIOTpeda, KOATO Ce OTKIIOHSABA OT
nHcTpykuunte, Aaneu B KXII Moxke na yBenmuuM HaTUCKa 3a Ch3/1aBaHE HAa PE3UCTEHTHOCT U J1a
JIOBEZIe 10 HaMasleHa euKacHOCT. PelieHnero 3a u3nona3BaHe Ha MPOAYKTa TPAOBa J1a ce OCHOBaBa Ha
MOTBBPKJICHNE HA BUJA U TEXECTTA HA ONapa3uTSIBAHETO WM HA PUCKA OT ONapa3uTSABaHE 3a BCSKO
OTJENTHO KUBOTHO Bb3 OCHOBA HA ENMHJIEMHOIOIMUHUTE XapaKTEPUCTUKU.

Cren yecra, moBTapsia ce ynorpeda Ha aHTUXSIIMUHTHUIM OT eIUH KJIac MOKE Jja ce pa3Bue
PE3UCTEHTHOCT Ha MMapa3uTUTE KbM TO3U KIIaC.

B tperu crpanu (CALLl) Bede ca moxmansanu pesucteHTHOCT Ha Dipylidium caninum kM
Mpa3UKBaHTEN, KAKTO U CIIy4aH Ha JIEKapCTBEHa PE3UCTEHTHOCT Ha Ancylostoma caninum KbM
MUJIOEMUIIH OKCHM U PE3UCTEHTHOCT Ha Dirofilaria immitis KbM MaKpOLUUKINYHA JTAKTOHU.
[IpenopruBa ce AOMBIHUTENHO Ja c€ MpOyYaT CaydauTe Ha MOAO03HUpaHa pe3UCTEHTHOCT, KaTo ce
W3II0JI3Ba TOAXOASAL] TUarHocTHYeH MeToll. [loTBepaeHaTa pe3sucTeHTHOCT TpsiOBa Ja ce JoKIaIBa Ha
HIpUTEKATENSA HA PA3PELIEHUETO 32 ThPIOBHsI MIIM HA KOMIIETEHTHUTE OpraHu.

AKX0 HsIMa PUCK OT ChITBTCTBAIIO ONapa3uTsIBaHE C HEMATOIH WM LIECTOAM TPsAOBa J1a ce M3I0JI3Ba
MPOAYKT C TECEH CIIEKTBP.

[Ipu ynmorpebarta Ha TO3M NPOAYKT TPsiOBa 1a ce B3eMe MpeIBUA MecTHaTa HHpOpMaLHs 3a
YYBCTBUTEIHOCTTA Ha LIEJIEBUTE NIAPa3UTH, KOraTO UMa TAKaBa.

3.5 Crhenuajanu npeanasHu MepKHU NpH ynorpeda

Crenmajny Opeamna3Hyu MeEpKHU 3a Oe3omacHa ynorpeda IIpH BUIOBETE KUBOTHH, 3a KOUTO €
npeanaszHaued BJIIT:

B 30HM ¢ puck ot aupodunaprosa WM ako € H3BECTHO, Y€ KYyUYEeTO € ITbTYBaJIO JI0 U OT PHUCKOBU
peruoHu 3a 3a00JsIBaHETO, PEAU YIOTpeda Ha MPOAYKTa Ce MPENophUBa KOHCYATAIMS ¢ BETEpUHAPEH
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JieKap 3a J1a ce M3KII0YHM HATMYMETO Ha eIHOBPEMEHHO onapasutsaBane ¢ Dirofilaria immitis. Ilpn
MIOJIOKUTENHA JUArHO3a € NTOKa3aHa alyJTULH/IHA Tepalus Ipeay puiarade Ha IpoayKra.

Jledennero Ha KydeTa ¢ TONSIM Opoil HUPKYIUpAIId MUKPO(QUIapHK OHSIKOTa MOXKE J1a TOBEAC A0
MosIBaTa Ha PEaKMK Ha CBPBXUYBCTBUTEIHOCT, KaTO OJIEAN JIMTaBULH, TOBPBILIAHE, TPEIEPEHE,
3aTPyIHEHO TUIIAHE WIH IPEKOMEPHO CIIOHOOTACNsAHE. Te3n peakuny ca CBbp3aHHu ¢ OCBOOOKIaBaHe
Ha MPOTEWHHU OT MBPTBHU WM YMUPALIH MUKPOPHUIAPUH U HE Ca TUPEKTEH TOKCHYEH eeKT Ha
nponykra. [lopagu ToBa He ce mpenopbyBa ynorpedaTa mpu Kydera, HMaIlyd MUKpOoQUIapuu B
KpBBTa.

He ca MPOBCKAAHU MMPOYUYBAHHA CbC CUIJIHO U3TOLICHU KYUCTa NN UHAWBHUIU CbC CCPUO3HO YBPCIACHA
6L6peqHa nin qepﬂoz[po6Ha (bYHKLII/IH. HpOZ[y'KT'LT HC CC NPCIIOpPpBHYBA 3a TAKUBA ) XUBOTHU WUJIU TOBA
Aa CTaBa CaMO CJIC MPCIICHKAa HOJ'IBa/pI/ICK OT OTTOBOPHUSA BCTCPHUHAPCH JICKAP.

[IpoyuBanus c MUIOEMUIIMH OKCHUM TIOKa3BaT, 4e TpaHuLaTa Ha OezonacHocT mpd MDR1 mMyranTHH
(-/-) xyuera nopoxaa Konu unu cporHu MOpOAM € MO-HUCKA B CPaBHEHHE C HEMYTaHTHATA MOMYJIalys.
[Ipu Te3u kyuera mpenopbUBaHaTa q03a TPsAOBaA Aa ce cra3Ba cTpUKTHO. [loHOCHMOCTTa Ha MPOAYKTa
MIpY MJIaAW Ky4deHIla OT Te3U MOpOoJIu He € u3cinensaHa. KilmHu4YHNUTE Mpu3HAIy Npy KoIuTaTa ca
MoJ00HM Ha Te3H, HAOJoAaBaHy MpY 00IIaTa MOMyJIauus Kydera IpH peao3upane (BUKTE TOUKa
3.10 ,,CumrniToMH Ha ipego3upane’).

[Ipu kyuera Ha BB3pacT nox 4 CeAMHUIIN OMApasuTABAHETO C HecToau € HeobuyaitHo. [Topagu ToBa
MOXe€ J]a He € He0OX0MMO TPEeTHpaHe Ha )KUBOTHH HA Bb3pacT MoA 4 cenMHUIM ¢ KOMOMHUPaH
MPOAYKT.

Tabnerkute ca apomaTH3UpaHu. 3a Ja W30erHeTe CIydaiHo NOorbIIaHe, ChXpaHsBaiTe TaOIeTKUTE Ha
HEIOCTBITHU 32 KUBOTHUTE MECTa.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JullaTa, mpujaraimy BETCPUHAPHHUA JCKAPCTBCH IMPOAYKT HaA
ZKHMBOTHHUTC!

To3u BeTeprHapeH JIeKapCTBEH MPOLYKT MOXe Ja ObJe BpeeH MpH Norblane, ocobeHo 3a aema. 3a
Ia n30erHere ciy4aiiHO MOTTbIIaHe, NPOAYKTHT TPSAOBa a ce ChXpaHsABa Ha MSICTO, HEAOCTHITHO 32
neua. Becruky Hem3non3BaHu 4acTH OT TaOneTkara TpsOBa Ja ObJaT BbpHATU B OTBOPEHHs OnCTeE,
MOCTaBeH 00paTHO BHB BHHIHATA ONAKOBKA M M3IIOJI3BaHH IIPH CJICABALIOTO MPHIJIOKEHUE HITH
0e30MacHO YHUIIOKEHH (BMXKTE TOUKa 5.5).

[Ipu ciyyaitHo moryrbIaHe Ha TaOJIETKUTE, 0OCOOEHO OT JIeTe, He3a0aBHO /1a Ce MOThPCH MEAUIIMHCKU
CBBET, KaTo Ha JieKapsl ce MPeI0CTaBy JIMCTOBKATa MIIN €THKETa Ha MPOIYKTa.

[IponykThT MOXE 12 Ipenn3BHKa ciiaba KoKHa ceH3uOmm3anus. He paborere ¢ TO3HM MPOLYKT B
cllydail Ha M3BECTHA CBPBXUYBCTBUTEITHOCT KbM aKTUBHHUTE BEIIECTBA MJIM HIKOE OT MOMOIIHUTE
BEIIECTBa. AKO CHMIITOMH KaToO KO)KEH OOpPHB MPOABIKABAT, HOThPCETE MEAUIIUHCKH CHBET U
MOKayKeTe JIMCTOBKATA WM €TUKETa Ha JieKapsl.

Cren ynoTtpeba U3MHIATE phLETE CH.

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

HDVFI/I Opeanasiyi MEPKH:

Exunokoko3arta npeacTaBjsdBa OMMACHOCT 3a Xoparta. TBi KaTO EXMHOKOKO3aTa ¢ 3360J’I$[B3He, KO€TO
IOJICKH Ha obOsBsBane KkbM CBeTOBHATA OopraHu3anuyA 3a 3IJpaBCoOra3sBaHe Ha JXUBOTHUTC (WOAH),
TpSI6Ba Ja CC IMoJIydyaT U Clia3BaT CIICHUAJIHUTC PbKOBOJACTBA 3a JICHCHUC U NPOCIICAIBAHEC U 3a 3alllUTa
Ha JiuaTa OT CbOTBCTHHA KOMIICTCHTCH OpPraH (Hanp. CKCIICPTHU UJIK UHCTUTYTH I10 HapaBI/ITOHOFI/IH).

3.6 HeOaaronpusiTHu peaknuu

Kyuera:
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Mmnoro peaKu PeaKLII/ISI Ha CBpBbXYYBCTBUTCIHOCT

(mo-manko ot 1 Ha 10 000 TpeTupanu CuctemHH HapyleHus (KaTo JeTaprusi, aHOPEKCHUsI)
KABOTHH, BKIIFOYGUTCIHO H30TMPAHI Hesposoruuuu npusHaiy (KaTo MyCKyJIeH TPEMop,
CHOOIICHHS): aTaKCHs, KOHBYJICHN)

HapymeHI/Iﬁ B XpaHOCMHJIaTCIIHATa CUCTEMA (KaTO
MOBPBUIAHE, CJIFTOHOOTACIAHE, )mapm[)

C"bO6IlIaBaHeT0 Ha He6ﬂaFOHpI/I${THI/I pCaKunu € BaxxHO. ToBa no3BonsBa HCPCKbCHAT MOHUTOPUHI HAa
0e30IacHOCTTA Ha BCTCPpHUHAPHUA JICKAPCTBCH IMPOAYKT. C’I)06H_ICHI/I$IT3 TpSI6Ba Aa CC u3rparmar, 3a
NpEANOYUTAHE YPC3 BETCPUHAPCH JICKAP, WM HAa IPUTCKATCIIA Ha Pa3pCHICHUCTO 34 ThbproBusl, Wil Ha
HallMOHAJIHUA KOMIICTCHTCH OpraH 4pe3 HallMOHAJIHATA CUCTEMA 3a C’I)06H_IaBaHe. 3a ChOTBETHHUTE
JaHHU 3a BPpb3Ka BUKTC CHII0 TOYKA 16 ot nMucTOBKATA.

3.7 ¥Ynorpeba no Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTiilleHOCEHe

BDCMCHHOCT X JaKTalusi:

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

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

3amIoa1eMocCT:
Mozke fa ce U3Moi3Ba IpU JKUBOTHH 3a PA3ILIOA.

3.8 BzamMmopeiicTBHe ¢ IpPYrH BeTePUHAPHH JIEKAPCTBEHH NPOAYKTH M Apyru (popMu Ha
B3aMMO/IelicTBHE

EHHOBpeMeHHaTa yHOTpe6a Ha Ta6J'ICTKa, CbAbpiKalla MI/IJ'I6CMI/ILII/IH OKCHUM U IPA3UKBAHTCII CbC
CCIIaMCKTHH CC ITOHACsA z[06pe. He ca Ha6J'IIOI[aBaHI/I BBaI/IMOI[eI;’ICTBI/IH, KOraTo npenopbuBaHaTa 403a
OT MaKpOUUKIINYHHUA JIAKTOH CCIIaMCKTUH € IIPUJIOKCHA 110 BPEMC Ha JICHCHUC C Ta6ﬂeTKa, CbAbpiKalla
MI/IJ'I6CMI/ILII/IH OKCHUM WU IIPAa3UKBAHTCII B IPCIOpbUYaHaTa A03a.

Tbit kaTO IHIICBAT AOMMBJIHUTCIIHA TPOYy4YBaHUs, CAHOBPECMCHHA yHOTpe6a Ha Ta6J'ICTKa, CbAbpiKalla
MI/IJ'I6CMI/ILII/IH OKCHUM U IMPA3UKBAHTCII C BCCKU APYT' MAKPOIIUKINYCH JIAKTOH M3HMCKBA ITOBUILICHO
BHUMAHUCE. C’I)H_IO TaKa, HC Ca MPOBCKAAHU TaKMBa MMPOYUBAHUA C pa3MHOXaBaIllu CC ) KUBOTHHU.

3.9 HauywnH Ha NpUJIOKEeHNe H JO3UPOBKA

[epopanHo npuIOKEHHE.

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

3a rapaHTupaHe Ha PaBUJIHA JO3UPOBKA TelleCHAaTa Maca TpsiOBa Aa ce onpeeny Bb3MOKHO Haii-
TOYHO.

B 3aBucHMOCT OT TenecHaTa Maca Ha Ky4eTo, MPaKTUYECKOTO JO3UPaHE € KaKTO CIIe/Ba:

Tenecna maca (kg) 2.5 mg /25 mg rpBUAIIM TAOJICTKH
0.5-1 1/2 Tabnerka
>1-5 1 Tabnerka
>5-10 2 TabneTKu

BeTepI/IHapHI/IHT JICKApCTBCH IMMPOAYKT TpSI6Ba Ja CC IpuJjiara ¢ Uik CJIC XpaHa.
B CJIy4auTeC, KOraTo €€ U3I0JI3Ba 3a HpO(l)I/IHaKTI/IKa Ha zmpodmnapuosa " ChIICBPCMCHHO €
HCO6XOI[I/IMO JICUCHUC CpCIy HECTOAM, IMPOAYKTHT MOXKE J1a 3aMCCTU MOHOBAJICHTHUSA MPOAYKT 3a
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npodunakTika Ha aupodunaprosara. 3a nedeHue Ha MHGEKUnu ¢ Angiostrongylus vasorum
MIJIOEMUIIH OKCHM TPsIOBa Jla ce MpuJiara YeTUpH IIbTH Ha CeIMUYHU MHTepBain. [Ipenopbusa ce,
KOraTo € MOKa3aHO CHITBTCTBAIIIO JICYCHUE CPEIILy I[ECTO/IH, 1a Ce TPETUpa BEIHBXK C MPOIYKTA U Jia ce
MPOJBIKH C MOHOBAJICHTHUS MTPOIYKT, ChIbpIKAI CaMO MIJIOEMHIIUH OKCUM, 32 OCTAHAJIHUTE TPU
CEIIMUYHU JiedeHNs. B eHieMUYHN paifoHn MpritaraHeTo Ha MpOIyKTa Ha BCEKU YETUPH CEAMUIIM IS
NPEeNOTBPATH aHTHOCTPOHTMIIO3a Ype3 HaMaJsiBaHEe Ha HATOBAPBAHETO OT He3peiH Bb3pacTHU (LS) u
BB3PACTHH MAPa3HUTH, KBJIETO € MOKA3aHO CHITHTCTBAILO JICYCHUE CPEIy LIECTO/H.

3a neuenue Ha Thelazia callipaeda, vunbemMunH OKCHM TpsIOBa Ja ce mpujara B 2 TPETHPAHHUS C
MHTEpBAJ OT ceneM JHU. Korato e mokazaHo ChITBTCTBAILO JICYCHUE CPEILy I[ECTOAN, MPOIYKTHT
MOXKE J1a 3aMEHH MOHOBAJICHTHUS MIPOIYKT, ChIbPIKaIll CAMO MIJIOEMHIIUH OKCHM.

[MpunaraneTo Ha MO-HKUCKa 1032 MOXKE J1a JOBee 10 HeeheKTHBHA YIoTpeda U MOXKe J1a
OJaronpusITCTBa pa3BUTUETO HA PE3UCTEHTHOCT.

HeoOxommMocTTa 1 4yecToTaTa Ha MOBTOPHO TpeTupaHe(Hs) TpsOBa 1a ce OCHOBaBaT Ha
npodecroHalieH ChBET U TPsiOBa Ja B3eMaT MPEABU MECTHATA SMUAEMUOJIOIMYHA CUTYallUs 1 HaYnHA
Ha XMBOT Ha )KUBOTHOTO.

3.10 CumnToMH Ha NpeAO3MpaHe (M KOraTo e NpPHJI0KMMO — NMPOLEeAyPH Ha JAeiicTBHE IPH
CICLIHH CIy4Yal U AHTHI0TH)

He ca nabmrogaBanu 1pyru npu3HaLy Ipy NpeJo3upaHe, OCBEH Te3U MPH AaBaHe Ha MpernopbyBaHaTa
no3a (BmwxkTe Touka 3.6 ,,HeOmaronpusatHu peakuuun’).

3.11 Cnenuajinu oOrpaHUYeHHs 32 ynorpeda u clieiMAJIHA YCJIOBHS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHMYeHMs 3a ynoTpedaTa HAa AHTHMUKPOOHU H MPOTHBONAPA3UTHH BeTePHHAPHH
JIEKAPCTBEHH NMPOAYKTH, C [IeJI [1a ce OTPAHUYHN PHCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHU cpoKoBe

He e npunoxumo.

4. OAPMAKOJOT'MYHA UHOOPMAILIUS
4.1 Berepunapen nekapctBeH aHatomo-tepaneBTrdeH ko (ATCvet Code): QP54ABS1
4.2 @apmakoguHAMHKA

MunOeMHUIIH OKCUMBT TPUHAJISKH KbM IpylaTa Ha MaKpOUUKINYHUTE JIAKTOHH, U30JIMPAHH OT
(dbepmenTanusTa Ha Streptomyces hygroscopicus var. aureolacrimosus. Toi € akTUBEH CpeIlly JapBH U
BB3PACTHH CTa/INY HA HEMATOM, KaKTO U Cpellly JapBu Ha Dirofilaria immitis.

AKTHMBHOCTTa Ha MIJIOEMHUIIMHA € CBhP3aHa C HErOBOTO JISHCTBHE BHPXY HEBPOTPAHCMHUCHSTA TTPH
0e3rpbOHAYHUTE: MIJIOEMHUIIUH OKCHUMBT, MTOJI00HO HAa aBEPMEKTUHUTE U JPYTUTE MUTOSMUITUHI
yBEIMYaBa MPOMYCKIMBOCTTa HA MeMOpaHaTa Ha HEMATOJWTE U HACEKOMUTE 3a XJIOPHUIHU MOHU Upe3
[IyTaMaTHO-KOHTPOJIMPAHUTE KaHAIIM 32 XJIOpHU oM (mogoonu Ha ['AMKa u runuHoBUTE
pelenTopy Ha TPEOHAYHUTE KUBOTHH). TOBa BOAM JI0 XHUIIEPIIOIPU3aIlMs HA HEBPOMYCKYITHATA
MeMmOpaHa, ciiaba mapann3a U CMBbPT Ha Mapas3uTa.

[Ipa3ukBaHTENIBT € AIMIIHPAHO THUPA3HHO-U30XUHOIUHOBO MPOU3BOIHO. [Ipa3uKBaHTEIBT € aKTUBEH
cpenty 1iecroau. Tol MpoMeHs KalueBara mponycKIuBocT (nmputok Ha Ca2+) B MeMOpaHUTE Ha
rapasuTa U Ipen3BUKBa qucOaianc B MeMOpPaHHUTE CTPYKTYPH, BOJIEII 0 ACTIONSAPH3aIUs Ha
MeMOpaHaTa ¥ IOYTH MOMEHTATHO CBUBaHE Ha MyCKyJaTypaTa (TeTaHus), Obp3a BaKyolu3anus Ha
CHHIMTHATHATAa OOBUBKA U TOCIICABAIIIO paslajaHe Ha oOBUBKaTa (ObJIOyKaHe), KOSTO BOJIH JO T0-
JISCHO EKCITYJICHPAHE OT CTOMAITHO-YPEBHUS TPAKT WM CMBPT Ha TTapa3uTa.
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4.3 dapmakoKHHeTHKA

Crnen nepopaiHO NpUIIOKEHNE HAa MPA3UKBAHTEI IPU Ky4eTa IUIa3MEHNTE KOHIIEHTpalliy Ha
AKTUBHOTO BEMECTBO Obp30 mocturat muk ot 1918 ug/L. T . € okono 30 MUHYTH 1 Bapupa MexKIy 15
MuHyTH 1 10 gaca. [I1a3sMeHuTe KOHIIGHTpAaLluK HaMalsiBaT Obp30 (ty2 okono 1,72 gaca). Mma
3Ha4YMTeNeH eeKT Ha IbPBO MPEeMHUHABAHE NPe3 YepHHUs APoO ¢ MHOTO Obp3a M IOYTH ITbJIHA
4epHOApOOHa OnoTpaHchopManysi, OCHOBHO 10 MOHOXHUIPOKCHIIUPAHH (CHLIO HAKOH TU- U TPH-
XUIPOKCUIIMPAHH) TIPOU3BOIHH, KOUTO Ca IMPEIUMHO MIIOKYPOHU W/WiK Cyn(aT KOHIOTUPaHU Ipenu
exckpenusi. CBbp3BaHeToO ¢ 1a3mara e okono 80%. Exkckpennsrta e 6bp3a u mbsiHa (okono 90% 3a 2
JIHW); OCHOBHUSIT BT HA ETUMHUHUpPaHE € pe3 Ob0penuTe.

Cren nepopalnHo MpUIIOKEHNE HAa MHJIOEMHUIIMH OKCHM MIPU KydeTa, IIa3MeHUTe KOHLEHTPpaIun
nocturat nuk ot 773 pg/L 3a okono 1.25 vaca. Ty, Bapupa Mexxay 45 munyTa 1 10 gaca, niaasMeHuTe
KOHLIEHTPALMH HAMAaJISIBAT C MOITYKUBOT HAa HEMETA0OMN3UPaHUs MIJIOEMUIIUH OKCHM OT 1-5 AHu.
buonanmnunoctTa € okono 80%. B nonmbiaHeHnEe KbM OTHOCHUTEIHO BUCOKUTE KOHLIEHTPALUU B YEPHHUS
Ipo0, nMa U3BECTHA KOHIIEHTpALM B Ma3HUHUTE, KOCTO OTpa3siBa HeroBaTa JUMO(QHIHOCT.

5. OAPMALNEBTUYHU JAHHU
5.1 OcHOBHU HECBBMECTHMOCTH

He e npunoxumo.

5.2 Cpok Ha rogHoct

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

5.3 CroenuanHu ycJI0BHA 32 CbXpaHeHHUe

Bcnukn Hen3mon3BaHu yacTy OT TalsieTkaTa TpsOBa Aa ce BbpHAT B OTBOPEHUS OJHCTEp, Ja ce
MOCTaBSAT 00paTHO BB BHHIIHATA OMAKOBKA U /14 CE M3MON3BAT NP CIESABAIIOTO MPHUIIOKEHUE UK 1A
ce yHUIIOXKAT 0e30MmacHo (BUXKTE ToUKa 5.5).

Ja ce masu OT cBETJIUHA.

5.4 Bwuau cbcTaB HAa NBPBHYHATA ONTAKOBKA

TonnuHHO 3anedaTany ONIUCTEPH OT MONUAMHI-aTyMUHUN-TIONTUBUHHIIXIIOPU 1/ 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 tabnerku (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 tabnerku (100 tabnerkn).

He Bcnukn pasMCpu Ha OIMAKOBKATa Morart Ja 6’LZ[3T npeajiaranv Ha 1ma3apa.
5.5 CnenuajaHn MEPKH 3a YHUIIO0KABAHEC HA HEU3MOJA3BAHU MMPOAYKTH HJIM OCTATHIU OT THAX

Ber CPUHAPHUTC JICKAPCTBCHU IMMPOAYKTHU HE TpSI6Ba Ja 6T>Z[aT HU3XBBPJIAHU UpE3 OTIHaJHU BOAU WA
OUTOBU OoTHnagbIiy.

BeTepI/IHapHI/IHT JICKapCTBCH IMMPOAYKT HC TpSI6Ba Ja 6’[,[[6 HU3XBBPJIAH BbB BOJHU 6aCCﬁHH, ThI KaTo
AKTUBHUTC BCIICCTBA MOraT Ja 6T>Z[aT OITaCHH 3a pI/I6I/I " Jpyru BOOAHU OpraHU3MHU.

H3non3Baiite mporpamMu 3a BpbUIAHC ITPHU YHUIIIO)KABAHCTO HA HCU3IIOJI3BaHU BETCPHUHAPHU
JICKapCTBCHU MPOAYKTHU UKW OCTAaThLU OT TAX B CbOTBCTCTBUC C U3MCKBAHNATA HA MCCTHOTO
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3aKOHOZIATENICTBO M C BCHYKU HALIMOHAIHU CUCTEMH 3a ChbOMpaHe, IPUIOKUMHE 332 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH IIPOAYKT.
6. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A THPTOBUA

CeBa Annman Xent bwarapus EOO/]

7. HOMEP HA PABPEHIEHUETO 3A TBPTOBUSA
Ne 0022-3215

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

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

9. JATA HA NIOCJIEJHATA PEJAKIUA HA KPATKATA XAPAKTEPUCTHUKA HA
MNPOAYKTA

09/2023

10. KJIACH®UKALMSA HA BETEPUHAPHUTE JIEKAPCTBEHHU NPOAYKTHN

I[a CC OTIIYCKa CaMo I10 JICKAapCKO MpCAIINCaHuc.

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

J-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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