JIMCTOBKA

1. HauMeHoBaHHe HA BeTEPUHAPHUS JIeKAPCTBEH MPOAYKT

IMapodop 140 mg/ml pa3TBop 3a mpusarane BbB Boja 3a MueHe/MIISIKO 3a TOBe/a (TeJieTa C HEPa3BUTH
MPECTOMAIIIHS) ¥ CBUHE.

2. ConcraB

Bcexu ml cpappika:

AKTHBHO BelleCTBO:

140 mg paromomycin 6a3a exsuBaneHTHr Ha 200 Mg paromomyecin sulfate umm 140.000 1U
aKTHBHOCT Ha paromomycin

ITomo1HHu BemiecTBa:

Metun napaxuapokcudensoar (E218) 1.0mg
[Ipommn mapaxuapoxcudeHzoat 0.1 mg
Hatpues metabucyndur (E223) 4.0 mg

BucTbp xbaT 10 KexaubapeH pa3TBop.

3. Bujaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

l'oBena (Tenera ¢ HEPa3BUTHU MPEACTOMAIIINS ), CBUHE.

4. Iloxa3zanusn 3a ynorpeda

JleueHne Ha CTOMAITHO-YPEBHU MH(EKIINH, IPHUMHEHN OT OakTepusita Escherichia coli.
5. IIporuBonokazanus

213 HE CC M3II0JI3Ba IMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHOTO BECUICCTBO, KbM JIPYI'd aMHUHOTJIMKO3UIN
WM KBM HSIKOE€(M) OT ITOMOIIIHHUTE BEIIECTBA.

Ja He ce u3non3Ba npy HapylieHa QyHKIHS Ha ObOpenyTe itk YepHUs ApoO.

213 HE CC M3II0JI3Ba NTPU NPCIKUBHU )KUBOTHHU C PA3BUTHU IIPEACTOMAIINA.

Jla He ce M3Mo3Ba MpH IyHKH, TOPAH PUCK OT aHTUMUKPOOHA PE3UCTEHTHOCT PH YPEBHUTE
OaxTepuu.

6. CrnenunajaHu npeaynpexIeHns

Crenuanaiay npeaynpexIeHus .

YcTaHoBeHa € KphCTOCaHA PE3UCTEHTHOCT MEXK Ty TAPOMOMHUIINH M HAKOW aHTUMUKPOOHU CPE/ICTBA
OT KJTaca Ha aMuHOTIIHKO3uIuTe B Enterobacterales. Ynorpebara Ha BeTeprHApHUS JEKAPCTBEH
MPOJYKT TPsiOBa Jia ce OOMKCIM BHUMATEIHO, KOTaTO TECTHT 3a YyBCTBUTEIIHOCT € TIOKa3all
PE3UCTEHTHOCT KbM aMHUHOTIIMKO3UIM, Thil KATO TOBA MOXKE J]a HAMAJIM HEroBaTta e(puKacHOCT.

[TapoMOMHLIMHBT c€ TIPEANOYNTA TIPE APYTH AMUHOTIIMKO3UIN CPEILy YpEeBHHU OaKTEPHH MIPH YECTH
CJly4yau Ha PEe3UCTEHTHOCT U KPbCTOCaHA PE3UCTEHTHOCT.
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CrienmaiHy Ipeana3sHu MEpPKH 3a O0e30macHa ynotpeda mpu BUIOBETE KUBOTHH, 32 KOUTO €
npennasHayed BJIT:

VYnotpebara Ha BeTepHHApHUsI JIEKapCTBEH MPOIYKT TPpsiOBa 1a ce OCHOBAaBa Ha TECT 3a
WAeHTH(UKAHA U TyBCTBUTEITHOCT Ha MPHUIIETHISI(UTE) TaTOTeH(H), M30JIMPAHHU OT )KHBOTHOTO. AKO
TOBA HE € BH3MOXKHO, TepanusaTa Tps0Ba Ja ce OCHOBAaBa HA ITUICMHUOJIOTHYHA UHPOPMAIIHS U 3HAHUS
32 YYBCTBUTEJIHOCTTA Ha IIEJICBUTE MATOTCHHU HA HUBO (hepMa WIIM Ha MECTHO/PETUOHAITHO HUBO.
OdunmanauTe, HAITMOHATHUTE W PETHOHATHUTE aHTUMUKPOOHH TIOJUTHKY TPSIOBa 1a ObIAT B3ETH MO
BHHMMaHUe MpH ynotpebda Ha MPOIYKTa.

[IpuemMbT Ha MPOJYKTA OT KUBOTHUTE MOXKE Jia C€ IPOMEHHU BCJICIICTBUE HA 3a00sBaHeTO. B ciyuait
Ha HeIOCTAaThYEH NPHEM Ha BO/a/MIISKO JKHBOTHHTE TPSOBa /1a ObAAT TPETUPAHU TAPEHTEPATHO C
TTOIX OIS MHYKEKITMOHEH BETEPUHAPEH JIEKAPCTBEH MPOAYKT CJIe]] KOHCYIITAIUs C BETEpUHAPEH
JeKap.

Ynorpebara Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT TPsOBa /1a ObJie CHIIPOBOJICHA C TIOOpH
YIIPaBIEHCKHU MPAKTUKH, HAIPUMEpP T00pa XUTHEHA, IOAXOIAIIa BeHTHIIANNS, H30ITrBaHe
OTTJICKAAHETO HA MHOTO KHBOTHH B €HO TIOMEIIICHHE.

[penoppuntenno e aa ce npoBepH PpyHKIHATA HA OBOpPEUTE, THI KATO BETEPUHAPHUAT JIEKAPCTBEH
MPOJYKT € TIOTEHIINATHO OTOTOKCHYEH U HEPPOTOKCHUCH.

TpsibBa 1a ce 0OBpHE CIIEMAITHO BHUMaHUE, KOTAaTO C& OOMHUCIISI MPUIIOKEHUETO Ha BETEPUHAPHUS
JICKApCTBCH NPOAYKT IIPU HOBOPOACHH JKUBOTHHU IMOPAJN U3BECTHATA ITO-BMCOKAa CTOMAIIHO-YPCBHA
pe3opOLus Ha TApPOMOMHUIIMH IIPH HOBOPOACHH. Ta3u Mmo-BUCOKa pe30pOLus MOXKe /1a I0BeJIE 110
TIOBHIIIEH PUCK OT OTO- U HE(POTOKCHIHOCT. YTIOTpebaTa Ha TO3W BETEPHUHAPEH JIEKAPCTBEH MPOIYKT
IIPY HOBOPO/ICHH TPsIOBaA Jla ce OCHOBAaBa Ha MPEIICHKA M0J13a/PUCK OT OTTOBOPHUS BETEpUHAPEH
nexap.

[IpogpmxuTenHaTa WK TIOBTApSINA ce yHoTpeda Ha BeTepHHAPHUS JIEKapCTBEH MPOIYKT TPsiOBa 1a ce
n305TBa Upe3 MoA0OpsIBaHEe Ha YIPABICHCKUTE MPAKTHKH HITH Ype3 MOYUCTBAHE U Je3UHEKITHS.
Ynorpeba Ha BeTepUHAPHUS JISKAPCTBEH MPOAYKT, OTKJIOHSBAIIA C€ OT HHCTPYKIIMUTE, TAJICHU B
KpaTKaTa XapaKTepUCTHKA Ha TIPOIYKTa, MOXKE Ja MOBHIIHN Pa3POCTPAHEHUETO Ha OaKTEPHH,
PE3UCTEHTHH KbM MTAPOMOMHUIIFH U MOXE J1a HaMalii e(prKacHOCTTa Ha JIEYCHUETO C AMHHOTITHKO3UIN
MOpajiv PUCK OT Bh3HUKBAHE HAa KPhCTOCAHA PE3UCTCHTHOCT.

AMHHOFHI/IKO?;HI[I/ITC CC MmpuJiaraT B KpUTUYHHU CIIy4Yan B XyMaHHaTa MEAWIIHA. CHCI[OBaTCJ'IHO U BbB
BeTEepHHApHATa MEINIIMHA T€ HEe TPSAOBA JIa Ce U3IIOJI3BAT KaTO ITFPBA BE3MOXKHOCT 32 JICYCHHE.

CrienMa Hy NpeAna3Hu MEpKH, KOUTO TPsiOBA Ja B3eMe JIUIIETO, IPUJIATallio BETepUHAPHUSI
JICKapCTBEH NPOJAYKT Ha KUBOTHHTE:

To3u BeTeprHAPEH JIEKAPCTBEH NPOLYKT ChIbPKa HAPOMOMULIMH, KOWUTO MOXKE 3 IPUINHH
QJIEPTUYHU PEAKIIMU MPH HAKOU XO0pa.

Xopa ¢ ycTaHOBEHa CBPBXYYyBCTBHTEIIHOCT KbM TAPOMOMUITMH WIIM IPYTH aMHHOTJIMKO3UIN TPsiOBa
Jia N305IrBaT KOHTAKT C BETEPUHAPHUS JIEKAPCTBEH MPOAYKT.

Ja ce n30sTBa KOHTAKT C KOKaTa U OYUTE.

WNupuBuayanHo npeanazHo o00pyABaHe, ChCTOSIIO Ce OT MPEANa3Ho 00JIEKII0 U HEMPOMOKAeMH
pBKaBHILM, TPIOBA J1a C€ HOCH, KOTaTo ce paboTH C BETEpUHAPHUS JIEKAPCTBEH MPOAYKT.

[Ipu ciyyaeH KOHTaKT ¢ KOKaTa WM OYHUTE, N3IUIaKHETe OOMIIHO C BOAA.

[Ipu pa3BuTHE HA CHMIITOMH CJIE/] €KCIIO3UIHS KaTO KOXKEH 0OpHB, TPsAOBa Jia Ce MOThPCH
MEAWULHCKH ChBET, KaTO Ha JIeKapsl ce MPeA0CTaBU JIMCTOBKATa WM eTUKETa Ha npoaykTa. [logyBane
Ha JIMLETO, YCTHUTE U OYMTE WJIHM 3aTPYAHEHHS B IUIIAHETO Ca MO-CEPHO3HU CUMIITOMHU M U3UCKBAT
CIeIIHa MEeIUITNHCKA TTOMOIII.

Ja He ce se, ve WK MyIIH, KOTaTo ce paboTH C BETEPUHAPHHUS JIEKAPCTBEH MPOAYKTA.

Ha He ce nmorpiia. [Ipu cinydaiiHo moriplane Wik pa3iiMBaHe BbPXY KOKaTa, He3abaBHO Aa ce
MMOTHPCH MEAWIIMHCKH CHBET, KaTO Ha JIEKaps Cce MPel0CTaBU JINCTOBKATa UIIH €TUKETa Ha MPOAYKTa.
Ja ce uamusT pbiiere cien ynorpeoda.
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JlaGopaTopHu MPOyYBaHUS NPH TUTHXOBE U 3aMIM HE TIOKAa3BaT HUKAKBH TOKA3aTeNICTBA 32
TEePaTOreHHOCT, (PETOTOKCHYHOCT WIIM TOKCHYHOCT 32 Maiikata. He ce mperoppyBa mpriiaraneTo My
o BpeMe Ha OpEMEHHOCTTA.

BzaumMojieiicTBiE ¢ Apyry BETEPMHAPHH JIEKAPCTBEHU IPOAYKTH U APYIH (hOPMH Ha B3aMMOAECHCTBHUE:
OO0y aHEeCTETUIIM U MYCKYJTHH PEJIAKCAHTH IMOBHUINIABAT HEBPO-OJIOKHPAIIUAT €PEKT Ha
AMUHOTTIMKO3UIUTE, KOETO MOXKE J1a JOBEIe 0 Mapajin3a U arHes.

Jla He ce M3MOI3Ba €THOBPEMEHHO ChC CHITHU ANYPETUIN HITH MOTSHIINATHA OTO- WiIH He(po-
TOKCHUYHH BEIECTBA.

IIpenosupane:
Koraro e mpuitosxeH nepopaiHo, TapOMOMHIIMH TPYIHO c€ pe30pOupa OT OpraHu3Ma.

He6ﬂaFOHpI/IHTHI/I p€aKknnu, AbJEKAIU CE Ha cnyqaﬁHo npeao3rupane, ca MaJIKO BEPOSATHHU.

OCHOBHY HECHBMECTUMOCTH:
[Ipu nurnca Ha maHHU 32 ChBMECTUMOCT TO3W BETEpUHAPEH JIEKAPCTBEH MPOIYKT HE TPsAOBa 1a Obie
CMECBaH € APYTY BETepUHAPHU JIEKAPCTBEHU MPOIYKTH.

7. Heo0aaronpusaTHu peakuum

I'oBena (c Hepa3BUTH MPEICTOMAIIINS ), CBUHE:

Penxu BoanucTtu nznpaxxHeHus

(1 mo 10 ma 10 000 TpeTnpaHu >KUBOTHH):

HeycranoBena yectora (He MOKe 1a Obj1e Hedponarus®

OIpe/ielicHa OT HAIMYHHUTE JTAHHH) Hapyuienue Ha BBTPENIHOTO yX0*

! AMMHOIIMKO3MIHATE AaHTUOMOTHIM KATO TAPOMOMMIIMH MOYKE J1a IIPUYUHAT HePPO- U
OTOTOKCHUYHOCT.

CBO6IHaBaHeTO Ha HC6JIaFOHpI/I$ITHI/I PpCaKkium € BaxKHO. Tosa no3BosiBa HCMPCKBCHAT MOHHUTOPUHI HA
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0eNeKUTe HIKAKBU HEOIAronpusaTHU PEaKIiH, BKIIOYUTEITHO U
TAaKHWB4, KOUTO HC Ca OMMMCAaHU B Ta3u JIMCTOBKA WJIN MHUCIIUTEC, Y€ BETCPUHAPHUS JICKAPCTBCH IMPOAYKT
HE JIeliCTBa, CBBPKETE C€ MIbPBO ¢ Baiius BeTepuHapeH jekap. Moxere chbIlo J1a cbOoOIIaBaTe
He6J'IaFOHpI/IHTHI/I peaKHI/II/I Ha HpI/ITe)KaTeJ'ISI Ha pa3pe1ueH1/IeTo 3a T’prOBI/IH, KaTO U3I10JI3BATC JAHHUTEC
34 KOHTAKT B Kpasl Ha Ta3u JIMCTOBKA HUJIN 4YPE3 Bamara HallMOHAJIHA CUCTEMA 3a C’LOGI_LIaBaHe:
https://kvmp.bfsa.bg/phv

8. Jl03MpoBKa 3a BCEKH BU/I ;KMBOTHO, HAYMHH W METO/] HA NPUJI0KEHHEe
[Ipunarane BB Bojia 3a MHUEHE/MIISIKO.

l'oBena (Tenera ¢ HEPa3BUTH MPEACTOMAIITHS):

3a IPUIOKEHHNE B MIISIKO/MJIEKO3aMECTUTE

25-50 mg paromomycin sulfate ra kg T.M. Ha 1en (cporBercTBamio Ha 0.125-0.25 ml Berepunapen
JIEKapCTBEH MPOYKT Ha KJ T.M. Ha JIcH)

[TpOAb/DKUTENHOCT Ha JICYEHHETO: 3-5 IHU.

Csune:

3a mpuIIo’KeHUEe BHB BOJIa 3a ITHEHE

25-40 mg paromomycin sulfate na kg t.m. Ha nen (crotBeTcTBamo Ha 0.125-0.2 ml BeTepunapen
JICKApCTBEH MPOIYKT Ha KJ T.M. Ha JieH)

[IpoabmKUTENTHOCT HA ICUEHUETO: 3-5 THHU.
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3a rapaHTupaHe Ha MPaBHUIIHA JO3UPOBKA TEJIeCcHATa Maca TpsiOBa Jia ce ONpe/elld Bh3MOXKHO Haii-
TOYHO.
[TpenopbuBa ce U3MOI3BAHETO HA MOAXOAAIIO KATHOPUPAHO U3MEPBATEITHO 000py/IBaHE.

Bb3 ocHOBa Ha IIpenopbUXTETHATA 1032 U OpOs M TeJIeCHATa Maca Ha )KHBOTHUTE, KOWTO Iiie ObaaT
TpETHpaHH, TOYHATA JTHCBHA KOHIICHTPAIIVsI Ha BETCPUHAPHUS JICKAPCTBEH MPOYKT TPsiOBa 1a ce
W3YUCIIU CHITIACHO ClieHaTa GopMyna:

ml BeTepuHapeH CpelHa TeecHa
JICKapCTBEH X Maca (kg) Ha
npoaykt/Kg TenecHa YKHBOTHHTE, KOMTO
Maca Ha JeH Y — ml BeTepuHApEH J€KapCTBEH

MIPOIYKT HA JINTHP BOJA 32

Cpe/Ha JHEeBHA KOHCyMarus Ha Boja/
MHEHE/MITIKO/MIIEKO3aMECTUTEIT

Musko/miteko3amectuten (L/SKUBOTHO)

[IpuemMbT Ha MeAMKAMEHTO3HA BOIA/MIISIKO/MIIEKO3aMECTUTEI 3aBUCH OT HAKOJIKO (haKkTopa,
BKJTFOUUTEIIHO KJIMHUYHOTO CHCTOSTHUE HA )KUBOTHUTE M BBHHIIHUTE YCIOBHUS KaTO TEMIIEpaTypa Ha
3a00MKaJIAIIATa CPeia ¥ BJIAXKHOCT. 3a MoJlyuyaBaHe Ha MIPaBHJIHATA JO3UPOBKA TPSAOBA J1a CE CICIU
MPUEeMBT Ha BOJIa 33 MTUEHE/MIISTKO/MIIEKO3aMECTUTEI i MOXKE 1 C€ HaJIOKW KOHIIEHTpAIUsATa Ha
MapOMOMHMIIVH J1a ObJIc ChOTBETHO KOPUTHUPAHA.

0. CbBeTH 32 IPaBUJHOTO NPUJIATAHE HA MPOAYKTA

MennkaMeHTO3HAaTa BO/Ia 3a MUCHE/MITSIKO/MJIEKO3aMECTUTEN U IPYTH U3XOHU Pa3TBOPH TPsOBa na
OBJAT MPSACHO MPUTOTBEHH Ype3 BHUMATEITHO CMECBaHe Ha BETCPUHAPHHS JICKAPCTBEH MPOAYKT B
HEOOXOIMMOTO KOJIMUECTBO TPSICHA MUTEHHA BOa/MIISIKO/MIIEKO3aMECTHTEI Ha BCEKU 6 yaca
(MJIIKO/MJIEKO3aMECTHUTEIT) MK BCeKH 24 yaca (BoJia).

10. KapenTHu cpoxoBe

KapenTtHu cpoxose:

I'oBena (Tesera ¢ HEPa3BUTHU NPEICTOMAIIIHS)
Meco u BbTpentnu opranu: 20 qHU.

CsuHe
Meco u BbTpELIHU OPTaHu: 3 JIHH.

11. CrneumaJjHu ycj0BHS 32 CbXpaHeHUe
Jla ce cpxpaHsBa Aajned OT IOIJIela U Ha HEJJOCTBITHY 32 JIela MECTa.

Jla He ce cpxpaHsBa npu Temreparypa Hax 25°C.
Crnen peKOHCTUTYHpPaHe, TO3W BETEPHHAPEH JIEKAPCTBEH MPOIYKT HE M3MCKBA HUKAKBH CIIEI[HATHU
YCIJIOBUS 32 CbXpPaHEHHUE.

[a He ce U3MOJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT ClIe]l U3TUYAHE CPOKA HA TOJHOCT,
TIOCOYEH BHPXY OyTHiKaTa ciien ,,EXp*. CpoKbT Ha TOTHOCT OTrOBaps Ha TOCIEAHIS ICH OT TO3H
Mecell.

Cpok Ha TOAHOCT CJIe I'bPBO OTBApsIHE Ha IMbPBUYHATA OIIAKOBKA: 3 Mecella.
CpoK Ha TOTHOCT CJiel PEKOHCTUTYHPaHE BB BOJIA 3a MHEHE, ChITIACHO YKa3aHuATa: 24 Jaca.
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CpoKk Ha FOZIHOCT Clie/l PEKOHCTUTYUPAHE B MIIIKO/MIICKO3aMECTHTEN, ChITIACHO yKa3aHHATA: 6 Jaca.

12. Cneumnajnu npeanasHd MEPKH NPH YHUILIOKABAHE

BerepunapHuTe jgekapCcTBEHH MPOIYKTH HE TPAOBa J1a ObAAT U3XBBPIISHH YPEe3 OTIIATHU BOJIU UITH
OUTOBH OTIIAbBIIN.

Wznomn3Baiite mporpamMu 3a BpbIIaHe IPY YHAIIOKABAHETO HA HEM3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH MPIJIOKMMHU HAIIMOHAHU CHCTEMHU 3a chOupaHe. Te3n MepkH 111e
ITIOMOTHAT 3a OITa3BaHE Ha OKOJIHATA CPeaa.

[TonuTaiiTe Bamus BeTepuHapeH jekap Kak Ja YHUIIOKUTE HEHY>KHU BEeTEPUHAPHU JICKaPCTBEHU
MIPOIYKTH.

13. Kunacupukanus Ha BeTepMHAPHUTE JIEKAPCTBEHU NPOAYKTH

I[a CC OTITYCKa CaMO II0 JICKApPCKO MMpEAIMCaHue.

14. Homepa Ha pa3pelieHHeTo 32 THProBHs M pa3Mepu ONMaAKOBKH
0022-2752
Pa3smepu Ha omakoBkute: OyTriaku oT 125 ml, 250 ml, 500 ml u 1L.

He Bcrukm pasmepu Ha onakoBKaTa MoraT Aa ObJar npeajarany Ha nasapa.

15. JlaTa Ha mocJieTHATA PeJaKIUs HA TeKCTa
01/2025

[Monpo6Ha nHbOpMans 3a TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXeE Ja HamepuTe B 0azara
nannau Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. JlaHnu 3a Bpb3Ka

HDI/ITe)KaTeJ'I Ha paspCIICHUCTO 34 ThbpIroByA M TAHHH 3a BPH3Ka 3a CT»O6H_[aBaHe Ha nipeanojaracmMu
H66J'IaFOHDI/I${THI/I PCaKIUHU.

Huvepharma NV

Uitbreidingstraat 80

2600 Antwerpen

benrus

Ten: +32 3 288 18 49

E-mail: pharmacovigilance@huvepharma.com

HDOI/BBO}II/ITCJ'I, OTTOBOpPAIII 3a OCB060)KZ[aBaHCTO Ha IMapTHUuau:

»bUOBET” AJ]
yi. ,,Jlersp Pakos” Ne 39


https://medicines.health.europa.eu/veterinary

rp. [Temepa 4550
boarapus
17. JlombaHuTeHA HH(pOPMALHA

BiidsiHue BHPXY OKOJIHATA cpeaa
AKTHBHOTO BemiecTBO paromomycin sulfate e muoro ycroituiBo B okosiHaTa cpeja.

X

A-P KPACUMWP 3/TATKOB
ANPEKTOP HA ANPEKLINA KB/M




