JIMCTOBKA

1. HaumeHnoBaHue HA BeTepUHAPHUS JIEKAPCTBEH MPOAYKT

Lamoxsan 150 mg/ml wHXeKIuoHHA CyCIIEH3Us 3a TOBe/Ia U IpaceTa

2. CncraB

Bcexu ml cpappxa:

AKTHBHO BellleCTBO:

Amoxicillin 150,0 mg
(exBuBasenTHo Ha 172,2 mg amoxicillin trinydrate)

ITomo1HHu BemiecTBa:

KavecTBeH cbcTaB Ha NOMOIHUTE BeleCTBA U
APYTUTE ChCTABKHU

CununueB THOKCHI, KOJIOUAEH, 0€3BOIEH

CopOutan oneat

[IponuneH ruKon IMKapUiIoKamnpaT

HMuxekunoHHa cycrneH3usl.
Bsna no cuBo-0s1a MaciaeHa CycreH3usl.

3. Bupnose :kuBoTHH, 32 KOUTO € npeaHasnauen BJIII

l'oBena u mpacera

(G ”

4. Iloxka3zanus 3a ynorpeda

IIpu rosena:
Jleyenue Ha pecniupaTopuu nHdekuu, npuarHern or Mannheimia haemolytica u Pasteurella
multocida.

[Ipu npacera:
Jleyenue Ha pecrniupaTopuu nHdekuu, npuarHenn ot Pasteurella multocida.

5. [MporuBonokazanus

Jla He ce M3MOI3Ba MPU CBPBXYYBCTBUTEITHOCT KbM MEHUIMIINHY, 11e(aTOCTIOPHHNA WIH KbM HSIKOE OT
ITOMOIIIHHUTE BEIIECTBA.

Ja He ce u3no3Ba npu TexkKa 0b0pedHa AUCHYHKUUS ¢ aHYpUS U OJTUTYPHSL.

Ja He ce m3non3ea npy HHGEKIUS ¢ OaKTepru, MPOU3BEKIANTHN OeTa-TaKTamasa.

Jla He ce mpwiara npu eJHOKOMUTHH KHUBOTHH, Thil KATO aMOKCHIIMJIMH — KAKTO BCUYKH
aAMHUHOTICHUIIMJIMHU — MOXKE J1a TIOBJIMsIE HeOIaronpusaTHo OakTepuainata (iaopa Ha HeKyMa.
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I[a HC CC U3M0JI3Ba NMMPU IMUTOMHU U TUBU 3a171u1/1, XaMCTCpH, MOPCKH CBUHYCTA WX APYTHU Z[pC6HI/I
TPEBOIIaCHU XUBOTHHU.

6. CrnenunajiHu npeaynpe:RaeHus

Croenuaaiy npeaynpeKaeHus:

To3u BeTepHUHAPEH JICKAPCTBEH MPOAYKT HE € ePEKTHBEH CPEIy MUKPOOPTAaHU3MH, TPOU3BEK AN
Oera-1aKTamasa.

JlokazaHa € KpbCTOCaHA PE3UCTEHTHOCT MEXKY aMOKCHIIMJIMH U IPYTH OeTa-TaKTaMHH aHTUOUOTHIIH.
Ynorpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT TPSAOBA J]a ce 0OMUCIIA BHUMATEITHO, KOTaTO
TECTHT 32 YYBCTBUTEIHOCT € MOKa3all pE3UCTEHTHOCT KbM OeTa-TaKTaMHU aHTHOWUOTHIIN, THH KaTo
HerosaTta eeKTHBHOCT MOXKE Jla ObJic HamMalieHa.

CrienmaiHy Ipeana3sHu MEpPKH 3a O0e30macHa ynoTpeda Mpu BUIOBETE KUBOTHH, 32 KOUTO €
npeanaszHayed BJIIT:

Ynotpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT TPSOBA J1a c€ OCHOBaBa Ha UACHTU(UIIMPAHE U
TECTBAHE 3a YyBCTBUTEITHOCT Ha IeJIeBUsI(Te) MaTOreH(1). AKO TOBa HE € Bb3MOXKHO, JICUCHUETO
TpsiOBa Jia ce OCHOBaBa HA CMHUJCMHOJIOTHYHA WHPOPMAIUS U TIO3HAHHS 32 YyBCTBUTEITHOCTTA HA
IEeJICEBUTE IIaTOI'CHNU HA HUBO ¢)epMa nin Ha MCCTHO/pCFI/IOHaIIHO HHUBO.

Ynorpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT TPsIOBA Ja ObJie B CbOTBETCTBUE C O(UIIHATHUTE,
HAI[MOHATHHA U PETUOHAHU aHTUMUKPOOHU TIONIUTHKH. AHTUOMOTHYHA TePAIUs C TECEH CIIEKThP C
MO-HUCHK PUCK OT U300p Ha aHTUMHUKPOOHA PE3UCTEHTHOCT TPsIOBa Jia ce U3MOJI3Ba 32 JICUCHHUE IThPBa
JIMHUS, KOTaTO TeCThT 32 YYBCTBUTEIIHOCT MPEIIojiara BeposTHaTa e(h)uKacHOCT Ha TO3U TOJXOI.
XpaHEeHeTo Ha TeJieTa ¢ OTHAIBUHO MIISTKO, ChIBPIKAII0 OCTATHIIU OT AMOKCHITHITUH, TPSAOBA 1a ce
M305TBa 10 Kpas Ha KApEeHTHHS CPOK Ha MIIIKOTO (OCBEH IO BpeMe Ha KoJlocTpaitHaTa (asa), Thi KaTo
TOBa MOXE JIa CEJICKTUPA aHTUMUKPOOHO PE3UCTCHTHU OAaKTEPHH B UpEBHATA MUKPOOUOTA Ha TEJIETO U
Jla YBEIMYU (PEKATHOTO OTICISHE Ha T€3U OAKTCPHUH.

Jla He ce mpuiara HHTPaBEHO3HO.

CHe]_[I/IaJIHI/I npearnasiu MEpKu, KOUTO TDH6BEI Ja B3E€MC JIMIICTO, ITpUJIaramio BETCpUuHApHUA
JEKAPCTBCH MPOAYKT HA YKUBOTHUTE:

[MenunmmuauTe U 11e(haTOCTIOPUHATE MOTAT Ja IPUYUHSAT aJlepPriHyHa PEakius CiIe CIyqaiiHoO
HMHXXCKTUpPAHE, BIUIIIBaHE, MOTJIbINAHE WU pe30pOUpaHe Mpe3 KoxKara, KOeTo MOXe Ja ObJie
XKHUBOTO3acTpaianaio. CBPpbXUyBCTBUTECIHOCTTA KbM MICHUIMIIUH MOXKE Jia JIOBEE 0 KPhCTOCaHA
YYBCTBUTEIHOCT KbM 11e(haOCIIOPHHE U 0OPATHO.

Xopa ¢ U3BECTHA CBPBXYYBCTBUTEITHOCT KbM MEHUIIMIIMHU U 1IeQaloOCIOPHHU TPsIOBa J1a n30srBat
KOHTAaKT C BETEpHHAPHHUS JIEKAPCTBEH MPOAYKT. PaboTeTe ¢ BeTepUHAPHUS JIEKAPCTBEH MPOIYKT
MHOTO BHUMATEJTHO, 3a Ja H30erHeTe eKCIO3UIINS.

Hocete ppkaBuIy 1 U3MHIATE PBLETE ClIe/ yoTpeda Ha BETEPHHAPHUS JICKAPCTBEH MPOIYKT.

IIpu cyyaeH KOHTAKT ¢ KOYKaTa WIIH OUYHTE, M3MHUITE He3a0aBHO C BOJA.

He nymiete, He sDKTe ¥ HE TIMIATE 110 BpeMe Ha paboTa ¢ MpoayKTa.

AKO pa3BHeTE CUMIITOMH CIIe]T €KCITO3UITHSI, KATO KOXKEH 00pHB, He3a0aBHO MOTHPCETE METUIIMHCKA
IIOMOII Y MOKAXETEC JIMCTOBKATA WM €TUKETA HA JICKaps. HOI[yBaHeTO Ha JIUICTO, YCTHUTE U OUUTC
WJIN 3aTPYAHCHOTO JUINAHE Ca MO-CEPUO3HU CUMIITOMU U M3UCKBAT CIICIIHA MEIUIIMHCKA ITOMOIII.

bpeMeHHOCT M TaKTalus:

JlaGopaTopHuTe pOyUYBaHUS MPHU TUTHXOBE U 3aIM HE MMOKa3BaT HUKAKBU JJOKA3aTEICTBA 3a
TEPAaTOTEHHOCT, PETOTOKCHIHOCT MITM TOKCUYHOCT 3a Maiikara. [loHocuMocTTa Ha BeTepHUHAPHHUS
JIEKapCTBEH MPOAYKT IIPU TOBEA U CBUHE 110 BpeMe Ha OPEMEHHOCT U JIaKTaIlus 00aue He € IPOyYeHa.
B Te3u ciydau u3mnos3BaiTe camo cliell MPereHKa 110Ji3a/pPUCK OT OTTOBOPHHUS BETEPUHAPEH JieKap.

BsanMoeiicTBue ¢ Apyryu BeTepUHAPHH JIEKAPCTBEHH NPOJIYKTH U APYTrH GOPMHU Ha B3aUMOAEHCTBHE:
Ja He ce u3Mmo3Ba ¢ aHTHOMOTHIIN, KOUTO MHXHOUPAT MPOTEUHOBHUSI CHHTE3 Ha OaKTEPUUTE, ThH KaTo
T€ MOTaT J]a aHTarOHU3NPATOAKTEPUIIMAHOTO ACHCTBYE HA TEHUIIITHHUTE.

Tbit kaTo MMa TaHHM 32 iN VItr0 aHTaroHN3bM MeXy OeTa-JJaKTaMHH aHTHOMOTHITH U
0aKTepruOCTaTUIHN aHTHOMOTHUIH (HATIP. EPUTPOMHUIIMH U APYTH MAKPOIIUIN, TETPALIUKINHH,
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CyJ'I(l)OHaMI/II[I/I n )_Ip.), CAHOBpPCMCHHATA yHOTp€6a OOHKHOBEHO HE Cce mpernopb4YBa. Ha6J’IIO,Z[aBa ce
CUHCPIU3bM C APYTHU OeTa-IaKTaMHU aHTI/I6I/IOTI/IHI/I N aMHHOTJIMKO3UIH.

[Ipenosupane:
AMOKCHIIIIIMHBT MMa IIAPOKa TpaHuIa Ha 0€3011acHOCT.

OCHOBHU HECHBMECTUMOCTH:
[Ipu nunca Ha maHHU 32 CBBMECTHUMOCT, TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa 1a Obie
CMECBaH C APYTH BETEpUHAPHU JIEKAPCTBEHH MPOIAYKTH.

7/ HebnaronpusiTHu peakuuu

I'oBena u mpacera:

Penxu

1
(ot 1 go 10 xxuBoTHM Ha 10 000 TpeTupanu /Ipasiene B MACTOTO Ha HHXCKTHpaHe

JKUBOTHH):

2
Heompenenena gectora (0T HATUYHAUTE Anepruuna peakuus
JIaHHU He MO>Ke J1a ObJie HalpaBeHa OLIEHKA)

1) Yecmomama modice 0a 6v0e HamaieHa upe3 HAMAIABAHEe HA UHICEKMUPAHUS 00eM Ha MSCMO
Ha uHocekmupane (sudxicme Cveemu 3a NpaguIHoO npuiodcerue). [pasuenemo eunazu e ¢
HUCKA UHMEH3UBHOCT U OMUUYMABA CHOHIMAHHO U OBP30.

2) Peaxyuu, sapupawiu no mexcecn om 1eKa KOJMCHA PeaKyust Kamo ypmuKapus 00
anaguraxmuyen wox. B ciyuail na anepeuunu peaxyuu, reyenuemo mpsaoea 0a ce
npeyCmanosu u 0a ce 3anoyHe CUMNMOMAMUYHO TeYeHuUe.

CT>O6IHaBaHeTO Ha HC6J’I3FOHpI/I$ITHI/I PpCaKkium € BaxKHO. Tosa nmo3BoJsnBa HECMPCKBCHAT MOHUTOPUHI HA
0e30rmacHOCTTa Ha TPOAYKTA. AKO 3a0eNIeKUTe HIAKAaKBH HEOIArONMPHUSTHA PEaKIUHU, BKITFOYHTETHO
TaKMBa, KOUTO HEC Ca OIIMCAaHH B Ta3H JIMCTOBKA WJIN MHUCJIIUTEC, Y€ BeTepHHapHI/ISI J'IeKapCTBeH HpO,HYKT
HE JICWCTBa, CBBhPIKETE Ce MbpPBO ¢ Bamus BeTepuHapeH jiekap. MoKeTe ChIIO J1a ChOOIIaBaTe
He6J'IaFOHpI/IHTHI/I peaKHI/II/I Ha HpI/ITe)KaTeJ'ISI Ha pa3pe1ueH1/IeTo 3a T’prOBI/IH UJIN MCCTHUSA
MNPEACTABUTEIT HAa IPUTECIKATCIIA HAa pa3pCIICHUCTO 3a ThbPTOBUS, KATO U3IIOJI3BATC JAHHUTC 3d KOHTAKT
B Kpasi Ha Ta3W JIMCTOBKA WK upe3 Baiara HarfmoHamHa cucTema 3a ChoOIaBaHe:
https://kvmp.bfsa.bg/index.php/ba/registers/veterinarnomedicinski-producty.

8. Jo3upoBKa 3a BceKHM BH/ ’KHBOTHO, HAYMHU M MeTOJ HA MPUJIOKEeHHEe
WHTpamMycKyIHO NPHUIIOKEHHUE.

Jo3upoBka: 15 mg aMOKCHUIIWIIMH Ha Kg TesecHa Maca; ChbOTBETCTBaIM Ha 1 ml OT BeTepuHapHUS
nexapcTBeH npoaykt / 10 kg TenecHa maca.
[IpunoxxenueTo Tpa6Ba 1a ce MOBTOPH €THOKpATHO cief 48 yaca.

9. CbBeTH 32 IPAaBUJIHOTO NPUJIATaHE HA MPOIYKTA

3a rapanTupaHe Ha MPaBUJIHA JO3UPOBKA M M30ATBaHE Ha MpUJIaraHe Ha Mo-HUCKa 1034, TeJecHaTa
Maca Tps0Ba Jja ce onpeAeIn Bb3MOXHO Hali-TOYHO.

Pasknarere pnakoHa eHepruyHoO, 3a Ja MOCTUTHETE ITBJIHO PECyCIIEHANPaHe MPeIy yrmoTpeda.

3a HamansBaHe Ha HeOIArONPUATHUTE PEaKIMy ce IPEnophyuBa Ja He ce npuiara moseue oT 20 ml ot
BETEpPUHAPHMSI JIEKAPCTBEH MPOAYKT B €IHO MSICTO Ha MH)KEKTHPAaHE MIPH TOBEJa.
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https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

3a HamansBaHe HAa HEOIArONPUATHUTE PEAKIMHU CE PENophYBa Aa He ce Mmpujara moseye ot 6 ml ot
BETEPUHAPHHMS JICKAPCTBEH NPOIYKT B €IHO MACTO HAa MH)KEKTHPAHE IIPHU IpaceTa.

3a BCAKO MPUIIOKEHUE TPSIOBa [a Ce M3II0JI3Ba OTACITHO MCTO 33 HHKEKTHPAHE.

3a ¢akonu ot 100 ml: He npoOuBaiite ¢uiakona mosede ot 15 mbTU: ako € HEOOX0JUMO,
M3I0JI3BaliTe aBTOMAaTHYHYU CHPUHIIOBKH.

3a ¢aakonu ot 250 ml: He mpoOuBaiite dhmakoHa moede oT 20 MBTH: aKO € HEOOXOIUMO,
W3M03BaliTe aBTOMATUYHU CTIPHHLIOBKH

10. KapenTHu cpokoBe

T'oBena:
Meco u BbTpelIHu opranu: 18 qHu.
Mnsko: 72 4Jaca.

IIpacera:
Meco u BbTpentnu opranu: 20 q1Hu.

11. Crnenmnajnm ycjaoBHS 32 CbXpaHeHHe

Jla ce cpxpaHsBa gajied OT IOTJIe/ia M Ha HEJJOCTBITHY 32 JIela MecTa.
Ja He ce cpxpansBa npu Temmeparypa Hax 30 °C.

Jla He ce U3MoII3Ba TO3U BETEPUHAPEH JICKAPCTBEH MPOLYKT CIE] U3THYAHE CPOKA Ha TOIHOCT,
MIOCOYEH BHPXY KapTOHA CJIell CpOKa Ha rogHOCT. CPOKBT HAa TOAHOCT OTrOBapsl HA MOCIEAHUS ICH OT
TO3H MECEIL.

CpoOK Ha TOIHOCT clell IbPBOTO OTBAPSHE HA IbPBUYHATA OMAKOBKA: 28 THU.

12. CnenmanaHu mpeana3Hu MePKHU NPH YHUIIOKABAHE

BerepunapHuTe JIeKapCTBEHN IPOIYKTH HE TPsAOBa a ObAAT U3XBBPISIHU Ype3 OTMaIHN BOJH WIH
OWTOBU OTHAIBIIH.

W3non3BaiiTe nporpamu 3a BpbIIAHE IPU YHUIIOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHHU ITPOYKTU UM OCTAaTHLU OT TSAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKH MPHIIOKUMHU HAIIMOHAIHU CUCTEMU 3a chOupane. Te3un MepKH 1ie
CIIOMOT'HAT 34 OIIa3BaHE HA OKOJIHATA Cpela.

[NonuTaiite Bamst BeTepuHapeH jiekap win ¢papMaleBT Kak J1a YHHIOKUTE HeHYKHH BETCpUHAPHU
JIEKAPCTBEHH ITPOJIYKTH.

13. Kuaacudukanusi Ha BeTepUHAPHHUTE JIEKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKApCKO MpEAINMCaHnC.

14. Homepa na pa3penieHneTo 32 THProBusi M pa3MepH ONAKOBKH

Ne 0022-3202

®naxoH ot npo3pauno cTeki0 THIl Il oT 100 ml nnm 250 ml, 3aTBopeH ¢ naMuHUpaHa XJI0pOYTHIOBA
ryMeHa 3amyliajika Tul | 1 aryMrHieBa Kanadka B KapTOHEHa KyTusl.

®akon ot npo3pauna PET minactmaca ot 100 ml uitu 250 ml, 3aTBOpeH ¢ JaMHUHHpaHa XJIOPOYTHUIIOBA
TryMeHa 3amyliajgka TUN | 1 amyMuHueBa Kanadka B KapTOHEHa KyTHsl.

He Bcuuku pasmepu Ha OnakOBKaTa MOrar Ja ObJaT Mpejajiaraiy Ha masapa.
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15. ,Z[aTaTa Ha 1nmocjeaHaTa peaaKkuusa Ha TEKCTa

Honp06Ha I/IH(l)OpMaI_II/I}I 3a TO31 BECTCPUHAPCH JICKAPCTBCH NPOAYKT MOXKC 1a HAMCPUTC B 6a3aTa
nanau Ha Chro3a otHOcHO mipoaykTute (https://medicines.health.europa.eu/veterinary).

16. /laHHH 3a Bpb3Ka

[purexaTen Ha pa3peNICHUETO 32 ThPTrOBYsI U TPOU3BOJIUTEIN, OTTOBAPSIIL 32 OCBOOOK/IABAHETO HA
HNapTHUIU U JAaHHM 332 BPb3Ka 3a ChOOIaBaHe Ha pe/oaaracMi HeOJIaropPHUITHU PEaKIIHU:
Alfasan Nederland BV

Kuipersweg 9

3449 JA Woerden

Hunepnannust

Tenedon: +31 348 416 945

Nwmetin: pharmacovigilance@alfasan.nl

17. [dpyra undopmanus

JA-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JJUPEKTOP
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