JIMCTOBKA

1. HauMeHoBaHUe HA BeTePHHAPHHSI JIEKAPCTBEH MPOAYKT
Kelamoxil LA 150 mg/ml uHXeKIHOHHA CyCIICH3Hs 3a TOBeIa U Mmpacera
2. CncraB

Bceku ml cpabpxa:

Amoxicillin 150,0 mg

(exBuBasieHTHO Ha 172,2 mg amoxicillin trihydrate)

ITomomiHu BelecTBa:

KauecTBeH cbCTaB Ha NOMOIIHHUTE BellleCTBA U
APYIruTe CbCTAaBKHU

CununueB THOKCH]I, KOJIOUAEH, 0€3BOIEH

CopOutaH oyieat

[IponuneH rmuKon AMKanpUiIoKanpaT

NmxexnmonHa cycnensus. bsina 1o cuBo-0s7a MaciaeHa CyCreH3Hs.
3. BujioBe :knBoTHH, 32 KOUTO € npeaHasnayed BJIII

I'oBena u npacera

on S

4, Iloka3anus 3a ynorpeda

[Ipu rosena:
Jleuenue Ha pecriupaTopuu uHdekiwu, npuanHenu or Mannheimia haemolytica u Pasteurella
multocida.

IIpu npacera:
Jleuenue Ha pecriupaTopuu uHdekiwn, npuanHenu ot Pasteurella multocida.

5. IIpoTuBONOKA3aHUA

[a He ce U3M0I3Ba IPU CBPBbXIYBCTBUTEIHOCT KbM NEHUIMINHH, 1e(DATOCTIOPUHN WK KbM HIKOE OT
MIOMOIITHUTE BEIECTBA.

Jla He ce n3Mo3Ba pU TexKa ObOpedHa AUCHYHKIUS C aHYPUS ¥ OJTUTYPHSL.

Ja He ce u3nomn3ea npu HH(EKIUs ¢ 6akTepuu, MPOU3BEKIAIIN OeTa-IaKTamasa.

[la He ce npuiara nNpu €THOKOIUTHH KUBOTHHU, ThH KaTO aMOKCHIIMINH — KaKTO BCUYKHU
aMUHOIICHUIMIINHU — MOXeE J1a TIOBJIHsie HeOIaronpuaTHo 6akTepranHara ¢opa Ha eKyMa.

[a He ce u3Moa3Ba IPY TUTOMHH U AWBH 3alIId, XaMCTepH, MOPCKH CBHHYETA UIIH JPYTH APEOHH
TPEBOIACHU KUBOTHHU.

6. CrnenuajaHu npeaynpexieHus
CrenmanHy npeaynpesKICHUs:

To3u BeTeprHAPEH JIEKAPCTBEH NPOJIYKT HE € eEKTUBEH Cpelly MUKPOOPTaHU3MH, ITPOU3BEXK AN
OeTa-1aKTamasa.




JloxazaHa e KpbCTOCaHa PE3UCTEHTHOCT MEXKIY aMOKCHIIMIINH U APYTH OeTa-IakKTaMHU aHTUOMOTHIIH.
Ymnorpebara Ha BeTepHHAPHUSA JEKApCTBEH MPOIYKT TPsOBa fa ce 0OMUCIA BHUMATEITHO, KOTaTO
TECTHT 32 YYBCTBUTEIIHOCT € IMOKa3all PE3UCTEHTHOCT KbM OeTa-TaKTaMHU aHTHOUOTHUITH, Thil KaTo
HeroBarta e(eKTUBHOCT MOKe J1a ObJie HaMaseHa.

CrienmatHy Ipena3Hu MEepPKH 3a O6e3omacHa ynorpeda mpu BUIOBETE JKUBOTHH, 32 KOWUTO €
npenHasHayed BJIIT:

Ymorpebara Ha BeTepHHAPHHA JIEKapPCTBEH MPOAYKT TPSOBa /1a c€ OCHOBaBa Ha WAeHTH(HUIIpaHe U
TECTBaHE 32 YyBCTBUTEIHOCT Ha IiesieBUsA(Te) maToren(n). AKo ToBa He € Bb3MOXKHO, JIEUEHHUETO
TpsOBa Jla ce OCHOBaBa HA SMTUICMUOJIOTUYHA WH(GOPMAIIHS U TIO3HAHUS 32 YyYBCTBUTEIHOCTTA HA
IIEJICBUTE TATOI'CHU Ha HUBO (PepMa HITM Ha MECTHO/PETUOHATHO HUBO.

Ymorpebara Ha BeTepHHAPHUSA JEKAPCTBEH MPOIYKT TPsOBa 1a Ob/Ie B CHOTBETCTBHE C O(PHUIIMATHHATE,
HAI[MOHAIHY U PErMOHAIHA aHTUMUKPOOHU MOJIUTUKUA. AHTUOMOTHUYHA TEPaIusl C TECEH CIIEKThP C
MO-HUCHK PUCK OT U300p HAa aHTUMHKPOOHA PE3UCTEHTHOCT TPSIOBA J1a ce M3IO0JI3BA 3a JICYUCHUE ITbPBa
JIUHWSL, KOTaTO TECTHT 32 YyBCTBUTEIHOCT MIPE/IIojara BeposiTHaTa epUKacCHOCT Ha TO3U MOAXO/I.
XpaHEeHeTo Ha TelleTa ¢ OTIAAbYHO MIISIKO, ChIBPKAIIO OCTATHIN OT AMOKCHUIIIIINH, TPsiOBa 1a ce
n30srBa 10 Kpasi Ha KapeHTHUS CPOK Ha MIISIKOTO (OCBEH MO BpeMe Ha KOJIOCTpaHarta ¢asza), Thi KaTo
TOBa MOXeE J]a CeJIEKTUPa aHTUMHUKPOOHO PE3UCTEHTHH OaKTEpPHH B UpEBHATA MUKPOOMOTA HA TEJIETO
Jla yBeIn4ar (PEeKaATHOTO OT/EIISTHE Ha Te3H OaKTepuH.

[a He ce mpuiiara MHTPaBEHO3HO.

CrenyaiaHy OpeAna3Hu MEPKH, KOUTO TpsAOBa Ja B3eMe JULETO, IPUJIAraiio BeTepUuHapHUS
JIEKapCTBEH NPOAYKT Ha )KUBOTHUTE:

[MennuunmanTe 1 1ePaTOCHIOPHHUTE MOTAT 1a IPUUMHAT AIEPTUYHA PEaKIus CIie]l CITy4aiHo
WH)XEKTUpaHe, BANIIBAHE, IOTJIBIIAHE WIK Pe30pOUpaHe Ipe3 KoxkKara, KOETO MOXe Aa Obae
JKUBOTO3acTpanaBamo. CBpbX4yBCTBUTEIHOCTTa KbM IIEHHLIMIMH MOKE 12 JOBEJE 10 KPbCTOCaHA
YyBCTBHTEIHOCT KbM 1e(aTOCTIOPUHU B 0OPATHO.

Xopa ¢ U3BECTHA CBPBXYYBCTBUTEIHOCT KbM MEHUIMINHHU 1 1e(aToCIOPHHU TPpsiOBa 1a N304rBat
KOHTAaKT C BETEpUHAPHHUS JIEKAPCTBEH MPOAYKT. PaboTeTe ¢ BeTepuHApHUS JEKapCTBEH HPOILYKT
MHOT'O BHUMATEIIHO, 3a J]a U30erHeTe eKCIO3UIIUA.

Hocete ppkaBuIy U UI3MHITE PBLETE Clie/ yoTpeda Ha BETEPHHAPHUS JIEKAPCTBEH MPOYKT.

IIpu cnyyaeH KOHTAaKT ¢ KOXKaTa WM O4uTe, U3MHUITE He3a0aBHO ¢ BOJA.

He nymere, He sokTe 1 He NUiiTe IO BpeMe Ha padoTa ¢ MPOAYKTA.

AKO pa3BueTe CUMIITOMH CIe]] €KCIIO3HIINs, KaTO KOXKEH 00pUB, He3a0aBHO MOTHPCETE METUIIMHCKA
MTOMOII] ¥ TOKAYKETE JIMCTOBKATA WIIM €THKETA Ha Jiekaps. [logyBaHETO Ha TUIETO, yCTHUTE U OUHUTE
WM 3aTPYJHEHOTO AUIIAHE €A IO-CEPUO3HU CUMIITOMM M U3UCKBAT CIIENIHA MEAUIIMHCKA [TOMOII.

BpeMeHHOCT U JlaKTanus:

JlaboparopHuTte poy4BaHUsI IPU TUIHXOBE U 3aiIIM HE TIOKAa3BaT HUKAKBH JOKA3aTEJICTBA 32
TEPaTOreHHOCT, (DETOTOKCUYHOCT MJTH TOKCHYHOCT 3a Malikata. [[ToHOCHMOCTTa Ha BeTepUHAPHHS
JICKApCTBEH MPOJYKT MPH roBe/a U CBHHE MO BpeMe Ha OPEMEHHOCT U JIaKTaIHsl 0bave He € MPOoyUeHa.
B Te3u ciydaun u3monzBaiTe camo ciiell pereHKa oJ3a/prcK 0T OTTOBOPHHS BETEPHUHAPEH JIeKap.

BsauMojielicTBrE ¢ APYTH BETEPUHAPHH JICKAPCTBEHH IPOJYKTH U IPYTU GOPMHU HA B3aUMOJICHCTBHE:
Jla He ce M3Mo3Ba ¢ aHTUOMOTHUIIH, KOUTO UHXUOUPAT MPOTECHHOBHS CHHTE3 Ha OAKTEPHUTE, ThI KaTo
T€ MOTAaT J]a aHTarOHU3UpaT 0AaKTEPUIIUTHOTO ACHCTBUE HA TICHUIIMINHUTE.

Toii KaTO MMa JaHHHM 32 iN VItro aHTaroHU3bM MeX 1y OeTa-IaKTaMHUA AaHTHOUOTHUIIN U
0aKTepUOCTATUYHN AaHTHOUOTHUIY (HAIIP. EPUTPOMUIINH U APYTH MAKPOJIHUIH, TETPAITUKINHH,
cyndoHaMuIu U Ip.), ETHOBPEMEHHATA yIOoTpeba 0OMKHOBEHO HE ce IpernopbuBa. Habmromasa ce
CHUHEPrU3bM C APYru OeTa-TaKTaMHU aHTUOMOTHUIIN Y aMUHOTIIUKO3UIH.

IIpenosupasne:
AMOKCHUITWIIMHBT UMa IIIHPOKA TPaHHUIIA Ha 0€e30I1aCHOCT.

OCHOBHU HECHBMECTUMOCTH:
[Ipu nurica Ha JaHHY 32 CBBMECTHUMOCT, TO3U BETEPHHAPEH JICKAPCTBEH MPOAYKT HE TpsiOBa 11a Ob1ie
CMECBaH C JPYTrd BETEpUHAPHU JIEKAPCTBEHU NMPOIYKTH.




7. HebOnaronpusiTHu peakuuu

l'oBena u mpacera:

Penxu
JlpasHeHe B MACTOTO HAa MHKEKTUpaHe!
(ot 1 mo 10 xuBotHH Ha 10 000 TpeTnpanu

YKUBOTHH):

2
Heomnpenenena gectoTa (0T HATHIHUTE AJlepruyna peakuus
TaHHH HE MOXe J1a Obe HampaBeHa
OIICHKA)

1) Yecmomama modice 0a 6v0e Hamanena upe3 HaMAII8aHe HA UHNCEKMUPAHUsL 00eM HA MACTO
Ha undicekmupane (susicme Coeemu 3a npasuino npuioxcerue). Jlpasnenemo sunau e ¢
HUCKA UHMEH3UBHOCH U OMULYMABA CNOHMAHHO U ObP30.

2) Peaxyuu, sapupawu no mexjcecm om JeKa KOJHCHA peaKyusi Kamo yYpmuKapust 00
anagunaxmuven wiox. B ciyuail na anepeuunu peakyuu, ieuenuemo mpsaoea oa ce
nPeyCManosu u 0d ce 3ano4He CUMNIMOMAMUYHO JIeYeHUe.

C’I:O6H13B3HCTO Ha He6HaFOHpI/IﬂTHI/I PCaKnum € BaXXHO. Tosa nmo3BoJsaBa HCIMIPEKBCHAT MOHUTOPHHI HA
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNe)KUTe HIKAKBU HEOJIArONPHUSITHU PEaKkIMi, BKIIOYUTEIHO U
TaKHBa, KOUTO HEC Ca OIIMCaHHU B Ta3u JIMCTOBKA UJIN MHUCIIUTEC, Y€ BCTepI/IHapHI/Iﬂ HCKapCTBeH HpOILyKT
He JIeficTBa, CBhPIKETE ce MbpBO ¢ Bammus BerepuHapeH nekap. MoxeTe ChIIo J1a choOmaBaTe
HEONArONPUATHU PEaKIiy Ha TIPUTEKATENS Ha Pa3pelIeHHeTO 32 ThPTOBHS WIH MECTHHS
HpCZ[CTaBI/ITCJ'I Ha HpI/ITe)KaTCJ'IH Ha paspemeHHeTo 3a T’BpFOBI/ISI, KaTO U3II0JI3BATC JTAHHUTEC 3a KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA UJIN 4YPE3 Barmrara HallMOHAJIHA CUCTEMA 3a C’bO6HIaBaHC:
https://kvmp.bfsa.bg/index.php/ba/registers/veterinarnomedicinski-producty

8. Jlo3upoBKa 32 BceKH BHJ )KUBOTHO, HAYMHHU U MeTO/ HA MPUJIOKeHUe
HHTpaMyCKyIHO NPUIIOKEHHE.

Jo3uporka: 15 mg aMoKcHITMIMH Ha kg TellecHa Maca; ChOTBETCTBAIM Ha 1 ml OT BeTepuHapHUs
nekapcTBeH npoaykt/ 10 kg TenecHa maca.
[Mpunoxxenuero TpsiOBa Jia ce MOBTOPH €IHOKPATHO cief 48 vaca.

9. CbBeTH 32 IPAaBUJHOTO NPUJIATaHe HA MPOAYKTA

3a rapaHTHpaHe Ha MMPaBUJIHA JIO3UPOBKA M U30ATBaHE NPUIIaraHe Ha T0-HUCKA J103a, TeJlecHaTa Maca
TpsiOBa J1a ce ONpeAey Bb3MOKHO HalH-TOUHO.

PaskiaTere rakoHa eHEPruyHO, 3a Jja MOCTUTHETE IIBJIHO PECYCIIEHANPAHe e ynoTpeoa.

3a HamasIBaHE Ha HEONAroNpHUSATHUTE PEaKliy Ce MPernophyBa Jia He ce nmpuiiara nosede ot 20 ml ot
BETEPUHAPHHUS JIEKAPCTBEH MTPOAYKT B €HO MSCTO Ha MHXKEKTHPaHE TIPU rOBejIa.

3a HamaJsiBaHE Ha HEONMAaronpUsATHUTE PEaKLMH ce MPernophbyBa /1a He ce Mpuiara noseye ot 6 ml ot
BETEPUHAPHHUS JIEKAPCTBEH MPOIYKT B €HO MSCTO HA MHXKEKTHPAHE TIPH IpaceTa.

3a BCsIKO MPHIIOKEHHUE TPSOBA J]a ce M3II0JI3Ba OTACTHO MSCTO 32 HHKEKTHPAHE.

3a ¢nakonu ot 100 ml: He npoOuBaiite ¢akoHa moseue oT 15 mbTH: ako € HEOOXOJUMO,
M3I0JI3BaTe aBTOMATUYHH CITPUHIIOBKH.

3a daakonu ot 250 ml: He npoGusaiite duakona moseue ot 20 mMbTH: aKO € HEOOXOAUMO,
M3I0JI3BATEe aBTOMATUYHU CIIPUHIIOBKH

10. KapenTHu cpoxoBe

T'oBena:


https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

Meco u BbTpEITHU Opranu: 18 mHu.
Masiko: 72 gaca.

IIpacera:
Meco u BpTpentHu oprann: 20 THU.

11. CrneumajHu ycJIOBHS 32 ChbXpaHeHHe

Jla ce cpxpaHsiBa aned OT MOrJie/ia M Ha HeJOCTHITHH 32 Jiela MecTa.
Ha ue ce cpxpansBa npu temmeparypa Haza 30 °C.

I[a HE CC U3M0JI3Ba TO3H BETCPUHAPCH JICKAPCTBCH IMMPOAYKT CJI€A U3THUYAaHE CPpOKa HAa T'OAHOCT,
IIOCOYCH BBPXY KapTOHa CJI€A CpOKa Ha T'OAHOCT. CpOK'bT Ha TOAHOCT OTroBaps Ha MOCICIHUA IEH OT
TO3H MCCCII.

Cpok Ha TOJHOCT ciie/l IbPBOTO OTBAPsIHE Ha IbPBUYHATA ONAKOBKA: 28 THU.
12. CoenuajHu NpeAna3sHu MepPKHU NPH YHUIO:KABAHE

BerepruHapHUTE JIeKapCTBESHH POIYKTH HE TPAOBA a ObJaT U3XBHPISHH UPE3 OTIATHU BOJIU HITH
OUTOBHU OTMAIBIIH.

W3nosn3Baiite mporpamMu 3a BpbIlaHe MPY YHUII0KABAHETO HA HEU3IOJI3BaHU BETCPUHAPHU
JICKaPCTBEHU POJTYKTH WU OCTATBHIHU OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATENICTBO U C BCUYKHU MPUJIOKUMH HAIIMOHATHN CHCTEMH 32 chOupane. Te3n MepKH e
CTIIOMOTHAT 3a OTa3BaHe Ha OKOJHATA cpeja.

[MomuTaiiTe Bamvs BeTepuHAPEH Jiekap WK (papMaiieBT Kak J1a YHUIOXUTE HEHYKHH BETCPHHAPHU
JICKaPCTBEHU TIPOAYKTH.

13. Kaacuduxauusi Ha BeTEpUHAPHUTE JeKAPCTBEHH NMPOIYKTH

[a ce oTmycka camo 10 JIEKapCKO MpeIcaHue.

14. Homepa Ha pa3pellieHHeTO 32 THPIOBUS H Pa3MepH ONAKOBKHU

N° 0022-3197

®dakoH ot npo3pauno cThkiIo Tyl I ot 100 ml wiu 250 ml, 3aTBopeH ¢ TaMUHHMpaHa XJI0POYTHUIOBA
TryMeHa 3amymiajgka TN | 1 amyMuHueBa Karnadka B KapTOHeHa KyTHsl.

®makon ot npo3pauna PET mmactmaca ot 100 ml vt 250 ml, 3aTBopeH ¢ maMHUHHpaHa XJIOpOyTHIIOBa
TryMeHa 3amymiajgka THI | 1 amyMuHueBa Karnayka B KapTOHeHa KyTHsl.

He Bcuuku pasmepu Ha onakoBKaTa MOraT Jja ObJaT IpeajaraHy Ha rasapa.

15. [laraTa Ha mocjeqHATa pelaKnus HA TeKCTa

20 ronn 2024 r

TTompo6Ha wH(pOpMaIKs 3a TO3M BETEPUHAPEH JEKapCTBEH MPOAYKT MOXKE J1a HaMepuTe B Oaszara
nanau Ha Chro3a oTHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a BpB3Ka

HDI/ITC)K&TCJ‘I Ha paspCIICHUCTO 3a ThPIroBUA U IMTPOU3BOANTECII, OTTOBAPAIIL 34 OCB060>K,I[aBaHeTO Ha
Ha“TI/IZ!I/I:

Kela nv

Sint Lenaartseweg 48

2320 Hoogstraten

benrus



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

Tenedon: + 32 (0)3 340 04 11
Nwmeiin: info@kela.health

MecTHH NpeICTaBUTENN ¥ JJaHHH 332 BPh3Ka 3a ChOOIaBaHe Ha NpernoigaracMi HeOJIaronpUsITHA
peaximu:

BUOC®D®EPA ®APM EOO/]

yi. Xpucto bores Nel

2234 Tletvpu

boirapus

Tenedon.: + 359 885917017

Wwmeiin: biospherapharm@abv.bg

17. Jpyra undopmanus

X

[-P BAIEHTVH ATAHACOB
3AMECTHUK U3MBJIHUTENEH AVNPEKTOP
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