ETHUKET

NHOOPMAILUSA, KOATO CE U3IINCBA BBPXY I PBUYHATA OITAKOBKA

Banka ot 100 ¢, camera ot 100 g, miauk ot 500 g u mauk ot 1 Kg

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

HUVAMOX 800 mg/g mpax 3a npuiaraie BbB BoJaTa 3a MHEHE Ha KOKOIIKH, MyHKH, TATUIIN 1
npacera
Amoxicillin trihydrate

2. KOJIMYECTBO HA AKTUBHUTE BEIHIECTBA

Bceku g cpabpxa:
AKTHBHO BellIeCTBO:

Amoxicillin: 697 mg/g
(exBuBanentHo Ha 800 mg amoxicillin trihydrate)

‘ 3. PASMEP HA OITAKOBKATA

100 g
500 g
1kg

‘ 4, BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

Koxomxku (Opoinepu, sIpku, KOKOLIKM 3a pas3Iuiof), MaTUIM (MaTHOM 3a YrosiBaHe, MaTHLU 3a
pasmiion), myHku (IyHKH 3a yrosiBaHe, MyMKH 3a pasIulion) U Impacera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

| 7. KAPEHTHHM CPOKOBE

Kapentnu cpokose:

Kokomku (Meco v BbTpemHy oprann): 1 aeH.
[aTuum (Meco 1 BTPEIIHU Opranun): 9 qHH.
[lyiiku (Meco M BBTPELIHU OPraHu): 5 THH.
IIpacera (Meco 1 BETpEUTHH OpraHu): 2 JHH.

He ce paspemaBa ynorpebaTa mpu NTHLM, KOWTO TPOHM3BEXKIAT MM ca TpeAHA3HAYeHH [a
MIPOM3BEXKAAT SHIA 32 KOHCYMaIus OT xopa. Jla He ce mpwiara B paMKUTe Ha 4 CEMHUIM OT Ha4aJI0TO
Ha SIULEHOCHUS IEPUOJL.

8. CPOK HA TOJHOCT

T'onen no
Cpok Ha FOJHOCT CJIe] IbPBO OTBAPsIHE HA IIbPBUYHATA ONIAKOBKa: 6 Meceria.



CpoKk Ha rOJIHOCT CJIe/l pa3TBapsiHe BB BOJIA 32 MMMEHE B ChOTBETCTBHE C MHCTPYKIUUTE: 24 yaca.
CpoK Ha TOTHOCT CJIe] BiIaraHe B Te€UeH (ypak B ChOTBETCTBHUE C MHCTPYKITMHUTE: 2 daca.
Crnen oTBapsiHE U3MOJI3BANWTE MPEAH. ..

‘ 9. CIHHEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

Jla He ce oxnaXkaa Uy 3ampassisa.

[a ce cpxpaHsiBa B OpUIHHAJIHATA OMAKOBKa C 1eJ Ipena3BaHe OT CBETINHA.
Ja ce nasu onakoBKarta IITBTHO 3aTBOPEHA.

[a ce cbxpaHsaBa Ha CyX0 MSCTO.

10. HAANUCHT “HPEAN YIIOTPEBA NIPOYETETE JINCTOBKATA”

[Ipeau ynorpeba nmpoveTeTe JIMCTOBKATA.

11. HAJAIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepUHAPHOMEINIINHCKA yIOTpeoa.

12. HAJIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

I[a CC CbXpaHsBa Aajied OT 1orjieaa U Ha HCAOCTBITHU 3a A€1a MECTaA.

13. HUME HA IIPUTEXXATEJISA HA PASPEILIEHUE 3A THPT'OBUSA

Huvepharma NV

‘ 14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUSA HA BJIIT

0022-3041

| 15. MAPTHJIEH HOMEP

Lot {momep}

J-P BAIEHTUH ATAHACOB
3AMECTHHUK U3ITBJIHUTEJIEH JJUPEKTOP



JIMCTOBKA
1. HauMeHoBaHMe HA BeTEePUHAPHUS JI€KAPCTBEH MPOAYKT
HUVAMOX 800 mg/g mpax 3a npuiaraie BbB BoJaTa 3a MMEHE Ha KOKOIIKH, MYHKH, TTATHIIM U TpaceTa
2. CncraB
Bceeku g cpabpxa:
AKTHBHO BellIeCTBO:

Amoxicillin ... 697 mg
(exBuBasienTHO Ha 800 mg amoxicillin trihydrate)

bsut mo 01e MoK BIIT TIpax.
3! Bunose :kMBOTHH, 32 KOUTO € NpeaHaznaden BJIII

Koxkomku (Opoitnepu, spku, KOKOIIKA 33 Pa3IUION), MAaTUIM (MATHIM 32 yrosiBaHe, MATHIIX 33 Pa3IuIon),
MyHKH (ITyHKH 3a yrosiBaHe, MyMKH 3a pasIuiof) U mpaceTa.

4. Iloxa3zanus 3a ynorpeda

[Tpy KOKOMIKY, TyHKH U TAaTUIIH: 3a JIeYeHNE Ha MH(EKIUH, TIPEAN3BUKAHU OT YyBCTBUTEIHU KbM
aMOKCHLIMIIUH MUKPOOPTaHU3MHU.

[lpu mnpacera: 3a JedyeHHe Ha MacThbOpeno3a, mpeanmsBukana oT Pasteurella multocida, kosto e
YYyBCTBUTCJ/IHA KbM aMOKCHUIWUJINH.

5. IIpoTuBONOKA3aHUA

a He ce u3MoN3Ba NpU KOHE, 3alllM, MOPCKH CBMHYETA, XaMCTEPH, DKEPOMIN WIM APYyr BUI ApeOHU
TPEBOINACHU JKMBOTHH, TbH KAaTO AMOKCHIWJIMHBT, KaTO BCHYKM aMHUHOINECHUIWIMHH, OKa3Ba BpPEIHO
BB3CUCTBHIE BHPXY IIEKATHUTE OaKTEPHH.

[la He ce u3noa3Ba NpH NPEKNUBHU KUBOTHHU.

Ja He ce wW3moN3Ba NpPU CBPBXUYBCTBUTENHOCT KbM MEHUIMIMHH WM JpYyrd OeTa-JIakTaMHH
AHTHOMOTHIIN, WIH KbM HSKOE OT TIOMOIIIHUTE BEIIECTBA.

Ja He ce M3M0II3Ba MPU )KUBOTHH ¢ OBOpEUHH 3200 IsIBaHMS, BKIIFOYUTEIHO aHYPHS HITU OJIUTYPUSI.

[la He ce u3noN3Ba IpK HAJIMYKME Ha OaKTepUH, NPOAyLHUpally OeTa-nakramasa.

6. CrnenmaJaHu npegynpexIeHus

CrenaiHy NpeaynpesKICHUS

[TpoxyKTHT HE € euKaceH Cpenry MUKPOOPTaHU3MH, MIPOLyIIUpaly OeTa-IakraMasa.

210Ka3aHa € KpPBbCTOCAaHA PE3UCTCHTHOCT MEXKAY AMOKCHUIWIIMH W APYTH NEHUIWIWHU, B YaCTHOCT
AMHUHONECHUIIWJIMHNA NpU OaKTepHH, UyBCTBUTEIHM KbM aMOKCHLMWIMH. YTHoTpedara Ha BeTEpUHApHUS
JIEKapCTBEH MPOJYKT/aMOKCHUIIMIIMHA TPsOBa Ja Objie BHUMATEIHO OOMHCIIEHA, KOTaTo TECTOBETE 3a
aHTI/IMI/IKpO6Ha YYBCTBUTCIHOCT IMOKa3BaT PE3UCTCHTHOCT KbM NICHUIIUIINHHA, TBH KaTO e(i)I/IKaCHOCTTa My
MOKe Jja ObJle HaMaJleHa.

[IpueMbT Ha MPOAYKTA OT )KUBOTHUTE MOXKE JIa C€ IIPOMEHH, KaTo TOCJIeAnLIa OT 3a0osiBaHeTo. B ciayyait
Ha HEJOCTaThbueH MpHeM Ha Boja/dypax, KMBOTHUTE TpPAOBa Jla ce TPETHpaT MapeHTepasHo, 4pes3
M3M0J3BaHEe HA TMOAXOIAIl HH)KEKIMOHEH BETEpUMHAPEH JIEKapCTBEH NPOIYKT MO MpeanucaHhe Ha
BETEPUHAPEH JIEKap.




CroenyanHy IOpeama3’Hd  MEpKH 3a 0Oe3omacHa yooTpebda INpu  BHAOBETE SKHMBOTHHU, 33 KOWUTO €
npexHaszHaucH BJIIT:

Ynorpebara Ha BeTepUHAPHUS JISKAPCTBEH MPOAYKT TPSAOBA Ja C€ OCHOBaBa Ha TECT 32 UYBCTBUTEIHOCT
Ha npunenHus(uTe) natoreH(u). AKO TOBa HE € BB3MOXHO, TepamusTa TpsOBa Ja ce OCHOBaBa Ha
eMUIEMUOJIOTUYHA MH(POPMAIHA ¥ 3HAHWS 32 YYBCTBUTEITHOCTTA Ha IEJIEBUTE MaTOT€HU HA HUBO (epMma
WJIM Ha MECTHO/PETHOHAITHO HUBO.

[lpu ynorpebaTa Ha BeTECpUHAPHHS JICKApPCTBEH NPOAYKT TpsOBa Ja ce B3eMaT I0j BHHMAaHUC
obuIMaTHATE, HATMOHATHATE W PETHOHATHUTE aHTUMUKPOOHH TTOJTUTHKH.

Ymorpeba Ha BeTepUHApPHUS JIEKAPCTBEH MPOIYKT, OTKIIOHSBAIA C€ OT HWHCTPYKIHMWTE, NAJACHU B
KpaTKaTa XapaKTepUCTHKA Ha TPOAYKTa, MOXKE Jla TIOBUIIM pa3lpOCTPAaHEHHETO Ha OakTepwH,
PE3UCTCHTHU KbM aMOKCHIIMJIMH U CHINO TaKa MOXKE Ja HaMaau €(EeKTUBHOCTTA OT JICYCHHUETO C JPYTH
MIEHUIWINHY, TIOPaJI PUCK OT BH3HUKBAHE Ha KPBCTOCAHA PE3UCTCHTHOCT.

AHTUOAKTEpUAIHO JICYCHHUE C TECEH CIEeKThpP Ha JCHCTBHE C TO-HUCHK PHUCK OT CEJCKIMS Ha
aHTUMHKPOOHA PE3UCTEHTHOCT TPSIOBA Jla CE M3IOJI3BA 3a JICUCHUE OT ITbPBA JIMHMS, KOTaTO TECTBAHETO
3a YyBCTBHTEIHOCT MPEAIIOIara BepoaTHa e(UKACHOCT Ha TO3H MOAXO/I.

AHTHMHKPOOHOTO CPEICTBO HE TPsIOBA Ja C& M3IOJI3Ba KAaTO YacT OT 3[PaBHHU IMPOTPAMH.

He ce u3non3ea 3a npoduiakTuka.

CrenuaigHy OpeAnasHyd MEPKH, KOUTO TpsOBa Jla B3eME JIMIETO, IPUarao BeTepUHAPHHUS JICKAPCTBEH
IPOAYKT Ha )KUBOTHHUTE!

[MernnuunnanTe W 1eaqOCIOPUHUTE MOTaT Jla MPEAM3BHKAT CBPHXUYBCTBUTEITHOCT (&JIEPTHs) cCiel
WH)KEKTHUpaHe, BAMIIBAHE, MOMIBIIAHE WM KOHTAaKT C Koxara. CBPBXUyBCTBUTETHOCTTa KbM
NCHULWIMHA MOKE JIa JIOBEJIe 10 KPBCTOCAHU PEakUy KbM Le(aloCIOpHHNA U 00paTHO. AJIEprUYHUTE
peaKIuu KbM Te3H CyOCTaHIIMU TIOHSIKOTa MOTaT Jia ObJaT CEPHO3HHU.

Xopa c ycTaHOBeHa CBPBXYYBCTBHTEITHOCT KbM OeTa-TaKTaMHU aHTHOMOTHIM TpsOBa Ja W30sATBAT
pabota c BeTepHHApHUS JIEKapCTBEH NMpoxykT. C TO3M BETEpUHAPEH JIEKapCTBEH NMPOIYKT TpsAOBa 1a ce
paboTH MHOTO BHUMATENIHO, 3a JAa ce€ H30€rHe eKCIO3WIMs, B3UMAaWKH M0J, BHHUMaHHE BCHYKU
MpenopbYaHy Mpeana3Hu MEPKU.

Ja ce n36srea BaumBaHeTo Ha mpax. Jla ce HOCH MOMy-Macka pecnuparop 3a eIHOKpaTHa ynorpeba,
orroBapsinia Ha EBpometicku Cranmaptr EN149 wiam pecnupatop 3a MHOTOKpaTHa ymorpeba B
crorBercTBUE ¢ EBponeiicku Crannapt EN140 ¢ dpuntbp, otroBapsing Ha EN143.

[a ce HOCAT pbKaBUIM IPU NIPUTOTBSHE U IPUJIaraHe HAa MEJUKaMEHTO3HATa BOJa MM TeUHUS Qypax.
[a ce uamuBar pouerte cieq ynorpeda. la ce M3MHUAT BCHUKU W3JI0KEHH MecTa 10 Koxara ciie pabora ¢
BETEPUHAPHHUS JIEKAPCTBEH MPOAYKT MM MEIMKAMEHTO3HATa BO/Ia WK Pypax.

Ilpu cay4yaeH KOHTaKT ¢ OYHMTE WIIM KOXKAaTa, POMUKNTE 3aCErHATOTO MSICTO C OOMIIHO KOJIMUYECTBO YHCTA
BOJIA.

Ja He ce mymw, siie WIM THe OpuU paboTa ¢ BETCPUHAPHMS JIEKAPCTBEH MPOAYKT. [Ipw ciywaiiHO
MoryTblIaHe, He3a0aBHO M3IUIAKHETE yCcTaTa ¢ BOJIa M MOThPCETE JeKapcKa MOMOIII.

AKO ce MOSIBAT CHUMIITOMH CJeJl €KCIIO3HMLHUS Ha MPOAYKTa, KaTO KOXEH OOpuB, TpAOBa 1Ja NMOTHPCHUTE
MEIHMIMHCKH CHBET, KaTo Ha JIeKapsl ce MPeIoCTaBH JIMCTOBKATA WIIM €THKeTa Ha MpoAykTa. OTOKBT Ha
JIUIIETO, YCTHUTE WIM OYHUTE, KaKTO M 3aTPyJHEHO NUINaHe, ca IM0-CEPHO3HH CHMIITOMH M H3UCKBAT
CIeIIHa MEIUIIMHCKA TIOMOLI.

BpeMeHHOCT U JIaKTalus:
JlaboparopHuTe MPOy4YBaHUS NP TUTHXOBE HE ITOKA3BaT HUKAKBH J0KA3aTeICTBA 32 TEPATOTEHHOCT.
[Ipunara ce camo ciies pereHKa MmoJi3a/puck OT OTTOBOPHUS BETEPUHAPEH JIeKap.

B3aI/IMOZIeI>'ICTBHe C APYI'M BETCPHUHAPHU JICKAPCTBCHU ITPOAYKTH U APYI'H d)ODMI/I Ha BSaHMOHeﬁCTBHeI
[IpoaykThT He TpsOBa Aa ce mpuiiara ¢ aHTUOMOTHIIN, KOUTO IPUTEKABAT DAKTEPUOCTATUICH MEXaHU3bM
Ha JICHCTBUE, KaTO TETPANWKINHY, MAKPOIUIU, CYI(POHAMHUIN, Thii KATO T€ MOTAT J1a POTHBOACHCTBAT
Ha OaKTEPUIMIHOTO JEHCTBHE HA TICHUIIIHHATE.

Jla He ce M3M0JI3Ba IHOBPEMEHHO C HEOMMIIMH, Thil KaTo TOW OJOKMpa Pe30pOIMsITa Ha ICHUIIMIHHUTE
3a mepopaiiHa ynorpeoba.

IIpeno3upane:
He ca ycranoBenu npobiemu, CBbp3aHH ¢ peao3upane. Jleaennero TpsoBa ga 0b1¢ CHMITOMATHIHO U

HiAMa CHC]_II/I(I)I/I‘{CH AHTHUAO0T.



OCHOBHU HECHhBMECTUMOCTH.
HpI/I JIMIica Ha AJaHHU 3a CbBMECTUMOCT TO3U BCTCPUHAPCH JICKAPCTBEH MPOAYKT HEC TpH6Ba Ja 6’I)I[C
CMCCBAH C IPpYyru BETCPpHUHAPHU JICKAPCTBCHU IIPOJYKTH.

1. Heb0naronpusiTHu peakuuu

Koxkomiku, natuny, nyMKy U npacera.

Heycranosena yectota (He Moxe 1a Ob7e | Peakiuu Ha CBPbXUyBCTBUTEIHOCT (BapUpAaIly OT
ompejiesieHa OT HATHYHUTE TaHHH) KOYKEeH O0pHB /10 aHA(UIAKTHYEH IITOK).
CToMantHo-4YpeBHN CUMITOMH (TIOBPBITIAHE, THAPHS)

Cro0mmaBaHeTo Ha HEOIAroNpUATHH PEaklUM € BaXXHO. 10Ba I03BOJIABA HEMPEKBCHAT MOHUTOPUHI Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eNeKuTe HIKaKBH HeONarompusTHU PEaKklHd, BKIIOYUTEIHO H
TaKMBa, KOUTO HE ca OMHUCAHU B Ta3M JINCTOBKA WJIM MHUCIHUTE, Y€ BETEPUHAPHUSA JIEKAPCTBEH MPOAYKT HE
NIeiCTBa, CBBpKETe ce NUHpBO ¢ Bamms BerepuHapeH sekap. Mojkere cbOl0 Aa ChoOIIaBare
HeOJIaronpusaTHA PeakUyy Ha MPUTEKATEIs Ha Pa3pelieHueTo 3a ThProBys, KaTo U3IO0JI3BaTe JaHHUTE 3a
KOHTAKT B Kpasl Ha Ta3W JINCTOBKA WM 4upe3 BaraTta HalpioHa Ha cucTeMa 3a choOlaBaHe.

8. Jl03MpoBKa 32 BCEKH BHJ ;KHBOTHO, HAYMHHU U METO/ HAa NIPUJIOKEHHUE
IIpunarane BbB BOJA 3a IIUCHE.

Koxomiku:

ITpenopbunTenHaTa 103a € 15 MQ aMOKCHITMITHH TpuXuapaT Ha Kg TemecHa Maca Ha JieH, €KBUBaJICHTHH
Ha 13,1 mg amokcunmnmun/Kg tenmecna maca/nen (oTroBapsinti Ha 18,8 My BeTeprHapeH JeKapcTBEH
npoaykt/Kg TenecHa maca/neH).

OO0musAT nepuo Ha JedeHue TpsoBa qa Obae 3 THU, a TIPU TEKKH CITyYad — S5 THU.

IMatunu:

IMpenopbunrtennaTa 103a € 20 MY aMOKCHIIMIINH TpUXuApaT Ha Kg TemecHa Maca Ha JieH, €KBUBaJICHTHH
Ha 17,4 mg amokcunmnun/Kg tenecua maca/nen (0TroBapsiy Ha 25 My BeTeprHAPEH JIEKApCTBEH
npoaykt/Kg TerecHa macal/nieH), B IPOABIKEHHE HA 3 TTOCISI0BATEIHHU JTHH.

[yiiku:

[penopbunrtenHara qo3a e 15-20 mg amokcunminH tpuxuapat/Kg TeinecHa Maca Ha JIeH, €KBUBAJICHTHU
Ha 13,1 — 17,4 mg amoxcurmnun/Kg Tenecna maca/nen (orrosapsim Ha 18,8 - 25 mg BeTepuHapen
nekapcTBeH npoaykt/Kg TenecHa Macal/neH), B IPOABDKCHHE HA 3 HU WITH HPH TEXKHU CIIydan — 5 JTHH.

IIpacera:

[penopbunrtenHara qo03a € 20 My aMOKCHIMIINH TpuxuapaT/Kg TenecHa Maca Ha JIeH, eKBUBaJCHTHHU Ha
17,4 mg amokcunminn/Kg TenecHa Maca/ieH (OTroBapsiny Ha 25 My BeTepHHAPEH JIEKAPCTBEH
npoaykt/Kg TemecHa Maca/nen), B IPOIBb/DKEHHE HA 5 TH.

Ilpuiarane BbB BOJia 3a IIUEHE:

3a mMpUroTBSIHETO Ha MEJUKAMEHTO3HATa BOJa, TPsIOBa Jja ce B3emar 10/ BHUMaHHE TeJIecHaTa Maca Ha
JKUBOTHHUTE, KOUTO 1€ C€ TPETUpaT M TIXHATa TeKylla JHEBHa KOHCyMmalus Ha Boaa. KoHcymanmsra
MOJKE J]a BapHpa B 3aBUCHMOCT OT (PaKTOpU KaTro BHJ, BB3PACT, 3APABOCIOBHO CHCTOSHHUE, MOPOJAA H
CTOTIAHCKa cucTeMa (HampuMep pa3indHa TeMIIepaTypa, pa3iudHy CBETIMHHH PEXUMH). 3a MOJydaBaHe
Ha TpaBWITHATA TO3WPOBKA MOJKE J1a Ce HAJOXHM KOHIIEHTPALMATAa Ha aMOKCHIWIMH Ja 0bJie ChOTBETHO
KOpUTHPAaHa.

Bb3 ocHoBa Ha npenoppuMTeNHaTa J03a U Oposl M TejlecHaTa Maca Ha JKMBOTHMTE, KOUTO e Obaar
TpPEeTUpPaHH, TOUYHATA JHEBHA KOHCYMAIlMsl Ha BETEPHHAPHUS JEKApCTBEH MPOAYKT TPAOBa Ja ce U3UMCIU
CBIVIACHO cliefHaTa popmyna:



mg BeTepUHAPEH JICKAPCTBCH cpenna TenecHa mMaca (kg) Ha

npoAykT Ha kg X YKUBOTHHUTE, KOUTO IIE CE& = mg BETCPUHAPCH
TelecHa Maca Ha JIeH TpeTHUpar JeKapCcTBEeH npoayKT/L
CpeleH JHEBEH mpueM Ha Boaa (L/ )KUBOTHO) BOJIa 32 ITUEHE

3a rapaHTUpaHe Ha MPaBUJIHA JO3UPOBKA TeJecHAaTa Maca Tps0Ba J1a ce onpeeyd Bb3MOKHO Hal-TOYHO.
Benuku TpeTupanu KMBOTHH TpsOBa Ja UMaT cBOOOJEH JOCTHII 10 CHCTEMarta 3a MoJaBaHe Ha BoJa, 3a
Jla ce OCUTYPH MOJIXO/IAIIA KOHCYMAIlUsl Ha METUKAMEHTO3HATA BOJIA.

Jokarto ce TpeTupart, )KUBOTHUTE HE TpsiOBa Ja UMAaT JOCTHI JO IPYTrd M3TOYHHMIM HA BOJA, 3a Jia Ce
rapaHTipa KOHCyMalusITa Ha MeIMKaMEHTO3Ha BOJIA.

Pa3TBOpBT Ja ce MPHUTOTBH € TPsCHA BOJIA 32 ITUCHE.

TpsiOBa &la ce OCUTYpH ITBJIIHO pa3TBapsHE HAa BETCPHHAPHUS JICKAPCTBEH MPOJYKT 4Ype3 BHUMATEITHO
CMecBaHe, JOKaTO BETEPUHApPHUS JIEKapCTBEH MPOAYKT C€ pa3TBOPH HAIBIHO. XOMOTCHHOCTTa Ha
MeIMKaMEHTO3HAaTa BOJIa TPSAOBA Jia Ce 3aMasy 110 BpeMe Ha MPHUIIOKCHUETO Ha )KUBOTHHTE.
MakcrManHaTa pa3TBOPHUMOCT Ha BETEpHUHApPHUS JIEKAPCTBEH MPOIYKT BBHB Boma € 8 g/L mpu 20°C u 3
g/L mpu 5°C. 3a u3X0HU Pa3TBOPH U MPH H3IOJI3BAHE HA JO3UPAIIO YCTPOWUCTBO, TPSOBA a ce BHUMAaBa
Ja HE Ce HAJBHIIM MaKCHMallHaTa Pa3TBOPHUMOCT Ha BETCPHUHAPHUS JICKAPCTBEH MPOIYKT, KOSTO ce
MOCTHra NPY MOCOYCHHUTE YCIIOBHsL. [Ipy H3MONI3BaHe Ha TO3UPAIO YCTPOUCTBO, TPSOBA Jla ce peryaupar
HACTPOHKHUTE 32 AEOUT HA 03HMpallaTa IoMIIa CIIOpe/l KOHIEHTPALUATa Ha U3XOJHUSI pa3TBOP U MpHeMa
Ha BOJa OT TPETUPAHUTE )KUBOTHHU.

MennkaMeHTO3Ha BOJIa, KOSTO HE € KOHCYMUpPaHa B paMKuTe Ha 24 vaca, Tpsi0Ba Ja ce U3XBBPIIM H Ja ce
HaJlee HOBa MEIMKAMEHTO3HA BOJIA.

[Ipunarane B TeueH Qypax (3a mpacera):

Ja ce nmpuiioxku B TeueH pypax Taka, ye na ocurypu 20 mg amokcuinwinH tpuxuapat/kg TenecHa maca
Ha JIeH, eKBMBaJeHTHU Ha 17,4 mg amokcuumnua/Kg TenecHa Maca/maeH (oTroBapsimu Ha 25 mg
BETEPHHAPEH JIEKapCTBeH MpoaykT/Kg TeraecHa maca/ieH) B NMPOABDKCHHE Ha HE IMOBeYe OT 5 JHH.
MenukamMeHTO3HUAT Qypaxk TpsOBa na ObJlie MPSICHO MPUTOTBEH Hal-MalKo 2 MbTH HA JEH IO BpeMe Ha
nepuoja Ha jeueHue. J[HeBHaTa 703a TpAOBa Ja ce U34MCIM Ha 06a3a Oposl Ha KUBOTHHUTE U CPEIHOTO
TETJIO U CJIeJ] TOBA J1a Ce pa3zeiy Ha Oposi Ha JakOuTe, KOMTO TPSOBa Jla ce MPUTOTBAT 3 JICHS.
MenukaMeHTO3HUAT TeueH (ypak TpsOBa Ja ce NPUTOTBM C MpsCHAa Boja 3a mHeHe. PastBopere
KOJINYECTBOTO BETEPUHAPEH JIEKAPCTBEH MPOAYKT B MAJIKO HJIH B ISTIOTO KOJIWYECTBO BOJA, HEOOXOAMMO
3a MPUTOTBSHETO Ha TeuHHs (Qypax. MakcuMaiHaTa pa3TBOPUMOCT Ha TIPOJAYKTa BBB BoJa €
npubnmsutTenno 8 g/L npu 20°C u 3 g/L npu 5°C. TpsiGBa na ce OCHIypH IBJIHOTO pa3TBapsHE Ha
MPOJYKTA.

Crnen ToBa Ta3W MEIMKAMEHTO3Ha BOJIa MOXE Jla CE CMECH ChC CyX ITBJIHOLIEHEH (ypak U aKo ¢
HOAXOMAIIO, ¢ OCTAHAIOTO KOJIMYECTBO Bojia. M3mon3BanaTa cuctemMa TpsiOBa j1a OCUTYPH PaBHOMEPHOTO
pasrpezeneHre Ha MeIMKaMEHTO3HaTa Boaa BbB (hypaxa. [IpuroTBeHHAT KpaeH MEIMKaMEHTO3EH TeUCH
¢dypax TpsaOBa na ObJie aJICH Ha mpaceTara B paMkuTe Ha 2 yaca. CTaOMIIHOCTTA HA aMOKCHUIMIIMH HE €
yCTaHOBEHa BBB BCHYKM (ypaxku, NpelUlaraHd Ha Iasapa. 3a Ja € rapaHTUpaHo, 4e 3arydarta Ha
aKTHBHOCT Ha aMOKCHIIWJIMH € CBEJICHA JI0 MUHUMYM, KOJHYECTBOTO HA NMPHUTOTBEHHS MEIHUKAMEHTO3EH
TedeH Qypax He TpsAOBa Jja HA/IBUIIaBa KOJIMYECTBOTO Qypaxk, KOETo Iie ObJie KOHCYMHUPAaHO B PAMKHTE
Ha 2 yaca. MeaukaMeHTO3HMAT TedeH (ypax He TpsiOBa Ja ce octaBs jaa depmentupa. Tos3u
MEIMKaMEHTO3eH Te4eH (Qypak, KOWTO HE € KOHCYMHUpaH B paMKUTe Ha 2 daca, TpsiOBa na Oble
U3XBBPIICH.

CJ'IC,Z[ Kpas Ha IepruoJia Ha IMPUIIOKCHUC, CUCTECMUTEC 3a MOJaBaHC HAa BOJa U TCUCH (bypam TpSI6Ba Ja Cce
IMOYHUCTAT 110 IIOAXOAAII HAYHH, 3a Ja CC n30erde IIpUCM Ha Cy6-T€paHCBTI/I'-IHI/I KOJIMYECTBA OT aKTHUBHOTO
BC€IICCTBO.

2 ChbBeT 32 IPABHJIHOTO NPUJIATAHE HA NPOIYKTA

HpnnaraHe BBbB BOJIdTa 3a MHUCHC: NOKATO CC TPETUPAT, ) KUBOTHUTC HEC Tpﬂ6Ba JAa uMaT OOCTHII O APYTrA
HN3TOYHHIM HA BOJIA, 3a J1a C€ rapaHThpa KOHCyMaluiaTa Ha MEJUKaMCHTO3Ha BOJaA.




[punarane B TedyeH ¢ypaxk: BbIOPEKH 3a0paHCHHs AOCTHII J0 APYTHM H3TOYHHMIIA Ha BOJIA, KOETO Ja
CITOMOTHE KOHCYMHPAHETO Ha MEIMKaMCHTO3C¢H Te4YeH (ypax, IO BCIKO BpeMe TpsOBa /1a WMa Ha
Pa3MoIoKEHUE OT/ICTTHA YUCTa BOJIA 33 TUCHE 110 IPUYUHHM, CBBP3aHH C OJaroChCTOSTHUCTO.

10. KapeHTHH cpoKoBe

Koxkomiku (Meco u BBTpEIIHU Opranu): 1 ieH.
ITatumu (Meco U BBTPEIIHK OpraHu): 9 JHU.
Ilyiiku (Meco 1 BBTPEIIHA OPTaHU): S JTHU.
[Ipacera (Meco 1 BBTPEIIHM OPTaHu): 2 JIHU.

He ce pa3pemaBa ynotpebaTa npu NTHIM, KOUTO TPOU3BEKAAT WK ca MpeIHa3HAYCHU J1a TPOU3BEKAAT
Aiia 3a KOHCyManus oT Xxopa. Jla He ce mpuiara B paMKHUTe Ha 4 CEIMUIM OT HAYAJIOTO Ha SHIEHOCHUS
HEPHOI.

11. CrneumajHu ycJIOBHS 32 CbXpaHeHHUe

Ja ce cpxpaHsBa Jajed OT IOIIeaa 1 Ha HeJOCTBIIHY 3 JIela MecTa.

Ja He ce oxJ1aXk/1a UM 3aMpa3sBa.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA OMAKOBKA, C IIEJI IPE/IIIa3BaHe OT CBETIIMHA.

Ja ce mas3u onmakoBKaTa ILTHTHO 3aTBOPEHA.

[la ce cpxpaHsaBa Ha CyX0 MsCTO.

Jla He ce M3MOJI3Ba TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT CIIeNl M3THYaHE CPOKa Ha TOTHOCT, OCOYEH
BbpXY eTukeTa. CpOKBT Ha TOTHOCT OTTOBaps Ha MOCICIHUS ICH OT TO3H MECell.

[la He ce U3M0JI3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOLYKT cJel U3THYaHE CPOKa Ha TOAHOCT, IIOCOYEH B
eTukera. CpoKbT Ha TOJHOCT OTIOBApsl HAa MOCIEAHUS JEH OT TO3U Mecell.

Cpok Ha TOJIHOCT CJIE/l TbPBOTO OTBAPSIHE HA TBPBUYHATA OMAKOBKA: 6 Mecena.
Cpok Ha TOJIHOCT CJIe/l pa3TBapsiHe BB BOJIA ChITIACHO yKasaHusTa: 24 yaca.
Cpok Ha TOJHOCT CJIe/ BlaraHe B Te4eH (pypak, ChIIIaCHO yKa3aHHsATA: 2 Yaca.

12. CnenuajaHu npeanasHu MepKHU MPH YHUIIOKABAHE

BerepunapHuTe JIeKapCTBEHH MIPOIYKTH HE TPsAOBa J1a ObJAT U3XBBPIISHH YPE3 OTIIAIHU BOJIU MM OUTOBH
OTHALBLH.

N3nosn3BaiiTe nporpamMu 3a BpbIllaHE NPY YHUIIIOKABAHETO HAa HEW3IOJI3BAHU BETEPUHAPHU JIEKAPCTBEHU
MPOAYKTH WM OCTaTbUM OT TSAX B CBOTBETCTBUE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATEJCTBO M C
BCHYKU TPHUJIOKUMH HAIlMOHAIHU CUCTEMH 3a ChOupaHe. Te3nm Mepkw Ie MOMOTHAT 3a Ona3BaHe Ha

OKOJIHaTa cpela.

Ilonuraiite Bammusi BeTepuHapeH JieKap Kak Ja YHHUILOKHTE HEHYKHHM BETEPHUHApPHH JIEKAPCTBEHU
PO KTH.

13. Kaacuduxanus Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOTYKTH

[a ce oTmycka camo 10 JIEKapCKO MpeanrcaHue.
14, HomMepa Ha pa3pelieHUETO 32 THProBUs U pa3MepH ONMaKOBKHU

banka ot 100 g oT nonueTHUIEH ¢ BUCOKA IUIBTHOCT, 3aTBOPEHA C YNIIBTHEHUE OT MOJMETUIEH C HUCKA
TUTBTHOCT/TIONTUETHIICH TepedTaaT/amyMUHUN M Kalladka ¢ BUHT OT MTOJUIPOITUIICH.



Tepmuuno 3aredatanu camiera or 100 g OT MONMETWIEH C HUCKA ILTHTHOCT/aTyMHHHU/TIOTHETHICH
TepedTanar.

ITnuk ¢ num ot 500 g OT MOJAMETHIIEH ¢ HUCKA TUTHTHOCT/ATyMUHUH/TTIOTHETUIIEH TepedTanar.

ITnuk ¢ num ot 1 kg OT MONMETHIIeH ¢ HUCKA MTBTHOCT/aIyMUHHUN/TIOJIMETHIICH TepedTaar.

He Bcruku pazmepu Ha onmakoBKaTa MOTAT Ja ObJaT MpeyiaraHy Ha rasapa.
15. JlaTa Ha mocjeaHATAa peAaKIUsA HA TeKCTa

01/2024

ITonpoOHa nHMOpMAaIKS 32 TO3U BETEPHUHAPEH JIEKAPCTBEH MPOIYKT MOXKE /1a HaMepuTe B 06a3ara JaHHU
Ha Cpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlaHHH 3a Bpb3Ka

HDI/ITG)KaTeH Ha pa3spCIICHUCTO 3a ThPIroBUsA U JaHHU 34 BPH3Ka 3a CT>O6HIaBaH€ Ha npearojgaracMmn
HeOJIAarONPUSITHY PEAKIIAU:

Huvepharma NV

Uitbreidingstraat 80

2600 Antwerpen

benrus

Tem: +32 3 288 18 49

E-mail: pharmacovigilance@huvepharma.com

[IponsBoauTEN, OTTOBOPSII 32 OCBOOOXKIABAHETO HA MTAPTHIM:
Huvepharma SA

34 rue Jean Monnet

Z1 d’Etriché

Segré

49500 Segré-en-Anjou Bleu

OpanHnus

J-P BAIEHTHUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP


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

