JIMCTOBKA

1. HaumeHoBaHMe HA BeTEPUHAPHUS JeKAPCTBEH MPOAYKT

SELECTAN 300 mg/ml umkekinproHeH pa3TBOp 3a TOBEIa U IpaceTa.

2. CbcTaB

Bceku ml ceabpika:

AKTHBHHU BellleCTBA:

Florfenicol
300 mg

ITomoiHu BemecTBa:
N-MeTh1 mUpoIuIoH 308 mg

Jlexo >XBJITEHUKAB U MPO3payueH Pa3TBOP.

3. Bujaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

I'oBena u cBuHe.

4, Iloka3anus 3a ynorpeda

3abomsiBaHus, IPUYMHEHH OT OaKTEPHUHU, YyBCTBUTEIHU Ha (II0p(HEHUKOIN:

I'oBena:
Jleuennero Ha MHGEKINU HA AMXATEIHHTE MBTHINA MPH ToBeda, npuanHeHd ot Histophilus somni

Mannheimia haemolytica u Pasteurella multocida .

Caune:

Jleuenue Ha ocTpH 3a00JISIBaHUS Ha JMXATEIHUTE MBTHIIA, IPUYMHEHH OT mamoBe Ha Actinobacillus
pleuropneumoniae u Pasteurella multocida.

5. IporuBONOKAa3aHUS

Jla He ce U3IM0JI3Ba MIPH Bb3PACTHH OUKOBE WIIM CBHHE, PEIHA3HAYCHHM 3a PA3ILION.

Jla He ce M3IMoM3Ba MPH CBPhXYYBCTBUTEHOCT KbM aKTHBHOTO BEILECTBO MIIM KbM HAKOE TIOMOLIHUTE
BEILIECTBA.

Jla He ce U3IOJI3Ba MPH TpaceHma ¢ Terio mox 2 Kg.

6. CneuuaJiHu npeaynpexaeHust

Hswma.



CriernuaaHy Ipena3Hi MepKH 3a 6e30macHa yrnoTpeda Ipu BHIOBETE KUBOTHH, 38 KOUTO €
npenHasHayed BJIIT:

UstpuBaiite centyma mpeau U3TENISTHE Ha BCSIKA J103a.

M3non3BaiiTe cyxa ¥ CTEpUIIHA CIIPUHIOBKA U UIJIA.

Ymorpebara Ha BeTepHHApPHHS JIEKAPCTBEH NPOAYKT TpsiOBa nma ce Oa3upa Ha wH3CIEABaHE 3a
YYBCTBUTEIIHOCT, KaTO C€ B3eMaT MPEIBUJ O(PUIMATHUTC HAIMOHAIHU W MECTHH MOJUTHKH IO
OTHOIIIEHNE Ha aHTUMHUKPOOHHUTE CPEICTRA.

Ymorpeba Ha IPOAYKTa, pa3ardHa OT HHCTpYyKIuuTe, Aanenu B KXII, moxe na yBennun yecToraTa Ha
OakTepuu, Pe3UCTCHTHH Ha (UIOP(HEHUKON M MOXKE Ja IOHWKH €PEKTUBHOCTTA OT JICUCHUETO C JIPYTH
aM(EHUKOIIH, ITOPAIU Bb3MOXKHOCTTA 32 KPhCTOCAHA PE3UCTCHTHOCT.

CrenuagHy OpeAna3Hu MEpPKH, KOUTO TPsOBa Jia B3eMe JIUIIETO, IPUJIATralllo BeTepUHAPHUS JICKapCTBEH
IPOAYKT Ha )KUBOTHHUTE!

TpsOBa na ce n30ATBa CAaMOMH)KEKTHPAHE TT0 HEBHUMaHHE.

W36srBaiiTe KOHTAKT C OYUTE U KOXKATa.

IIpu cay4yaeH KOHTAaKT ¢ OUMTe, He3a0aBHO T'M IPOMUITE C YUCTA BOJA.

ITpu cmyyaeH KOHTAaKT ¢ KOoXKaTa U3MHUITE 3acerHaTara o0JacT ¢ yicTa BoAa.

Crnen ynorpeba Ha TPOAYKTa U3MHUITE PHIIETE CH.

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBHTEIHOCT KbM (iopdeHuxon, TpsOBa na W30srBaT KOHTAKT C
BETEpPHUHAPHHUS JIEKApCTBEH MPOIYKT.

JlaGopatopHu u3cinenBaHUs BbPXY 3ailid M IUIBXOBE C MOMOIIHOTO BELIECTBO N-METHJ IMHUPOIUIOH
MOKa3BaT JIaHHU 3a (PETOTOKCUYHU e(DEKTH.

Kennre B nerepoaHa Bb3pacT, OpeMEHHUTE KEHH WIIH JKEHUTE, 32 KOUTO CE MpeJrnoiara, 4e Moxe Ja
ca OpeMeHHH, TpAOBa a MpuiIaraT BETEpUHAPHUS JEKAPCTBEH NPOLYKT C ITOBHUIIEHO BHUMAaHUE, 32 Ja
n30erHat ciy4ailHO CaMOMHKEKTHUPaHe.

CrenmanHy npeanasHi MEPKU 3a 3allliTa Ha OKOJIHATa cpejia:
Ynorpebara Ha TO3H BeTepUHAPHHUS JIEKAPCTBEH MPOIYKT MOXKE J]a PE/ICTABIISBA PUCK 32 CYXO3EMHHTE
pacTeHus, IIMaHO0AKTEPUHTE U TIOA3EMHUTE OPTaHU3MH.

bpeMeHHOCT 1 TaKTaIus.

JlaboparopHuTe IpOyYBaHUS TIPH 3aMIM U TUTHXOBE C IIOMOIITHOTO BEIIeCTBO N-METHJI MUPOIHIIOH ca
JTIOKa3aJIi HATHYUe Ha ()eTOTOKCUYHOCT.

be3onacHocTTa Ha BeTepuHAPHUS JIEKAPCTBEH MPOAYKT HE € JI0Ka3aHa IMpHY roBeja ¥ CBUHE 10 BpeMe Ha
OpeMeHHOCT, JIaKTalus WIW TpU KUBOTHH, NpEeAHA3HadeHW 3a pas3iiof. [lpmmara ce camo cief
MPEeIIeHKa MoJ13a/PUCK OT OTTOBOPHUS BETEpUHAPEH JIeKap.

[Ipeno3upane:
[Tpu cBUHE clie]] NPUIOKEHHE Ha 3-KpaTHA WITH MT0-BUCOKA /1032 OT NMPEHOPhYUTEIHATA, € HAOJIF01aBaHO

HaMaJICHHUEC B XPAaHCHETO, IOCMAHETO HAa BOJIa U HAAABAHETO Ha TETJIO. CJICIL MIPWIOKCHHUE Ha S'KpaTHa
HJIK ITO-BUCOKA 103a OT NpCnoOpbUUTCIIHATA, € Ha6J'IIO,Z[aBaHO U MOBPBIIAHEC.

OCHOBHH HECHBMECTHMOCTH.
IIpu nmunca Ha naHHU 32 CHBMECTHUMOCT, TO3U BETEPUHAPEH JICKAPCTBEH MPOJIYKT HE TpsAOBa 1a Obie
CMECBAH C JPyTH BETEPUHAPHU JICKAPCTBEHH MTPOIYKTH.

7. Heo0saronpusaTan peakuun

T'osena:
MHoro peaxu Jle3ust Ha MACTOTO Ha MHKEKTUpaHe' , Bp3mabeHue B
(o-marko ot 1 a 10 000 Tpetuparn | MACTOTO Ha umwkektupane’, Hamanen npuem Ha xpana?
JKUBOTHH): Meku u3npaxHeHus >




! Tlepcuctupar no 14 anm.
2TpeTMpaHuTE KMBOTHH CE Bb3CTAHOBABAT OBP30 M HAITBJIHO CJIE] MPUKIIOYBAHE HA JIEYEHUETO.
$ IpexoHo.

Caune:
MHoro yectu Juapus®? Enemarosna eputeMa (MoyBaHe,
23
(noBeue ot 1 Ha 10 TpeTupanu 3a4YepBABAHC)
>KUBOTHH):
MHoro peaku [ToayBare Ha MSACTOTO HA MHKEKTUpAHE®, J1e3us Ha
(mo-mauko ot 1 Ha 10 000 Tpetupanu MSICTOTO HA MH)KEKTHPAHE®, Bb3MANEHHUE HA MSACTOTO
5
KUBOTHN): Ha WH)KEKTUpaHe
! Mpexoano.

’Moske na 3acerte 50% ot )uBOTHUTE. T€3M peakuy MOrar Jia ce HabJII0IaBaT 3a €IHa CEAMUIIA.
% [lepuanainHo, peKTaaHO

“IIpexomeH, ¢ MPOABIKUTEIHOCT 0 S/THH .

*Mosxe 1a ce Buam 10 28 JHu.

Cro0ImaBaHeTo Ha HEOIAroMPHUATHH PEAKIUHU € BaKHO. ToBa MMO3BOJISIBA HEMPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNeKUTe HIKAKBH HEOJIArONPHUSITHU PEakify, BKIIOYUTEIHO U
TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JINCTOBKA WX MUCJIIMTC, Y€ BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT
He JIeficTBa, CBhPIKETE ce MbpBO ¢ Bammus BerepuHapeH nekap. MoxeTe ChIIo J1a choOmaBaTe
HeOJIaronpusaTHA PEaKLUK Ha IPUTEKATEN Ha Pa3peleHUETO 3a ThProBUs <HJIM HAa MECTHHUS
NPEACTAaBUTEN HA MIPUTEXKATEIIS Ha Pa3peliCHUETO 3a ThPrOBUS™>, KATO U3II0I3BaTe JAHHUTE 32
KOHTAKT B Kpasi Ha Ta3W JINCTOBKA MM 4upe3 BaraTta HalioHa Ha cucTeMa 3a choOlIaBaHe:
{noapobHOCTH 32 HAI[MOHAIHATA CUCTEMA }.

8. Jlo3upoBKa 3a BceKH BHJ )KNBOTHO, HAYMHHU U MeTO/ HA MPUJIOKeHUe
HHTpaMyCKyIHO IPUIIOKEHUE.

I'oBena:

20 mg/kg tenecna maca (1 ml ot mpoaykra Ha 15 Kg) MHTpaMyCKyJIHO, IpUIaraHy JBa MIbTH 1pe3 48
Jaca.

3a yeueHne Ha roeena c TenecHa maca Hax 150 kg, pasmenere mozara, Taka ue B €HO MACTO Jia ce
UHKEeKTUpaT He mosede ot 10 ml.

Caune:

15 mg/kg tenecna maca (1 ml ot mpomykra Ha 20 kg) WHTpaMyCKyJTHO B MYCKYJIHTE Ha IIUATA,
MIpUJIaraHu ABa ObTH npe3 48 yaca.

3a jeueHue Ha CBUHE ¢ TejecHa maca Haj 60 kg, pasmenere mos3aTa, Taka Y€ B €IHO MSCTO Ja Ce
UHKEKTUpAT He moBeue ot 3 ml.

9. CbBeTH 32 IPABUJIHOTO NPUJIATAHE HA MPOAYKTA

3a rapaHTUpaHe Ha MpaBHIHA JO3MPOBKAa, TEJIECHATa Maca TPsiOBa Jia ce ONpeiein Bb3MOKHO Haii-
TOYHO.


https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx

10. KapenTHu cpoxoBe

I'oBena:

Meco u BbTpemHu opranu: 30 1Hu.

He ce pa3pemaga 3a ynorpe6a rnpu >KMBOTHH, YHETO MIISIKO € MTPEeJHA3HAYCHO 32 KOHCYMAaIsl OT X0Opa.
CauHe:

Meco u BbTpEITHN Opranu: 18 mHu.

11. CrneumajHu ycJIOBHS 32 CbXpaHeHHe

[a ce cpxpansiBa fajied OT MOTJIela U Ha HEAOCTHITHY 3a JIela MecTa.

[a ce ma3u OyTuikara BbB BHHILIHATA ONAKOBKA.

[a He ce n3mon3Ba TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT Clie] M3TUYaHE Ha CpPOKa Ha T'OJIHOCT,
MIOCOYEH BBpXY eTuketa cien ['onen 10: EXP. CpokbT Ha TOJHOCT OTroBaps Ha MOCIEAHUS IEH OT TO3U
Mecell.

CpoOK Ha TOJHOCT cJel IbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 28 AHMU.

Koraro Oytuikata e mpoduta (0TBOpeHa) 3a MbPBH BT, KATO CE MMa MPEABU CPOKBT HA TOJHOCT CIIE]
IBPBOTO OTBAPSIHE HAa OMAKOBKAaTa, KOMTO € IMOCOYEH B Ta3M JIMCTOBKA, TPsIOBa /1a ce OMpeieNu AaTara,
Ha KOSITO BCEKH ITPOIYKT, OCTABAIll B KAPTOHA, TPSIOBa /1a ce M3XBBPIM. Ta3u 1aTa Ha U3XBBPIISIHE TPsIOBa
Jla ce 3alMLie Ha IPEeJOCTaBEHOTO MSCTO.

12. Cneuna.mm npeamnasii MEPKU IPA YHUIIIOKaBaHE

BerepunapHuTe JNeKapcTBEHU MPOAYKTH HE TpsAOBa Ma ObJAT M3XBBHPISHU 4Upe3 OTIAIHW BOJIU WU
OHMTOBH OTIIAABIIH.

To3u BeTepHHAPEH JIEKAPCTBEH MPOIYKT He TpsOBa Ja ObJie H3XBBPIISIH BB BOJAHH OaceiiHU, Thil KaTO
¢dopdennkon Mmoxe na ObJe omaceH 3a pUOH U IPYTH BOJAHU OPTaHU3MH.

W3non3Baiite nporpamu 3a BpblIaHe IPH YHUIIOKABAHETO HA HEN3IOI3BaHU BETCPHUHAPHU
JIEKapCTBEHHU MPOAYKTH WM OCTaThLHU OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCHYKH MPHIOKUMH HAIIMOHAHU CUCTEMH 3a chOupane. Te3n MepKH e
IIOMOTHAT 32 OIla3BaHe Ha OKOJIHATa cpeja.

[Tonuraiite Bamus BeTepuHapeH Jiekap win GpapManeBT Kak J1a YHUILOKUTE HEHYKHH BETEPHUHAPHU
JIEKapCTBEHU IPOAYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOTYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO IMpCAINTUCaHuC.



14. Homepa Ha pa3pelieHHeTO 32 THPIOBUS U Pa3MepPH ONAKOBKHU
0022-1940

Pa3zmepu onakoBku:

Kytus ¢ 1 6ytunka ot 50 ml.
Kytus ¢ 1 6ytunka ot 100 ml.
Kytus ¢ 1 6ytunka ot 250 ml.
Kyrus ¢ 10 0ytuku ot 100 ml.
Kytust ¢ 10 6ytuku ot 250 ml.
Kyrust ¢ 12 6ytuku ot 100 ml.
Kyrus ¢ 12 6ytuku ot 250 ml.

He Bcuuku pa3mepu Ha omakoBKaTa MOTaT Aa ObJaT MpeajiaraHy Ha masapa.

15. /laTa Ha mocJjieHATA PeJAKI[Us HA TEKCTa
09/2025

[Honpo6Ha mHMOpMaIs 32 TO3HU BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nanau Ha Chro3a otHocHO mipoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwm 3a BpB3Ka

IIputexatea Ha pa3pelIeHUETO 32 ThProOBHUs, U MIPOU3BOIUTE, OTTOBAPSIIL 32 OCBO60)KI[aBaHeTO Ha
OapTuad ¥ JaHHHW 34 BPB3Ka 3a C'bO6IHaBaHC Ha 1peanojgaracMmu HC6H3FOHDI/ISITHI/I pCeaKuuu.

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona) SPAIN
Tel. +34 972 43 06 60

3a BCsAKakBa I/IH(l)OpMaLII/IH OTHOCHO TO31 BETCPUHAPCH JICKAPCTBCH MPOAYKT, MOJISI, CBBPIKETC CC C
MCCTHUA MPEACTABUTEI HAa MMPUTEKATEIIA HAa pa3pCIICHUCTO 3a ThbProBUs.
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[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV




