KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3ZPEIHIEHHUE 3A THhPI'OBUS C BJIII Ne 0022-2004

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

THUIJIOBET 25%, 250 mg/g mpemMuKc 3a MeIMKaMEHTO3¢H (Dypask 3a miierTa, My WK, TeIeTa 3a yrosiBaHe
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceeku g cpabpxa:

AKTHBHM BelleCTBA:

Tylosin (karo phosphate) 250 mg

ITomoiHu BemiecTnBa:

KauyecTBeH cbcTaB Ha IOMOLHUTE BelleCTBA
APYTUTE ChCTABKHU

Kanues kapOoHar

Cpenno enbp amopdeH mpax B CBETIIOKA(SIB IBSAT.

3. KINMHNYHA UHOOPMALUS

3.1 Bupaose :KUBOTHH, 32 KOUTO e nmpeanazHaven BJIIT

[Itumwm (rnera u MyWKM) U TeTeTa 3a yrosiBaHe.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KHBOTHH, 32 KOWTO € MpeHA3HAYeH MPOAYKTHT

3a JeyeHHe Ha XPOHMYHA PecHUpaTopHa OojiecT Mpu HuieTa; WHPEKIHO03eH CUHY3WUT NpH IyHKH,
WH(EKIMO3eH CHHOBUT, O0penno3a 1 HEKPOTUYEH CHTEPUT MPH MUJIETa U MyHKH; 3a MPOQUIaKTHKA Ha
yepHOApoOHH abcuecu (mpeamsBukanu ot Spherophorus necrophorus u Corynebacterium pyogenes)
IIpU TCJICTA 3a YIrosiBaHC.

3.3 IIporuBomokazaHusi

Jla He ce W3MON3BAa INPH KOKOIIKM-HOCAYKH OT CTOKOBM ()epMH 32 IPOHM3BOJICTBO Ha sifla,
npeHa3HaYeHH 32 KOHCyMallus OT xopa (yrnorpedara npu rieMeHHH HOCAuKH He € MPOTHBOIIOKA3HaA).
[a He ce u3M0I3Ba B XpaHH, ChAbpKaIM Haja 2% OCHTOHUT.

3.4 Cneuuajnu nperynpe:KaeHus

[Ipu *kMBOTHU C ocTpH MHGEKIHH MOXE Ja ce HaOJoAaBa cnaj B mpreMa Ha (ypak, KOeTo Hajara
JICYEHUETO Ja 3aI0YHE ITBPBO C WH)KEKIIMOHEH MPOIYKT.

[Mopanu BeposiTHaTa MPOMEHIIMBOCT (C BpEMETO, Teorpad)CK1) B UyBCTBUTEITHOCTTA HA OAKTEPUHUTE KbM
TWJIO3WH, C€ TMPENopbyYBa B3€MaHETO Ha OaKTEPHOJOTMYHU NMpoOM U HM3BBPIIBAaHE HAa TECTOBE 3a
YYBCTBUTEIHOCT Ha OaKTEpUHTE, U30JUPAHH OT KUBOTHOTO. AKO TOBa HE € BH3MOXKHO, JICUCHUETO
TpsiOBa J1a ce OCHOBaBa Ha MeCTHa (pEerHOHaTHA W Ha HUBO (epMa) enuAeMHOJIOTHYHA HHPOPMaLUs
OTHOCHO YYBCTBHUTEJIHOCTTa Ha TPHULEIHUTE OaKTepHu, KakTO M Ja c€ B3eMaT I0J BHUMaHHE
oHIIMATHUTE HATMOHAIHU aHTUMUKPOOHHU TIOJIUTHKH.

Hemnonxopasmiara ynotpebda Ha mpoaykTa OM MOTJa Jia MOBMILIK Pa3NpPOCTPAHEHHUETO HA OaKTEpHH,

PE3UCTCHTHU KbM TUJIO3WUH, U 01 MOTIIO Ja HaMaJlu e(l)eKTI/IBHOCTTa OT JICUCHUCTO C APYTHU MAKPOJIHUIHU
aHTI/I6I/IOTI/I]_II/I, nopaaun Bb3MOXHa I0siBa Ha KPbCTOCAHA PE3UCTCHTHOCT.
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3.5 ChenuajaHu npeanasHu MepKH MPH ynoTpeoda

CroenuanHy mOpeAna3sHd MepKH 3a OesomacHa ymnorpeba IpH BUIOBETE KMBOTHHU, 3a KOWTO €
npeaHaszHayeH BJIII:

To3m mpoAyKT ce mpuijara caMo B MaJKH KOIW4decTBa (ypaxk 3a Obp3a KOHCyMaIsl OT OTACITHH
JKUBOTHU. [Ipn ®UBOTHU ¢ ocTpu HH(EKIIMHA MOXKE [1a ce HaOIroIaBa craj B mpruemMa Ha Qpypaik, KOeTo
HaJara JIS9YeHHUETO Ja 3all09He ITbPBO C MHXKEKIIMOHEH MPOIYKT.

TpeTtupaneTo ¢ MO-HUCKU 03U W/WIIU C HEAOCTAThYHA MPOIBILKUTEIHOCT MPOBOKHUPA Pa3BUTHETO HA
PE3UCTEHTHOCT NpU OaKTepUHTE U TPsIOBa Ja ce u30srBa.

CHGHHaﬂHH Oopeanasiy MEpKH, KOUTO TDﬂ6Ba Ja B3EMC JTHMIICTO, IIpHUJIaraiio BETCPUHAPHUA JICKAPCTBCH
IPOAVKT HA )KUBOTHUTE.

NuauBuyanHo mpenmnazHo o00pyaBaHe, ChCTOSIIO Ce OT MPEANa3HA PHKABHUIM U MacKa, TPsOBa 11a ce
HOCH, KOTaTo c€ pabOTH ¢ BETEPHUHAPHUS JICKAPCTBEH NPOayKT. [Ipu npusarane Ha MpoayKTa Jia He ce
e, e wid mymd. Cies mpuiiarase phleTe Ja ce U3MUST ¢ BOJIa U CallyH.

CHCHI/IEIHHI/I Ipeana3Hy MEpPKHU 3a 3aluTa Ha OKOJIHATa cpeaa.

He e mpunoxumo.
3.6 HebuaronpusiTHU peakuuu

[Itumu (munera ¥ MyiHKN) U TeJETa 3a YrosBaHe:

He ca u3BectHHU.

Cro0ImaBaHeTo Ha HEOIATONPHITHH PEAKIMU € BaXKHO. TOBa MO3BOJIIBA HEMPEKBCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPUHAPHUS JIEKapCTBEeH MpoaykT. ChoOlieHusTa TpsOBa Jla ce W3Mpaliar, 3a
NpENOYUTAHE Ype3 BETEPUHAPEH JieKap, WK Ha TMPUTEXATENs Ha Pa3pelICHUETO 3a ThPrOBUs, X Ha
HAIMOHAJIHUSL KOMIICTEHTEH OpraH 4pe3 HalMOHaJHaTa CHUCTEeMa 3a ChoOlnaBaHe. 3a ChOTBETHUTE
JTAaHHU 3a BPH3Ka BIDKTE JINCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUSI WU sSiilleHOCEeHe

He e mpunoxumo.

3.8 BsamMmopneiicTBHE ¢ IPYrd BeTEPHHAPHU JIEKAPCTBEHN MPOAYKTH U APYrH (popMH Ha
B3auUMoOJeHcTBHE

ITopaau omacHOCT OT aACOPOIHS 1 HaMaIsIBaHE aKTUBHOCTTA Ha THJIO3WHA, IPOIYKTHT HE TPIOBa 1a ce
cMmecBa ¢ Qypax, chabpikani Hag 2% OCHTOHMT.
JIMHKO3aMHUTHUTE ¥ AMUHOTJIMKO3UIHUTE aHTHOMOTHIIN AaHTAaTOHU3UPAT JACHCTBUETO HA THJIO3HMHA.

3.9 Hauun Ha NMPUJTO0KEHUE U TO3UPOBKaA

Hauws Ha npuioxeHue:

[lepopanno, MHOTO NOOpe pasmeceH ¢ ¢ypaxka. [IpenopbunTenHO € 32 PAaBHOMEPHOTO CMECBAHE C
bypaxka, U3YHCICHOTO KOJIMYECTBO OT MPOJYKTa (M3X0XKIAHKU OT yKa3zaHarta JJO3UPOBKa) Jla ce CMecBa
mocrenenHo: 10 10 kg dypax; mo 100 kg dypax; mo 1000 kg dbypax.

03a.
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o [Iltunm

- 3a TeyeHre Ha XPOHUYHA PeCITUpaTOpHa OOJIECT MPH MUIeTa U MHPEKIMO3eH CHHY3UT ¥ CHHOBHT MPH
nytigera: 10 kg TumoBet 25% npeMHKC Ha TOH (ypak B MPOABDKEHHE Ha 3-7 THH.

- IIpu cimpoxerosa (6openrosa): 2 kg Tunoset 25% npeMHUKC Ha TOH Gypaxk THEBHO B MPOIBIKEHHE
Ha 5-7 IHY C €JHOBPEMEHHO BaKCUHUPAHE.

- Ilpu crpecoBn CBCTOSHUS TpH THIeTa W TyHddera (ClIell WMyHH3AlHs, TPAHCIIOPTHUpPAHE,
nperpynupase, pe3Ku MPOMEHHU B XpaHaTa U OKoJIHaTa Temrepatypa): 2 kg Tumoset 25% npemukc Ha
TOH (pypaxx B mpoxbnkeHue Ha 5-10 gau.

e Teuera 3a yrosipane

3a npodunaktruka Ha yepHOApoOHU abcuecu: 32-40 g B maxkOata 3a xpaHene win B fo3a 0.24-0.36 ¢
TunoBer 25% mnpeMHKC Ha >KUBOTHO JHEBHO. [IpOABIDKUTEIHOCTTa Ha JICYCHHUETO HE TpsiOBa jaa
Ha/IBUIIIaBa 3 CEIMUIIH.

3.10 CumnToMu Ha mpeno3upaHe (M KOraTo € NPUJI0KUMO — MPOIETYPH HA JelicTBHE TPU
CIIEIIHH CY4Yau U AHTUAOTH)

He ca naOmronaBany HeOMAroNpUsITHY peakLUy IpU IEPOPATHO NPUIOKECHNE HA TUIO3UH MIPH MUIIETA,
MyWKHW UM TeJIeTa B 03U TPUKPATHO MO-BUCOKH OT NMPENOPbYBAHUTE.

3.11 CneuuajHu orpaHuyeHus 3a ynorpeda u ceuaJHM YCJI0BUS 32 ynoTpeda, BKIYUTEIHO
OrpaHNYeHMs 3a ynorpefaTa Ha AHTMMHMKPOOHM M TNPOTHBONAPA3UTHH BeTEPHHAPHU
JIeKapCTBeHHU NMPOAYKTH, C LeJ A ce OTPAHUYN PUCKBT OT Pa3BUTHE HA Pe3NCTEHTHOCT

To3u BeTepHHApEH JICKAPCTBCH MNPOAYKT € MpEAHA3HAYeH Ja Ce H3M0JI3Ba 3a MPHIOTBSIHE Ha
MEIMKaMEHTO3€eH (pypakK.

3.12 KapeHTHHU CpOKOBe

JUGNZ000Z8

Meco u BbTpelIHU Opranu: 1 AeH.

Sitma: He ce paspemaBa ymoTtpedara mpu NTHIM, KOUTO MPOU3BEXKIAT WM ca NMpeJHA3HAYCHU Ja
TIPOM3BEXKAAT SANIIA 32 KOHCYMallus OT Xopa.

Tenera:
Meco u BETpEIIHH OpTraHu: HyJIa JTHH.

4. DOAPMAKOJIOTHYHA HH®OPMAIIMA

4.1 BerepuHapeH JieKapcTBeH aHaToMo-TepaneBTHu4en koa (ATCvet Code):
QJO1FA90

4.2 ®dapmakoguHAMHKA

THII03UHBT € MAaKPOJINIECH aHTHONOTHK, IPUTEXKABaIl[ 6aKTeprocTaTHdeH ePeKT (MHXuOupa CHHTE3a Ha
OakTepuaHUTE MPOTENHH) Cpelry | pamM-IIoI0KUTENHN U HAKOU | paM-0TpHIIaTeTHI MUKPOOPTaHU3MH
- Streptococcus spp., Staphylococcus spp., Erysipelothrix spp., Corynebacterium spp., Borrelia,
Spirochaeta spp., Campylobacter (Vibrio) coli, Pasteurella spp., Brucella spp., Ricketsia spp.,
Mycoplasma Spp., HSKOM €apuW BHPYCH, BKJIIOYHTEIHO W HAKOM aHAEPOOHH MHUKPOOPTaHM3MH
(Fusobacterium spp., Bacteroides spp.) u np. Aktusen e u cpeuty Chlamidia spp.

Tuno3uHbT HE OKa3Ba IpAKO aHTI/IMI/IKpO6HO ,I[eﬁCTBPIe BBPXY 6aKTepI/II/ITe OT CEMEHCTBOTO
Enterobacteriaceae — E. coli, Salmonella spp., Ho nposiBsiBa MpOTHBOCBBP3BAIIIO JICHCTBHE.
THI03MHBT CHIIO TaKa NPUTEKaBa aHTUKOKLMINITHA aKTUBHOCT IpeaUMHO cperty Eimeria tenella.

4.3 dapmMaKkoKMHETHKA
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IIpu mepopajiHO MPHIOKEHHE THIIO3UHBT C€ Pe30pOHpa OT XPaHOCMUIIATEIIHUSA KaHAl U Ch3JaBa
0aKTepHOCTaTUYHH HUBA B KPBhBTA U ThKaHUTe. MeTaboJIn3upa ce BbB BUCOKA CTEIICH B YSPHUS APOO U
Ce U3TBhYBA MPEIUMHO C YPHHATA U XKI'BYHUS CEKPET, KAKTO M ¢ MIIIKOTO Ha 0O3aifHUIIUTE U C Silara
Ha IITULIHATE.

5. OAPMAIIEBTUYHU JAHHU

5.1 OcHOBHH HECHBMECTHMOCTH

HechBMecTrM € ¢ OEHTOHUTA MOPaM ONACHOCT OT aCcOpOIMs U HaMalIsIBaHEe Ha eeKTa.

5.2  Cpok Ha rogHOCT

Cpok Ha TOZJHOCT Ha KpaiHus BeTepUHApPEH JICKApCTBEH NPOAYKT: 2 TOAWHHU.
Cpok Ha TOJHOCT CJIe/l MbPBO OTBapsHE HAa IbPBUYHATA OMAKOBKa: 3 Mecela.

5.3 Chenuannm yciaoBus 3a cbXpaHeHuHe

Jla ce cpxpaHsiBa B OpUI'MHAJIHA ONakoBKa. Jla ce chxpaHsBa Ha cyxo MscTo. [la ce masu ot mnpsika
CIILHYCBA CBETIIMHA.

54 Bujau cbCcTaB HA MBPBUYHATA ONAKOBKA
Kumkar TopOU ¢ BhTpEIeH nonueTuiieHoB cioit mo 20 kg.
55 CneuuajHu MepKH 32 YHUII0KABAHE HA HEU3MOJ3BAHU NPOAYKTH UIH OCTATHIM OT TSAX

BerepuHapHUTe JICKapCTBEHH NPOAYKTH HE TPsOBa Ja ObJAT M3XBBPJISHH Ype3 OTHAJHU BOJIU WM
OUTOBH OTIIAABIIN.

W3nons3Baiite mporpaMu 3a BpbIIaHe INPH YHHUILOXKABAaHETO HA HEW3INOJ3BAaHM BETEPUHAPHHU
JIEKapCTBEHU TMPOAYKTH WM OCTaThLUM OT TAX B CHOTBETCTBHE C HM3UCKBAHUATA HAa MECTHOTO
3aKOHOJATEJICTBO M C BCHYKM HAIlMOHAJIHW CHCTEMH 3a ChOMpaHe, NPWIOKUMH 32 CHOTBETHHUS
BETEPUHAPEH JIEKAPCTBEH MIPOIYKT.

6. HNME HA TIPUTEXKATEJISI HA PASPEIIEHHUETO 3A ThPT'OBHUS

»bUOBET” ALl

7. HOMEP(A) HA PASPELIEHUETO 3A ThPT'OBUSI

0022-2004

8. JATA HA MTbPBOTO U3JABAHE HA PAZPEIIEHUETO 3A ThbPI'OBUS

[ara Ha mppBOTO M3AaBaHe Ha paszpeuieHueTo 3a Thprosus: 10.04.2013

9. JATA HA HOCJIIEAHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

05/2025
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10.

KJJACU®PUKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHUM ITPOAYKTHU

I[a CC OTITyCKa CaMO II0 JICKAPCKO MpCAINMCaHuneC.

T

~ 1

X

)eH JIEKapCTBEH MPOAYKT MOXE Jla HAMEpHTE B Oa3aTa JaHHH
dicines.health.europa.eu/veterinary).

[-P KPACUMWP 3/IATKOB
OWPEKTOP HA ANPEKLINA KB/

23.6.2025 1.

X

A-P KPACUMWP 3/TIATKOB
AWNPEKTOP HA ANPEKL A KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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