KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEIIEHHUE 3A THhPI'OBHUS C BJIII Ne 0022-1569

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITIPOAYKT

TUJIMOBET 10% npemukc 3a METUKaMEHTO3EH Qypax 3a CBUHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceeku g cpabpixa:

AKTHBHO BellleCTBO:
Tilmicosin (karo phosphate) 100 mg

ITomoiHu BemiecTnBa:

KauecTBeH chCTaB HA MOMOIIHUTE BeIeCTBA
U IPYTUTE CHCTABKHU

[MapeBUYHU KaKalalIKu

Maxporoariaiuepos pulHoIeaT

CBeTII0 OEKOBH 70 CBETIIO KadsiBH TPaHyJIH.

3. KIIMHNYHA THOOPMAIIUA

3.1 Bupaose :KUBOTHH, 32 KOUTO e nmpeanazHaden BJIIT

Csune.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I JKUBOTHH, 32 KOWTO e MpeHAa3HAYEeH MPOAYKTHT

3a MeraduakTUKa U JIe4EHHUE Ha!

Bakrepuainu pecriupaTopHu 3abossiBanust, npeau3Bukanu or Mycoplasma hyopneumoniae
(emzoornuna  mHeBMmoHus);  Actinobacillus  pleuropneumoniae  (akruHOGamMIIHA
ieBporiHeBMoHust); Haemophilus parasuis (xemoduiHa THEBMOHHS WM TJiecepoBa
6onecr); Pasteurella multocida (macteopenosa); Bordetella bronchiseptica u mp.
MHKPOOPTaHU3MH, UyBCTBUTEIHH KbM THIMUKO3HH;

Bropuunu OakTepuanHu WHPEKIHU NpU PenpoayKTUBEH W pecMpaTopeH CHHAPOM IpH
ceutere (PRRS) u mupkoBupycHa uHQEKIus mpu cBUHETE (CHHIPOM Ha MYJITHCHCTEMHO
cmabeeHe Ha mpacera ciej] orouBane — PMWS u curapom Ha nepMoHedpUT Ipu mpacera -
PDNS);

bakrepuannu  uwHGEKIMM Ha  XPAaHOCMWJIATENHWS  TPAaKT, MOpPEAM3BHKAHU  OT
Brachispira hyodysenteriae (xmacudecka amseHtepus); Lawsonia intracellularis
(mpommdeparuBen wiam  xemoparmdeH wmieut); Brachispira pilosicoli  (xomoHoBa
cripoxertosa); Staphylococcus spp. u Streptococcus spp.;

MeTadunakTHIHO MTPU CTPECOBU CHCTOSHHS CJIel OTOMBAHE, PEMeCTBaHe, Iperpynupane
Y TPAHCIIOPT IIPY CBHHE.

3.3 IIporuBomokazaHus

I[a HE CC U3M0JI3Ba NHKCKTUBHO IIPHU CBHUHC.

3.4 CneuuajHu npeaynpe:kaeHust
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ﬂa CC IMa3AT KOHC WJIH APYTU CAHOKOIIMTHU BUAOBC OT JOCTBII 10 (bypam, ChAbpiKall TUWIMHUKO3UH.

JoOpara KIMHWYHA TPaKTHKAa MPENOphYBa JICUSHHETO Ja C€ Ha3HadM CJeJ CHOTBETEH TecT 3a
YYBCTBUTEIIHOCT HA MUKPOOPTAHU3MHUTE.

3.5 CneuuajHu npeana3Hu MepKH NpH ynorpeda

CoenmanHy IIpeAnasHd  MeEpKH 3a Oe3omacHa yIroTrpeba IpH  BUJIOBETE KMBOTHH, 3a KOWUTO €
npeaHaszHayeH BJIII:

CsuHe ¢ ocTp HHGEKIINY U 3HAYNTEITHO HaMalleH IpueM Ha (ypax TpsOBa 1a ObIaT IbPBO TPETHPAHH
C TOAXOJISII HHXEKIIMOHEH MPOYKT.

Ynorpebara Ha BeTepUHAPHUS JICKApCTBEH MPOIYKT TPsOBA J]a CE OCHOBaBAa HA TECT 3a UACHTU(UKALIUS
W YYBCTBUTEIHOCT Ha OaKTEpPHUTE, U3OJHPAHH OT KUBOTHOTO. AKO TOBA HE € BH3MOXHO, TeparusiTa
TpsIOBa Ja C€ WM3BBLPIIBA CHITIACHO MeECTHATa (permoHaidHa, Ha HHUBO (epMa) eMuaeMHOJIOTHYHA
UH(GOPMAIUS OTHOCHO YYBCTBUTEIIHOCTTA HA TPUIICITHUTE OaKTEPUU.

HeywmecTnara ynorpe0a Ha BeTepUHAPHUSA JIEKAPCTBEH NPOIYKT MOXKE 1 YBEJIMYU Pa3IpOCTPaHECHUETO
Ha OaKTepHH, PE3UCTEHTHH KbM THIMHUKO3HMH, U MOXKE J1a HaMalH e(eKTUBHOCTTA Ha JICUYCHHETO ChC
CXOJHY Ha TUJIMHUKO3UH BEIECTBA.

CrenmanHy Opeama3sHy MEpPKH 3a JIMIAaTa, I[PUIaraiy BEeTEpHHAPHHS JIEKAPCTBEH IPOAYKT Ha
JKUBOTHHUTE:

[a ce n30srBa ciryyaiiHO MOTTbIIAHE HA BETEPUHAPHUS JEKapCTBEH NPOIYKT OT XOpa.

Mosxe a npeau3BUKa YyBCTBUTEIHOCT IIPU NONalaHe BbPXY KoxkaTa. Mojke 1a IpeAn3BHUKa Apa3HEeHe
Ha Kokata W ouuTe. Jla ce n30srBa IUpEKTEH KOHTAKT ¢ Koxkara. VHAWBUAyanHO mpennasHo
o0opyaBaHe, CbCTOSAIIO CE OT MPEATNA3HO 00JIEKIIO0, 3aIUTHH OUYMJIa M HEPOMOKAeMH PhKaBUIIH, TPsIOBa
Jla ce HOCH, Korato ce paboTu ¢ BETEpHHAPHHUS JIEKapCTBEH NpoayKT. IIpu momagane BbpXy KoxkaTta,
3aCErHaToTO MACTO Jja ce U3Mue OOMIIHO ¢ Boaa. Ilpu ciaydaiiHo momajgaHe B ounTe, He3a0aBHO Aa ce
M3IIJIaKHAT C BOJIA.

Axo nipu paboTa ¢ MpoIyKTa CHIIECTBYBA PUCK OT BIMIIBAHE HA MPax, Jla € HOCK MacKa 3a JUIIaHe 3a
€HOKpaTHa ymnoTpeba, oTromapsiia Ha u3uckBaHusATa Ha EBponeiicku Cranmapr EN149, wmm
JuxarejHa Macka, oTroBapsiia Ha Eppometicku Cranmapt EN140, cuabnena ¢ duntep EN143.
CriazBaHeTo Ha Ta3H Npe/ra3zHa MspKa € 0COOCHO HAIOKUTEITHO TIPH CMECBAaHE Ha MPOJIyKTa ¢ (hypaxka
BBB (pepMara, KbJEeTO ChIECTBYBA PEAJICH PUCK OT pa3npaliaBaHe U BAWIIBAHE HA MPOIYKTA.

Crernuaanu Npeana3Hy MEpPKHU 3a 3aliuTa Ha OKOJIHATA Cpeaa.

He e mpunoxumo.

3.6 Heb6aaronpusiTHU peakuuu

Hama.

CpoOmraBaHeTo Ha HEOIAroMpPUSATHU PEaKLUK € BayKHO. ToBa M03BOJIsIBA HEITPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH NpoaykT. ChoOLIeHusTa TpsOBa Jla ce W3mpaliar, 3a
HpeANoYUTaHe Ype3 BETEPUHAPEH JIeKap, WIIK Ha MPUTESKATEIIS Ha Pa3pelIeHUETO 32 ThProBUs, WIN Ha
MECTHHSI My MIPEICTABUTEI, MM HA HAIIMOHATHHS KOMIIETCHTSH OPraH 4pe3 HallMOHAJIHATa CHCTeMa 3a
cboOIaBane. 3a ChOTBETHHUTE JJAHHH 32 BPb3Ka BIKTE JINCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sSTiilleHOCeHe

BDCMGHHOCT " JJaKTaluAa
Moke Ja C¢ mpujara 1o BpeMe Ha 6p€MeHHOCT " JIaKTalus.
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3.8 BzammopneiicTBHe ¢ JAPYrd BeTEPUHAPHH JIeKAPCTBEHH NPOAYKTH W ApYyru ¢opmu Ha
B3anMojieiicTBHe

[a He ce mpunara BbB hypaku, ChAbPIKAIH OCHTOHUT.
3.9 HauuH Ha NPUJIOKEHHE U T03UPOBKA

HauwuH Ha npunioxxenue
IIepopaiHo, 1o6pe pa3meceH ¢ pypaxka.

3a J1a ce OCUTYpH XOMOTEHHO pa3MeCBaHe Ha MPOAYKTa ¢ pypaxa, ce MpernopbyuBa IbPBO Jia ce HAIPaBU
MEXMHHO pa3pexkIaHe B IOIXOISII0 KOJINIeCTBO Qypask, Clie] KOETO Ja ce BKIIFOUU B KpaiHus (ypax.

2!038

Jleuebno:

4.0 kg/t dbypax (=400 ppm THIMHKO3WH), B IPObDKEHHE Ha 15 qHU.

Memagunaxmuyno:

2.0 kg/t pypax (=200 ppm TUIMHKO3UH), B IPOABIDKEHHE HA 15 1HU, may3a oT 15 AHU U mocieBaIio
TPETUPAHE OT 7 JHHU.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NPUJI0:KUMO — NPOLEeIyPH HA JelicTBHE TPH
CIIeIIHYU CJIy4Yau U AHTHI0TH)

He ca maGmronaBaHu HEONIArOMPUATHH PEaKIMH CiIel YIoTpedara Ha THIMHKO3WH BBHB (ypaxka Ha
CBUHE, OTIVICKJAaHU TNpPH HOPMAJIHU NPOMMIUIEHH YCJIOBHSA, B KOoHIeHTpammu g0 2000 ppm B
MPOIBbJKEHHE Ha 15 nHu.

3.11 CneuuanHu orpaHnyeHus 3a ynorpeda u cnenuaJH YCJI0BHUS 32 ynoTpeda, BKIIYUTETHO
OrpaHUYEHMs] 32 YyNoTpedaTa HA AHTUMMKPOOHH M TPOTHBONAPAZMTHH BeTEePHHAPHH
JIEKAPCTBEHH MPOAYKTH, € e 1A ce OrPAHUYM PUCKBT OT Pa3BUTHE HA PE3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU CpOKOBe

Meco u BbTpelHu opranu: 14 gau.

4, DAPMAKOJIOTUYHA NTHOOPMAIIUA

4.1 BerepuHapeH JieKapcTBeH aHaToMo-TepaneBTuuen koa (ATCvet Code):
QJO1FAO9L.

4.2 dapmMakoIHHAMHKA

TUIMHKO3MHBT € MOJYCHHTETHYCH aHTHOMOTHK OT IpylaTa Ha MakpOJIHIHUTE, KOWTO OKa3Ba e(eKT
BbpPXYy CHHTE3a Ha OenThiMTe Npu Oakrepumrte. IIposiBsiBa OAKTEPHOCTATHYHO JCHCTBHE, HO TPH
npuiiaraHe BbB BUCOKH KOHIICHTPAIINH, MOXKE J1a OKaXKe U OaKTEepUOIHICH eeKT.

TUIMHKO3MHBT TIPUTEXKaBa [IMPOK CIEKThP HAa aKTHBHOCT cCpenly | paM-TOJOXKHTEIHH
MHKpPOOpPTaHM3MH, KaTo € ocoOeHo aktuBeH cpenry Pasteurella, Actinobacillus (Haemophilus),
Actinomyces (Corynebacterium) u Mycoplasma nipu roBema, OBIl€, CBUHE W TTHIH. THIMHKO3WHBT
IPOsIBSIBA M3BECTHA aKTHBHOCT U CpeIlly Hsikou [ pamM-oTpunaTenHin MUKpoopranusmu. HabirogaBana
€ KPbCTOCAHA PE3UCTECHTHOCT MEXK/Y THJIMUKO3UH H JAPYTH MAKPOJIHIHNA aHTHOHOTHIIH.

4.3 dapmMaKkoKMHETHKA

3/5



Pe3opbuus: Ciaen nepopanHo npuinarane ¢ Gypaxka mnpu cBuHe B go3a 400 ppm (ekBUBaJCHTHA Ha
npubmusutenno 21,3 mg/kg/meH), THIMHUKO3ZHHBT ce pe30pOrpa u OT cepyma ObP30 ce pasmpenens B
ThKkaHu ¢ HUCKO pH. Haii-Bucoka xonnentpanus B cepyma (0,23+0,08 pg/ml) ce otuura na 10-us aex
clell MpWiIaraHeTo, HO KOHIEHTpAalW{, HAJBHIIABALIM TpaHMIATa HAa OTKPUBAEMOCT Ha METOJa
(0,10 pg/ml), e ce orkpusar B 3 ot 20-Te n3cieaBaHK XUBOTHA. KOHIIEHTpaIlIMUTE B OeauTe IpoOOBE
HapacTBaT ObP30 MEXIY 2-Ud U 4-Msl IeH, HO HE ca yCTAaHOBEHH 3HAYMTEITHU MTPOMEHH cliesl 4-THEBHO
npuiarane. MakcuMainHa KOHIEHTpalus B 6eroapoOHaTa Thkad (2,59+1,01 ppm) e otuetena na 10-us
JICH OT HAYaJIOTO HA TPETUPAHETO.

Paznpenencuue: Crnen nmepopaiHO MPUIOKEHUE THIMHUKO3UHBT CE pasNpenceis B IIOTO TSUIO, KaTo
Hal-BHCOKU KOHIICHTPAIIMU CE OTKPHUBAT B OenuTe ApoOoBe u B Makpodarute Ha OenoapoOHaTa ThKaH.
Pasmipenens ce ChIo Taka ¥ B UepHUS Ap0o0 U ObOPEUHHUTE THKAHM.

buotpanchopmarmsa: O6pa3yBar ce HIKOM METa0OJUTH, KATO OCHOBHUSAT OT TSIX € HMICHTH(HIUpaH
karo T1. Obaue, mo-rosiMara 4acT OT THJIMHKO3WHA CE OTACIISI B HEIIPOMEHEH BHUI.

Otnensne: Cren mepopaiHO NPUIOKEHHE TUIMHKO3MHBT CE€ OTJACIS OCHOBHO TpE3 JKITbYKaTa BHB
(bexanuuTe, HO MajKa 4acT OT HEro ce OTACNS U C ypuHaTa.

5. DAPMAIIEBTUYHU JAHHHU

5.1 OcHOBHHM HECHBMECTHMOCTH

[a He ce cMecBa ¢ pypakd, ChIbpIKaIy OCHTOHUT.

[Tpu nunca Ha JaHHU 32 CHBBMECTHMOCT, TO3U BETEPUHAPEH JIGKAPCTBEH MPOAYKT He TpsiOBa na Oble
CMECBaH C JPYyTH BETepUHAPHU JIEKAPCTBEHH MPOIYKTH.

5.2  Cpok Ha TogHOCT

Cpok Ha FOZJHOCT Ha KpaiHuS BETEpUHAPEH JICKApCTBEH MPOAYKT: 2 TOANHHU.
Cpok Ha TOZHOCT CJIel TbPBO OTBApSHE Ha IbPBUYHATA ONIAKOBKA: 3 Mecewa.
Cpok Ha TOJIHOCT CJIe/l pa3MecBaHe ¢ XpaHa win (pypax: 3 Mecena.

5.3 CneuuajHu ycjao0BHUsI 32 CbXpaHEHHe
[a ce cexpaHsaBa Ha CyX0 MsCTO.
5.4 Bwuau cbcTaB HA MBPBHYHATA ONMAKOBKA

[TnukoBe ot anmymunaueBo ¢osuno mo 20 g, 100 g, 500 g u 1 kg.
KumxkHo-nonuetmwienosu topou mo 10 kg u 20 kg.
He Bcuuku pa3mepy Ha OmakoBKaTa Morar Jia ObJaT npe/Jlaraiy Ha 1masapa.

55 Cnelma.mm MEPKH 32 YHUIIOKABAHE HA HEU3IOJA3BAHU MPOAYKTH HJIH OCTATHIH OT THAX

BerepunapHuTe JekapcTBEHU MPOAYKTH HE TPsAOBa Ma ObJAT M3XBBHPISHHU 4Ype3 OTIAIHU BOJIU WU
OWTOBH OTIIAABIIN.

BerepuHapHUAT JIekapCTBEH MPOJIYKT HE TPsAOBa JMa ObJe M3XBBHPISH BHB BOJHU 0aceiHW, Thi KaTo
TUIMHKO3HHBT MOXe J1a ObJIe OTaceH 3a puOH U APYTH BOJHU OPraHU3MHU.

M3nom3Baiite mporpamMu 3a BpBIIaHE NPH YHHUINOKABAHETO HA HEW3NOJI3BaHW BETECPUHAPHU
JIEKApCTBEHW TPOAYKTH WM OCTaTBIIM OT TIX B CHOTBETCTBHE C M3UCKBAHMSITA HAa MECTHOTO
3aKOHOJATEIICTBO M C BCHYKHM HAIIMIOHAIHU CHCTEMHU 3a ChOHWpaHe, MPHIOXKHUMH 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA
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,,BUOBET” AJl

7. HOMEP(A) HA PASPEILIEHUETO 3A TbPI'OBUA

0022-1569

8. JATA HA TBPBOTO U3JIABAHE HA PABPEIIEHUETO 3A THhPTOBUS
JlaTa Ha TBPBOTO M37aBaHe Ha pasperieHneTo 3a Thprous: 09/05/2011

9.  JATA HA MOCJIEJHATA PEJAKIHSI HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

12/2024
10. KIACUDPUKAIIUS HA BETEPUHAPHUTE JJEKAPCTBEHU ITPOJAYKTHU
Ja ce oTmycka caMo MO JISKapCKO MPEeIrCcaHue.

[MonpoOHa uH(popMaIUs 3a TO3U BETCPUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HAMEpUTE B 0a3aTta TaHHU
na Cpro3a otHocHo nipoaykrute (https://medicines.health.europa.eu/veterinary).

X

[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLINA KB/M
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