KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A ThPT'OBHUS C BJIII Ne 0022-1842

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Tuno3un 20% HWHXXCKIIMOHCH Pa3TBOP 3a roBE€aa, paceTa, KyucTa U KOTKU

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB
Bcexu ml ot pa3TBopa chabpxa:
AKTHBHO BellIeCTBO:

Tylosin (kxaro tartarate) 200 mg BP

ITomo1Hu BemiecTnBa:

KauecTBen CbCTaB Ha IMIOMOIIIHUTE
BCIIECCTBA U IPYI'UTE CHbCTABKH

Benzyl alcohol

Sodium metabisulphite

Disodium edetate

Sodium citrate

Propyleneglycol

Water for injections

3. KJIMHNUYHA UHOOPMALUA
3.1 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BJIII

FOBC,I[a, npacera, KydeTa U KOTKHU.

3.2 Iloka3anus 3a ynorpeda 3a BceKHM BUJI >KUBOTHH, 32 KOWTO € MpeJHA3HAYEH NPOAYKTbT

T'oBena u tenera:

- 3abonsgBaHUs Ha IUXaTeliHaTa cucTeMa, npuunHenn ot Mycoplasma spp. Corynebacterium pyogenes;

- Merputu, npuunnenu ot Corynebacterium pyogenes;
- MactuTh, npuanHenn ot Streptococcus u Staphylococcus spp.

[Ipacera:

- Ipu aptpuTH, npuanHenu ot Mycoplasma hyosynoviae u Staphylococcus spp.;
- [Tuesmonuu, npuuurenu ot Mycoplasma spp. u Corynebacterium pyogenes;

- Yeprenka, npuanHena ot Erysipelothrix rhusiopathiae;

- luzenrepwusi, aconmupana ¢ Treponema hyodysenteriae.

Kyuera u koTKu:
- [Ipu neyenne Ha MUKOIUIA3MEHN UH(EKINH.

3.3 IIporuBonoxazanus

I[a HC CC HU3IOJ3Ba IPU CBPBXYYBCTBUTCIIHOCT KBM AKTUBHOTO BCHICCTBO WM KbM

IIOMOIIHHUTEC BCUICCTBA.

3.4 CrnenmaJHu npexynpexIeHus

HAKOHM OT



Hsawma.
3.5 CrnenuanaHu nMpeana3Hyu MePKH Npu ynorpeda

Croenmanny IOpeamasHd MepKH 3a 0Oe3omacHa ymoTpeda IpH BUIOBETE KMBOTHHU, 34 KOHTO €
npenraszHadeH BJIII:

Vnorpebara Ha npoJyKkTa TpsiOBa Jja ce OCHOBaBa Ha UACHTU(ULMPAHE U TECTBAHE 33 UyBCTBUTEIIHOCT
Ha ueneBusA(Te) martoreH(u). AKO TOBa HE € BB3MOXHO, JICUEHHETO TpsOBa Ja ce OCHOBaBa Ha
eNMAEMHOJIOTHYHAa MH(GOpPMAays W TO3HAHUS 32 YyBCTBHTEIHOCTTAa Ha MEJICBHTE MATOTCHH HA
MECTHO/PETMOHAIHO HUBO. YTIOTpebaTa Ha MPOAYKTa TpsOBa Aa Ob/ie B CHOTBETCTBHE C OQHUILIMATHUTE,
HAIMOHAJHHA U PETUOHAIIHU aHTUMUKPOOHHU TIOJIUTHKH.

Crenpaidy NpeAIa3sHd MEPKHM 3a JIMIATa, OPWIAralld BETEPUHAPHUS JIEKAPCTBEH IIPOJYKT Ha
>KUBOTHHUTE:

He e npunoxxumo.

CHG]_[I/IaJIHI/I OpeanasHy MCPKHU 3a 3allTa Ha OKOJIHATa cpcaa:

He e mpunoxxumo.

3.6 He6aaronpusTHu peakuuu

IIpacera.

Heompenenena gecrora (ot HammuauTe | OTOK, CHPOEK, OTOK HA PEKTAIHATA JIMTABHIIA U JIEKO
JaHHM He MO)Ke Ja ObJe HamlpaBeHa | M3MajaHe Ha aHyca. Moxe jJa ce HaO/oaaBa ThKaHHA
OIICHKA) peaxiusi.

CT>06H_[aBaHeTO Ha HeGHaFOHpI/IHTHI/I PpCaKknum € BaXHO. ToBa mo3BoJIsiBa HEMPEKHCHAT MOHHUTOPUHT Ha
0e30ImacHOCTTa Ha BCTCPUHAPHUA JICKAPCTBCH NPOAYKT. CT>O6H_IGHI/I$ITa Tpﬁ6Ba Ja Cc¢ u3Ipaniart, 3a
MNPEANTIOYNTAHE YPE3 BETCPUHAPCH JICKAp, WKW Ha MPUTCIKATECIIA Ha pa3pCIICHUCTO 3a ThbProBUsA WU HaA
MCCTHUA MYy NMPEACTABUTEI, NJIM HA HALTMOHAJTHUA KOMIIECTCHTCH OpraH 4pe3 HallMOHaJIHAaTa CUCTEMA 3a
C’LO6H_IaBaHe. 3a ChbOTBETHUTE JaHHU 3a Bpb3Ka BUKTEC JIMCTOBKATA.

3.7 Ynotpeda mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WM sliilleHOCeHe
Moske J1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT M JIAKTaIlHs.

3.8 B3aumopaeiicTBue ¢ Apyru BeTePUHAPHU JIEKAPCTBEHM MPOAYKTH U APYyru ¢popMu Ha
B3aHMOJeHCTBHE

TWII03UMHBT € aHTAarOHHUCT HaA TIICHUIIUJIINHU 1 Heq)aJ'IOCHOpI/IHI/I.
3.9 Hauyun Ha npuiiokeHHe U 103MPOBKA

WHTpamMycKyITHO HITH TTOJIKOKHO TIPHIIOKEHHE.

[Ipacera: 2,5 ml/50 kg T.M 1HEBHO, B IPOIbIDKEHUE HA 3 THU.

l'oBena: 3-5 ml/100 kg T.M qHEBHO, B TpoabinkeHne Ha 3-5 mHu. la He ce mHkeKkTupa moseue ot 15 ml
B €JIHO MSICTO.

Tenera: 1,5-2 ml/50 kg T.m 1HEBHO, B IpOIbIDKEHUE HA 3-5 THMU.



Kydera u xotku: 0,5-1ml/10 kg T.M 1HEBHO, B IPOAB/DKEHUE Ha 3-5 IHU.
3a rapaHTHpaHe Ha MpaBUJIHA JO3MPOBKA TelecHaTa Maca TpsOBa Ja ce ONpeAeid Bb3MOXKHO Hai-
TOYHO.

3.10 CumnroMu Ha mpeao3upaHe (M KOraTo e NPUJIOKHUMO — MPOLEAYPH HA JelicTBHE NMPH
CHEIHY CIyYad U AHTHIO0TH)

He ce nHaGmoaBaT npyru HEOIAaronpUATHN PEeaKIiK, OCBEH OMUCAHUTE B T.3.6.

3.11 CpenmajiHu orpaHuyYeHusi 3a ynorpeéa u cHeNUHAJIHU YCJIOBHS 3a YNoTpeoda,
BKJIIOYHTEIHO OIrPAHHYEeHHMs 3a yHoTpedaTa Ha AHTHUMHMKPOOHH M TNPOTHBOMAPA3ZMTHH
BeTEPHHAPHU JIEKAPCTBEHM MPOAYKTH, € LeJT Ja ce OrpaHuYM PHCKBT OT Ppa3BUTHE HA
Pe3UCTEHTHOCT

3a pUIIOKEHHE CaMo OT BETePHHAPEH JIeKap.
3.12 KapeHTHH CpOKOBe

IIpacera:

Meco u BbTpemHu opranu: 20 1Hu.
I'oBena:

Meco u BbTpELIHU Opranu: 27 THU.
Musko: 96 gaca.

4, DAPMAKOJIOTHYHA HHO®OPMALIUSA
4.1 BeTrepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4deH kox (ATCvet Code): QJO1FA90.
4.2 dapMaKoANHAMHKA

Tuno3uHbBT [ MaKpOJUICH aHTI/I6I/IOTI/IK, AdKTHBCH TJIAaBHO cpemy T PaM-IIOJIOKUTCITHU
MHUKpOOpraHu3Mu, Ho cbiio u cpemty Mycoplasma, Erysipelothrix, Spirochaetes, Corynebacterium u
HAKOH FpaM-OTpl/ILIaTGIIHI/I MHKPOOPraHU3MHU.

4.3 DapMaKOKMHETHKA

Cien MHTpPaMyCKYJIHO NpPWIOXKEHHE, Obp30 ce nocturar epeKTHMBHM HHMBa B KpbBTa (1-2 uyaca).
THuno3uHBT MHOTO JTIOOpE MPOHKUKBA U c€ pa3npeziess B ThKaHUTE B TSUIOTO, C M3KIIIOYCHUE MOXKE OM Ha
MO3bYHATa ThKaH. Bpemero 3a enuMuHupane ot oprannsma t's e mexxay 3-6 yaca 3a roBefia, a 3a CBUHE
1.6 n 3.6 yaca. TWIO3HHBT C€ YCTaHOBSIBA B MO-BUCOKM KOHLIEHTPAMU B MIISIKOTO, OTKOJIKOTO B
IU1a3MaTa, KOeTo I'0 MPaBy MOAXOMANI 3a JIeUCHHE Ha MACTUTH, IPUYMHEHH OT Streptococcus spp. wiun
S. aureus. B ThkaHuTe Ha OenuTe APOOOBE KOHICHTpAIMsITa Ha THJIO3MH HajaBUINaBa Haa 10 mbTH
KOHIIGHTpalMsiTa My B IJIa3Mara, KOETO € MOJXOJSAII0 YCIOBHE NpHU JIeYeHHE Ha IMHEBMOTHYHH
MUKOIIa3MeHn HH(pekuun. CBbp3BaHETO MYy C IUTa3MEHHUTE NpoTerHu € okoyio 40%. Tuno3unsT ce
€KCKpeTHUpa IIaBHO B ypHHATA.

5. DAPMAIIEBTUYHU JAHHHU
51 OCHOBHH HECHBBMECTHMOCTH
He ca uzBectHu.

5.2 Cpok Ha rogHocT



Cpok Ha TOHOCT Ha KpaiHUs BETCPUHAPCH JICKAPCTBEH MPOYKT: 2 TOIUHHU.
Cpok Ha TOAHOCT CJell IIbPBO OTBapsSHE Ha IThPBUYHATA OMAKOBKA: 28 ITHU MpH ChXpPaHCHHE B
xmanumauk (2 °C — 8 °C).

5.3 CrnenyaJ Hu yCJIOBHS 32 CbXpPaHeHue

Ja ce cpxpansBa mmpu Temnepatypa mox 25 °C.
Jla ce ma3u OT mpsika CITbHYEBA CBETIIMHA.

Jla ce chxpaHsiBa B OpUTHHAIHATA OMAKOBKA.
Jla He ce oXJIaK/aa WK 3aMpassiBa.

5.4 Bua v ¢cbcTaB Ha MBPBHYHATA ONMAKOBKA

Kexnmubapenu, cunmukonusupanu crekieHd ¢uakonu tum I ot 100 ml, ¢ OyTuirymena 3amymanka u
eTHOKpaTHA aJlyMHHHUEBA Kallayka.

55 CrnenuajaHu MepKH 32 YHHII0KABAHEe HA HEM3MOJI3BAHN MPOAYKTH HJIU OCTATHIH OT THAX

BerepunapHUTE JIEKapCTBEHU MPOJIYKTH HE TpsOBa Ja ObJAT W3XBBPJISHU Ype3 OTIATHU BOJHU WU
OUTOBHU OTIIAIBIIN.

Wznonsgaiite mporpaMud 3a BpbBIIaHE NPU YHHUIIOKABAHETO HA HEHM3IMOJI3BAHU BETECPUHAPHU
JICKAPCTBCHU MPOAYKTH WJIM OCTAThIM OT TSIX B CHOTBETCTBHE C W3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCHUYKHM HAI[MOHAIHU CHCTEMHU 3a ChOWpaHe, NMPWIOKHMHU 3a ChOTBETHUS
BETEPUHAPCH JIEKAPCTBEH MPOAYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUS

Alfasan Nederland B.V.

1. HOMEP HA PASPELIEHUETO 3A ThPI'OBUS
0022-1842
8. JATA HA II'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO M3AaBaHE Ha pa3pelIeHueTo 3a Teprosus: 23/08/2012



9, JIATA HA MOCJIEJHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA

12/2025

10. KIJACU®PUKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHM ITPOAYKTHU

I[a CC OTITYCKa CaMO II0 JICKApCKO MpeAIruCcaHue.

20.1.2026 1.
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[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLINA KB/IM
Signed by: KRASIMIR YANKOV ZLATKOV




