JMCTOBKA

1. HaumeHoBaHMe HA BeTEPUHAPHUS J€KAPCTBEH MPOAYKT

Tumnoznn 20% WHXEKITMOHEH pa3TBOp 3a TOBEMA, IIpaceTa, KydeTa U KOTKH

2. CbcTaB

Bcexu ml ot pa3TBopa chabpika:
Tylosin (kxaro tartarate) 200 mg BP

ITomornau BemecTBa:
Benzyl alcohol
Sodium metabisulphite
Disodium edetate
Sodium citrate
Propyleneglycol
Water for injections

3. Bupnogse ;kuBOTHH, 32 KOUTO € npeaHasHayed BJIII

T'oBena, mpacera, KyueTa U KOTKH.

. tall

4. Iloka3anus 3a ynorpeoda

FOBC,I[a n TCJICTA:

- 3a0onsiBaHUsI Ha TUXarTenHara cucreMa, npuuraern ot Mycoplasma spp. Corynebacterium pyogenes.

- Merpuru, npuunnaenu ot Corynebacterium pyogenes;
- Macruth, npuuraeHn ot Streptococcus u Staphylococcus spp.

IIpacera:

- Ipu aptputH, npuanHenu ot Mycoplasma hyosynoviae u Staphylococcus spp.;
- [Tuesmonuu, npuunrenu or Mycoplasma spp. u Corynebacterium pyogenes;

- Uepsenka, npuanHena ot Erysipelothrix rhusiopathiae;
- Iuzenrepust, aconuupana ¢ Treponema hyodysenteriae.

Kyuera u koTKu:
- [Ipu nevyenre Ha MUKOTUTa3MEHN UH(EKITNH.

5. IIpoTuBONOKA3aAHUA

I[a HC CC HU3IIOJ3Ba IPU CBPBXYYBCTBUTCIIHOCT KBM AKTUBHOTO BCIICCTBO

IIOMOIIHHUTEC BCUICCTBA.

HWIN KbM HAIKOH OT



6. CrnenyaJHu npeaynpexRIeHus

CrnenmanHy Mpeana3Hu MepKH 3a 0Oe3omacHa ymorpeda IpW BHUIOBETE XKUBOTHH, 33 KOHWTO €
npennaszHayeH BJIIT:

Ynorpebara Ha IpoayKTa TpsAOBA Ja e OCHOBaBa Ha HICHTH(HUIIMPAHE U TECTBAHE 32 YYBCTBUTEITHOCT
Ha meneBus(Te) matoreH(M). AKO TOBa HE € BB3MOXKHO, JICUCHHETO TPsSOBa Ja ce OCHOBaBa Ha
eNUIeMUONIOTHYHa WH(GOpPMAINs ¥ TO3HAHUS 3a YyBCTBUTEIHOCTTA HA IIETIEBUTE IATOTEHH Ha
MECTHO/PETHOHAITHO HUBO. YTIOTpebaTa Ha MpoayKTa TpsiOBa a ObJie B ChOTBETCTBHUE C O(UITUATHUTE,
HAI[MOHAJHH U PETUOHAIIHA aHTHMUKPOOHU TIOJUTHKH.

CrienmaiiHy Ipena3Hu MEPKH, KOUTO TPsIOBa /1a B3EMe JTUIIETO, IPHUJIAralio BeTepHHAPHHS JIEKAPCTBEH
MPOJYKT HA )KUBOTHHTE!

He e npunoxxumo.

BpeMeHHOCT M TaKTaIus.
Moske ia ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIlysl.

BsanMoielicTBrE ¢ IpyIru BETEPUHAPHU JEKAPCTBEHN IPOAYKTH U APYTH POPMHU HA B3aUMOEIHCTBHUE:
THIO3UHBT € AHTATOHUCT Ha TICHUILIMIVHU U 11e()aioCTIOpUHU

[Ipenosupane:
He ce nabmomaBaT npyru HEOIAaronpuATHN PEeaKIMH, OCBEH OMUCAHUTE B T. 7

OCHOBHM HECHEBMECTUMOCTH.
He ca u3BecTHH.

7. He6aaronpusTHu peakuuu

IIpacera.

Heomnpenenena yectora (ot Hamuunute | OTOK, ChbpOEkK, OTOK HA PEKTATHATA JIMTABUIIA U JIEKO
JAaHHU HEe MOXe Ja ObJe HampaBeHa | M3lajaHe Ha aHyca. Moxe Ja ce HaOo1aBa ThKaHHA
OTICHKA) peaKIms.

Cpo0IIaBaHeTo Ha HEOIArOMPHUSITHHA PEaKIMH € BakHO. TOBa 103BOJIsIBA HEMIPEKbCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha MPOAyKTa. AKO 3a0eNe)KUTe HIKAKBU HEOIArONPHUSATHH PEaKIUH, BKIIOUUTEIHO U
TAaKMBa, KOUTO HE Ca ONKCAHM B Ta3W JIMCTOBKA MIIM MUCIIUTE, Y€ BETEPHHAPHHS JICKAPCTBEH TPOLYKT
He JelcTBa, CBbpIKETE ce IBbPBO C Barums BeTepuHapeH Jiekap. MokeTe CbIIO Aa ChoOIIaBaTe
He6HaFOHpI/IﬂTHI/I PCAKIMHA Ha IIPUTEKATEIIA Ha PA3PCHICHUETO 3a ThbPTOBUA WJIW MECTHUA MMPEACTABUTEIL
Ha TIPUTEKATENS Ha Pa3PEIICHUETO 32 ThPrOBHsI, KATO M3I0JI3BATE JIAHHUTE 32 KOHTAKT B Kpasi Ha Ta3u
JMCTOBKA WK upe3 Bamara HanmoHaiHa cucteMa 3a chobmasane: https://kvmp.bfsa.bg/

8. I[OSI/IPOBKZI 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO HA MPUJTIO0KCHHUE

WHTpamMycKyTHO HITH ITOJIKOKHO HPUIIOKEHHE.

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

loBena: 3-5 ml/100 kg T.M qHEBHO, B Ipoab/bKeHKe Ha 3-5 qHu. Jla He ce MHKEKTUpa moBeue oT 15 ml
B €JIHO MSICTO.

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

Kyuera u xotku: 0,5-1ml/10 kg T.M nHEBHO, B IpoABIDKEHUE HA 3-5 THU.


https://kvmp.bfsa.bg/

9. CbBeTH 32 IPaBUJHOTO MPUJIATAaHE HA MPOAYKTA

3a rapaHTUpaHE Ha MMpaBWJIHA JO3UPOBKaA TCJIECHATA Maca TpiI6Ba Ja C€ onpeacin Bb3MOXKHO Hai-
TOYHO.

10. KapenTHn cpoxoBe

IIpacera

Meco u BbTpentnu opranu: 20 qHU.
I'oBena

Meco u BBTpEITHU OpTaHu: 27 THU.
Misko: 96 daca.

11. CrnenuanaHu ycJIOBHUS 32 ChbXpPaHeHue

Ja ce cbxpaHsiBa fajed OT IOIJIeAa U Ha HEJOCTBIIHU 32 JIeLa MECTa.

Ja ce cpxpansBa mmpu Temneparypa moxa 25 “C.

Ja ce nasu oT npsika cIbHYEBA CBETJIMHA.

Ja ce cbXpaHsiBa B OpUTHHAIHATA ONIAKOBKA.

[a He ce oxJyiaxaa Wid 3aMpa3siBa.

Cpok Ha TOAHOCT ciliell IbPBO OTBAapsSHE Ha MbPBUYHATA ONAKOBKA: 28 IHU NpPU CbXpPAaHEHUE B
xnaauiauk (2 °C -8 °C).

Jla He ce U310JI13Ba TO3U BETEPUHAPEH JICKAPCTBEH MPOAYKT CIIE U3THYaHE CPOKA HA TOJHOCT, TIOCOYEH
BBPXY CTHUKETA .

12. CrneuuajaHu NpeaNna3sHu MePKH NPU YHUIIOKABAHE

BerepunapHuTe ekapcTBEHH NPOAYKTH HE TpsOBa a ObAAT M3XBBPIISIHU Ype3 OTHaIHU BOJH WK
OUTOBHU OTIIAIBIIN.

W3non3Baiite mnporpaMu 3a BpbBIIAHE IPU YHUIIOXKABAHETO HA HEW3IIOJI3BAHM BETEPUHAPHU
JIEKAPCTBEHHU MPOAYKTH WM OCTATBLUM OT TSIX B CHOTBETCTBHE C W3UCKBAHMSITA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHYKM NPWIOKHMH HAIlMOHAJIHW CHCTEMM 3a chOupane. Te3m mepku mie
ITOMOTHAT 3a Olla3BaHe Ha OKOJIHATA CPeAa.

ITonuraiite Bamus BeTepUHapeH JeKap Kak Ja YHMILOXKHUTE HEHYKHU BETEPUHAPHU JIEKAPCTBEHU
HPOIYKTH.

13. Knacudukauus Ha BeTepuHAPHHUTE JIeKAPCTBEHU MPOAYKTH
Jla ce oTITycka camo 10 JIEKapcKO MpeArucaHme.

14. Homepa na pa3penieHueTo 3a THProBusi H pa3Mepu ONAKOBKH
0022-1842

®nakon ot 100 ml.

15. JlaTa Ha MOCJIeAHATA PeJAKIUs HA TEKCTa
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[Moapo6Ha nrdopmalys 3a TO31 BETEPHHAPESH JICKAPCTBEH MPOILYKT MOXKE /]a HAMEPUTE B 0a3ara JaHHH
Ha Cnro3a orHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).



16. JlaHHHU 3a BpBb3Ka

IIpuTexxaren Ha pa3peIIeHUETO 32 ThPTrOBHSI:

Alfasan Nederland B.V.
Kuipersweg 9

3449 JA Woerden

The Netherlands

IIponsBoauTEN, OTTOBAPSIILL 38 OCBOOOKIABAHETO HA MTAPTUIH:

Alfasan International B.V.
Kuipersweg 9

3449 JA Woerden

The Netherlands

MectHu npeaACTaBUTCIN U JaHHU 3a BPb3Ka 3a C’LO6I]_[aBaHC Ha mpeamnoiaracMu HC6HaFOHpHHTHI/I
peakuuu:

ALFAPHARM - 2025 LTD
I'p. XackoBo

Byn. OcBoboxnenue 57

Ten. 00359 38 624841

en. noma: info@alfapharm.bg

3a BcskakBa MH(OPMALMs OTHOCHO TO3HM BETEPHHApPEH JIEKAPCTBEH MPOLYKT, MOJIS, CBBPXKETE CE C
MECTHHUS NIPEJICTABUTEI Ha IPUTEKATENSI Ha Pa3peIIeHNETO 32 ThPrOBHA.

2.2.2026 .
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[-P KPACUMWP 3/IATKOB
OWPEKTOP HA ANPEKLINA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV




