JIMCTOBKA

1. HaumeHoBaHNe HA BeTePUHAPHUS JIEKAPCTBEH MPOAYKT

OAPMA3HH 50 nHXeKIMOHEH pa3TBOpP 3a FOBENA, OBIIE, KO3U, CBUHE, KyueTa, KOTKU
2. CncraB

Beexu ml cpappika:

AKTHBHM BellleCTBA:

Tylosin 50 mg

[TouTu Oe3lBETHA 10 XKBJITA TEUHOCT.

3. Bupnose :knBoTHH, 32 KOUTO € npeaHasHaued BJIII

I'oBena, oBIe, KO3U, CBUHE, Ky4eTa, KOTKH.

4. Iloka3zanus 3a ynorpeda

3a neyenue Ha MHMEKIIMO3HN 3a00IIBaHUS HA JMXATSITHUTE ITBTHIIA TIPU TOBEA, OBIIE, KO3H, CBUHE,
KydeTa M KOTKH; TPAaHCIIOPTHA TPECKa, MACTHTH, METPHUTH, HEKPOTHYHM MOJOJIEPMATHUTH, 3apa3Ha
aranakcus (0CTpa U CBpbXocTpa popma), XJTaMUAUATHN a00PTH U MUKOIUTA3MEHH apTPUTH IIPH TOBEA,
OBLIE W KO3W; YEPBEHKA, CH300THYHA ITHEBMOHHMS, XEMOparuiHa JH3CHTEpHs, JIENTOCINpPO3a,
HEKpoTH4eH eHTepuT, MMA-cuHapoMm, aTpodudaeH puHHT (ocTpa ¢opMa), eKCyTaTUBEH CIUACPMUT,
MUKOIIJIa3MEHH, XJIAMHIUATTHH ¥ CTAQHUIOKOKOBH apTPUTH NPU CBUHE; Bh3IMAJIEHHE Ha BHHITHOTO YXO,
JMApUHTUTH, TOH3WJIMTH, METPUTH, UUCTUTH M THOTEHHH JACPMATHUTH TPH KydeTa M KOTKU;
XUPyprudecKky HHPEKITUN 1 BTOPUYHN OaKTepHUaATHUA HH(DEKIUH ITPY BUPYCHU 3a00ISIBAaHHS.

5. IIpoTuBomoKka3zanus

Jla He ce u3Mo3Ba MPU CBPBXYYBCTBUTEITHOCT KbM aKTUBHOTO BEI[ECTBO WIIM KbM JPYTH MaKPOIHIHU
AHTUONOTHIIH.

Jla He ce u3Mo0J13Ba MPH KOHE U IPYTH €THOKOIUTHH (TPETUPAHETO MOXKe Ja Objie ¢ (haTaaHu MOCe UM
BCJIE/ICTBHE TNCOAKTEpHO03a B YepBaTa).

Jla ce u30srea ynorpebara My IpU 3ailld, MOPCKUA CBUHYETA W JAPYTU I'PU3AauYH, Thil KaTO MOXKE Ja
MpPeIM3BUKA TEKKH JUAPHHU, JbJDKAIIM CE HAa CBPBbXPa3MHOKaBaHE HAa HEYYBCTBUTEIIHU KbM tylosin
YpeBHU OAKTEPHUH.

Jla He ce M3M0I3Ba CHbBMECTHO C )KMBH OaKTEpHUAIHA BAKCHUHHU.

6. CrnenmnaJiHu npeaynpe:kIeHus

CrnenuanHy IpeaynpeskIeHuUs:

VYnorpebara Ha BeTepUHAPHHUS JIEKAPCTBEH MPOJIYKT TPsIOBA J1a Ce OCHOBABa HA TECT 332 YyBCTBUTEIHOCT HA
OakTepuuTe, M30JUPaHU OT )KUBOTHOTO. AKO TOBa HE € Bh3MOXKHO, JICYCHHETO TPsOBa J1a ce OCHOBaBa Ha
MecTHa (perruoHallHa B Ha HUBO ()epMa) eMUIeMHOIOrHYHa WH(GOPMAITUS OTHOCHO YyBCTBUTEITHOCTTA HA
TIPUICTHATE OaKTepWH, KAaKTO W Ja C€ B3€MaT I0Jl BHUMaHHE OQHUIIHATHUTE ¥ HAIMOHATHUTE
AHTUMHUKPOOHM TIOJMUTHKH. YTOTpebara Ha BETEPUHAPHUS JICKAPCTBEH IPOIYKT, OTKJIOHSBAIA CE OT
yKa3aHUsTA, JaJICHU B KpaTKaTa XapaKTePUCTHKA, MOXKeE J1a TIOBEAE 10 HEYCIeX Ha JICUEHHUETO U Aa TOBUIIH
pasnpocTpaHeHHETO Ha OAKTepUH, PE3UCTEHTHU KbM tylosin 1 ja HaMaJin e)eKTUBHOCTTA OT JICUSHHETO C
JIpyTH aHTHOMOTHIIM TIOPaaX TMOTEHIHAN 32 KPhCTOCaHA PE3UCTEHTHOCT.

Camo 3a HHTPaMyCKYJIHO NPUIIOKEHUE.




[Ipu moBTOpPHO IpHyIaraHe /ia ce CMEHs MSCTOTO Ha HHXEKTHUpPAHE.

CrielinaJiHy pena3Hy MEPKHU, KOUTO TPIOBa Ja B3eME JIMIIETO, IPIJIAralio BETepUHAPHUS
JICKApCTBEH NPOJYKT HA YKUBOTHHTE:

Jla ce m30sTBa CAMOWHKEKTHPAHE.

[Ipu ciydaiiHo caMOWHXKEKTUPaHe, He3a0aBHO J1a ce MOThPCH MEIUIIMHCKU ChBET, KATO HA JIEKaps ce
MPEOCTaBH JINCTOBKATA UM €THKETa Ha TPOYKTA.

[pu ciyuaitHo pa3vBaHe BbPXY KOXKaTta Jia ce U3MHUe 0OWITHO ChC CallyH U BOJIA.

[Ipu cnyuaitHo NoNaaHe B OYUTE Ja CE U3IUIAKHAT C OOMIIHO KOJMYSCTBO YUCTA Teyalla Boja.

Ha ce u3MusT pblLeTe ciea padoTa ¢ IPOIyKTa.

Tylosin Moxke ma mpeam3BHKa ApazHeHe. MakpoNWIHWTE aHTHOMOTHIH, KaTo tylosin, morar na
MPEIU3BUKAT CBPBHXUYYBCTBUTEIHOCT (ayieprusi) cjell WHXXCKTHpaHe, BAWIIBaHE, MOTIBIIAHE WU
KOHTaKT ¢ KokaTa wiu ouyuTe. CBPBXUYYBCTBUTEIHOCTTA KbM tylosin OM Morja na JoBene [0
KPBCTOCAHH PEAKIIUH C JPYTUTE MAKPOJIUIHI aHTUOUOTHIM WIIK 00paTHO. ATIEPIrUYHUTE PEAKIIUH KbM
TE3W BEIIECTBA MOXKE MOHAKOTa Jia OBbJaT CEPUO3HU U CIICJ0BATEIHO TPOBA JIa ce U30ArBa IUPEKTECH
KOHTAKT.

Xopa ¢ yCTaHOBEHA CBPBXUYBCTBHTEIHOCT KbM tylosin TpsOBa ia n30srBaT KOHTAKT C BETEpUHAPHUS
JICKapCTBEH MPOIYKT.

AKO cJie/T eKCTIO3MIIMS Pa3BHETE CUMIITOMHU KaTO KOXKEeH 00pHB, He3a0aBHO Ja Ce MOTHPCH MEIUIIUHCKH
CBBET, KaTO Ha JieKaps ce MPEeJOCTaBU JIMCTOBKATA WIIM €THKETa Ha MpoaykTa. OTOKBT Ha JIMIETO,
YCTHUTE M OYHMTE WJIM 3aTPyJHEHOTO JWINAHE Ca MO-CEPHO3HU CHUMITOMH W W3UCKBAT CIICIIHA
MEHUIUHCKA TTOMOIII.

BpeMeHHOCT M TaKTaIus.
Moske ia ce mpuara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIlHsl.

B3aumoeiicTBre ¢ Ipyrd BETEPUHAPHY JICKAPCTBEHU MPOJIYKTH M APYTH (OPMU HA B3aMMOJICHCTBUE:
Tylosin e chbBMECTUM ChC CYIPOHAMUIN, CTIEKTHHOMHIINH, TETPALIMKIIUH, CITUPAMUIIMH, TOJIMMHKCHH.
He ce npemnopbuBa €IHOBPEMEHHOTO MPHIOKEHUE Ha tylosin ¢ MEHUIWINHH, ePaTOCIIOPHHUA U
JINHKO3aMUIH (OMACHOCT OT HAMAJICHHE HA aHTHOAKTEpUAIHATA AKTUBHOCT).

IIpenosupane:
CeuHe ¥ Tenera: HHTpaMycKyaHo npuwiokenne Ha 30 mg/Kg T.M. aHeBHO (HaJBHIIABAIIU TPU MIBTH

MaKCHUMalTHaTa MPErnopbUMTENHA 103a) B IPOJBDKCHHE Ha MET JHH HE MPEAN3BHKBA HEOIaronpusiTHA
peaKIuH.
VYcranoBeHo e, ye LDso npu mojkoxkHO nHKeKkTupane Ha tylosin npu mutku e >2500 mg/kg t.m.

OCHOBHH HECHBMECTUMOCTH:
[a He ce cMecBa ¢ IpyTru HHXKEKITMOHHY Pa3TBOPH, Thil KATO TOBA MOXKE Ja TOBEAC 10 MPEIUITUTAIIH
Ha aKTUBHOTO BEIIECTBO.

7. HebaaronpusiTHu peakuun

T'oBena, oBIIE, KO3H:
He ca usBecTHH.

CauHe:
Penku Eputema, cwpbex, nuapus, eaem Ha
1
(1 mo 10 ua 10 000 TpeTnpaHu >KUBOTHH): PCKTaIHaTa MyKO3a 1 M3MaZIaHE Ha aHyCa

! HpeK’bCBaHe Ha TPETUPAHETO BOAU 10 61:1:)30 BB3CTaHOBABAHEC, 0e3 H€06XOHI/IMOCT OT TCpaneBTUYHA HaMecCa.

Kyuera, koTKH:



Heycranosena uectora (He MOXe 1a Oble Jlumica Ha aneTuT, quapwusi, 00JIE3HEH OTOK Ha

THKaHUTE B MECTATa HA HHHKCKTHPAHE
olpejiesieHa OT HAJTMYHHUTE TaHHH)

CroOmaBaneTo Ha HEOJATOPUATHH PEAKIINH € BaKHO. ToBa MO3BOJISBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha MPOAYKTA. AKO 3a0ClIe)KUTe HIKAKBH HEOJArONMPUATHU PEaKIUH, BKIFOUUTEIHO U
TaKuBa, KOUTO HE Ca OMKCAHU B Ta3H JUCTOBKA WM MUCIUTE, Y€ BETCPUHAPHUIT JIEKAPCTBEH MPOTYKT
He JIeHCTBa, CBBPKETEe ce IMBPBO ¢ Bamms BeTepmHapeH jekap. Mo)keTe ChIO nIa ChoOIaBaTe
HEOJIaronmpHUATHU PEeaKINy Ha MPUTEXKATEIS Ha Pa3pelIeHHeTo 3a ThPTOBHSA, KaTO U3IMOJI3BATE JAHHUTE
3a KOHTAKT B Kpas Ha Ta3W JMCTOBKA WK Ype3 Barara HarmoHanHa cucreMa 3a ChoOIaBaHe:
https://kvmp.bfsa.bg/phv

8. I[ompom(a 34 BCCeKHM BU/ )KUBOTHO, HAYUHHU U METO/1 HA NIPUJIOKCHUE

Hauun Ha npunoxeHue:
Camo 3a HHTPaMyCKYJIHO IPHJIOKEHHE.

2031/1[30131(3:

®apmazuH 50 HHXEKIMOHEH pa3TBOP Ce MpHilara MHTPaMyCKyJIHO, €IHOKPATHO Ha 24 Jaca B CIeIHUTE
JO3H:

Buj :xuBOTHH Jo3upoBka
T'oBena 5 mg/kg t.m. (1.0 ml/10 kg T.m.)
OBIIe ¥ KO3H 10-12 mg/kg T.m. (2.0-2.4 ml/10 kg T.m.)
CeuHe 10 mg/kg .M. (2.0 mI/10 kg 1.m.)
Kydera u koTkH 2-10 mg/kg 1.m. (0.4-2.0 ml/10 kg T.m.)

Tperupanero TpsiOBa 1a MPOIBIDKH o1mle 24 yaca ciief] n34e3BaHe Ha CHMITTOMHUTE Ha 3a00JISIBAHETO, HO
HE MOBeYe OT 5 JHU.

Jla He ce umkekTrpar noseue ot 10 ml B exHo MscTo npu enpu 1 noseue ot S Ml nmpu cpennu u apedHU
xuBoTHU. [Ipu oBue Hax 50 Kg TenecHa maca 00eMbT Ha HHXKEKTHPaHE TPsOBa Ja ce pa3jieliid B 1B
MecTa Ha MHKeKTUpaHe (MakcumyM 2.5 Ml urkeKkinoHeH 00eM B MACTO Ha HHKekTupane). [Ipu cBuHe
He Tps0Ba J1a ce mpuiiara moseve ot 5 Ml B e1HO MSCTO Ha WHXKEKTHPAHE.

9. CbBeTH 32 IPAaBUJIHOTO NMPUJIATaHe HA MPOIYKTA

Camo 3a HHTPaMyCKYJIHO IPHJIOKEHHE.
[Ipu noBTOpHA ynorpeba Ja ce cMeHs MICTOTO Ha MHKEKTHpaHe.

10. KapenTHu cpokoBe

T'oBena:
Meco u BbTpemHu opranu: 21 nxu.
Munsxko: 4 nau.

Cauge:
Meco u BbTpeImHu opranu: 16 nHu.

Oslie:
Meco u BbTpeImHu opranu: 42 1HU.
Musiko: 108 yaca.

Kosu:
Meco u BbTpEIIHN OpTraHu: 8 JHMU.


https://kvmp.bfsa.bg/phv

Misko: 4 nHH.

Kyuera, koTKH:
He e npunoxumo.

11. CrnenyaJ Hu yCJIOBHS 32 CbXpPaHeHue
Jla ce cpxpaHsBa gajied OT IOTJIeia U Ha HEJJOCTBITHY 32 JIela MeCTa.

Ha He ce cpxpansaBa npu Temreparypa naxa 25 °C.
Ja ce ma3u OT npsika CIbHYEBa CBETIHHA.

[la He ce U3MO3Ba TO3U BETEPUHAPEH JEKAPCTBEH MPOAYKT CJIE]] U3THUYAHE CPOKa Ha TOJTHOCT, TOCOYCH
BBpXy eTukera ciex EXp. CpokbT Ha TOAHOCT OTTOBaps Ha MOCIEIHIS IEH OT TO3H MECEII.

Cpok Ha TOAHOCT ciiesl IbPBO OTBapsHE Ha MbPBUYHATA ONAKOBKa: 28 HU.
12. CnenmanHu mpeana3Hu MePKHU NPH YHUIIOKABaHE

BerepunapHuTe JIeKapCTBEHU MPOJIYKTH HE TpsAOBa Ja ObJAT U3XBBPIISIHA Ype3 OTMATHH BOJIU WM
OUTOBHU OTIIAIBIIN.

M3non3Bailte mnporpaMu 3a BpbUIAHE NOpU YHUIIOKABAHETO HAa HEU3NOJA3BaHU BETEPUHAPHU
JICKAPCTBEHW NPONYKTHM WIM OCTaTbUM OT TAX B CBOTBETCTBHE C WM3UCKBAaHMATA HA MECTHOTO
3aKOHO/ATEJICTBO M C BCHYKH TPUIOKUMH HAIMOHATHH CHUCTEMH 3a ChOupaHe. Te3n Mepkd Ie

IIOMOrHaT 3a Oma3BaHC Ha OKOJIHaTa cpcaa.

[NonuTaiite Bammsa BeTepuHapeH jexap Wik (GapManeBT Kak J1a YHUIIOKHUTE HEHY)KHU BETEpPUHAPHH
JIEKapCTBEHU NPOAYKTH.

13. Kuacudukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH
Ja ce oTmycka camo I10 JIEKapcKO MpeAHCaHne.

14. Homepa Ha pa3pelieHHETO 32 THPTOBHUSI U Pa3MepH ONAKOBKH
0022-1674

®APMA3UMH 50 uHXeKIHOHEH pa3TBOp ce mpemiara B crbkieHd ¢uakonu, tum I ot 50 ml u
100 ml, 3aTBOpeHH C TyMEHH Tary, IIOCTABEHH I10 eIH OpOil B KAPTOHEHA KyTHSL.

He Bcuuku pa3mepu Ha OlakOBKaTa MOrat jJa ObJIaT MpejiaraHy Ha masapa.
15. laTa Ha mocJjiegHATA peAaKIUs HA TeKCTa

11/2025

Hoapo6Ha HH(bOpMaHHﬁ 3a TO3U BETCPUHAPCH JICKAPCTBCH NPOAYKT MOKEC 1a HAMCPUTEC B Oasara JaHHU
na Crro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a BpB3Ka

IIpure:xaTen Ha pa3pelIeHUETO 32 THPrOBHUs, ITPOMU3BOIUTEN, OTTOBOPSIIT 3a OCBO60)K}IaBaHeTO Ha
OapTHad ¥ JaHHHW 34 BPB3Ka 3a C’BO6I]_IaBaHe Ha npeéanojaracMmn He6HaFOHDI/IHTHI/I PCaAKIIUU.



https://medicines.health.europa.eu/veterinary
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