KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A ThPT'OBHUS C BJIII Ne 0022-1592

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

OKCI/ITeTpaIII/IKJ'II/IH 10% 3a WHXXEKIIUOHEH Ppa3TBOp 3a roBeJia, CBMHC, KyUucTa U KOTKU
Oxytetracycline 10% solution for injection for cattle, pigs, dogs and cats

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceku ml ot pa3TBopa chabpika:
AKTHBHO BellleCTBO:

Oxytetracycline hydrochloride 100 mg

ITomolHM BelecTBa:

KauecTBeHn CbCTaB Ha IMOMOIIIHUTE
BEIIECTBA U IPYI'UTE CbCTABKHU
Magnesium chloride (hexahydrate)
Mono-ethanolamine

Propylene glycol

Water for injections

WHXeKIIMOHEH pa3TBOP

3. KJIMHUYHA UHOOPMALUA

3.1 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BJIII

l'oBena, cBuHe, KydeTa U KOTKH.

3.2 Iloka3anus 3a ynorpeda 3a BceKM BUJ ;KUBOTHH, 32 KOWTO € MpeIHA3HAYEH NPOAYKTHT

VYnorpebara na Oxcuterpauukin 10% ce npenopbuBa npu HaTMUKE Ha MHPEKIUY IPY CBUHE, TOBE/A,
KydeTa M KOTKH, NMPUYMHEHH OT MHUKPOOPTaHM3MH, UYyBCTBHUTEIHH Ha OKCHTETPALMKIWH MU TIO-
CIIELIUAJIHO IIPU CIIEIHUTE CIydyau:

T'oBena:

- 3a0ossBaHUsl HA JUXaTelHATA CHCTEMa, KaTO ITHEBMOHHUS M CHHJIPOM Ha TPAHCIIOPTHATa TPECKa,
npuunaenn ot Pasteurella spp., Haemophilus spp., Streptococcus spp., Corynebacteria wu
Staphylococcus spp.

- ExreputH, MeTpuTH W HMHQEKIMH HAa YPHHAPHUS TPaKT, NPHYMHEHH OT YYBCTBUTEIHH Ha
OKCHUTCTPAIUKIIMH MUKPOOPTraHU3MHU.

Cause:
- Ilpn nedenne Ha EHTEPWUTH, MHEBMOHHSA W WH(EKINM HA YPUHAPHHUS TPaKT, MPUYUHEHH OT
YYBCTBUTEJIHU Ha OKCUTETPALMKINH MUKPOOPTaHU3MH.

Kyuera u koTKu:
- [Ipn neyenne Ha MHGEKIUH, TPUUMHEHN OT YyBCTBUTEIHH HA OKCUTETPALMKIMH MUKPOOPTaHU3MH.



3.3 IIporuBonoxazanus

Jla He ce u3Mo3Ba 32 MHTPABEHO3HO MPUIIOKCHUE.

Jla He ce W3MON3Ba MPH CBPBXYYBCTBUTEIHOCT KbM AKTHBHOTO BEIECTBO WJIM KbM HSKOH OT
MTOMOIITHUTE BEIIECTBA.

3.4 CnenunaaHu npeaynpexieHus

Hsawma.

3.5 CrnenuaaHu npeana3Hyu MepKH NpH ynorpeoda

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

Vnorpebara Ha npoJyKkTa TpsiOBa Jja ce OCHOBaBa Ha UACHTU(ULIMPAHE U TECTBAHE 32 UyBCTBUTEITHOCT
Ha 1eneBusA(Te) maroreH(). AKO TOBa HE € BB3MOXHO, JICUEHHETO TpsAOBa Ja ce OCHOBaBa Ha
eNMICMHOJIOTHYHA HMH(GOPMAaLUsi U MO3HAHWS 3a YyBCTBUTEIHOCTTA HA IIEJICBUTE IAaTOICHU Ha
MECTHO/PETMOHAIIHO HUBO. YTIOTpebaTa Ha MPOAYKTa TpsiOBa 1a Oblie B CHOTBETCTBHE C O(UIIMATTHHTE,
HallMOHAJIHU U PETHOHATIHU aHTI/IMI/IKpO6HI/I IIOJIMTUKH.

CoenpaiHy NpeAa3sHd MEpPKHM 3a JIMIATa, OpWIAraid BETEpUHAPHUS JIEKAPCTBEH IIPOJYKT Ha
JKUBOTHHUTE:

Xopa ¢ yCTaHOBEHa CBPBXUYBCTBUTEJIHOCT KbM OKCHUTETPALUKIMH TpsAOBa Ja M30SrBaT KOHTAKT C
BETEPUHAPHHUSI JIEKAPCTBEH MPOIYKT.

Crennanany npeana3Hy MEPKH 34 3aIMTa Ha OKOJIHATA CpEeaa:

He e npuinoxxumo.
3.6 Heo6aaronpusTHu peakuun

T'oBena:

MHoro penku OTOK B MSICTOTO Ha MPHUIIOKEHUE HA MPOIYKTA.
(mo-manko ot 1 Ha 10 000 Tperupanu
JKUBOTHH, BKIIOUUTEIHO H30JIMPAHU
CHOOIICHU):

CT>06H_[aBaHeTO Ha HeGHaFOHpI/IHTHI/I PpCaKknum € BaXHO. ToBa mo3BoJsiBa HEMPEKHCHAT MOHHUTOPUHT Ha
0e30ImacHOCTTa Ha BCTCPUHAPHUA JICKAPCTBCH NPOAYKT. CT»O6H.[€HI/I$ITa Tpﬁ6Ba Ja Cc¢ u3Ipaniart, 3a
MNpEANTOYNTAHE YPE3 BETCPUHAPCH JICKAp, WKW Ha IMPUTCIKATEIA Ha paspCIICHUCTO 3a ThProBysd WU Ha
MCCTHUA MYy NPEACTABUTEI, NJIM HA HALTMOHAJTHHA KOMIIECTCHTCH Oprad 4pe3 HallMOHaJIHATa CUCTEMaA 3a
C’LO6H_IaBaHe. 3a ChbOTBETHUTE JaHHU 3a Bpb3Ka BUKTEC JIMCTOBKATA.

3.7 Ynotpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIUs WIH sliilleHOCeHe
Moxe 1a ce mpujiara 1o BpeMe Ha OpeMEeHHOCT.
Ynotpebara Ha TETPAIMKIMHU 10 BpeMe Ha MEpHoAa Ha Pa3BUTHE HA 3H0WTE, BKIIOUUTEIHO U Tpe3

repro/ia Ha KbCHa OPEMEHHOCT, MOXKE /1a JIOBEIE JI0 OI[BETSBAHE HA 3HOHUS eMaiI.

3.8 B3aumoneiictBue ¢ ApyrM BeTepHMHAPHU JEKAPCTBEHH MPOAYKTH M Apyru ¢opmMu Ha
B3auUMoOJeHcTBHE



He ca u3BecTHH.
[a He ce pa3TBaps WU CMECBA C IPYTU MPOIYKTH.

3.9 HauyuH Ha npuiioKeHUe U T03MPOBKA

Camo 32 MHTPaMyCKYJIHO TPHUIIOKCHHE.

T'oena: 5-10 mg/Kg T.M. IHEBHO, B MPOAbDKEHNE Ha 3 IHH.

Temera: 10 mg/Kg T.M. THEBHO, B IIPOIBIKEHHIE Ha 3 [THH.

Ceune: 10 mg/kg 1.M. 1HEBHO, B poab/ukeHne Ha 3 quu. Kyuera u kotku: 2 mg/kg T.M. JHEBHO.

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

He ce nHaGmoaBaT npyru HEOIAronpHUATHN pPEeaKlii, OCBEH OMUCAHUTE B T.3.6.

3.11 CrpoenmajiHu oOrpaHd4YeHuMsi 3a yYnorpeda u CcHeNUAJIHU YCJIOBHS 3a YNoTpeoda,
BKJIIOUHTEJTHO OrpaHUYeHHs] 3a ynorpedaTa HA AHTUMUKPOOHM W TPOTHUBONAPA3ZHUTHH
BeTEPUHAPHH JIEKAPCTBEHHW MNPOAYKTH, € HeJ [Ja ce OrpaHHYH PHCKBT OT Pa3BHTHE HA
Pe3UCTEHTHOCT

3a pHIIOKEHHE CaMo OT BETEPHHAPEH JIeKap.
3.12 KapeHTHH cCpOKOBe

I'oBena u cBuHe:

Meco u BbTpEIIHN OpTraHu: 28 THU.
I'oBena

Munsxko: 3 nau.

4. DPAPMAKOJOI'NMYHA UHO®OPMALIUA
4.1 Berepunapen jexkapcrBeH anatomo-TepanesTuded koja (ATCvet Code): QJ01AAQ06
4.2 dapMakoANHAMHKA

OKCHUTETPaMKIMHBT € aHTUOMOTHK C IIMPOK CHEKThP HAa OAKTEPUOCTATUYHO JeHCTBHE. AKTHBEH €
cpenry I'pam—tionoxurenau u ['paMm—oTpuiiatenind Mukpoopranusmu, kato E. coli, Salmonella spp.,
Pasteurella spp., Brucella spp., Streptococcus spp., Clostridium spp., Haemophilus spp.,
Corinebacterium spp., Anthrax, Staphilococcus spp., Rickettsiae, Mycoplasma spp., Spirochaetes u
Actinomyces. TeTpalUKIMHUTe HHXHOHPAT NPOTEHHOBHUS CHHTE3 HA OAKTEPUHTE KaTO Ce CBHP3BAT M
paspymasat 30 S pubGo3omuTe BEpOATHO Ype3 HAKOJIKO MEXaHW3Ma Ha JIeHCTBME W OCHOBHO dYpe3
cBbp3Bane ¢ amuHoaiwi- TPHK B o6nactra Ha penentopure Ha MPHK-pubo3zomuns komriexc.

4.3 DapMaKOKHHETHKA

Crnen MHTpaMyCKYITHO IPHIIOKEHHUE, 3 HAKOJIKO 9aca OKCUTETPAMKINHBT TOCTUTa MAaKCHMATHATE CH
I1a3MeHH HUBA. ['0NsiMa 9acT OT KOHLIEHTpaluusATa My OCTaBa B KPbBTa B IPOABIDKeHNE Ha 12-24 yaca.
20-50% ot okcuTeTpauMKIMHA CE€ CBBP3Ba C IUIa3MEHUTE NpOTeuHU. Pasnpenens ce MHOro 1o0pe B
ThKaHWUTE, KaTO HA-BUCOKM HUBA JOCTHTAa B OBOpenuTe, YyepHUs JApo0, nanaka u Oenute JpoOoBe.
OKCHUTETPaUMKIMHBT C€ EKCKPETHpa IIIaBHO Ype3 ObOpenuTe.

5. DAPMAINIEBTUYHHU JAHHAN



51 OCHOBHH HECHLBMECTHMOCTH

[Ipu nunca Ha TaHHU 32 CHBMECTUMOCT TO3U BETCPUHAPECH JICKAPCTBEH MPOJYKT HE TPsOBa /a Obie
CMECBaH C APYTH BETEpUHAPHU JIEKAPCTBEHH MTPOAYKTH.

5.2 Cpok Ha roIHOCT

Cpok Ha TOOHOCT Ha KpailHNs BETEPUHAPEH JIEKapCTBEH MPOIYKT: 2 TOAWHHU.
CpoOK Ha TOTHOCT CJel TFPBO OTBApsHE HA MbPBUYHATA OMAKOBKA: 28 THHU.

5.3 CrnenuanaHu ycJI0BHUS 32 ChbXpaHeHue

Ha ce cpxpanspa mpu temnepatypa 8 °C - 15 °C.

Jla ce ma3u OT CBETIMHA.

Ja ce cbxpaHsiBa B OpUTMHAJIHATA OIIAKOBKA.

Jla ce ma3u oT 3aMpB3BaHe.

5.4 Bun u chcTaB HAa MBPBUYHATA ONAKOBKA

®dnakonu o1 kKadsiBo CTHKIIO, THII 11, ¢ uepBeHa ryMeHa 3aImyaika 1 eJHOKpaTHa aTfyMUHIEBa Karnavka
ot 100 ml mu 250 ml.

He Bcuuku pasmepn Ha omakoBKaTa MoraT Jja ObJar npeajaraHy Ha masapa.

5.5 CreuuaaHu MEPKHM 32 YHUILOKABAHE HA HEM3IOJI3BAHM NMPOAYKTH WM OCTATBUH OT THAX
BerepunapHuTe ekapcTBEHH MPOAYKTH HE TpsOBa a ObAAT M3XBBPISHHU Ype3 OTHaTHH BOIH HIIH
OUTOBH OTIIAIBIIH.

Wznon3Baiite mporpamMu 3a BpbLIaHE IPU YHHUIIOXKABAHETO HAa HEHM3IOJI3BAHU BETEPUHAPHU
JIEKApCTBEHW TPOAYKTH WM OCTAaTBLM OT TAX B CHOTBETCTBHE C H3MCKBAHUATA HAa MECTHOTO
3aKOHOJATEJICTBO M C BCHYKM HAIIMOHAJIHU CHUCTEMH 3a ChOWpaHe, MPWIOKUMH 32 CHOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITIPUTEXXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSI

Alfasan Nederland B.V.

7. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUSsI

0022-1592

8. JATA HA MTbPBOTO U3JABAHE HA PASPEHLIEHUETO 3A ThPI'OBUSA

Jlata Ha TBPBOTO M3/aBaHe Ha pasperieHueTo 3a Thprous: 09/06/2011

9. JATA HA NOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
MNPOAYKTA

12/2025

10. KIIACU®OUKALIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU



Jla ce oTImycka camo I10 JICKapCKO MpeIIHCaHue.

[TonpoGua nHpopMaIHs 3a TO3W BETEpUHAPEH JIEKAPCTBEH MTPOIYKT MOXKeE J1a HAMEpHTE B 0a3aTa TaHHU
Ha Cpro3a otHocHO mpoaykrure (https://medicines.health.europa.eu/veterinary).
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Signed by: KRASIMIR YANKOV ZLATKOV



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

