KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEHIEHHUE 3A ThPI'OBUS HA BJIII Ne 0022-2010
1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

OXYVET 50 mg/ml solution for injection / OKCHUBET 50 mg/ml umkeKkinoHeH pa3TBop

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
OXYVET 50 mg/ml uHXeKIIMOHEH Pa3TBOpP ChIbPKA:
AKTHBHM BellleCTBA:

oxytetracycline hydrochloride 50 mg/ml

ITomo1xHHu BemiecTnBa:

KadecTBeH CbCTaB Ha IOMOIIHUTE
BellleCTBA U IPYTUTE CbCTABKM
Hatpues dhopmannexu cyndokcuaar
MarHe3ueB XJIOpHJT XeKcaxuapar
MonoeTaHOJIaMUH

Bopa 3a umxekimmn
IIponuyieHr UKo q.S.

Buctbp, TBMHO XBJITOKA(SAB pa3TBOP.

3. KINMHUYHA UHOOPMALIUS

3.1 Bunose :kMBOTHH, 32 KOUTO € npeaHaznayen BJIIT

l'oBena, cBuHe, OBIIE, KO3H, Ky4eTa ¥ KOTKH.

3.2 IMoka3zanus 3a ynorpe6a 3a BceKH BU/I KUBOTHH, 32 KOITO € MpeIHa3HAYeH MPOAYKTHT

3a jeyeHre U KOHTPOJI Ha 3200 sIBaHUS, IPUYMHEHH OT YyBCTBUTEIIHU KbM OKCUTETPALUKINH
MUKpoopranu3mMu. OKCUTETPaUMKINHBT € eeKkTuBeH cpeuty I 'pam-nionoxutenau u ['pam-
OTpHIIATETTHH OAKTEPHH, HIKON €AHOKJICTHYHH OPTaHM3MH, PUKETCHU, MAKOILIA3MH U XJIaMUJINH.
[IpenopbuBa ce mpunaraseTo My cpemty MHGQEKIUH Ha XpaHOCMUJIATeIHATa, PECIMpaTopHaTa u
YpOreHHUTAIHATa CUCTEMH U TIPH CENTULEMHS.

TIoBena: akTnHOOANIMIIO32, YCTPEN, THEBMOHUS, TACTHOPENI03a, MACTUT, METPHUT, KOTHOAIII03a.
CBuHe: YepBEHKA, METPUT-MACTHUT-araJIakCUsl CHHIIPOM, BTOPUYHH MH(EKIIMU B CIIC/ICTBHE
€H300THYHA THEBMOHUSI.

OBue U KO3M: ITyeprepaaHd HHPEKINN, MACTUT, THEBMOHHS.

Ky4era un KoTKHU: pecliupaTOpHU, YPOTSHUTAIHU U TACTPOUHTECTUHATHA UH(EKIINH, CENTUIICMUSI.

3.3 IIporuBonoxka3zanus

213 HE C€ MU3M0JI3Ba IMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHOTO BEIIECCTBO WUJIN KbM HSIKO@(I/I) oT
IIOMOIIIHHUTEC BCUICCTBA.

3.4 CrnenuajaHu npeaynpexieHus

I[a HC CC IIpujiara UHTPABCHO3HO IIPU Ky4€Ta U KOTKH.
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3.5 CrnenuanaHu nMpeana3Hyu MEPKH NpH ynorpeoda

Croenuanany npeana3Hyu MEPKH 3a Oe3omacHa ynoTpeba IpH BUIOBETE KUBOTHH, 3a KOUTO €
npenrasznaden BJIII:

VYnotpebara Ha BeTepHHApHUsI JIEKapCTBEH MPOIYKT TPpsiOBa 1a ce OCHOBaBa Ha TECT 3a
YYBCTBUTEITHOCT Ha OaKTEPHUUTE, U30JMPAHH OT )KUBOTHOTO. AKO TOBa HE € BE3MOXKHO, JICYEHHETO
TpsIOBa J]a ce OCHOBaBa HAa MECTHA (PETHOHATHA M Ha HUBO (hepMa) SITUAEMHOIOTHIHA HH(HOPMATIHS
OTHOCHO YyBCTBUTEIHOCTTA HA MPHIICTHUTE OAKTEPUH, KAKTO U JIa CE B3eMaT 110]] BHUMaHUE
o(HIIMaTHITE ¥ HAIIMOHAJHA aHTUMHUKPOOHH MOJIUTHKH.

VYrnotpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOJYKT, KOATO CE OTKIIOHSBA OT YKA3aHUATA, TOCOUYCHH B
KXTI, moxe na g0Be/e 10 HEYCIeX Ha JICUCHHUETO U Jia MTOBUINY PAa3NPOCTPAHCHUETO HA OaKTepHH,
PE3UCTECHTHU KbM OKCHTETPAIIUKIINH U Ja HaMaJd e()UKACHOCTTA OT JICYCHUETO C IPYTH aHTUOMOTHIIH
MopaJiv MOTEHIMANa 32 KPhCTOCAHA PE3UCTCHTHOCT.

Crenyaisay opeana3sHii MEPKHU, KOUTO TpsiOBa 1a B3EME JIMIIETO, IPUIArall0 BETEPUHAPHUS
JIEKAPCTBEH IIPOJYKT Ha KMBOTHHUTE:

He e npuinoxxumo.

Crenuanaiy npeana3Hy MEPKH 3a 3aIMTa Ha OKOJIHATA Cpeaa:

He e npuinoxxumo.
3.6 He6aaronpusTHu peakuuu

l'oBena, cBuHe, OBIlE, KO3H, KydeTa i KOTKU:

Mmuoro penku Peakuuy Ha CBPbX4yBCTBHTEIHOCT
(mo-manko ot 1 Ha 10 000 TpeTupanu
’KUBOTHH, BKJIIOUUTEIHO U30JIMPAHU

CHOOIICHU):

C neonpeneneHa yectoTa (He Moke a | IIpomsHa B I[BeTa Ha 360MTE M KOCTHTE?
Ob/Jie ompe/ieNieHa OT HATUYHUTE Peakuus B MACTOTO Ha MHKEKTHpaHe®
JTAHHH)

Moske 1a M3MCKBAT IMOIXO/SII0 CUMITOMATHYHO JICUCHHE.

’To BpeMe Ha Pa3BUTHETO HA 30MTE U KOCTHTE NP MJIAJM )KUBOTHH, BKIIIOUUTEIIHO [0 BpEME Ha
OpeMeHHOCT.

%Jlexa n npexozHa.

CT>06H_[aBaHeTO Ha HeGHaFOHpI/IHTHI/I PpCaKknum € BaXKHO. Tora no3BossBa HCMIPEKBCHAT MOHUTOPUHI HAa
0e30IMacHOCTTa Ha BCTCpUHAPHUS JICKAPCTBCH IIPOAYKT. C’BO6H_IGHI/IHT3 TpH6Ba Ja C€ u3npamiar, 3a
MNpEANTOYNTAHE YPE3 BETCPHUHAPECH JICKAP, WM Ha IPUTECIKATCIIA HA pa3spClI€CHUCTO 3a ThbpTrOBUA UJIX Ha
MCCTHHUA MY NPCACTABUTEI, NJIM HA HAIVMOHAJTHUA KOMIICTCHTCH OpraH 4Ype€3 HallMOHAJIHaTa CUCTEMaA 3a
C’LO6H_IaBaHe. 3a ChbOTBETHUTE JaHHU 3a Bpb3Ka BUKTEC JIMCTOBKATA.

3.7 Ynotpeda mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe

bpemenHocT:
HpnnaraHeTo Ha TeTpaIII/IKJ'II/IHI/I 10 BpeMe Ha paSBI/ITI/IeTO Ha 3’b6I/ITe, BKJIIFOUUTCIIHO B Har[penHana

OpEMEHHOCT, MOXeE J]a IOBEJIE /IO TIPOMSHA B I[BETA M.

3.8 B3aumoneiicTBue ¢ APYrv BeTePHHAPHH JIEKAPCTBEHU NPOAYKTH U APYrH ¢GopmMHu Ha
B3auUMoOJelcTBHE
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TerpanukiuHUTE ce CBHP3BAT U MPEIUITUTHPAT KATO HEPA3TBOPUMH KBJITH COIH BBPXY OCH(DUITHPAIITI
TBHKaHHU - KOCTH U 360U, MPESTU3BUKBAMKH TIPOMSIHA B IIBETA UM.

3.9 HauyuH Ha npuiioKeHUe U T03MPOBKA

[NapenTepanno npuiarate: IbI00KO HHTPAMYCKYJIHO MIIM HHTPABEHO3HO MPUIIOKECHHE.
OxcuteTpaikIIMH ce npuiara B 1o3u 5 — 10 mg/kg Tenecna maca:

- Tosa choTtBeTcTBa Ha 1 — 2 Ml BetepuHapen siekapcTBen nmpoaykT Ha 10 Kg TenecHa maca
nHeBHO. [Ipy ocTpy ciydan € IpenopbhUUTETHO JIEUSHHETO Ja 3aTI0YHE C MHTPABEHO3HO
npuiIokeHre Ha 2 ml BerepuHapeH siekapcTBeH mpoaykT 10 Kg TerecHa Maca mocieiBaHo ot
MHTpaMyCKyJHO nprioxkenue Ha 1 mI/10 kg TenecHa maca aHEBHO.

[Ipu HHTpaMyCKyJTHO MPUIIOKEHUE HA BETEPUHAPHUS JIEKAPCTBEH NMPOIYKT/IAa HE C€ MHXKEKTUPA B €HO
MsicTo moBeue oT 20 ml npu roeena, 10 ml npu cBuHe 1 6 ml npu oBIIE U KO3H.

HHTpaBeHO3HO TPpsAOBa 1A Ce mpujIara MHOTO OaBHO.

3a rapaHTupaHe Ha IPaBUJIHA JO3UPOBKA TEJIeCHATa Maca TpsiOBa 1a ce onpeesd Bb3MOKHO Haii-
TOYHO.

3.10 CumnTomu Ha mpexo3upaHe (M KOraTo € NPHJIOKUMO — MPOUEAYPH HA JAeiicTBHE MPH
CHELIHU CIy4Yan U AaHTHI0TH)

Hsma nannynra nabOpMAaIys.

3.11 ChenuajaHu orpaHUYeHHs 32 yHoTpeda U CIENMAJHI YCJIOBHUS 32 yoTpeoa,
BKJIIOYHTETHO OTPAHUYEHHS 32 YNoTpedaTa HA AaHTUMHKPOOHH U MPOTHBONMAPA3ZUTHHU
BeTEPHHAPHHU JIEKAPCTBEHH MPOIYKTH, € I[eJI Ia ce OTPAHUYM PUCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cpOoKoOBe

I'oBena, cBuHe, oBLIE, KO3H:
Meco u BbTpEIIHN OpTraHu: 22 THU.

I'oBena, oBIIE, KO3M:
Misiko: 7 nHu.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA

4.1 Berepunapen jiekapcTBeH aHaToMo-TepanesTH4ueH ko (ATCvet Code):
QJO1AA06

4.2 dapMakoANHAMHKA

TeTpanuknuHUTE AEWCTBAT Ype3 MHXUOWPaHE HA TIPOTENHOBHS CHHTE3 Ha BH3IPHUEMUHBUTE
MHUKpPOOpraHu3Mu. TeTpalnkINHATE HAaBIN3aT B KJIEThYHATA IIUTOILUIa3Ma, TPOHUKBANKH TIpe3
BBHILIHATA KJIeThbuHa MeMOpaHa upe3 Audy3us, ¥ npe3 BhTpelIHaTa KjIeThuHa MeMOpaHa upe3 akTUBEH
TpaHcnopt. [I[poHuKHaMM B IUTOMIIa3MaTa TETPALMKINHUTE CE CBbP3BAT HEOOPATHUMO C PEIENTOPHUTE
Ha OakTepuaiiHaTa 30S pub030MHa CyOeMHMIIA, KOETO MPEIOTBPATABA CBBP3BAHETO HA aMHUHOAIHII-
tpancgepupamara PHK kbm akuenroprnoro msicro Ha nadopmanmonna PHK-prubo3omMuns koMIniexc.
ToBa cBpp3BaHe eeKTUBHO NPEeAOTBpaTsIBa JOOABIHETO HA aMUHOKHCEINHU KbM 00pa3yBaliara ce
MeNTHIHA BEpUTa, MHXUOUPAHKN OaKTepHUaTHUS IPOTEUHOB CHHTES.
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OKCHUTETPAIUKIUHBT € IMTUPOKOCIICKThPEH aHTUMHUKPOOESH areHr, eekTuBeH cpenty [ pam-
MOJIOKHUTENHU U [ paM-0TpUIIATEITHH MUKPOOPTaHU3MHU, MUKOIIIIA3MH, XJIAMUJIUU, PUKETCUH U
MPOTO30H.

Haii-uyBcTBUTETHUTE OaKTEpUH KbM TETPAILMKIMHE ca: beta-hemolytic Streptococci, non-hemolytic
Streptococci, Clostridia, Brucella, Haemophilus u Klebsiella.

4.3 DapMaKOKMHETHKA

Crnen pe3opOunsaTa TETPAMKINHUTE HABITU3AT B KPBBHUS TOK, KBAETO CE€ CBHP3BAT C KPHBHHUTE
nporeunu. Cies THTPaMyCKYJIHO MPUIIOKEHHUE, MaKCUMallHa KOHIEHTpAIlUs B KPbBTa CE€ JOCTHUTa
cien 2 waca. OKCUTETPAUKINHEBT JECHO MPEeMIHABa B MIIKOTO. [lopaam ToBa TeparneBTHYHA HUBA B
MJISIKOTO MOTar Ja ObJaT JOCTUTHATH CIIE]] €THOKPATHO WHTPABEHO3HO MpHJIaraHe.

[ToBedeTo TETpalMKINHK CE CKCKPETHPAT Mpe3 ObOPEUHUTE TIIOMEPYJI KaTO U3XOIHHU BEIECTBA WU
TEXHHUTE MeTabOIUTH. MaJIKi KOJIMUYECTBA CE SKCKPETUPAT ITPE3 TaCTPOMHTCCTUHAITHUS TPAKT, Ype3
XKITBYKATA.

5. DPAPMANEBTUYHU JAHHU

51 OCHOBHM HECHLBMECTHMOCTH

TerpanukirHuTe He TPsIOBa Aa ce MpuiIarar eIHOBPEMEHHO C NEHULWIMHY, Le(anocnopuHy, THI03HH,
XJ10paM(eHUKOI (HeMPOJYKTHBHY )KHBOTHH) ¥ XUAPOKOPTH30H.

5.2 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHus BeTepUHAPEH JEeKapCTBEH NMPOIYKT: 2 TOANHHU.
CpoOK Ha TOJHOCT cJel IbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 28 THHU.

5.3 CrneuuajaHu ycJOBHS 32 CbXpaHeHHe
Ha ce cpxpaHnsiBa npu Temreparypa moj 25 °C.
Jla ce cpxpaHsBa Ha CyXO MSCTO.

Jla ce masu OT npsika CITbHYEBA CBETIIMHA.

54 Bl/l)] U CbCTAaB HA MbPBHUYHATA OIIAKOBKaA

Croxitenn (iakonu tun II. daakoHuTe ca 3aTBOPEHU C T'yMEHH 3allyIIAJKH U alyMUHUEBH 3aIUTHA
Karayky.

Pa3smepu Ha omakoBkara:
®akonu ot 50 ml 1 100 ml.
He Bcuuku pasMepH Ha oMakoBKaTa MOraT Jia ObJaT Npe/ijaraHy Ha rnasapa.

55 Cneuna.mm MEPKH 32 YHUIOKABAHEC HA HEU3IOJI3BAHHU MPOAYKTH UJIN OCTATHIHU OT THX

BerepunapHuTe jgekapcTBEHH MPOIYKTH HE TPSOBA J1a ObAAT U3XBBPIISHH Ype3 OTIIATHU BOIM UITH
OHUTOBH OTITAABIIH.

M3non3paiiTe mporpamMu 3a BpbIlIaHE MIPU YHUILOKABAHETO HA HEU3IIOI3BAHU BETEPUHAPHU
JIEKaQpCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B COTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCHIKY HAITMOHATHA CHCTEMU 3a ChOMpaHe, MPUI0KUMHA 32 ChOTBETHHS
BETEpUHAPEH JIEKAPCTBEH MPOTYKT.
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6. HUME HA IIPUTEXXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUSA

PROVET S.A.

7. HOMEP HA PASPEHIEHHUETO 3A ThPI'OBUS

0022-2010

8. JATA HA I'bPBOTO U3JABAHE HA PABPEHIEHUETO 3A ThPI'OBUSI

JlaTa Ha TEPBOTO M3IaBaHE Ha pa3pemieHueTo 3a Teprosus: 19/03/2008

9. JATA HA NOCJEJHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

07/2025

10. KJACUOPUKALINA HA BETEPUHAPHUTE JIEKAPCTBEHU NPOAYKTHU
Ja ce oTirycka caMo I10 JIEKapCKO MPEIITUCAHNUE.

[Honpo6Ha mH(MOpMaIs 32 TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nanau Ha Chro3a otHocHO mipoaykrute (https://medicines.health.europa.eu/veterinary).

9.9.2025 .

X

[-P KPACMMWP 3/1ATKOB
JOVPEKTOP HA AVPEKUNA KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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