KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
PA3BPEHIEHUME 3A ThPT'OBUSI C BJIII Ne 0022-1720

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

ERYSIN emulsion for injection
EPUCHH vHXEKIINOHHA eMYJICHS

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna mosa (2 ml) ot nHakTHBHpaHaTa BaKCHHA ChIbpPIKa:

AKTHBHM BelleCTBA:

Erysipelothrix rhusiopathiae inact. (3 strains type 2, 1 strain — type 1) RP>1%*

* Otnocurennara aktuBHOCT (RP) e onpenenena upes cpaBHsBaHe ¢ pe)epeHTEH CEpyM IPHUTOTBEH

Yp€3 BaKCHUPAHE HAa MHIIKK C BaKCHHA, C”bO6pa.36Ha C IIPOBOKAIIMOHEH TECT Ha XUBOTHH, 3a KOHUTO
€ Ip€aHa3HauYCHa BaKCUHAaTa.

AJKyBaHU:
Oil adjuvant 0.5 mi

ITomolxHu BeniecTnBAa:

KonunuyecTBeH cbeTaB, ako Ta3u nHGpopmanms e
BaKHA C OIJIe/l HA MPAaBUJIHOTO NMpPHJIaraHe Ha
BeTePUHAPHUS JIeKAPCTBEH NPOAYKT

KauecTBeH chCcTaB Ha MNOMOIIIHUTE
BelleCTBa U IPYIUTE€ CbCTABKH

Formaldehyde solution max. 3.8 mg

Thiomersal 0.2 mg

Physiological solution

3. KINMHUYHA UHOOPMALIUS

3.1 Bwunaose :KUBOTHH, 32 KOUTO e mpeanazHaueH BJIIT

CauHe.

3.2 Tloka3anus 3a ynorpeda 3a BCeKH BU/I JKHBOTHH, 32 KOWTO € MpeHA3HAYEeH MPOAYKTHT
3a UMyHH3alKs Ha CBUHE CPEILy YepBEHKA.

Hauano Ha uMyHHMTETA: ITBJIEH MIMYHHUTET HacThIBa 21 THM Clie]l BAKCHHAIMATA.
[MpoxbrkuTeNHOCT HA UMYHHTETA: 6 Mecera.

3.3 IlporuBomoka3aHus

Jla He ce n3Mno3Ba NpY CBUHE ¢ KIIMHWUYHU MPU3HAIM Ha 3a00JsBaHe, CBUHE MalKK 2 CEIMUIIM MIPEIn
1 4 ceAMHIIN CIIe]] OIIpacBaHe ¥ MPH MpaceTa moJ 8 ceIMUYHa Bb3pacT.

3.4 CneuuajHu npeaynpe:xkaeHust
[a ce BakcMHMpAT camo 3/IpaBU KUBOTHH.
3.5 ChenuajaHu mpeana3sHu MepKH NpH ynorpeoda

Manku (1)I/I6p03HI/I BB3CJIYCTa MOraT CopaJuvHO Aa CC€ MOABAT B MACTOTO HAa HWHIKCKTHUPAHC. Tazu
HN3MCHCHA ThKaH TpH6Ba Aa €€ OTCTpaHU IIpU Iperiic/ia Ha MECOTO HA 3aKJIIAHUTC CBHUHC.
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CrenuanHy  Opeianas’Hd  Mepkd 3a  OesomacHa ymnorpeba IIpH  BUJOBETE JKWUBOTHH, 34  KOWTO
e mpenHasHaueH BJIII:

He e mpuinoxumo.

CrenpanHy Ipeana3sHy MEPKHU 34 JIMIATa, IPUJIaraiiyi BETEpPUHAPHUS JEKAPCTBEH MPOAYKT Ha
JKABOTHHUTE:

3a moTpeburenuTe:

To3um BeTepuHApEeH  JICKApCTBEH  MPOAYKT  ChAbpKAa  MHHEpamHO Mmacio.  CiydaliHOTO
WH)XCKTHPaHE/CAaMOMH)KEKTUPAHEe MOXE Ja TpeAu3BUKA CHUJIHA OOJIKA M TIOJyBaHE, OCOOCHO MpH
WHXKEKTUpPaHE B CTaBa WM NPBCT M B PENIKH CIIyYau € Bb3MOXKHO JIa ce 3aryOu 3acerHaThs MphCT, aKo
HE € OKa3aHa HaBpeMe JIeKapcKa MOMOIL. AKO MO CIy4alfHOCT CTE MHXKEKTHUPAHHU C TO3U BETePUHApPEH
JIEKapCTBEH MPOIYKT, MOTHPCETE CIEUIHO ChBET OT JIEKap W HOceTe JcToBKara ¢ Bac, mopu aa e
WHXKEKTUPAHO ChBCEM MAIIKO KOJMYeCTBO. AKO OonkaTa NpoJbiDKaBa MoBede OT 12 waca cien
MEIUIUHCKHUS TIPErJie]], MOThPCETE OTHOBO CHBET OT JICKaps.

3a nekapure:

To3u BeTeprHapeH JIeKapCTBEH MPOAYKT ChIbprka MUHEPAIHO Macio. Jlopu fa ca MHXKEKTUPaHU MAJIKH
KOJINYECTBA, CITy4allHOTO MH)KEKTUPAHE C TO3U BETEPHHAPEH JIEKAPCTBEH MPOLYKT MOXKE Ja MPeIN3BUKa
H0siBa HA CWJIEH OTOK, KOWTO MOKEe HaIpHMep Ja A0BeJe 10 UCXeMUYHa HEeKpo3a U J0pH 10 3aryba Ha
npbeT. Heooxonnma e HE3BABABHA, xoMmieTeHTHA XHpypruvecka Hameca. Bb3MOXKHO € J1a ce HaJoXKHu
WHIM3KS U UPHUTalis Ha MHXKEKTUPAHOTO MSICTO OCOOCHO aKO ca 3acerHaTH MyJjrara Ha NpbCcTa WU
CYXOKUIIHETO.

CrenmanaHy Ipeana3sHy MEPKHU 34 3alldTa Ha OKOJIHATA CPEa:

He e npunoxxumo.
3.6 HebuaronpusiTHU peakuuu

Caune.

YecTu BpeMeHHO MoBHUIIaBaHe Ha TEIECHATA TEMIIEPATypa *

(1 mo 10 ma 100 Tpetupanu xuBoTHK): | OTOK B MACTOTO HA IPUJIOKEHHUE.?

! BpemeHHOTO MoBHIIABaHE HA TEMIIEPATYPATA MOKE Ja ObJIe TIPUAPYKEHO OT HAMAJIEH IIPHEM Ha

XpaHa ¥ CHHJIMBOCT, KOUTO C€ MOSBSABAT 2-4 yaca cieJl BAKCHHAIMTA U IpoIbbKaBaT 24-36 vaca.
2 JlokanHa peaxiust (0TOK) ¢ pazMep 110 3x3 cm, KOATO n34e3Ba 3a 2 — 3 CEIMUIM MOXKE Jla Ce TIOSBH
B MSICTOTO Ha TIPUJIOKEHHE.

CT»O6I].IaBaH6T0 Ha He6J'IaFOHpI/IHTHI/I PCaKIun € Ba’KHO. Toga 1o3BosBa HCIMIPEKBCHAT MOHUTOPUHI Ha
Oe3omacHOCTTa Ha BCTCPUHAPHUA JICKAPCTBCH IIPOAYKT. CT;O6H.I€HI/I$IT3, TpSI6Ba JAa C¢ u3mpalar, 3a
MMpEeANIOYUTAHE YpE3 BETCPUHAPCH JICKAP, WJIIM Ha MPUTCKATEIIA Ha Pa3pClICHUCTO 3a ThbProBUA WX Ha
MCECTHHUA MY NIPEACTABUTEII, NI HAa HAHUOHAJTHUA KOMIICTCHTCH OPraH 4Ype3 HallMOHaJIHaTa CUCTEMA 3a
c306maBaHe. 3a ChbOTBETHHTE JJaHHH 3a BPpb3Ka BMIKTE CHINO JIMCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUSI WU sTiilleHOCeHe

BDCMCHHOCT U JJaKTaluA:

He ce mpwtara npu cBHHE MalK¥ 2 CEAMUITA PEIN U 4 CEMUIIH CIIE OIpacBaHe.

3.8 BsammopeiicTBHE ¢ IPYTd BeTEPHHAPHHU JIEKAPCTBEHH MPOAYKTH U IPYrd (hopMu Ha
B3auMoOJelcTBHE
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Hsama nanmuna nabopMarms 3a 6€301macHOCTTa U e(hUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA TO3H
MMYHOJIOTHYCH BETEPUHAPEH JIEKapCTBEH HPOJYKT C JPYTH BETCpPHHAPHHU JICKAPCTBEHH MPOIYKTH.
[lopamu Tazu mpuyMHA, MpUJaraHeTo Ha Ta3d BaKCMHA NpeAM WU ciell ymoTrpebaTa Ha ApYr
BETEPUHAPCH JIEKapCTBEH MPOAYKT TPsiOBa Jla ce TpeleH: Criopel MHANBUIYaTHUS CIIydai.

3.9 HauuH Ha PUIOKEHUE U TO3HPOBKA

2 ml moxxokHO.

[TbpBa BakcHHaLUS: MpaceTa HajA 8§ CeIMUYHA Bb3pacT.

CBuHe 3a pa3mio;: cieaBalla BAKCUHAINS U peBaKCUHAIIMS BUHATH ciie]] 6 Mecela.

Paskiaru cpappxanueTo Ha (hIakoHa mpeau yrnorpeoda.

3.10 CumnroMu Ha mpeno3upaHe (M KOraTo € NPUJI0:KUMO — MPOLEAYPH HA JieiicTBHE MpH
CIIENIHHU CIyYau H AHTHIOTH)

JIBoiiHa BakcHHaIHA 1032 HE NPUYMHSIBA CTPAHUYHHU €(DEKTH NIPH )KUBOTHUTE, 32 KOUTO €
IIpeJHa3HayeHa BAKCUHATA.

3.11 CneuuajHu orpaHu4eHus 3a ynorpeda v crieMaJHH YCJI0BHS 32 yNOTpe6a, BKJIIOYUTETHO
OrpaHUYeHMs 32 YOTpedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHU
JIeKapCTBeHHU NMPOAYKTH, C LeJ a ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHHM CpOKOBe

Hyna nuu.

4. NMYHOJIOTHYHA THOOPMAIMA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):
QI09AB03

MexaHu3bM Ha JeiicTBHE

Criet MpuIo’KEHUE Ha BAKCUHAJIHUS aHTUICH, B TSAJIOTO Ha )KUBOTHOTO CE M3TPAXKIAT CIICIUPUUHU
AHTUTENA, KOUTO CIIE] TOBA MPEANa3BaT UMyHU3UPAHOTO >KUBOTHO CPELLy YEPBEHKA.

VMyHUTETHT € HaIlbJIHO U3rpasicH 21 qHU clie]] BAKCUHALIAATA.

5. DODAPMAIIEBTUYHHU JAHHU

5.1 OcCHOBHHM HECHLBMECTHMOCTH

He ca u3BecTHH.

5.2  Cpok Ha TogHOCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPEH JICKAPCTBEH MPOIYKT: 2 TOANHU.
Cpoxk Ha TOTHOCT CJIeN ITFPBO OTBApsHE Ha MbpBUYHATA ornakoBka: 10 gaca.

5.3 Cneuuannu yciaoBusi 3a cbXpaHeHHe

Ja ce cpxpansiBa B xnammiHuK (2 °C — 8 °C).
[a ce ma3u ot 3ampb3BaHe.

54 Buja ¥ cbCcTaB HA NBPBUYHATA ONAKOBKA
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Bakcunara ce npemitara B cTbkieHu ¢urakonu (10, 20, 50 u 100 ml) 1 B miactMacoBu (GJIaKOHH OT
120 ml, ceappxanu 100 ml. dnakoHUTE ca XEPMETUYECKH 3aTBOPEHU C MPOOHMBACMH I'YMCHH TallH
C aTlyMHUHHMEBHU KallayKH.

d1aKOHUTE ¢ BAKCHHA Ca TIOCTABEHU B KAPTOHEHU KYTHH.

OmnakoBku: 1 X 10ml, 5 x 20 ml, 1 X 50 ml, 1 x 100 ml.

YTBBp/ICHUTE JINCTOBKHU Ca TIOCTABEHU BHB BCSKA OMAKOBKA.

He Bcuuku pazmepu Ha onakoBKaTa MOTaT Ja ObJaT MpesiaraHy Ha masapa.

55 CroenuajHu MEPKH 32 YHHIIOKABAaHE¢ HA HCU3IIOJI3BAHU NMPOAYKTH WM OCTATBIHU OT THAX

BerepuHapHuTe NEeKapCTBEHU MPOAYKTH HE TPsAOBa Ja ObJAT U3XBLPISHU Ype3 OTHAIHU BOIU WIN
OUTOBHU OTIAIBIIH.

M3non3BaiiTe mporpamMu 3a BpbLIAHE IPU YHUILIOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU JICKAPCTBEHU
MNPOAYKTH HJIU OCTATbUU OT TAX B CHOTBCTCTBUC C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATCJIICTBO U C
BCHUYKHU HAIIMOHAJIHU CHUCTEMU 3a C’b6I/IpaHe, HpI/IJIO)KI/IMI/I 3a CBbOTBCTHHIA BeTepHHapeH JICKapCTBeH
MPOAYKT.

6. NME HA NTIPUTEXATEJISI HA PASPEHIEHUETO 3A THhPI'OBUSI

Bioveta, a.s.

7. HOMEP HA PAZPEIIEHUETO 3A THBPI'OBUSI

0022-1720

8. JATA HA ITbPBOTO U3JJABAHE HA PASPEHLIEHUETO 3A THhPI'OBUSA

Jlarta Ha MBPBOTO M3[]aBaHE Ha pa3pelieHreTo 3a Tbprosust: 14/05/1997

9.  JIATA HA MMOCJIEJHATA PEJAKLMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

10/2025
10. KJIACU®UKAIIUSA HA BETEPUHAPHUTE JJEKAPCTBEHU NPOAYKTHU

Camo 3a BeTepHMHAapHOMEMLIMHCKA yIIoTpeoa.
[a ce oTmycka camo 110 JIEKapCKO MpeIicaHue.

[Moxpo6Ha H(OpPMAIKS 3a TO3U BETEPUHAPEH JIEKAPCTBEH MIPOIYKT MOKE Jla HAMEPHUTE B 0a3ara JaHHU
Ha Cpro3a otHocHo npoaykrure (https://medicines.health.europa.eu/veterinary).

17.12.2025 r.

X

A-P KPACUMWP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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