JIMCTOBKA

il HaumeHnoBanue Ha BeTepUHAPHUS JT€KAPCTBEH NPOIYKT

SHOTAPEN, uH)keK1IMOHHA CyCIIEH3H

2. CncraB

B 100 ml ot mpoxykTa ce chappixa:

AKTHBHHM BellleCTBA:

Benzylpenicillin (kato benzathine) 744
(exsuBanenTHo Ha 10 g benzathine benzylpenicillin)

Benzylpenicillin (kato procaine monohydrate) 5749
(exBuBasieHTHO Ha 10 g procaine benzylpenicillin)

Dihydrostreptomycin (xato sulfate) 16,49
(exsuBanmentHo Ha 20,5 g dihydrostreptomycin sulfate)

Bsna no kpemaBo 0Osina cycrieH3us

3. Bunose :knBoTHH, 32 KOUTO € npeanasnaven BJIII

l'oBena, cBuHe, KydeTa U KOTKH.

4. Iloxka3zanus 3a ynorpeda

3a neyenne Ha 6akTepUATHN WHPEKIMH, TPETU3BUKAHA OT MUKPOOPTraHU3MH, YyBCTBUTEIHU Ha
NEHUIWIMH U TUXUIPOCTPENTOMUIIMH, KaTO JISNITOCIIMPO3a, PECIIMPATOPHH HH(EKIHH,
XpaHOCMUJIATETHN MH(EKIINH, CHCTEMHH UH(EKIINH, CYITypaIHs.

5. IIporuBonoka3zanus

Ja He ce M3M0II3Ba IPU CBPBXYYBCTBUTETHOCT KbM aKTHBHUTE BEIIECTBA WIIM KbM HIKOU OT
MIOMOIIIHHUTE BEIIECTBA.

[a He ce u3nos3Ba Npy 3alLH.

6. CrnenunaJiHu npeaynpe:RIeHus

Crenuaiiay npeaynpexIeHus:

Morar jia ce MOSIBAT HAKOW aJIePTUYHU PEaKIMH: OTOTOKCHYHOCT, HE(POTOKCHYHOCT, HEBPOMYCKYJICH
OJIOKaXK.

Crennaniy npeana3Hy MEPKH 3a 0e3o0macHa ynorpeda Ipy BUIOBETE )KMBOTHH, 34 KOUTO €
npeadasgaued BJIII:

YHO’I”pe6aTa Ha OpOAYKTa TpSI6Ba Ja €€ OCHOBAaBa Ha TECTOBC 3a YYBCTBUTCIIHOCT Ha 6aKTCpI/II/ITe,
H30JIMpaHu OT 00JIHOTO KUBOTHO. AKO TOBa HE € BB3MOXKHO, JICHCHHUECTO Tp$[6Ba J1a C€ OCHOBaBa Ha



MecTHaTa (pernoHanHa, Ha HUBO (hepMa) ermuIeMHOIOrHIHa HH(OpMAIIHs OTHOCHO YyBCTBUTEITHOCTTA
Ha TIPHUIICITHATE OaKTePHH.

Ynorpebara Ha MPOAYKTa, KOSITO CE€ OTKIIOHSIBA OT YKa3aHusTa, najaeau B KXII, moxe na yBeanun
Pa3MpOCTPAaHEHUETO HAa PE3UCTCHTHU OAKTEPUH U J1a HAMaJId €PEKTUBHOCTTA OT JICUCHUETO.

CHeIII/IaIIHI/I Oopeanasii MCPKHU, KOUTO TDH6Ba Ja B3CMC JTUIICTO, IMpujaramo BETCPUHAPHUA
JICKAPCTBCH IIPOAYKT HA X KUBOTHHUTC:

[Ipu cnyuaitHo caMOMH)KEeKTHpaHe, He3a0aBHO /1a Ce MOTHPCH METUITMHCKH ChBET, KaTO Ha JIeKaps ce
MPEAOCTAaBU JTUCTOBKATA WM €TUKETA HA IPOIYKTA.

Xopa ¢ ycTaHOBEHA CBPBXYYBCTBUTEITHOCT KbM MEHUIMIINH TPsOBa Jja MpuiiaraT BeTepUHAPHUS
JIEKapCTBEH MPOAYKT C TIOBUIICHO BHUMaHKe. [Ipy mpenopbuaHuTe yCIOBHUS Ha yIoTpeda HAMa
HabJr01aBaHa TOKCUYHOCT.

BpeMeHHOCT M TaKTalus:

Moske n1a ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIAKTaIlHs.

BzanMoielicTBrE ¢ Ipyru BETEPUHAPHU JEKAPCTBEHN IPOAYKTH U APYTH POPMH HA B3aUMOJEIHCTBHUE:

Jla He ce U3M0I3Ba €THOBPEMEHHO C T€éHTaMHUIIMH U KaHAMULIMH.
[lennumnuaUTE MOraT 1a IPUYUHAT CBPBXIYBCTBUTEIHOCT CJe]l IPHJIAraHETO UM, HO IIPU
MpernopbYaHnuTe YCIOBUS Ha yrnoTpeba HAMa HaO0AaBaHa TOKCHYHOCT.

[Ipenosupane:
B’b3MO)KHI/I ca aneerqHH peaKHI/II/I. I[a Cce annaraT AHTUXUCTAMHUHHHU CpCIlCTBa.

Crenpanaay orpaHrYeHns 3a yiioTpe0a U celraIdyd YCIOBHs 3a yrnoTpeba:

3a pUIOKEHHE CaMo OT BETEPHHAPEH JIeKap.

OCHOBHHM HECHBMECTUMOCTH

I[a HE C€ U310J3Ba CIHOBPEMCHHO C TCHTAMUIIMH U KaHAMHWIIH.

7. HebaaronpusiTHu peakuuu

l'oBena, mpacera, Ky4yeTa, KOTKH:

Penxu (1 no 10 na 10 000 TpeTupanu >KMBOTHH):

Peak1ust Ha CBpPbX4yBCTBUTENHOCT (Hanp. aHaduIakcus)®

C Heu3BecTHa YecTOoTa (OT HAJIMYHUTE JaHHH HE MOXe Ja ObJIe HalpaBeHa OlCHKA):

Peakius Ha MSCTOTO Ha MHXKeKTHpaHe, OToTokcuuHocT?, HepoToKkCHYHOCT?,
HeBpomycKyJieH O10Kaxk?

Tonsxora ¢ daranen n3zxosn
2B ciryyaii Ha anepruvHa peakius

C’LO6H.[aBaHeTO Ha He6J'IaFOHpI/I$ITHI/I PpCaKkinm € BaXXHO. ToBa nmo3BossiBa HCMPCKBCHAT MOHUTOPHHT Ha
Oe30ImacHoCTTa Ha MIpOAYKTaA. Axo 3a0eneKnTe HIKAKBU He6HaFOHpI/I$ITHI/I PCaKkiuu, BKIIFOYUTCIIHO U



TaKMBa, KOUTO HEC Ca OIMMKMCaH! B Ta3W JIMCTOBKA UJIW MUCIIUTE, Y€ BETCPUHAPHUA JICKAPCTBECH IMPOAYKT
He JeiCTBa, CBBPIKETE Ce MBPBO ¢ Bammst BeTeprHapeH jiekap. MoskeTe ChINo aa chobmaBare
He6J’Ial“OHpI/I}lTHI/I PCAKIIMHM Ha MPUTECIKATCIIA Ha PA3PCHICHUCTO 3a ThbProBUs UJINW MECTHUSA
MNpEACTAaBUTCIT Ha IPUTCIKATCIIA HAa Pa3pClICHUCTO 3a ThbProBUA, KaTO U3M0JI3BATC JAHHUTC 3a KOHTAKT
B Kpasd Ha Ta3u JJUCTOBKA UIIN YPE3 Bamara HallMOHaJIHA CUCTEMaA 3a CT;O6IJ_IaBaH€Z
https://kvmp.bfsa.bg/index.php/ba/registers/veterinarnomedicinski-producty

8. Jlo3MpoBKa 3a BCEKM BU/I *)KHBOTHO, HAYHMHU U METO/] HA MPHJIOKEHUE
WmkekTrpa ce HHTPaMyCKYITHO WK TOKOXKHO.
dnakoHBT ce pasKialia npeay ynorpeoa.

I'oBena, ceune, kyuera u KoTk# - 1 ml Ha 10 kg Tenecna maca.
B Texxu cmydan Ha 3a00J1BaHe ce MPENopbUBa BTOPA HHXKEKIHSA CIIe] 3 THH.

9. CbBeTH 32 IPABUJIHOTO NPUWJIATAHE HA NPOLYKTA

‘

Buxre Touka “/[o3upoera 3a gcexu 8U0 HCUBOMHO, HAYUHU U MEMOO HA NPULOdICeHUe .

10. KapenTHn cpoxoBe

Meco u BbTpELIHU OpraHu: cBUHE - 47 qHU, roBeAa - 77 AHU.
Musiko: 8 nuu (16 uzmosiBaHus).

11. Cnenmnajnm ycjaoBHS 32 CbXpaHeHHe

Ma ce cpxpaHsiBa faned OT NOrJieAa U Ha HEJOCTHITHU 32 JIela MECTa.
Ja ce cpxpansBa mpu Temneparypa noxa 25 °C — 1 roguna.

Ja ce cexpanspa B xnaamwiHuk (2 °C — 8 °C) — 18 mecena.

Jla ce cpxpaHsBa B OpUTHHAIHATA OMAKOBKA.

Jla He ce U3MoJI3Ba TO3M BETEPUHAPEH JICKAPCTBEH NPOIYKT CJIE U3TUYAHE CPOKA Ha TOJTHOCT,
IIOCOYEH BBPXY eTUKeT cien EXP. CpokbT Ha TOAHOCT OTTOBAps Ha MOCIEIHMS JIeH OT TO3U MECell.

CpOK Ha TOAHOCT CJICA MMBPBOTO OTBAPAHE HA IIbPBUYHATA OIIAKOBKA: 28 JHH.

12. CrneumaJjHM nNpeAnasHu MEPKH MPH YHULIOKABAHE

BerepunapHuTe JeKapCTBEHH MPOIYKTH HE TPOBa 1a ObJaT U3XBBPJISTHU Ype3 OTIAIHU BOIU HIIH
OMTOBH OTITIABIIH.

M3non3BaiiTe mporpaMu 3a BpblllaHE IPU YHUIIIOKABAHETO HA HEU3MOJA3BAHU BETEPUHAPHU
JIEKAPCTBEHU MPOJYKTU UM OCTATHIIM OT TSAX B ChOTBETCTBUE C U3UCKBAHUSATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH MPIJIOKUMU HAIIMOHAIHU CHCTEMHU 3a chOupaHe. Te3u Mepku 11ie
IIOMOTHAT 3a Ola3BaHE Ha OKOJIHATA Cpejia.

[onuTaiite Bammst BeTepuHapeH jekap win ¢papMaleBT Kak /1a YHUILOKHUTE HEHYKHH BETepUHAPHU
JIEKapCTBEHU MPOAYKTH.


https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

13. Kuaacudukanusi Ha BeTEpUHAPHUTE JIEKAPCTBEHH MPOTYKTH

I[a CC OTITYCKa CaMO II0 JICKAPCKO MpEAIMCaHune.

14. Homepa Ha pa3pelieHHeTO 32 THPIOBUSI U Pa3MePH ONAKOBKHU
0022-2525

Pa3smepu onakoBKU:
®naxon ot 50 ml, 100 ml 1 250 ml.

He Bcuuku pazMepu Ha onakoOBKaTa MOTat Aa ObJIaT MpeaaraHy Ha masapa.

15. JlaTa Ha mocjiegHATa peJaKkuus HA TeKCTa
30/09/2025

[Monpo6Ha uHMOpMAaLKs 3a TO3U BETSPUHAPEH JICKAPCTBEH MPOYKT MOXKE J]a HaMepuTe B 0azara JaHHU
na Coro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

16. Jlannu 3a Bpb3Ka

IIputexaten Ha pa3pelICHUETO 32 ThPrOBUS M IIPOU3BOIUTE, OTTOBAPSIIL 32 OCBO60)KI[EIB3H€TO Ha
napTuau:

VIRBAC

1% avenue 2065m LID
06516 Carros
OpaHuus

MecTHH IpeICTaBUTEIN U ITAHHHU 32 BPh3Ka 32 CT)O6HIaBaHe Ha npearojgaracMu HGGJ’I&FOHDI/ISITHI/I
pCaKIu:

CAM BC EOO/

Byn. "I-p [lersp Heptaues" 25, Teproseku uentsp Jlabupusr, et. 5, opuc CAM BC EOO/]
BG Codus 1335

Ten: +359 2 810 0173

sambs@sambs.bg

3a Bcsika HGOpMAIHS OTHOCHO TO3W BETEPHHAPEH JICKAPCTBEH MPOYKT, MOJISI CBBPIKETE CE C
MECTHHSI NIPEeICTaBUTEI Ha MPUTEXKATENs Ha pa3peleHHeTo 3a ThProBHsl.

11.12.2025 .

X

[-P KPACMWP 3/IATKOB
JOVPEKTOP HA AKB/M
Signed by: KRASIMIR YANKOV ZLATKOV



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

