JIMCTOBKA

1. HanMeHoBaHUe HA BeTEPUHAPHUA JIEKAPCTBEH MPOAYKT
TYBEPKYJIMH ITTUYU I/, uH>XeKUMOHEH pa3TBOP 3a roBeja, NTUIM U CBUHE
2. CncraB

AKTHBHHY BelllecTBAa:
[Ipeuncren nporenHoB aepuBat M. avium DAER 1 mg/ml

ITomourHu BemrecTBa:

®Denon 0,5 %

I'manepun He oBede oT 10 %
NHxeKuMoHeH pa3TBop.

3. Bupnogse ;kMBOTHH, 32 KOUTO € npeaHazHayed BJIII

W3mnosnsBa ce BbB BETEpUHAPHOMEIUITMHCKATA ITPAKTHKA MPHU aJIeproIMarHoOCTUKaTa Ha TyOepKyJio3ara
0 TOBeJIaTa, NTUIUTE U cBuHETE. [Ipn cBHHETE - B KOMOWHAIUS C TOBEXKAH TyOSpKYJIIHH.

4, Iloka3anus 3a ynorpeoda

II1J] TyOepKynuHBT ce mpujara KaTo crenurIHO CPEICTBO BbB BETEpUHAPHATA MEAULIMHA [IPU
aNeproJuarHocTHKaTa Ha TyOepKyio3aTa Mo roBe/iaTa, ITUIUTE U CBUHETE.

5. IIporuBonokazanus

[la He ce u3M0/3Ba IPU KPaBH B MOCIEAHHUTE JBA Mecella Ha OpEeMEHHOCTTA U JBE CSMHIIM CIIC]T
OTEJIBAHETO.

6. CnenuajJiHu npeaynpexieHus
CrenmaiHy Ipeana3sHi MEPKHU 3a Oe30macHa ynorpebda IIpyu BUAOBETE )KUBOTHH, 38 KOUTO €

npengasnauyey BJIII:
[Ipunara ce CTporo MHTpPaJAEPMAIHO B IPENOPBYAHUTE JO3H.

CrenpanaHy Ipeana3sii MEPKH, KOUTO TPsIOBa a B3EME JIMIIETO, MPUIATall0 BETEPUHAPHUS JIEKAPCTBEH
POAYKT HA JKUBOTHHTE:

[Ipu ciayvaifHO paznuBaHe BHPXY KOXaTa, 3aCETaHATOTO MACTO J]a C€ U3MHE C OOMITHO KOJIMYECTBO BOJA H
CaIyH C IocJeBaIa Ae3nH(eKIus.

Xopa C YCTaHOBCHA CBPBXYYBCTBUTCIHOCT KbM dKTHBHOTO BCUICCTBO WJIM IMOMOIITHUTC BCILICCTBA Tpﬂ6Ba
Ja HM305rBaT KOHTAKT C BCTCPUHAPHUSA JICKAPCTBCH MMPOAYKT.

HpI/I CHy‘I&ﬁHO CaMOUHKXCKTUPAHE, He3abaBHO Ja C€ MOTbpPCU MEAUITMHCKHN CHBET, KATO Ha JIEKaps C€
npeaoCTaBu JIMCTOBKATA WJIM €TUKETA HAa IPOAYKTaA.

CrenumanHy npeanasHi MEPKH 3a 3aI1MTa Ha OKOJIHATA Cpejia:
He e npunoxxumo.

BpeMeHHOCT U JIaKTaIUs:
He ce nmputara rnpu kpaBy B TIOCJIETHUTE JiBa Mecella Ha OPEeMEHHOCTTA | JBE CEMUIIH CIIE]T
OTEJIBAHETO.
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BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JIEKAPCTBEHU MPOAYKTH U ApyTH (DOPMHU Ha B3aMMOJCHCTBUE!
He ce mpuara eqTHOBpEMEHHO € JpyTH BETEPUHAPHHU JIEKAPCTBEHHU MPOTYKTH.

[Ipeno3upane:
He e npunoxumo.

OCHOBHU HECHBMECTUMOCTH
He cmecBaiite ¢ npyr BeTeprHapeH J€KapCTBEH MPOAYKT MIIH MMYHOJIOTHYEH BETepUHAPEH
JIEKapCTBEH MPOAYKT, 3a J1a ce N30erHe PrCK OT KOKHOAJEPTHIHN PEaKIInu.

7. Heo0aaronpusTHu peakuum
He e mpuioxumo.

Cpo0mraBaHeTo Ha HEOIATONPUATHH PEAKITHN € BaXKHO. ToBa IMO3BOJIABA HEMTPEKHCHAT MOHUTOPHHT Ha
6630H3CHOCTT3 Ha IpOAYyKTa. AKO 3366J’IC>KI/ITC HSIKAaKBU HC6J'IaFOHpI/ISITHI/I pCaKuuu, BKIITOYUTCIIHO U
TaKHBa, KOUTO HEC Ca OIIMCaHHU B Ta3u JIMCTOBKA UJIN MHUCIHUTE, Y€ BCTepI/IHapHI/Iﬂ HeKapCTBeH HpOILyKT
He JIeHiCTBa, CBBPIKETE ce MbPBO ¢ Bamus BerepuHapeH jiekap. MoxeTe ChIo J1a ChoOaBaTe
HEONaroNpUATHU Peaklny Ha IPUTEXKATEIS Ha Pa3pElICHHETO 32 ThPTOBHUs, KATO U3ITOJI3BATE JAaHHUTE
34 KOHTAKT B Kpaﬂ Ha Ta3" JUCTOBKA UJIIN IIp63 Bamnrara HallMOHAJIHA CUCTEMaA 3a C’LO6H.IB.B3,H€I
https://kvmp.bfsa.bg/phv

8. I[ompomca 34 BCCKM BHU/I )KUBOTHO, HAYMHHU U ME€TO1 HA MPUJIOKCHHUE

[I1]] Ty6epKynHHBT ce mpuiara CTporo nHTpaaepManto B go3a 0,1 ml. M3pppuiBanero Ha
TyOepKyJIMHU3aLMATA U IPELIEHKATa Ha PpeaklysiTa CTaBa ChIVIACHO MHCTPYKIMATA 3a Oop0Oa ¢
TyOepKyJio3ara IpH clia3BaHe Ha CICIHUTE U3UCKBAHUS:

IIpu roBena TyOepKyIMHU3AIMSTA CE U3BBPIIBA C TOBEXKIN TYOEPKYJIHH. 3acTpUrBa ce moJie ¢
nuaMetsp 5 — 10 cm Mexay npeaHaTa M cpeqHaTa TpeTuHa Ha muara. Koxxata Ha 3aCTpUraHoto
MSCTO TpsIOBa /1a HE € cpacHalla HEMOABIKHO C MOJKOXKHATA ThKaH U Jja HAMa LUKATPUKCHH
o0paszyBaHus.

3acTpHUraHoOTO IOJIE Ce TTOYHNCTBA, XBallla Ce MEXK/1y TPUTE NPBHCTA U Najlela U ce u3MepBa JedennHaTa
Ha KO)KHATa I'bHKA C KyTUMETHD. TyOepKyIMHBT c€ HHXXEKTUPA CTPOro MHTpaaepMaino B fo3a 0,1 ml,
chabprka He mo-manko oT 2000 u ve mosede ot 5000 exunuiu. [Ipu npaBWIHO HHXKEKTUPaHE HA
TyOepKyJIMHa B MSICTOTO HAa HHKEKTHPAHETO ce 00pa3zyBa TBBP/IO Bb3eIUe C TOJIEMHHA Ha TPaXOBO
3BPHO.

Ipu cBUHeTe MHTpaIepMaIHATA TYOSPKYIMHU3AIMS CE M3BHPILBA HA IOp3ajHATa CTpaHa Ha yXOTo,
npuOIU3UTENHO Ha 2-3 cm OT ocHOBaTa My. Ha elHOTO yX0 ce HHXKEKTHpa roBeX/H, a Ha APYroTo -
nTHyM TyOepkynuH. OTYMTaHETO Ha pe3yiTara ce U3BbpLIBa Ha 48-Mus vac.

Ipu nTum TyGepKyIMHU3ANMATA C€ U3BHPIIBA HHTPAJACPMAIHO B CpeaTa Ha elHaTa 00MUKa, a
JIpyraTa octaBa 3a KOHTpOJIA.

9. CbBeTH 32 MPABUJIHOTO MPUJIATaHe HA MPOAYKTA

I'oBena: TyOepkymuHU3aIUATa CE€ OTYUTA Ciie]] 72 yaca KaTo ce u3MepBa JieOeTuHaTa Ha KOXKHATa
r'bHKA Upe3 OTUYNTAHE pa3inKaTa B IeOCIMHATA TIPEAN U CIIeT HHKEKTUPAHETO.

Pe3ynTaThT € oTpHIaTeNeH, KOTaTo pa3jinkaTa B 1e0enHaTa Ha KOXKHaTa TbHKA € 10 2 mm U He ce
HaOIII0aBaT e11eM, EKCyIallusl, HeKpo3a, 00JIKa B MSICTOTO HA MH)KEKTUPAHETO WM Bh3IaJICHHUE B
oOrnactTa Ha TUMQHUTE BB3IIH.

Pe3ynTaThT € CbMHHTEJIEH, KOTAaTO pa3nKara B leOeIMHaTa Ha KO)KHATa ThHKA € HaI 2 mm U He
moBeue oT 4 mm M OTOKBT € OIpaHUYeH, HeTeMIIepUpaH, HeOOJIe3HEH U HsIMa HEKPO3a.

Pe3ynrarsT € mosoKuTeleH, KoraTo pasiinkaTa B JleOeTMHaTa Ha KOXKHATa I'bHKA € HaJl 4 mm U ce
Ha0JII0/1aBa TeMIIEPUPaH, 3a4ePBEH 1 O0JIE3HEH OTOK, HEKPO3a M Bb3MajicHHE B 001acTTa Ha
TUM(QHUTE BB3IH.
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https://kvmp.bfsa.bg/phv

Bewnuku roBezia, mokaszaiv CbMHHTEINCH WIH TIOJOXKUTENICH PE3YIITaT, ce ImoJyiarat Ha AudepeHuanto
WHTpaJepMaIHO U3CIIeIBaHe Hal-Mallko 42 THU U HE TO-KBCHO OT 45 JHH clie]] TbPBOHOYATHOTO
U3CJIC/IBAHE C TOBSXKIU M NITHYN TYOCPKYJIHH.

[Tpu nudepennmanna TyOepKyIMHU3AMS Ha TOBEA Ce 3aCTPUTBa o€ ¢ TuaMeTsp 5 — 10 cm Mexay
NpeJIHATa U CPeIHATA TPETHHA Ha MUATA. ['OBeXIUAT TyOSpKYIIUH Ce MHXEKTHUPA OT JIICHATA, a
OTHYMST OT JIIBaTa CTpaHa Ha musTa. Pe3ynrara oT peakiysara ce OTYMTA U 3a J[BaTa BUJIa
TyOepKyJIUH Ha 72-pusi 4ac cjell HHKEKTUPAHETO HM.

Pe3ynTarsT € moNoKUTENeH, KOTaTo pa3inKaTa MEX Ty TOBEXK/IHS U MITUYUS TYOSpKYJIMH € ToBeYe OT
4 mm B 10J13a Ha TOBEXINS TYOCPKYJIMH U c€ HAOI0JaBaT KIMHUYHA IPU3HALIH.

Pe3yntarsT € CbMHUTENEH, KOTaTo )KHUBOTHOTO J1a/Ie¢ CbMHHUTEIIHA WM MOJIOKHUTEIIHA PEaKIUs
€HOBPEMCHHO U HA JIBaTa BUA TyOSPKYIMH U JIMIICBAT KIMHUYHY ITPU3HALIH.

PesynTarsT € oTpHIaTeNIeH, KOraTo MPY OTYATAHE HA PEAKIUATA TIPU NTUYUS TYOSPKYJINH TS €
OTpHLIATeNTHA.

Caume: [Ipu nonoxurenna peakuys ce HabI01aBa TUIMYECH Bh3NAIUTEICH OTOK, IOHIKOTa C
LEHTpaJIHAa HEKPO3a Ha MACTOTO Ha MH)KEKTUpaHeTo. [Ipu nurMenTHpanuTe mopoau ToBa € OCHOBHUAT
MPU3HAK 32 MMOJIOKUTETICH pe3ynTar. B craga, cBob6oHM OT TyOepKyJ103a, 32 MOJIOKUTEIICH Pe3yITaT
ce mpuema peakuus ¢ fuaMeTsp Hag 20 mm. CbMHUTENEH € pe3ynTarsT npu auamersp 10-20 mm. B
CTaJa ¢ AoKa3zaHa TyOepKyJ03a, TIOJOKUTEITHUAT Pe3yaTaT € Ipyu roJIeMUHa Ha AuaMeThpa Hax 10 mm,
a Ipy CbMHUTEIHUS - TOJIEeMUHATa Ha AuaMeThpa € 10 10 mm.

[Itunum: OtunTa”eTo cTtaBa Ha 48-Us Yac ciel HHKEKTUPaHETO. Pe3ynTaThT € MONI0KUTENIEH TPU
BUIMMO Bh3MalIeHHE Ha 00MYKaTa, B CPABHEHHE C KOHTPOJIHATA.

10. KapeHnTHu cpokoBe

Hyna gau.

11. CpoenuaJiHU yCJIOBHS 32 CbXpaHeHHe

[a ce cpxpaHsiBa janed OT NOrJie/ia M Ha HeJIOCTBHITHH 32 JIela MecTa.

Ha ce cpxpansiBa B xnammmHUK (2 °C — 8 °C).
[a ce nma3u ot 3ampb3BaHe.

Jla HE ce M3Moa3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIEeT U3THYaHE CPOKa Ha TOTHOCT,
MOCOYEH BhpXy eTukeTa cien ['oxen 10:. CpoKbT Ha TOAHOCT OTroBaps Ha MOCIETHUS JI€H OT TO3H
Mecell.

Cpok Ha rOJIHOCT CJIe/l TbPBO OTBapsiHE HAa ITbPBUYHATA OMAKOBKA: W3IOJ3BaliTe HE3a0aBHO.

12. Cpoenma/jHM NpeANa3sHH MepPKHU NPH YHUIIOKABaHe

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPSAOBa J1a ObJaT U3XBBPJISTHYU Ype3 OTITaJHU BOJIU MU
OUTOBH OTIIAJBIIN.

M3non3BaiiTe mporpaMu 3a BpblllaHE IPU YHUIIIOKABAHETO HA HEWU3IOJ3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NMPOAYKTH WUJIM OCTAaTBhUU OT TSIX B CbOTBETCTBHUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOMATEJICTBO ¥ C BCUYKH MPHIIOKUMHU HAIIMOHAITHU CHCTEMU 32 chOupaHe. Te3n Mepku 1ie

IMOMOT'HAT 34 OIla3BaHC HAa OKOJIHATa Cpeaa.

ITonuraiiTe Bamms BeTepuHapeH jekap Kak Ja YHUILOKUTE HEHY)KHH BETEpPUHAPHU JIEKAPCTBEHU
MPOJYKTH.

13. Kaacuduxauusi Ha BeTepUHAPHUTE JIeKAPCTBEHH NMPOIYKTH
[la ce oTmycka camo II0 JIEKapCKO NpeJIucaHue.
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14. Homepa Ha pa3pelieHHeTO 32 THPIOBUS U Pa3MepH ONAKOBKHU
0022-1932

Crexnenu daakonu tum I ot 10 ml (100 mo3wn).

15. [laTa Ha nmocJjieAHATa peJaKIus HA TeKCTa

02/2026

ITonpoOHa mH(pOpMAanHS 3a TO3W BETEPHHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HaMepuTe B O6a3ara
nannu Ha Chro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 32 BpB3Ka

[IpuTeskaTen Ha pa3pELICHUETO 3a ThPIOBUSL:
BUODAPM-UH®Y31O EOO

byn. "Hap bopwuc II" Ne168, e1.3, odpuc 34
1618 Codwusi, bearapus

E- mail: office@biopharm.bg

[IpounsBoaMTEN, OTrOBapSIl 32 OCBOOOK/IABAHETO HA MAPTHIH:
CODPAPMA Al

Oym. “Tpakms™ Ne75

8800 rp. CnuseH, brarapus

Tei.: +359 44 66 25 89

dakc: +359 44 61 60 66

JlanHu 3a Bpb3Ka 3a choOIIaBaHe Ha MPenoJaraeMi HeOIaronpuaTHA PEaKIUH
CODPAPMA Al

Oyn. “Tpaxus” Ne 75

8800 Cnusen, brarapus

Ten.: +359 44 66 25 89

E- mail: sliven@sopharma.bg

3a BCsAKaKBa I/IH(l)OpMaHI/IH OTHOCHO TO3M BETCPUHAPCH JICKAPCTBCH IMPOAYKT, MOJIsA, CBBPIKETE CE C
MMPUTECIKATECIIA HAa PA3PCHICHUECTO 34 ThPrOBHA.

3/10/2026

X

[-P AHTENT MABPOBCKW
N3MBbJHNTENEH AVNPEKTOP
Signed by: ANGEL HRISTOV MAVROVSKI
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