JIMCTOBKA
1. HaunMeHoBaHue HA BeTePUHAPHUS JIEKAPCTBEH MPOAYKT
TYBEPKYJINH IITUYMN T/, nHXEeKIHMOHEH pa3TBOP 3a roBeja, NTUIM U CBUHE
2. CbcraB

AKTHBHH BellleCTBa:
[Ipeuncren nmpotenHos aepusat M. avium DAER 1 mg/ml

ITomoHu BemecTBa:

®enon 0,5 %

I'munepun He noeeye oT 10 %
MHxek1oHeH pa3TBop.

3. Bupnose :xuBoTHH, 32 KOUTO € npeaHasHauen BJIII

H3non3Ba ce BB BCTCPUHAPHOMCANIIMHCKATA IPAaKTUKaA IIPH aJICProJuarHoCTUKaTa Ha Ty6epKyJ103aTa
10 roBegaTa, ITHIUTC 1 CBUHETC. HpI/I CBHHCTC - B KOM6I/IHa]_[I/I$1 C T'OBCXK U Ty6€pKan/IH.

4. IMoka3anus 3a ynorpeda

[ITJ] TyOepKyaMHBT ce mpujara Karo cneuu(pUuHO CPEACTBO BbB BETEpUHAPHATA MEIULIMHA IIPH
JIepProJarHoCTHKaTa Ha TyOepKyio3aTa 10 ToBesiaTa, ITULUTE U CBUHETE.

5. IIporuBonoka3zanus

I[a HEC CC MU3II0JI3Ba IIPU KPpaBU B MMOCIICAHUTE IBa MECCLA Ha 6p€M€HHOCTTa 1 ABC CCAMMUIIN CJIICT
OTCJIBAHECTO.

6. CrnenuajHu npeaynpexieHus
Crenmainy npeana3sHy MEpKH 3a Oe3omacHa ynorpeda IIpy BUJIOBETE )KMBOTHH, 34 KOUTO €

nopeadasgaued BJIIL:
[Ipuara ce CTpOro UHTPAIEPMATHO B IPETIOPHUAHUTE JO3H.

CroenmaaHy npeana3Hd MEPKH, KOUTO TPsAOBa Ja B3€Me JIUIIETO, IPWIATaIl0 BETEpUHAPHHUS JIEKADCTBEH
IPOJYKT Ha )XVMBOTHHUTE:

[Ipu ciyyaitHo pa3uBaHe BbPXY KOXKaTa, 3aCEraHaTOTO MSCTO Jla C€ U3MUE C OOMITHO KOJIMYECTBO BOJIA U
CaIlyH C IOCIIe/[BaIa Je3nH(eKIus.

Xopa C YCTaHOBCHA CBPBbXYYBCTBUTCIHOCT KbM aKTUBHOTO BEIICCTBO HMJIU IMOMOIIHUTE BEIIECTBA Tp$I6Ba
Ja M305TBAT KOHTAKT C BCTCpUHAPHUS JICKAPCTBCH IMPOAYKT.

HpI/I cnyqaﬁHo CaMOWHXXCKTHUPAHE, He3a0aBHO Ja C€ MOThbpCU MEANIMHCKHU CBBET, KAaTO Ha JICKaps C€
npeaocCTaBu JIMCTOBKATA WM €TUKETA HA IPOJYKTa.

CrenmaiHy npeanasHy MEPKH 3a 3allliTa Ha OKOJHATA Cpeja!
He e npuinoxxumo.

BbpeMeHHOCT U JIaKTaIUS:
He ce mputara npu kpaBu B ITOCJICTHATE ABA MECeIa Ha OPEeMEHHOCTTA U IBE CEIIMHUILIA CIIE]T
OTEJIBAHETO.
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BsaumoneiicTBue ¢ Apyryu BeTepUHAPHHU JIEKAPCTBEHH NPOIYKTH U APYrd (JOpMHU Ha B3aUMOAEHCTBHE!
He ce npunara eqHOBpEMEHHO ¢ APYTU BETEpPUHAPHU JIEKAPCTBEHH MPOIYKTH.

IIpenozupane:
He e npunoxxumo.

OCHOBHY HECHBMECTUMOCTH:
He cmecBaiite ¢ mpyr BeTeprHapeH JeKapCTBEH MPOAYKT MM HMYHOJIOTHYEH BETepHUHAPEH
JISKaPCTBEH MPOAYKT, 3a Jia ce M30€rHe PUCK OT KOKHOAJICPTUYHU PEaKIIUU.

7/ HebnaronpusiTHu peakuuu
He e npunoxxumo.

Cpo01mraBaHeTo Ha HEOJATONPHUATHH PEaKITNH ¢ BaKHO. ToBa IMO3BOJIsIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30mMmacHOCTTa Ha TPOAYKTA. AKO 3a0eNIeXUTe HAKAaKBH HEOIArOMPHUSTHA PEaKIUH, BKITFOUATEIHO H
TaKMBa, KOUTO HEC Ca OIIMCAaHH B Ta3H JIMCTOBKA WJIN MHUCJIIUTEC, Y€ BeTepHHapHI/ISI HeKapCTBeH HpOI[YKT
HE JICHCTBA, CBBhPXKETE Ce MbpBO ¢ Bamus BeTepuHapeH jiekap. MOXKeETe ChIIO J1a ChOOIaBaTe
H€6J'IaFOHpI/IHTHI/I pCaKHI/II/I Ha HpI/ITe)KaTe.H}I Ha pa3pemeH1/IeTo 3a T’BpFOBI/ISI, KaTO U3I10JI3BATC JAaHHUTEC
3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA UJIU 4YPE3 Baimara HallMOHAJIHA CUCTEMA 3a C’bO6HlaBaHe§
https://kvmp.bfsa.bg/phv

8. I[osnpomca 3a BCEKH BU/I )KUBOTHO, HAYUHHU U ME€TOA HA MPUJIOKCHUE

[T TyOepKyTUHBT ce mpuiiara cTporo HHTpaaepmMaiHo B qo3a 0,1 ml. 3pspmBaneTo Ha
TyOepKyJIMHU3ANKATA U TIPEIICHKATa Ha PeakIiiTa cTaBa ChbIIaCHO MHCTPYKIHITA 32 Oopba ¢
TyOepKyno3ara IpH Clia3BaHe Ha CICJHUTE N3HMCKBAHMUS:

IIpu roeeaa TyOepKyIMHM3ALMATA CE U3BBPIIBA C TOBEXAN TYOESPKY/IHMH. 3aCTpUIrBa Ce IoJIE C
auamMeTsp S5 — 10 cm Mex Ty npegHaTa U cpeqHaTa TpeTuHa Ha musaTa. Koxxara Ha 3aCTpuranoro
MSICTO TpsiOBa /1a He € cpacHasia HeMOIBMXKHO C TMOAKOKHATA ThKaH U J]a HAMa IUKATPUKCHH
o0Opa3yBaHUsl.

3acTpUraHoTo IoJjie ce MOYMCTBA, XBallla CE MEXKIY TPUTE MPHCTa U Hajlela 1 ce u3MepBa AedenuHarTa
Ha KOYKHATa I'bHKA C KyTHMETHp. TYOepKYIHHBT c€ HHKEKTHPA CTPOro UHTpaaepMaiHo B 1o3a 0,1 ml,
chabprkail He mo-manko oT 2000 u ve nmoBede oT 5000 exunuiy. [Ipu npaBuIIHO HHXEKTUPaHE HA
TyOepKyJIHHa B MSICTOTO HAa MHXXEKTHPAHETO ce 00pa3zyBa TBBPAO Bb3eTUE C TOJIEMHHA Ha TPaX0BO
3BPHO.

IIpu cBMHeTe MHTpaAepMaTHaTa TYOSPKYJIMHN3AIMS CE H3BHPIIBA HA I0p3aJiHaTa CTPaHa Ha YXOTO,
npUOIM3NTETHO Ha 2-3 cm OT ocHOBaTa My. Ha eTHOTO yX0 ce MHKEeKTHUpa rOBEXIH, a Ha IPyroTo -
nTU4d TyoepkynuH. OTYUTaHETO Ha pe3yiTara ce U3BbpIBa Ha 48-Mud Jac.

IIpyu nTumm TyGepKyIMHU3aUKATa C€ U3BBPILIBA MHTPAAEPMAIHO B CpelaTa Ha eHaTa OOMUKa, a
JpyraTa ocTaBa 3a KOHTPOJIA.

9. CbBeTH 32 IPABUJIHOTO NPUJIATaHe HA MPOIYKTA

l'oBena: TyOepkynmHHU3AIIMATA CE€ OTYUTA CIIe] 72 4aca KaTo ce u3MepBa jAcbennHaTa Ha KOJKHATa
I'bHKA YPEe3 OTYMTAHE pa3jvKaTa B JeOeIrHaTa IPEAn U CIIe]] HHKEKTUPAHETO.

PesynrarsT € oTpuIlaTesneH, KOraTo pa3jinkara B AeOenrHaTa Ha KO)KHATa I'bHKA € JI0 2 mm U He ce
HaOJIo/IaBaT eieM, eKCyIalusl, HeKpo3a, 00JIKa B MSICTOTO HA HHXEKTUPAHETO WIIM Bh3MaJICHHE B
oOJyacTTa Ha TUMQHNUTE BH3ITH.

Pe3yntarsT € ChbMHHTENEH, KOTAaTO pa3jiuKaTa B Ie0eIMHATa Ha KO)KHATA I'bHKA € HaJl 2 mm U He
noseye OT 4 mm U OTOKBT € OrpaHNyueH, HETeMIIepUpaH, HeOOJIE3HEH U HAMA HEKPO3a.
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https://kvmp.bfsa.bg/phv

Pe3ynTarhbT € MONOKUTENeH, KOTaTo pa3jinkaTa B AeOelIMHaTa Ha KO)KHATA I'bHKA € HaJ 4 mm u ce
Ha0rofaBa TeMIIEpHUpaH, 3a4epBEH U 0OJIE3HEH OTOK, HEKPO3a W Bh3MAJICHHE B 001acTTa Ha
TUM(HUTE BB3IH.

Beunuku roBesa, mokasaiu ChbMHUTENCH WM TIOJOXKUTENICH PE3YNTaT, ce Mojiarat Ha AudepeHaaIHo
HHTpaJepMaTHO H3CIIeIBaHe Hal-Mallko 42 THU W HE O-KBCHO OT 45 AHM clie]] TbPBOHOYAITHOTO
U3CIeBaHe C TOBEXKIU M NTHYH TyOCpPKYJIHH.

[Tpu audepennmanta TyOepKyIMHU3AIMS HA TOBEA CE 3aCTPUTBa MoJe ¢ fuameTsp 5 — 10 cm Mexy
MpeHATa U CPeTHATA TPETHHA Ha MIHATa. ['OBSKAUAT TyOSPKYJIMH ce HHXKEKTHPA OT JsCHATA, a
NTHYHAT OT JIABAaTa CTpaHA Ha MUsITa. Pe3ynraTa oT peakiusara ce OTYHTA U 3a JIBaTa BUa
TyOepKyJIMH Ha 72-pusi 4ac ciiell MHKEKTHPAHETO UM.

Pe3ynTarhT € MON0XKUTENeH, KOTaTo pa3jinkaTa MeX,y TOBSKIHS U ITHYUS TyOSpKYJIMH € TIOBEYEe OT
4 mm B 10132 HA TOBEX NS TYOSPKYJIMH U ce HabII0AaBaT KIMHIYHN PU3HAIIH.

PesynTarhT € cbMHHTENEH, KOraTo YKUBOTHOTO Ja/ie CbMHUTENTHA WM MOJOKUTETHA PeaKkLns
€JIHOBPEMCHHO M Ha JIBaTa BUIa TYOSPKYJIMH U JIUTICBAT KIMHUYHH MTPU3HAIIH.

Pe3ynTarhT € oTpuIaTeneH, Korato Npyu OTYNTAHE HA PEAKIUITA TIPU MITUYUS TyOSpKYIIUH TS €
OTpHIIATEITHA.

Csume: [Ipu nonoxurenHa peakuus ce HaOM01aBa TUIMYEH Bb3MATUTEICH OTOK, IOHSIKOTa ¢
LEHTpaJHa HEKPO3a Ha MICTOTO Ha MHXKeKTupaHeTto. [Ipu nurMenTHpaHuTe mopoay TOBa € OCHOBHUST
MPU3HAK 32 TOJIOKUTENICH pe3ynTar. B craga, cB0OOAHU OT TyOepKyI03a, 3a MOJIOKUTENEH Pe3ynTaT
ce nmpuema peaxius ¢ quamersp Haa 20 mm. CbMHUTENEH € pe3ynTarsT npu quamersp 10-20 mm. B
CTaja ¢ JI0Ka3aHa TyOepKyJi03a, IIOJIOKUTETHHUAT Pe3yTar € IIpy ToJieMUHa Ha AuameThpa Hax 10 mm,
a IpY CbMHUTEJIHUS - TOJIeMHHATa Ha quameTspa e 1o 10 mm.

[Ttunu: OtunTaHeTo craBa Ha 48-Us Yac ciael HHKEKTHPAHETO. Pe3ynTaThT € MON0KUTENEH TPU
BUIMMO BB3IIAJICHHE HAa 00MYKAaTa, B CPABHEHUE C KOHTPOJIHATA.

10. KapenTHu cpokoBe

Hyna guu.

11. CrneumaJjHM ycj0BHS 32 CbXpaHeHUe

Jla ce cpxpaHsBa Aajned OT IOIJIela U Ha HEJOCTBITHY 32 JIela MeCTa.

Ja ce cpxpansBa B xnagmiHUK (2 °C — 8 °C).
[a ce ma3u o1 3amMpBb3BaHe.

I[a HE CC€ U3I10JI3Ba TO3U BETCPHUHAPCH JICKAPCTBEH IMPOAYKT CJIEA U3THYAHC CPOKA HA TOAHOCT,
IIOCOYCH BBPXY €TUKETA CIIC] FOILGH J0:. CpOK’LT Ha TOAHOCT OTroBaps Ha MOCJICAHUA JE€H OT TO3U
MECCII.

CpOK Ha TOAHOCT CJICA IMIBbPBO OTBAPSAHE HA IIbPBUYHATA OITAKOBKA: H3I0JI3BaiTe HE3a0aBHO.

12. CrneumajHM npeAna3sHu MePKU NPH YHULIOKABaHe

BetepunapuuTe JIeKapCTBEHH MTPOYKTH HE TPIOBa /1a ObIaT N3XBBHPISHA Upe3 OTHATHU BOIN WU
OHUTOBH OTITALBIIH.

M3non3BaiiTe mporpaMu 3a BpblllaHE IPU YHUIIIOKABAHETO HA HEM3IMOJI3BAHU BETEPUHAPHU
JICKaPCTBEHU NPOJYKTH WM OCTATBhLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH MPIIIOKUMU HAIIMOHAIHU CHCTEMHU 3a chOupaHe. Te3n Mepku 11ie
IIOMOTHAT 3a Ola3BaHE Ha OKOJIHATA CpeJia.
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[NonmraiiTe Bammus BeTeprHapeH Jekap Kak Ja YHUIIOKUTE HEHYKHU BETepUHAPHU JIEKAPCTBEHH
MIPOIYKTH.

13. Kuacuuxauusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOIYKTH

Jla ce oTIycka caMo 1O JIEKapcKo MPeANUCcaHHe.
14. Homepa Ha pa3pelieHHETO 32 THPrOBUSI U Pa3MepPH ONAKOBKHU

0022-1932

Crexitenn daaxonu taim I ot 10 ml (100 mo3wn).

15. [lara Ha mocjiegHATa peJaKIUs HA TEKCTa
03/2026

[Honpo6Ha mH(MOpMaIs 3a TO3U BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nannu Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a BpBb3Ka

[IpuTekaTen Ha pa3pelICHUETO 3a ThPrOBUSL!
BUO®APM-MH®Y3MO EOO/]

Byn. "Lap bopuc II" Ne168, eT.3, oduc 34
1618 Codus, brirapus

E- mail: office@biopharm.bg

[IpownsBoauTen, OTroBapsIl 32 0CBOOOKIABAHETO HA TAPTHIH!
BUO®APM-MH®Y31O EOO/]

Oyn. “Tpakus™ Ne75

8800 rp. Cnusen, bearapus

ten.: +359 44 61 60 60

E-mail: office@biopharm.bg

Jlannwu 3a BpB3Ka 3a ChOOIIABAHE HAa IPEANOJaracéMy HEOJArOIPUATHN PDEAKIHU.
BUOD®APM-MH® Y310 EOO/]

Byn. “Tpakus” Ne 75

8800 CnuseH, bbirapus

tei.: +359 44 61 60 60

E-mail: office@biopharm.bg

3a BcsAkakBa HH(OPMAIKS OTHOCHO TO3W BETEPHHAPEH JICKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MPUTEKATEIS HA Pa3PEHICHUETO 32 ThPrOBUSL.

4/22/2026

X

[-P KPACMMWP KOJEB
3AMECTHUK W3MNMBJAHNTENEH AVNPEKTOP
Signed by: KRASIMIR KOLEV KOLEV
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