KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3ZPEIIEHHUE 3A THhPI'OBHUS C BJIII Ne 0022-1932

1. HANUMEHOBAHUWE HA BETEPUHAPHUSA JIEKAPCTBEH ITIPOAYKT
TYBEPKYJIVH ITTNYU I/, uH>XeKUMOHEH pa3TBOP 3a roBeja, NTUIM U CBUHE
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

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

ITomomiHu BelecTBa:

Kosau4yecTBeH cbCTaB, aKko Ta3u uHGopMalus e
BaJKHA € OIJIe[ HA MPABUJIHOTO NMpUjIaraHe Ha
BeTePUHAPHUS JIEKAPCTBEH NMPOAYKT

denon 0,5%

KadecTBeH ChCTaB HA IOMOIIIHUTE
BelleCTBA U IPYIruTe CbCTABKH

munepun He noseue oT 10 %

WHXeKIHOHEH Pa3TBOP.
3. KINMHUYHA UHOOPMALIUS
3.1 Bwunaose :KUBOTHH, 32 KOUTO e npeanazHayen BJIII

W3non3Ba ce BbB BETEpUHAPHOMEANLIMHCKATA IPAKTHKA [IPU AJIEProJHarHOCTHKATa Ha TyOepKys03aTa
10 TOBe/IaTa, NTUIUTE U cBUHeTe. [Ipu cBUHETE - B KOMOMHAIIHS C TOBEXIU TYOEPKYIIHH.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I JKUBOTHH, 32 KOWTO e MpeIHa3HAYeH MPOAYKTHT

IIT/1 TyOepKyIUHBT Ce MpUiiara Karo CHelU(pUIHO CPESICTBO BbB BETEPUHAPHATA MEIUIIMHA TTPU
aNeproJuarHocTHKaTa Ha TyOepKys03aTa o ToBe/iaTa, ITUIUTE U CBUHETE.

3.3 IIporuBomoka3aHus

I[a HE C€ U3M0JI3Ba ITPU KpaBU B IOCIICAHUTE JIBa MECCLIA HA 6pCMeHHOCTTa 1 ABEC CCAMMIIN CIIC
OTCJIBAHECTO.

3.4 Cneuuajnu nperynpe:KaeHus

Hswma.

3.5 CneuuajHu npeanasHu MepKH NpH ynorpeda

CrienaHy pena3Hi MepKH 3a 6e3onacHa ynoTpeda Ipu BHIOBETE KUBOTHH, 38 KOUTO €

npennasHauen BJII:
IIpunara ce cTporo UHTpaAEpPMaIHO B IPEHOPBUAHUTE JO3H.

CrenmanHy Ipeana3Hi MEPKH, KOUTO TPsIOBa Jla B3eMe JIUIIETO, MPUJIAraiio BeTepUHAPHUS
JIEKapCTBEH NPOAYKT Ha )KUBOTHUTE:

IIpu cnyuaitHO pa3nuBaHE BbPXY KOKaTa, 34CETaHaTOTO MSCTO J1a CE U3MHE C OOMITHO KOJIHMYECTBO
BOJIa ¥ CaIlyH C TIOCJIeIBaIIa Ae3MHDEKITUS.
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Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEITHOCT KbM aKTHUBHOTO BEIIECTBO MITH IIOMOIITHHUTE BEIIECTBA
Tpsi0Ba Jja M304ATBAT KOHTAKT C BETEPHHAPHIS JIEKAPCTBEH MPOIYKT.

HpI/I cnyqaﬁHo CaMOUWHKCKTHUPAHE, He3a0aBHO Ja €€ MOTbpCU MEAUIIMHCKHU CHBET, KATO Ha JICKApAd C€
MpeaOoCTaBu JIMCTOBKATa WM €TUKETA Ha IPOJYKTa.

Coenuanny OpeAna3sHyd MEPKH 3a 3allluTa Ha OKOJHAaTa cpefa:
He e npunoxumo.

3.6 HebuaronpusiTHU peakuuu
He e npunoxumo.

C’I)06HlaBaHCTO Ha He6HaFOHpI/IHTHI/I pCaKkuum € BaXXHO. Tosa no3BosaBa HCIIPEKBCHAT MOHUTOPUHT Ha
Oe30macHoCTTa Ha BCTCPpUHAPHUS JICKAPCTBCH IMPOAYKT. C’I)O6HICHI/I$IT3 TpH6Ba Ja C¢ u3npaiiar, 3a
MMPEANTIOYUTAHC YPE3 BETCPUHAPCH JICKAp, UJIN HAa IPUTCKATCIIA Ha PAa3pCIICHUCTO 3a ThbproBusi, WJIN HAa
HallTUOHAJTHUA KOMIIETEHTCH OpraH 4Ype€3 HalluOHaJIHaTa CUCTEMA 3a C’L06H.[3,B3,H€. 3a CbOTBETHHUTE
JaHHH 3a BPBb3Ka BUIXKTE JIMCTOBKATA.

3.7 Ymnorpeda mo BpeMe Ha OPEeMEHHOCT, JAKTAIUS WIH sIiilleHOCeHe
BpeMEHHOCT U JlaKkTanus:

He ce mpuara npu kpaBu B TIOCIETHUTE J1Ba Mecella Ha OPeMEHHOCTTA U JABE CEMHUIIH CIIE]T
OTEJIBAHETO.

3.8 B3aummopaeiicTBHE ¢ IPYrd BeTEPHHAPHU JeKAPCTBEHH MPOAYKTH U APYTrd (popMH HA
B3auMojelicTBHe

He ce mpuara eqHOBpeMEHHO € APYTH BETEpUHAPHU JIEKAPCTBEHU MPOIAYKTH.
3.9 HauuH Ha pUIOKEeHUE U T03HPOBKA

[ITJ] TyOepKyTUHBT Ce MmpHiiara CTporo HHTpaaepmaiHo B 1o03a 0,1 ml. M3spmBaneTo Ha
TyOepKyJIMHU3aUMATA U TIPeieHKaTa Ha peaklysaTa CTaBa ChIIIACHO HHCTPYKIMATA 3a Oop0Oa ¢
TyOepKyo3ara Ipy Cria3BaHe Ha CICJHUTE U3HMCKBAHMUS:

IIpu roBeaa TyOepKyIMHHU3ANKATA CE U3BBPIIIBA C TOBEXKIN TYOSPKYJIHH. 3aCTPUTBA CE TTOJIE C
nuameTsp 5 — 10 cm Mexay nmpeaHaTa v cpefHara TpeTHHa Ha muaTta. KoxaTa Ha 3aCTpUranoTo
MSACTO TPSOBa Jla HE € cpacHaIa HETIOABMYKHO C TTOJIKOXKHATA ThKaH U J1a HAMA [IUKATPUKCHH
o0Opa3yBaHws.

3acTpUraHoTO IOJIE Ce MOYKUCTBA, XBallla C€ MEX/y TPUTE MPHCTA U THaJlielia U ce u3MepBa jcOennHara
Ha KOJKHATa I'bHKA ¢ KYTUMEThD. TYOCpKYJIMHBT C€ HHKEKTHPA CTPOr0 UHTpagepMaiHoO B j1o3a 0,1 ml,
cpabpxail He mo-manko ot 2000 u e noBeve oT 5000 eguauy. [Ipy NpaBUIIHO UHXKEKTUPAHE HA
TyOepKyJIMHA B MSCTOTO Ha WH)KEKTHpaHETO ce 00pa3yBa TBHPIO Bb3eI4e C TOJIEMHUHA Ha TPAXOBO
3BPHO.

TyOepKynuHH3aIMATA CE OTYNTA CIIe] 72 Yaca KaTo ce u3MepBa JeOenrHaTa Ha KOXKHATa I'bHKA Ype3
OTUYUTAHE pPa3IMKaTa B JeOeIMHATA MIPEIU U CIIe/] MHXEKTHUPAHETO.

Pe3yaTarsT € oTpuIaTenacH, KOrarto pa3jimkara B feOenrHaTa Ha KOKHATa I'bHKA € 10 2 mm U He ce
HaOJII0aBaT €eM, EKCyIallns, HeKpo3a, 00JIKa B MACTOTO HA MH)KEKTUPAHETO MM Bh3MAJICHHE B
obOnactTa Ha TUMQHUTE BBH3IIH.

Pe3ynTarsT € chbMHHTENEH, KOTAaTO pa3iivKara B Ae0eInHaTa Ha KOJKHATA I'bHKA € HajJ 2 mm U He
moBeYe OT 4 mm ¥ OTOKBT € OTpaHUUICH, HeTeMIIEpUPaH, HEOOJIE3HEH U HsIMa HEKpOo3a.

Pe3ynTarsT € mosoKuTeNeH, KoraTo pasiiukaTa B JleOeTMHaTa Ha KO)KHATa I'bHKA € Hal 4 mm U ce
HaOII01aBa TEMIIEPUPaH, 3a4€PBEH U O0JIE3HEH OTOK, HEKPO3a U Bh3IMaJieHHe B 001acTTa Ha
TUMGHATE BB3IH.

Bceuuku roBeia, mokasajiv CbMHUTENICH WM TIOJIOKHUTEICH PE3yJITaT MPU TYOSPKYJIHHU3AIHUS C
TOBEXIY TyOCpKYJIWH, Ce ToyIaraT Ha Mu()epeHIIMaTHO HHTPAIEPMAaTHO U3CIIeIBaHE
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(madepennmanta TyOSpKyIMHA3AIINS ) Hal-Mako 42 THW U HE TTO-KBCHO OT 45 ITHU e
IBPBOHOYATHOTO U3CJICBAHE C TOBEKIU U ITHIH TYOCPKYJIHH.

[Tpu mudepenmaina TyOSpKyIMHNA3ANMS Ha TOBEIA CE 3aCTPUrBa NoJje ¢ Auamersp 5 — 10 cm Mexay
mpenHaTa U CpeJHaTa TpeTHHA Ha MuATa. [0BeKIUAT TyOSpKYJIUH ce MHXKEKTHPA OT JsICHATa, a
NOTHYUST OT JIIBaTa CTpaHa Ha musTa. Pe3ynrara oT peakiysara ce OTYMTA U 3a J[BaTa BUJIa
TyOepKyJINH Ha 72-prs Yac Clie]] HHKEKTUPAHETO M.

Pe3ynTarsT € mosIoKUTENIeH, KOraTo pa3iiuKaTa My TOBSKIUS U ITUYHS TyOSpKYJIUH € TTOBEYE OT
4 mm B 10132 Ha TOBEXIUS TYOEPKYJIMH U ce HAOI0JaBaT KIMHUYHU TPU3HAIIH.

Pe3ynraThT € CbMHHUTENCH, KOTaTo )UBOTHOTO JIa/Ic CbMHHUTEIIHA HITH MOJIOKHUTEITHA PEaKIIHS
€HOBPEMCHHO U HA JIBaTa BUAA TyOSPKYJIUH U JIMIICBAT KIMHUYHY ITPU3HALIH.

Pe3ynTarsT € oTpunarencH, KOrato npu OTYMTaHE HA PEaKIUATA TIPU NTHYUS TYOCPKYJIUH TSI ©
OTpHIIATEITHA.

IIpu cBUHeTe MHTpanepMaIHATa TYOSPKYIMHNA3AIMS C€ U3BHPILIBA €THOBPEMEHHO C TOBEXKIHN U
NITHYY TYOepKYIHH, Ha Op3aTHAaTa CTpaHa Ha yXOTO, MPHOIM3UTETHO Ha 2-3 cm OoT ocHOBaTta my. Ha
€IHOTO YXO C€ MH)XXEKTUPA TOBEKAHU, a Ha IPYroTo - ITHYX TyOepKyauH. OTUNTaHETO Ha pe3yiraTa ce
n3BbplIBa Ha 48-Mmus vac. [Ipu nonoxkuTeNHa peakus ce HabIro1aBa THIIMYEH Bh3NATUTENICH OTOK,
MOHSIKOTA C EHTPaJIHa HEKpo3a Ha MACTOTO Ha HHXKEeKTUpaHeTo. [Ipu nmurMenTipaHuTe nopoau ToBa €
OCHOBHUST NPU3HAK 32 MOJOXKUTENCH pe3yiTaT. B craga, cBo6oaHM OT TyOepKyno3a, 3a IOJI0KUTENCH
pe3yaTar ce mpuema peakius ¢ ruaMmeTsp Hag 20 mm. ChbMHUTENCH € pe3ynTarThT npu quameTsp 10-
20 mm. B craga c nokazana TyOepKyno3a, MOJOKHUTEIHUAT PE3yNITaT € pU rojieMUHa Ha TuamMeTbpa
Haj 10 mm, a 0pyu CbMHUTENHHUS - TOJIEMUHATA Ha [uaMeTspa € 10 10 mm.

Ipu nTunm TyOepKyIMHU3ANMATA C€ U3BBPIIBA C ITHYH TYOCpKYJIUH HHTPAJIEPMAIIHO B CpeiaTa Ha
enHaTta oOM4Ka, a Apyrara OcTaBa 3a KOHTpoJsa. OTYuTaHeTo cTaBa Ha 48-1 4ac ciell HHXEKTHPAHETO.

Pe3yHTaTT>T € IOJIOKUTEJICH P BUAUMO BB3IAJICHHUE Ha 06I/I‘IKaTa, B CpaBHCHUE C KOHTPOJIHATA.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NpUJjI0:KUMO — MPOLEYPH HA JieiicTBHeE NMPH
CIELIHHU CIy4Yau U AHTHI0TH)

He e npunoxxumo.

3.11 CneuuajHu orpaHuyeHus 3a ynorpeda v crieMaJHH YCJIO0BHS 32 yNOTpe6a, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHUKPOOHH M MPOTHBONAPA3ZMTHN BeTePUHAPHHI
JIEKapCTBEHH NMPOAYKTH, C LeJI 1A ¢e OTPAHUYH PHCKBT OT Pa3BHTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU CpOKOBe

Hyna quu.

4. NMYHOJIOTHYHA THOOPMADIMA

4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTH4en koa (ATCvet Code): QI02AR02.

Crienin(h)uIHO CPEACTBO BHB BEeTePUHAPHATA MEAMIIMHA TIPY aJIEProIMarHoCTHKaTa Ha TyOepKyJio3aTa
10 TOBEJaTa, ITUIIUTE U CBUHETE.

5. OAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH
He cmecBaiite ¢ npyr BeTeprHAPEH JIEKaPCTBEH MPOAYKT WK UMYHOJIOTHYCH BETEPUHAPEH JIEKapCTBEH

MIPOIIYKT, 32 Ja c€ N30eTHEe PUCK OT KOKXHOAJIEPTUIHHU PEaKITHH.

5.2 Cpoxk Ha rogHocT
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Cpok Ha TOTHOCT Ha KpalfHUS BEeTEPUHAPEH JICKapCTBEH NPOoAyKT: 18 Mecera.
Cpok Ha rOJJHOCT CJIE/l TbPBO OTBapsSIHE HAa TbPBUYHATA OMIAKOBKA: U3ITOJNI3BalTe He3a0aBHO.

5.3 Cneuuaanu ycjaoBusi 3a CbXpaHeHHe

Ja ce cexpanssa B xmagmiauK (2 °C — 8 °C).
[a ce masu oT 3amMpb3BaHe.

5.4 Bwuau cbCTaB Ha MLPBHYHATA ONMAKOBKA
[po3paunu crbkienu ¢aakonu tun | ot 10 ml (100 no3m).
55 CneuuajHu MepKH 32 YHUII0KABAHE HA HEU3MOJI3BAHU NPOAYKTH UIH OCTATHIM OT TSX

BerepunapHuTe NeKapCcTBEHH MPOTYKTH HE TPSOBa 1a ObIAT U3XBBPISHHI Upe3 OTIIaTHU BOIN HITH
OMTOBHU OTHAIBIIN.

W3non3Baiite nporpamu 3a BpblIaHe IPHU YHUIIOKABAHETO HA HEU3IOI3BaHU BETCPUHAPHU
JIEKapCTBEHU MPOILYKTH WM OCTAaThLH OT TSAX B CHOTBETCTBUE C M3UCKBAHHUATA HA MECTHOTO
3aKOHOZATEJICTBO M C BCHUKH HAITMOHAITHU CUCTEMH 33 ChbOMpaHe, IPUIIOKUMH 33 ChOTBETHHS
BETEpPHUHAPEH JIEKApCTBEH MPOIYKT.

6. HUME HA TIPUTEXKATEJISA HA PASPELIEHUETO 3A ThbPTOBUS
CODPAPMA Al

7. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUSI

0022-1932

8. JATA HA ITbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUSA
07.04.2008

9.  JIATA HA MMOCJIEJJHATA PEJAKIMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

10/2025
10. KIACHO®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
[a ce oTmycka camo 110 JIEKapCKO MpeJIcaHue.

[Toapo6Ha nHdpOpMaIKs 32 TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE Ja HAMEpHTE B 0a3aTa JaHHU
Ha Crro3a otHocHO nipoayktute (https://medicines.health.europa.eu/veterinary).

13.11.2025 r.

X

[4-P KPACUMIWP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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