KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A ThPT'OBHUS C BJIII Ne 0022-2291

1. HAMUMEHOBAHUE HA BETEPUHAPHUS IEKAPCTBEH TPOAYKT
ALBENDAZOLE / PROVET 300 mg tablets — BG for cattle, sheep and goats
AJIBEHJIA30JI / ITPOBET 300 mg Tabnetku — BI” 3a roBena, oBIe 1 Ko3u

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 TabaeTka ChaBpKA:

AKTHBHHM BelllecTBa:

Albendazole 300 mg

ITomolHM BemecTBa:

KosnuyecTBeH ¢bCTaB, aKO Ta3HU
KauyecTBeH ChbCTAB HA MOMOLIIHUTE uH(popManus e BaskHA ¢ OrJie] Ha
BellleCTBA M IPYTUTe ChbCTABKH NPaBWJIHOTO MPHUJIAraHe HA
BeTEPUHAPHUS JIEKAPCTBEH MPOAYKT

IToBugon K30

MukpokpucTanHa Leiyio3a

Hatpuii Huiecre riirokoHat

Tank

Marsne3ues creapar

KomonaeH cuimnnmes THOKCHT

XUAPOreHUPAHO PULITHOBO MAaCj0

ITatenToBaHo cuHbO V 0,60 mg
Taptpazun 1,90 mg
JlakTo3a
AJKOX0T

3eieHa MpoIbJiroBara TadIeTKa Che 3a00JIeHH phOOBE M €IMHUYHA JICIUTEIHA TUHUAS OT eJHaTa
CTpaHa.

3. KJIMHUYHA HH®POPMALUA

3.1 BupaoBe :KMBOTHM, 32 KOUTO e npeaHa3HayeH BJIII

I'oBena, oBIIE 1 KO3M.

3.2 Tloka3aHusi 32 ynoTpeda 3a BceKH BU/I ’KUBOTHH, 32 KOWTO e MpeJHA3HAYEeH MPOAYKTHT

AJI6€H}_Ia30JTLT CC TIpwjara 3a HpO(l)I/IJ'IaKTI/IKa n JICYCHUC Ha IMapa3uTo3d, MNOPCAU3BHUKAHU OT
TraCTpOUMHTCCTUHAJIHU HEMATOAU, 6CJIO,I[p06HI/I HEMATOAH, TCHUU U TPEMATOAU IIPpU I'OBECd, OBIIC U KO3U.



AJOEHIa30TbT € aHTUXEIIMUHTEH areHT C IUPOK CIIEKTHP Ha aKTUBHOCT CPEIILy 3pENd U He3pEeNH CTa [N
Ha pa3IMJHU HHTSCTUHAIHN 1 0€710p0o0HN HEMATO M, IIECTOIN B TpeMaToAu. AJTOCHIa30bT IPUTEKaBa
oBoOILIKIHA €(DUKACHOCT CpeIly TacTPOMHTeCTHHATHNTE HemaTonu W Fasciola hepatica. AnbGengazonst
OCHOBHO € aKTHBEH CpEIILy:

HemaTtoau ecroan
Haemonchus spp. Moniezia expansa
Ostertagia spp. Avitellina spp.
Trichostrongylus spp.

Cooperia spp.

Nematodirus spp.
Gaygeria pachyschelis

Marshallagia marchalli Tpemartoau
Oesophagostomum spp. Fasciola hepatica
Chabertia ovina Fasciola gigantica
Dictyocaulus spp. Fascioloides magna
Protostrongylus rufescens Dicrocoelium dendriticum

Muellerius capillaris
AnGeHIa30,TbT € aKTHBEH CPEIILY 3peiId U He3pesd (POPMH Ha IIECTOUTE.
3.3 I[IporuBomoka3zanus

I[a HE C€ U3IM0JI3Ba IIPHU CBPBXUYYBCTBUTCIIHOCT KbM aKTUBHOTO BEIICCTBO UJIM KBM HAKOE OT
IIOMOIIHHUTC BCUICCTBA.

3.4 CrnenuajaHu npeaynpexIeHus
Hsawma.
3.5 ChenunajJHu npeana3Hu MepKH MPH ynorpeda

Crenuainy npeana3sHil MEpKH 3a 0e3omacHa yooTpeOa Ipy BUIOBETE JKUBOTHHU, 3a KOUTO €
nopeadasgauey BJIII:

He ce npenoprusa B 103u Haja 10 mg/kg tenecna maca 3a oBiie 1 ko3u, 1 15 mg/kg tesnecna maca 3a roenia
pe3 IbPBUsI MECeIl OT OPEMEHHOCTTA.

CHe]_II/IaJIHI/I npeanasHi MECPKHU, KOUTO TDH6Ba Jla B3E€MEC JIMIICTO, IMpujaramo BETCPUHAPHUA
JICKAPCTBCH IIPOAYKT HA ) KUBOTHHUTC:

He e npuioxxumo.

Crenpaiiy npeana3sHi MEPKH 3a 3aIMTa HAa OKOJIHATA CpEaa:

He e npuinoxxumo.
3.6 He0aaronpusiTHu peakuuu

T'oBena, oBIIE 1 KO3U:
He ca u3BecTHH.

Cno0I11aBaHeToO Ha HEOJArONPUATHH PEaKIuH € BaxkHO. ToBa MO3BOJISIBA HEITPEKBCHAT MOHUTOPHHT
Ha 0€30IacHOCTTa Ha BETEPUHAPHUSA JIEKapCTBEH MPOoAyKT. ChoOIeHusATa TpsIOBa Ja ce H3Mpariar, 3a



MIpeNMOYNTaHE Upe3 BETEPUHAPEH JIeKap, MITH Ha MIPUTEXKATENs Ha Pa3pelIeHreTo 3a ThPpTrOBHUS WK Ha
MECTHHSI My TIPEACTaBUTEIN, MIJIM Ha HAITMOHATHIS KOMIIETEHTEH OpPTaH upe3 HallMoHalTHATa CHCTeMa
3a cpoOmIaBane. 3a CHOTBETHUTE JaHHH 32 Bpb3Ka BU)KTE JTUCTOBKATA.

3.7 ¥Ymnorpeb6a no BpeMe Ha GPEMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe

He ce npenopruBa B 103u Hax 10 mg/kg Tenecna maca 3a oBiie u ko3u 1 15 mg/kg Tenecna maca 3a roBezia
npe3 MbPBUsI Mecell Ha OPEeMEHHOCTTA.

AnOeHIa30IpT HAMAa HEONMATONMPUATHO [EMCTBHE BBPXY PEMPOAYKTHBHHATE (YHKIUH HAa MBKKHUTE
’KUBOTHHU.

3.8 BzammopeiicTBHE C APYTH BeTePUHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru ¢opmu Ha
B3auMoJeiicTBue

He ca u3BecTHH.
3.9 HauywH Ha MPpWIOKEHHE H J03UPOBKA

AJIBEHJIA30JI / TTPOBET 300 mg Ttabmetku - BI' ce mpumara mepopaiHO B CIeTHHUTE IO3H, B
3aBHCHMOCT OT BHJIa )KUBOTHH U BH/IA TAPA3UTH:

OBue 1 Ko3u:

- 3,8 mg/kg Tenecna maca (mososun Tabnetka AJIBEHIA30JI / ITPOBET 300 na 40 kg TenecHa maca)
Cpelily TaCTPOMHTECTHHATHA HEMATO 1, 0€T0APOOHH HEMATOIN U TCHHUH.

- 7,5mg/kg tenecna maca (exHa tabiaetka AJIBEHJIA30JI/TTPOBET 300 Ha 40 kg TenecHa maca) cperity
oemonpoorn Hemaroxu (Muellerius capillaris u Protostrongylus rufescens) u cpemry xpoHndHa
dacimono3sa (nmpean3BrKana ot Bb3pacTHH Gpopmu Ha Fasciola hepatica).

- 15 mg/kg Tenecua maca (aBe tabnetkn AJIBEHIA30JI / ITTPOBET 300 na 40 kg tenecna maca) cperiry
nvKkporiennosa (mpeausprukana ot Dicrocoelium dendriticum).

I'oBena:

- 7,5mg/kg tenecuna maca (exHa tabiaetka AJIBEHJIA30JI/ TTPOBET 300 Ha 40 Kg TenecHa maca) cperity
raCTPOMHTECTUHAIIHM HEMATOIM M TCHHUH.

- 10 mg/kg tenecna maca (eana tabnerka AJIBEHJIA30JI / TTPOBET 300 na 30 kg tenecua maca) cperiry
xponnuHa (acirosnosa. [Ipy ocTpu 1 TeXKH City4au ce mpenopbusa 103a ot 15 mg/kg tenecna maca.

3.10 Cumnromu Ha mpego3upane (M KOraTo e NPUJI0KAMO — MPOLETYPH HA IelicTBHE NPH
CHELIHHU CIy4Yau ¥ AHTHI0TH)

HGCGTOKpaTHO MMpEeBUIIAaBAaHE Ha MNOp€uopbyuaHaTa MaKCUMallHa J[J03a HE€ BOJMU [0 IIpOsABa Ha
H66J'IaI‘OHpI/IHTHI/I PpCaKnuu Ipu 3ApaBu )KUBOTHH.

3.11 CrnenuajaHu orpaHUYEHHS 32 YIOTpPeda U CIeNHAJHI YCJIOBHUS 32 YNoTpeoa,
BKJIIOUHTETHO OTPAHUYEHHS 32 YIOTpedaTa HAa AHTUMUKPOOHHU ¥ MMPOTHBONMAPA3ZUTHH
BeTEPUHAPHU JIEKAPCTBEHU NMPOIYKTH, C IeJ /1a ce OTPAHUYH PUCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxunmo.
3.12 KapeHTHH cpoKoBe
l'oBena - meco u BbTpewHu opranu: 14 quu.

OBIIe ¥ KO3H - ME€CO U BBTPEIIHN opranu: 14 mam.
Misko: 5 qHu.



4. OPAPMAKOJIOTUYHA HHPOPMALIUA

4.1 Berepunapet jexkapcTBeH anaTomMo-TepaneBTudeH ko (ATCvet Code):
QP52AC11

4.2 @apmakoaMHAMHUKA

AnbeHna30mpT € OEH3MMHUAA30JI0B KapbaMar ¢ aHTUXEIMHHTHA U aHTHIIPOTO30WHA aKTUBHOCT CPEIIy
YpEBHM W THKaHHH TMapa3uTH. AJOEHAA300bT IOKa3Ba JAPBUIUIHA, OBOLUAHA W BEPMUIIHHA
AKTUBHOCT W YIPaXXHSIBAa aHTHUXCIMHHTHUS CH €(EeKT, MOTHCKAWKHU IMMOJIMMEPU3ANUATA HA TYOYJIHH.
ToBa HapymaBa MeTab0JIM3Ma Ha XEIMUHTHTE KaTO HAMAaJsiBa CHEPTUsTa, KOSTO 00C3/IBUKBA, a CIIC/
TOBa YOMBa UyBCTBUTCITHUTE XCIMUHTH.

4.3 dapMakoKHHETHKA
dapMaKOKHHETUYHUTE CBOWCTBA Ha aji0eHIa30]l ca OWiIM aKTHBHO HM3y4aBaHH NPHU JKUBOTHUTE, 3a
KOMTO € Mpe/Ha3HaueH (roBe/a 1 OBIIe), IPH JIAOOPATOPHHU KHUBOTHH (MHUILIKHU U TUIBXOBE), KAKTO U MPH
xopa. OcHOBHHTE (papMaKOKHHETHYHU XapaKTEPUCTUKH, KOUTO Ca MOJIYYCHU OT Te3H U3CIECABAHMSA ca
CIICHUTE:
e an0eHma30IbT ce OTHeIIs OBP30 OT THKAHUTE U HE CE 3aIbPKa BbB BETPEIIHUTE OPTaHH.
® CHTEPO-XCMATATHUAT IHUKBJ, BKIIOYEH B MeTa0oNM3Ma Ha an0eHja30ja, OKa3Ba MUHHMAIHO
BJIMSIHUE Ha CTENICHTA Ha eTMMUHUPAHE OT ThKaHUTE.
e cJie]l IepOopaTHO NPUIIOKEHHEe, OCH3NMUIA30IUTE C€ METa0OIM3UPAT aKTHBHO MPU 003aliHUIINTE.
e cliell OKCHAALUUS M XHUIPOJIM3a, METAOONUTHTE, KOUTO Ca 3HAYUTEIHO I10-Pa3TBOPUMH OT
n3XoAHaTa cyOcTaHIus, IpeobiagaBaTt B KPbBTA, ThKAHUTE, XIIbUKATa U YPHHATA.
5. OPAPMALIEBTUYHHU JAHHHU
5.1 OcHOBHHM HECBBMECTHMOCTH
He ca u3BecTHu.
5.2 Cpok Ha rogHOCT
Cpoxk Ha rOZIHOCT Ha KpaiHUs BeTepUHAPEH JIEKapCTBEH MPOJYKT: 5 TOAWHH.
5.3 CnenmaJiHu ycjI0BHUS 32 CbXpaHeHHe
Jla ce cpxpansaBa mpu Temnepatypa nox 25 °C.
Ja ce masu OT cBeTJIMHA.
Ha ce cbxpaHsBa Ha CyX0 MSCTO.

5.4 Buau cbcTaB HA TBPBUYHATA ONMAKOBKA

PVC + PVDC GnuctepHa onakoBka ¢ allyMHHHEBO (oo, chabpxaiia 10 Tabierkw.
Kapronena kytust ¢ 5 6muctepa x 10 tabnetkn/6iucrep (50 TabneTkn).

He Bcuuku pa3mepu Ha OnakoOBKaTa MOrar ja ObJaT MpejjiaraHy Ha masapa.
5.5 CoenuajHu MepKH 32 YHUIIIO:KABAHE HA HEM3MOJI3BAHM MPOIYKTH UJIH OCTATHLIHU OT TAX

BerepunapHuTe jgekapcTBEHH MPOIYKTH HE TPAOBa J1a ObAAT U3XBBPIISHH Ype3 OTIIATHU BOJIM UITH
OHUTOBH OTIAIBIIH.



M3non3BaiiTe mporpamMu 3a BpbIllaHE MIPU YHUIOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCHYKH HAIMOHAJHY CUCTEMH 3a ChOMpaHe, IPUI0KIMH 32 ChOTBETHUS
BETEpPHHAPEH JICKAPCTBEH MPOTYKT.

6. HUME HA ITIPUTEKATEJIA HA PASPEIIEHHUETO 3A ThPI'OBUSA

PROVET S.A.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUA

0022-2291

8. JATA HA IbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jlata Ha TEPBOTO W3/1aBaHE Ha pa3penieHneTo 3a Tepropus: 13/05/2014

9. JATA HA INIOCJIEAHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

12/2025

10. KIACHU®UKAILINSA HA BETEPUHAPHUTE JJEKAPCTBEHHU MNPOAYKTH

Jla ce oTITycka camo 10 JIEKapCKO MpeAucaHme.

[Nonpo6Ha nH(OpMaIs 3a TO3U BETEPUHAPEH JIEKAapCTBEH MPOYKT MOXKE Ja HaMepuTe B 0azara TaHHU
na Coro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

11.12.2025 r.

X

[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLINA KB/IM
Signed by: KRASIMIR YANKOV ZLATKOV



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

