KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA KbM
JIMIIEH3 3A YIIOTPEBA Ne 0022-2291
1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

ALBENDAZOLE / PROVET 300 mg boli - BG
AJIBEHIA30JI/ ITPOBET 300 mg 6omycu - BI

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
AKTHBHA cy0OcTaHIMA:

Albendazole 300 mg/6omyc

ExcuunueHTu:

3a IBJIHKS CITUCHK HA SKCITUIMMEHTUTE, BUXK T.6.1.

3. DAPMAIIEBTUYHA ®OPMA

Bbonycn.

4. KJIMHNYHU JAHHHU

4.1 Bwunose :KMBOTHH, 32 KOUTO € npeanazHayen BMII
I'oBena, oBIIC U KO3H.

4.2 TepaneBanHn NMoOKa3aHusl, ONPEAC/JICHHA 32 OTACTHUTEC BUA0BE ;KUBOTHHU

AnOeHma30abT ce mpwiara 3a NpoQWIAKTHKA M JICUCHHWE Ha Mapa3’uTo3d, MPESIU3BUKAHH OT
raCTPOUHTECTHHAIIHU HEMATO M, OSJIOIPOOHN HEMATO 1, TCHUH M TPEMATO/IH IIPU TOBE/Ia, OBIIC U KO3H.

AnOeH1a30TbT € aHTUXEJIMUHTEH areHT C MHPOK CHEKThpP Ha aKTUBHOCT CPEIILy 3PN 1 HE3PEH CTaiN
Ha Pa3IMYHU UHTECTHHAIHYU U 0€10pOOHN HEMATOIH, IECTOIN U TpeMaToAu. AOEHIa30TbT MPUTEKABA
OBOIM/IHA e(PUKACHOCT Cpelly racTpOMHTeCTHHAIHUTe Hemaroqu u Fasciola hepatica. Anbenmgazonbt

OCHOBHO € aKTHBEH CpeIly:

HemaToau ecroau
Haemonchus spp. Moniezia expansa
Ostertagia spp. Avitellina spp.
Trichostrongylus spp.

Cooperia spp.

Nematodirus spp.
Gaygeria pachyschelis

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

Muellerius capillaris

AII6CHI[8.30JTI)T € aKTHUBCH CPCILY 3pCJIM U HE3PCIIN (bOpMI/I Ha NeCTOaUTE.
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4.3 TIlpoTuBomoka3aHus

ﬂa HE CC U3M0JI3Ba IPU CBPBbXUYYBCTBUTCIIHOCT KbM aAKTUBHATA CY6CTaHL[I/I$I HIIM KbM HSKOH OT
CKCIIUMITMCHTHUTCE.

4.4 CrnenuajJHU Mpeana3Hu MePKH 32 BCeKH BH/ KMBOTHH, 32 KOUTO e npeaHasHadyen BMII

He ce npenoppusa B m03u Hax 10 mg/kg temecHa maca 3a opre u ko3u u 15 mg/Kg TemecHa maca 3a
roBejia, pe3 MbPBHUsI MECEIl OT OPEMEHHOCTTA.

45 ChoenuajaHu mpeanasHd MepKH NpH ynoTpeda

CHGHHaﬂHH Opeanasiy MCPKHU 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPpOAYKTA

He e npunnoxumo.

ChenmaiaHy IIpeanasHd  MEPKH 3a JWIAaTa, OPWIArald BETEPUHAPHOMEIUIMHCKHUSI IMPOAYKT Ha
JKHUBOTHHTE

He e mpunoxumo.

4.6 Heb0saronpusiTHu peaknuy (4eCTOTa U Ba)KHOCT)

He ca u3Becthu.

4.7 Ynorpeda mo BpeMe Ha OPEeMEHHOCT, JJAKTAIUS WIH sliilleHOCeHe

He ce npenopbuBa B 103u Haa 10 mg/kg tenecHa maca 3a oBie u ko3u U 15 mg/kg Tenecna maca 3a
roBe/Ia, pe3 MbPBUS Mecel] Ha OPeMEHHOCTTA.

AnGeHna301bT HIMa HEOMIArONPHSITHO JIEHCTBUE BBPXY PEMPOAYKTUBHHUTE (DYHKIIMH HA MBKKUTE
YKUBOTHH.

4.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHOMEIHIIHHCKU MPOXYKTH U Apyru ¢popmMu Ha
B3auMoOJeHcTBHE

He ca u3BecTHH.
4.9 [lo3a ¥ HAYMH HA MPUJIOKEHHE

AJIBEHIA3O0JI / TTPOBET 300 mg Gomycu - BI' ce mpuiara mepopaiHO B CIEJHUATE HO3H, B
3aBHCHMOCT OT BH/Ia )KUBOTHH U BH/IA TAPA3UTH:

OBue u Ko3M:

- 3,8 mg/kg tenecna maca (monosun 6omyc AJIBEHIA30JI / TIPOBET 300 ma 40 Kg temecna maca)
Cpellly racTpOMHTECTHHAIIHM HEMATo 1, OeI0IpOOHN HEMATOIU U TCHHH.

- 7,5 mg/kg tenecna maca (eaun 6omyc AJIBEHTA30JI / TTIPOBET 300 Ha 40 kg Tenecha maca) cperity
oemoapooun wemaroau (Muellerius capillaris u Protostrongylus rufescens) u cpemty xpoHuvHa
dacumonosa (nmpeau3BrKana ot Bb3pacTHH Gopmu Ha Fasciola hepatica).

- 15 mg/kg Tenecna maca (1Ba 6omyca AJIBEHJIA30JI / ITPOBET 300 na 40 kg tenecHa maca) cperity
IKporienrosa (mpeaussukana ot Dicrocoelium dendriticum).

I'oBena:

- 7,5 mg/kg renecna maca (eaun 6omyc AJIGEHIA30J1 / ITPOBET 300 Ha 40 kg Tenecna maca) cperry
raCTPOMHTECTUHATHA HEMATO/IU U TCHUH.

- 10 mg/kg tenecna maca (emun 6onyc AJIBEHJIA30JI / TIPOBET 300 Ha 30 kg Tenecha maca) cperiry
xpounyHa (hacuuonosa. B ciyuan Ha ocTpH U Texkn (GopMHu ce TpernopbuBa fo3a ot 15 mg/kg tenecHa
maca.
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4.10 IIpemo3upaHe (CHMITOMM, CIICIITHH MEPKH, AHTHI0TH), AKO € HE0OX0AUMO

ﬂeCCTOKpaTHO MNpCeBUIIIABAaHC Ha MNpernopbyaHaTa MaKCHMMalHa nO03a HE BOAW [0 IMpossBa Ha
He6ﬂaFOHpI/I${THI/I PpCaKnuu npu 3apaBu JKUBOTHU.

4.11 KapeHTHH CPOKOBe

T'oBena - Meco v BETpEIIHM Opranu. 14 mHu.
OBIIe ¥ K031 - MECO U BTPEIIHN OpraHu: 14 mHu.
Musiko: 5 nHM.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHuHa rpymna: [IpoTHBOMapa3uTHU MPOAYKTH, HHCEKTHIMIN U PEICICHTH.
Berepunapuomenuiinacku Auatomo-Tepanesruyen Koa: QP52AC11.

51 dapmakoIUHAMMYHH CBOICTBA

AnbeHnazonpT € OEH3MMUIA30I0B KapOaMaT ¢ aHTUXEJIMUHTHA M aHTUIPOTO30HHA aKTUBHOCT CpPELLy
YpeBHH W THKAaHHW NapasuTu. ANOEHAa301bT TOKa3Ba JAapBUIMIHA, OBOIMIHA M BEPMUIUIHA
AKTUBHOCT W YNPA)XKHSBA aHTUXEIMUHTHHUS CH €(EKT, NOTUCKAWKH MOJMMEpHU3alusITa Ha TYOYJIHH.
ToBa HapymaBa MeTa00IM3Ma Ha XEIMUHTUTE KaTO HaMaJlsiBa €HEpPrusiTa, KOeTO 00e3IBIKBA, a CIIe]
TOBa yOMBA YyBCTBUTEIHUTE XCIIMHHTH.

5.2 ®apmMakoKHHETHYHH 0CODEHOCTH

dapMaKOKMHETUYHHUTE CBOWCTBAa Ha alOEH/1a30J1 ca OWIM aKTHBHO W3y4aBaHW IPH KUBOTHUTE, 3a
KOWTO € MpeaHa3HaueH (roBeAa W OBIIE), MPH Ja0OpaTOPHH KUBOTHH (MHIIKH M IUTBXOBE), KAKTO H
npu  xopa. OcHOBHHTE (HapMAaKOKHHETHYHH XapaKTEPHCTHKH, KOUTO Ca TMOJNY4YeHH OT Te3U
U3CJICBAHMS Ca CIICTHUTE:

e a;I0CHIa300bT Ce OT/IeNs ObP30 OT THKAHUTE M HE CE 33bPKa BbB BHTPELIHUTE OPTaHu.

® CHTEPO-XEMATATHUAT IMKBJ, BKJIIOYCH B MeTaboiaM3Ma Ha anOeHJa30ja, OKa3Ba MHUHHMMAJHO

BJIMSTHUE HA CTETICHTA HA SJIMMHHUPAHE OT ThKaHUTE.
e clie]] IePOPATHO MPUIIOKEHUE, OCH3MMUIA30JIUTE ce MeTabOoIN3UpaT akTHBHO ITPpU O03aliHUIHTE.
e clie/l OKCHAAIMSA M XHAPOJH3a, METabOJIUTHTE, KOMTO Ca 3HAYMTEIHO MNO-Pa3TBOPHUMH OT
U3XO/IHATa CyOCTaHIINs, IpeodiagaBaT B KPbBTA, ThKAHUTE, KIIbUKaTa H ypUHATA.

6. DOAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CnucbK Ha eKCIUITHEHTHTE

IToBumon

MUKpOKpHUCTaJIHA LIETyJ103a
Harpuii Humiecre rioKoHaT
Tank

Maruesues creapar
KomonmaneH cCHiMIEB TUOKCH
XuaporeHupaHo pUIIMHOBO Macio
ITarentroBano cuabLO V
Taprasun

Jlakto3a

Ankoxon

6.2 OCHOBHHM HECHLBMECTHMOCTH

He ca uzBectHu.
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6.3 Cpok Ha rogHocT

Cpok Ha TOJJHOCT Ha KpaiHus BeTepUHAPHOMEAULIUHCKH POIYKT: 5 rOAMHU.
6.4. CnenuajJHM ycJI0BHS 32 CbXpaHeHHE HA MPOIYKTA

Jla ce ma3u oT CBETJIHHA.

[a ce cpxpaHsiBa Ha CyX0 MSACTO.

[a ce masu ot npsika cIbHYEBa CBETIHHA.

6.5 Bwuau chbCTaB HA NBPBUYHATA ONIAKOBKA

Kapronenu kytuu ¢ 50 6oinyca B 6iuctepHa opma.
He Bcuuku pa3Mepu Ha OMakoOBKaTa Morar jia ObJat mpe/yiaraHi Ha masapa.

6.6 ChenmnaJHu MepKH 32 YHHII0:KABaHEe HA HEU3MOJI3BaH MPOAYKT HWJIM OCTATHIH OT HEero

Bceku Hen3mon3BaH BeTepHHAPHOMEINIIMHCKA TTPOAYKT WIIA OCTATHIM OT HETO TPsOBa 1a Obaar
VHHIIOKEHU B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATEICTRO.

7. NPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

PROVET S.A.

Eleftherias Avenue 120, Eleousa Zitsa loannina, 45500

Greece

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2291

9. JATA HA ITbPBOTO N3JABAHE/ITIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

Jara Ha mepBOTO M3/1aBaHe HA JIUIIEH3 3a ynorpeba: 13.05.2014
JlaTa Ha MOCJIEHOTO MMOIHOBSIBaHE Ha JIMIEH3 3a yrnorpeba: 25.10.2019

10. [JATA HA IOCJVIEAHATA PEJAKLUS HA TEKCTA
02/2022
3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.

MPO®. I-P XPUCTO JACKAJIOB, JIBM
H3ITBJIHUTEJIEH IUPEKTOP

414



5|4



