KPATKA XAPAKTEPUCTUKA HA IPOAYKTA KbM JIMLIEH3
3A YIIOTPEBA Ne 0022-3088

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIWHCKUA ITIPOAYKT

JJEBAMU30JI BUODAPM 7,5% MHXEKIIMOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

B 1 ml ot npoxykra ce chappxa:
AKTHBHA cyOCcTaHIMSA:
Levamisole hydrochloride 75.00 mg

ExcuunuenrTu:

3a IIbJIHUS CIMCHK HA EKCITUTTUEHTUTE, BUXK T. 6.1.

3. OAPMAINEBTUNYHA ®OPMA

NnxexumoneH pa3TBop.

4. KIMHUYHU JAHHHA

4.1 Bunose :xuBOTHH, 32 KOUTO e NpegHasHaYeH BMII

l'oBena, oBue u mpacera.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIeHH 32 OTIeJHUTE BUTOBE >KUBOTHHU

ITpoayKTHT € IMHUPOKO CIEKThPEH AHTUXSIMUHTHK, TIPEIHA3HAYCH 32 JICUCHUE W KOHTPOJ Ha
HemaToHu nHGeknuu. TpsdBa fa ce U3MOoN3Ba B ClIyYau Ha Mapa3suTHH FACTPOMHTECTUHAIHH U
OenoapoOHM 3a00NIBaHUS, MPUYMHEHH OT BH3PACTHHU ¥ JAPBHH (DOPMH HA CIICTHHUTE MMAPa3HTH,
YYBCTBHUTEIHH KbM JICUCHHUE C JICBAMH30J XU IPOXIOPHI:

I'oBena u oBLE:

I"acTporHTECTHHAHY HeMAaTOM (BB3PACTHU ¥ JapBHU hopmu): Haemonchus spp., Cooperia spp.,
Trychostrongylus spp., Oesophagostomum spp., Nematodirus spp., Chabertia ovina, Bunostomum spp.
u Strongyloides papillosus.

Benonpobuu HemaTonu (Bh3pacTHU U TapBHU hopMmu): Dictyocaulus spp.

Ipacera:

Ascaris suum n ”Larva migrans”, Strongyloides ransomi, Trichuris suis, Oesophagostomum spp.,
Hyostrongylus rubidus v Metastrongylus spp.

4.3 IMpoTuBonOKa3aHUs
Jla He ce U3MoN3Ba NPU CBPBXIYBCTBUTEITHOCT KbM JICBAMHU30JI XUPOXIOPH]T WIIH KbM HIKOW OT
CKCITUITUCHTHUTE.

Jla He ce U3MoII3Ba MPU KaXEKTUYHHU W U3TOLICHU KUBOTHH, TIPH >KUBOTHH IO CTPEC WK NPH KUBOTHU C
TEXKH YBpEXKIaHUs Ha YepHUS Ipo0 1 ObOpenuTe.
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4.4 CnenuajaHM Mpeala3HH MePKH 32 BCEKH BUJ JKMBOTHH, 32 KOUTO e MpeaHasHaveH BMII

TpsibBa a ce BHMMAaBa 3a N30STBAHETO HA CJCTHUTE MPAKTHKH, 3aII0TO T¢ YBEIUYABAT PHCKA OT
BB3HUKBAHE HA PE3MCTEHTHOCT U B KpaiHa CMETKa MOTaT Ja JJOBeAaT 0 Hee() eKTHUBHO JICUCHHE.
o TlpekasieHO yecTaTa ¥ MOBTAPSIIIA Ce yOTpeda Ha AHTUXETIMHUHTHUIM OT €IUH ¥ CHIIMH KIIac 3a
MPOIBIIKHUTENICH MEPUOJT OT BpEME.
o T[lpumarane Ha MO-HUCKA /1033, KOETO MOXKE J1a € B PE3YJITAT OT HEMPABUIIHO ONPECIISIHE Ha
TelleCHaTa Maca, HEMPaBHITHO MIPUIIOKEHHE Ha MPOIYKTA WIIH M3MOI3BAHETO HAa HEKATHOPHUPaHO
o0opyaBaHe.

Hpe):[nonaraeMI/I KIIMHUYHU ClTy4an Ha PE3UCTCHTHOCT KbM aHTUXCIMUHTHUIIN, TpSI6Ba Ja 6T>Z[aT
JOITBJIHUTCIIHO M3CJICABAHH, H3II0I3BAKH noaxoasamu TECTOBE (Hanp. TECT 3a HAMaJIsIBaAHC 6p0$[ Ha
$II>’ILIaTa BBB (l)eKaJ'II/II/ITe). Koraro PEIYITATUTE OT TCCTOBETC MOKA3BAT HAJINMYUC HA PC3UCTCHTHOCT KbM
ONpCACIICH aHTUXCIMUHTUK, TpSI6Ba Ja CC U3II0JI3Ba aHTUXCIIMHUHTUK, ITPUHALJICIKAIL KbM JIPYyT
(bapMaKonoqueH KJIaC U C pa3JIM4CH MCXaHNU3bM Ha Z[eflCTBHe.

4.5 Crnenmna/iHu NpeANa3HU MEePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

Cren TpeTUpaHEeTo KUBOTHHUTE TPsiOBa 1a OBbAAT MPEMECTEHU Ha YHCTO MACHUIIE, 3a Ja Ce MPEAOTBpaTH
MOBTOPHOTO 3apa3siBaHe. Korato ToBa He € HalpaBeHO, MOXeE Ja € HEOOXOAUMO JOITBIHUTETHO
TpeTHupaHe ¢ HHTepBaI oT 21 qHu.

CHCLII/IaJ'IHI/I Opeanasdy MCPKHU 3a JulaTra, mpujaaraimy BETCPUHAPHOMCAUTTMHCKHW S MPOAYKT HA )KHUBOTHUTC

I[a HEC CC A/1¢C, NS UIIU TN IIpU pa60Ta C IpOAYyKTaA.

I[a CC UBMUAT PBLUCTC U U3JIOKCHUTC YUACThIU OT KOXKAaTa NPCAN XPAHCHC U CJIICIA pa60Ta C MpoAaYyKTa.
HpI/I cnyqaﬁﬂo nonagaHe B OUUTC UJIU pa3/iMBaHC BbPXY KOXaTta, He3a0aBHO Ja C€ U3MHCE C OOMITHO
KOJIMYECCTBO BOAA.

Heza6aBHo Ja CC CBAJIAT BCUYKU 3aMBPCCHU APCXU.

JleBaMH30IbT MOXKE JAa NpCaAn3BHKa pCaKM1 Ha UANOCUHKPA3UuAd U CCPUO3HU XEMATOJIOTNIHA
CMYIICHUSA IPU MHOTI'O MAJIbK 6p0f/’l OT Xopa. HpI/I IMpodBa Ha CUMIITOMH, KaTO BUCHC HA CBAT, I'aJICHC,
MOBPBHIIAHE UJIN KOPEMECH Z[I/ICKOM(l)OpT npu pa60Ta C IPOAYKTa, WX IMPU Bb3HUKBAHC HA BH3IMAJICHUC
Ha YCTaTa/F'LpIIOTO HJIM TpECKa CKOpO CJICA TOBA, He3a0aBHO Aa CC MOThbpCHU MCAUIIMHCKHU CBHBET, KATO
Ha JICKaps CC MpeAOCTaBU JIMCTOBKAaTa NI CTUKCTA HAa IPOAYKTA.

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

Bbnpekn ye 0OMKHOBEHO He MPEeaN3BUKBa Apa3HeHe, MPOAYKTHT MOHAKOTa MOXKE 1a TPUIUHI
JIOKaJTHA Peakysl B MACTOTO HA MHXKEKTHpaHe. Peakuusra TpaOBa na nzdesHne Oe3 Ie4eHUE 32 KPaThK
HEPUOJ, OT BPEME.

4.7 VYnorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe

Moxe Ja C¢ Ipujiara 1mo BpeMe Ha 6peMeHHOCT H JaKTalus. Bce nmax TpSI6Ba Ja C€ BHUMaBa, 3a 11a Ccc
n30erue HCHYKCH CTPCC MpH MpUjiarancTo My pH )XMUBOTHU B HAIIpCAHAJIA 6peMeHHOCT.

4.8 BzamMmopeiicTBHe ¢ IPyr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

TpsabBa na ce n305TBa €THOBPEMEHHO JIUEHHE C POAYKTH, ChABPXKAIN opranodochopHu
ChbEAMHEHMS WIH AUETHIKapOaMa3uH nuTpaT. Te3u cyOcTaHIM He TpAOBa Ja ce MpuiiaraT B paMKHUTE
Ha nepuoj oT 14 1HU npeau WiM cieq JIEYeHNe ¢ JIeBaMU30il. JIEeBaMU30JIBT HE ce MOBIHSIBA OT
PE3UCTEHTHOCT KbM OCH3UMHUA30]1.
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4.9 032 1 HAYMH HA IPWJIOKEHHE

JJEBAMM30JI BUODAPM 7,5% MHKEKIIMOHEH pa3TBOp € IpEeAHA3HAUYEH 3a OJKOKHO MPHIIOKEHHE
MIPH TOBEJA U OBIIE M 32 MHTPAMYCKYJIHO IPUJIOKEHHE MTPU TpaceTa B 103a OT 7.5 mg JeBaMU30I
xunpoxiuopua Ha kg TenecHa maca (1 ml/10 kg tenecna maca).

3a Ja CC OCUTYpH IpHJIarale Ha IpaBUJIHATA 1034, TCIICCHATA MaCa Ha JKUBOTHUTEC, KOUTO LIC 6’LI[aT
TPETUTAHU TpSI6Ba Aa C¢ Oorpeaciin Bb3MOXKHO Hall-TOYHO. AKO >KUBOTHHUTE me 6’LZ[aT TPETUPAHU
rpymnoBo, a HC UHAUBUAYAJIHO, TC TpSI6Ba Aa CC rpynvpar Criope/ TejicCHaTa UM MacCa U Ia CC TPpETUpaT
C’B06p33H0 TOBa C IECJI Aa CC n30erue InpujlaraHe Ha Mo-HUCKa J03a WU IIPEa03rupaHe.

Ja ce n3non3Ba NOAXOAAI0 KaTHOpUPaHO A03UpaIio 00opyaBaHe.

3a na ce n3berHe peakuus B MSCTOTO Ha MHKEKTHpaHE Opaay MPeao3upaHe, MAKCUMaITHOTO
KOJTMYECTBO, KOCTO MOXKE 1a Ce MPUIIOKH B €JHO MACTO Ha HHkekTupaHe e 20 ml 3a rosena, 10 ml 3a
mpacera u 5 ml 3a oBue.

INoaxonsma nporpaMa 3a 103UpaHe U yIpaBlieHHe Ha ¢epmarta TpsOBa Ja ce mpenopbyar ot
OTI'OBOPHUS BETEPUHAPEH JIEKap, 3a /1a CE MOCTUTHE aJIEKBATEH MTapa3uTeH KOHTPOII.

Cren TpeTUpaHeTo KUBOTHHUTE TPsIOBa 1a ObAAT MPEMECTEHU Ha YHCTO MACHUIIE, 3a Ja Ce MPEAOTBpaTH
MOBTOPHOTO 3apa3siBaHe. Korato ToBa He € HalpaBeHO, MOXeE Ja € HEOOXOAUMO AOITBIHUTETHO
TpeTupaHe ¢ HHTepBal oT 21 qHu.

4.10 IIpemo3dmpane (CHMIITOMHM, CHIEIIHA MEPKH, AaHTUI0TH), AKO € HeOOX0AUMO

[IponykTsT € Oe30omaceH 3a ynorpeda mpH roBesa, OBLE U CBHHE NPH MPHJIaraHe B IPenopbuBaHUTE
JO3H.

Bbnpekn ToBa, ako mpenopbYaHUTe A03U Ca HaIBUIICHH, )KUBOTHUTE MOTaT Aa MPOABSIBAT MpU3HALN
Ha HapylleHa MOTOPHA (PYHKIHMS KaTO MYCKYJIEH TPEMOP U MOBHUILEHO CIIOHOOTACISIHE, KOUTO ca C
BPEMEHEH XapaKTep.

4.11 KapeHTHHU cpoKoBe

Meco 1 BbTpEIIHU OpraHu: 28 IHHU.

Muisiko: He ce paspeliaBa 3a yrnorpeda MpH XUBOTHHU, YHETO MIIIKO € IPeAHA3HAYEHO 32 KOHCYMAIHs
OT Xopa.

5. GOAPMAKOJOTNYHU OCOBEHOCTH

dapMakoTepaneBTUYHA TpyIa: aHTUXEIMUHTHIIH, ©MHIa30THA30IH.
Berepunapromenunnncku Anatomo-TepanestinaeH Kox: QP52AEO].

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

JleBamu3zon xuapoxiopuna e geBo uzomep Ha dl 2, 3, 5, 6-rerpaxuapo-6-penmn-umunaso (2,1-b)
THA30J1 XUAPOXJIopu. JIeBaMU30IbT € aKTUBEH CpeIlly Bb3pacTHH U JIapBHU (popmu Ha
racTpOMHTECTUHAIHH U OenonpoOHn HemaToau. JleiicTBa upe3 mapain3a Ha YyBCTBUTEIHUTE
MapasuTH, KOUTO CIIE/ TOBA CE U3XBBPIIAT OT XPAaHOCMUJIATEIIHUS KaHal.

5.2 ®apMakoKHHETMYHH 0COOECHOCTH

Cren moakoKHO M MHTPAMYCKYJTHO TIPHIIOKEHHUE, JIEBAMU30IIBT Obp30 ce pe3opOupa. JleBaMuzonpT

nma Z[06p0 pasnpeaciaCeHruc B oOpranrui3ma. OTZ[CJ'IH CC OCHOBHO 4p€3 ypuHaTta, (l)eKaJ'II/II/ITe 1 B MHOT'O
MaJIK1 KOJIHUYCCTBA C MIISIKOTO.
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6. DAPMAIEBTUYHHA OCOBEHOCTH
6.1 Chnucbk Ha eKCHUINEHTHTE

Methyl parahydroxybenzoate
Propyl parahydroxybenzoate
Disodium edetate

Sodium metabisulfite
Phosphoric acid, concentrated
Propylene glycol

Water for injections

6.2 OCHOBHH HECHLBMECTHMOCTH
He ca usBectHu.

6.3 Cpoxk Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 2 TOOWHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPSAHC HA IITbPBUYHATA OITAKOBKA: 28 JHH.

6.4. CrnenuanHu yCJI0BHA 32 CbXPaHEHHe HA MPOAYKTA

Jla He ce cpxpaHsaBa npu TeMmneparypa Haxa 25 °C.
Ja He ce 3ampa3siBa.
Jla ce ma3u OT CBETJIMHA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONAKOBKA

Kadsu crernenn ¢uaxonu, tum II or 100 ml.

®dnakoHUTE ca 3aTBOPCHU C 6YTI/IJ'IFYMCHI/I 3allylIajJKd U aJIyMUHHUCBU KallavyKU.

Kaptonenu xytuu ¢ 1 ¢pnakos.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIU OT HEI'0

Bceku HensnomsBax BCTCPUHAPHOMCAUILIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>I[aT
YHUIIOXKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. HPUTEXATEJI HA IMIIEH3A 3A YIIOTPEBA

»bUODPAPM MHXXEHEPUHI™ Al
P. bwarapus, rp. Ciusen 8800

Byn. Tpakus Ne 75

ten.: +359 44 66 25 89

daxc: +359 44 61 60 66

e-mail: biopharm@biopharm.bg

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-3088
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9. JATA HA TBPBOTO U3JABAHE HA JIMIIEH3A 3A YIIOTPEBA
JlaTa Ha TBPBOTO M3/1aBaHE Ha JIUIICH3 3a ynorpeda: 25/10/2021

10. JATA HA NOCJIEJHATA PEJAKIUSA HA TEKCTA

10/2021

3ABPAHA 3A ITPOJAXKBA, CHAB/IABAHE W/WJIA YIIOTPEBA

He e npunoxumo.

H3ITBJIHATEJIEH JIHPEKTOP
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