KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA
KBM PAZPEHIEHUE 3A THPI'OBUS Ne 0022-2334

JJEBAMU3O0JI 5% nepopaieH pa3TBop
LEVAMISOL 5% oral solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cyOcTaHIMSA:
Levamisole Hydrochloride 5.0 g/100 ml

ExcuunuenrTu:
3a IBJIHUA CIIUCHK HA SKCIIMITUEHTHTE, BIDK Touka 6.1.

3. OAPMALHEBTUYHA ®OPMA

[lepopanen pa3TBop.

4. KJIMHNUYHU JAHHA

4.1 Bunose :xuBOTHH, 32 KOMTO e nNpegHasHaYeH BMII

I'oBena, oBLe, CBHHE, KyUeTa U MHJIETA.

4.2 TepaneBTUYHM MOKA3aHMSA, ONIPe/AeJICHH 32 OTACTHUTE BUAOBE 'KUBOTHH

[Ipu nHBa3uM Ha roBena U OBLE C XEMOHXHU, OCTEPTAaruy, TPUXOCTPOHTMIIH, HEMATOAUPH, KOOTIEpHH,
e3oaroctoMu, OyHOCTOMH, TPUXYPH, TUKTUOKAYIIH, TAUTepHH, XaOEpPTHUH, TPOTOCTPOHT UITH.

[Ipu nHBa3MK Ha CBUHETE C aCKapH, XMOCTPOHTHIIM, METACTPOHTMIIH, €30()aroCTOMHU B TPUXYPH.

[Ipu MHBa3MM HAa MECOSAHHUTE KUBOTHH C TOKCOKApH M TOKCACKApH, aHKUJIOCTOMH, YHIIMHAPHH U
TPUXYPH.

[Ipu nHBa3MK HAa NTHLHU C ACKAPUAN, XETEPAKCH M CHHTaMH.

4.3 I[MpoTuBoNMOKa3aHUs

I[a HC CC M3IOJI3Ba IPU CBPBXUYYBCTBUTCIHOCT KbM AKTHUBHATA CY6CTaHLII/I$I WIH KbM HSIKOH OT
CKCIIUIIUCHTUTC.

I[a HEC CC M3M0JI3Ba IMpU 6peMeHHI/I JKMBOTHHU B IOCJICAHATa TPCTUHA Ha 6peMeHHOCTTa.

I[a HC CC U3M0JI3BA MIPU KO3U, MMOopaar U3BECTHA YyBCTBUTCIHOCT KbM aKTUBHATa CY6CTaHLII/I$I.

4.4 Crenua/THH NMpeaNa3HN MEePKH 32 BCeKHM BH/I JKUBOTHH, 32 KOUTO e nmpeaqnasHaden BMII

Hsama.
4.5 Crnenmna/iHu NpeANasHU MePKH IIPH yoTpeda

CrennaiaHy npenna3Hu MEpKHY 3a >KWBOTHUTE NP YIOTpebaTa Ha NPOAYKTa

Ja e ce mpuiara npu OpeMeHHH >KMBOTHH B IOCJIeHATa TPETHHA HA OpemeHHocTTa. He TpsiOBa na
ce mpuJjiara 3aefHo ¢ AMeTHIKapOaMa3uH 1 opranodocopHu CheTuHEHNUS.

JleBaMU30MBT € MPOTHBOMNOKA3aH MPH JIAKTHPAILM XUBOTHHU. IIpy CHIHO M3TOLIEHW XUBOTHU HJIH
MpH 3HAYUTENHN HApYyIIeHUA Ha QyHKIUHUTE Ha OBOpennTe M 4epHus Ipod, MpoayKTa TpsiOBa na ce
npujara ¢ IOBUIICHO BHUMAaHHE.
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Oco0eHO BHHMMATEIHO TpSI6Ba Aa C¢ IIpucMa JICBaMU30Jd OT TOBCAa CJICA BaKCHHALWU,
0663p0FOB$[BaHe HJIN KacTpanusa (33 NpeArnovYnuTaHe € 1a CC OTJI0XKHU HCrOBUA aneM).

CHCLII/IaJ'IHI/I nopeanasdy MEpKHW 3a Junarta, npujaraimy BCTCPHHAPHOMCIMIWHCKHA TIPOAYKT Ha
KHMBOTHHUTC

TpsbBa na ce n30sArBa AUPEKTHUS KOHTAKT € KOXKata MpH padoTa ¢ MpoLyKTa.
4.6 Heo0saronpusTHH peakium (4ecTOTa H Ba’KHOCT)

He ca u3BectHu.

UYecroraTa Ha HEOIATONPUATHUTE PEAKITUU CE ONPENENs Upe3 claenHaTa Kiacupukamnms:

- MHOTO yectd (moBede oT 1 Ha 10 )KMBOTHU MPOSBSIBAIIY HEONATONPUSATHH PEAKIIVIH)

- yectH (oBede ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 100 )KUBOTHH)

- He "ecTH (roBeue oT 1, Ho mo-Manko ot 10 xuBoTHU Ha 1,000 XxUBOTHHM)

- penku (moseue ot 1, HO mo-Manko oT 10 xuBoTHU Ha 10,000 KUBOTHN)

- MHOro penaku (mo-manko ot 1 >xkuBotHO Ha 10,000 >XMBOTHH, BKJIFOUUTEITHO HW30JIMPaHU
CHOOIICHYS).

4.7 Ynorpebda mo Bpeme Ha OPEMEHHOCT, JAKTALUS UJIH sIiilleHOCEHe
He ce mpunara nmpe3 mocnenaHara TpeTuHa Ha OpemeHocTTa. He ce mpuiara mo BpeMe Ha JIaKTaIfusl.

4.8 B3aumopaeiictBie ¢ ApPYrH BeTepHHAPHOMEAMUIMHCKH NMPOAYKTH M JAPYrH (opMH Ha
B3aMMO/IelicTBHE

He Tpsa6Ba na ce mpunara 3aemHo ¢ queTHIKapOaMasuH U opraHopocGOpHU CheANHEHHUS.
4.9 Jl03a 1 HAYMH HA IPWJIOXKEHHE

Hdo3a: roeena — 0.0075 — 0,008 g/kg .M. (0,15-0,16 ml 5%-oB pa3tBop/ kg T.M.);
osie u ceune — 0,0075 g/kg T.m. (0,15 ml 5%-oB pasrBop/kg T.M.);

kydera — 0.01 g/kg t.m. (0,2 ml 5%-oB pastBop/ kg T.M.);

mnera — 0.018 — 0.036 g /kg T.m. (0.4-0.7 ml 5%-oB pa3tBop/kg T.M.).

Hauun Ha NpUJI0KeHHe: TEPOPATHO C BOJATA 3a MHCHE

4.10 IIpeno3upane (CHMITOMHM, CIELIHH MEPKHU, AHTUIOTH), AKO € HE0OX0IUMO

[Tpu npenosupane ce HaOMOIaBa IOKOMOTOPHA BB30y1a, TpeMop, aTakcus, AeeKanus, ypuHUpaHe,
KOUTO OT3BYYaBaT CIe/ HAKOJIKO MUHYTH.

Mepku npu npego3upane: JIedeHUETO ce CIUPA U ce IIpHIara CAMITOMATUYHO JICUCHHUE.

4.11 KapeHTHH cpoKoBe

l'oBena, oBlEe, CBUHE M MUJIETa: MECO U BHTPELIHU OpraHu — 3 THU.

He ce paspemaBa 3a ynorpe0a Nmpu XKUBOTHU, YHUETO MIISIKO € MPEIHA3HAYCHO 32 KOHCYMAllus OT
xopa.

He ce paspemaBa ymorpebara mpu NTUIM, KOUTO NPOM3BEKIAT WM Ca NpeIHA3HAYCHU 1a
MPOU3BEXKAAT SilIa 3a KOHCYMAaIUs OT XO0pa.

5. GOAPMAKOJOTUYHU OCOBEHOCTH

dapmakoTepaneBTUYHA Tpyna: AHTUXEIMUHTHK, UMUIa30THA30IU
Berepunapuomenuuuncku Anatomo-TepanesruueH Kon: QP52AE01
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5.1 GapMaKkoOIMHAMHUYHH CBOICTBA

JleBaMU30BT € MIMPOKOCTIEKTHPEH AaHTUXEIMUHTHK OT IpylaTa Ha aHTWHEMAaTOIHHUTE CPEACTBA C
JeWCTBHE Cpeuly MOYTH BCHYKM CTOMAIIHO-YPEBHHM UM OenompoOHHM  XEIMHHTH  pU
CEJICKOCTONAaHCKHUTE KUBOTHH. He mpuTexaBa edekT o oTHOIIEHHE Ha TpeMaToau U nectoau. Hsama
JISHCTBHE CPEILY IPOTO30H, OAKTEPUHU U T'HOM.

JleBaMu300bT MOXKE JAa ce Mpujara MepopaiHo, MapeHTepaiHo, a MpH TeleTa W IMOAKOXKHO. B
3aBHCHUMOCT OT BHJa HA TMapa3sUTUTE U )KUBOTHUTE-TOCTONPUEMHHIIM, TEPATIEBTUUHUTE 1030BU HUBA
ca ot 5 1o 40 mg/kg Tenecna maca.

AHTHXETIMUHTHATa My aKTUBHOCT 00XBallla KaKTO MMarvHaJIHUTE Taka U IPEMMarnHajIHuTe GopMu
Ha mapasuTa. JleficTBa KaTo XOJMHEPTHUEH arOHUCT CIPSIMO Mapa3UTHUTE HEMATOIH, KaToO BJIHsIE Ha
HEMAaTOJHUTE HUKOTHHOBH HEPBHO-MYCKYJIHH PELENTOPH.

5.2 PGapMaKOKHHETHYHU 0COOCHOCTH

JleBaMu30IBT € OBP30- M KPATKOACHCTBAIL AaHTUXCIMUHTUK.

JleBamuzonbT Onokupa (ymapaTpeaykrasaTa, moATucka oOpazyBaHeto Ha AT® B mapasuture,
BCJIEICTBME Ha KOETO HACTHIBA OTIYyCKaHE W Mapanu3a. JleBaMH301bT € 2 IbTU MO-aKTUBEH OT
TETpaMHU30J1a MPU MTOUTH €THAKBA TOKCUYHOCT.

Herosute npeaumMcTBa ca 6’Lp33Ta My p630p6I_II/I$I, CbBMCCTUMOCTTAa MY C HHUKIO3aMUI U
OKCHKJIO3aHU /I, 6’Lp30 HU3TbYBAHC YPE3 MIISIKOTO U YpUHATA

Toli ce pe3opOupa OT YepBara ciiell IepOpaIHO MPIOKEHHUE U ce pa3npeaens Jo0pe B OpraHn3ma.
6. OAPMALNEBTHYHU OCOBEHOCTH

6.1 CnuchbK Ha eKCHUNEHTHTE

Chlorocresol

Sodium Metabisulphite

Disodium Edetate

Citric Acid Monohydrate

Sodium Citrate

Purified Water

6.2 OCHOBHHM HeCHBMECTHMOCTH

He Tpsi0Ba na ce nmpunara 3aeHo ¢ TueTHIIKapOaMa3iH U opraHopochOpHU ChbeAMHECHUS.
6.3 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpaifHHs BETEPUHAPHOMEIUITUHCKY POIYKT: 1 TOAMHA.

Cpok Ha TOAHOCT CJIeN IIbPBO OTBAPSHE HA ITbBPBUYHATA OnakoBka: 30 aHu.

Ha ce cexpanspa B xnaquiaukK (2 °C — 8 °C).

6.4. CroenuajaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA

Jla ce cpxpaHsBa pu Temnepatypa mnox 25 °C.

Jla ce ma3u OT CBEeTJIHMHA.

Jla ce cbxpaHsBa Ha CyXO MSICTO.

Jla ce masu oT npsKa CTbHUYCBA CBETIIMHA.

6.5 Bua u cbcTaB HA MBPBHYHATA ONTAKOBKA

[TnactmacoBu OyTuiku mo 1L.
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6.6 CrenmaJlHu MepKH 32 YHMII0’KABaHe HA HEH3IMOI3BaH NPOAYKT HJIN OCTATBIU OT HEro

Bceku HemsmomsBaH BCTCPUHAPHOMCAUIIMHCKA TMPOAYKT MM OCTATBIM OT HETO TpSI6Ba Ja 6’I>I[aT

YHHILOKEHU B CbOTBETCTBUE C N3MCKBAHMATa HA MECTHOTO 3aKOHO/ATENICTBO.
7. HPUTEXATEJI HA PASPEHIEHUETO 3A ThbPI'OBUSA

BETIIPOM A/,

yiL. ,,Oten [aucuit” Ne26

2400 rp. Pagomup,

bovarapus

8. HOMEP HA PABPEHIEHUETO 3A TBPTOBUSA

Ne 0022-2334

9. JATA HA ITBPBOTO U3JABAHE HA PABPEIIEHUETO 3A THPT'OBUA

Jata Ha mocinenHo nmogHoBsBane: 25.06.2014 r.
Jlata Ha U3gaBaHe Ha pasperieHnero 3a Teproeus: 03/01/2023

10. JATA HA TIOCJIEAHATA PEJAKIIUA HA TEKCTA
11/2022
3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.

J1-P NBAH IIIUKOB
H3ITBJIHATEJIEH JIHPEKTOP
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