JIMCTOBKA:
WBepnipa3uH TabIETKH 32 Ky4eTa U KOTKH

1. HUME U IIOCTOSHEH AIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

IIpuTexxaTen Ha IUIIEH3A 33 VHOTDGGEI Y IIPOU3BOJHUTEC, OTTOBOPECH 3a OCBO60)K,HaBaHe Ha napTuaaTa.

,»L omamgapma“ OO/]

rp.Camapea 6ans 2650, O6nact Kroctenmun
yi. ,,JToGema* Ne 33

PenyGinka boarapus

Tenedon: +359 888 300 755

E-mail: golashpharma@abv.bg

2. HAUMEHOBAHUE HA BETEPUHAPHOME/JUIIUHCKUS IPOAYKT
WBepnpasun TabieTKH 32 Ky4eTa U KOTKH

Ivermectin 0.2 mg
Praziquantel 50 mg

g CbABPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCHUIIMEHTUTE

Bcesika Tabnetka ot 600 mg chabpiKa:
AKTHBHH cy0OCcTaHUMH:

Ivermectin 0.2 mg

Praziquantel 50.0 mg

ExcuunuenTu:

Starlac (Lactose monohydrate 85%; Maydis amylum 15%) 500 mg
Magnesium Stearate 29.80 mg
Silica, colloidal anhydrous 20 mg

4. TEPAIIEBTUYHMU ITIOKA3AHUSA

3a jeueHue IIpy MHBA3U: € HECTOAU U HEMATO/AHU, 0Cco0€eHO IIpy CMECCHU IMapa3uTHHU NMHBA3UU.

IIpu kyuera:
HBepMeKTHHBT AelicTBa aHTHMHEMATOJHO TPH Kydelllka Iupoduiapruo3a 4dpes3 MpeiaoTBpaTsBaHe Ha

Ch3psiBaHETO Ha Hespenute (npekapauaynn) craauu (L3, L4) wa Dirofilaria immitis_io exun mecen
(30 gum) cnem mHBa3wsA. JeiicTBa aHTHHEMATOMHO M Cpermy Toxocara canis (Be3pactau), Toxascaris
leonina, Trichuris vulpis (Bw3pactu), Ancylostoma caninum (L4 u Bw3pactu), Ancylostoma
braziliense, Uncinaria stenocephala (L4 u Bp3pactan), Strongyloides stercoralis.

IIpasukBaHTENBT JelicTBa aHTHIIECTOAHO cpemry Echinococcus granulosus, E. multilocularis, Taenia
multiceps, T. hydatigena, T. ovis, T. pisiformis, T. taeniaeformis, Dipylidium caninum (3penu u
Hespenu popmn), Diphyllobothrium erinacei, Mesocestoides corti.

IIpu xkoTKH:
MBepMEKTUHBT EeHCTBAa aHTHHEMATOIHO TIpH AUpoduiIapro3a Mpu KOTKHU, KaTO YHUIIOKaBa JTapBUTE

na Dirofilaria immitis mo enun mecen (30 muu) crnen uHBasus. JleiicTBa aHTHHEMATOMHO W CpEILy
Toxocara cati, Ancylostoma tubaeforme, Ancylostoma braziliense, Uncinaria stenocephala,
Aelurostrongylus abstrusus, Strongyloides stercoralis.
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[TpasukBaHTenbT JAEWCTBAa aHTUIMCTOAHO cpemry Echinococcus granulosus (momoBo 3penm),
Echinococcus multilocularis, Taenia multiceps, T. hydatigena, T. pisiformis, T. taeniaeformis,
Dipylidium caninum (3penu u He3penu dopmmu), Mesocestoides corti.

WBepripa3un TabjeTku He € epuKaceH cpeury Bu3pactHute Ghopmu Ha D. immitis. MuBasupanute ¢
qupodumapusi Kydera W KOTKM TpsiOBa Ja ObIAT TpPEeTHpaHW 3a NpeMaxBaHe Ha Bh3PACTHHUTE
IrpodIapuu 1 MUKpOo(IIIapuuTe peIu 3alouBaHe Ha Iporpama ¢ MBeprpasuH TabIeTKH.
[TpoaykThT HE MOXKE J1a TapaHTHPa MPEMaXBaHETO HA BCUUKH MUKpodUIapuu.

JBere aktuBHU cyOctanmu Ha BMII B3anMHO qombiaBaT AEHCTBUETO CH M CH3AaBAT BH3MOXKHOCT J1a
ce MOJTy4YH pa3lIupeH MPOTHBONApa3UTEH eeKT.

5. IMPOTUBOIIOKA3AHUSA

/Jla He ce u3noJ3Ba NpU Ky4eHIla U KOTEHLIA Ha Bb3pacT I10-MaJIKa OT IIECT CEAMMIIH.

Ja He ce M3MON3Ba NpU CBPBXUYBCTBUTEIHOCT KbM AKTHBHUTE CYOCTaHIIMHU, WM KbM HSKOW OT
EKCLIUITUCHTHTE.

[a He ce u3noa3Ba MpH KydeTa, CBPbXUYBCTBUTEIHN KbM HMBEPMEKTHH (OT MOPOJAUTE ILIENTH, KOJIH,
CTapOaHIIMICKO OBYAPCKO KyUue U TEXHUTE TIOKOJIEHHUS, WU KPhCTOCKH).

6. HEBJIATOITPUATHHU PEAKITUU

Psanxo, npu HeoOrpwKBaHM M W3HEMOILENH >KMBOTHH, ca HAOJIIOAaBaHM MOBPBLIAHE WM AUAPHUS B
paMKuTe Ha 24 Jaca clesl IPUJIAraHeTo Ha MPOIYKTA B IPENOPBYAHHUTE TO3H.

IIpu Kydera OT MOPOJIUTE ILIENTH, KOJIU, CTAPOAHTIMICKO OBUAPCKO Kyde U TEXHHUTE MOKOJIEHUS WUIH
KPBCTOCKA ca HaOMOJaBaHW CHCTEMHH CUMITOMH (CHHJIMBOCT), HEBPOJOTHYHH CHMIITOMH
(Munpuasa, aenpecusi, MyCKyJIHH TPEMOPH U aTakcus, mapesa, 3ajiexaBaHe, IPeBb30yACHOCT, CTYIOP)
W/WIM CTOMAIIHO-YPEBHUA CUMIITOMH (TIOBpPBbILAHE, IUAPHS], QHOPSKCHS M CaJTMBaIlHs) KOMa U CMBPT.

AKo 3a0enexuTe HIKaKBH HEOMArONPUATHU PEaKIiH, BKIIFOUNTEHO W TAKWBa, KOUTO HE Ca ONMUCAHU B
Ta3! JIMCTOBKA WIIM MUCITUTE, Y€ BETEPHHAPHOMEAUIIMHCKUS IPOAYKT He paboTH, MOJIS 1a YBEIOMHUTE
Bammus BerepunHapeH Jiekap.

7. BUJIOBE JKNBOTHMH, 3A KOUTO E IIPEJJHA3HAYEH BMII
Kyuera u koTKH.
8. JAO3UPOBKA 3A BCEKHU BUJ] "/KUBOTHO, METOJ 1 HAYHUH HA ITIPUJIAT'AHE

3a mepopatHO MPHIIOKEHHE.

Kyuera:

ITo 1 Tabnerka Ha 10 kg .M. (0.02 mg/ kg T.m. uBepmexktur u 5.0 mg/ kg T.M. mpasukBaHTe)
€THOKPAaTHO MEePOPAITHO, Ha €THOMECEYHN HHTEPBAJIH.

3a kyuera Haj 45 Kg 1a He ce mpuiiarat nmoBeye OT YeTHPH TAOJIETKH KaTo eHOKPaTHA J103a.

Korku:
ITo 1/4 tabnerka Ha 2 kg T.M. (0.02 mg/ kg T.M. uBepmexkTrH u 5.0 mg/ Kg T.M. mpa3ukBaHTeln)
€IHOKPATHO MEPOPaHO, Ha €THOMECSUHH UHTEPBAIIH.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

TperupanuTe KUBOTHU TpAOBa 1a ObaaT HAOMIOZaBaHW B MPOAB/DKEHHE HA HAKOJIKO MHUHYTH, CIIEN
npuJIarale Ha Ji03aTa, 3a Jia Ce TapaHTupa, ue € MprueTa HamrbiHo. MBeprnpa3uH TabiueTku TpsOBa Ja ce
npuiara Ha uHTepBany oT 30 AHM Tpe3 TOIUIMS CEe30H Ha roJUHATa, KOraTo KOMapuTe (BEKTOpH),
MOTEHIIMAHA HOCHUTENM Ha aupoduiapuitHu apBu ca akTuBHH. Hauamnara nosa TpsiOBa na ce



npuiara B pamMkuTe Ha efauH mecel] (30 mHU) ciex MhPBUS KOHTAKT HA JKMBOTHUTE C KOMAapH.
Kpatinata no3a tps6Ba na ce npuiara B pamkute Ha 30 JHU CIIe]] TIOCIETHUS KOHTAKT C KOMapH.

[lpu 3aMsHa Ha JOpyr MPOAYKT, MpHIAraH 3a NpPEBEHIHs Ha AUpOodUIapHo3a, MbpBaTa J103a Ha
HBepripasun TabieTku TpssOBa Ja ce mpuiara B pamkute Ha 30 JHH clieq IpuiiaraHe Ha IOCjIeIHaTa
Jl03a OT MPEANISCTBAIIUS TPOIYKT.

AKO MHTEpPBAIBT MEXKIY OTICIHUTE 103U HajBumasa 30 THHU, ePUKACHOCTTa HA UBEPMEKTHHA MOXKE
na Obe HamMalleHa.

3a onTtuManHa ePUKACHOCT TabJETKUTE TPAOBA Ja Ce MPUIAraT BEIHBX MECEUYHO — Ha ChINUS WU
MPUOM3UTEITHO CHIMUS JIEH OT CJSABAIIUS Mecell. AKO JICUCHHETO ce 3a0aBU C HSIKOJKO JTHU HITU
noBeve, He3a0aBHOTO MpHUIIOXKeHHEe Ha MBepnpasnH TabJIeTKH U Bh30OHOBSIBAHETO HA MPEMOPHYAHUS
PSKHUM Ha JTIO3UPAHE IIIE CBEJIC JO0 MUHIMYM BBb3MOXKHOCTTA 32 PAa3BUTHE HA Bh3PACTHU AUPOdUIapUU.

10. KAPEHTEH CPOK

He e mpuinoxumo.

11. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA
[a ce cpxpaHsBa Jajed OT NOTJeAa U Ha HEAOCTHITHY 3a JIela MecTa.

[a ce cpxpansiBa npu Temneparypa mnox 25 °C.
[a ce cpxpaHsiBa B OpUTHHAJIHA OMaKOBKa.

[a ce cbxpaHsBa Ha CyX0O MSCTO.

[a ce masu ot npsika cIpHYEBa CBETIMHA.

12. CHEIUWAJIHU NPEAYNPEXIEHUA

CrenyaiHy npeana3Hid MEPKH 3a SKMBOTHUTE MPU YIIOTpedaTa Ha MPOJIyKTa:

Ja He ce xoMOMHMpAT TpeTHpaHe ¢ VBepmpaswH TabIeTKH M TpeTHpaHe ¢ UMyHOJorundHu BMII.
Tperupanero ¢ MiBepnpasun TabneTku HE TPsOBa Ja Ce MPOBEXKIA B paMKUTE Ha 28 JHU NPEIU WU
cjes TPETUpaHeTo ¢ uMmyHosoruueH BMII.

JledenneTo Ha KydeTa ¢ BHCOK OpOW IHUPKYIUpAIId MUKpPO(HIApUN TOHSIKOTa MOXKE /1a JOBEJAE JI0
MosiBaTa Ha PEaKIUU Ha CBPBXYYBCTBUTEIHOCT, KaTo OJiCAM JIMTAaBUIIM, NOBPbBINAHE, TpPEIEpeHe,
3aTpyIHEHO JWINIAaHEe WM TMPEKOMEPHO OTACNISIHE Ha CIIIOHKA. Te3W peakinuu ca CBBP3aHU C
OCBOOOXJaBaHETO HA TPOTEHHU OT MBPTBH WJIH yMHpAIIA MHUKPOGWIApUH U HE ca JIUPEKTEeH
TOKCUYCH e(eKT Ha MPOJYKTa.

CrenuaaHy OpeAna3sHyd MEPKH 3a JIUIATa, IPUIaraliy BETEpMHAPHOMEIUIIMHCKHUS IPOAYKT Ha
JKMBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBhXYYBCTBUTEIIHOCT KbM WBEPMEKTHH WJIM NPAa3UKBAHTEN TPsAOBa Jla U30srBatr
KOHTAKT C BETEPHHAPHOMEIUIIUMHCKHUS TPOIYKT.

[Ipu mpunarane Ha MPOYKTA Ja HE CE sz, THe WA MYIIIH.

Crnen mpuarage pbIeTe J1a C€ U3MUAT C BOJIA U CaIlyH.

Bbpemennocr:
Mosxe nma ce mpriiara 1mo Bpeme Ha OpeMeHHOCT.

JlakTanus:
Mosxe na ce mpuiiara 1o BpemMe Ha JIaKTalusl.

BsaumoneiicTBue ¢ ApYrH BETEPUHAPHOMEINIIMHCKH MPOAYKTH M IPYTH (hopMH Ha B3aUMOJIEHCTBHE:
[a He ce xomOuHupat Tpetupane ¢ MBepnpasun tabneTku U Tpetupane ¢ MyHosnornunn BMIL
Tpetupanero ¢ MBepnpas3uH TaOIeTKH HE TPSOBA Jia ce MPOBEXKAA B PAMKUTE Ha 28 JIHU Mpelin Ui
clieJ] TpeTupaHeTo ¢ umyHoJornued BMIL.

IIpenosupane (CUMITOMH, CIEIIHA MEPKH, AHTUIOTH):




[Ipu mpeno3upane ca HaONMIONAaBaHU MOBpPBILAHE MM IUApHUsi, KOUTO OT3BY4YaBaT B paMKHUTE Ha 24
yaca.

WnpekcbT Ha 0€30macHOCT Ha MpPA3HMKBaHTEN IPU KydeTaTa M KOTKUTE € MHOIO BHCOK M 3aTOBa
IPEIO3MPAHETO HA Ta3u aKTHUBHA CyOCTaHLIUS € PSIIKO.

IIpu mpunarane Ha HMBEPMEKTHMH B MHOTOKPAaTHO 3aBMILIEHH 103U, KydeTaTa OT YyBCTBUTEIHHUTE
NOPOAM TPOSBABAT HEONAroNpUSATHH PEAKIHH, KOWTO BKJIIOYBAT: MHUIApHA3a, NCTIPECcHs, aTaKCHf,
TpPEMOp, CaJIMBaLMs, IIape3a, 3alexaBaHe, IPeBb30yAEHOCT, CTYIOP, KOMa U CMBPT.

Knuanuan npoyuBanus, BkIrouBamy mosede oT 3000 o3 OT MPOAYKT C aKkTHBHA CyOCTaHIUS
MBEPMEKTHH IPU KOTKH, B PaMKHTE Ha 24 yaca Ha JieueHue caHaOmonaBanu noBpbinade B > 0.3% u
muapust ipu > 0.2% ot cinydaunTe.

[Tpu vHTOKCHKAIMS Clie/ Mpero3upaHe ce MpeIu3BUKBa He3a0aBHO MOBPBIIAHE W/ WIM ce Mpuiara
AKTUBEH BBIVICH 32 MUHUMU3HUPAaHE Ha Pe30pOLHsATA.

[Ipu ciyuaiiHo npeno3upane He3a0aBHO J1a Ce€ IOTHPCH BETEPUHAPEH JIEKap.

OCHOBHH HECHBMECTHMOCTH:

[a He ce xomOuHupat Tpetupane ¢ MBepnpaszu TabiaeTku U TpeTupaHe ¢ IMyHonornaHn BMIL.
Tperupanero ¢ Beprpa3un TabieTku He TpsOBa Ja ce MPOBEXkIa B paMKHTE Ha 28 THU MPean W
clieJl TPETUPAHETO ¢ uMyHoJornued BMIL.

13. CIHEIUWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba A2 6bAAT U3XBBHPISIHU Ype3 OUTOBH OTIAABIM WIH OTHAIHU BOJU.

[TonuTaiite Bammus BeTepuHapeH JeKap KakBo 1a rnpaBute ¢ HeHykHuTe BMII. Te3u Mepku 1ie moMorHat
3a Olla3BaHE Ha OKOJIHATa cpelia.

Bcekn Hew3non3BaH BETEPUHAPHOMEAWIIMHCKH MPOAYKT WJIM OCTAaTBLM OT HEro TpsOBa aa Obaar
YHHIIOKEHU B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO.

14. JIATATA HA TIOCJEJHATA PEJAKLMS HA TEKCTA
01/2022

15. JOHNBJHUTEJIHA UHOOPMALIUA

Bbauctep or PVC/AI ¢ o 6 tabnetku B Giuctep.

Pasmepu Ha onakoBKkara:

-KapTOHEHa KYTHsI ¢ MUrMeHTHO mokputue ¢ 1 6iucrep ot PVC/AI (6 Gpost Tabnetkn);
-KapTOHEeHa KyTHs ¢ MUrMeHTHO nokputue ¢ 10 Gnucrepa ot PVC/AI (60 Gpost TabneTkn).

MMPO®. 1-P XPUCTO JACKAJIOB, IBM
HBITBJIHUTEJIEH JJUPEKTOP



