KPATKA XAPAKTEPHCTHEA HA IIPOAYKT
KbM JHIEH3 3A YIIOTPELA Ne 6022-1716

1. HAHUMEHOBAHHE HA BETEPHHAPHOMEIHIOHHCKHSA HPOAYKT :
BrxenaoH tabneTxy 3a Kydera H KOTKH
2. KAYECTBEH # KOJHYECTBEH ChCTAB

AKTHBHH cyOCTRHUHHU:
Praziquantel 50,0 mg
Pyrantel pamoate 150,0 mg

ExcunnuenTn:
3a IBJIHHS CITHCBK Ha eKCLHNHEHTHTE, BHX T. 6.1.

3. ®APMAUEBTHYHA ©OPMA

TaOnerka.

4. KIMHEYHHA JTAHHA

4.1. Bunose :KHBOTHH, 32 KOHTO e npennasnader BMII

Ky1era w koTin.

4.2, TepaneBTHYHI NOKA3AHHS, OHPeAe/eHH 34 OTACIHHTE BHA0OBE JKHBOTHH

34 feucHUE 1 OpoGUIaKTHEA Ha necTonosH (npuuunen ot Echinococcus granulosus, E.
multilocularis, Taenia multiceps, T. ovis, T. pisiformis, T. taeniaeformis, T. hidatigena, Dipilidium
caninum, Diphyllobotrium erinacel, Mesosestoides corti) m HemaToxosu {npuiuHeny ot foxocara
canis, T. cati, Toxascara leonina, Uncinaria stenocephala, Ancylostoma caninum) TpH Kydera 0
KOTKH.

[Mpogykrst Buxengos Tablerky ¢ KOMOHHAPEH TPOAYKT ¢ GHTHUECTOAHO W AHTHHEMATOIHO
nedcrane, TTpasHKBaHTE LT YHIIHOKABE MITATATE H BB3PACTHH HOPMH HA BCHYKH LECTO/IH,
NapasuTHPAILE OPH KydeTaTa ¥ KOTkuTe — Kchinococcus granulosus, E. multilocularis, Taenia
multiceps, T. pisiformis, T. taeniagformis, T. hidatigena, Dipylidium caninum, Diphyllobotrium
eringcei, Mesocestoides corti, Thupadrensr jeficTea aHTHHEMATONHO CPEITY MAAINTE H 3PEIHTE
dopmu Ha Hemarorute — Toxocara canis, T. cati, Toxascaris leonina, Uncinaria stenocephala,
Ancylostoma canunum, A. braziliense, Opistordus felineus. Cnabo e neiictuero My cpety Trichuris
valpis. C npunarageto #a BUXeon Tablerky ¢e NOCTHTA TPAKTHIECKH ITBIHA JeXeNMUHTHIALM Ha
KyJeTara H KOTKHUTE HPH TEHHO3H M HEMATOLO3H.

4,3, IIpoTuBOTIOKAIAHHSA

Ja He ce M3TON3EA TIPH KyHeTa TOX 4eTHPH (4) CeAMUI W KOTETa MO HIeCT {6) CeAMHLA, HO TOBA He
€ OT TOKCHKOJOTH4HH CHOOPAKCHNS, 2 HOpaH IHHca Ha HeoOX0OUMOCT - T€ TIPOCTO HE MOIaT /4 Ce
3apassiT ¢ TSHHH.

4.4. Cnenpaanm UpeIEasiu MEPKH 32 BCeKH BN JKHBOTHIE, 38 KOHTO ¢ npexnazuayen BMII
Hama.

4.5. Cnenuajsu npeanasHI MepKH NpH YOoTPeba

CrelHaiHy NPeNazHi MepPKU 38 sUBOTHHTE TIPH YIoTpebaTa Ha IPOAYKTA
He ¢ npraoxuMo.
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Crendanty fpennasil MepKHy 38 AHLETa, TPHIAralny BETCPHHANHOMETHITHHCKIS TPOAYKT HA
*KHBOTHHTE
He ¢ npuiioxumo.

4.6. He6aaronpasirun pearkiny (MeCcToTa H BAXKHOCT)

MHOro pamKo NpH HeoOTPIDKBAHM LI CHITHO OTCHa0HANH | H3TOULEHH JKHBOTHY [IPH TPETHPAHE ¢
Brxennon ca HabII01aBaHH TOBPbLIAHe, OE3aTICTHTUE U JHAPHA NIPK KYUETa U AHAPKA TIPH KOTKHTE,
KOETO HE H3MCKBA CIISLIHAHA TEpanesTHYHa HaMeCd.

4.7. Ynotrpefa no Bpeme Ha GpeMEHHOCT, JAKTALHS HIH AlineHoCene
Moske Aa ce mpusara 1o BpeMe Ha OpeMEHHOCT U JIAKTALNA.

4.8. BaaumopeiicTBHE ¢ APYIH BETEPHBAPHOMETHUMHCKI NPOAYKTH H APYTH GopMH Ha
B3auMogelicTBHe

Jla He ce 30362 3aeHO C© IEBAMI30M, THIEPAsHH 1 opraHoQochopHn CheANHEHHHA, Thi KaTo
CBIIATE MMAT CXOJeH MEXAHHIBM Ha AeHCTBHE ¢ NHPANTENA M MOCISIHIAT MOXKE Aa Y CHIH
TOKCHIHOTO HM JcHCTBRRE,

4.9, To3a 1 HAYHH HA TPUIOKEHIE

ITpunara ce mepopanHo B go3a 1 Tabnerka 3a 10 kg T.m. (50,0 mg/kg T.M. TpasHKBasTeN W
150,0 mg/kg T.M. TupasTen raMoat). buxenion TabneTkd He TpAOBA [a Ce IPUIIAraT 3a8/IHO ¢
XpaHara 3a AeHs:.

Tpenopruna ce 06e3NapazuTABALETO JIa Ce W3BBPINBA TIpe3 Tpu Mecen@. B cnyvaif Ha ABHO
uH{pEKTHPaHe NOBTOPETE CISA TPH CEIMHLIM.

Otmycka ce O3 nerapeko IpeRIucanye,

CaMo 3a BETePUHAPHOMEIMIIIHCKA YIOTpea.

4.10. IMpemozupane (CUMIITOMI, CIIGUIHH MepKH, AHTHAOTH ), AK0 € HEoGX0AMO

MuzekesT Ha BesonacHocT (ChOTHOMIEHAS MEKAY MPHIMAIHATA H TOKCHYHA i TEPanesTHIHA 103H)
HA IPa3HKBAHTEN ¥ HPAATEN [IPK Ky4eTaTa i KOTKUTE € MHOTO BHCOK M 3aTOBA MPEI03HPaHe ¢
TpY/HO fia ce moity4H. OT MHOrO BHCOKH A03H (Haj 30 hTH I10-BHCOKH OT CHIICCTBYBAILITE IPH
xyderara u maz 10 — 20 BT 3a KOTKHTE) c¢ HAGIIONaBa NOBpPhIaLe. B Hay HUTE AAHHH HAMA
OIMCAH CMBPTHY Cllyuau ciIel IIPeRo3UpPaHe Ha HPasHKBAaHTe!T H IMUPAHTeN

4.11. KapenTes cpok
He e npunowumo.

5. PAPMAKOAOTAYHH OCOBEHOCTH

DapMaKOTEPANCBTHYHA IPYIA; AHTHXEIMUHTHK, HPA3HKBAHTEN KOMOMHALIML,
BerepunapuomeaniHHeKi Anaromo-Tepanestien Kon: QP52AAS].

5.1. bapmakoaUHaMH4YHH CBOHCTEA
IIpasAKBaHTEN:

[MpasHKBaHTeNsT ASHCTBA TEHHHLMAHO 10 JIBA OCHOBHH TR

1) Upes criacTHuka napann3a Ha HePBHO-MYCKY/IHATA CHCTEMA Ha TICCTORNTE.

2) Upes ApA00KH CTPYKTYPHH NIPOMEHH B TEyMEHTa Ha napasutute. Tesu ga 11poneca BbpBAT
YCIOPENHO W HACTBIBAT MAOTO GBP30 CITEM IPUIOKUHWETO HA TPA3HKBAHTENLT. OCBEH TOBA CHIMAAT
NPOHHKBA OBP30 B MapasHTHTE, 6e3 Aa ce meTabommsupa. [IpasuxkBanTensT IPEAU3IBUKEA MOMEHTAIHA
KOHTPAKIYS He MapasHTHTE, ocIeBana T mapanusa. [1py HeTo30MHITe KOHTPAKTYpaTa Ha
TIApA3UTHTE € CHITHTCTBAHA C OTBAPsIHE Fa MOPHTE Ha MeMOpPAUATE H IOBULIABAHE epMeabUInTeTa
M 3@ HATPHEBUTE M KanmieBnTe fioHH, C IPOHHKBAHETO HA Ca®" B xaeTkuTe ce 00acHaBa # GBP30
HACTHIBAIIATA KOHTPAKIMA Ha NapasuTa, YITPacTPYKTYPHUTE H3CHe/iBaHus (C ONTIYEeH H eICKTPOHEH
MHKPOCKOIT) TIOK&3BaT, 96 MHOro Ghp30 ¢ile) PHITOIKEHHETO Ha TIPA3MKBAHTENA ce Habonana
TOTANTHA BAKYOIH3ATNA K NeCTPYKUHA Ha TeryMenta Ha S. mansoni, Clonorchis sinensis, Opistorchis
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viverrini n 8. japonicum - or 1 pg/ml 32 0K0I0 5 MUHYTH napazuTuTe ¢ Mo-1e0en TeryMenT Omim
SHAYMHTEIHO NO-yCTONYWBH - YaCTHYHA BAKyOAM3aHA Ha TeTyMeNTa Ra F, hepatica, M. yokogawii 1
P. westermani e oToerazana o1 100 pg/ml 2a 60 MunyTn, Jlokaszaso € CBINo, 4e OpasHKBAHTENbT
TIOTHCKA aKTHBHOCTTA Ha (yMapaTpedyKkra3ara B MemOpaHHTe Ha MuoGUOpUIIITE B HA HEPBHO -
MYCKYJTHUTE CHHAICH, IIPH KOSTO CE pasTpoiipa 0OMANATA HA BHIICXHUAPATHTE IPH NAPA3HTHTE H
TIPEMUHABAHETO HA TVIFOKO3aTA TIPE3 TelyMEHTa, KOETO ChILO MOKe fia Ob/le IPHYMHA 3a napaitnsa H
CMB]T Ha TIapasHTHTE,

[upanTea naMoax:

[TupaHTensT AeHCTBA KATO ArOHHCT HA AleTHIXOANHA H Bb30yxna nupektHo M- u H- xonmuHopeak-
THRHUTE cHeTeMu. I3 TOBa oTHOMEHE AeHCTRHETO MY € FIOT00HO Ha NERaMH30JI4, MOPAHTENA 1
prerTanxapGamaszupa. C Tosa ce 00ACHABA HErOBATA CA3MOTeHHA AKTHBHOCT, KOATO € 100 meTH IO-
BHCOKA OT Ta3H Ha alleTHIX0IHUHA TPH MyCKyiiinTe Ha ackapure. Ocsen Tosa Toif Hmbnpa
AKTHBHOCTTA HA XOJHHOCTEpazara. [IpexoMepHOTO HATPYIIBAHE HA AISTHNIXOIHH B HEPBHO -
MYCKYJTHMTE CHHAIICH BOIM A0 TpaifHa TeTmoIapU3anus Ha MemOpanwTe 1 Gnokupane ma
CHHATITHUYHOTO NPEHdBaHe Ha HSPBHHUTE AMITYIICH, DECTIEKTHEHO A0 MApaln3a ¥ CMbPT HA HEMATOIUTE.

5.2, ®apMaKOKHHETHMHI 0CO0CHOCTH
MpazukeanTe
Pe3opbénus:

[pasukBanTeanT ce pesopdupa MHOro GHP30 U BbB BHCOKa cTened ( Haa 80 % ) ot
XPaHOCMUNATENHAA KaHat Ha GosaiffHnmuTe (ONHTH ¢ MULIKY, IITEXOBE, 3ailiM, XaMCTepH, Ky4eTa,
OBITE, €MIPH IPEKUBHHA, MaHMyH#, X0pa). MakcuMaiRH KoHIeHTPaiH ( C ma) OT HpasUKBaHTE B
KPBBTA Ha MHIIKATE CIIE [HEPOPATHO BbESKAAHE CE YCTAHOBABAH C/lel 5 [0 7 MHHYTH, ¢ [IEPHOJ Ha
ToyenuMuHAnEs (1 12) 4 fo 6 MARyTH. PesopSuuara ce H3BhpIIBA NPEAMMHO B

_ mBaHACETONPHCTHAKA. CHel AHTPAMYCKYJIHO ¥ HOAKOMHO [TPHICKEHUS IIPA3RKBAHTEABT
HEP3UCTHPA 3HAYUTEIHO TI0 - ABII0 B KPBBTA Ha MUILIKHTE, OTKONKOTO TIPH NEPOPaNto BHBEKAAHC B
ChIUATA 1033 - cborBeTHO [80 1 60 min. Taxa, 4e pe3opOIMATa My OT XPAMOCMEIATEHN KaHaT ¢ 00-
Gbp3a, B CPABHEHNE C TA3H OT MYCKYITHTE H NOAKOMIIHTE THKAHH.
Orne no-zabaBena e pe3opbLuaTa Ha TPAsHKBAHTENA TIPH KydeTara (¢ilejl NepopalHo npunaraqe ua 20
mg/kg T. M. C max 0T 0,7 pg/ml Ha 0,5 - 2- 1 4ac ¢ MRIHO eMIMAHAPaHe KbM 8-pa dacut12- 1- 1,5 h
Y it nipt oBLeTe { oT 20 mg/kg T. M. niepopanto Cinax Ha 2- WAl HAC, C IOKA3BAHE B KPBBTA 10 24-B51 Hac).

Pasapeneneune:

Cnen pezopGimsTa, HE3ABHCAMO OT HAYHAA Ha IPHI0KEHHE, IPA3UKBAHTCIIBT IPOHHKBA BBB BCHYKM
OpTaHM, THKAHH M TEYHOCTH HA OPraHiaMa, ¢ KOeTo ¢& 00ACHABa AKTHBHOCTTA My CPeLLy TapasiTy o
PasNHUHE MECTA Ha NOKAIM3aIHs. [Ipy MUIIKHTE HAOpHMED, ciief 15 1o 30 MHHYTH OT NepopajTHOTO
IpIJTAraHe KOHIEHTPALFHTE My BbB BCHUKH M3CIEABAHH OPraiy ¢a ¢IHaKBH ¢ TE3H Ha KPBBTA, C
Gpp30 Hamaaeare B cnempanmre 90 MUHYTH. TIpeMunapa npes xemaro-eHuedantara dapuepa, Karo
KOHIGHTPATIHHTE BhB LEPeGPOCTHHAIHATA TEMHOCT JOCTHTAT OT 1/7 Ko 1/5 0T Tesu B KPBBTA.

MeTaGonH3IBM:

TTpasMKBAHTENHT C& METAGOIM3IPA MHOTO GHP30 B HEPHI APo0, IIABHO 4pe3 XHApOKcapane. OT
BCHUKH METAGOIMTH ¢ 2 W 3 XMJPOKCH TPYTIH, Hall - MafKo e/IHa ¢ B HKJIOXEKCaHoBUA npheTer (1), a
ocTaHAIUTa ca B nphered B. TIpeamonara ce, ue HAKOW OT MeTAGONUTUTE ¢a OMOJIOTHYHO AKTHEHH. 3a
CKOPOCTTA HA MeTAGONUIAPAHE MOMKE 1A Ce CHIH H IO TOB4, Y€ Ha 4-Usl 1ac, KOTaTo KOHUEHTPALHHTE
Ha MPA3WKBAHTENA B KPEBTA Ha XOPaTa ¢a MAKCHMAITHH, caMo 5% oT 00HI0TO KOIHTECTRO &
HENPOMEHEH NPa3sHKBaHTe.

HannuBane:
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TIpasUKBAHTENDT CE &/l MMUHHPA OT OPraHu3Ma, H3KIKYHUTETHO KaTo MeTaboNuTy, [IABHO C YPUHATA 1
B 3HAUMTEIHO MFO-MANKa cTeneH ¢ (pexanuure, B onmutu ¢ benasan 14 — C — npazuKkBanten npy
ITBX0BE H KYYETa ¢ YCTaHOBEHO, 4e A0 24-HA 4ac Cliell HHTPABEHO3HO H NEPOPAiHO BBBEKIANE ¢
ypuHaTa ce oTnet 10 59 — 61 %, a ¢ dexanuure —jgo 1517 % ot obmara pagHoaktHsHocT (060
76 %). Jo 120-us uac Te3u croifgocTs Gunn choTBerHo 95 % 3a HHTpapenosnata u 93 % 3a
nepopanaara armkaims. Camo 0,1 —0,3 % o7 u3ipUeHHd ¢ YPHHATA NPa3HKBAHTEN € B
HerpoMerena GopMa — BCHYKO OCTAHANO ca MeTaboauTa, Bbe (GekaninTe moyTH INCRa HATHBER
TpazHKBaHTeN, BpeMero 3a ToyeHMHIAIHA Ha META0OJTATHTE & IIO-IBJIT0 OT TOBA Aa CaMmus
npazukeadTen —t 1 € 4 4aca.

[Tpa3uKBAHTENBT CE SKCKPETHPA B MAIKA CTENEH U € XKIBIHAA CEKPET U MIIAKOTO.

Iapanren mamMoar

3a pasANKa OT JIECHO PA3TBOPUMUTE BB BOAA TAPTAPATHE, LIMTPATHA, XHAPOXIOPHIHA K JIDYTH CONK,
NHpAHTe)l IAMOATHT, MOfo0HO Ha eMOoHaTa, ce pe3opbipa ¢iabo 0T XPaHOCMHNATEHNA KaHayl 1 50—
70 % 0T NepopPAIHO TIPFIOKEHHS TPOAYKT C& U3IBIBRA ¢ (PeKanuuTe B HEIPOMEHSHA dopma. Cabara
My pe3oplIa ch30aBa BE3MOMKHOCT 38 NPOALDKHTEIHO Bh31EHCTEBHE BEPXY BCHIKH HEMATOLH,
Napa3sWTApALIY B XPAHOCMEIATEHIS KAHAI HA KYYETaTa, BKIIOTATEIHO TE3H, TOKANH3UPAHH B 110~
RAHWTE YACTH HA CTOMAIIHO - YPEBHHA TPaKT.

Bananiue sbpXy oKONHATA cpeaa
He ca u3BECTHH HAYMHY JaHHH 33 BPE/IHO BIFSHIE BHPXY OKOIHATA Cpefa
6. PAPMANEBTHYHHM OCOBEHOCTH

6.1. CitcbK Ha eRCHEHITHERTHTE
Lactose monohydrate

Wheat Starch

Povidone

Talc

Magnesium Stearate

6.2, HechbBMECTHMOCTH
He ca u3secTHH.

6.3. Cpox Ha rogHoCT
CpoK Ha rOHOCT Ha KPaHiHs BETEpHHAPHOMETHIMHCKY TPO/YKT: 3 FOXHHM.

6.4, Cnenuanyy yeJOBHA 32 ChXPAHEHIE HA TPOAYKTA
J1a ce chXpansBa Iy TeMIIeparypa nofj 25 °C.

Ja ce chxpansnBa B OPHTAHALIHA ONAKOBKA.

Ha ce cpXpaHdaBa Ha CYX0 MSCTO.

IMa ce rasw OT OpsKa CI'BHYEBA CBETNIHHA,

6.5. Baa u cbCTaR HA MBPBHYHATA ONAKOBKA

[IbpBITHA ONAKOBKa : GawcTep OT anyMuHueso honno (AL/AL) ¢ aecer (10) Tabierkn; BhpXY
ANYMHHUEBOTO (JOIMO Ca OTTIEUaTAHU HAIHCH ChIJIACHO 0/100PEH UBETEH MAKeT HA ONAKOBKATA H
W3MCKBARHATA 32 3aABJUKHTEIHITE TAaHHA BhPXY OMAKOBKKTE H B IHCTOBKUTE HA
BETEPHHAPHOMEHIMHCKHTE TIPOLYKTH.

KaproueRa kKyTHA ¢ 3 Gnucrepa.

6.6. CelHaJIHH MEPKH 32 YHHIHOKABAHE HA HEN3M0A3BAH NPOAYKT HAH OCTATBLUHTE 0T HEro
Beeki HeH3MONI3BAH BETEPHHAPHOMSMITHHCKH [IPOAYKT HIH OCTATHIHTE OT HETO, Tpa0Ba 1a ObraT
YHMUIOKEHH, B CHOTBETCTBHE G H3MCKBAHMATA Ha MCCTHOTO 38KOHOGATEINCTRO.

Buxenon tafnerki He 6HBa A2 Oh/le W3XBHPISIH BBB BOZHH faceHny, THH KaTo ToBa MOXKe Jia Onze
OmnacHo 3a pudy WITH IPYTH BOAHH OPraHH3MH,
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7. DPATEMXATE HA JTHIEH3A 3A YIHOTPEDBA :

“ T'onamdapma “ QO] , 2650 Canapena bass, yi1. “ ITobenma “ Ne 33, 06a1. Kiocrenuunn, PenyGimka
Brirapnst

Mo6. Ten.: +359 888 300 755

E-mail: golashpharma@abv.bg

8. HOMEP HA JIHTIEH3A 3A YIIOTPEBA

0022-1716

9, JATA HA IGPBOTO U3JABAHE/MGIHOBABAHE HA JIHIEH3A 3A YHOTPEBA

12.01.2006 .
03.11.2016T.

10, JATA HA HOCJIEIHA PETAKIIUA HA TEKCTA
20 cemrremepu 2016
3ABPAHA 3A MTPOJIAJKEBA, CHABISIBAHE W/WJAM YIIOTPEBA

He e npuiroxnMo.

I-P JAMSIH WIHUEB
A3 BIHHTEAEH JIMPEKTOP H I'B(
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