KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PASPEIHIEHUME 3A ThPI'OBUSA Ne 0022-2580

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA IIPOAYKT

Tomnzecna 50 mg/ml nepopanHa cycrieH3us 3a mpaceTa, TOBeia 1 OBIIE
Tolzesya 50 mg/ml oral suspension for pigs, cattle and sheep

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
1 ml ot mepopanHara cycreH3usi CbabpKa:

AKTHBHA cyOCcTaHIMSA:

Toltrazuril 50 mg
ExcuunuenrTu:

Hatpues 6enzoar (E211) 2,1 mg
Hatpues nponnonar (E281) 2,1 mg

3a IBJIHUS CITUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.
3. OAPMAIIEBTUYHA ®OPMA

[lepopanna cycneH3us..
[InpTHA Osina cycrieH3usl.

4. KJIMHUYHU JAHHU

4.1 Bunose :xnBOTHH, 32 KOMTO e nNpegHasHaveH BMII
[Ipacera (mpacera Ha 3 — 5 gaHN).

l'oBena (Tenera B MIIEUHU CTOTIAHCTBA).

Osgue (arnera).

4.2 TepaneBTUYHM MOKA3aHMSL, ONIPeAeIEeHH 32 OTIEeJHUTE BUTOBE ;KUBOTHHU

[Ipacera:

3a NpeaoTBpaTABaAHC HAa KIIMHUYHU IPU3HAIIUM Ha KOKIUJAWO3a IMPU HOBOPOJACHU ITpacCCHIla (3 -5 I[HI/I) BBB

(epMH ¢ TOTBBpPACHA HCTOPUS Ha KOKIUANO03a, IPUUUHEHH OT [sospora Suis.

T'oBena:

3a npeaoTBpaTdBaHC HAa KJIMHUYHU IMPU3HAIW Ha KOKIUAWO3a W HaMaJIsIBaHC Ha PasnpOCTPAHCHUCTO Ha
OOLUCTUTC CpCA TCJICTa, OTIVIC)KAAHMU 3a IMOJAMsAHA HAa KpaBU, U3IMNOJ3BAHHW 3a MNPOHU3BOACTBO HA MIISAKO
NpeaHa3HA4YCHO 3a 4YOBCHIIKa KOHCyMalluAa (MHC‘-IHI/I KpaBI/I) BBB (l)epMI/I C TMIOTBBPACHA HCTOPUA Ha

KOKIMJIN03a, IpUUnHeHa oT Eimeria bovis wiu Eimeria zuernii.

Osl1ie:

3a mpenoTBpaTsABaHEe HAa KIMHUYHM NpPU3HAIM HAa KOKIMIAMO3a M HaMalsiBaHE Ha pa3NpOCTpaHCHUETO Ha
OOLIMCTHTE MPH arHera BbB pepMu ¢ MOTBBPJICHA UCTOPUS 32 KOKLUANO03a, IpUYrHeHa ot Eimeria crandallis

i Eimeria ovinoidalis.

4.3 [MpoTuBonOKa3aHus



Jla He ce H3MON3Ba MPH CBPBXUYBCTBUTETHOCT KbM aKTHBHATa CyOCTaHIUS MM KbM HSAKOH OT
EKCIIUITUEHTHUTE.

l'oBena (10 eKOMOTHYHY TPUYHHH );

Jla He ce U3Mon3Ba Mpu TeneTa ¢ TeaecHa Maca Hag 80 kg.

Jla He ce n3non3Ba Npu TeleTa, OTIVISKIAHU 3a IPOU3BOJCTBO HA TENEIIKO MIIM TOBEXKIO0 MECO.

3a noBede nHpopmanusa BuwkTe Touka 4.5 Jlpyru npeamasHd MepKd U Todka 5.3 BrnusHue BbpXy OKOmHAaTa
cpena.

4.4 Crenna/iHu NpeANa3Hu MEePKH 3a BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyen BMII

Kakro u ¢ Bcuuku MMPOTUBOIAPA3ZUTHU IMMPOAYKTHU, YECTOTO U MHOI'OKPATHO MU3IMOJI3BAHC HaA aHTHHpOTOBOﬁHH
MPOAYKTHU OT ChIIHMA KJIAC MOXCE Ia JOBCAC OO Pa3BUTHUC HAa PE3UCTCHTHOCT.

HpeHOp’L‘-II/ITeJ'IHO € J1a CC TpCTUpAaT BCUYKHU TCICTA UJIM arHeTa B CTOIIAHCTBOTO. XUrneHHuTe MCpPKHU MOTraT
Aa HaMaJAT pUCKa OT KOKOHUANO34d. Hopazu/l TOBa € MNPCHOPBUYUTCIHO CAHOBPCMCHHOTO noz[06p$[BaHe Ha
XUTUCHHUTC YCJIOBUA B 34CCTHATOTO CTOIMMAHCTBO, B YaCTHOCT CyXOTaTa WM YHUCTOTATaA. 3a Ja CC INIOCTUTHEC
MakCuMajaHa I10J13a, KMBOTHHUTC TpSI6Ba Ja 6’LZ[aT TPCTUPAHU MPEAU OYaKBaAHATA MpPOsABA Ha KIMHUYHU
CUMITOMH, T.C B MNPCHATCHTHHUA IICPUOI. 3a Aa €€ IpPOMCHHU HACOKAaTa Ha BCYC IMPOABCHA KIMHUYHO
KOKOUANO03a, Mpu OTACITHUTC KMBOTHH, IMOKA3aJIU IMMPU3HAA HA JUapus, € HCO6XOZ[I/IMO Aa CC Ipeamnpueme
AOMBJIHUTCIIHA MTOAAbpIKaIlla TCparus.

4.5 Crnenmna/iHu NpeANa3HU MePKH IIPH yoTpeda

CrennaiHy npenna3Hu MEPKHY 3a )KHBOTHUTE NP YIOTpebaTa Ha NPOAYKTa
He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasdy MCPKHU 3a JulaTa, mpujaaraimy BETCPUHAPHOMCAUITMHCKHW S MPOAYKT HAa )KHUBOTHUTC

Xopa C YCTaHOBCHA CBPBXYYBCTBUTCIHOCT KbM AKTUBHATA CY6CTaHLII/I$I WM HIKOH OT CKCIUIIUCHTUTC
TpSI6Ba Ja HM305rBAaT KOHTAKT C BET CPUHAPHOMCIANIUHCKUSA IPOAYKT.
He3a0aBHO U3MHIITE BCAKAKBU CJIeau OT KoXKaTa MJIM OYUTE C BOAA.

HDVFI/I Opeanasiyi MECPKHU

3a ma ce mpenoOTBpaTH MOsABaTa Ha HEXeNaHH e(PeKTH BbPXY pacTCHHUSITa W BB3MOXHO 3aMbpCSBaHE Ha
MOJMOYBEHUTE BOIM, TOPBHT OT TPETUPAHUTE TeleTa He TpAOBa Ja ce paslpbCKBa BBPXY 3emAra 0Oe3
MPEABAPUTENHO CMECBaHe ¢ 00OPCKH TOp OT HeTpeTupaHu roseaa. OOOPCKUAT TOP OT TPETUPAHU TeENeTa
TpsiOBa J1a ce pa3MecH ¢ MUHHUMYM 3 IBTH IMO-TONSIM 00eM TOp OT HETpeTHpaHH TroBeda, Mpeau na Obae
pasnpbCcHAT BBPXY 3EMSTA.

Arnera, KOMTO TO BpeME€ Ha MLEINs MM JKH3HEH LUKBI ca MOMIOKEHH Ha 3aTBOPEHO, WHTEH3UBHO
OTIJICKAaHe He TPsAOBa Na ObJaT TpeTUpaHu clie[ HaBbpLIBaHE HAa 6 ceIMHYHA Bb3pacT WM JIOCTHTaHe Ha
tenecHa maca Hag 20 kg. Top oT Tpernpanu >KMBOTHH MOXKE [la C€ Tpujiara Ha €OUH U ChIIH Y9aCThK CaMmo
Ha UHTEPBaJI OT TPU TOJWHU.

4.6 HeOsaronpusiTHu peakuy (4ecToTa U Ba)KHOCT)
He ca n3BectHu.

4.7 Ymnorpeda no BpeMe Ha OpeMEHHOCT, JAKTALMS WIH sIilleHOCeHe

He e npunoxumo.

4.8 Bs3aumopeiicTBHe ¢ JApPYrH BeTepHHAPHOMEAWLIWHCKH TPOAYKTH M JApyrn d¢opmMu Ha
B3aMMO/IelicTBHE

He ca usBectHu.



4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe
3a nepopaaHo IPHUIIOKEHHE.

l'otoBara 3a ynorpeba nepopaiiHa cycrieH3us TpaOBa 1a Oble pa3kiaTeHa Ipean ynorpeoa.

3a ;1a ce ocurypu IpHeM Ha MpaBUIIHATA /103a, TeleCHaTa Maca TpAOBa 1a ObJe olpenescHO Bb3MOKHO Hal-
TOYHO.

3a ;1a ce ocUrypH MakcHMaJHa Moji3a, >KUBOTHHUTE TPSOBa 1a ObJaT TpeTHpPaHH Mpeay OYaKBaHaTa MosBa Ha
KIMHUYHH CHUMIITOMH, T.€ B IpenaTeHTHHs mepuoj. JledeHneTro Mo BpeMe Ha enuAeMHs OM HMallo
OrpaHHYEHA CTOMHOCT 3a OTJAETHUTE JKUBOTHH, IIOPAJIU BeUe MOABUIIOTO CE€ YBPEKIaHE Ha THHKUTE YepBa.

[Ipacera:

3a nHAWBUAYyallHa BETEPUHAPHOMEANLIMHCKA YIIOTpeoa.

Bcesiko npacenne TpsiOBa a Oble TpeTHpaHO B MHTEpBaja 3-5 AeH Cled pakAaHe ¢ eAHOKpaTHa MepopaiHa
no3a ot 20 mg Tontpaszypmi/kg TenecHa Maca, ekBuBaneHTHO Ha 0,4 ml mepopanna cycrneHsus Ha kg TenecHa
Maca.

[lopamy ManKoTO KOMHYECTBO, HEOOXOAMMO 3a TPETHpaHE Ha BCAKO MpAacCeHIe, € MPEeNOpPbYUTENHO Aa Ce
U3II0J13Ba 000pyIBaHe 3a Jo3upaHe ¢ TouHocT 10 0,1 ml.

I'oBena:

Besiko uBOTHO TpsiOBa na ObJe TPETUPAHO C EAHOKpATHA TepopaiHa jgo3a or 15 mg tonrtpasypui/kg
TelecHa Maca, ekBuBaJieHTHO Ha 3,0 ml nmepopanna cycriensus Ha 10 kg TenecHa maca.

AKO XMBOTHHTE CE€ TPETUpAT Ha TPyIH, a HE WHAMBHIYyaTHO, T€ TPsOBA Ja ObJAT IPyNHUPAHA U TPETHPAHU
Ha 0a3a TAXHOTO TEIJI0, 3a 1a ce N30erHe JaBaHe Ha MO-HUCKU HIIM IIO-BUCOKHU JIO3H.

Oglre:

Besiko skuBOTHO TpsiOBa Aa Oblie TpETHpaHO C €JHOKpaTHa mepopanHa jgo3a oT 20 mg/kg TemecHa maca,
exBuBasieHTHO Ha 0,4 ml mepopanHa cycrieH3us Ha kg TenecHa maca.

AKO XMBOTHHTE CE€ TPETUpAT Ha TPyIH, a HE UHAMBHUIYyaITHO, T€ TPAOBA Ja ObJAT IPyNMHUPAHA U TPETHPAHU
Ha 0a3a TIXHOTO TEIJI0, 3a 1a ce N30erHe JaBaHe Ha MO-HUCKU HIIM IIO-BUCOKHU O3H.

4.10 IlIpeno3dupaHe (CHMITOMM, CIIEIIHU MEPKH, AHTUI0TH), AKO € HeOOXOTUMO

HpuﬂaraHeTo Ha TPUKPATHO IMO-BUCOKA 103a CC IMMOHACH ):[06pe OT 3ApaBU IIpaCCHIa U TCJICTa U 0e3 Ipu3Hanu
Ha HCIIOHOCHUMOCT. HpI/I argie€ra HEC cCa Ha6J'IIOZ[aBaHI/I CUMIITOMH Ha NPCAO3UPAaHC C TPUKPATHO MO-BUCOKa
A03a IIpu €AHOKPATHO TPETHPAHC U ABYKPATHO IMMO-BUCOKU OO03U, IPUIIOKCHU B JIBA IMOCIICAOBATCIHN JHU.

4.11 KapeHTHH cpokoBe

[Ipacera:
Meco u BbTpEIIHU Opranu: 77 IHU.

I'osena:

Meco u BbTpelIHu opranu: 63 nHu.

Musiko: He ce paspemaBa 3a ynoTpeba NpH KXUBOTHHM, YHMETO MIISIKO € IMpeJHa3HayeHO 3a YOBEIIKa
KOHCYMalus.

Osue:

Meco u BbTpelHu opranu: 42 1HU.

Musiko: He ce paspemaBa 3a ynoTpeba NpH KXUBOTHHM, YMETO MIISIKO € IMpeJHa3HayeHO 3a YOBEIIKa
KOHCYMalus.

5. GAPMAKOJOTNYHU OCOBEHOCTH

dapMakoTepaneBTUYHa Tpyna: AHTUIIPOTO30iHU NPOTYKTH: TPHALIMHU, TOJITPAa3ypHIL.
Berepunapromenuunacku Anatomo-TepanestudeH Kox: QP51AJO01.



5.1 ®dapMaKoIMHAMUYHH CBOICTBA

TonTpa3ypuasT € TPHA3MHOHOBO TPOM3BOAHO. TOM € aKTUBEH cpelly KOKIUANY OT pona Eimeria v Isospora.
Toll € akTHBEH cpelly BCHYKHM BBTPEKIETBYHHM CTAUM Ha pa3BUTHE HA KOKUUAMMTE MPU MEPOrOHUS
(6e3momoBOTO pa3MHOXKaBaHE) W raMeTOroHUs (IIOJIOBO pa3MHOXaBaHe). BCHUKM cTaauy Ha pa3BUTHE Ha
KOKIUJMHTE CE YHHUIOXKABAT, W IO TO3M HAYMH MEXAHU3MBT Ha JICHCTBHE € KOKIUANOHIEH.

5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

IIpacera:

Crnen mepopaidHO MNPUIOKEHWE Ha WPOAYKTa MpU Mpacera, TONTpa3ypuwsn ce abcopOupa OaBHO C
onoHanmmuHocT > 70%. MakcumanHarta koHneHTpanus (Cmax) Ha Tonrpasypun € 14 pug/ml wu ce mocrtura
cien okono 30 waca cie; €IHOKpPATHO MPWIIOKEHHE Ha mepopanHa go3a or 20 mg/kg TemecHa Maca.
OCHOBHUAT METabOMUT € ToATpasypuid cyiadpoH. EnmMuHupaHeTo Ha TONTpasypuwsi ¢ 0aBHO, C BpeMe Ha
MOTY>KUBOT OKOJIO 3 HU. OCHOBHUSAT ITBT HAa EKCKPEIHs € upe3 (eKaanuTe.

l'oBena:

Cren mepopalHO MPHUIOKEHUE HA MPOAYKTa MPU TOBEAa, TONTpasypuil ce abcopOupa 6aBHO. MakcuMaiiHa
ma3Mena koHreHTpaus (Cmax = 41,4 mg/l) e HaOmonaBana mexay 6 u 48 gaca (cpeaHo 19 gaca) cien
eIHOKpaTHa mepopaiHa go3a or 15 mg/kg tenecna maca. Enumunanusra Ha TonTpasypud e OaBHa, C
TEpMHUHAJICH MONYKUBOT OT NpUOIU3uTenHo 2,7 auu (64,15 vaca). [maBHHAT MeTaboOIMT € OnpezeieH KaTo
TOATpa3ypui cyadoH. [ TaBHUAT BT 3a EKCKpelus € upe3 GpeKalTuuTe.

Osgue:

Cren mepopaliHO MPHJIOKEHHUE Ha NPOAYKTa MpH arHera, TONTpasypui ce abcopbupa OaBHO. [maBHUST
MeTabonuT € TonTpasypui cyiapoH. MakcumanHata miaasmeHa KoHUeHTpaunus (Cp = 64.6 mg/l) e
HaOmomaBana Mexay 12 m 120 daca (cpemno 27 daca) cien eIHOKpaTHa mepopanHa jmo3a oT 20 mg/kg
TenecHa Maca. EnuMuHanusaTa Ha TONTpa3ypui ¢ 0aBHa ¢ eMMMHHALMOHEH MOMYXUBOT A0 9 1HU (CpenaHo 5
nan). [ TaBHUAT BT Ha eKCKpenus € upe3 (eKanuuTe.

5.3 Baunsinue BHpPXy OKOJIHATA cpeAa

MeTabonuThT Ha TONTPa3ypuil, TONTPa3ypul cyidoH (MOHa3ypui) € ycToWYMB (MOMyXHUBOT > | TonuHa) U
MOOHJIEH KOMIIOHEHT M OKa3Ba OTpuIaTeneH e(peKT SIHOBPEMEHHO BBPXY pacTexa M MOHWKBAHETO Ha
pactenusara. [IpenBua MOCTOSHHUTE CBOMCTBa HA IOHA3ypWJI, TMOBTApsIIOTO CE pa3lpocTpaHEeHHe Ha
000pCKH TOp OT TPETUPaHU KUBOTHH MOXKE Jla JOBEIC A0 aKyMyJlalus Ha MOHAa3ypwl B IOYBaTa, KOETO
MPEABH] HEroBaTa MOOMIIHOCT CHILO BOAM O PUCK OT MOMaJaHe B MOAMOYBEHUTE BoAu. Buxk Touka 4.3 u
4.5.

6. DAPMAIEBTUYHHA OCOBEHOCTH
6.1 CnucbkK HA eKCIUIIHEHTHUTE

Hatpues 6enzoar (E211)

Hatpues nponuonar (E281)
[Iponunen raukon

Hatpues nokysat

CHMETHKOHOBA eMYJICHUs
ANyMHHUEB MarHe3ueB CHIIMKaT
JlumMoHeHa KucennHa, MOHOXHIPAT
Kcanranosa ryma

Bona, npeuncrena

6.2 HecnBMecTHMOCTH



HpI/I JIMIICa Ha OaHHU 3a CbBMCCTUMOCT, TO3U BCTCPUHAPHOMCIUWIHWHCKU IIPOAYKT HC TpSI6Ba Ja 6’[)[[6
CMCCBAH C JpyTru BCTCPUHAPHOMCIUTTUHCKHU TIPOAYKTH.

6.3 Cpox Ha rogHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 3 TOOWHH.
CpOK Ha rOAHOCT CJIC IIbPBOTO OTBAPAHC HA IbpBUYHATA OITaKOBKA: 12 Mecena.

6.4. CrennaaHu ycJIOBHS 32 CbXpaHEeHHe HA MPOAYKTA

To3u BeTeprHAPHOMEAMLIMHCKH MTPOAYKT HE H3UCKBA HUKAKBH CIICIIMATHU YCIIOBHSA 33 ChbXpaHCHHE.

6.5 Bwuau cbcTaB Ha MBPBHYHATA ONIAKOBKA

Bytunka (HDPE), 3anymanka (HDPE), o6mmBka 3a 3anedatBane (LDPE): 250 ml nepopaiina cycnensus, B
KyTHUSl.

Byrunka (HDPE), 3amymanka (HDPE), o6mmBka 3a 3aneuarsane (LDPE): 1000 ml mepopaiiHa cycrieH3usl.
He Bcnukm pazmepn Ha omakoBKaTa MoraT a ObJat IpeiiaraHy Ha masapa.

6.6 CrennajJHu MepKH 32 YHMII0KaBaHe HA HEM3IOJI3BaH NMPOAYKT MJIM OCTATHIM OT HEro

Bceku Hemsmon3Ban BCTCPUHAPHOMCIUIIMHCKA TIPOAYKT WX OCTATbIM OT HCTO, TpSI6Ba Ja 6’I>I[aT
YHUIIIOXKXCHHU, B CbOTBCTCTBUC C UBUCKBAHHATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. MNPUTEXATEJ HA PASPELIEHUETO 3A ThPI'OBUS

KRKA, d.d., Novo mesto, Srnarje§ka cesta 6, 8501 Novo mesto, Slovenia.

8. HOMEP HA PABPELIEHUETO 3A TbPI'OBUS

Ne 0022-2580

8. JATA HA IBPBOTO U3JABAHE HA PASPEHIEHUETO 3A TBPI'OBUS
JlaTa Ha TBPBOTO U3aBAHE HA pa3peLIEHUETO 3a Thprosus: 02/07/2015

10. JATA HA INIOCJIEJHATA PEJAKLUS HA TEKCTA

10/2015

3ABPAHA 3A ITPOJAKBA, CHAB/JISIBAHE W/WJIA YIIOTPEBA

He e npunoxumo.

JA-P BAJIEHTUH ATAHACOB
3AM. U3ITHBJIHUTEJIEH JIHPEKTOP



