KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3SPEIHIEHHUE 3A THhPI'OBUS C BJIII Ne 0022-2278

1. HAUMEHOBAHUWE HA BETEPUHAPHUS IEKAPCTBEH ITIPOAYKT
INTRACOX Oral, 25 mg/ml pa3teop 3a npusaratne BbB BoJa 3a IHEHE 3a MAJIETA U My HKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

1 ml cpappika:

AKTHBHO BellleCTBO:

Toltrazuril 25.0mg

IlomoiHu BemecTBa:
KauecTBeH cbCTaB Ha IOMOLUHUTE KoumnuecTBeH cbeTaB, ako Ta3u nHGoOpManus
BellleCTBA M IPYTUTe ChbCTABKH € BayKHA € OrJie]l HA MPABUJIHOTO MPUJIaraHe

Ha BCTCPUHAPHHUSA JJCKAPCTBCH MMPOAYKT

Trolamine
Macrogol 300

BesuBeren 10 6:1€70KBAT Pa3TBOP.

3. KJIMHUYHA HH®OPMALUA

3.1 BwunaoBe :KUBOTHH, 32 KOUTO e npeana3Haven BJIII

IIunera u myiku.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKH BH/I ’KHBOTHH, 32 KOWTO € MpeIHAa3HAYEeH MPOAYKTHT

3a jeyeHre u NPOPUIAKTHKA HA KOKIIMANO03a MTPU TIHJIETa U Ty HKH.

Edexrusen cpenry: Eimeria acervulina, E. brunetti, E. maxima, E. necatrix, E. tenella, E. mitis, E.
adenoides, E. meleagridis, E. meleagrimitis.

3.3 IIporuBomoka3anus

a He ce u3nos3Ba npu CBPbXUyBCTBUTEIHOCT KbM aKTUBHOTO BELIECTBO WJIA KbM HSKOE OT

ITOMOIIIHUTE BEIIECTBA.
Ja He ce U3M0II3Ba NPU >KUBOTHH C HapYIIEHH YepHOAPOOHH 1 OBOpeUHH (QYHKIHH.

3.4 CrnenuaJiHu npeaynpexaeHus
Hsama.
3.5 CnenuaJilHu mpeana3Hu MepKku Npu ynorpeda

Crenmanny mpeana3Hu Mepku 3a 6e30macHa ynorpeba npu BUAOBETE JKUBOTHH, 32 KOUTO €
npenHazHayeHd BJIIT:
He e mpunoxumo.

CHe]_II/IaJIHI/I OpeanasHy MCPKHU 34 JIUIaTa, Impujaraimy BETCPUHAPHHUA JICKAPCTBCH MPOAYKT Ha Y KHMBOTHHUTC!




TpsbBa na ce W30ArBa JUPEKTHUS KOHTAKT Ha MPOAYKTa C KOXKaTa, MOpaad BH3MOXKHOCTTA OT
BB3HHUKBAHE Ha PEAKINU Ha CBPHXIYBCTBUTEITHOCT.

WNuauBumyainHo npenmnasHo o00pyaBaHe, ChCTOSINO €€ OT CHHTCTUYHHM I'YMEHHU PhKaBUIH, TPSAOBA 1a
Ce HOCH, KOTaTo ce paboTH C BETCpUHAPHUS JICKAPCTBCH MPOYKT.

[Ipu momamane Ha MPOAYKTa BHPXY KOXKaTa MIIM OYUTE, He3a0aBHO /1a CE U3MHE C BOJA.

Ha ce u3MusT pbleTe ciea padoTa ¢ IpOIyKTa.

CrienmaiHy Ipena3sHy MEPKH 3a 3aIlIiTa Ha OKOJIHATA cpefia:
He e npunoxumo.

3.6 HeosaronpusiTHA peakuuu

[Iunera v nyiku
He ca u3zBecTHm.

CroOmaBaneTo Ha HEOIATONPUATHH PEAKIMU € BaKHO. T0Ba 1MO3BOIIIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEpHWHAPHUS JIEKapCTBEH MpOoAyKT. ChoOIeHnaTa TpsOBa 1a ce M3Ipamar, 3a
MPEANOYNTaHE Ype3 BETEPUHAPEH JISKap, WU Ha MPUTESKATENS Ha Pa3peIICHUETO 32 ThPrOBUS WIX Ha
MECTHHS My TIPEACTABUTEIN, WA HA HAIMOHAITHIUS KOMIIETEHTEH OpTraH upe3 HallMOHAIHATA CUCTEMa 3a
choOImaBaHe. 3a ChOTBETHUTE JJAHHY 32 BPh3Ka BIKTE CHINO TOYKA 16 OT JIHCTOBKATA.

3.7 Ynorpeda no Bpeme Ha GPeMEHHOCT, JIAKTALUS WM sifilleHOCeHe

IITunm Hocauku:
[a He ce u3nos3Ba Mpu NTULIM B IEPUOJIA HA STHLIEHOCEHE.

3.8 B3ammopneiicTBUe ¢ APYT¥ BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (OPMH HA
B3auMoeicTBHE

He ca u3BecTHH.
3.9 Hayun Ha npuiiokeHHue U 103MPOBKA

3a nepopajiHo MPUIIOKEHUE ¢ BOJIATa 3a IHEHE.

Ipenopbuntennara no3a e 7 mg toltrazuril/kg Tenecua maca wiu 28 ml ot BeTepuHapHus JiekapCTBEH
npoaykt/ 100 kg TenecHa Maca/HEBHO B TIPOIBIDKEHHE HA 2 TIOCICI0BATEIHU THH.

ITpu HEOOXOMUMOCT OT OTpE/ICIITHE Ha TOYHOTO KOJIMYECTBO, KOETO TPsiOBa Ja ObJie MPUIOKEHO, PU
JIUTICAa Ha MPaBWJIHO CHOTHOIICHHE MEXKJY JHEBHATa KOHCYMallds Ha BOJa M TEJ€CHAaTa Maca Ha
nTuiure, npenopbuntenanara no3a ¢ 500 — 1500 ml ot npoxaykra Ha 500 L Boma, kato eqMHCTBEH
M3TOYHHK Ha BOJIA 3a MHEHE B MPOJBIKCHUE HA 2 TIOCIICAOBATCITHH JTHH.

[To Ta3u nmpuuMHa € MPEeNOPHUYUTETHO JIa C€ M3UMCIIM TErJIOTO Ha rpyrara NTHIM, KOUTO Ie ObaaT
TPETHPaAHH U CJIS] TOBA Jla C€ ONPE/C)Id KOJUUYESCTBOTO BETEPHHAPEH JICKAPCTBEH MPOAYKT, KOETO IIIe
ObJie IPUIIOXKEHO BHB BOJIATa, Taka 4e Ja ce JOCTUTHE 00Ia TeparneBTHyHa 103a oT 7 mg/Kg TenecHa
Maca.

3a rapaHTUpaHe Ha MPaBUJIHA JIO3UPOBKA TEJIECHATa Maca TPsOBa Jia Ce ONpeIe Bb3MOXKHO Haii-
TOYHO.

MennkaMeHTO3HAaTa BO/Ia € U3IMoJI3BacMa camo 3a 24 Jaca v TpsOBa J1a ce MPUTOTBsI MPSICHA TaKaBa
BCEKH JIEH.

Jla ce u3mos3Ba yMECTHO M MOJIXO/ISII0 KAJIMOpUPaHO 000py/IBaHE 3a I03UPaHE.

3.10 Cumnromu Ha mpego3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA IelicTBHE NPH
CTICIIHY CJIy4Yau U AaHTHI0TH)

B no3u, nagsumasamy 10 30 mbTH NpenopbUaHUTE, TeJeCHATa Maca U THEBHATa KOHCYMallisl Ha XpaHa
ce yBelIM4YaBaT 3HAYHUTEIHO, KAaTO €JMHCTBEHO Ce MpOosiBsiBa ciad eeKT Mo OTHOIIEHUE Ha KPHBHUTE
napameTpH U 4epHOIpoOHa TUCPYHKIIHA.



3.11 CnenmajiHu orpaHMYeHus 32 yNOTpeda U cielHATHH YCJIOBHS 32 YNOTpPe6a, BKIIYUTETHO
OrpaHUYeHHUsI 32 YIOTPedaTa HA AHTUMHKPOOHU ¥ MPOTHBONAPA3ZMTHU BeTEPUHAPHH
JIEKAPCTBEHU MPOAYKTH, € 1eJ1 1A ce OTPAHHYH PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

3a mpuiIoKeHUe caMo OT BEeTEpUHAPEH JIeKap.

3.12 KapeHTHH cpoKoBe

Meco u BbTpEIIHH OPTaHH:

ITunera - 18 nuu.

[yiiku - 21 gHu.

He ce paspemaga ynorpedara npu NTHIN, KOUTO IPOU3BEKAAT WU ca MpeAHA3HAUCHH J1a TPOU3BEKIAT
sia 3a KOHCYMalus OT Xopa.

Jla He ce mpuara B paMKUTe Ha 6 CEIMUIIM TIPS HAYaJIOTO Ha SHIIEHOCHUS TTEPHO.

4, DOAPMAKOJIOI'NYHA HHO®OPMALIUA

4.1 Berepunapen jiekapcTBeH anatomo-TepaneBTudeH ko (ATCvet Code): QP51BCO1
AHTHIIPOTO30MHU, TPUAZWHH CPEILy KOKIUANO03a, TOITPa3ypHIl.

4.2 dapMaKoANHAMHKA

TonTpa3ypwibT € aHTUKOKIUANIHO CPEACTBO OT TpyIiaTa Ha THA3UHOHUTE, N3KITIOUUTENTHO e(heKTHBEH
cpeury Eimeria spp.:

- Eimeria acervulina, brunetti, maxima, mitis, necatrix u tenella mpu muera.

- Eimeria adenoides, gallopavonis u meleagrimitis npu myi#ikure.

EdextuBeH € mpu BCHYKM BBTPEKICTHYHH CTAJWM HA pa3BUTHE HA TApPa3UTUTE — YBpPEXaa
MUTOXOHAPUATHUA MEXAaHNU3bM, OTTOBOPCH 3a IMpoHeca Ha Pa3SMHOXKaBaHE TP KOKIUIHUUTE.

4.3 DapMaKOKHHETHKA

TonTtpasypunbT npu nruiuTe ce pezopoupa a0 50%. Haii-BucOKM KOHIICHTpAIMKM CE€ YCTAHOBSIBAT B
yepHUs Apo0. AKTUBHOTO BEIIECTBO ce MeTabonm3upa 0bp30 npu nruiute. OCHOBHUIT META0OIHT Ce
ompeznenst karo cyindoHoBo mpomsBogHo. Oxonmo 1 cemMuiia cien TOCIETHOTO TPHIIOKEHHE Ha
MPOIYKTA, TO3M META0OIIUT C€ ONpe/Ieisi KATO OCHOBHH OCTAThYHU KOJIMYECTBA ITPH NTHIUTE.

5. DAPMAIEBTUYHHU JAHHU

51 OCHOBHH HECHBBMECTHMOCTH

[pu nunica Ha JaHHUW 32 CHBMECTUMOCT TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT He TpsiOBa J1a Obie
CMECBaH C APYTH BETEpUHAPHM JIEKAPCTBEHH MTPOAYKTH.

5.2 Cpok Ha roaHOCT

Cpok Ha TOAHOCT Ha KpaiHus BETEpHUHAPEH JIEKapCTBEH MPOIYKT: 3 rouHu.
Cpok Ha TOAHOCT cJies pa3TBapsiHE B ChOTBETCTBUE C MHCTPYKIMUTE: 24 yaca.

5.3  Crneuma/jiHM yCJIOBHS 32 CbXpaHeHHUe

Ha ce cpxpaHnsiBa npu Temneparypa mon 25 °C.
Jla ce a3y oT npsika cIbHYEBa CBETJIMHA.



5.4 Buau chbCTaB HA MbPBUYHATA ONMAKOBKA

[Momuerunenou (HDPE) Gytunku no 1000 ml, 3arBopenn ¢ HDPE kanauku Ha BUHT.
Kytuu ¢ 12 6ytmiku x 1000 ml.

He Bcuuku pasMepu Ha onmakoBKaTa Morart Aa obaar IpeiaraHy Ha Iasapa.

5.5 CoemuajHu MepKH 3a YHHIIOKAaBaHe Ha HeN3NO0JI3BAHU MPOAYKTH HJIM OCTATBLLM OT TAX
BerepunapuuTte nekapcTBeHH NMPOAYKTH HE TPAOBa Ja OBIAT M3XBBHPISHHU Upe3 OTIAAHHW BOIW WU
OUTOBHU OTIIAIBIIN.

I/I3HOJ13BaI>'ITe nporpaMH 3a BmeaHe HpI/I yHI/IHIO)KaBaHeTO Ha HCHU3IIOJI3BAHU BeTepI/IHapHI/I
J'IeKapCTBeHI/I HpOI[yKTI/I WM OCTAaThLU OT TAX B CBHOTBECTCTBUEC C HU3HCKBaHHUATA HA MECTHOTO
3aKOHOIATCJICTBO M C BCHYKM HAIIMOHAJIHU CHUCTEMHU 3a C”b6I/IpaHe, HpI/IJ'IO)KI/IMI/I 34 CBOTBCTHUA
BETEPUHAPEH JIEKAPCTBEH IIPOLYKT.

6. UME HA ITIPUTEXATEJA HA PASPEIHIEHUETO 3A TBbPI'OBUA

Interchemie werken "De Adelaar" B.V.

7. HOMEP HA PASBPEIHIEHUETO 3A THPI'OBUA

0022-2278

8. JATA HA IHBPBOTO U3JABAHE HA PASPEIIIEHUETO 3A ThPI'OBHSI
10/06/2009

9. JIATA HA MMOCJIEJJHATA PEJAKIMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

01/2026
10. KIIACU®OUKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKApCKO MpEAINMCAaHnC.
[MonpoGHa uHdOpMaIKs 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B 0a3ara JaHHU
na Coro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

20.1.2026 r.
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[-P KPACMUWP 3/TATKOB
[OVPEKTOP HA AVPEKLNA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV
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