NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Forceris 30 mg/ml + 133 mg/ml umxekunoHHa cycrieH3us 3a npacera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Beekn ml cpappika:

AKTHBHH BellleCTBA:

Toltrazuril 30.0 mg
Iron (1) 133.4mg
(xaro gleptoferron 355.2 mg)

HOMOIIIHH BelecrBa:

KonnuyecTBeH cbeTaB, ako Ta3u nHopManust
€ BaXKHA C OrJIe]l HA MPABUJIHOTO MPUJIaraHe
HA BeTEPUHAPHHUS JIeKAPCTBEH NPOAYKT

KayecTBeH chCTaB Ha NOMOIIIHUTE BelllecTBA
U IPYTHTE CbCTABKH

Phenol 6.4 mg

Sodium chloride

Docusate sodium

Simethicone emulsion

Silica, colloidal anhydrous

Povidone

Water for injections

TbMHO KadsiBa cycrieH3usl.

3. KIMHUYHA HH®OPMALUA

3.1 Bwupaose :KUBOTHH, 32 KOUTO € nmpeanazHavyeH BJIII

[Ipacera (mpacenua Ha Bb3pact oT 24-96 vaca ciieq; paxxaaHe).

3.2 Tloka3anus 3a ynorpeda 3a BceKH BU/I )KHBOTHH, 32 KOWTO e MpeHa3HAYeH MPOAYKTHT

3a ChIIbTCTBAIIIATa HpO(i)I/IJ'IaKTI/IKa Ha KCIA30HCAONMBbUHA aHEMUS U TPECAOTBPATABAHC HA KIIMHUYHHA
Mpu3Hal Ha KOKOUANO03a (zmapm{), KaKTO U 3a HAaMAJIIBAHC Ha OTACIISIHCTO HA OOLIUMCTH OT
HOBOPOJICHU IIpaCC€HIa B CTOIIAHCTBA C MIOTBBPJACHA UCTOPHA HA KOKIMANO03a, IPUYUHECHA OT
Cystoisospora suis.

3.3 IIporuBomokazaHus

I[a HE C€ U3M0JI3Ba IIpU IIPpACCHIIA, 3a KOUTO CC MpCaAIioara 4€¢ uMat Heq)HHHT Ha BuTamuH E u/vnn
CCJICH.

3.4 CneuuajJHu npeaynpe:xaeHus

Kakro mpu BCHYKH NMPOTHBONApa3UTHU POIYKTH, TOBTAPAIIATA CE U YecTa ynoTpeda Ha
AQHTUIIPOTO30MHU MPOAYKTH OT €AMH KJIAC MOJXKE J1a IOBEJE O PAa3BUTHE HA PE3UCTEHTHOCT.
[IpenopbuBa ce fa ce TpeTupaT BCUUKU IPACcEHIa OT IPaCHIIOTO.

Crnen KaTo KIMHUYHNATE TMPU3HAIM Ha KOKLIKM03a CTaHAT OYEBUIHU, B€U€ Ca HACTHIMIN CEPUO3HU
YBpEKIaHHUA HAa THHKUTE YepBa.

CrenoBaresHO, BETEPUHAPHUAT JIEKAPCTBEH NMPOAYKT TpsiOBa 1a ce mpuiiara Ha BCUYKH KUBOTHU
npeay OYaKBaHOTO HAYaJo Ha KIMHUYHWUTE NPU3HALM, T.€. B IPENIATeHTHUS [IEPUOL.
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XUTrvneHHUTE MEPKHU MOTaT Ja HaMaJIsIT PUCKa OT KOKLUANO03a IIpu cBuHeTe. ETo 3amio ce nmpenopbysa
€IHOBPEMEHHO JIa C€ M0I00PAT XUTMUEHHUTE YCIOBUS B CbOTBETHOTO CTONAHCTBO, MO-CIIELUAIHO Ype3
HaMmaJsBaHEe Ha Barara M MoJoOpsBaHe Ha YUCTOTATA.

BetepunapHUAT eKapcTBEH MPOAYKT Ce MPEenopbuBa 3a mpaceHma ¢ Teriao mexay 0.9 u 3 kg.

3.5 ChenuajHu npeanasHu MepKH NpH ynorpeoda

CrenpaaHy Ipeana3siy MEPKH 3a Oe30IacHa ynoTpebda IIpy BUIOBETE JKUBOTHH, 38 KOUTO €
npennasHauyexn BJIIT:

[IpenopbunTennara q03a He TPSAOBA J1a CE HAABUINABA, PEABY]I OTHOCHTEITHO HICKATA CTEIICH Ha
0e30MmacHOCT Ha BETepUHAPHIS JIEKaPCTBEH NPOAYKT. BeTepuHapHUAT IeKapCTBEH MPOAYKT He TpsiOBa
Jla ce Ipujiara noBeye oT BEJHBXK.

He ce npenopbsuBa TpeTrpaHeTo Ha mpacermna ¢ terio mox 0.9 Kg.

W3nosn3BaiiTe TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT B CTOMAHCTBA, B kouTo Cystoisospora suis e
Ouna moTBbpEHA B UCTOpUsATa. OTTOBOPHUST BETEPUHAPEH JIEKap TPsIOBa Jia B3eMe MpeIBUI
pe3ysTaTuTe OT KIMHUYHKUTE U3CIeIBaHus 1/ WM aHaIn3a Ha MPoOu OT (eKaTruuTe W/ uin
XHUCTOJIOTUYHU HAXOJKHU, KOUTO MOTBBpIKAaBaT HamureTo Ha C. SUIS Ipu MpeAuIiHa MposiBa Ha
uH(eKIusa BbB pepmara.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKHU 3a JUliaTa, mpujaaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEIIHOCT KBbM JKEJIS30 (KaTo IIIeNTOPEPOH KOMIUIEKC) HITH
TOJITPA3YPHII WIX HIKOE OT IIOMOITHHUTE BEIIaCTBA TPAOBA J1a U305ATBAT KOHTAKT C BETCPUHAPHUS
JIEKApCTBEH MPOIYKT.

KoHTakThT ¢ BeTepruHapHUS JIEKApCTBEH MPOIYKT MOKE J]a IPUUNHU Ipa3HEHE HA OYUTE WIIH
HeOIaronpusTHH peaklui BbPXY KoxkaTa. M30sareaiiTe KOHTAKT ¢ Koxkarta u ounte. [Ipu ciydaitHo
HonajgaHe BbPXY KOXKaTa WM OYMTE, U3MHUITE 3acerHarara o0JyacT ¢ BoJa.

IIpu cnyyaitHO caMOMH)KEKTHpaHe MOKE Ja C€ TIOABAT JIOKAJTHU PEAKIMM KaTo IpasHEHe, TPaHyJI0MHU
WM TeXKKHU aHAQUIAKTHYHH PEaKIIMU MPH YyBCTBUTEIHU Xopa. TpsiOBa ja ce BHUMaBa 3a M30sTrBaHe
Ha cilydaifHO camMoumxekTupane. [Ipu cioyyaitHo caMOMH)KeKTHpaHe He3a0aBHO Ja ce OThPCH
MEINIMHCKH CHBET, KaTO HA JIEKAps Ce MPEeNIOCTaBH JIUCTOBKATa UM €TUKETa HA MPOAYKTA.

To3u BeTepuHApEH JEKapCTBEH MPOAYKT MOXKE JIa € BPeACH 3a ioaa. bpeMeHHH KEHU U )KeHU, KOUTO
BB3HaAMeEpsIBAT Ja 3a0peMeHesT TPsOBa J1a U305ATBaT KOHTAKT C BETEPUHAPHUS JICKAPCTBEH MTPOJYKT,
0COOEHO CITyJ9aifHO CAMOWHKEKTHUPAHE.

W3muiite phieTe cu ciiea padoTa ¢ MpOIyKTa.

CrenyaiHy npearna3Hd MepKH 3a 3allliTa Ha OKOJIHATA cpejia:

He e npunoxxumo.
3.6 HeosaronpusiTHu peakuuu

[pacera (npaceHua):

MHoro peaku Peakiust Ha CBpbX4yBCTBUTEIHOCT
(mo-manko ot 1 Ha 10 000 Tpetupanu | Cmbpr?.

JKUBOTHH, BKIIFOUUTEITHO U30JIUPAHU
CBHOOIIEHUS):




! Cnen npunarane Ha mapeHTepaaHu MHXKEKIUH C Kena30. Te3n CMBPTHH ClTydau ca CBbP3aHH C
TeHEeTUYHH (DaKTOPU WIIH HEOCTUT Ha BUTAMUH E W/Wiv celleH Win ce TbJDKAT Ha MOBHIICHA
YYBCTBUTEITHOCT KbM MH(EKIINY, IBIDKAIIN CE HA BPEMEHHO OJIOKMpaHE Ha PETHUKYJIOCHOTETHATA
cucreMa.

CpoOmiaBaneTo Ha HEOIATONPUATHHI PEaKINH € BaKHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIeKapCTBEH NpoayKT. ChoOmeHusTa TpsiOBa aa ce u3mpamniar, 3a
MIpeANOYNTaHe Ype3 BETEPUHAPCH JIEKap, WK Ha TIPUTEXKATENS Ha Pa3pENICHHETO 33 ThPTOBUS, WK Ha
HAI[MOHATHAA KOMIIETEHTEH OpraH Ype3 HallMOHAJTHATa CUCTeMa 3a ChOoOIaBaHe. 3a ChOTBETHUTE
JIaHHU 32 BPbh3Ka BIXKTE ChIIO JUCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUSI WU sTiilleHOCEeHe
He e npunoxxumo.

3.8 BsammopneiicTBHE ¢ IPYrd BeTEPHHAPHHU JIEKAPCTBEHH MPOAYKTH U APYTrd (JOPMH HA
B3aHUMOJeHCTBHE

He ca n3BecTHu.
3.9 HauywuH Ha NPUJIOKEHHE U T03UPOBKA

WHTpaMyCKyIHO MPHIIOKEHHE.
Ja ce pazknaru 100pe npeau ynorpeda (3a Haii-mainko 20 ceKyHIn).

Ipenopbuanata go3a e 45 mg toltrazuril u 200 mg xess30 Ha npacenie, koeto e 1.5 ml Forceris
cycreH3usi Ha npaceHie. [Ipunara ce eHOKPATHO Ype3 HHTPAMYCKYJIHO HHKEKTHPaHE 32/l yXOTO,
Mexnay 24 u 96 yaca cnen paxaaHe.

3a ¢uakonute ot 100 ml, rymenara tana Moxe aa Obae mpodusana 10 30 meTH. 3a drakonute ot 250
ml u 500 ml, rymenara tama moxe fa 0be mpoduBana 10 20 MhTH. AKO ca HEOOXOANMH MOBEYE
pOOMBaHMS OT TOBA CE MPEMOPHUBA U3IOJI3BAHETO HA aBTOMATHYHA CIIPUHIIOBKA.

3.10 CumnroMu Ha nmpego3upaHe (M KOraTo e NPUJI0KUMO — MPOLEIYPH Ha elicTBHe NPH
CHENIHN CTy4Yau U AaHTHIOTH)

B npoyuBanusiTa 3a 6€30macHOCT, ciel] BCAKO Ipeo3npaHe ce HalIoaaBa MoBUIICHA
YYBCTBHUTETHOCT KbM (CHCTEMHO) OaKTepHallHO 3a00IIsIBaHe, apTpUT 1 0Opa3yBaHe Ha aOclec u He
MO2Ke€ J1a c€ M3KIIFOUH J]0303aBUCHMO YBEJINYEHHE HA CMBbPTHOCTTA.

[To Bpeme Ha M3NUTBAaHUATA 3a PETO3UPAHE € HAOIIOJaBaHO PEXOIHO HAMaJIsIBaHE Ha Opost Ha
EPUTPOLIUTUTE, KOHIICHTPALIUATA Ha XEMAaTOKPUTA U XEMOTJIO0MHA 0€3 KIIMHUYHM IPU3HALHU cien 14-
Hd JCH CJICH CAHOKPATHO MPUIIOKEHUC ITPU BUAOBETC JKUBOTHHU 3a KOUTO € IMPEAHA3HAYUCH IIPOJAYKTa
NP TPH ITHTH HAJ Hal-BUCOKATa MpernopbyBana 103a (cpexHo 261 mg toltrazuril/mpacenme u 1156
mg xensizo/mpacenie). [Ipu 3 mbTH MO-BHCOKA OT MpernopbuBanata go3a (135 mg toltrazuril
/mpaceniie u 600 mg xens30 /mpaceHie) ce HabJoaBa caMo ¢1abo U MPEXOIHO HaMaJIIBaHe Ha
eputpouutuTe cieq 21 gHu.

Jo3u no-Bucoku ot 150 mg /kg/nen u 667 mg /kg /nen cboTBeTHO 3a toltrazuril u xensi3o, T.€. 3 IBTH
HaJ| Hail-BUCOKaTa MpernopbhyuBaHa J103a, He ca OWIIM OIICHCHH B IIPOYYBAHUSATA 32 O€30MaCHOCT MPH
BHUJIOBETE )KUBOTHH, 32 KOUTO € MpeIHa3Ha4YeH MpoaykTa. [[OHOCMMOCTTa Ha BETCPHHAPHHS
JIEKapCTBEH MPOAYKT CJIel MHOTOKPATHO MPUJIaraHe He € OIICHCHA.



3.11 CnenuajHu orpaHnveHus 3a ynorpeda v crielMaJHH YCJIOBUS 32 YNOTPeda, BRIIOYHTETHO
OrpaHUYeHHs 32 YNOTpPedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOJAYKTH, C 1[eJ1 J1a ce OrPAHHYM PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHM CpOKOBe

Meco u BpTpemHu opranu: 70 nHu.

4. DAPMAKOJOI'NYHA UHOOPMALIUSA

4.1 BerepuHapeH jJeKkapcTBeH aHaToMo-TepaneBTu4eH Ko (ATCvet Code):
QP51AJ51

4.2 @apmakoaMmHAMHKAa

TonTpa3zypmwibT € IPOM3BOIHO HAa TPHA3WHOHA M AHTUIIPOTO30€H areHT. MiMa KOKIMAHOIUIHO
JIeHCTBHE CPellly BCHYKH BHTPEKIEThYHU CTAJMU OT pa3BUTHETO Ha popoBeTe Cystoisospora, Tosa e
npy MeporoHust (6€3MoI0Bo pa3MHOKaBaHe) U FaMOTOHUS (ITOJIOBO pa3MHOXKaBaHe).

XKens30T0 € ocHOBeH MHKpoesieMeHT. Toli urpae OCHOBHA POJIsl B TPAHCIIOPTA HAa KUCIOPO. upe3
XCMOFHO6I/IH3 u MI/IOFHO6I/IHa, KaKTO U MMa KJIIOYOBa poOJId B CH3UMHUTEC KaTO HUTOXPOMH, KaTajla3u U
TICPOKCHIA3H.

WHKEKIIMOHHUTE KOMIUIEKCH Ha XKeJSI30-BbIJIEXUAPAT, KATO HAPUMED TJIeNTOPEPOH, ca YCTAHOBEHH
XeMaTHHOBH arcHTH BbB BeTCpHHApHATa MeauIHa. EQEeKTHBHY ca 32 3HAYMTEITHO MTOBHIIIABAHE Ha
HUBaTa Ha XeMOFHO6I/IHa Ipu npaceHua, OTIICKJIaHU NPH YCJIOBUA HaA UHTCH3UBHO )KUBOTHOBBACTBO,
MPY KOUTO MAYMHOTO MJISIKO B IIPOIB/DKEHUE HA HAKOJIKO CEJMHIIA HE OCHTYDPsIBa aJeKBaTHU HUBA
Ha KeJs30.

Criet MHTPaMyCKYJTHO WHKEKTUPaHE, TIUNeTO(EepOHBT ce pe30pOupa U MeTaboImu3upa, 3a Jia ce
0CBOOOTU JKEIS30TO 32 ynoTpeda U/ Wiu ChbXpaHEeHUE B ChOTBETCTBUE C XPAHUTEIHHS CTAaTyC Ha
KHUBOTHOTO. VI3IHIIIHOTO JKEJISA30 Ce ChXpaHsIBa IMIABHO B YEPHHS JAPOO.

4.3 @d@apMakoKMHETHKA

Criex mHTpaMyCKyJIHO npuioxenue Ha 1,5 ml Forceris/mpaceniie, MaKCHMaTHUTE KOHIIEHTPAIIMH OT
7 mg/L 3a ToaTpasypuia ce JOCTHraT OKojIo 6 aHU cien npuioxkeHneTo (Tmax Bapupa ot 4 10 7 IHK),
AUC e okono 57 nau.mg/L.

Mertabonu3upa ce TJIaBHO KaTo ToATpazypwui cyindon. Cieq HHTpaMyCKYITHO IPHIOKEHHUE Ha

1,5 ml Forceris/mpacenie MmakcuManHaTa KonnenTpanus ot 10 mg/L 3a Tonrpasypuin cyiadona ce
nmoctura okoino 13 gum cnen npunarade (Tmax Bapupa ot 10 go 19 muum), AUC e okono

183 aum.mg/L.

TontpasypuiabT 1 TOATPasypui CyapOHBT e eTUMUHHUPAT OaBHO C BpEME Ha IOJIY>KUBOT OT 3 THU
BCeKH. [ TaBHUAT BT HA EKCKpETHPaHE € ¢ (peKaTUHTE.

Crier MHTpaMyCKYJTHO MHXKEKTUpaHe Ha Forceris mpu noza 1,5 ml/mpacene, sxenszoro ce pezopoupa
OBP30 OT MICTOTO HAa MH)KEKTHPAHE B KaIWIAPHTE U TMM(pHATA CUCTEMa M MaKCUMaJIHa
KOHIeHTpatwms oT 645 ug/ml ce mocrura ciex npubmusurento 0,5 xau, AUC e okosto 699
nmer.mcg/ml. Twit KaTo JKEII30TO Ce PEHUKINPA B TSIIOTO, CAMO MAJIKO KOJMYECTBO OT abcopOHMpaHo
KEJSI30 ce oTHeNss. MHOro Majku ca 3aryoute BbB (heKalmuTe, NOTTa U ypUHATa.



5. DOAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH

[Ipu nunca Ha JaHHU 32 CbBMECTUMOCT TO3H BETEPHUHAPEH JIEKapCTBEH MPOIYKT HE TpAOBa aa 0b/e
CMECBaH C APYTH BETEpPUHAPHU JICKAPCTBEHH MPOIYKTH.

5.2  Cpok Ha TogHOCT

Cpok Ha TOJHOCT Ha KpailHUs BETEPUHAPEH JIEKapPCTBEH MPOIYKT: 3 TOAMHHU.
Cpok Ha TOJHOCT cle/l IbPBO OTBApSIHE HA TbPBUYHATA ONAKOBKa: 28 JTHU.

5.3. CneuuajHu ycja0BHUsI 32 CbXPaHEHHe

To3u BeTeprHAPEHO JIEKapCTBEH MPOAYKT HE M3MCKBA HUKAKBU CIICIATHH YCIOBHS 32 ChbXPaHEHHE.
5.4 Buau cbcTaB HA MBPBUYHATA ONMAKOBKA

[Tpo3paunyu MHOTOCIOWHY IJIACTMACOBH (TIOIHMIIPONIVIICH /€THIIEH BUHHII AIKOXOJ /IOHUIPOIIIIICH)
(h1akoOHM ChC 3aMyHIaTKH OT OpOMOOYTHIIOBA T'yMa, MOKPUTH C (pIryopeH (riiM MK OT XJIOpOOYTHIIOBA
ryMa ¥ Kamayky OT allyMHHUi /mmactMaca, ceabpxarm 100 ml, 250 ml wiuu 500 ml umkexmonHa

CYCIICH3HS.

Pa3M€DI/I OIIAKOBKH.

Kapronena xytus ¢ 1 6ytmiaka ot 100 ml.
Kapronena kyrus ¢ 1 6yruika ot 250 ml.
Kapronena kyrus ¢ 1 6yruika ot 500 ml.
He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT MpeAsaraHy Ha masapa.

55 Cneuuamm MEPKH 32 YHUIIOKABAHC HA HEU3IMOJI3BAHU MPOAYKTH HJIH OCTATHIUHU OT THX

BerepunapHuTe nekapcTBEHH MPOIYKTH HE TPSOBa 1a ObJaT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OMTOBH OTIAIBIIH.

W3nomsBaiite IporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MIOJI3BAHU BECTCPUHAPHU
JICKAPCTBCHU IMPOAYKTU UKW OCTAThLU OT TAX B CbOTBECTCTBUC C U3UCKBAHUATA HA MCCTHOTO

3aKOHO/ATEJICTBO M C BCHYKH HAIMOHAJIHH CUCTEMH 3a ChOMpaHe, IPUIOKUMHU 32 ChOTBETHUS
BETEPUHAPEH JICKAPCTBEH MIPOAYKT.

6. HNME HA IIPUTEXKATEJISI HA PASPEHLIEHUETO 3A ThPI'OBUSA

Ceva Santé Animale

7. HOMEP(A) HA PASPEIIIEHUETO 3A ThPI'OBUA

EU/2/19/235/001-003

8. JATA HA TbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThPI'OBUSA

Jlata Ha TBPBOTO M3J]aBaHe Ha pa3perieHneTo 3a Thprosust: 23/04/20109.



9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

{(MM/ITTT}

10. KIACHO®UKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO MPEIITUCAHHE.

IToxpo6Ha wH(popMaIys 3a TO3M BETEpUHAPEH JEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 6a3ara JaHHU
Ha Crro3a otHocHO nipoayktute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
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APYT'U YCJOBUA U UBUCKBAHUA KBbM PAZPELLIEHUETO 3A ThbPI'OBUSA

Hsama.
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ETUKET U JINCTOBKA



A.ETUKETH
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NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIITHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Forceris 30 mg/ml + 133 mg/ml umxexkuuoHHa cycrieH3us

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1 ml ceabpika: 30 mg toltrazuril u 133 mg xensizo (111) (kato gleptoferron)

3. PABMEP HA OITAKOBKATA

100 ml
250 ml
500 ml

4, BUJOBE )KUBOTHWU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

IIpacera (npacenia Ha Bb3pacT 24-96 yaca cieq paxuaHe).

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyIIHO MPIITIOKEHHE.
Ja ce pasknaru no0pe npeau ynorpeoda (3a Haii-manko 20 cekyHan).

‘ 7. KAPEHTHHM CPOKOBE

Kapenren cpok:
Meco u BpTpentHu opranu: 70 THU.

‘ 8. CPOK HA IT'OJHOCT

Exp. {mMm/rrrr}
Crnen oTBapsHe U3MOA3Ball B paMKUTE Ha 28 THU.

‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE
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‘ 10. HAANUCDHT ,,IPEU YIIOTPEBA NPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAINUCDHT “AA CE CbXPAHSBA JAJIEY OT MOIVIEJA U HA HEAOCTBIIHA
3A JEIIA MECTA”

I[a CC ChbXpaHsBa JaJji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

13. HUME HA ITIPUTEXATEJISA HA PASPEIIEHUE 3A ThbPI'OBUS

Ceva Santé Animale @
“”’

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUSA HA BJIII

EU/2/19/235/001 (100 ml)
EU/2/19/235/002 (250 ml)
EU/2/19/235/003 (500 ml)

15. HAPTHJIEH HOMEP

Lot {nomep}
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NHOOPMAINUSA, KOSATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

ETUKET HA ®JTAKOHA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Forceris 30 mg/ml + 133 mg/ml umkeKIMOHHA CYCIIEH3US

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

1 ml ceappixa: 30 mg toltrazuril u 133 mg sxenszo (1) (xato gleptoferron)

3. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJHA3HAYEH BJIII

IIpacera (npacenna Ha 24-96 Jaca cien paxaaHe).

‘ 4, HAYUHU HA ITPUJIIOKEHUE

HHTpaMyCKyIIHO MPIIIOKEHHE.
Ja ce pazkiaTu mobpe mpean ynorpebda 3a Hait-mMamko 20 CeKyHIH.
[penu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 5. KAPEHTHHM CPOKOBE

KapenTten cpok:
Meco u BpTpertHu opranu. 70 THU.

| 6. CPOK HA TOJHOCT

Exp. {mM™m/rrrr}
Cren oTBapsiHE M3MOI3Bal B paMKHUTE HA 28 JTHU.

‘ 7. CIHIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

‘ 8. HUME HA IIPUTEKATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

@

‘ 9. ITAPTUJIEH HOMEP

Lot {nHomep}
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B. JUCTOBKA
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JIUCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Forceris 30 mg/ml + 133 mg/ml umkeKkroHHa CYCIIEH3H 3a IIpaceTa

g CbcraB
Bcexu ml ceappika:

AKTHBHM BellleCTBA:

Toltrazuril 30.0mg
Iron (1) 133.4mg
(xato 'mentodepon 355.2 mg)

HOMOIIIHH BELIECTBA:
Phenol 6.4 mg

TeMHO KadsiBa cycreH3usl.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

IIpacera (mpacentia Ha Bb3pacT 24-96 daca cien paxaaHe).

4, Iloka3anus 3a ynorpeda

3a eTHOBPEMEHHO MPEAOTBPATABAHE HA XKeJSI30ePUIMTHA aHEMUSI ¥ KIIMHWUYHU TIPU3HAITY Ha
KOKIMIM03a (Inapusi), KaKTO U 32 HaMaJIIBaHE Ha OT/ACIISTHETO Ha OOIUCTH MTPH HOBOPOJICHH ITPAaCceHIIa
BBB (pepMH C MOTBBPICHA HCTOPHS Ha KOKIMIAMO3a, mprarHeHa ot Cystoisospora suis.

5. IIporuBonokazanus

I[a HEC CC U3IM0JI3Ba ITPHU IMPpACCHIIA 3a KOUTO CC MpcArojaara 4¢ uMat ,Z[e(l)I/II_II/IT Ha BuTamuH E u/vn
CCJICH.

6. CrnenmaJHu npexynpexIeHus

CrielmanHy IpeaynpesKIeHHs

Kakrto npu Bcuuku npoTUBONIApa3uTHH MPOLYKTH, IIOBTAPSILATA CE U YecTa yrnorpeda Ha
AQHTUIIPOTO30MHU MPOAYKTH OT €AMH KJIAC MOXKE J1a IOBEJE IO Pa3BUTHE HA PE3UCTEHTHOCT.
[IpenopbuBa ce 1a ce TpeTUpaT BCHYKH ITPACEHIa OT MPACUIIOTO.

Cren xaTo KIMHUYHHUTE MPU3HALY HA KOKIMAM03a CTaHAT OYCBUIHH, BeUe ca HACTHIIWIN CEPUO3HU
YBpEXIaHHUA Ha THHKHUTE YepBa.

CrneoBaTeHO MPOAYKTHT TPSAOBA J1a ce MpHiiara Ha BCUYKH )KUBOTHHU TPEIH 09aKBAHOTO HAYAJIO Ha
KIMHAYHUTE MTPU3HAIY, T.€. B IPETIATCHTHUS EPUO/T.

XUTMEeHHUTE MEPKH MOTaT Ja HaMaJIsIT PUCKa OT KOKLMANO03a pu cBuHETe. ETo 3amo ce npenopbysa
€IHOBPEMEHHO JIa CE MOJA00PAT XUTHEHHUTE YCIOBHUS B ChOTBETHOTO CTOMAHCTBO, MO-CIIEIIUAITHO Ype3
HaMaJIABaHE Ha BJIarara M mojoOpsBaHe Ha YUCTOTATA.

BerepunapHHAT eKapcTBEH MPOAYKT Ce MPEenopbuBa 3a mpaceHna ¢ Teriao mexay 0.9 u 3 kg.
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CrenuaaHy Opeana3sHu MEpPKH 3a 0e30macHa ynoTpe0a pH BUJIOBETE JKMBOTHH, 34 KOUTO €
npegHaszHauceH BJIIT:

[IpenopbunTennara q03a He TPSAOBA J1a CE HAABUINABA, PEABY]I OTHOCHTETHO HICKATA CTEIICH Ha
0€30MMacHOCT Ha BETEPUHAPHIS JICKAPCTBEH NPOAYKT. BeTepuHapHUSAT JIeKapCTBEH MPOAYKT HE TPsOBa
Jla ce TpujIara moBeue OT BETHBK.

He ce nmpenoppuBa TpeTupanero Ha npaceHia ¢ teruo noxa 0.9 kg.

HM3non3BaiiTe TO3M BeTEpUHAPEH JIEKAPCTBEH MPOIYKT B CTONAHCTBA, B konto Cystoisospora suis e
Ouna moTBbpJeHa B uctopusata. OTTOBOPHUST BETEpUHAPEH JieKap TPsOBa Jia B3eMe TPEIBU]T
pe3ynTaTuTe OT KIMHUYHHUTE U3CIIeABaHMS M/WIN aHaAM3a Ha POOH OT (eKanuuTe u/uim
XHCTOJIOTHYHH HAaXOJIKU, KOMTO TMOTBBbpPXKIaBaT Hamurero Ha C. SUIS mpyu mpeauiiHa nposisa Ha
uH}ekms BbB pepmara.

CrienmatHy IpeIna3Hi MEPKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPUIIATANI0 BEeTePUHAPHHUS
JIEKapCTBEH NPOAYKT Ha KUBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBXIYBCTBHTEIIHOCT KBM JKEJIS30 (KaTo IIIeNTOPEPOH KOMIUIEKC) HITH
TOJITPA3YPHII WIX HIKOE OT IIOMOIITHHUTE BEIIACTBA TPAOBA J1a U305ATBAT KOHTAKT C BETCPUHAPHUS
JIEKapCTBEH MPOAYKT.

KoHTakThT ¢ BeTepruHapHUS JIEKApCTBEH MPOIYKT MOXKE Jja IPUUNHU Ipa3HEHE HA OYUTE WIIH
HeOJIaronpusaTHA PeakUuH BbpXY Koxata. M30srBaliTe KOHTaKT ¢ KoxkaTa U ounte. [lpu cimydaiino
HOIIa/IaHe BbPXY KOXKaTa WIN O4YUTE, U3MUMTE 3acerHaraTa o0acT ¢ BoJa.

IIpu cnyuaitHO caMOMH)KEKTHpaHe MOKE Ja C€ TIOSABAT JIOKAJTHHU PEAKIIMM KaTO Ipa3HEHe, TPaHyJI0MHU
WM TeXKKU aHAQUIAKTHYHH PEaKIIMU MPH YyBCTBUTEIHU Xopa. TpsiOBa ja ce BHUMaBa 3a M30sTrBaHe
Ha ciydaifHO camMoumxekTupane. [Ipu cioydaifHo caMOMH)KeKTHpaHe He3a0aBHO Ja ce TOThPCU
MEANIMHCKH CHBET, KaTO HA JIEKaps ce MPEeIOCTaBH JINCTOBKATa MM €TUKETa HA MIPOAYKTA.

To3u BeTepuHApPEH JEKapCTBEH MPOAYKT MOXKE JIa € BPEACH 3a 11oaa. bpeMeHHH KEHU U )KeHU, KOUTO
BB3HaAMepsIBaT Ja 3a0peMeHesT TpsOBa J1a U305ArBaT KOHTAKT C BETEPUHAPHUS JIGKAPCTBEH MTPOJIYKT,
0COOEHO CITyJ4aifHO CAMOWHKEKTHPAHE.

W3muiite phiieTe cu ciiea padoTa ¢ IpoayKTa.

bpeMeHHOCT M TaKTaIMsA:
He e npunoxumo.

BsauMoselicTBre ¢ Ipyru BETEpUHAPHU JIEKAPCTBEHU OIPOAYKTHA U APYIU GOpMH Ha
B3aNMMOJICHCTBHE:
He ca usBecTHH.

IIpenosupane:
B npoyuBanmsiTa 32 6€301MacHOCT, CIIe]] BCAKO IIPeIo3upaHe ce Habo1aBa MoBUIIICHA

YYBCTBHUTETHOCT KbM (CHCTEMHO) OaKTepHaITHO 3a00JIsIBaHe, apTPUT U 0Opa3yBaHe Ha adCIeC U He
MOXe J]a C€ M3KIJIIOYH JI0303aBHCUMO YBEIMUYCHNE HA CMBPTHOCTTA.

[To BpeMe Ha M3MUTBAHUSATA 32 TIPEIO3UPAHE € HAOIIOAaBaHO MTPEXOIHO HAMallsiBaHe Ha Opos Ha
EPUTPOLUTHUTE, KOHICHTPALMITA Ha XeMAaTOKPUTA H XeMOTrJIo0nHa 6e3 KIIMHUYHY Npu3Haiu cief 14-
usl JIeH cjie]] €qHOKPAaTHO NPHIIOKEHHE TIPU BUJOBETE KUBOTHH 32 KOUTO € MPeIHa3HaYCH MPOILyKTa
NpY TPH ITBTH HaJl Hali-BHCOKaTa MpernopbuBaHa J03a (cpenHo 261 mg toltrazuril/mpacenne u 1156 mg
xensi30 / mpacenue). Ilpu 3 mbTH no-BUcoKa OT npenopbuBanara 1o03a (135 mg toltrazuril/mpacenue u
600 mg >xens3o/mpaceHiie) ce HabIr0IaBa caMo c1abo M NPEXOJAHO HaMaJIsIBaHE Ha EPUTPOLIUTHTE
cien 21 nuu.

Jo3u no-Bucoku ot 150 mg /kg/nen u 667 mg /kg /neH CbOTBETHO 3a TONTPaA3ypuIl U XKEJsi30, T.C. 3
'BTH HaJ Hal-BHCOKATa MpernopbuBaHa J03a, He ca OMIM OLIEHEHH B POYYBaHUATA 32 0€30MaCHOCT
IpY BUJIOBETE KUBOTHH 33 KOWTO € TIIpelHa3HaueH npoaykTa. [loHocuMocTTa Ha BeTepHHAPHUS
JIEKapCTBEH MPOJYKT CIIeJl MHOTOKPATHO TIPUJIaraHe He € OlleHEeHa.
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OCHOBHH HECHBMECTHMOCTH:
IIpu nunca Ha JaHHU 32 CbBMECTUMOCT TO3H BETEPHUHAPEH JIEKapCTBEH MPOIYKT HE TpAOBa aa Ob/e
CMECBaH C JPYTd BETEpUHAPHU JICKAPCTBEHU MPOIYKTH.

1. HeOnaronpusiTHu peakuuu

Ipacera (mpaceniia Ha Bb3pact 24 1o 96 yaca cien paxkaaHe):

MHoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHu )KUBOTHH, BKIIOYUTEIIHO N30JIUPAHH
CHOOIICHHS):

Peakuust Ha cBpbXUyBCTBUTENHOCT, CMBPT!

! Cnen npunarane Ha mapeHTepaaHu MHXKEKIUH C XKena30. Te3n CMBPTHH CITydau ca CBbP3aHH C
TeHeTHYHU (DAKTOPH WIIM HEJAOCTHUT Ha BUTaMUH E W/WiH CeNeH WK ce IbJKAT Ha TIOBUIIICHA
YYBCTBHUTEITHOCT KbM MH(EKIINY, IBIDKAIIN CE HA BPEMECHHO OJIOKMpaHE Ha PETHUKYJIOCHOTETHATA
CUCTEMaA.

Cpo01maBaHeTo Ha HEOIAroMpPHUATHH PEAKLUUHU € BaKHO. ToBa 1M03BOJIsIBA HENPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0ele)KNTe HAKAKBU HEOJIArONPUSITHH PEaKIiy, BKIIIOUUTEITHO U
TaKWBa, KOUTO HE Ca OIMMCaHU B Ta3u JIMCTOBKA WX MUCJIIMTE, Y€ BETCPUHAPHUSA JICKAPCTBEH IIPOAYKT
He JeiicTBa, CBBbpKETE ce MbpBO ¢ Bammms BeTepuHapeH nekap. MoskeTe chLIo 1a cho0IIaBaTe
HeOJIaronpusaTHA PeakLUUK Ha IPUTEKATENS Ha Pa3peLIeHUETO 3a ThPrOBHUS WM MECTHUS
MMPEACTAaBUTEII HAa IPUTCKATEIIA Ha pa3pClICHUCTO 3a ThProBus, KaTO U3M0JI3BAaTC JAHHUTC 3a KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA WX 4pe3 Bamara HanmoHanHa cucteMa 3a choOIaBaHe:
https://kvmp.bfsa.bg.

8. Jo3upoBKa 3a BceKHM BH/I "KHBOTHO, HAYMHH M MeTO/J HA IPUJIOKEHHE

MHTpaMyCKyJIHO IPUIIOKEHHE.

IIpemopruanara mo3a e 45 mg toltrazuril u 200 mg sxens3o Ha mpacenie, koeto € 1.5 ml ot
BETEPUHAPHMUS JIEKAPCTBEH IIPOAYKT Ha IIPACEHIIE.

IIpunara ce e1HOKPATHO YPE3 HHTPAMYCKYJIHO HHXXEKTHpAHE 3a/l yXOTO, Ha Bb3pacT Mexay 24 10 96
qaca ciell paXiaHe.

9. CbBeTH 32 IPABUJIHOTO NPHJIATAHE HA MPOAYKTA

Ja ce paskiaru no6pe npenu ynorpebda 3a Haii-maiko 20 cekyHIu.

3a ¢uakonute ot 100 ml rymenara tana Moxxe na 6bae npodusana 1o 30 mptu. 3a paakorute ot 250
ml u 500 ml rymenara Tana Moxxe na 0b1e npoduBana 10 20 mbTH. AKO ce Hajarar rnoBeye
npoOuBaHMA OT TOBA c€ IpenopbyuBa yrnorpedara Ha aBTOMaTU4HA CIIPUHIIOBKA.

10. KapenTHu cpokoBe

Meco u BpTpertHu opranu: 70 THU.

11. Coenuajnu ycjIoBHS 32 ChbXpaHeHHe
Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEAOCTHITHY 3a Jiella MecTa.

To3u BeTepuHapeH JeKapCTBEH MPOAYKT HE N3UCKBA HUKAKBY CIICIIMAIHA yCIIOBHS 32 ChXpaHEHHE.
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Jla He ce M3MOJI3Ba Clle]] U3THYAHE CPOKa Ha TOIHOCT, TOCOUEH BHPXY KyTHATA U €TUKETa Ha (rakoHa
cnen ,,Exp”. CpokbT Ha TOMHOCT CE€ OTHACS 3a MOCIICTHUS ACH Ha TO3U MECell.

CpOK Ha TOAHOCT CJICA IbPBO OTBAPAHC HAa ITbPBUYHATA OIIAKOBKaA: 28 JHH.

12. ChenunajHu npeanasHu MEPKH NPH YHUILOKABaHe

BerepunapuuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObAAT 3XBBPISHU Ype3 OTIIaTHU BOIN HITH
OMTOBHU OTHAIBIIN.

W3znon3BaiiTe nporpaMu 3a BpblaHe IPY YHUI0XKABAHETO Ha HEU3II0JI3BaHU BETCPUHAPHU
JIEKaPCTBEHU MPOAYKTH WU OCTaThLH OT TSIX B CBOTBETCTBHUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPUWJIOKUMH HAllMOHAIHU CUCTEMH 3a chOupane. Te3u MepKH wie
MIOMOTHAT 32 ONla3BaHE Ha OKOJIHATA CPEJa.

[onuTaiite Bamus BerepuHapeH jekap win (papMareBT KaK Ja YHUIIOKUTE HEHY>KHU BEeTepUHAPHH
JIEKapCTBEHU TPOAYKTH.

13. Kaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANMUCaHunC.

14. Homepa Ha pa3peneHHETO 32 THPrOBHsI M Pa3MepPH ONIAKOBKH
EU/2/19/235/001: xapToneHa kytus ¢ 1 pmakon ot 100 ml
EU/2/19/235/002: kapTonena kytus ¢ 1 durakon ot 250 ml
EU/2/19/235/003: xaptonena kytus ¢ 1 ¢paakon ot 500 ml

He Bcuukm pazmepu Ha omakoBKaTa Morar fa ObJaT IpeasiaraHd Ha masapa.

15. [laTa Ha mocJjieTHATa peJaKIUs HA TEKCTa

{MM/TTTT}

IMToxpoOHa nHpOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HaMepuTe B 6azaTa JaHHU
Ha Cpro3a otHocHO nponykrute (https://medicines.health.europa.eu/veterinary).

16. /JaHHH 3a Bpb3Ka

IIpurexkaTel Ha pa3pelIeHUETO 3a THPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA
NnapTuanu U JaHHU 3a BPH3Ka 3a c1>o6gaBaHe Ha npeanojaracMm HC6H3FOH[2HHTHI/I pEaKIIMu.

Ceva Santé Animale

10 av. de La Ballastiere

33500 Libourne

France

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com
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