HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

Baycox Iron 36 mg/ml + 182 mg/ml unxekunoHHa cycreH3us 3a mpaceHna

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Bceku ml chabpixa:

AKTHBHH CyOCTAHIUM:

Toltrazuril 36,4 mg
Iron (III) 182 mg
(xato gleptoferron 484,7 mg)
ExcuunueHnTu:

deHon S mg

3a IBJIHUA CIIUCHK HA EKCHMIIMEHTUTE, BIK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA

WuxexmonHa cycrieH3usl.

Jlexo BHCKO3HA THMHOKa()sIBa CyCIIEH3N.

4. KJIMHUYHU JAHHUA

4.1 Bupaose :KMBOTHH, 32 KOUTO e npeaHaznayed BMII

[Ipacera (mpacenma — 48 10 72 yaca ciiel OIIPacBaHETO).

4.2 TepaneBTUYHHU MOKA3AHUS, ONIPEIEJIE€HN 32 OTIEJTHUTE BUI0BE JKUBOTHH

3a eTHOBpPEMEHHO NPEAOTBpaTsIBaHE Ha KIMHUYHUTE NPU3HAIM Ha KOKIUIM03a (KaTo Juapus) Ipu
HOBOPOJICHU IIpaceHIa BbB (hepMHU ¢ MOTBBPCHA UCTOPHSI HA KOKIUANO3a, TPUIMHEHA OT
Cystoisospora suis v IpopriIaKTHKa Ha KeTA30eHUITUTHA aHEMHUSL.

4.3 IIporuBomoka3zanus

Jla He ce M3M0I3Ba IpHU IpaceHIa, 32 KOUTO UMa CbMHEHHE, 9e CTpaaar oT AeuuT Ha BUTaMuH B
W/WJIH CEJICH.

Jla He ce u3M0J3Ba IPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHUTE CYOCTAHIIUU WIIK KbM HAKOU OT
eKCIUTTHEeHTHUTE.

4.4 ChnenuajHM MpeANa3HH MePKHU 3a BCEKH BHJ JKHBOTHH, 32 KOUTO e npeanazHavyen BMII
HoBoponenute npaceniia MoraT J1a moKa3BaT KJIMHWYHY MMPU3HAIM, TOJO0HN Ha Te3H, MPEAN3BUKBAHU
OT KOKIMAWo3a (KaTro muapusl) MOpamyd pa3iudH{d NPUYUHU (HAMp. IPYTH TATOTeHH, CTpec). AKO
KIMHAYHATE TPHU3HALM TPOALIDKABAT Ja ce HaOJroJaBaT B PAaMKHATE HAa JIBE CEJIMHIMN CIel

MpUJIaraHeTo Ha MPOAYKTa, OTTOBOPHUAT BEeTEpUHAPEH JieKap TpsiOBa na Oble nHpOpMHpaH.

YecraTa u MOBTapsIa ce yHOTp€6a Ha aHTHHpOTO30ﬁHH OPpOAYKTHU OT €AWH U CHII KJIaC MOXKC Ja
OOBEIC 10 pa3BUTHUEC HAa PE3UCTCHTHOCT.

[IpemmoppunTenHO € 1a Ce MPIITOKY MPOAYKTa HA BCHYKH IPACEHIIA B IPACHIIOTO.



CJ'ICI[ BB3HMKBAHC Ha KIIMHUYHUTC NPU3HAILIKM HAa KOKIIUANO034d, YBPCIKIAHCTO HAa TBHKUTC UCPBa BCUC €
HaACTBIIUIIO. HOpa,Z[I/I TOBA, MMPOAYKTHT TpSI6Ba Ja CC INPUJIOXKHU HAa BCUYKU JXUBOTHU IMMPEANU OYaKBaHATA
IMpodABa HAa KIIMHUYHUTEC MIPU3HAILU, T.C. B IPCIIAaTCHTHUSA IEPHUO.

Cria3BaHeTo Ha MEPKHTE 33 XUTHEHA MOXE Jla HaMaJM PHCKa OT KOKIMINO3a MPH IpaceTaTa. 3aToBa
ce TPEerophuBa CBOEBPEMEHHO [a C€ MOJOOPSIT XWUTHEHHHUTE YCIOBUS B TMOMEIICHHSTa, OCOOEHO
MOYHCTBAHETO U MOCYIIABAHETO HM.

[TponykTHT He ce mpenopbuBa ynorpeda npu mpaceHna ¢ tenecHa maca nog 0,9 kg.

4.5 ChenuajaHu npeanasHd MepKHU NpH ynorpeoda

CrieluajiHy Ipena3Hi MEPKH 3a )KMBOTHHUTE NIPU YIOTpedaTa Ha MPOIyKTa
[IpoayxThT He TpsOBa Ja ce mpuiara IoBe4e OT BeTHBX.

To3u BeTeprHApHOMEIMIIMHCKY MTPOIYKT TPsiOBa Jla ce IpHiiara camo Mpu MOTBbp/IeHA UCTOPHUS Ha
Cystoisospora suis BbB epmata. OTTOBOPHUST BETEPUHAPEH JICKap TPsAOBa J1a OTYETE PE3YJITATUTE OT
KIMHUYHHUTE TPETIeIH W/ UK U3CIIeBaHeTO Ha (heKaIHU IPOOU /UM OT XUCTOJIOTHYHUTE HAXO/IKH,
KOWTO TMOTBBPKIaBaT HaMuueto Ha C. suis MpU MPEIHUIIHO Bb3HUKBAHE Ha HHPEKIMATA BbB
tdepmara.

He ce npenopbuBa npuiaraHeTo Ha TO3M BETEPUHAPHOMEANIIMHCKH MPOAYKT MPH MpaceHIa ¢ TelecHa
maca nof 0,9 kg, Tl kato epukacHOCTTa M OE30NaCHOCTTA Ha MPOAYKTA HE ca OLECHABAHH IIPH
TOJIKOBA MaJIKU IIpaceHIa.

Crienya Hy Npeina3Hi MEpKH 3a JIMIATa, PUIaraild BeTepUHAPHOMEIUIIMHCKHS TPOYKT Ha
KHUBOTHHUTE

To3u mpoayKT chabpika xkems30 (kato gleptoferron KOMILIEKE), KOSTO MOXKE J1a ObJE CBBP3aHO C
aHaUIAKTUYHN PEaKUH CJIe] HHKEKTUpaHe. X0opa C yCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM KEJISA30
(xato gleptoferron koMIuteKkc) TpsOBa Ja U30SATBAaT KOHTAKT C BETEPUHAPHOMEAUIMHCKUS TIPOIYKT.

Ciy4ailHOTO CaMOMHIKEKTHPaHE MOXKE Jia TIpeIM3BHUKa HeOIaronpusITHU peakiuu. TpsoBa na ce
BHUMABA, 32 JIa ce U30erne CIIy4aiiHO caMOMHKeKTupane. [Ipu cirydaliHO caMOWHKEKTHpaHE,
He3a0aBHO J1a ce MOThPCH MEIUITUHCKH CHBET, KATO HA JIeKaps ce MPEeI0CTaBy JIMCTOBKATA WIN
€THUKETa Ha MIPOIYKTA.

Tozu npoaykt moxe Aa Obe BpeleH 3a mioja. bpeMeHHHTE jKeHH U )KEHUTE, Bb3HaMepsIBaIlH 1a
3a0peMeHesT TpsOBa /1a N30ArBaT KOHTAKT C BETEPHHAPHOMEIUIIMHCKUS ITPOIYKT, 0COOEHO CITy4aiiHO
CaMOUHKEKTUPAHE.

Jla ce u3MUAT phIETE CiIel YIIOTpeda U/uiK pa3jiuBaHe.
4.6 HebsaronpusiTHu peakuyy (4ecToTa U Ba)KHOCT)

B msacToTo Ha HWHXCKTHUPAHE YCCTO MOorar Jia c€ Ha6J'IIOI[aBaT MMpEXOaHO 06e3HBeTHBaHe Ha TBKaHUTEC
W/WIH JIEK OTOK. AHa(I)I/IJ'IaKTI/ILIHI/I pCaKkniun MOraT Aa Bb3HUKHAT PAJKO.

Nwma penxu cho01IeHNS 32 CMBPTHU CITydau MU MpaceHlia ciie/] Mpuiiaraie Ha apeHTepatHu
WHXKEKIUH C JKeJs130. Te3u CMBbPTHH CITydau ca aCOLMUPAHH C TeHETUYHHU PaKTOpH Win AeQUIUT Ha
ButamuH E w/unnm ceneH. Mima cho0IIeHus 32 CMBPTHH CITyYad Ha TPAceHIla, KOUTO Ce JbJDKAT Ha
MOBHUIIIEHA YYBCTBUTEITHOCT KbM MHPEKINH, TIOPAAH BPEMEHHO OJIOKUpaHE HA PETUKYJIOCHAOTETHATA
CUCTEeMa.

UYecroTaTa Ha HEOIArONPUATHUTE PEAKLIMH CE ONpPeelis Upe3 cleIHaTa KIacuPpUKaLus:
- MHOro 4ect (moBeue oT | Ha 10 TpeTupaHu >KUBOTHH, IPOSIBSIBALIYM HEOIArONPUATHH PEAKLIUH)
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- gect (moBede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He gecTH (moBeue ot 1, Ho mo-Manko ot 10 xuBoTHN Ha 1,000 TpeTHpaHu KUBOTHH )

- penku (moBeue oT 1, HO mo-Masko ot 10 xuBoTHH Ha 10,000 TpeTupanu KUBOTHH)

- MHOTO peakH (mo-manko ot 1 xkuBotHO Ha 10,000 TpeTrpaHu >KUBOTHH, BKIFOUUTEITHO U30JIUPaHU
CHOOIIICHUS).

4.7 ¥Ymnorpeba no BpemMe Ha OpeMEHHOCT, JJAKTALMS WIN SHIEHOCeHe
He e mpuioxumo.

4.8 BsamMmopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIHIIHHCKH MPOAYKTH U ApYyru (popmMu Ha
B3auMoOJelicTBHE

He ca usBecTHn.
4.9 [lo3a ¥ HAYMH HA NPUJIOKEHHE
MHTpaMyCKyJIHO IPUIIOKEHNUE.

PasknaTere no6pe npean ynorpeda, 10KaTo ce MOIy4d BUIUMO XOMOT€HHA CyCleH3Hs, Oe3 yTaiika Ha
IBHOTO Ha CTBHKJIEHUS (pIIaKoH.

BerepruHapHOMEIMIIMHCKUAT NPOAYKT TPsiOBa 1a ce mpuiiara Ha mpaceHna ot 48™ mo 727 yac cien
OTIPAacBaHETO C €AHOKPATHO HHTPAaMYCKyJTHO HHxKekTupane Ha 20 mg toltrazuril/kg Tenecna maca u
100 mg xens3o (kato gleptoferron xomruiekc)/kg TeecHa Maca, KOETO € €KBUBAJICHTHO Ha 00eM Ha
no3ata ot 0,55 ml/kg Tenecna maca.

3a ma ce mpUJIOKM MpaBUIIHA [103a, TeJIECHATa Maca Ha IpaceHnaTa TpaoBa ja ce OnpeaAear Bb3MOXKHO
Hal-TOYHO.

Bcesko npacenne Tpsa6Ba na ce nHxekTupa ¢ uria pasmep 21G. [IpeanountaHoTo MsCTO 3a
MH)KEKTHpaHe € 00jacTTa Ha BpaTa (BIK HIIOCTpALMATA [O-0IY).

\ \l

1. Pasknarete no6pe ¢pnakona npenu ynotpeda. 2. J[pprHere KoXaTa BCTPaHU Mpeau 1a
[IOCTaBHUTE UIJIATA.

3. Bkapaiite urnarta mog srea oT 90° u 4. ImxeKTUpaiTe MHTPAMYCKYITHO 3a]1 YXOTO,
WH)KEKTHpaiTe MPOoayKTa. BBB Bpara.



5. I/I3Ba,Z[CTC urjaTta v myCHETC KOXKaTta.

I'ymenara 3amymanka Ha ¢rakoHa MoXxe 1a 0bae mpoduta 6e3omacHo 10 30 MhTH.

Koraro ce mpuara npojykTa Ha rpyna KHBOTHH, H3MIONI3BANTE UTJa 3a U3TETIISIHE, KOSTO € TIOCTaBeHA
B 3aITyIajkaTa Ha (IakoHa, 3a J1a ce n30erne MHOTOKpaTHO MpoOMBaHe Ha 3amymiankara. Mriara 3a
U3TETIISTHE TPSAOBA J1a Ce OTCTPAHHM CJIe]| IPUIaraHeTo.

Korato ce nmpunara npogaykra Ha MO-rojeMu IpyNu XUBOTHH, CE€ MPENOPbUBa U3MOJI3BAHETO HA
aBTOMATHWYHA CIIPHHIIOBKA (C amapart 3a U3TerysiHe ¢ Kiama). Jlo3upaHeTo Ha CIIpUHIIOBKATa TPsOBa Ja
Cce peryiupa npean HHXEKTHPAHEeTO B ChOTBETCTBUE C TEJIECHATa Maca Ha MPaceHIaTa.

4.10 TIpemo3mpaHe (CHMITOMH, CIICIIHH MEPKH, aHTHAOTH), AKO € He00X0AUMO

IToHOCMMOCTTa KbM BETEPHHAPHOMEIUITMHCKISI IIPOAYKT € OMta OIleHEHa ClIe]] S IMHUIHO
HMHTPaMYCKYJHO MPUJIOKEHUE HA MPEBUILICHA 0 5 MbTU MPEHOPBUUTETIHA 103a, KAKTO U Cle]
MHOT'OKPAaTHO IIpUJIaraHe.

E,I[I/IHI/ILIHO HWHTPAMYCKYJIHO IMPUJIOKCHUC HA TPCBUILICHA 5 mpTH OpenopbpYNUTEIIHA 103a, UIIN 3
MMPUIJIOKCHUS Ha MPCIIOPHUUTCIIHATA 103a HE MPCANU3BUKBAT CUCTCMHHA He6J'IaFOHpI/I$ITHI/I pCaKkuumn uin
IIposdBa HAa aHOMAJIMU B MACTOTO Ha MHXCKTHUPAHEC.

Crnen BTOPOTO WM TPETOTO MPHIIAraHe He 3-KpaTHO NMPEBHILIEHA PENOPBbUNTENHA 1032 Ca
Ha0JII0/JaBaHy KIIMHUYHU TPU3HALM KaTo anaThs, AUCIIHEs, TOBUIIIeHA PEeKTajlHa TeMIlepaTypa,
3a4yepBsiBaHE Ha KOXKaTa, aTaKCHs M/WiM HeOIaronpusTHA Peakliy B Kpakara Wi CTaBUTE (KaTo
nonuapTput). B Haxon ciydan (n = 13 oT n = 29 )XUBOTHH, TPETUPAHN MHOTOKPATHO C 3-KPaTHO
IpEeBUILIEHA TPEMIOPHUUTENHA 103a), TOBA € IO0BEJIO A0 CMBPT Ha )XKUBOTHUTE. Te3n HaOmoaeH s
BEPOSITHO C€ IBJDKAT HA IIPETOBAPBAHE C JKENA30.

HuBara Ha HacuiaHe Ha TpaHC(EPHH-XKENIA30 MOTraT Jia A0BEAaT A0 MOBHIIEHA YyBCTBUTEIHOCT KbM
(cucremna) OakTepraaHa UH(eKuus, 00JKa, B3NATUTEIHA PEAKIIUH, KaKTO U 00pa3yBaHe Ha a0ciec B
MSICTOTO Ha MHKEKTUPaHE.

Moske 1a ce mosiBi TpailHO 00€3LBETABAHE HA MYCKYyJIHATA ThKaH B MACTOTO Ha MH)KEKTUPAHE.

Crnien mpeo3upaHe, MOXe J1a HACTBIIU ATPOICHHO OTPABSHE, KOCTO Ja IPEN3BUKA CICIHUTE
KIMHAYHY TIPU3HALM: OJIeU JIUTaBUILIM, XEMOpPAarnieH raCTpOCHTEPHT, OBPbBIIaHe, TAXHUKAPINS,

XHUIIOTOHUA, JUCITHEA, OTOK Ha KpaﬁHHHHTC, KynoTa, 0K, YBPCKIAHC Ha YCPHUA I[p06, " CMBPT.

B ciygaii Ha mpejo3upaHe MOraT Ja ce M3II0JI3BaT MOAbPIKAIIH CPEJICTBA KAaTO XeIaTHPAIH areHTH
(namp. nedepoxcamuH).

4.11 KapeHTteH cpok

Meco v BbTpEIIHN Opranu: 53 1HU.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH



®dapmakoTepaneBTHUHa Tpyma: Toltrazuril, koMOMHALINY.
Berepunapuomenunmacku AHaToMmo-TeparneBrrder Koa: QP51BCS51

5.1 ®apMakoAMHAMMYHH CBOICTBA

Toltrazuril ¢ TpHa3MHOHOBO TPOU3BOJHO W AHTUIPOTO30€H arcHT. ViMa KOKIMAMOIMIHO JeHCTBHE
Cpellly BCHUYKH BBTPCKICTHYHU CTaJMU Ha pa3Butue Ha poaa Cystoisospora, T.e. MEPOTOHUS
(6e3m010B0 pa3MHOKaBaHe) U TaMeTOTOHUS (TI010BaTa (asa).

JKens30T0 € OCHOBEH MHKpOENIEeMeHT. Tol ¢ ChcTaBHA YacT Ha XEMOTVIOOMHA M MUOTJIOOMHA M WMa
KITIOYOBA POJISi B €H3UMHTE, KaTO IIUTOXPOMH, KaTana3u U nepokcuaasn. [Ipacennara ce paxxaar camo
C YMEPEHH 3aIacy OT JKeJA30 U MIISIKOTO, KOHCYMHPAHO OT IIpaceHIaTa, € 6eeH M3TOYHHK Ha XKeIs30.
IIpu otrnexnane BbB ¢epMu, MpaceHIaTa HAMAT AOCTBII JI0 APYrd HM3TOYHUIIM HA IKENSI30, KaTo
HaIpUMEp MoYBaTa. 3aTOBa, IpaceHIlaTa TPSOBa Jia MOay4aT JOITbIHUTEITHO JKEsI30.

5.2 ®dapMaKkoKNHETHYHH 0CO0EHOCTH

Cren eTHOKpATHO MHTPAMYCKYJITHO MH)KEKTUPAHE Ha TIpaceHIia ¢ MpenopbhunTenHaTa g03a oT 20 mg
toltrazuril na kg TenecHa maca, mnazmenata hapMakoKHHETHKA Ha toltrazuril ce xapakTepusupa ¢
OuosoruuHa BapuadbwmiHocT. Toltrazuril mocTura MUKOBM MIa3MeHU KOHIIGHTpauu oT 4,17 no 6,43
mg/L B pamkute Ha 5 gHu. OOIIaTa masMeHa eKcro3unus goctura 10 1046 — 1245 mg * gac / L.
Toltrazuril ce ennMuHMpa OT TIa3MaTa ¢ MEPUO HA NOIYpPasnag OT OKOJIO 3 — 4 THU, TOKa3Ball]
3HAaYMUTEJIEH MeTa0OJIU3bM A0 TOJITPA3YypUII-CYI(POKCHIT U TOATPa3ypHi-Cyl(OH, OCHOBHHUAT aKTUBEH
MeTabonut. Tosrpa3ypuii-Cysa(poH roka3Ba Mia3MEeHH MMKOBU KOHICHTparuu oT 6,23 1o 8,08 mg/L
11 - 15 maM ciey MHXKEKTUPAHETO Ha M3XoHata cyocrannus. O0mara ra3MeHa eKCIO3UIHs JOCTHTa
ot 3868 1o 4097 mg * wac / L. Tontpasypui-cyadoH ce eTMMHHUPA OT IJIa3Mara ¢ HOIY>KUBOT OT
ok0J10 5 10 7 nuu. Toltrazuril u HEroBUTE METAOOJIUTH CE SIMMHUHHUPAT TJIABHO B U3IIPAKHEHUATA Upe3
JITbYHA EKCKpEIHs U B MaJIKa CTETICH Ype3 YPHHATA.

Cren MHTPaMyCKYJIHO MH)KEKTHPaHE, JKEIE3HUAT KOMILIEKC ce pe30pOupa riiaBHO B TUM(QHATA ThKaH,
KBJICTO CE pas3zeis, 3a 1a ce ocBoOooaaT xxene3nu (111) -fionn. KoHneHTpanusaTa Ha KeJa30 B mia3Mara
pe3 IbPBUS JIeH JOCTHTra MUKOBH KOHLEHTpauu oT 548 mg/L 6 yaca cieq HHXEKTUPaHETO.
Cobonnute xene3nu (I1) -fioHn ce oTcTpaHABaT OT IUIa3MaTa ¢ IEPHOA Ha MOypasnaz oT
npubnausurenHo § gaca. Cieq 727 yac ToBa € IMOCJIEIBAaHO OT MHOTO OaBHO HaMaJlsIBaHE Ha
IUIa3MeHaTa KOHLEHTPaLus ¢ U3YUCIEHO CPEHO BpeMe Ha Ioypasnaj oT 960 gaca, KOeTo 1oka3sa
ycioBue Ha paBHoBecue. B kpbBTa cBoOonHUTE )ene3nu (I11) -ifonu ce cBbp3Bar ¢ Tpanchepus
(TpancmopTHa hopma) B ce U3MOI3BAT TJIABHO 3a cHHTE3 Ha XemorioouH. XKemnesnure (I11) -iionu ce
ChXpaHABaT KaTo (hepUTHH B OCHOBHHUTE OPTaHM 3a ChbXpaHEHHE (HaIp. YepHUs Apo0O, ranaKka u
PETHKYJIOCHOTEHATA CUCTEMA) U SIMMHUHUPAHETO HA JKEIA30TO HE Urpae KOJMUECTBEHO BaXKHA
pomsi. Hama cneunduyeH opras 3a eKCKpelust Ha xelsi30. JKens30To He ce eNMMMHUHUPA JIECHO; T10-
rojsiMaTa 4acT OT HEro C€ M3IT0JI3Ba MOBTOPHO, & CAMO MAaJIKH KOJIMYECTBA CE€ EITMMUHUPAT.
OcCHOBHHTE TBTHILA HA EKCKPELHS Ha KeJsA30 ca upe3 U3NPaKHEHUITa U ypuHaTa, nMa
JOIIBJIHUTEHN MAJIKH 3ary0H B IOTTa, KOcaTa U HOKTHTE.

6. DPAPMAIEBTUYHU OCOBEHOCTH
6.1 Choucbk Ha eKCIUIHEHTHUTE

denon

ITomucopbat 80

ITomucopbat 20

Hatpues xnopun

Bona 3a unxeknuu

6.2 OCHOBHHM HECHBMECTHMOCTH



IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPUHAPHOMEIUITMHCKY TIPOIYKT HE TPsAOBa 1a Obae
CMECBaH C JPYTrd BETEPUHAPHOMEIULUHCKHU MPOAYKTH.

6.3 Cpox Ha roaHOCT

CpoK Ha TOJHOCT HA KpalHUSl BETEPUHAPHOMETUIIUHCKY MPOYKT: 3 TOAUHH.
CpoK Ha TOTHOCT CJIE ITFPBO OTBAPSHE HAa IMbPBUYHATA OITAKOBKA: 28 THMU.

6.4 Crhenuananu yca0BHs 32 CbXpaHeHHe HA IPOAYKTA

To3u BeTepruHApHOMEANIIMHCKH MTPOAYKT HE M3MCKBA HUKAKBY CIEIMAIHH YCIOBHS 32 ChXpaHEHHE.
6.5 Bwuawu cbcTaB Ha MBPBHYHATA ONMAKOBKA

BbesuBernu cTpkienn ¢pnakoHu TvIl 11 cbC CHIMKOHOBO MOKPUTHE C XJIOPOOYTHIIOBU Tallu U
ATYMUHHEBH Kanauk, chappxamy 100 ml.

Kapronena xyrtus ¢ 1 ¢akoH.

6.6 CrnenuajaHM MepKH 32 YHUINO0KABAHE HA HEM3MO0JI3BaH NPOAYKT WJIH OCTATHIU OT HEro
Bcexu Hensmnon3BaH BeTEPUHAPHOMEANIIMHCKY MTPOAYKT MIJIM OCTATHIM OT HEro TpsOBa jia Opaat
YHHIIIOKEHU B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTRO.

7. ITPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

Elanco Animal Health GmbH

Alfred-Nobel-Str. 50

40789 Monheim

I'epmanns

8. HOMEP HA JIMLHEH3A 3A YIIOTPEBA

EU/2/19/239/001

9. JATA HA TbPBOTO U3JABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A YIIOTPEBA

JaTa Ha TEPBOTO M3/1aBaHEe Ha MUIEH3 3a ynorpeda: 20/05/2019

10. [JATA HA IIOCJIEAHATA PEJAKLIUSA HA TEKCTA

[TonpoOHa nHpOpMaIKs 3a TO3H MPOAYKT MOXKE J1a HAMEPUTE Ha MHTEPHET CTPAHUIIATa HA
EBponeiickata Arennumst o Jlekapctata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


http://www.ema.europa.eu/

INPUJIOKEHHUE 11

MPOU3BOJUTEJ, OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUJATA

YCJI0BUSA UK OT'PAHUYEHNUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE 10 IPEJJIATAHETO WM YIIOTPEBATA MY

CTATYC HA MJICOK



A. NPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXJABAHE HA ITAPTUJIATA

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 3a OCB060)KI[aBaHCTO Ha NapTUAUTEC 3a npona>i<6a

Produlab Pharma B.V.
Forellenweg 16

4941 SJ Raamsdonksveer
Xonaaaus

b. YCJIOBUsA WIN OI'PAHUYEHMUSA B JIMIHEH3A 3A YIIOTPEBA HA BMII,

OTHACHIIUA CE 10 NIPEJJIATAHETO UJIM YHHOTPEBATA MY

I[a CC OTITyCKa CaMo IIO JICKAapCKO MPEATIUCAHUC.

B. CTATYC HA MJICOK

AxTtuBHUTE cyOcTannuy B Baycox Iron ca paspermienu cyOcTaHITHHN, KaKTO € ITOcOUeHO B Tabmuia 1 Ha

[Ipunoxennero kM Pernamenrta Ha Komucusita (EU) No 37/2010:

dapmako- MapxepHo Bunose MJICOK | Ilpuuenan | Hpyru usuckBanus | Tepanes-
JIOTUYIHO OCTaThYHO JKUBOTHHU ug/kg ThKaHU TUYCH
aKTHUBHA BEIIECTBO KJ1ac
cyOcTaHIms
Tontpazypun | Cyndonos Bcewuku 100 Myckyn 3a ceuae MJICOK | [IpotuBo-
TOATpPa3ypui | BUAOBE 150 Ma3znuna 3a Ma3HUHa ce rnapasur-
003aifHUIH, 500 Yepen OTHAcCS 3a ,,KOXKa U | HU
OTTJICKIAHH Ipoo Ma3HUHA B cpencTsa/
3a 250 bropexk €CTECTBEHHU CpencTBa,
MIPOU3BOJICT- nponopuuu®. Jla He | meiicTBa-
BO Ha XpaHU ce mpuiara rnpu i
KUBOTHH, OT KOUTO | CpEIy
ITruin 100 Myciyn ce 1o0rBa MIISIKO, MPOTO30U
200 Koxa n MpeTHA3HAYCHO 3a
MasHHHA KOHCYMaIus OT
600 Hepen xopa. /la He ce
Apo6 Tpuiiara mpu
400 bropex YKUBOTHH, OT KOUTO
ce JoOuBAaT AMIIa,
MpeIHA3HAYCHU 32
KOHCYMaIus OT
xopa.
Kems3o Cuura ce, ge xnacudukammsiTa ,,He ce m3ucksa MJICOK “ 3a jxene3eH nekcTpaH  3a
(xaTo JKEJIe3CH TIIIOKOXENTOHAT ce mpuiiara 3a gleptoferron, Thit kato ce ouakpa gleptoferron na
gleptoferron) | ocBoGOaM JKene3eH NEKCTPAH U KEIE3EH TIIIOKOXENTOHAT.

Exkcuumnuenture, mocouenu B T. 6.1 Ha KpaTkara xapakTepucTrka, ca WM pa3pelieHu CyOCTaHIuH, 3a
kouto B Tabmuria 1 Ha [Ipunoxenuero keM Permament (EC) No 37/2010 we ce mznckBat MJICOK nmun
ce pasriexaar kato Hermonamamy B ooxsara Ha Permament (EC) No 470/2009, koraTo ca BKIIFOUECHU B
TO3H BETEPUHAPHOMETUIIMHCKH TPOIYKT.



IPUJIOKEHMUE 111

ETUKET U JINCTOBKA
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kyTus

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUNLHUWHCKUA ITPOAYKT

Baycox Iron 36 mg/ml + 182 mg/ml uHxeKIHOHHA CYCIICH3Us 3a IIpaceHIa
toltrazuril / iron (III) (xato gleptoferron)

2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMHN

1 ml ceappxa 36 mg toltrazuril u 182 mg iron (III) (xkato gleptoferron)

3. DPAPMAINEBTUYHA ®OPMA

I/IH)KeKI_II/IOHHa CYCIICH3UA.

4. PASMEP HA OITAKOBKATA

100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3HAYEH BMII

IIpacera (mpacentia — 48 1o 72 Jaca ciienl OTipacBaHETO)

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPHJIOKEHHUE

WHTpaMyCKyIIHO MPIIIOKEHHE.
Pazkmarere mobpe npean ynorpeda.
[Ipenu ynoTpeda mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOK

Kapenren cpok:
Meco v BbTpEIIHN OpraHu: 53 IHHU.

9. CIIEIMAJIHU TPEAYIIPEXKIAEHUA, AKO E HEOBXO/JIUMO

Ipenu ynorpeba mpodeTy JINCTOBKATA.
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10. CPOK HATOJHOCT

Tonen mo {mecery/roauHa}
Crnen nmpoOuBaHe, U3I0JI3Bal B pAMKHUTE Ha 28 THU.

11. CIHENUAJIHHU YCJOBUs 3A CbXPAHEHHUE

12. CHEINUAJIHU MEPKHU 3A YHUITOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

VHuIioxaBaHe: IIPpOYCTH JINCTOBKATA.

13. HAJIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJI0OBUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.
I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCAINMUCaHunC.

14. HAJIMNUCHT “IA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA U HA HEJOCTBITHA
3A JIEIJA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a AC€1a MECTA.

‘ 15. HMME U IOCTOSAHEH AJPEC HA ITPUTEXKATEJIA HA JIMIEH3A 3A YIIOTPEBA

Elanco Animal Health GmbH
Alfred-Nobel-Str. 50

40789 Monheim

T'epmanus

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/19/239/001

17. HAPTHUJIEH HOMEP

ITaptuna {HOMEp}
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HNH®OPMAILUA, KOATO CE U3IIMCBA BbPXY ITBPBUYHATA OITAKOBKA

daakoH

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUNLHUWHCKUA ITPOAYKT

Baycox Iron 36 mg/ml + 182 mg/ml uHxeKIHOHHA CYCIICH3Us 3a IIpaceHIa
toltrazuril / iron (III) (xato gleptoferron)

2. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMN

1 ml ceabpxa 36 mg toltrazuril u 182 mg iron (III) (xato gleptoferron)

3. DPAPMAINEBTUYHA ®OPMA

I/IH)KeKI_II/IOHHa CYCIICH3UA.

4. PASMEP HA OITAKOBKATA

100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3HAYEH BMII

IIpacera (mpacentia — 48 1o 72 Jaca ciienl OTipacBaHETO)

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPHJIOKEHHUE

WHTpaMyCKyIIHO MPIIIOKEHHE.
Pazkmarere mobpe npean ynorpeda.
[Ipenu ynoTpeda mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOK

Kapenren cpok:
Meco v BbTpEIIHN OpraHu: 53 IHHU.

9. CIIEIMAJIHU TPEAYIIPEXKIAEHUA, AKO E HEOBXO/JIUMO

Ipenu ynotpeba mpoveTy INCTOBKATA.
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10. CPOK HATOJHOCT

T'omen no {mecery/roguna}
Crnen mpoOuBaHe, U3IOJI3BA B paMKUTE Ha 28 JTHH.

11. CIHENUAJIHU YCJOBUs 3A CbXPAHEHUE

12. CHEINUAJIHU MEPKHU 3A YHUITOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

13. HAJAIIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJ0BUA NJIK OTPAHUYEHUSA OTHOCHO PASIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNUMO

Camo 3a BeTeprHApHOMEIUITMHCKA YITOTpeoa.
Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

14. HAJIIIUCBHT “JA CE CbXPAHSBA JAJIEY OT NNOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

‘ 15. HUME U IOCTOSAHEH AJPEC HA ITIPUTEKATEJISA HA JIMINEH3A 3A YIIOTPEBA

Elanco Animal Health GmbH
Alfred-Nobel-Str. 50

40789 Monheim

T'epmanus

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/19/239/001

17. NMAPTHUJIEH HOMEP

ITaptuna {HOMEp}
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B. JUCTOBKA
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JINCTOBKA:
Baycox Iron 36 mg/ml + 182 mg/ml nH:xeKnMOHHA CycleH3Hs 32 MpaceHna

1. HUME U IIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpurexxaren Ha JIMIIEH3a 3a yIOoTpeOa:
Elanco Animal Health GmbH
Alfred-Nobel-Str. 50

40789 Monheim

T'epmanus

IIpousBoauTe, OTTOBOPEH 3a 0CBOOOK/1aBAaHE HA MTAPTHUIATA:
Produlab Pharma BV
Raamsdonksveer

4941 SJ
XomaHnaus

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKUA ITPOAYKT

Baycox Iron 36 mg/ml + 182 mg/ml nrxekunoHHa cycreH3us 3a mpaceHna
toltrazuril / iron (III) (xato gleptoferron)

3. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMUU U EKCLHUITUEHT UTE
Bceekn ml cpbpika:

AKTHBHU CyOCTAHIUMN:

Toltrazuril 36,4 mg
Iron (III) 182 mg
(xato gleptoferron 484,7 mg)
Excuunuenru:

®denon 5 mg

Jlexo BUCKO3HA ThMHOKa(sIBa CyCIICH3USI.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

3a eTHOBPEMEHHO MPEAOTBPATIBAHE HA KIMHUYHUTE MPU3HAIM HAa KOKIIUANO3a (KaTo AUaApHs) IPH
HOBOPOJICHH MPACEHIIa BB (hepMH C MOTBBPICHA HCTOPHS HA KOKIIUIN03a, IPUINHECHA OT
Cystoisospora suis ¥ IPOQHUIAKTHKA Ha KeA30/IePUIUTHA aHEMUSI.

S. INPOTUBOIIOKA3AHUA

Jla He ce U3MON3Ba MPU MPACEHIIA, 332 KOUTO UMa ChbMHEHHE, Y€ CTpajaat oT AeUIMT Ha BUTaMuH B
W/VIIA CEJICH.

Jla He ce U3MOo3Ba MPU CBPHXIYBCTBUTEIHOCT KbM aKTUBHUTE CYOCTAHIIUM WIIM KbM HSIKOW OT
EKCIUIUEHTUTE.
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6. HEBJIATOIIPUATHU PEAKIIMN

B msacroro Ha HWHKCKTHUPAHEC UCCTO MOrart Jia c¢ Ha6J’IIOI[aBaT MMpexXoaHO 0663L[B€T$[B8.H€ Ha TBKaHUTC
W/UIH JIEK OTOK. AHa(l)I/IJ'IaKTI/I‘{HI/I pCaKknun MOraT Aa Bb3HUKHAT PSAAKO.

WMa peaxu chOOIICHHS 32 CMBPTHH CIIydau MU HPACeHIIa CIIe] IpuiaraHe Ha apeHTepaTHu
WHXKEKITNH C Kems30. Te3n CMBbPTHH CITy4au ca acOI[MUPaHU ¢ TeHETUYHU (aKTOPH WU Ae(QUITUT HA
BuTaMuH E n/wiu ceneH.

HMa choOIIeHus 32 CMBPTHHU CJIy4ad Ha MPaCceHIla, KOUTO C€ Ab/DKAT Ha MOBHUIIIEHA YyBCTBUTEIHOCT
KbM WHGEKINH, IOPaTu BpEeMEHHO OJIOKUpaHe Ha PETUKYJIOCHIOTEIHATA CUCTEMA.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONIPEAENI Upe3 ClieHaTa KiIacu(pUKaIis:

- MHOrO 4ecTH (moBede oT 1 Ha 10 TpeTupaHu KUBOTHH, MPOSBIBAILN HEOIATONPHSTHU PEaKUU 10
BpeMe Ha Kypca Ha eJIHO JICUCHHE)

- yecTH (moBeue oT 1, HO mo-manko ot 10 xxuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1,000 TpeTHpaHH KUBOTHN)

- peaku (moBeue ot 1, HO mo-manko ot 10 sxuBoTHU Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO pefku (1mo-mManko oT 1 xuBoTHO Ha 10,000 TpeTnpaHu KUBOTHH, BKIIOUHUTEIIHO U30JIHPAHU
CHOOIICHHU).

AKko 3a0enexxnuTe HIKaKBH HEOIaronpusiTHU Peaky, BKIIOUYUTEIHO U TAKMBA, KOUTO HE Ca OIMCaHH B
Ta3u JTUCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHOMEIUIIMHCKHUS IPOIYKT HE PaOOTH, MOJISI J]a YBEIOMHUTE
Bamms BeTepuHapeH Jiekap.

7. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

[Ipacera (mpacenna — 48 1o 72 daca cie ONpacBaHETO).

8. JO3UPOBKA 3A BCEKU BUJ] /KUBOTHO, METOJ U HAYUH HA TIPUJIATAHE
WHTpaMyCKyIIHO MIPHIIOKEHHE.

Pasknarere noOpe npenu ynorpeda, JOKATO ce TOIYYH BUIUMO XOMOTE€HHA CyCIIeH3HsI, Oe3 yTaiika Ha
IBHOTO HA CTHKIIEHUS (pIIakoH.

BerepuHapHOMETUIIMHCKUST MIPOAYKT TPsIOBa J1a ce mpuiiara Ha npaceHna ot 48™ 1o 727 yac cien
OMPacBaHETO ¢ €JHOKPATHO HHTPaAMYCKYJIHO HHKekTupaHe Ha 20 mg toltrazuril/kg TenecHa maca u
100 mg xens30 (kato gleptoferron kommiekc)/kg TenecHa Maca, KOETO € €KBUBaJICHTHO HA 00eM Ha
nmo3ara ot 0,55 ml/kg Tenecna maca.

3a 1a ce MPUIIOKH NPABUITHA J103a, TeJIECHATa Maca Ha IIpaceHIaTa TpsaoBa Jia ce onpeier Bb3MOXKHO
HAl-TOYHO.

Bcesiko mpacente TpsOBa 1a ce mHxkekTupa ¢ uria pazmep 21G. [IpennountaHoTo MsCTo 3a

WH)KEKTHpaHe € o0acTTa Ha Bpara (BHXK WIFOCTPAIUATA MO-A0TY).

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHHUE
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1. Pasknarere noOpe ¢nakoHa npenu ynorpebda. 2. IppnHeTE KOXKaTa BCTPAaHU Mpeau 1a
MIOCTABUTE UIJaTa.

3. Bkapaiite urnara nog srea ot 90° u 4. NmxexTupaiiTe THTPaMyCKYJIHO 3a] yXOTO,
WH)XEKTHpaiTe MpOoAyKTa. BbB Bpara.

5. M3BaneTe urnara u mycHeTe KOXKaTa.

I'ymenara 3anmymainka Ha (rakoHa Moxe Ja 0bae npoduta 6e3omnacHo 10 30 mbTH.

Koraro ce mpuiara npoaykTa Ha rpyna >KMBOTHH, HU3MION3BANTE UrJa 3a U3TETIISIHE, KOSTO € IOCTaBeHA
B 3amymIajkaTta Ha (uIakoHa, 3a Jla ce M30erHe MHOTOKpAaTHO MpoOuBaHe Ha 3amymaikara. Mriara 3a
U3TErJIsHE TPsiOBa Ja ce OTCTPAHH CJIC IIPHIIAraHeTo.

Koraro ce mpuiara mpojiykTa Ha 1Mo-rojieMu TpyIH )KUBOTHH, C€ MPETOPhYUBa M3IOJI3BAHETO HA

aBTOMATHWYHA CIIPUHIIOBKA (C amapar 3a U3TerJsHe ¢ Kiiama). Jlo3upaneTo Ha CIpUHIIOBKATa TPsAOBa 1a
ce peryympa npeid HHXEKTUPAHETO, B CbOTBETCTBHE C TEJIECHATa Maca Ha MIPACEeHIIATa.

10. KAPEHTEH CPOK

Meco u BBTPEITHU OpTaHu: 53 IHU.

11. CIEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA
Jla ce cpxpaHsBa janed OT IOIJIeAa U Ha HEJOCTBIIHU 32 JIela MECTa.

To3u BCTCPUHAPHOMCIUITMHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHU YCIIOBHA 3a ChbXPaHCHUC.
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Jla He ce M3MO0JI3Ba TO3H BETEPHUHAPHOMEIUIIMHCKH MTPOIYKT CJe]| H3TUYaHEe CPOKA Ha TOTHOCT,
MMOCOYEH BHPXY KapTOHEHaTa KyTus U eTukeTa cienl “EXP”. CpoKbT Ha TOTHOCT OTTOBaps Ha
MOCJIETHHSA ACH OT TO3H MECell.

CpOK Ha TOAHOCT CJICA IbPBOTO OTBAPAHC HA OIIAKOBKATA: 28 JHH.

12. CHEINUAJIHU HNPEAYIPEXIEHUSA

CrienmatHy IpeayNpPeKIeHHS 32 BCSKH BH/I )KUBOTHH, 338 KOUTO € npeaHasHayes BMIT:
HoBopoaenute npaceniia Morar Jia Ioka3BaT KJIMHUYHY TPU3HALH, T0I00HU Ha TE3W, PEAN3BUKBAHN
OT KOKIUAMO3a (KaTo Juapus) Mopaiyl Pa3iudHU NPUYMHH (HAIMp. APYTH MMATOTEHH, CTpec). AKO
KIIMHUYHUTE TPU3HAIM MPOJbIDKABAT Jla CE HaONI0JIaBaT B pPaMKHUTE Ha JIBE CEJAMHIMU CJIC]
MIpUJIATaHEeTO Ha TPOJYKTA, CBhpPXKETE ce ¢ Bamms BeTepuHapeH Jiekap, 3a Jia MOJIyYUTe ChOTBETHA
nudepeHIiaiIHa Tuartosa.

Uecrara u moBTapsma ce ynorpeba Ha aHTUIIPOTO30WHHU MPOAYKTH OT €AWH M CHII KJlac MOXKE J1a
JIOBEJIE 10 pa3BUTHE Ha PE3UCTEHTHOCT.

IIpenopbuuTeNnHO € 1a ce MPUIIOKH MPOIYKTa HA BCUYKU MIPACEHIIA B MPACUIIOTO.

Crnen Bp3HUKBaHE Ha KIMHIUYHUTE MPU3HAIN HA KOKIMINO03a, YBPEXKIAHETO HA THHKUTE YepBa BeUe €
HacTemio. [lopaan ToBa, MPOAYKTHT TPSIOBA /1a ce MPIIIOKK HA BCHYKHM KUBOTHHU IPEIN OYaKBaHATA
MpOosiBa Ha KIIMHUYHUTE MPU3HAIY, T.€. B IPEHATCHTHUSI IEPUOI.

Crna3BaHeTo Ha MEPKHTE 3a XUTHMEHa MOXE Jla HaMajJM pHcKa OT KOKIMIUOo3a MpH IpaceraTa. 3aToBa
ce TPEernophuBa CBOEBPEMEHHO Na C€ MOJOOpSIT XWUTHEHHUTE YCIOBUS B TMOMEIICHHSTa, OCOOCHO
MTOYHCTBAHETO U MOJICYIIABAHETO MM.

[IponykTsT HE ce mpenopbUBa 3a yroTpeda mpu mpaceHIa ¢ tenxecHa Maca mox 0,9 kg.

CHCHI/I&J’IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU Vnome6aTa Ha IPpOAYKTA:
HpOI[y'KT'LT HC TpSI6Ba Ja Cc¢ mpujiara noB€4Y€C OT BCAHDbK.

To3u BeTeprHApHOMEIUIIMHCKY MTPOIYKT TPsiOBa Ja ce M3II0JI3Ba CaMo IPH TOTBBPACHA HCTOPHS Ha
Cystoisospora suis BbB (pepmaTta. OTTOBOPHUST BETEPHHAPEH JIEKap TPsAOBa Ja OTYETE pe3yaTaTUTe OT
KJIMHAYHUTE MPeryieAn W/HWIK N3CIeIBAaHeTO Ha (PeKATHU MPOOH W/UIIK OT XUCTOJIOTMYHUTE HAXOAKH,
KOWTO TOTBBPKAaBaT HanuueTo Ha C. suis MpU MPEIUIIHO Bb3HUKBAaHE Ha MH(PEKINATA BbB
¢depmara.

He ce mpenopbuBa MpuiiaraHeTo Ha TO3W BETCPHHAPHOMEIMIIMHCKH MIPOIYKT TPH IPACEHIIa C TeJIeCHa
maca nioj 0,9 kg, Tt karo eukacHOCTTa M OE30ITACHOCTTA Ha MPOIYKTA HE ca OLCHSIBAaHU MPH
TOJIKOBA MAJIKH MPAceHIIa.

CroenmanHy npeana3Hi MepKH 3a JINIaTa, IPUiaraiid BeTepUHAPHOMEIUIIMHCKHS IPOAYKT Ha
XKHUBOTHHTE:

To3u IpoaYKT ChABPIKa JKeMA30 (KaTo gleptoferron KoMIIeKc), KOETO MOXKe Aa ObAe CBBP3aHO C
aHa(MIIAKTUYIHHU PEAKIMH CJIe] MHKEKTHpaHe. Xopa ¢ YCTaHOBEHA CBPBXUYBCTBUTEITHOCT KbM XKEJISI30
(xaTo gleptoferron koMIuIeKc) TpsOBa Ja U30STBAaT KOHTAKT C BETEPUHAPHOMEAUMHCKUS TPOIYKT.

Ciy4allHOTO CaMOMHKEKTHPaHE MOXKE Jia TIPEIM3BUKa HeOIaronpusITHU peakiuu. TpsoBa na ce
BHHMaBa, 3a J1a ce N30erue cirydaifHo caMOMHKeKTHpaHe. [1pu ciydaliHO caMOMHKEKTHpaHE,
He3a0aBHO Jla ce OThPCH MEIUITMHCKU ChBET, KATO Ha JIEKapsl ce MPeJ0CTaBH JIMCTOBKATA WITH
eTHUKETa Ha MIPOIYKTa.

20



To3u npoayKT MOXe Ja ObJic BpelleH 3a Tiojia. bpeMeHHHTe j)KeHH 1 J)KEHUTE, Bh3HAMEPSBAIIH J1a
3abpeMeHesT TpsOBa 1a N30ATrBaT KOHTAKT C BETEPHUHAPHOMEIUITMHCKUS ITPOTYKT, OCOOCHO CITydJaitHO
CaMOWHXCKTUPAHE.

Ja ce m3MusT phlieTe ciiel] yroTpeda 1/ Uiy pa3iuBaHe.

bpemeHHOCT U nakTaius:
He e npunoxumo.

BsauMojielicTBre ¢ Ipyru BeTeEpUHAPHOMETUIIMHCKY IIPOAYKTH U APYTH GOPMH HA B3aNMMOJIEHCTBHE:
He ca usBectHH.

[Ipenosupane (CHMITOMH, CICIITHU MEPKH, AHTUIOTH):

IToHocuMOCTTa KBM BETCPHHAPHOMEAMIIMHCKUS TIPOAYKT € OMia OIICHEHaA Clie] SAMHUIHO
WHTPaMyCKYJTHO IPUJIOKEHHUE Ha MPEBUIIICHA 0 5 IHTH NPETOPHUUTENHA J03a, KAKTO U CIIE]
MHOTOKPATHO TIpHJIaraHe.

EnuanyHO MHTpaMyCKYITHO IPUIOKEHHE HA MPEBUIIEHA 5 MHTH MPETIOPHUNTENHA 03, WX 3
TPUJIOKEHUS Ha MPETIOPhUNTETHATA JI03a HE MPEM3BUKBAT CUCTEMHH HEOIArONPUSTHA PEAKITUH WITH
MPOsiBa HA AHOMAIIMU B MSICTOTO Ha HHXKEKTUPAHE.

Cren BTOpOTO WM TPETOTO IpHIIaraHe He 3-KpaTHO IpeBUIIEHa IIPeopbUYUTEIHA J103a ca
Ha0JI01aBaHN KIMHWYHY IPU3HALY KaTO anaTHs, AUCIHEs, IOBUILIEHA PEKTalHa TeMIIeparypa,
3ayepBsABaHE Ha KOXAaTa, aTAKCHS, /WM HeOMaronpusITHA PEAKLUH B KpaKaTa MM CTaBHTE (KaTo
nonuaptpur). B Hiaxou cinydau (n = 13 ot n = 29 )XUBOTHH, TPETUPAHNU MHOTOKPATHO C 3-KpPaTHO
NpEeBHUIIIEHA MTPETOPHUUTENHA J1032), TOBA € JIOBEIIO 0 CMBPT Ha )KUBOTHUTE. Te3u HaOIoIeHHS
BEPOATHO CE€ ABJDKAT HA IPETOBApBaHE C JKENA30.

HuBara Ha Hacuiane Ha TpaHCQEPUH-KEISI30 MOTAT JIa TIOBEAT A0 MOBUILIEHA YYBCTBUTEIHOCT KbM
(cucremHa) OakTepuaiHa nHpEKIUs, 00JIKa, BB3MAIUTEIHA PEaKIie, KaKTo 1 00pa3yBaHe Ha aOcCIieC B
MSICTOTO Ha MH)KEKTUPaHE.

Moxe na ce MosiBM TpaifHO 00e31BETSBAHE HA MYCKYJIHATA ThKaH B MSICTOTO HA HHKEKTHPAHE.

CHGI{ Mpeao3nupane, MOKE J1a HACTBIIN ATPOICHHO OTPaBAHE, KOCTO Aa IMPCAU3BUKA CJICIHUTE
KIIMHUYHU IIpU3HAaIn: 6.]16):[1/1 JIMraBUIU, XEMOPArn4CcH raCTpoOCHTCPUT, IOBPBIIAHE, TAXUKAPAUS,
XHUIIOTOHMA, JUCITHES, OTOK Ha KpaﬁHHHHTe, KynoTa, IIOK, YBPEXIaHE Ha YCPHUA ,I[p06, " CMBPT.

B cnyuvaii Ha npefo3upaHe MOraT Aa ce U3I0JI3BaT HOAIbPIKAIHM CPEJICTBA KAaTO XeIaTHPAaIlH areHTH
(mamp. medepokcaMuH).

OCHOBHH HECHBMECTHUMOCTH:
IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPUHAPHOMEIUITMHCKY MTPOIYKT HE TpsIOBa Ja Obie
CMECBaH C JPYTrd BETEPUHAPHOMEIULIUHCKHU MPOAYKTH.

13. CIHEHNUAJHU MEPKH 3A YHUIIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

Ilonuraiite Bammsa BeTepuHapeH nekap KakBo Aa pasute ¢ HeHykHuTe BMII. Te3u mepku e
IIOMOTHAT 32 OIla3BaHE Ha OKOJIHATa cpefa.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA

IMoapo6ua nHpOpMaIHS 32 TO3U BETEPHHAPHOMETUINHCKN MPOAYKT MOXKE Jla HAMEPUTE Ha HHTEPHET

cTpanuuata Ha EBponeiickata Arennust mo JlekapctBata http://www.ema.europa.eu/.
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15. JOH'BJHUTEJIHA NTHOOPMALIUA

Pa3mep Ha onakoBKkara:
Kapronena kytus ¢ 1 dakon ot 100 ml.
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