IMPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

HALAGON 0,5 mg/ml nepopanen pa3TBop 3a Telnera.

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bceku ml chabpixa:
AKTHBHA cy0OCcTaHIMA:

Halofuginone (xaTo nakratHa co) 0,50 mg
ExBuBanentna na 0,6086 mg halofuginone lactate

ExcuunuenTu:
Benzoic acid (E210) 1 mg
Tartrazine (E102) 0,03 mg

3a IBIHUA CIIUCHK Ha €KCIIMITUEHTHTE, BIDK T. 6.1.

3. ODAPMAIIEBTUYHA ®OPMA

Ilepopanen pa3tBop.

buctsp xbAT pa3TBOp.

4. KJIMHUYHU JAHHU

4.1 BujaoBe ;KMBOTHH, 32 KOUTO e npeanasHayed BMII

I'oBena (HOBOpOEHU TENETA).

4.2 TepaneBTH4YHU NMOKA3aHUS, ONPeAeIeHH 32 OT/IEJTHUTE BUA0OBE KUBOTHH

IIpu HOBOpOAEHH TeneTa:

o [IpennasBane oT auapusi, ciies ocTaBeHa Auartosa 3a undexuus ¢ Cryptosporidium parvum BbB

(hepMu, B KOUTO € UMaJI0 KPUNTOCTIOPUINO3a.
[Mpunoxxenuero TpsaOBa 1a 3armoyHe B IbpBUTE 24 10 48 yaca cies pakIaHeTo;

o HamansiBane Ha auapusTa, JMarHOCTUIMpAHa KaTo IpUYMHEHa OoT uH(ekuus ¢ Cryptosporidium
parvum. llpunoxennero TpsOBa Aa 3amovHe A0 24 gaca cien rmosBara Ha TUapuATa.

U B nBaTa citydasi € JoKa3aHO HaMaJCHUE HA OTACISIHETO Ha OOIMCTH.
4.3 IIpoTuBOMOKA3aAHUA

I[a HE CC MpuJjiara Ha rjiiaaHo.

[a He ce m3M03Ba B CIlydau Ha JUapus, MPOIbIDKaBaIla mosede oT 24 gaca U Ipu cllabu KUBOTHH.
Jla He ce W3MOJI3BA MPU CBPHXYYBCTBUTEITHOCT KbM aKTHBHATa CyOCTaHIMS WIM KbM HSKOW OT

CKCIIMITMCHTHUTCE.

4.4 CnenuajHu npeamnasii MEPKHU 3a BCEKH BU/I )KUBOTHH, 32 KOUTO € MIpeAHA3HAYCH BMII

Hsama.



4.5 CroenuajJHU Npeana3Hu MepKH NMpu ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OIpOAYKTA

[Mpunoxere camo ciies] 3aXpaHBaHe C KOJACTPA WK CJIe]] 3aXpaHBaHE ¢ MIISIKO WIIA 3aMECTHTEI HA MIISIKOTO.
BruttoueH e moixo/i1 ype/ 3a IepopaliHo MPHIIOKEHUE. 3a TpEeTUPaHe Ha TeJleTa, CTPaJIallly OT aHOPEKCHs,
NPOAYKTHT TPsIOBa Jla ce mpuiiara ¢ mojgoBuH L enekTponuteH pa3tBop. JKUBOTHUTE TPsAOBA Aa MOITydaT
JIOCTAaThYHO KOJIACTPA CHIIIACHO J00paTa MPaKTHKA 33 OTTIICHKITAHETO HM.

Cneunan}m Opeanasiy MCPKH 3a JUliaTa, mpujaraimy BETCPUHAPHOMCANIMHCKHNSA NPOAYKT Ha JKXUBOTHHUTC

Xopa C yCTaHOBEHa CBPBXUYBCTBHTEIHOCT KbM AaKTHBHATa CyOCTaHIMS WIH KbM HSIKOW OT
EKCIMITUCHTHTE TPSIOBA J1a IpUIaraT BETCPUHAPHOMEUIIMHCKHS MTPOAYKT C TIOBUIIICHO BHUMAaHUE.
[ToBTapsImI ce KOHTAKT C MPOAYKTa MOXE J1a IOBE/IC 10 KOKHHU aJICPTUH.

N30srBaiiTe KOHTAaKT Ha KOXKATa, OYWTE WM JIMTABHIATA C MPOAyKTa. VMHIAMBHAyaHO mpenna3zHo
00opyIBaHe, CBHCTOSIIIO C€ OT 3alUTHH PHKABUIM, TPsAOBAa Ja C€ HOCH, KOTaro ce paboTu ¢
BETEPUHAPHOMEIUIINHCKUS TIPOIYKT.

B ciydaii Ha KOHTaKT ¢ KOXKaTa WIIM OYUTE CTapaTeHO M3MUNTE 3acerHaTa 30Ha C 4KcTa Boaa. AKO
APa3sHECHETO B OYUTE MPOABJIKAaBa, IOTHPCETE MCIUIIMHCKU CHBET.

W3mmwiite pwlieTe cu ciief] ynorpeoa.
4.6 HebgaronpusiTHu peaknyy (4ecToTa U Ba)KHOCT)
B MHOTO peaxu cnyyau MoXke a ce HaOJroaBa yCHJIBaHe Ha JUApUATa MPU TPETUPAHUTE KUBOTHH.

UecroTaTa Ha HEOIATONMPUATHUTE PEAKLMU CE ONPEeIis upe3 cleJHaTa Kiachu(puKaus:

- MHOro 4ect (moBeue oT | Ha 10 TpeTupaHu KUBOTHH, IPOSIBSIBALLM HEOIArONMPUATHH PEAKLIUH )

- yectH (oBeue OT 1, HO mo-mainko ot 10 kuBoTHH Ha 100 TpeTHUpaHU )KUBOTHH)

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

- peaxu (moBeue ot 1, HO mo-Manko ot 10 sxuBoTHHU Ha 10,000 TpeTupaHu >KMBOTHH)

- MHOTO penku (To-manko ot 1 xuBoTHO Ha 10,000 TpeTupaHu KMBOTHH, BKIFOUUTEIHO H30JIHPAHU
CHOOIIICHHU).

4.7 VYmnorpeba no BpemMe Ha OpeMEHHOCT, JIAKTALUS WIN SHIEHOCEHe
He e npunoxxumo.

4.8 Bs3aumopeiicTBHe ¢ JpPYrM BeTePMHAPHOMEIMUMHCKH IPOAYKTH W JApyru ¢opMu Ha
B3auMoOJielicTBHE

He ca usBecTHn.
4.9 [lo3a M HAYMH HA MPHJIOKEHHE
3a nepopagHO NPUIIOKEHNE Ha TEJIeTa ClIel XPaHEHe.

[o3a: 100 pg halofuginone na 1 kg TenecHa maca (T.M.) / BEIHBK JHEBHO B MPOIBIIKCHHE HA 7
nocnenosatensu aud, T.€. 4 ml HALAGON Ha 20 kg T.M. / BeIHBX IHEBHO B MPOABKEHHUE HA 7
NOCJIeJOBATESITHH JTHH.

3a ynecunenne Ha TpetupaneTo ¢ HALAGON ce mpeiara cieHaTa OmpocTeHa CXema:

. 35 kg < tenera <45 kg: 8 ml HALAGON BequbX THEBHO B MPOIBIDKCHHUE HA 7 TIOCIICIOBATCITHH
JTHU

. 45 kg < Temera < 60 kg: 12 ml HALAGON BeaHbX JHEBHO B MPOABDKCHHUE Ha 7
MOCJIEeIOBATEITHH THH



3a mo-HMCKa WK [T0-BUCOKA TEJICCHa Maca TpsiOBa Ja ce HampaBu TOYHA Kaikyiaius (4 ml/20 kg).
3a n1a o0e3neunTe MPaBUIIHOTO JTO3UPAHE, € BKIIFOUEHA MOIXOINa T03Upalia MoMIIa 3a MPIIOKEHUES
Ha HALAGON.

1) 3aBwmiiTe q03Uparara momra Ha OyTHIIKATa.

2) Cpanere 3aluTHaTa Kanavyka OT HAaKpalHUKA.

3) Axko go3upariara rmomma ce W3I0J3Ba 3a MPHB BT (MU He ¢ OWia M3MOJ3BaHA HAKOIKO IHH),
W3IOMITaliTe BHUMATEITHO, JOKAaTO HA BhpXa Ha HaKpalfHuKa ce oOpasyBa Karka.

4) OOe3aBUKETE TEIETO U MOCTABETE HAKPAHUKA HA JIO3MpaIlaTa MoMIIa B yCTaTa My.

5) JlpbmnHeTe ciychbKa Ha I03upalaTa moMia JoKpaii, 3a 1a ce 0cBoOOIU 1032, paBHsBaIa ce Ha 4 ml
pa3TBop. [IpbIiHETe CHOTBETHO J1Ba MIIM TPH IIBTH 3a IpUIIaraHe Ha yKkeJlaHusa o0eM (choTBeTHO 8 ml
3a tenera ot 35—45 kg u 12 ml 3a tenera ot 45—60 kg).

6) IlocraBere OTHOBO 3allIMTHATA Kallayka HA HAKpaHHUKA.

HOCHGHOB&TCHHOTO TPETHUPAHC TpSI6Ba JAa CC U3BBPIIBA IO €AHO U CHIIO BPEMC Ha ACHA.

Cren kaTo EPBOTO Teje OBbe TPETUPAHO, BCHYKHU CJIEIBAIIA HOBOPOACHH TeJeTa TPSOBa Ja ce
TPETUpAT CUCTEMATHYHO, JOKATO CHIIECTBYBA PUCK OT nuapusi, npuauHeHa ot C. parvum.

4.10 IIpemo3upane (CHUMNITOMM, CHEIIHA MEPKH, AHTHI0TH), AKO € He00X0UMO

Heo0xonmMo e CTpUKTHO Cria3BaHe Ha NpenopbhYaHaTa /103a, Thidl KaTo MpH MpHiiaraHe Ha JBOWHO I0-
roJisiMa J03a MOTaT Jia Ce MOSBAT CUMITOMH 32 TOKCUYHOCT. T€31 CHMITOMH BKIIIOYBAT AUAPHS, BUANMA
KPBB B M3MPAXHEHUATA, OTKA3 OT KOHCYyMalus Ha MIISIKO, JIEXHUIpaTanus, anaTus u usromenue. [lpu
MosiBaTa Ha KIMHWUYHM CHUMIITOMH 32 NpPEAO3UpaHe JIeueHHeTo TpsAOBa Ha ce cmpe He3abaBHO U
JKUBOTHOTO TpsiOBa Ja ce HaXpaHM C YHCTO MIISIKO HJIM MJeKo3amecTuTen. Moke na ce HaJloXKu
pexuapaTupane.

4.11 KapeHnrteH cpox

Meco u BbTpelIHu opranu: 13 nHu.

5. DPAPMAKOJIOI'MYHUA OCOBEHOCTH

®dapmakoTepaneBTHYHA TpyNa: IPyTH aHTHIIPOTO30MHHU cpescTBa, halofuginone.
BerepunapHoMeuIMHCKH aHaToMO-TepaneBTudeH ko QP51AXO08.

5.1 ®apmakoauHAMUYHHU CBOWCTBA

AxtuBHara cyOcranmmsa halofuginone e aHTHIIPOTO30€H areHT OT rpylara Ha KBHHA30JIWHOHUTE
nepuBatu (nitrogenous polyheterocycles). Halofuginone lactate e conm, 4MWTO aHTHUIIPOTO30WHU
cBO¥icTBa M epukacHoCT cpeuty Cryptosporidium parvum ca 10Ka3aHH KaKTO B YCJIOBHS in Vitro, Taka U
IpY U3KYCTBEHU M €CTECTBEHH 3apa3siBaHus. ToBa CheIMHEHHE MMa KPUITOCTIOPUANOCTATHYCH e(heKT
BbpXy Cryptosporidium parvum W BB3JCHCTBA TJIaBHO Ha CBOOOAHHMTE (QOpPMH Ha Mapas3ura
(cmoposoutn, Mepo3onutH). Konuenrpauuute, kouto B3npensrctsatr 50% u 90% ot napasurute npu
in vitro Tect cucremara, ca cboTBeTHO [Cso < 0,1 pg/ml u 1Coo 4,5 pg/ml.

5.2 ®apMaKkoKNHEeTHYHH 0CO0EHOCTH

BHOHAIMYHOCTTA Ha MPOIYKTa B OpraHM3Ma Ha >KMBOTHOTO CJI€[ €IHOKPATHO MEPOPATHO MPHI0KEHHUE
e okono 80%. Bpemeto, HEOOXOMMO 33 JOCTUTAHE Ha MaKCHMallHa KOHIIEHTparus Tmax, € 11 daca.
Makcumannata KoHIeHTparuss B 1iazMata Cmax € 4 ng/ml. Ilpeamomaraemusit o0eM Ha
pasnpoctpanenue ¢ 10 L/kg. [Tnasmenara konrentpanus Ha halofuginone ciiei HOBTOPHO IEPOPATHO
MPUJIOKEHUEe € TojJo0Ha Ha (apMaKOKMHETUYHATA CJE] €IHOKPATHO TIEepOopallHO TpPETHUpPaHE.
Hempomenenwust halofuginone e riiaBHUAT KOMITOHEHT B ThKaHuTe. Hali-BUCOKH CTOMHOCTH Ca OTKPUTH



B uepHUs Ipo0 1 On0penute. [IpoyKThT ce H3XBBPIISI OCHOBHO Upe3 ypuHata. Bpemero Ha monmypasmaj
e 11,7 gaca cieq mHTpaBeHO3HO Npmitokerre u 30,84 gaca cien eMHOKPaTHO IEPOPATHO IPHIIOKECHHE.

6. OAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHUITHEHTHTE

Benzoic acid (E210)
Lactic acid (E270)
Tartrazine (E102)
Water, purified

6.2 OcCHOBHHM HECHbBMECTHMOCTH
He e nmpuioxumo.
6.3 Cpok Ha roaHOCT

Cpok Ha TOJHOCT Ha KpailHUS BEeTEpUHAPHOMEAUIIMHCKY POAYKT: 3 TOTUHH
Cpok Ha TOJHOCT clel IbPBO OTBApsIHE HA MbPBUYHATA ONTAKOBKa: 6 Mecela.

6.4 Chnenuananu yca0BHs 32 CbXpaHeHHe HA MPOAYKTA
[a ce masu OyTuikara BbB BhHILIHATA OMIAKOBKA C 1171 IIPEANa3BaHe OT CBETIHHA.
6.5 Bujau cbcTaB HAa MBPBUYHATA ONAKOBKA

- Kapronena kyTus, chabpxaiia eHa OyTuika (MOJIMETHUICH ¢ BUCOKa IUIbTHOCT) OoT 290 ml
nepopaseH pa3TBop.

- Kapronena kyrus, cpabppxaia efHa OyTwika (TIOIHETWIEH C BUCOKa IuTbTHOCT) OT 490 ml
niepopaseH pa3TBop.

- Kapronena xyTtusi, chappkaina efHa OyTwika (MOJMETHIIEH ¢ BUCOKA ILTBTHOCT) OT 980 ml
repopaleH pa3TBop.

Besika OyTriika e 3aneuaTana ¢ HOJUIPONMICHOBA Karayvka.

Besika omakoBka Chabpika ChIO M jgo3upaina nommna 4 ml, KOATO ¢e€ ChCTOM OT HIKOJKO
KOMITOHEHTA, U3pa00TEeH! OT IMOJUETHIIEH C BUCOKA M HHUCKA IUTBTHOCT M JIMHECH IOJINETUIICH C
HUCKA IUTHTHOCT, IOMUIIPOIUIICH, HEPHKIaeMa CTOMaHa U CUITUKOH.

He Bcuuku pasmepu Ha omakoBKaTa MOTraT aa ObJaT IpeaJiaraHy Ha rasapa
6.6 CrnenuajaHu MepKH 32 YHHINOKABAHE HA HEM3MOJI3BaH MPOAYKT WJIH OCTATHIU OT HEro

Bcexu Hen3mon3BaH BeTepHHAPHOMEINIIMHCKA TTPOAYKT WIIA OCTATHIM OT HETro TPsiOBa /a Obaat
YHHILIO’KEHU B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATEJCTRO.

[IpoaykTbT He TpsOBa na ObAE U3XBBPISH BbB BOJHU OaceiiHu, T KaTO TOBAa MOXeE Aa ObJlie OmacHo
3a puOWTE WK APYTUTE BOJAHU OPTaHNU3MHU.

7. INPUTEXKATEJI HA JIMIEH3A 3A YIIOTPEBA

EMDOKA

J. Lijsenstraat 16
B-2321 Hoogstraten
benrus



8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/16/201/001

EU/2/16/201/002

EU/2/16/201/003

9. JATA HA ITBPBOTO U3JJABAHE / TIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBO M3/1aBaHe HA JMIICH3 3a ynorpeba: 13/12/2016
JlaTa Ha IOCIETHOTO MOHOBSIBAHE HA JIWIICH3 32 yIoTpeoa:

10. JATA HA ITIOCJIEJHATA PEJAKLIUA HA TEKCTA

[TonpoOHa uHOpMaLKs 3a TO3H MPOAYKT MOXKE J1a HAMEPUTE Ha HHTEPHET CTpaHuIaTa Ha EBpomneiickara
Arennus o JlexapcrBara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXBA, CHABJISIBAHE U/NJINA YIIOTPEBA
He e npunoxxumo.


http://www.ema.europa.eu/
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MMPOU3BOUTEJ, OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUJATA

YCJIOBUA NJIN OTPAHUYEHNS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE 10 NPEJJIATAHETO UM YIIOTPEBATA MY

CTATYC HA MJACOK



A. NPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXJABAHE HA ITAPTUJIATA

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 3a OCB060)KI[aBaHCTO Ha NapTUAUTC 3a IT[)OZ[a)K6a

Divasa-Farmavic, S.A.
Ctra. Sant Hipolit, Km. 71
08503 Gurb-Vic, Barcelona

Hcnanus

b. YCJOBUSA WIN OT'PAHUYEHMUA B JIMHEH3A 3A YIIOTPEBA HA BMII,

OTHACHIIHA CE 10 NPEJJIATAHETO U YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MpPEAINMCaHuneC.

B. CTATYC HA MJICOK

AxrtuBHara cy6ctannms B HALAGON e paspemieHa cyOCTaHIUsI, KaKTO € TIOCoYeHo B Tabiwma 1 Ha
[punoxenunero keM Permament (EC) Ne 37/2010 na Komucusira:

®dapmakoOrudHo | MapkepHO Bumose MJCOK | [Ipunenan Hpyru TepanerTude
aKTHBHA OCTaThYHO JKUBOTHHU THKaHU V3WCKBAaHUS | H KJac
cyOcTaHmus BEIIIECTBO
10 pg’kg | Myckyn Ha He ce|llpoTuBonapa
Halofuginone Halofuginone |I'oBena 25 ng/kg | MasauHa W3I0JI3Ba TIPY | 3UTHU
30 ug’kg | Yepen mpo6 | KWBOTHH, OT | CpeacTBa/cpe
30 ug’kg | brbOpexk KOHTO ce | ACTBa,
MpOU3BEXKIA | JeHCTBAIIU
MIISIKO 3a | cpenty
KOHCyManusi | IpoTO30U
OT X0pa

Excrunuentute, nocoueHu B T. 6.1 Ha KpaTkaTta XxapakTepucTHKa, ca pa3peleHy cyOCTaHIUY, 32 KOUTO
B Tabnuua 1 na Ilpunoxenuero kM Permament (EC) Ne 37/2010 He ce n3uckBat MJICOK unu ce
pasriexaar kato Henonagany B ooxsara Ha Pernament (EC) Ne 470/2009, koraTo ca BKIIOYEHH B TO3H

BCTCPUHAPHOMECIUITUHCKU IMTPOAYKT.




ITPHUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETHKET
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NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

BnLHIIHA omaKkoBKa

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

HALAGON 0,5 mg /ml nmepopasien pa3rBop
halofuginone

2. CbAbPKAHUE HA AKTUBHATA CYBCTAHIIMA

Halofuginone (karo nakrataa con) 0,50 mg/ml

3. DPAPMANEBTUYHA ®OPMA

Ilepopainen pa3TBop.

4. PABMEP HA OITAKOBKATA

1 Kapronena kytusi, ceapprkama 1 x 290 ml
1 Kapronena kytus, ceapprkama 1 x 490 ml
1 Kapronena kytus, cbabpxaina 1 x 980 ml

‘ 5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

T'oBena (HOBOpOACHM TETICTA).

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHNE

3a mepopaiHo MPUIIOKEHNE.
[Ipenu ynoTpeda mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOK

KapenTten cpok: Meco U BETPEIIHU OpraHu: 13 aHw.

9. CIHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOIUMO

o Ipenu ynotpeba mpodeTy INCTOBKATA.

1"



10. CPOK HATOJHOCT

T'onmen mo:
Cpok Ha TOTHOCT CJIe ITBPBO OTBapsiHE HA KOHTEiHepa: 6 Meceria.
Crnen mpoOuBaHe, U3IMOJI3BANTE TPEIH. ..

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

I[a CC Mnasu 6YTI/IHKaTa BBB BBHIIIHATA OIIAKOBKA C IICJI IPCAIa3BaAHC OT CBCTIIMHA.

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

yHI/IH.[O)KaBaHeZ MMpoYCTH JIUCTOBKATA.

13. HAJIUCHT ,,CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1
YCJI0BUA NN OTPAHUYEHUS OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHAPHOMEIMIIHHCKA yIIOTpeOa.
Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

14. HAJINWUCHT ,JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA M HA HEJJOCTBITHA
3A JTEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U Ha HEAOCTHITHU 3a A€1a MECTA.

15. HMME U IOCTOSAHEH AJPEC HA ITPUTEKATEJIA HA JIMINEH3A 3A YIIOTPEBA

EMDOKA

John Lijsenstraat 16
B-2321 Hoogstraten
Benrus

16. HOMEPA HA JIMHEH3A 3A YIIOTPEBA HA BMII

EU/2/16/201/001 (290 ml)
EU/2/16/201/002 (490 ml)
EU/2/16/201/003(980 ml)

17. HAPTHUJIEH HOMEP

ITapTuga
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HHOOPMAIMSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

Bytuaka ot 290 ml, 490 ml niu 980 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

HALAGON 0,5 mg/ml nmepopaiieH pa3TBop
halofuginone

‘ 2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Halofuginone (xaTo nakratHa co) 0,50 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

‘ 4. PASMEP HA OITAKOBKATA

1 Kapronena kytus, cbabpxaina 1 x 290 ml
1 Kapronena kytus, ceapprkama 1 x 490 ml
1 Kapronena kytus, ceapprkama 1 x 980 ml

‘ 5. BUJIOBE )KNBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

l'oBena (HOBOpOAEHH TeneTa).

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

3a mepopaiHo MPUIIOKEHNE.

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

KapenTen cpok: Meco 1 BbTpEIIHN opranu: 13 nHu.

9. CIIEIMAJIHU NPEAYIIPEXKIAEHUA, AKO E HEOBXO/JIUMO

Ipenu ynotpeba mpodeTy INCTOBKATA.
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10. CPOK HATOJHOCT

T'onmen mo:
Cpok Ha TOTHOCT CJIe ITBPBO OTBapsiHE HA KOHTEiHepa: 6 Meceria.
Crnen mpoOuBaHe, U3IMOJI3BANTE TPEIH. ..

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

I[a C€ Mnasu 6yTI/IJ'IKaTa BBB BBbHIIIHATA OIIAKOBKA C ICJI MPCAITa3BaHC OT CBCTJIIMHA.

12. CHEHNUAJHU MEPKH 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

13. HAJAIIUCHT ,,CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJ0BUA NJIK OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.
Jla ce oTimycka camMo 10 JIEKapCKO Mpe/IIrcaHue.

14. HAJIIIUCHT ,,JA CE CbXPAHSABA JAJIEY OT NIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

15. HUME U IOCTOSAHEH AJPEC HA ITPUTEXKATEJIA HA JIMINEH3A 3A YIIOTPEBA

EMDOKA

John Lijsenstraat 16
B-2321 Hoogstraten
benrus

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/16/201/001 (290 ml)
EU/2/16/201/002 (490 ml)
EU/2/16/201/003 (980 ml)

17. NMAPTUJAEH HOMEP

ITaptuna

14




B. JUCTOBKA
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JIMCTOBKA:
HALAGON 0,5 mg/ml nepopaJied pa3TBop 3a Tejera

1. UME U NOCTOAHEH AJPEC HA IIPUTEXATEJISA HA JIMIEH3A 3A
YHOTPEBA U HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

[IpurexxaTen Ha JUIeH3a 32 yHoTpeoda:
EMDOKA

John Lijsenstraat 16

B-2321 Hoogstraten

Bbenrus

IIpousBoauTed, OTTOBOPEH 33 OCBOOOKIaBAHE HA MMAPTUIATA:
Divasa-Farmavic, S.A.

Ctra. Sant Hipolit, Km. 71

08503 Gurb-Vic, Barcelona

Hcnanus

A HAMMEHOBAHUE HA BETEPUHAPHOMEJIULHUWHCKUA ITPOAYKT
HALAGON 0,5 mg/ml nepopaiien pa3TBop 3a TeieTa

halofuginone (kaTo jJakTaTHa COJI)

3. CBABbPKAHUE HA AKTUBHATA CYBCTAHIUSA U EKCHHUIIUEHTUTE
Bceeku ml cpabpxa:

AKTHBHa cy0OCcTaHIMA:

Halofuginone (kato maktaTaa comn) 0,50 mg
ExBuBanentna Ha 0,6086 mg halofuginone lactate

ExcuunuenTu:
Benzoic acid (E210) 1 mg
Tartrazine (E102) 0,03 mg

BucTBp KBAT nepopalieH pa3TBop.

4. TEPAIIEBTUYHU ITOKA3AHUA

IIpu HOBOpOIeHM TeneTa:

o [IpennasBane oT Auapusi, ciies ocTaBeHa Auarnosa 3a undexuus ¢ Cryptosporidium parvum BbB
(epmH, B KOUTO € UMAJIIO KPHIITOCTIOPUINO3A.
[Ipunoxenuero TpsiOBa 1a 3amouHe B MbpBUTE 24 10 48 yaca ciies paxaaHeTo.

o HamansiBane Ha quapusita, TUarHOCTHIIMPaHa KaTto MpuduHeHa ot uHdekuus ¢ Cryptosporidium
parvum.
. [IpunoxxenneTo TpsOBa aa 3amoyHe 10 24 yaca ciie]| mosiBaTa Ha JuapusTa.

U B nBarta ClIydas € JOKa3aHO HaMaJICHUC Ha OTACIAHCTO Ha OOLUCTH.
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S. INPOTUBOIIOKA3AHUA

Jla He ce mpuiara Ha IJIaJiHO.

Jla He ce m3MO3Ba B CIlydau Ha JUapus, MPOIbIDKaBaIla oBeye oT 24 yaca, ¥ IpH ci1abu KUBOTHH.
Jla He ce W3MON3BA MPHU CBPHXYYBCTBUTEITHOCT KbM AaKTHBHATA CyOCTaHIMS WIH KbM HSKOH OT
CKCIIUITUCHTHTE.

6. HEBJIATOIIPUATHU PEAKIIMN
B MHOTO peaxu cmydan MOXKe Jja ce HaOJroaBa yCHIIBaHe Ha JUAPHUATA PU TPETHUPAHUTE KUBOTHH.

YecToTtara Ha HEOIArONPUATHUTE PEAKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOrO 4ecT (moBeue oT 1 Ha 10 TpeTHpaHu )KUBOTHH, IPOSIBSIBALLM HEOIArOMPUATHH PEAKLINH )

- yectH (moBeye ot 1, HO mo-Manko oT 10 >xuBoTHU Ha 100 TpeTUpaHu KUBOTHH)

- He gecTH (moBeue oT 1, Ho mo-Manko ot 10 xxuBoTHHU Ha 1,000 TpeTUpaHH KUBOTHH )

- penku (rmoBede oT 1, HO mo-manko oT 10 >xuBotHH Ha 10,000 TpeTHpaHU JKMBOTHH)

- MHOTO penku (mo-manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KMBOTHH, BKJIIOYUTEIHO M30JIMPAHU
CBHOOIICHNS).

Axo 3abenexnuTe HIKaKBH He6HaI‘0HpI/IHTHI/I PCaKIuM, BKIIIOYUTCIIHO U TaKWBa, KOUTO HE Ca OIMMCaHU B
Ta3n JJUCTOBKA UJIW MHUCIIMTE, Y€ BETCPUHAPHOMCIUITUHCKHA ITPOAYKT HE pa60m, MOJIA Ja YBEOAOMUTE
Bamms BCTCPUHAPCH JICKAP.

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

l'oBena (HOBOpOAEHU TeneTa).

8. JTO3UPOBKA 3A BCEKHU BUJ ’KUBOTHO, METOJ 1 HAUUH HA ITPUJIATAHE
3a mepopaitHO TIPUIIOKEHHE Ha TelleTa Clie/l XpaHeHe.

Jo3za: 100 ppg halofuginone na 1 kg TemecHa maca (T.M.) / BEOHBX JHEBHO B MPOJBIDKCHHE Ha 7
nocnenosatensu aHu, T.e. 4 ml HALAGON Ha 20 kg T.M. / BegHBX IHEBHO B MPOIBIDKEHHE HA 7
MOCIIEIOBATEIHN THU.

3a ynecnenue Ha TpetupaneTo ¢ HALAGON ce mpejyrara ciiemHaTa ompocTeHa cxema:

. 35 kg <tenera <45 kg: 8 ml HALAGON BeaHbX THEBHO B ITPOIBIDKEHHAE HA 7 TIOCTICAOBATEITHN
JTHU

° 45kg < Temera < 60kg: 12ml HALAGON BemubX JTHEBHO B NPOABIDKEHHUE Ha 7
MOCJIEeIOBATEHH JTHH

3a mo-HMCKa WM [T0-BUCOKA TEJCCHa Maca TpsiOBa Ja ce HalpaBu TOYHA Kaikyiaius (4 ml/20 kg).
3a na obe3nevnTe MPaBUITHOTO JIO3UPaHe, € BKIIOUCHA MTOIXO/IAIIA JO3UpAIlla [TOMIIa 33 TPUIIOKEHHE
Ha HALAGON.

HOCHCHOB&TCHHOTO TPETHUPAHC TpSI6Ba Ja CC U3BBPIIBA IO €AHO U CHIIO0 BPEMC Ha ACHA.

Crnex xato WHpPBOTO Teie ObJe TPETUPAHO, BCHYKH CIIEABAIM HOBOPOJEHH TejleTa TpsOBa Ja ce
TpPEeTHpaT CUCTEMATUYIHO, TOKATO CHIIECTBYBA PHUCK OT Iuapws, npudnaeHa ot C. parvum.
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9. CBBET 3A IIPABUJIHO ITPUJIOKEHHUE

3a ma 00e3neunTe MPaBUIIHOTO J03HMPaHe, € BKIIFOUEHA IMOAXO0IsIIa J03Upaliia IOMIIa 33 MPHI0KEHUE
na HALAGON.

1) 3aBwuiiTe mo3upararta nommna Ha OyTHJIKATA.

2) Cpanere 3alUTHATa Kanavyka OT HAaKpalHUKA.

3) Axo mo3uparmara ImoMIia ce W3I0J3Ba 3a MPBB BT (WM HE ¢ Omia M3MoJI3BaHa HIKOJIKO IHH),
M3IIOMITaliTe BHUMATEITHO, JIOKATO HA BhpXa HA HAKpallHUKa ce 00pa3yBa Kamka.

4) OOe3aBUKETE TEIETO U MOCTABETE HAKPATHUKA HA JIO3MpaIlaTa MoMIia B yCTara My.

5) JpwnHere criychka Ha JO3HMpaliara momiia JOKpai, 3a J1a ce 0cBoOO/IH 71034, paBHsBala ce Ha 4 ml
pa3TBop. JIpBIHETE CHOTBETHO JIBa WITH TPH ITHTH 32 NIPUJIaraHe Ha KellaHus 00eM (ChOTBETHO 8 ml
3a tenera 35—45 kg u 12 ml 3a tenera 45—60 kg).

6) IlocraBere OTHOBO 3alllMTHATA Kallayka HA HAKpaHHUKA.

10. KAPEHTEH CPOK

Meco u BbTpEITHU Opranu: 13 mHu.

11. CIHENUAJHHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Ha ce cbxpansBa ganey oT NOTJeAa U HAa HEAOCTHITHY 32 Aella MecTa.

Jla ce ma3u OyTmiKaTa BbB BHHIITHATA OMAKOBKA C IIEIT IIPEaIa3BaHe OT CBETIMHA.

Jla He ce U3IMoI3Ba TO3HM BETEPHHAPHOMEIUITTHCKH IIPOAYKT CJIE H3THIAHE CPOKA Ha TOTHOCT, TIOCOYCH
BBpXY €THKET cliel ,,l'ojien 10*

CpoK Ha TOJHOCT CJe/ MFPBOTO OTBApsIHE HAa MFPBUYHATA OMAKOBKa: 6 Mecela.

12. CHEINUAJIHU INPEAYIPEXIEHUS

CrielmaiHy IpeIna3Hu MEPKH 3a )KMBOTHHUTE IPU YIIOTPebaTa Ha MPOIYKTA:

[Ipunoxkere camo cies; 3aXxpaHBaHE C KOJACTPa WJIHM CIIEJ 3aXpaHBaHE C MIIAKO WIJIM 3aMeCTHUTENl Ha
MIISIKOTO. BKITFOUEH € MOAXOsII ypea 3a IepopaTHo IPUIIOKEeHHE. 3a TPETHpPaHe Ha TeJleTa, CTpaJdalli
OT aHOpPEKCHs, MPOAYKTHT TPIOBa Ja ce mpujara ¢ MoJOBUH L emexkTpoiuTeH pa3TBop. JKUBOTHHUTE
TpsOBa Ja MOJIy4aT JOCTATHYHO KOJACTPa ChIVIACHO J00paTa MPaKTHUKA 33 OTTJICKIAHETO UM.

CrieryagHy Mpeana3Hd MEpKH 3a JIWIATa, OPUIAraild BeTePUHAPHOMEAMIIMHCKHS MPOAYKT Ha
JKUBOTHHTE:

Xopa € yCTaHOBEHa CBPBXUYYBCTBHTEIIHOCT KbM aKTHBHATa CyOCTAaHIMsI WM KbM HSKOW OT
EKCIUITUCHTHTE TPSIOBA J1a TIpUIaraT BETCPUHAPHOMEIUIIMHCKHS MTPOAYKT C TIOBUIIICHO BHUMAaHUE.
[ToBTapsII ce KOHTAKT C MPOAYKTa MOXE J1a IOBE/E 0 KOKHHU aJICPTUH.

U30srBaiiTe KOHTAKT Ha KOXATa, OYWTE WM JIMTABHIATA C MPOAyKTa. MHAMBHAyaHO Npenna3zHo
obopynBaHe, CBHCTOSIIO C€ OT 3alUTHH PHKABUIM, TPSAOBAa Ja C€ HOCH, KOTaro ce paboTu ¢
BETEPUHAPHOMEIUIIMHCKHUS TIPOIYKT.

B cny4aii Ha KOHTaKT ¢ KOXaTa WM OYUTE CTapaTelHO U3MHITE 3acerHaraTa 30Ha ¢ 4hcTa Boja. AKO
APa3sHECHETO B OYHUTE MPOABIIKAaBa, IOTHPCETE MCIUIIMHCKU CHBET.

W3muiite pwlieTe cu ciiel] ynorpeoa.

bpeMeHHOCT 1 JIaKTalHs:
He e npunoxumo.

IIpengo3upane ( CHUMIITOMH, CIICIIIHHU MECPKH, aHTI/IZ[OTI/I)Z
H€06XO,Z[I/IMO € CTPUKTHO CIIa3BaHC Ha Np€nopbyaHaTa A03a, TBH KaTo Ipu npujaraHe Ha JIBOMHO I10-
rojsmMa Jio3a Morar Ja C€ IOSBAT CHUMIITOMH Ha TOKCHYHOCT. T€3M CHMIITOMH BKJIFOYBAT auapus,
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BUIMMA KPBB B UBNPAXKHCHUATA, OTKAa3 OT KOHCyMallys Ha MJIAKO, I€XUApaTanus, artaTusad U U3TOICHHUE.
HpI/I nosgBaTa Ha KIIMHUYHA CUMIITOMHU 3a MPCAO3HUPAHC JICUCHUCTO Tp$16Ba Aa cc CIipe He3a0aBHO U
JKHBOTHOTO Tp$16Ba Ja C€ HaxpaHU C YUCTO MIILIKO WM MIICKO3aMECTUTCIL. Moxe Ja CC€ HaJIOXKH

pexupaTupaHe.

13. CHEINUAJIHU MEPKHU 3A YHUIINIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT UJIN

OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII e Tpsi6Ba na 661aT H3XBHPIISHA ¢ ONTOBH OTHANBIIN WIH OTIIATHH BOJIH.

Ilonuraiite Bamus BeTepuHapeH JieKap KakBo jJa mnpaBuTe ¢ HeHykHuTe BMIIL. Te3u mepku e

IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHATa cpcaa.

14. JATA HA ITIOCJIEJHATA PEJAKLIUSA HA TEKCTA

HOI[p06Ha I/IH(I)OpMaI_II/I}I 3a TO3U MNPOAYKT MOKEC Oa HaAMCPUTC Ha HWHTCPHCT CTpaHUIaTa Ha

EBpornetickata Arenrust o Jlekapcrsara http://www.ema.europa.eu/.

15. JOHIBJHUTEJIHA UHOOPMALUA

- Kapronena xyTus, chappikama eaHa OyTHIKa (MMOJHETHIICH C BHCOKA INTBTHOCT) OT 290 ml

niepopalieH pa3TBop.

- Kapronena xyTtusi, chappkama eana OyTWiKa (MOJMETHICH C BUCOKa MIbTHOCT) oT 490 ml

niepopalieH pa3TBop.

- Kapronena kyTusi, chabpikaiia eaHa OyTuika (MOJIMETUICH ¢ BUCOKa ILIbTHOCT) oT 980 ml

TepopaieH pa3TBop.

He Bcuukn PpasMEpu Ha OITAKOBKATa MOrat Ja 6’L,I[aT npeajlaranv Ha masapa.

Ja ce oTimycka camo 10 JIEKapCKO Mpe/IrcaHue.

3a Bcska wmH(MOpMAaNMsS OTHOCHO TO3W BETEPHHAPHOMEAHWIIMHCKH TPOIYKT, MOJS CBBPKETE CE C

TCPUTOPUATIHUA MPCACTABUTCII HA MPUTCIKATECIIA HA JIMIICH3a 3a yHOTpC6a.

Belgié/Belgique/Belgien
Emdoka

John Lijsenstraat 16,
BE-Hoogstraten

Tel: +32 (0)3 315 04 26

Peny6auka bunarapus
BUOC®EPA ®APM EOO/]
yn.}Opwuit I'arapua Ne 50
BG rp. Koctunbpoz 2230
Ten: + 359 885917017

Ceska republika

BIOPHARM, Vyzkumny tGstav biofarmacie
a veterinarnich 1éCiv, a.s

Pohoii — Chotoun 90

CZ-254 49 Jilové u Prahy

Tel: +420 241 950 383

Lietuva

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Luxembourg/Luxemburg
Emdoka

John Lijsenstraat 16,
BE-Hoogstraten

Tel: +32 (0)3 315 04 26

Magyarorszag

Pannon VetPharma Kft.
Hankéczy Jend utca 21/A
HU-1022 Budapest

Tel.: +36 30 650 0 650


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

Danmark

proVET Nordic ApS
Industrivej 5
DK-6640 Lunderskov
Tel: +45 53 28 29 29

Deutschland

WDT eG
Siemensstr. 14
DE-30827 Garbsen
Tel: +49 5131 705 0

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

E\rada

FATRO-HELLAS SPLTD

20 yiA. [TATIANIAX-EITATQON
GR-190 02 ITATANIA

TnA: + 30210 6644331

Espaiia

Divasa-Farmavic S.A.

Ctra. Sant Hipolit, km 71
ES-08503 Gurb-Vic, Barcelona
Tel: +34 93 886 01 00

France

Axience SAS

Tour Essor - 14, rue Scandicci
F-93500 Pantin

Tél.+33 141832317

Hrvatska

Arnika Veterina d.o.o.
Vidikovac 20,

10000 Zagreb

TEL: +385 (0) 1 364 37 37

Ireland

Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland

Tel: +353 (0) 504 43169

Island

Emdoka

John Lijsenstraat 16,
BE-Hoogstraten
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Malta

Emdoka

John Lijsenstraat 16,
BE-Hoogstraten

Tel: +32 (0)3 315 04 26

Nederland

AST Farma B.V.
Wilgenweg 7

NL-3421 TV Oudewater
Tel: +31 (0) 0348 56 34 34

Norge

Emdoka

John Lijsenstraat 16,
BE-Hoogstraten

Tel: +32 (0)3 315 04 26

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Tel: +43 7242 490 0

Polska

Fatro Polska Sp. z o.0.
ul. Bolonska 1

PL-55 040 Kobierzyce
Tel.: +48 71 311 11 11

Portugal

Divasa Farmavic de Portugal, Produtos e

Equipamentos Veterinarios, Lda.
Praceta Jaime Cortegao

N° 1 —-R/C Loja Esq.

2625-170 Povoa de Santa Iria
Tel: +351 219 739 130

Romania
ALTIUS SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
apartament A.8.2, sect 1, Bucuresti — RO

Tel: +40 021 310 88 80

Slovenija

TPR d.o.o.
Litostrojska cesta 44e,
1000 Ljubljana

Tel: +386 1 5055882

Slovenska republika

BIOPHARM, Vyzkumny tstav biofarmacie

a veterinarnich 1é¢iv, a.s
Pohoii — Chotoun 90



Tel: +32 (0)3 315 04 26

Italia

Azienda Terapeutica Italiana A.T.I. s.r.L
Via Emilia 285

[-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711

Kvnpog

Xropog Zravpivione Képkaic Atd

Aewo. Ztacivov 28, 1060 Asvkwoia, Kbmpog
TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006
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CZ-254 49 Jilové u Prahy
Tel: +420 241 950 383

Suomi/Finland
Emdoka

John Lijsenstraat 16,
BE-Hoogstraten

Tel: +32 (0)3 315 04 26

Sverige

Emdoka

John Lijsenstraat 16,
BE-Hoogstraten

Tel: +32 (0)3 315 04 26

United Kingdom (Northen Ireland)
Duggan Veterinary Supplies Ltd.,

Holycross,

Thurles,

Co Tipperary

Ireland

Tel: +353 (0) 504 43169
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