HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHUME HA BETEPUHAPHOMEJUIIUHCKHUSA TPOAYKT

HALAGON 0,5 mg/ml nepopajieH pa3TBop 3a TeJjeTa.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml cpappika:
AKTHBHA cy0cTaHIUA:

Halofuginone (kato makTaTHa coi) 0,50 mg
ExBuBanentna Ha 0,6086 mg halofuginone lactate

Excuunuenru:
Benzoic acid (E210) I mg
Tartrazine (E102) 0,03 mg

3a IBJIHMS CIIMCHK HA EKCHMIIMEHTUTE, BUXK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

ITepopanen pasTBop.

BucTtbp x)bAT pa3TBOp.

4. KJIMHUYHU JAHHU

4.1 Bwupnose :KNBOTHH, 32 KOUTO e nMpeaHazHaved BMII

I'oBena (HOBOpOICHHU TEJIETA).

4.2 TepaneBTUYHH NOKA3AHNS, ONIPeAeICHH 32 OTIEJIHUTE BUJ0OBE ;KUBOTHU

IIpu HOBOpOXEHH TeneTa:

o [Ipenna3Bane oT Auapusi, ciie HocTaBeHa AuarHo3a 3a uupekuus c Cryptosporidium parvum BbB
(epMH, B KOUTO € IMAJIO KPUIITOCIIOPHINO3A.
[IpunoxenueTo TpsAOBa na 3amovyHe B WbpBUTE 24 10 48 yaca cliel] paKIaHeTo;

o HawmansaBane Ha nuapusara, IMarHOCTHIIMPaHA KaTo MpUYHHEHa oT HHekws ¢ Cryptosporidium
parvum. [lpunoxxennero TpsOBa ga 3amodHe 10 24 gaca clie]] mosBaTa Ha TuapusTa.

W B gBara ciyvas e J0Ka3aHO HaMaJeHHE Ha OTACIISHETO Ha OOIUCTH.

4.3 IIpoTuBomokaszaHus

Jla He ce mpunara Ha TJIaJiHoO.

Ja He ce n3MmoJ3Ba B CIlydan Ha Juapusd, MPoIbJbKaBaiia mopede oT 24 Jaca u npu ciaadbu )KUBOTHH.

Jla He ce M3MOJ3Ba NMPH CBPBHXYYBCTBUTEIHOCT KBbM aKTHBHATa CyOCTAaHIIUS WJIA KbM HSKOH OT

EKCIUTTUEHTHUTE.

4.4 CroenuajaHu nNpeana3Hu MepKH 3a BCEKH BH/I JKMBOTHH, 32 KOUTO ¢ mMpexHasHadeH BMII

Hsama.



4.5 CroenuajaHu nNpeana3Hd MepKH NMpH ynorpeda

CHeI_[I/IaJIHI/I npeanas’H MCPKHU 3a ) KUBOTHUTEC ITPHU VHOTDe6aTa Ha IIPpOAYKTa

[Ipunosxere camo cnen 3axpaHBaHe C KOJIACTPA UM CJIE 3aXPaHBaHE C MIISIKO MJTH 3aMECTUTEI Ha MIISIKOTO.
BxuttodeH e moaxonsin ypes 3a HepopaiHo IPUIoKeHHE. 3a TpEeTUPaHe Ha TeJeTa, CTPaaliy OT aHOPEKCHs,
NPOIYKTHT TPsiOBa Ja ce mpujara ¢ MOJOBHH L enekrponuTeH pa3tBop. JKuBoTHHUTE TpsiOBa J1a moisydar
JOCTaThYHO KOJIACTPA CHITIACHO A0OpaTa MpakTHKa 33 OTIIICKAAHETO HM.

CHeI_[I/IaJIHI/I OpeaArnasHy MCPKH 3a JIMIara, rmpujarainy BETCPUHAPHOMEIHUITMHCKUSA MPOAYKT Ha ) KHBOTHUTC

Xopa ¢ yCTaHOBEHa CBPBHXUYBCTBUTEIHOCT KbM aKTUBHATA CYOCTaHIMS WJIM KbM HSKOH OT
EKCIMITUEHTUTE TPAOBA J]a MPUiIaraT BETCPHHAPHOMEIUIIMHCKHSI TPOIYKT C TIOBUIIICHO BHUMAHHE.
[ToBTapsI ce KOHTAKT C IPOAYKTa MOXE J1a JIOBE/IE 0 KOXKHU aJICPTUH.

N36srBaiiTe KOHTAKT Ha KOXKATa, OYMUTE WM JIMTABHIATA C MPOAYKTa. MHIAMBHIyalHO MpeanasHo
obopyaBaHe, CBHCTOSINIO C€ OT 3alUTHU PBHKABUIIM, TPsSOBa Ja ce HOCH, KOTato ce paboTH ¢
BCTCPUHAPHOMCIUIIUHCKHA IPOAYKT.

B cnyuail Ha KOHTaKT ¢ KOXKaTa WM OYUTE CTApATSIIHO M3MHITE 3aCeTHATa 30HA C YUCTa BoAa. AKO
JPa3HEHETO B OYKTE MPOJIbIKABa, MOTHPCETE MEUIIMHCKH ChBET.

W3muiite prieTe cu ciiea ynorpeoa.
4.6 HeOGaaronpusaTHH peaKkuMu (4€CTOTA U BA’KHOCT)
B MHOTO peaxu cmyyan MoXke fa ce HaOJrogaBa yCHIIBaHE HA AWAPUATA [IPH TPETUPAHUTE )KUBOTHH.

YecToTara Ha HEOMATONPUSATHUTE PEAKLIUU CE ONPEAETI Upe3 ClieAHaTa Kiacu(PUKaIHs:

- MHOrO 4ecTH (roseye oT 1 Ha 10 TpeTupaHu >XUBOTHH, IPOSIBSBALIY HEOIAronpUATHU PEAKLIUH )

- yectd (noBeye ot 1, Ho mo-Manko oT 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (rmoBede ot 1, Ho mo-Manko ot 10 sxuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- penxu (TroBede oT 1, HO mo-maiiko oT 10 sxuBotHU Ha 10,000 TpeTUpaHH KUBOTHH )

- MHOTO peaku (mo-manko ot 1 xuBoTHO Ha 10,000 TpeTHpaHU >KMBOTHH, BKIIOYUTEITHO HW30JHPAHH
CHOOIICHUS).

4.7 ¥Ynorpeba no BpemMe Ha OpeMEHHOCT, JAKTAIUS WU sIHIleHOCeHe
He e npunoxxumo.

4.8 B3aumopeiicTBHe ¢ JIpyru BeTePpUMHAPHOMEIMUMHCKU MNPOAYKTH W Apyru dopMu Ha
B3aHMOJEHCTBHE

He ca u3BectHu.
4.9 Jlo3a ¥ HAYUH HA IPUJIOKEHHE
3a mepopaHO MPUIIOKEHHE Ha TEJIeTa CIe]l XpaHEeHe.

Jo3a: 100 pg halofuginone Ha 1 kg TenecHa maca (T.M.) / BEIHBXK JTHEBHO B MPOABIDKCHUE HA 7
nocyieoBaTetHn 10U, T.¢. 4 ml HALAGON Ha 20 kg T.M. / BeTHBX JHEBHO B IIPOIBIKCHHUE Ha 7
MOCJIE/IOBATEITHU JTHH.

3a ynecnenue Ha Tpetupanero ¢ HALAGON ce npeziara ciieqHaTa OpoOCTeHa cXxema:

) 35 kg <Tenera <45 kg: 8 ml HALAGON BenHbK THEBHO B MPOIBIDKEHNE HA 7 TTOCIIEA0BATEIHA
TTHU

. 45 kg < Temera < 60 kg: 12 ml HALAGON BegHpXx IHEBHO B TPOIBIDKEHHWE Ha 7
MOCJICTOBATEIHA THU



3a mo-HUCKa WM TI0-BUCOKA TeJIeCHa Maca TpsiOBa Ja ce HampaBu ToYHA Kankynaus (4 ml/20 kg).
3a 1a oOe3neynTe MPaBHIHOTO J03MPaHe, € BKIIOYEHA MOIXO0/IIA JT03UPalla MoMIa 3a TMPHI0KEHHEe
Ha HALAGON.

1) 3aBwmiiTe g03UpaIaTa IOMITa Ha OYTHIIKATA.

2) CaaneTe 3amMTHATA Kamadka OT HAKpaitHUKa.

3) Axko jo3upariara rmomra ce W3I0JI3Ba 3a MPHB BT (MM He ¢ OWia M3MOJ3BaHA HAKOJIKO JHH),
W3MOMIIalTe BHUMATEIHO, JOKATO Ha BhpXa HA HAaKpalHUKa ce 00pa3yBa Karka.

4) O0e3aBMKETE TEIETO U MOCTABETE HAKPAMHMKA Ha JIO3HUpaIara moMia B ycrara My.

5) /JpwnHere cnychbka Ha JO3Mpaliara moma JoKpak, 3a 1a ce ocBo0OOM 1032, paBHsBala ce Ha 4 ml
pa3TBop. JIphIHETE CHOTBETHO JIBA WJIHM TPH ITBTH 3a MIPUIIaraHe Ha kedaHus 00eM (CboTBeTHO 8 ml
3a teneta ot 35—45 kg u 12 ml 3a Tenera ot 45—60 kg).

6) IlocraBeTe OTHOBO 3aIIMTHATA Kala4yka Ha HaKpaiHUKa.

HOCJ’IGI{OB&TeJ’IHOTO TPETUPAHC Tpr6Ba Ja €€ U3BbpPIIBA I1IO €AHO U CHUIO BPEMC Ha ACHA.

Crent KaTo MBPBOTO TeNe ObJie TPETHPAHO, BCUUKH CJICIBAIM HOBOPOJICHH TEIeTa TPsOBa Jia ce
TPETUPAT CUCTEMATHUIHO, JIOKATO CHIECTBYBA PHUCK OT quapwsi, npuuuHena ot C. parvum.

4.10 IlIpeno3upane (CMMITOMM, CIIEIIIHA MEPKH, AHTHAOTH), AKO € He00X0IUMO

Heo6x01uMo € CTPUKTHO Cla3BaHe Ha MpenophUaHaTa 103a, Thil KaTo MpH MpujiaraHe Ha JBOWHO IMO-
roJisiMa J103a MOTarT Jia ce MOSIBIT CUMIITOMH 32 TOKCHYHOCT. Te31 CHMIITOMH BKITFOUBAT JAPHSI, BUANMA
KPbB B U3NPAXKHCHUATA, OTKAa3 OT KOHCyMallusd Ha MJIIKO, ACXUApaTalud, ariaTud U U3TOILICHUC. HpI/I
MosiBaTa Ha KJIMHUYHH CHMIITOMH 3a TpeIo3HpaHe JCUCHHETO TPpsOBa Ma ce chpe He3abaBHO U
JKUBOTHOTO TpsOBa Ja ce€ HaXpaHU C YKCTO MISKO HIIM MIIEKO3aMecTHTeln. Moxe Ja ce HANOXKU
pexuIpaTupaHe.

4.11 KapeHnrteH cpok

Meco u BbTpeIIHu opranu: 13 nHu.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapMakoTepaneBTHYHA rpyIa: APYTH aHTUIIPOTO30HHH cpencTBa, halofuginone.
BeteprHapHOMETUIIMHCKHN aHaTOMO-TepaneBTHdIeH kox QP51AX08.

5.1 ®apmakoaMHAMUYHHU CBOMCTBA

AxrtuBHata cyOcraHuus halofuginone e aHTMIPOTO30€H areHT OT rpymnaTa Ha KBHHA30JMHOHHTE
nepuBatu (nitrogenous polyheterocycles). Halofuginone lactate e coj, 4MHTO aHTHUIIPOTO30MHU
cBoiicTBa U epukacHoCT cpeuty Cryprosporidium parvum ca 10Ka3aHU KaKTO B YCJIOBHS in Vitro, Taka 1
IpU U3KYyCTBEHH M €CTECTBEHHM 3apa3siBaHUsA. 10Ba CheANHEHNE UMa KPUITOCIIOPUANOCTATHYICH eEeKT
BbpXy Cryptosporidium parvum W BB3ICHCTBA TJIaBHO Ha CBOOOAHUTE (OpPMHU Ha MapasuTa
(ctiopo3ouTtn, Mepo3outH). Konuenrpauuute, kouto Bb3npenstctBar 50% u 90% ot napasutute npu
in vitro Tect cucremara, ca cboTBeTHO 1Cso < 0,1 pg/ml u 1Co 4,5 pg/ml.

5.2 ®apmakoKHHETHYHH 0COOEHOCTH

bronannyHOCTTa HAa MPOAYKTA B OpraHM3Ma Ha )KUBOTHOTO CJIE/ €THOKPATHO MEPOPATHO IPHIIOKEHHE
e oxoio 80%. Bpemero, HE0OOXOAMMO 3a JOCTUTaHE Ha MakCHMMajHa KOHIEHTparus Tmax, € 11 daca.
MakcumManHata KoHUeHTpauusi B mnazMara Cpex € 4 ng/ml. Ilpeamonaraemust obem Ha
pasnpoctpanenue e 10 L/kg. Ilnasmenara konnenTpanus Ha halofuginone ciies; TOBTOpHO TIepopaiHO
INpUIOXKEHHEe € MoJ0o0Ha Ha (JapMAKOKMHETHYHATa CleJ EJHOKPAaTHO IIePOpaHO TPETHPAHE.
Henpomenenust halofuginone e riaBHUST KOMIOHEHT B ThKaHUTe. Hail-BUCOKH CTOMHOCTH Ca OTKPUTH



B uepHUsI Apo0 1 6pOpennTe. [IpoayKTHT ce M3XBBPIISI OCHOBHO Upe3 ypuHaTa. Bpemero Ha monypasnazn
e 11,7 yaca cnen untpaBeHo3HO npuiioxkenue u 30,84 yaca ciaen eqHOKPATHO NEPOPATHO NPUIIOKEHUE.

6. OAPMAIIEBTUYHU OCOBEHOCTH
6.1 Choucbk Ha eKCHUIIMEHTHTE

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

6.2 OCHOBHM HECHBMECTUMOCTH
He e npunoxxumo.
6.3 Cpok Ha roaHocT

Cpok Ha rOZHOCT Ha KpaiHUS BETEPUHAPHOMEAUIMHCKY IPOIYKT: 3 TOAUHU
Cpok Ha TOAHOCT cJie/l TbPBO OTBapsHE Ha MbPBUYHATA OMAKOBKa: 6 Mecela.

6.4 CroeuuaJjHu ycJa0BHS 32 CbXpPAHEHUE HA MPOAYKTA
[a ce ma3u OyTunkara BbB BHHIIHATA ONAKOBKA C LIEJ MPEANa3BaHe OT CBETJIMHA.
6.5 Buamu cbCTaB HA MbPBUYHATA ONIAKOBKA

- Kapronena xyTus, chappkama eaHa OyTWiKa (MOJMETHIICH C BUCOKA ILTHTHOCT) oT 290 ml
nepopaseH pa3TBop.

- Kapronena kyTus, chappKkaiia eaHa OyTWika (MOJMETHIICH C BUCOKa IUTHTHOCT) oT 490 ml
nepopaseH pa3TBop.

- Kapronena xyTtusi, chappkamia eaHa OyTWiKa (IMOJIMETHJICH C BUCOKA ILTBTHOCT) oT 980 ml
HepopaseH pa3TBop.

Bcesika OyTrika e 3armeuaTada ¢ TIOJIUIPONAICHOBA Karadka.

Bceska omakoBKa ChABPKA CHIO0 W JO3Mparna momia 4 ml, KosITO ce ChCTOM OT HAKOJIKO
KOMIIOHEHTa, M3pa00TEHH OT MOJUETHICH C BUCOKA M HUCKA IUTBTHOCT U JMHEEH MOJUCTHIICH C
HUCKA ILTBTHOCT, OJUIIPOINUIICH, HEPBKAaeMa CTOMaHa U CUIIUKOH.

He Bcuuku pasmepu Ha ollakoBKaTa MoraT Ja ObJaT IpeajaraHy Ha rasapa
6.6 CrnenuajJHU MepPKHM 32 YHUIIOKABAHE HA HEM3NOJI3BAH MPOAYKT WM OCTATHIU OT HEro

Bcekn Hensmnon3Ban BCTCPUHAPHOMCIUITMHCKHA MMPOAYKT WJIN OCTATHUH OT HET'O TpH6Ba Ja 6’I)I[aT
VHHIIIO)KEHU B ChOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATENICTRO.

IIponykThT He TpsIOBa na OBJE U3XBHPIJISIH BB BOIHU O0acelHHU, ThH KaTO TOBAa MOXE J1a OBbJe OIMacHO
3a pI/I6I/ITe WU JPYTUTC BOAHU OPraHU3MU.

7. IIPUTEXATEJI HA JIMIIEH3A 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 / IIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha MBPBO M3MaBaHE HA JIMIICH3 3a ynoTpeda: 13/12/2016
JlaTa Ha TIOCJIEIHOTO MMOHOBSBAHE HA JIUIICH3 32 yrmoTpeoda:

10. JATA HA ITOCJIEJHATA PEJAKIIUA HA TEKCTA

[onpoOHa nHpOpMaIUs 32 TO3H MPOAYKT MOXKE J]a HAMEPUTE Ha MHTEPHET cTpaHuIaTa Ha EBponeiickata
Arenrnus mo JlekapctBara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/NJIN YIIOTPEBA
He e npunoxxumo.



HNPUJIOKEHHUE I1

MNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA
IHHAPTUJATA

YCJIOBUSA NJIK OTPAHUYEHUS B JIMIEH3A 3A YIIOTPEGA HA BMII,
OTHACHSIIU CE 10O NPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A. TIPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOK/IABAHE HA ITAPTUIATA

HwMe u aapec Ha IPOU3BOAUTENS, OTTOBOPEH 32 OCBO60)K£[aBaHeTO Ha NapTUAMTEC 3a npoz[a>K6a

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

Hcnanus

b. YCJOBUSA NN OI'PAHUYEHUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,

OTHACHAIIM CE 1O IPE/UVIA'AHETO U YIIOTPEBATA MY

I[a CC OTITyCKa CaMO IIO JICKApCKO MPEANMUCAHNC.

B. CTATYC HA MJCOK

AxtuBHara cyocranius B HALAGON e paspemieHa cyOcTaHIMs, KaKTO € MMOCOYeHo B Tabnuma 1 Ha
[Ipunoxenuero kM Permament (EC) Ne 37/2010 na Komucusira:

®apmakosioruuHo | MapkepHo Bunoge MACOK | [Ipunenau Hpyru TepanepTuue
aKTHUBHA OCTaThYHO KUBOTHU THKaHU VW3WCKBAaHMUS | H KJac
cyOcTaHIIHS BEIIECTBO
10 pg/’kg | Myckyn Hda ne ce|llpoTtuBonapa
Halofuginone Halofuginone |I'oBena 25 pg/’kg | MasHuHa W3MOJI3Ba TIPH | 3UTHU
30 ug’kg | Yepen npo0 | KHUBOTHH, OT | CpelCTBa/Cpe
30 ug’kg | brOpek KOHTO ce | ACTBa,
NMpou3Bexaa | AehcTBaIlN
MJISIKO 3a | cpemry
KOHCyMalusi | IpOTO30U
0T X0pa

Excrimmmuenture, mocodeHu B T. 6.1 Ha KpaTkaTa XapakTeprucTHKa, ca pa3penieH: CyOCTaHIINH, 32 KOUTO
B Tabimna 1 Ha Ilpunoxennero kM Permament (EC) Ne 37/2010 ne ce m3uckBatr MJICOK wmnm ce
pasriexaaT karo Henonagany B ooxeara Ha Perimament (EC) Ne 470/2009, koraTto ca BKIIOYSHH B TO3U

BCTCPUHAPHOMCIUIITMHCKHU MTPOAYKT.




IMPUJIOKEHME 111

ETUKET U JIMCTOBKA



A. ETUKET
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NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BHBHIIHATA OITAKOBKA

BLHIIHA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

HALAGON 0,5 mg /ml nepopasnen pa3rBop
halofuginone

2. CbABPKAHUE HA AKTUBHATA CYBCTAHIIUA

Halofuginone (kato makratua com) 0,50 mg/ml

3. DPAPMANEBTUYHA ®OPMA

IIepopanen pa3TBop.

4. PABMEP HA OITAKOBKATA

1 Kapronena kytust, ceappkama 1 x 290 ml
1 Kapronena kytust, ceappkama 1 x 490 ml
1 Kapronena xytus, cpabpikamnia 1 x 980 ml

‘ 5. BUJOBE KUBOTHMU, 3A KOUTO E INTPEJJHA3HAYEH BMII

I'oBena (HOBOpOJCHHM TEJICTA).

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 7. METO/ 1 HAYUH HA ITPUJIOKEHHUE

3a mepopasHo NPUIOKEHHE.
[Ipenu ynorpeba npoveTy TUCTOBKATA.

8. KAPEHTEH CPOK

KapenteH cpok: Meco U BbTpELIHU opraHu: 13 aHu.

9. CIIEHUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

. [Ipenu ynmotpeda mpoyeTH JIMCTOBKATA.

11



10. CPOK HATOJHOCT

T'onen no:
Cpok Ha TOTHOCT CJIe ITEPBO OTBapsHE Ha KOHTEHHEpa: 6 Mecera.
Crnen mpoOuBaHe, H3MOI3BANTE MPEIN...

11. CHENUWAJIHHU YCJIOBUSA 3A CbXPAHEHUE

)la CC Ia3u 6yTI/IJIKaTa BBB BbHIIHATa OITAKOBKa C IEJI NPEAIa3BaHe OT CBETJIMHA.

12. CHEHOUWAJIHU MEPKH 3A YHUILNOXKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

VHuioxapase: Ipo4Y€TH JTUCTOBKATA.

13. HAAIIUCBHT ,,CAMO 3A BETEPUHAPHOMEJIUNLNHCKA YIIOTPEBA” U
YCJIOBUA NN OTPAHUYEHHUA OTHOCHO PABIIPOCTPAHEHUMETO N
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHapHOMEIUIINHCKA yTIOTpeoa.
Ja ce oTIycka caMmo 10 JIEKapcKo MPeArucaHue.

14. HAJAIUCHT ,,JA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHU
3A JEIJA MECTA”

I[a CC ChbXpaHsBa AaJICY OT IOorJjicAa U Ha HCAOCTHIIHU 3a AC1a MECTaA.

15. HMME U IIOCTOSAHEH AJIPEC HA ITIPUTEXXATEJISA HA JIMIHEH3A 3A YIIOTPEBA

EMDOKA

John Lijsenstraat 16
B-2321 Hoogstraten
Bbenrus

16. HOMEPA HA JIMIIEH3A 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. NAPTHIEH HOMEP

ITapTuna

12




NHOOPMAILUSA, KOATO CE U3IIMCBA BbPXY I'BPBUYHATA OITAKOBKA

Byruaka ot 290 ml, 490 ml niu 980 ml

1. HAUMMEHOBAHUME HA BETEPUHAPHOMEIUIIUHCKHUA TPOAYKT

HALAGON 0,5 mg/ml nepopasieH pa3TBop
halofuginone

‘ 2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUSA

Halofuginone (kaTo nakratHa coi) 0,50 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

‘ 4. PASMEP HA OITAKOBKATA

1 Kapronena xyrtus, cpabpikamnia 1 x 290 ml
1 Kapronena kytus, ceappkama 1 x 490 ml
1 Kapronena kytus, cpappkama 1 x 980 ml

‘ 5. BUJIOBE )KUBOTHM, 3A KOUTO E IPEJJTHAZHAYEH BMII

I'oBena (HOBOpOACHHU TEJETA).

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

3a mepopaiiHO IPUIIOKEHHUE.

[Ipenu ynotpeba mpoveTy IUCTOBKATA.

8. KAPEHTEH CPOK

KapenTten cpok: Meco u BbTpEIIHU Opranu: 13 nHu.

9. CIIEHUAJIHU TPEAYIIPEXKJIEHUS, AKO E HEOBXOAMMO

[Ipenu ymoTtpe6a mpovyeTy JIUCTOBKATA.
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10. CPOK HATOJHOCT

T'onen no:
Cpok Ha TOTHOCT CJIe ITEPBO OTBapsHE Ha KOHTEHHEpa: 6 Mecera.
Crnen mpoOuBaHe, H3MOI3BANTE MPEIN...

‘ 11. CHENUWAJIHHU YCJIOBUSA 3A CbXPAHEHUE

ﬂa CEC Mnma3u 6YTI/IJ'IKaTa BBB BBHIIIHATA OITAKOBKA C LECJI IPEAITa3BaHC OT CBETJIMHA.

12. CHEHNMWAJIHU MEPKH 3A YHUIINOXKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIN OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

13. HAAIMUCHT ,,CAMO 3A BETEPUHAPHOMEJIUIUHCKA YIIOTPEBA” U
YCJ0OBUSA NJIK OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepUHAPHOMEAUITMHCKA yIToTpeha.
Jla ce oTImycka camo 110 JIEKapCKO MpeIuCcaHue.

14. HAMIUCHT ,,JA CE CbXPAHSBA JAJIEY OT IIOIVIEAA U HA HEJOCTBITHU
3A JEIJA MECTA”

15. HME U IOCTOSAHEH AJPEC HA ITIPUTEKATEJISAA HA JIMIEH3A 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. NAPTHUJIEH HOMEP

ITapTuna
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B. IUCTOBKA
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JIMCTOBKA:
HALAGON 0,5 mg/ml nepopaJieH pa3TBop 3a Tejera

1. UME U TIOCTOAHEH AJAPEC HA IIPUTEXKATEJISA HA JIMIIEH3A 3A
YIHOTPEBA U HA ITPOU3BOJUTEJISL, AKO TE CA PA3JINYHU

[IpurexaTen Ha AuIIEH3a 32 yHIOoTpeOa:
EMDOKA

John Lijsenstraat 16

B-2321 Hoogstraten

benrus

IIpousBoauTEd, OTTOBOPEH 3a 0CBOOOK/IaBaHE HA MAPTUAATA:
Divasa-Farmavic, S.A.

Ctra. Sant Hipolit, Km. 71

08503 Gurb-Vic, Barcelona

Hcnanus

P2 HAUMEHOBAHUE HA BETEPUHAPHOME/IUIIUHCKHUA HPOAYKT
HALAGON 0,5 mg/ml nepopajieH pa3TBop 3a TejieTa

halofuginone (kaTo jakTaTHa cOJ)

3. CbABPKAHUE HA AKTUBHATA CYBCTAHUUA U EKCHUUIIMEHTUTE
Bceexu ml cpappxa:

AKTHBHA cy0cTaHIUA:

Halofuginone (kaTo nakratHa coin) 0,50 mg
ExsuBanentna Ha 0,6086 mg halofuginone lactate

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

BuCTBp KBAT IEpopalieH pa3TBop.

4. TEPAIIEBTUYHU IIOKA3AHUA

IIpu HOBOpOIEHU TENeTa:

. [IpennasBane oT Auapus, Clie HOCTaBeHa AuarHo3a 3a unpekuus ¢ Cryptosporidium parvum BbB
(hepMH, B KOUTO € UMAJIO KPUTITOCTIOPUINO3A.
[IpunoxenueTo TpsAOBa 1a 3amo4yHe B IbpBHTE 24 110 48 daca ciiel pakIaHeTo.

J HamansBane Ha nuapusaTa, AMarHOCTUIMPaHa KaTo MpHYMHEHA OT nHpekuus ¢ Cryptosporidium
parvum.
o [Tpunoxxenunero TpsAOBa a 3amo4yHe 10 24 yaca ciief] osiBaTa Ha AUAPHATA.

W B nBaTa ciry4as € moka3aHO HaMajeHUE Ha OTACISTHETO Ha OOIHCTH.
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5 INPOTHUBOIIOKA3AHUS

Jla He ce mpuiara Ha TIaIHO.

Jla He ce M3MOI3Ba B CITyYau Ha AWapHs, MPOIBIDKaBaIla moBede oT 24 gaca, ¥ py caadu )KUBOTHH.
Jla He ce M3MON3Ba NMPH CBPBXYYBCTBUTEIHOCT KbM aKTHBHATa CyOCTAaHIMS WJIA KbM HSKOH OT
EKCIIUIUECHTHUTE.

6. HEBJIAT'OIIPUSATHU PEAKIIUN
B MHOrO peaxu ciryyan Moske a ce HaOJllo[aBa yCUJIBaHe Ha IUApUsATa IPU TPETUPAHUTE )KUBOTHHU.

YecToTara Ha HEONMATONPUSATHUTE PEAKLIUHU CE ONPEAET Upe3 clleAHaTa Kiacu(QUKaIHs:

- MHOTO uecTH (ToBede oT 1 Ha 10 TpeTupaHu >KMBOTHH, IPOSBABAIIN HEOIATONPUATHU PEAKIINN)

- yectH (noBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 100 TpeTUpaHu KUBOTHH)

- He yecTH (rmoBede ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTHpaHu KMUBOTHH)

- penxu (TroBede oT 1, HO mo-maiiko oT 10 sxuBotHU Ha 10,000 TpeTUpaHH KUBOTHH )

- MHOTO penku (mo-manko ot 1 xxuBoTHO Ha 10,000 TpeTHpaHU KUBOTHH, BKIOUUTEITHO W30JHPAHH
CHOOIICHUS).

AKo 3a0enexuTe HIKaKBH HEOJIArOMpHUATHU PEeaKLNHU, BKIIOYUTEITHO U TAKUBA, KOUTO HE ca ONHCAaHU B
Ta3H JINCTOBKA WJIM MUCIIHUTE, Y€ BETCPUHAPHOMEIUIIMHCKUS IPOLYKT HE PaOOTH, MOJIS []a YBEAOMUTE
Bamms BeTepuHapeH nexap.

7. BUJIOBE )KUBOTHM, 3A KOUTO E IPEJJTHA3ZHAYEH BMII

l'oBena (HOBOpoaeHU TeneTa).

8. JAO3UPOBKA 3A BCEKH BU/| ’KUBOTHO, METOJ U HAYHUH HA ITPUJIAT'AHE
3a mepopasHoO NPUIIOKEHHE Ha TEJIETA CIE]l XPaHEHe.

Hoza: 100 pug halofuginone Ha 1 kg TemecHa maca (T.M.) / BEOHBX IHEBHO B MPOIBIDKEHHE Ha 7
nocnenoBatenau aau, 1.6. 4 ml HALAGON Ha 20 kg T.M. / BeIHBX JHEBHO B MPOABIDKEHUE Ha 7
MOCJIeI0BaTeTHH THU.

3a ynecaenue Ha Tpetupanero ¢ HALAGON ce npemiara ciieqHaTa OlpocTeHa cxema:

. 35 kg <Tenera <45 kg: 8 ml HALAGON BenHBX THEBHO B IPOABIDKEHUE Ha 7 TIOCIEI0BATCITHI
JTHU

. 45kg < Temera < 60kg: 12ml HALAGON BemHbX JTHEBHO B NpPOABIDKEHHE Ha 7
MOCIEI0BATCITHY JHU

3a mo-HUCKa WM IMO-BUCOKA TEJIECHAa Maca TpsiOBa 11a ce HamlpaBy To9HA Kankynarus (4 ml/20 kg).
3a 5a obOe3rneunTe MPaBIITHOTO JIO3MpaHe, € BKIIOYCHA MOIXO/AIIA TO3Mpalla MoMIIa 3a MPUIIOKCHUE
Ha HALAGON.

IlocnenoBatreaHOTO TPETUPAHC Tpﬂ6Ba Ja C€ U3BBbPIIBA 1O €AHO U CHIIO BPEMC Ha ACHA.

Crnen xaTo WHPBOTO Tene OBbAE TPETHPaHO, BCHYKH CIIEABAIIM HOBOPOJEHHU Teiera TpsiOBa ma ce
TpPeTHpaT CUCTEMAaTHYIHO, TOKATO CHIIECTBYBA PUCK OT auapus, nmpuuanHeHa ot C. parvum.
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9. CBBET 3A INTIPABUJIHO INTPUJIO)KEHUE

3a ma obe3meunTe MPaBUITHOTO TO3UpaHe, € BKIIFOUCHA IMOAXOAIA JO3UPAIIla TTOMIIa 3a TIPUII0KECHNE
ma HALAGON.

1) 3aBwmiiTe mo3upamara mommna Ha OyTHIIKaTa.

2) Cpanerte 3anIUTHATa Kanayka OT HaKpalHUKA.

3) Ako no3upamara mmomia ce M3MO0Jd3Ba 3a MPBB BT (WIM HE € OWila M3MO0JI3BaHa HSKOJIKO THH),
M3IOMIaliTe BHUMATEIHO, JOKATO Ha BbPXa Ha HAaKpalHUKa ce 00pa3yBa Kalka.

4) OGe3aBMXKETE TENETO U MOCTaBETE HAaKpalHMKa Ha 103UpalaTa oMIia B ycraTa My.

5) /JpwnHere crmychbKa Ha JO3MpaliaTa momia J0Kpaii, 3a 1a ce ocBoOOaH 1032, paBHsABaIa ce Ha 4 ml
pa3TBOp. [lpbhIHETE CHOTBETHO /1BA WM TPH IIBTHU 3a IPHIIaraHe Ha XeJaHus o0eM (CboTBeTHO 8 ml
3a tenera 35—45 kg u 12 ml 3a Tenera 45—60 kg).

6) IlocraBeTe OTHOBO 3aIIMTHATA KallauKa Ha HAKpalHHUKA.

10. KAPEHTEH CPOK

Meco u BbTpelHu opradu: 13 nHu.

11. CIHEINUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE HA ITPOAYKTA

a ce cpxpaHsiBa aaned OT Morjieia U Ha HeIOCTHITHY 3a JIella MecTa.

Ja ce ma3u OyTuiIKaTa BbB BRHIITHATA OMAKOBKA C IIEJT IIPE/INa3BaHe OT CBETIMHA.

Jla He ce U3I0I3Ba TO3H BETEPHHAPHOMEAUIIMHCKHY MPOAYKT CIIE]] N3THYAHE CPOKA HAa TOAHOCT, IIOCOYCH
BBpXY €THKET cief ,,[ ojeH 10

Cpok Ha TOIHOCT cJie/l TbPBOTO OTBapsiHE HA ITbPBUYHATA OMAKOBKa: 6 Mecella.

12. CHEINUAJIHU IIPEAYIPEXIEHUA

CrielnaJiHy npe/a3Hy MEPKU 3a )KUBOTHHTE TIPU YIIOTpebaTa Ha MPOIYKTA:

[Ipunoxxere camo ciefi 3aXxpaHBaHEe C KOJIACTpa WJIM CJIe]] 3aXpaHBaHE C MIISKO WM 3aMeCTHTEN Ha
MIISIKOTO. BKITFOUEH € oIX oI ype 3a IepopaTHo IPHIIOKEHUE. 3a TpeTHpaHe Ha TeJeTa, CTpaialln
OT aHOpEeKCHA, MPOAYKTHT TPAOBa Ja ce mpuiara ¢ MOJOBHH L enmexkTponurTeH pa3TBop. JKHBOTHHUTE
TpsiOBa Ja MMOJTydYaT NOCTaTHYHO KOJACTPa ChIIIACHO A00paTa MPaKTHKA 32 OTTIIEKIAHETO UM.

CrelmayiHi TMpeAna3Hd MEpPKU 3a JIWIATa, [pHUarany BETCPUHAPHOMEIUIIMHCKUS MPONYKT Ha
KHUBOTHUTC:

Xopa ¢ yCTaHOBEHa CBPBHXYYBCTBUTEITHOCT KBM aKTHBHATa CYOCTaHIIMS WIH KbM HIKOW OT
eKCIMIINEeHTHTE TPSOBa Jla IpUIIaraT BeTepHHAPHOMEAUIINHCKUS IPOAYKT C TIOBHUIIIEHO BHUMaHUE.
[ToBTapsI ce KOHTAKT C IPOAYKTa MOXE JIa JIOBE/IE 0 KOXKHU aJICPTUU.

W30sArBaiiTe KOHTAKT HAa KOXKaTa, OYWTE WJIM JIMTaBUIATa ¢ TMpoaykra. MHIWBHIyaaHO MpennazHo
obopyaBaHe, CBHCTOSINNO C€ OT 3alUTHH PBHKABUIIM, TPsSOBa Ja Ce HOCH, KOTato ce paboTH ¢
BCTCPUHAPHOMCIUIIUHCKHA IPOAYKT.

B ciyuaii Ha KOHTaKT ¢ KOXKaTa WJIM OUYUTE CTapaTeTHO M3MUITE 3acerHarara 30Ha C YucTa Bojaa. AKoO
IPa3HEHETO B OUUTE MPOIBIDKABA, TOTHPCETE MEAUIINHCKHN CHBET.

W3muiite prieTe cu ciie ynorpeoa.

bpeMeHHOCT U JIaKTaIus:
He e npunoxumo.

IIpenosupane (CHMITOMU, CHEMIHNA MEPKH, AaHTHIOTH):
Heo0x01uMo € CTpUKTHO Clia3BaHEe Ha MperopbhYaHaTa 1033, Thil KaTo MPU NpujiaraHe Ha JBOWHO IO-
rojisiMa 11032 MOTaT Ja C€ MOSBIT CUMITOMH Ha TOKCHYHOCT. T€3u CHMIITOMHU BKIIIOUBAT JHAPHS,
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BUAMMA KPBB B U3NPAKHCHUATA, OTKA3 OT KOHCyMalus Ha MJIIKO, ACXUApaTalnus, arnatusa U U3TOLCHHUEC.
HpI/I nosiBaTa Ha KIIMHWUYHHA CUMITOMHU 34 MPCAO3HUPAHC JICUCHHUCTO TpSIGBa Aa cc cIpe He3a0aBHO U
JKHUBOTHOTO TpiI6Ba Ja C€ HaxpaHu C YUCTO MJIIIKO WX MIICKO3aMCECTUTCIL. Moxe a ce HaloXH

pexuapaTtupase.

13. CHEHNUAJIHU MEPKHU 3A YHUILOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT UJIN

OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

BMII He Tpsi6Ba ga ObAAT U3XBHPISHU C OUTOBU OTIIAIBIIN WIIA OTHAHHA BOJIH.

Ilonuraiite Baius BeTepuHapeH Jiekap KakBO na mnpaBute ¢ HeHyxkHute BMII. Te3u mepku 1mie

IIOMOT'HAT 3a OITa3BaHC€ Ha OKOJIHATa cpela.

14. JATA HA ITIOCJIEJHATA PEJAKIUSA HA TEKCTA

Ho;:[po6Ha I/IH(i)OpMaL[I/IH 3a TO3UW NPOAYKT MOXKE Oa HAMCPUTC Ha HWHTCPHCT CTpaHUIlaTa Ha

EBponetickata Arenuus no Jlekapcrara http://www.ema.europa.eu/.

15. JOI'bJIHUTEJIHA NTHO®OPMAILUA

- Kapronena xyTtusi, chappkama egHa OyTWiKa (IMOJIMETHJICH C BUCOKA ILTBTHOCT) oT 290 ml

nepopaieH pa3TBop.

- Kapronena kyTus, chappkaiia eaHa OyTHiKa (NMOJMETHIICH C BUCOKa ILTHTHOCT) oT 490 ml

IepopaJICH Pa3TBOP.

- Kapronena xyTws, chappikama eaHa OyTHiIKa (TMMOJMHETHJICH ¢ BHCOKA ILTHTHOCT) OoT 980 ml

HIepopajeH pa3TBop.

He Bcnuku pa3Mepu Ha OIMMAKOBKATa MOrar Ja 6’L,Z[3.T npeayiaranv Ha masapa.

I[a CC OTITyCKa CaMO II0 JIEKApPCKO MMpEAINMCaHune.

3a Bcska wmH(pOpMAIMsS OTHOCHO TO3W BETEPHHAPHOMEIWIIMHCKH IIPOIYKT, MOJS CBBPKETE CE C

TCPUTOPUATTHUA NPCACTABUTCII HA MPUTECIKATCIIA HA JIMLICH3a 3a yHOTpeGa.

Belgié/Belgique/Belgien
Emdoka

John Lijsenstraat 16,
BE-2321 Hoogstraten
Tel: +32 (0)3 315 04 26

Peny0auka bbarapus
BUOCOEPA ®APM EOO/]
yi.}Opwuii "arapun Ne 50
BG rp. Koctunbpon 2230
Ten: + 359 885917017

Ceska republika

BIOPHARM, Vyzkumny ustav biofarmacie
a veterinarnich 1é¢iv, a.s

Pohoti — Chotoun 90

CZ-254 49 Jilové u Prahy

Lietuva

OU Zoovetvaru
Uusaru 5

Saue 76505

Estija

Tel: +372 6 709 006

Luxembourg/Luxemburg
Emdoka

John Lijsenstraat 16,

2321 Hoogstraten
Belgique

Tel: +32 (0)3 315 04 26

Magyarorszag

Pannon VetPharma Kft.
Hankoczy Jeno utca 21/A
HU-1022 Budapest

Tel.: +36 30 650 0 650



Tel: +420 241 950 383

Danmark Malta
proVET Nordic ApS Emdoka
Industrivej 5 John Lijsenstraat 16,
DK-6640 Lunderskov 2321 Hoogstraten
Tel: +45 53 28 29 29 BelgjuTel: +32 (0)3 315 04 26
Deutschland Nederland
WDT eG AST Farma B.V.
Siemensstr. 14 Wilgenweg 7
DE-30827 Garbsen NL-3421 TV Oudewater
Tel: +49 5131 705 0 Tel: +31 (0) 0348 56 34 34
Eesti Norge
OU Zoovetvaru Emdoka
Uusaru 5 John Lijsenstraat 16,
EE-Saue 76505 2321 Hoogstraten
Tel: +372 6 709 006 Belgia

Tel: +32 (0)3 315 04 26
EA0LGoa Osterreich
FATRO-HELLAS SPLTD VetViva Richter GmbH
20 yh. ITTATANIAZ-ZITATQN Durisolstrasse 14
EL-190 02 TTATANIA AT-4600 Wels
TnA: +30 210 6644331 Tel: +43 7242 490 0
Espafia Polska
Divasa-Farmavic S.A. Fatro Polska Sp. z o.0.
Ctra. Sant Hipolit, km 71 ul. Bolonska 1
ES-08503 Gurb-Vic, Barcelona PL-55 040 Kobierzyce
Tel: +34 93 886 01 00 Tel.: +48 71 311 11 11
France Portugal
Axience SAS Divasa-Farmavic S.A.
Tour Essor - 14, rue Scandicci Ctra. Sant Hipolit, km 71
FR-93500 Pantin 08503 Gurb-Vic, Barcelona
Tél. +33 141 8323 17 Espanha

Tel: +34 93 886 01 00

Hrvatska Romainia

Arnika Veterina d.o.o. ALTIUS SA

Vidikovac 20, Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
HR-10000 Zagreb apartament A.8.2, sect 1, Bucuresti — RO

TEL: +385 (0) 1 364 37 37 Tel: +40 021 310 88 80

Ireland Slovenija

Duggan Veterinary Supplies Ltd., TPR d.o.o.

Holycross, Litostrojska cesta 44e,

Thurles, SI-1000 Ljubljana

IE-Co Tipperary Tel: +386 1 5055882

Tel: +353 (0) 504 43169

island Slovenska republika
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Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgia

Tel: +32 (0)3 315 04 26

Italia

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

1T-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711

Kvzpog

Ymopog Zravpwviong Képucodg Atd
Aewo. Ztacivov 28

CY-1060 Agvkooio

TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

Saue 76505
Igaunija

Tel: +372 6 709 006
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BIOPHARM, Vyzkumny ustav biofarmacie

a veterinarnich 1é¢iv, a.s
Pohoti — Chotoun 90
254 49 Jilové u Prahy
Ceska Republika

Tel: +420 241 950 383

Suomi/Finland
Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgia

Tel: +32 (0)3 315 04 26

Sverige

Emdoka

John Lijsenstraat 16,
2321 Hoogstraten
Belgien

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



