IHAPAPTHMA I

MEPIAHYH TON XAPAKTHPIETIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

HALAGON 0,5 mg/ml técio SidAvpa yio Loésyouvg

2. HOIOTIKH KAI MOXOTIKH XYNGEXH
Kd&0e ml mepiéyet:
ApPOOTIKO GVOTATIKG:

Halofuginone (g yoAakTikd GA0G) 0,50 mg / ml
Ioodbvapo pe 0,6086 mg YOAOKTIKNG GAOPOVYIVOVIG

"Exodoya:
Benzoic acid (E 210)................ 1 mg
Tartrazine (E 102)........c.cc......... 0,03 mg

BA. mAiqpn xatdioyo exddywv 6to kepdrato 6.1.

3. DOAPMAKOTEXNIKH MOP®H

[Méoyo Siivpa.

Awowyég kitptvo d1dAvpa.

4. KAINIKA XTOIXEIA

4.1 Eion ooy

Booegdn (veoyévvntol poécyot).

4.2 OgpoamevTikég gvoci&elg mpoasoropilovrag Ta £idn {O®v

€ VeoyEvvnToug LOGYOVG:

. [IpoAnyn g didppotag Tov opeileTol o€ dtayvoopévn Aoipwén and Cryptosporidium parvum, 6€
LLOVADES LLE 10TOPIKO KPLTTOGTOPLOIAoTG.
H yopniynom Ba wpénetl va apyicel eviog Tov mpdtov 24 émg 48 wpdv g {ong Tov HOcYmV.

. Meimon g dudppotag Tov opeiretat og dyvoouévn Aoipwén and Cryptosporidium parvum.
H yopniynon Ba wpénetl va apyicel evtog 24 wpdv HETE amd TV REEVIoN TNG O18ppoLog.

Kot otig 300 mepimtdoets, £xet amodeiydei 1 Pelmwon TG OmMEKKPLONE ®OKVGTEMV.
4.3 Avtevoeileg

No punv yopnyeitot pe ddeto oTopdyL.

No unv yopryeiton 6€ mePTMOOELS d18ppoLag OV EYEL TOPOVSLOGHEl Y10 TEPIGGATEPES OO 24 pES, KaBmG
Kot g advvapa {da.

Na punv yopnyeitor oe mepintmon vrepevalsnciog otn SpacTikny ovoia 1 6€ KATO0 amd To EKS0YCL.
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4.4 E101kéc TPoELdOTOUGELS Y10 KAOE €160¢ DOV
Koapia.
4.5 Idowitepes mPoPUAGEELS KATE TN Yp1ioN

Idwitepeg mpouAdEelc Kot tn ypnon o (ha

Xopnynote to UETA amd YOPNYNON TPOTOYAANTOC 1| UETE amd YOPNYNoT YAAGKTOG 1 VTOKUTAGTOTOL
yahaktoc. Mol pe to mpoidv dwotifetar cuokevn KATAAANAN Yo xopriynon ond to otopa. [a ) Bepaneio
poéoymv mov dev Eyovv Opefn, 1o MPoidv OBa mpémel va yopnyeitar péco o€ WoO ATPO SAVMOTOG
niextporvtdv. Toa {da Bo mpémer vo AopuPAvovy apKeETd TPOTOYOAN GUUEMOVE LE T COOTN TPUKTIKY|
EKTPOONG.

[Swaitepec mpoovAdéeic mov mpémel va Aoufavovial amd To ATOUO TOV YOPNYEL TO QAPUAKEVTIKO TPOIOV GE
Loa

Atopa pe Yoot vrepgvoncinoia ot OpacTiKh ovsio 1 6€ KAmo1o omd To £KO0Y0 TPETEL VO, YOPTYOUV TO
TPOIOV LLE TPOCOYN.

Eravolappovopevn emaen Le To TPoiov ropel va 0dNYNOEL G€ AALEPYIES TOV SEPLOTOC.

No aroeedyetal 1 €xaEn TOL SEPUOTOC, TOV HOTIOV KOl ToV PAEVVOYOVOV pHe TO Tpoiov. No gopdte
TPOGTATELTIKA YavTIo 6T YXEPIlETTE TO TPOTIOV.

Xe TEPImTOON EMAPNC TOL OEPLOTOC KOl TOV LTIV, TAVVETE TPOGEKTIKA TNV eKTEOSUEVN TEPLOY ME
KaBapo vepd. Av 0 gpebIoOg TV LATIOV emeivel, ovalnTNoETE WTPIKT GUUBOVAN.

No TAévete ta y€pLoL LETA Ao T YpNom.

4.6 AvemOOunteg evépyereg (cuyvéTnTo Kot cofapotnTa)

e TOAD OTAVIEG TEPITTMGELS, £YEL TapatnpnOel o avénon Tov Pabpod didppotag ota Vo Bepaneio {da.
H ocvyvétmrta tov avemBduntov evepyeumv kabopiletor wg akoAovdmg:

- ToAD ovyvn (Teplocotepo omd 1 oto 10 {da mapovotdlovv avemBounTeg evépyeleg Katd T StdpKeLa Tng
Oepameiog)

- ovyvn (meptocotepo amd 1 adAd Atydtepo amd 10 {da ota 100 vrd Bepomeio {dar)

- un ovvndiopévn (mepiocdtepo and 1 aArd Arydtepo amd 10 {da oto 1000 vd Bepancio {da)

- ondvia (meprocdtepo amd 1 akdd Aydtepo amd 10 {da ota 10.000 vd Bepancio (o)

- oA omdvia, (Aydtepo amd 1 ota 10.000 vio Oepaneio Coa).

4.7 Xpion Kotd TNV KNG, TN YoAoUY io | TNV ®OTOKIM

Agv 1oybet.

4.8 AlNAemOPACEIS PE GALY QUPRUKEVTIKA TPOTOVTE KO GALES popEg aliniemidpaong

Kopio yvootn.

4.9 Aocoloyio kKol TPOTOS YOPNYNONS

T"a ypniom and 1o 61O O PHOGYKOVG LETH OO YOPTYNON TPOPHG.

H docoioyia etvar: 100 pg aroeovywovng avd Kiko copatikod Papovg pio @opd tnv nuépa yuo 7

ovvexopeves nuépeg, MA. 4 ml HALAGON / 20 «iAé copoatikod Bapovg pio @opd v nuépa yio 7
GUVEYOLEVES MUEPEC.



Ev tovtoig, yuo va yiver n Oepameio pe 1o HALAGON gukolotepn, mpoTeiveTal €vo amAOTOMUEVO
5000A0YIKO Gy

. 35 kg < péoyor < 45 kg: 8 ml HALAGON pia @opd v nuépa xatd ) owdpkela 7 ocuvexduevev
NUEPDOV.

. 45 kg < pooyot < 60 kg: 12 ml HALAGON pia gopd v nuépa Katd tn StipKela, 7 GuVEXOUEVOV
NUEPDOV.

TMa younAdtepa 1 vymAdtepa copatikd dpn, Tpénel va yivetar akpipng vmoroyiopdc (4 ml /20 kg).
I'a va dtucearicBel | cwot docoloyia, To Tpoidv dratiBeton pali e SOGOUETPIKN AVTAIW.

1) Bdmote T d0GOUETPIKT AVTALD OTN GLAAT).

2) A@a1péoTe TO TPOCTATEVTIKO KOMAKL 0td TO 0KPOPVGIO.

3) Edv ypnoiponoieite ) d0cOUETPIK avTMa Yio TpdTI Qopa (1] €V deV TNV EXETE XPNCLOTOUGEL Y10
UEPEG), OVTANOTE TPOGEKTIKA TO SIAAV LA £MG OTOV VO GYNUOTIOTEL ot GTOYOVA ETAVED GTO OKPOPUGIO.

4) Axwntomomote ToV LOGYO Kot TOTOBETHOTE TN SOGOUETPIKN AVTALOD GTO GTOLA TOV.

5) Tpapn&re ) okavodin TG GOCOUETPIKT AVIAING G TO TEPUA Yo VO Yoprynoete door ion pe 4 ml
dwdvpatoc. TpapnEte ™ okavodin d0o M TPES POPES Yo va. YOpMYNoETE TNV emBuunt TOGOTNTA
(8 ml yio pooyovg 35 — 45 kg war 12 ml ya péoyovg 45 — 60 kg, avrtictoya).

6) TomoBetnote Eovd TO TPOGTATEVTIKO KATAKL GTO AKPOPVGIO.

H ocvveyopevn Bepaneio mpémel va yiveror v idto dpa kb nuépa.

Amd ™ otrypn mwov Ba vroPAnOei o Bepaneia 10 TPOTO HOGKAPL, Ba TpémeL va vrofdilovial og Bepamneio
GUOTILOTIKG OAQ TO EMOUEVO VEOYEVVITO LOGYAPLA, Yiot OGO Kapd TOPAUEVEL O KiVOUVOG TNG S1ippotag,
7ov opeireton oto C. parvum.

4.10 Y7mepdocoroyia (GUUTTONATE, RETPU UVTIRETAOMIGNGS, AVTIOOTA), EAV EivAl OTOPOITNTA

Kabag eivor dvvatov va eppavicfodv countdpoto toéikdtntog ot duhdoio g Oepamevtikng d6omg,
glval ovaykaio va yopnyeitor avompd m ovvictodpevn docoloyia. Ta ocvumtdpote TOEKOTNTOC
neptlapfdvouy  ddppota, euEAvVion oipaTog oT0 KOmpova, HEIOON TG KATAVAA®MONG YAAOKTOG,
aeLIATMOT], arddsio Kol KOTATTOOT. AV Tapoatnpndodv KAVIKA cupntdpate vrepdocoroyiog, n Bepaneia
TPEMEL VA GTOLOTE APEGMG KoL 6TO (MO VO Xop1yEiTOL YAAN 1] VTOKATAGTOTO YAAOKTOG YWPIG QAPLOKEVTIKN
aywyn. Mmopel va givar avaykaio n evuddtwon tov {dov.

4.11 Xpovog(ol) avapovig

Kpéag kot eddotpot iotoi: 13 nuépeg.

5. OAPMAKOAOI'IKEZ IAIOTHTEX

Ddappokobepamevticn opdda: Aouroi avtimpwrtolmikoi mapdyovieg, halofuginone.
Kodwkdc ATCvet: QP5S1AXO0S.

5.1 ®@oppokodvVOpIKES 1OLOTNTES

To dpaotikd cvotatikd halofuginone, gival évag avtimpwtol®ikdg TapAyOVTAG TNG OHASNS TV TOPAYDY®V
¢ quinazolinone (almtovya moAveTepokLKAKG). H yoloktik alopovywvovn givar Eva GAog Tov omoiov
ot avTmp@ToliKEG 1010TNTES KoL 1 dpacTikdTTa evavtiov tov Cryptosporidium parvum £youvv amodetyel
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1660 in vitro 660 Kol 6€ TEYVNTEG 1| PLOKEG LoAvveels. H ovsia €xel kpumtoomopldlooTaTIiKy dpAct 610
Cryptosporidium parvum. Eivol dpactikn xupiog ota eAedbepa otddio Tov Topacitov (cmopolwidio,
pepolwidio). H suykévrpmon mov amarteiton yro va ovayorticBei to 50% kot to 90% tov napacitov oe va
cVOTNHO SOKIU®V in vitro givol ICso < 0,1 pg/ml ko ICeo 4,5 pg/ml, avtictoyya.

5.2 ®oappoxoxivinTiKad oToyEio

H PuodiaBeoytotnto Tov QopraKov 6Tovg HOoKoLg LETE amd pio pHOVo Yopnynon amd To oToOpo. sivol
nepimov 80%. O avaykaiog xpovog yia va emttevydei n péyiotn ouykévipmon Tmax eivar 11 dpeg. H péyiom
ovYKkéEVTpwon oto TAdoUd  Cmax €tvar 4 ng/ml. O @owvopevikdg 6ykoc Koatavoung etvar 10 1/kg. Ou
GUYKEVIPDGELG TNG AAOPOVYIVOVIG GTO TAACLO HETA OO EMOVAANTTIKES YOPNYNOELG A0 TO GTOUN Eivor
GULYKPIGES LLE TO PAPLOKOKIVITIKO TPOTOKOAAO LETE 0o pio povo Bepomeio amd to otopo. H apetdpint
aAo@ovywvovn etval To KUPLo cLoTATIKO G6TOLG 16ToVC. Ot VYNAOTEPES TIEG €xovv Ppebel 010 NP Ko
6ToVG vePpPoLs. To mpoidv amekkpivetal kupimg oto 0Opo. H tedikn nuumepiodog Lomg eivon 11,7 dpeg petd
amd evooeAEPLa yoprynon kot 30,84 dpeg HeTd 0md AN YOPNYNON OO TO GTOLO.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Koatdroyog skdoywv

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

6.2 Kopieg acoppatotnTeg
Agv 1oybetl.
6.3 Awdpxkero Long

Aldpxeia {oNg TOL KTNVIATPIKOD POPUAKEVTIKOD TPOIOVIOC GCUUPOVA LE TH CUCKEVACIN TOANONG: 3 €.
Awdpxeta {oMg pHetd amd To TPMTO AVOLYLLH TG CTOLYELNOOVS GUCKEVAGING: 6 UNVEG.

6.4 Idowitepeg mpo@LAAEELS KOTA T QVAAEN TOV TPOTIOVTOG
Ddvldooete T PLIAN 6TV EEMTEPIKN GLOKELAGIO Y10 VO TPOCTUTEVETAL OO TO PMOC.
6.5 @Von km 6vOeS TNGS OTOLYELMOOVG GVOKEVUGIOG

- Kovrti amd yoptovi T0 0m0oio mepiEyet pia réAn Téciov dtodvpatog tov 290 ml (eédAn amd vynAng
TUKVOTNTOG TOALULOVAEVLO).

- Kovrti oo xaptdvi 10 01010 TEPLEYEL pint PLAAN OGOV S1oADaTOC TV 490 ml (PLaAn amd VYNANS
TUKVOTNTOG TOAVABVLAEV10).

- Kovrti amd yoptovi T0 0m0oio mepiéyet pia gréoAn wociov dtodvpatog tov 980 ml (eédAn amd vynAng
TUKVOTNTOG TOALULOVAEVLO).

Ka0e @1ain givor oppayiopévn Kot pEPEL KATAKL TOAVTPOTVAEVIOV.

Kdabe cvokevacio mepiéyel eniong pio docopetpikn aviiio tov 4 ml, n omolo omoteAeital omd
eCOPTAOTO KOTOOKEVAGHUEVE OO VYNANG TUKVOTNTOG TOAVABLAEVIO, YOUNANG TUKVOTNTOG
TOAVALOVAEVIO, YPOUUIKO TOAVOUIBVAEVIO YOUNANG TUKVOTNTOG, TOALTPOTVAEVIO, avVOEEId®TO
Y OAvPa Kol GTAKOVY.



Mmopei va unv KukAoQopovy OAEG Ol GLCKEVLUGIES.

6.6 Ew0wkéc mpo@uAidielg améppuyng €vog ypNoHOTo0£vTog KTNVIOTPIKOY (PUPUUKEVTIKOV
TPOIOVTOG 1] AAL®OV VAMKOV TTOV TPOEPYOVTAL OTTO TN YP1)O1] TOL TPOIOVTOG, AV VITAPYOVY

Kabe pun ypnotpomomBév KtnviaTpikd QopHOKELTIKO TPOIOV 1 Un XPNOUomon0évta, VTOAEIHHOTE TOV
TPETEL VO ATOPPITTOVTIOL COUPOVE LE TIC LOYVOVCES EBVIKEC OMATNGELS.

To mpoidv dev Tpénel va elGEPYETAL GTOV VOPOPOPO opilovTa, KABDS aVTO EVOEYETAL VO ElvaL ETIKIVOLVO Yl
Tovg 1yBeic ka1 AALlovg VOPOPLOVS OPYUVIGLOVG.

7. KATOXOZX AAEIAYX KYKAO®OPIAX

Emdoka

J. Lijsenstraat 16

B-2321 Hoogstraten

BEATIO

8. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/16/201/001

EU/2/16/201/002

EU/2/16/201/003

9. HMEPOMHNIA INPQTHXE EI'KPIXHX/ANANEQYXHY THX AAEIAX
Huepounvia tpdtng éyxpiong: 13/12/2016

Huepounvia tekevtaiog avavémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeig MANPoQopieg Yia T0 eV AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidV dtaTifevTol oTov SIKTLOKO
om0 10V Evponaikod Opyavicpod Gappdxov http://www.ema.europa.eu/.

AIIATOPEYXZH NIQAHXHX, AIAOGEXHYX KAI /H XPHXHX
Agv 1oybetl.



IHAPAPTHMA 11

KATOXOX THX AAEIAX [TAPAT'QI'HY, YIIEYOYNOX I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI IIOY A®OPOYN TH ATAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATQN OPIQN KATAAOIIOQN (AOK)



A. KATOXOZX THX AAEIAX TTAPAT'QI'HY, YIIEYOYNOX I'TA THN AIIOAEXMEYXH
TOQN HAPTIAQN

Enomvouio kot d1ev6vvon tov kotdyov tne GOstog Tapay®yns mov sival vrenfuvog yio TNV amodEcuevon
TOV TOPTIO®OV

Divasa-Farmavic, S.A.

Ctra. Sant Hipolit, Km. 71

08503 Gurb-Vic, Barcelona

Spain

B. OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH ATIAGEXH KAI TH XPHXH

No yopnyeitor HOVOV e KTNVINTPIKT GLVTOYY.

I'. ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpaoctikn ovsio tov HALAGON egivon pia emttpenopevn ovsio 0nmg tepthappavetol otov mivaka 1 tov
Mapaptipatog Tov kKovoviopov (EE) ap. 37/2010 g Evponaikng Ertponic og akoiovbog:

Qappoxoroyikadg | Katdhowmo- | Eion AOK Iotoi- AlAeg OepamevTiKy
dpaoTIKN 0LGio deiktng (oo o1oY0L | mpobmobécelg ta&vounon
Alogovyvovn Alopovyy | Booewdn | 10 pg/kg | Moeg Na unv | Avtumopacttik
ovn 25 ng/kg | Aimog yopnyeitoar o€ | ol mwOPAYOVTEG

30 ug’kg | Hrmap (oo amd ta | /avimpotolmi
30 ug’kg | Negppdg | omoia Kol Topdyoveg
TOPAYETOL
Yoro Y
avOpadmTIVN
KOTOVAA®OOT

Ta ékdoyo ta onoio meptypdpovtar otny Tapdypapo 6.1 tng [IXII eivot emitpendeves 0VGies 1o TIg OToleg
o mivakag 1 tov mapoaptiuatog tov kovoviopov (EE) apf. 37/2010 e Empomng avoeéper 0tL dev
amortovvion AOK, 1 Bewpodvion 611 dev eumintovv oto medio epapupoyng tov kavoviopov (EK)
aptf. 470/2009 , 6tov XpMNOUYLOTOLOVVTOL GE CLTO TO KINVINTPIKO POPLOKEVTIKO TPOTOV.



IHAPAPTHMA III

ENNIXHMANZXZH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH
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IHAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepiko yapTivo kovti

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HALAGON 0,5 mg/ml mécyto didivpa
halofuginone

2.  XLYNOEZH XE APAXTIKH(EZ) OYIIA(EX)

Halofuginone (g yoAokTikd GAnG) 0,50 mg/ml

3. DOAPMAKOTEXNIKH MOP®H

[Toco ddivpa

4. YXYXKEYAZXIA

1 Kovti and yaptovi 1o omoio mepiéyet 1 x 290 ml
1 Kovti amd yoptove o omoio wepiéyet 1 x 490 ml
1 Kovti amd yoptove o omoio wepiéyet 1 x 980 ml

5. EIAOZ(H) ZQOY(QN)

Booegdn (veoyévvntol poécyot).

| 6.  ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

"o yprion and 10 oo

AwBdote To @OALO 0ONYUDV YPNONG TPV ATO T XOPTYNON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: Kpéag kot edmdipot wotoi: 13 nuépeg.

‘ 9. EIAIKH(EYX) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

AwBdote To @OALO 0ONYLOV YPNONG TPV OO T YOPNYNON.
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10. HMEPOMHNIA AHEHX

AHEH
Awdpxeia (oMg pHetd To TPMTO AVOlyLa TOV TEPLEKTN: 6 UNVEC.
Metd ) d1avoién, va ypnoonoleitol eveog ...

11. EIAIKEYX XYNOHKEX ATATHPHXHX

DdvAdooeTe T PLAAN 0T0 EEOTEPIKO KOVTI Y10, VO TPOGTATEVETAL OO TO PMG.

12. EIAIKEX TIPO®YAAEZEEIX AITOPPIYHY ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

Amdppryn: PA.eCOKAEIGTO PVAO 0NYIDV YPNOTC.

13. OI AEEEIX «<AITIOKAEIXTIKA I'A KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MNEPIOPIEMOI NOY IZXYOYN XXETIKA ME TH ATIAGEXH KAI TH XPHXH, av
VAAPYOVV

ATOKAEIGTIKA Y10 KTVIOTPIKY XPHON.
No datifetatl Lovov e KTNVINTPIKN GuVTaY.

14. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
IMPOXEITIZOYN TA ITAIAIA»

No puAdooetot oe B€on, TV omoia dev PAETOVY Kot dev mpoceyyilovv Ta TodLdL..

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

EMDOKA

John Lijsenstraat 16
B-2321 Hoogstraten
Belgium

16. APIOMOZX(OI) AAETAY KYKAO®OPIAX

EU/2/16/201/001 (290 ml)

EU/2/16/201/002 (490 ml)

EU/2/16/201/003(980 ml)

17. APIOMOX ITAPTIAAY ITAPATQI'HX
Maptida

12




IHAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®1aAn 290ml, 490 ml 1} 980 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IMPOIONTOX

HALAGON 0,5 mg/ml ntéoyo didAvpa
halofuginone

2. YXYNGOEZH XE APAXTIKH(EX) OYZIA(EX)

Halofuginone (g yoAokTikd GAnG) 0,50 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

4. TYEZKEYAZIA

1 Kovti and yaptovi 1o omoio mepiéyet 1 x 290 ml
1 Kovti amd yoptove o omoio wepiéyet 1 x 490 ml
1 Kovti amd yoptove o omoio wepiéyet 1 x 980 ml

5. EIAOZ(H) ZQOY(QN)

Booegdn (veoyévvntol udoyot)

| 6.  ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

"o yprion and 10 oo

AwBdote To @OALO 0ONYUDV YPNONG TPV ATO T XOPTYNON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: Kpéag kot edmdipot wotoi: 13 nuépeg.

‘ 9. EIAIKH(EYX) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

AwBdote To @OALO 0ONYLOV YPNONG TPV OO T YOPNYNON.
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10. HMEPOMHNIA AHZHX

AHEH
Aldpxeta (oMg Petd To TPMTO AVOLYL TOV TEPLEKTN: 6 UNVEC.
Metd ) 61dvoign, va ypnoLUoToleital EVTOG ...

11. EIAIKEX XYNOHKEX ATATHPHXHX

Dvldooete TN PLOAN TNV EEOTEPIKT CLOKELOGIN Y10 VO TPOCTUTEVETAL OO TO POC.

12. EIAIKEX TIPO®YAAZEEIX AITIOPPIYHY ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

13. OI AEEEIX «<AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
INEPIOPIEMOI IIOY IZXYOYN XXETIKA ME TH AIAOGEXH KAI TH XPHXH, AN
YIHAPXOYN

ATOKAEIGTIKA Y10 KTVIOTPIKY XPHON.
No datifetatl Lovov e KTNVINTPIKN GuVTaY.

14. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
IMPOXEITIZOYN TA ITAIAIA»

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

EMDOKA

John Lijsenstraat 16
B-2321 Hoogstraten
Belgium

16. APIOMOZX(OI) AAETAY KYKAO®D®OPIAX

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

17. APIOMOZX ITAPTIAAY ITAPAT QT'HX

Maptida

14




B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTTIQN XPHXHX:
HALAGON 0,5 mg/ml wécipo drdgiopa yio poécyovg

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI TOY
KATOXOY THX AAETAX TAPATQTHE ITIOY EINAI YIIEYOYNOX I'TA THN AITIOAEXMEYXH
ITAPTIAQN, E©@OXON EINAI ATA®OPETIKOI

Kdroyog g ddeiac kukAopopiag:
EMDOKA

John Lijsenstraat 16

B-2321 Hoogstraten

Belgium

Hopaywydg vaenBouvog yio TV 0m0dEGUELON TOV TOPTIOWV:
Divasa-Farmavic, S.A.

Ctra. Sant Hipolit, Km. 71

08503 Gurb-Vic, Barcelona

Spain

24 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
HALAGON 0,5 mg/ml mécy1o S1dAvpa yio HoGyovs

halofuginone (¢ yoAakTikd GA0G)

3. YYNGEXH XE APAXTIKO(A) ZYXTATIKO(A) KAI AAAEX OYXIEX
Kabe ml mepiéyet:

ApPOOTIKO GVOTATIKG:

Halofuginone (wg yoAaxtikd dAog) 0,50 mg
Ioodvvapo pe 0,6086 mg YOAUKTIKNG QAOQOVYIVOVIG

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

Alovyég Kitptvo TOOHO StGAvLO.

4. ENAEIZH(EIX)
€ VEOYEVVITOVG LOGYOVG:

o [Ipdinyn g dibppotag mov opeileton oe dayvoouévn Aolpwén and Cryptosporidium parvum, o€
LOVASES [LE 10TOPIKO KPLITOCTOPLIIOONG.
H yopfiynom 6a mpémet va apyicetl eviog tov npmdtav 24 £0¢ 48 wpmv g {ong Tov HOsK®V.

e Meimwon g ddppotag Tov opeiletan o€ dryvacsuévn Aoipmén and Cryptosporidium parvum.
H yopniynon Ba wpéner va apyicel evtog 24 wpadv HETE amd TV ERPAEVION TNG O18ppOLoC.
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Kot ot1g 800 mepmtdoets, £xet amodeiydei 1 Pelmwon TG OmTEKKPLONE ®OKVGTEMV.

5. ANTENAEIZEIX

No pnv yopnyeiton pe Gd0g10 GTOUAYL.

No punv xopnyeital 6€ TePITTOCELS dS1APPOLG TOL EXEL Tapovolachel yia TepiocdTepeg and 24 dpeg, KaBMg
Kot o€ advvape (oa.

No punv yopnyeitol oe Tepintmon vaepevalcnciog otn SpacTiKn oVoia 1| 6€ KATO0 o To EKO0YOL.

6. ANENNIOYMHTEX ENEPTEIEX

Xe TOAD OTAVIEG TEPUTTAOCELS, EYEL Tapatnpndel pia avénomn tov Pabpov didppotog ota vd Bepaneia {da.
H ocvyvotta tov avemBountov evepyeidv kabopiletat g axorlovbwmg:

- oAV ovyvn (Teprocotepo amd 1 ota 10 {da mapovoidlovv avemBOuNTeg evépyeleg Kotd tn d1dpKelo TG
Oepameiog)

- ovyvn (meprocdtepo amd 1 akdd Ayotepo amd 10 {da ota 100 vro Bepancio {da)

- un ovvnoiopévn (tepiocdtepo and 1 aArd Arydtepo amd 10 {oa oto 1000 vo Oepancio Lda)

- onavia (meptocotepo amd 1 aAdd Aryotepo and 10 {da ota 10.000 vid Bepaneia (da)

- moAD omdvia (AMyotepo amd 1 ota 10.000 vd Bepancio {oa)

Edav mapoatnproete onotadnmote avemBountn evEPYELD, GKOLO KoL OV OEV OVOPEPETUL GTO ECMKAEIGTO
OO0 Odnyuwv Xpnong 1 aUePAAETE Y10 TNV OMOTEAEGLOTIKOTNTO TOV QOPUAKOL , TapokaAieiche va
EVNUEPDGETE GYETIKAOG TOV KTNVIATPO GOC.

7/ EIAH ZQQN

Booe1dn (veoyévvnrol pdécyor)

8. AOXOAOTTA I'TA KAGE EIAOZL, TPOITIOX KAI OAOXZ(OI) XOPHI'HXHX

T"a ypiom and To 61O O PHOGYKOVG LETH QO YOPTYNON TPOPHG.

H docoioyia eivar: 100 pg aroeovywovng avd Kiko copatikod Papovg pio @opd v npépa yuo 7
ocuveyopeves nuépeg, MA. 4 ml HALAGON / 20 «ihé copatikod Bapovg pio @opd v nuépa yio 7
GUVEYOLEVES MUEPEC.

Qo1600, Yo va yiveln Oepaneia pe to HALAGON gukolotepn, Tpoteivetat £vo anAomompuévo S0GOA0YIKO
oxfpa:

e 35 kg <pbdoyor <45 kg: 8 ml HALAGON pia popd v nuépa enl 7 cuveXOLEVEG ULEPES

o 45 kg < udoyor <60 kg: 12 ml HALAGON pia gopd v nuépa. €ni 7 cuveyOLEVEG NUEPESG

Ta yopnAdtepa 1 vymAdtepa copatikd Papn, Tpénel va yivetan akpipng vmoroyiopds (4 ml /20 kg).
I'a va dtucearicBel | cwot) docoroyia, To Tpoiov dtatiBeton pali pe dooiuetpikn avtiio.

H ocvveydpevn Bepaneio mpémel va yiveror v idto dpa kb nuépa.
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Amd T otrypn mwov Ba vroPAnOei o Bepaneia T0 TPOTO HOGYAPL, Ba TpémeL va vrofdilovial og Bepamneio
GUGTNUOTIKG OAOL TOL ETOUEVO VEOYEVVI|TO LOGYAPLA, Y10 OGO Koupd TOPUUEVEL O KIVOLVOG TNG O1dppoLog,
mov oeiretar oto C. parvum persists.

9. OAHTI'IEX I'TA TH XQXTH XOPHI'HXH

Mo va dwcpaiicBel n cwot) docoroyia Tov HALAGON, to mpoiov dwtibeton pall pe SocopeTpiky
avTAia.

1) Bidwote ) doc0oUeTPIKT VTl GTI OLAAT.

2) A@u1péoTte TO TPOCTATEVTIKO KOMAKL 0td TO 0KPOPVGIO.

3) Edv ypnoiponoieite ) d0cOUETPIKT avTMa Yio TpdT Qopa (1 €V deV TNV EXETE XPTNCULOTOUGEL Y10
HEPEG), OVTANOTE TPOGEKTIKA TO SIAAVLLA £®G OTOV VO GYNUATIOTEL i GTOYOVE ETEAVED GTO 0KPOPUGIO.

4)  AxwnNTomomoTe TOV LOGYO Kot TOTOOETHOTE T SOGOUETPIKN AVTAIL GTO GTOLO TOL.

5) Tpapn&te ™ okavdGAnN TG SOCOUETPIKNG OVIAING MG TO TEPUA Yol Vo, yopnynoete 6o ion pe 4 ml
dtodvpatoc. Tpapnéte T okavddin 600 1 TPELS POPES Yo VO yopnynoeTe TNV emBupun T mocdtnTa (8
ml yio pooyovg 35 — 45 kg kai 12 ml yia pdéoyovg 45 — 60 kg, avtictoya).

6) TomoBemote E0vA TO TPOGTATELTIKO KOTAKL GTO AKPOPVGIO.

10. XPONOX ANAMONHX

Kpéag kot eddotpot iotoi: 13 nuépec.

11. EIAIKEX YYNOHKEX AIATHPHXHX

No puAhdoceton o€ B€om, v onoia dev PAEmovv Kot dgv Tpoceyyilovv To TodLd.

Dvldooete T PLOAN 0T0 EMTEPIKO KOVTI Y10l VO, TPOCTATEVETOL OO TO PG,

No pn ypNoYonoleite avtd 10 KTNVINTPIKO PUPLOKEVTIKO TPOIOV UETA TNV mpepounvio Anéng mov
avaypaeetal oty etikéto, Letd v évoeitn EXP/AHEH.

Awdpxera (oMg Petd To TPMTO AVOryLa TOV TEPLEKTN: 6 UNVEC.

12. EIAIKH(EYX) TPOEIAOIIOIHXH(EIYX)

Ewducéc mpoeurdéet yuo ) yopiynon ota (oo

Xopnynote to Tpoidv PeTd amd XopNynon TPMTOYGANTOG 1 LETA amd YOPNYNoN YUAUKTOG 1) VTOKATAGTATOV
yaAoktog. Mali pe to mpoidv diatifetal cuokeLT KATAAANAN Yo Yoprynomn omd to otopa. o tn Bepaneio
pocywv mov dev £xovv Open, 1o mPoidv Bo mpémel va yoprnyeital péca oe Hod AMTpo SAVLOTOG
niektporvtav. Ta {da Oa mpénel v AapuPavovy apkeTd TPOTOYOAN COUPOVO HE TN CWOTH TPUKTIKN
EKTPOONG.

Idwitepeg mpo@LAGEELS TOL Tpémet va Aopfdvovtal oo To ATOUO TOL YOPNYEL TO PUPUOKEVTIKO TPOIOV GE
To kmviatpikd @apuoKkevTIKd TPoidv mpémel vo yopnyeitoanw pe mpocoyn omd dtopo HE YVOOTY|
vIEpELACONGiD TN SPACTIKY OLGIN 1] 0 KGO0 amd TO EKSOYT.

Enavoiapfovopevn eraen pe 1o tpoidv umopei va odnynoel oe alhepyieg Tov d€ppHatog.

No amo@edyetal 1 ET0EN TOL JEPUOTOC, TOV UATIOV Kol ToV PAevvoydvev pe 1o mtpoidv. Na @opdte
TPOGTATEVTIKA YAvTIOL OTaV XEpilenTe TO TPOIOV.

e MePINTOOTN EMOPNG TOV OEPLOTOC KOL TOV HOTIDV, TAVVETE TPOCEKTIKA TNV eKTEDEUEVN TEPLOYN LE
kaBopd vepd. Av o gpebiodg Tov poTIOV empeivel, avalnTioETe 1TPIKN GUUBOVAT.
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No TAévete Ta y€pLoL LETA Ao T YN o).
Eykvpoctvn kot yoovyio:
Agv 1oy0el

Ynepdocoroyia (cupunTduaTe, PETPO AVTILETONIONG, OVTISOTA):

Kabag eivor dvvatov va eppavicfodv countdpoto toéikdtntog ot duhdoio g Oepamevtikng d6omg,
glvar avoykaio va yopnysitor avotnpd M ovvictdpevn docoloyio. Ta copmtodpate TogKOTNTOG
neptlopfavouy  didppota, EUEAVION OilaTOg OTO KOTpova, HEIOTN TNG KATAVAA®MONG YAAOKTOG,
aeLdatmon, anddeio Kol KaTanTmon. Av mapatnpndody KMVIKE cOUTTONATO VTEPSOGOAOYING, 1) Oepomeia
TPEMEL VA CTOOTE APEGMG KOl 6TO (MO VoL Yopryeiton YaAd 1] VTOKATAGTOTO YAAOKTOG XWPIG QAPHOKEVTIKN
aywyn. Mmopel va givar avaykaio n evuddtwon tov {dov.

13. EIAIKEX  TIPO®YAAZEIX  AIIOPPIYHX ENOX  XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TH XPHXH TOY IPOIONTOX

Ta péppoka dev TPETEL VoL ATOPPITTOVTOL LEGH TWV AVUATOV 1 TOV OIKIAK®V OToPATOV.

Zuppovievdeite Tov KTNVIOTPO GOG Y10 TOV TPOTO ATOPPIYNG TOV YpNoLonombéviov eappakwy. To pétpa
OVTA ATOGKOTOVV GTHV TPOSTAGI TOL TEPPAAAOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAY ETKPIZHY TOY ®YAAOY OAHT'TQN XPHXHX

Aemtopepeig mMANPOQOpPIEg Y10 TO TOPOV KTNVIATPIKO POPLOKEVTIKO TPOTdV dlatifevTal 6Tov SIKTLOKO TOTO
tov Evponaikod Opyavicpod Gapudkmv (EMA) http://www.ema.europa.eu/.

15. AAAEX IAHPO®OPIEX

- Kovrti amd yoptovi T0 0moio mepiéyet i réoan wéciov dtodvpatog towv 290 ml (eéAn amd vynAng
TUKVOTNTOG TOALULOVAEVLO).

- Kovrti amd yaptovi T0 0moio mepiéyet pia gréoAn mécipov dtoddpatog twv 490 ml (eédAn omd vynAng
TUKVOTNTOG TOAVAOVAEVI0).

- Kovrti amd aptévi 10 0moio meptéyet pia eidAn mocov dtodvpatog temv 980 ml (eidAn amd vymAng
TUKVOTNTOG TOALULOVAEVLO).

Mmropel va unv KokAo@opohv OAEG 01 GUCKEVOGIEC.
No yopnyeitot LOVOV e KTNVIATPIKT GLVTOYY.

INo omowdnmote TANPOPOPID. GYETIKE e TO TOPOV KTNVINTPIKO QOPHOKEVTIKO TPoidV, Topakareicds va
amevBLVOEITE GTOV TOTIKO AVTITPOCHOTO TOV KOTOXOV TNG ASEWNG KUKAOPOPIaG.

Belgié/Belgique/Belgien Lietuva
Emdoka OU Zoovetvaru
John Lijsenstraat 16, Uusaru 5
BE-2321 Hoogstraten Saue 76505
Tel: +32 (0)3 315 04 26 Estija
Tel: +372 6 709 006
Penyosnnka Bbharapus Luxembourg/Luxemburg
BUOCOEPA ®APM EOO Emdoka
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yi.lOpuii I'arapun Ne 50
BG rp. Koctunbponx 2230
Ten: + 359 885917017

Ceska republika

BIOPHARM, Vyzkumny ustav biofarmacie

a veterinarnich 1é¢iv, a.s
Pohofi — Chotoun 90
CZ-254 49 Jilové u Prahy
Tel: +420 241 950 383

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 7050

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

EALGdo

FATRO-HELLAS SPLTD

20 yth. ITATANIAZ-XTIATON
EL-190 02 ITATANIA

TnAi: +30 210 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
FR-93500 Pantin

Tél. +33 141832317

Hrvatska
Arnika Veterina d.o.o.
Vidikovac 20,

20

John Lijsenstraat 16,
2321 Hoogstraten
Belgique

Tel: +32 (0)3 315 04 26

Magyarorszag

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

Tel.: +36 30 650 0 650

Malta

Emdoka

John Lijsenstraat 16,

2321 Hoogstraten

BelgjuTel: +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,
2321 Hoogstraten
Belgia

Tel: +32 (0)3 315 04 26
Osterreich

VetViva Richter GmbH
Durisolstrasse 14
AT-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 S.A.

Ctra. Sant Hipolit, km 71
08503 Gurb-Vic, Barcelona
Espanha

Tel: +34 93 886 01 00

Romainia
ALTIUS SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A



HR-10000 Zagreb
TEL: +385 (0) 1 364 37 37

Ireland

Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

IE-Co Tipperary

Tel: +353 (0) 504 43169

island

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

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

Kvzpog

2mopog Zrovpviong Képkorg Atod
Aewo. Ztacivov 28

CY-1060 Agvkooio

TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

apartament A.8.2, sect 1, Bucuresti — RO

Tel: +40 021 310 88 80

Slovenija

TPR d.o.o0.
Litostrojska cesta 44e,
SI-1000 Ljubljana
Tel: +386 1 5055882

Slovenska republika

BIOPHARM, Vyzkumny ustav biofarmacie

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