ITAPAPTHMA I

NEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HALOCUR 0,5 mg/ml téoyo didivpa yio. LoGyoug

2. MMOIOTIKH KAI IIOXOTIKH YYNOGEXH
Kabe ml tov 76110V SIHADLOTOC TEPLEYEL:
APUGTIKO GUGTOUTIKO:

Alopovywvovn Bdon 0,5 mg
(¢ yodoxTiKo GAhog)

"Exdoya:

IHocoTtikn cvvOesn av 01 AANPOPOPiES AVTEG

owoTik1] 60vOegon EKOOY OV KOl ALV , . , .
£IvVOL GNUOVTIKES VL0 TN GOGTI (OPNYN 6T TOV

GUGTUTIKAV . . v s
KTNVWOTPIKOD QUPLIKEVTIKOV TPOIOVTOG

Benzoic acid (E 210) 1,00 mg

Tartrazine (E 102) 0,03 mg

Lactic acid

Purified water

"Evtovo kitpvo opotoyeveg d1owyEg StdAvpa.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eion {oov

Booedn (veoyévvntog nocyog).

3.2  OgpamevTikég EvOEiEelg Yo kKGOe gidog {Mov

[pdinym g dudppotag mov oeeiletor oe dwyvoouévo Cryptosporidium parvum, 6e LOVASEC UE
10TOPIKO KPLITOGTOPLOIMOT|C.

H yopriynon mpénet va apyilel otic mpadteg 24 £mg 48 dpeg g nAkiag.

Meiwon g d1dppotag Tov opeiretar o€ dayvoopuévo Cryptosporidium parvum.
H yopriynon mpénet va apyilel evidg 24 @padv PETE amd TNV EUEAVICT) TG SIPPOLOG.

Kot otic dvo meputtoelg, £xel amodelybel  pHeimon T amEKKPIoNS ®OKVGTEDV.

3.3 Avrevositeg

No unv ypnoyLomoteitor pe GO0 GTOUAYL.

Na punv ypnolLonoieitor 6€ mTePInT®ON S1APPOLOG TOL SLOPKEL Y10 TEPLEGOTEPO amd 24 MPES KoLl O
advvape Coa.

No unv yp1noYLOTOLEITAL GE TEPIMTMOGELG VIEPELUITONGING GTO HPAGTIKO GLGTATIKO, 1| GE KATOL0,

€KdoyaL.

3.4 E101kéc TPoE1d0TON|0ELS



H doxonn xpnomn avImoposItik@y 1 1) p1oT oV TOPEKKAIVEL amd Tig 00Nyieg Tov divovtal otnyv
[IXII dvvator vo avERoet TNV TEST EMAOYNG TPOG AVATTLEN AVOEKTIKMV GTEAEXDV KO VO 00Ty OEL
o€ peltopévn anoteleopatikotnto. H amdpaon yio m ¢pfon Tov KTNVIATPIKOU QOPLOKEVTIKOV
poiovtog mpémel va Paciletor otny emifefaimon Tov TapacITiko €I00VG Kl TOL POPTIO, 1) TOV
KIvoOVOL Topacit®ong Le PAon T EMONUIOAOYIKA YOPOKTPICTIKG, Y10 KOOE ayEA.

3.5 Iowitepeg TPpoUAAEELS KATA TN Yp1oN

Idwitepec TPOoPLAGEELS Yo TNV ao@OAN ypNon ota £ion Comv:

Xopnynote HETA amd YOPNYNOoN TPOTOYAANTOG 1| LOVO HETE amd YOp1IyNoT YAAOKTOG M
VTOKOTAGTATOV YAAOKTOG, XPTCLOTOIMVTOG €(TE Hiot GUPLYYa 1) OTOLOONTOTE GUGKEVT] KATAAANAN YioL
YOpNYNOoN 0md T0 GTOLO.

Na un ypnoyLonoteitot e AOE10 GTOUYL.

IMa ™ Oepancio poécy®V TOL gV EY0VV OpelN, TO TPOIOV TPEMEL VoL Yopyeital péca o Wod Altpo
StoAvpatog niektpoivtadv. Ta {da Ba tpénet va Aappdvouy apkeTd TPpOTOYOAN COUPOVA LLE TV
opON TPAKTIKY EKTPOPT|S.

[Swaitepec mpo@uAdeic Tov mwpémel va Aauavoviot amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPUAKEVTIKO TTPOoidV og {da:

EravolopPoavopevn emaen pe 1o Tpoidv eVOEXETAL VO, 00NYNGEL 68 OAAEPYIES TOV OEPLATOC.

Noa aropebyeTol 1 ET0EN TOL SEPHATOS, TOV LATIDV Kol TOV PAEVVOYOVAOV LIE TO KTNVIOTPLKO
QOPUOKEVTIKO TPOIOV.

Atopo pe Yoot vrepevalcincio oe 0Ao@ovyVOVY TPETEL VO YOPTYOUV TO KTIVINTPIKO
QOPUOKEVTIKO TPOIOV LE TPOGOYT.

Kotd 1o xe1piopd Tov KTNvVIATPIKoy QUpLOKEVTIKOD TPOIOVTOC TPEMEL VO POPIETOL ATOUIKOC
TPOCTOTEVLTIKOG EEOTAIGUOGC TOV OOTEAEITAL OO YAVTIOL.

X mepinton mov Kot Aa00g vdpEEL ETaPT| e TO SEPHLO 1] LE TOL LATLO TAVVETE TPOGEKTIKA TNV
extebelpévn meployn ne kabapd vepod. Av o epebiondc TV pHatidv emipeivel, vo avalntnoete auécmg
10 TPIKY GUUPBOVAT Kal VoL ETOEIEETE GTOV 10TPO TO ECAOKAELGTO PVALO OONYIDV YPNCEMG 1 TNV ETIKETA,
TOL QPOPUAKEVTIKOD TPOTOVTOG.

No TAévete Ta g€pla LETA amd TN YpN o).

[Swaitepec mpo@LAGEELC Yo TV TPOGSTAGIO TOL TEPPEGAAOVTOC:

Agv 1oy0et.
3.6 AvemOounta coppavra

Booegdn (veoyévyntog HoGyY0G):

[ToAb omévia Aéppota’

(<1 Lo / 10.000 vrd Oepancio Lma,
GUUTEPTAAUPOVOUEV®VY TOV
LELOVOUEVOV OVOPOPDV):

! gyer mopotnpnOei pio anvénon tov Baduod Siappotag

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  cvveyn mapakorlodnon g
0CQAAELNG EVOC KTNVIATPIKOD POPUOKEVTIKOD TTPOTOVTOG. Ot avapopEc TPETEL VO ATOGTEALOVTAL, KATA
TPOTIUNOT LEC® KTNVIATPOL, EITE GTOV KATOYO TNG Adelog KukKAopopiag gite oty €Bvikn appddia
apyn LECH TOV €BVIKOV GUGTNUATOG AVOPOPAS. AVATPEETE GTO GUAAD 0O YLDV YPToNG Yo TO
avtictoya otoyeio emkovaviog.

3.7 Xpnon katd v KON 61, TN Yorov)ia 1| TNV ®OTOKIA



Agv 1oy0et.

3.8 Alniemiopaon pe ALY QUPUUKEVTIKA TPOIOVTO Kol AAAEG HOPPES UAIMAETIOpOONG
Agv glvar yvoot kopio.

3.9 Oodoi yopnynong kot 60coroyia

Xpnomn amd 10 GTOUA.

Na yopnyeiton petd ond 1t citon.

H docoloyia givar: 100 mecg alopovyvovng Pdong/ kg copatikov Bapovg (XB) / pia popd v nuépa
v 7 cuveyoueveg nuéPeS, oniadn 2 ml knviatpikov eapuokevTikod Tpoidvioc/ 10 kg B / pia
@opa TNV NEEPA YIoL 7 GUVEYOUEVES NUEPES,.

Evtobtoig, yia va yiver ) Bepameia e To KTNVIOTPIKO QUPUOKEVTIKO TPOIOV EVKOAOTEPT], TPOTEIVETOL
£va. OTAOTOMNUEVO BOGOAOYIKO GYNLLOL:

= 35 kg < pooyor <45 kg: 8 ml ktnviatpkov paprokevTikod Tpoidvtog pio popd v NUépa Katd
1 SLAPKELD 7 GUVEXOUEVMV UEPDV

= 45 kg < pooyor < 60 kg: 12 ml ktnviatpikod opUOKEVTIKOD TPOTOVTOG Uio GOpd TNV NUEPA KOTA
™ S1dpKELD 7 CUVEXOLEVOV NILEPDV.

IMo yopnAdtepa 1 vyMAOTEPO COUATIKA BApT, TPEMEL va yivetal akpiPg vToAoyiopog (2 ml/10 kg
TB).

H vrodocoloyia pmopel va €xel 0C GUVETELD AVATOTEAEGLLOTIKN YPTOT| KOl EVOEYETAL VO EVVOTCEL TNV
avamTuén avOeKTIKOTNTOG.

INa ™ dwwoediion g opBng docoroyiag, To copTKd Bapog Tpénet va mpocsdiopiletar e 660 TO
duvatdv peyadvtepn axpifeta.

Yuvietdtor 1 xpnon KatdAinio Pabpovounuévov eEomAMGHOD HETPHOEMV.

H ocvveyouevn Bepaneio npémnel va yivetal tnv id1o dpa kébe nuépa.

A7 ™ otryun mov Ba vroPAndel og Oepameia 0 TPOTOC LOGYOG, TPETEL VO VITOPdALovTaLl e Bepoameia
GLOTNUATIKA OAOL O1 ETOUEVOL VEOYEVVITOL HLOGYOL, Y10l OGO KOLPO TAPOUEVEL O KIVOUVOG TNG
dtappotac, Tov opeiretor oto Cryptosporidium parvum.

3.10 ZvprtOpote vrEPS0G0AoYiag (KUl KOTA TEPITTMON, HETPU AVTILETOTICNS KUl OVTIO0TA)

KaBag givar duvatov va gpeavicBodv copntdpoto toSikdtrag ot SumAdoia g BepamevTiKng
doong, eivar avaykaio vo yopnyeital avotnpd 1 cuvictd@pevn docoroyia. Ta courtdpaTa
To&KOTNTOG TEPAAUPAVOLV d1dppota, ELPAVIOT) OILOTOC OTO KOTPAVE, LEIMOT TNG KOTOVAA®MONG
YAAAKTOG, apLIdT®mon, amddela kol Kotdntwon. Edv epeaviotodv KAViKd cupntdpato
vrepdocoroyiag, 1 Oepancio Tpénetl vo oTopatd apécmg Kot 6to (Mo va yopnysitat yaia 1
VTOKATAGTATO YOAOKTOG YMOPIC POPUOKEVTIKY QY®YT.

Mmropel va givar avaykaio 1 evodatwon Tov {mdov.

3.11 Eidwkoi mepropiopoi yp1ong kou £101kég ovvOnkeg ypfone, cvpmeprioppovopsvev
TEPLOPLOUAV OTY| YP1IO1] AVTIHIKPOPLOKAY KU AVTITOPUCLTIKAV KTVIATPIKAV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLGTEL 0 KIVOUVOS avATTVENS UVTOYNS

Agv 1oydet.

3.12 Xpoévor avapovig

Kpéag ko edmdipot wotoi: 13 nuépeg.



4. DOAPMAKOAOTI'IKEYX IAHPO®OPIEX
4.1 Kmdwkog ATCvet: QP51BX01
4.2 @oppoKodOVVOEUIKN

To dpaoTIKO CLGTATIKO, CAOPOVYVOVT, EIVAL EVOG AVTITPMTOLMTKOC TAPAYOVTOG TS OUAONS TV
TOPUYy®YOV TG KvaloAvovng (alotodya moivetepokvkiikd). H yohaktikny alopovyvdvn (RU
38788) etvan éva dhog TOL 0010V Ol AVTITPAOTOLMTKEG 1O1OTNTEG KO 1] OTOTEAEGUATIKOTNTO EVAVTIOV
tov Cryptosporidium parvum £xovv anodetydel 1060 o€ in vitro cuvOnKeg 060 Kol 6 TEYVNTEG N
@uokég poAvveelg. H ovaia £xetl kpumtoomopidioostatikn dpdon ato Cryptosporidium parvum. Eivol
Kupimg dpacTiky ota eAehBepa oTAdI0 TOV TOPaGitov (omopolwidio, pepolwidlo).

O1 cLYKEVIPOGELG TOVL amattovvTal Yo va ovayottiotet to 50 % kot to 90 % tov napacitev oe £va
ocvotnua dokiudv in vitro gtvar ICso < 0,1 pg/ml kot 1Co0 4,5 ng/ml avrictoyyo.

4.3 @oppoKoKIVNTIKI)

H Produobecipudmra tov eapudKov 6Toug HOGYOLE LETA Ao tio LOVo yopnynon amd to otoua, sival
nepinmov 80 %. O avaykaiog xpovog Yo va emitevydei n néyiotn cvykévipwon Tmax lvar 11 dpec. H
UEYIOTN GLYKEVTPMGT GTO TAAGUO, TOV OipoTog Cmax €lvar 4 ng/ml. O @avouevikdg 0YKOG KOTOVOUNG
gtvar 10 l/kg. Ot ouykevipdoelg TG AOPOVYIVOVIGC GTO TAAGLLO TOV OULLOTOG LETA OO
EMAVOAUUPOAVOUEVES YOPNYNOELS OO TO GTOMM EIVOL CUYKPICIES LE TO PAPLOKOKIVITIKO LOVTELO
petd omd pio povo Bepomeio amd to otopa. H apetdPfAntn aiopovyvovn gival o KHPLO GLGTATIKO
67T0VG 10ToVG. Ot vynAdTtepeg THES £xovy Bpebel oto NIap Kot 6Tovg veppovg. To Tpoidv amekkpiveTol
Kuping 610 ovpo. H telikn nuimepiodog Long givar 11,7 dpeg petd amd evoopifia xoprynon kot
30,84 mpeg petd and pio pdvo yopnynon and to GTOUA.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

Agv glvar yvootn kopio.

52 Awpkero Long

Atdpxelo {ong TOL KTIVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG COLP®MVA LIE TN GUOKELOGIN TOANONG: 3
£m.

Atdpkero {ong HETA 0O TO TPMTO GVOLYLLO. TG GTOIXELDOOVG CLCKEVAGING: 6 UNVEG.

5.3 Iowitepeg Tpo@uAGEELS KaTE TN OOAAEN TOV TPOiIGVTOG

Noa puAdooetal og Oepuokpacia pukpdtepn tov 25 °C.

5.4 ®von ko 6OVOEST TS GTOLYELDOOVS GVCKEVUGING

Yyning mokvotrag eéAn and mtolvatbviévio tov 500 ml wov mepiéyet 490 ml.
Yyning mokvotmrag eéAn and mtoivaibviévio tov 1000 ml mov nepiéyet 980 ml.

Mmropei va unv KuKAOQOPOLY OAEG Ol GUGKEVAGIEC.

5.5 Ewwkég mpo@uAaEELS amOppLynS EVOS Un Y PN CLROTO0EVTOS KTNVIUTPLKOV PUPUEKEVTIKOV
TPOIOVTOG 1] AAL@OV VAIKAV TOV TPOEPYOVTOL BTO TN P11 TOL TPOIOVTOGS, OV VITAPYOVY



Ta eapuake dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV ) TOV OIKIUK®OV OTOBANTOV.

To KTNVIATPIKO PUPLOKEVTIKO TPOTOV OV TPEMEL VOl ELIGEPYETOL GTOV VIPOPOPO opilovTta KaBmG M
aloovyvovn evogyeTal va givar emtkivouvn yia Tovg 1x0eig kol aGAAovg vVOPOBLOVE OPYAVIGHOVG.

XP1MOYLOTO|OTE TPOYPALLOT ETGTPOPTG PUPULAK®OV Y10 TNV ATOPPIYN U YPTOILOTOMOEVTOV
KTNVIOTPIKOV QUPLOKEVTIKAOV TPOIOVTWOV 1] GALDY DAIK®OV IOV TPOEPYOVTAL OO T XPTOT TOVG
GOLPOVA LLE TIC TOTIKEG ATUITNOELG KO ILE TUYXOV €0VIKA CUGTHOTO GLAAOYNC TOV IGYVOVV Y10, TO,
GYETIKG KTNVITPLIKA POPULOKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Intervet International B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/99/013/001-002

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia 1ng éykpiong: 29 OxtwPpiov 2004

9. HMEPOMHNIA TEAEYTAIAXZ ANAOEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH pnivoc EEEE}

10. TAZEINOMHIH TON KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Noa yopnyeitonr LOVOV LEe KTNVIOTPIKY GLVTOYY.

Aentopepeic TANpoPopieg 1o T0 v AOY® KTNVIATPIKO QOPUAKELTIKO TPOioV givarl dtabéoiec otn faon
dedopévav g EE yuo to kinviatpikd mpoiovta (https:/medicines. health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévag



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EITXHMANXH



IMAHPO®OPIEX I1OY IIPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

HDPE ¢@uéin

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HALOCUR 0,5 mg/ml méoyo Sidivpa yio. uooyoug

| 2. LYNOEZH LE APAXTIKH(EX) OYZIA(EX)

Alopovywvovn Baon 0,5 mg/ml
(¢ yoAoKTIKO GAOG)

3.  TYSKEYALIA

500 ml
1000 ml

4.  EIAOX(H) ZQOY(QN)

Booedn (veoyévvntog nocyog).

| 5. ENAEIZEIX

‘ 6. OAOI XOPHI'HXHX

Xpnomn amd 10 GTOLO.

7. XPONOI ANAMONHX

Xpovog avapovig: Kpéag kot edmdpot wotol: 13 nuépeg.

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd to mpdTo dvorypa yprion eviog 6 unvav.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetar o€ Oepuokpoacio pkpotepn tov 25 °C.

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHZX IIPIN AIIO TH XPHXH»

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
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11. OI AEEEIX «KAIIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTI o).

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXETTIZOYN TA ITAIAIA»

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kat dev Tpooeyyilovv Ta TOdd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Intervet International B.V.

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/99/013/001 490 ml
EU/2/99/013/002 980 ml

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBudc}

11



B. ®YAAO OAHT'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopocio T0V KINVIOTPLKOD QUPULUKEVTIKOU TPOIOVTOg

HALOCUR 0,5 mg/ml méoyo didivpa yio. LoGyoug

2% 2ovleon
Ka0e ml mepiéyet:

APUGTIKO GVGTOUTIKO:
Alopovywovn Baon (og yaraxtiko dhag) 0,5 mg

"Exodoyo:
Benzoic acid (E210) 1,00 mg
Tartrazine (E102) 0,03 mg

To kNVITPIKO POPUAKEVTIKO TPOTOV Eivat Eva £VvTOVO Kitptvo S1dAvL.

3. Eion {omv

Booedn (veoyévvntog ndécyog).

4. OepomevTiKég Evocitelg
[Ipdinym g dudppotag mov oeeiletor oe dwyvoouévo Cryptosporidium parvum, 6e LWOVASES UE
1GTOPIKO KPUTTOGTOPLOIONC.

H yopiiynon mpéner va apyilel otic npoteg 24 £wg 48 mdpeg TG nAkiag.

Meiwon g 01dppotag Tov opeiretar o€ dayvocsuévo Cryptosporidium parvum.
H yoprynon mpémnet va apyilel evtdg 24 wpdv LETA amd TNV ELGAVION TNG OLPPOLAG.

Kot ot1g 800 mepmtmoets, Exel amoderybel n pelwon e OmEKKPLoNg WOKVCTEMV.

5. Avtevoeileilg

Na punv ypnoionoteitat Pe GO0 GTOUAYL.

No pnv ypnoiponoteital o mepinTmon d1dppotag mov SlopKel Yo TEPIOCOTEPO AT 24 MPEG Kol G
advvapa Coa.

Na punv yp1olLOTOLEITAL GE TEPMTMOCELG VIEPELOLCHNGIOG GTO dPACTIKO GLGTUTIKO, 1) GE KATO
£kdoyo.

6. Ewwég mpocrdomonjocig

Ewwéc tposidomomosic:

H dokonn ypnon avIumopacitikdy 1 1 ¥p1nom oL TUPEKKAIVEL amd TIC 00N Yieg Tov divovtol otV
[IXTI dvvaton vo avéEncel TV TieoT EMA0YNG TPOG avATTLEN AVOEKTIKMV GTELEXDV KOl VO 00Ty GEL
o€ HElUEVN amoTelecuaTiKOTNTA. H andpaon yio tn ¥prion Tov KTvIeTPIKod PopUOKEVTIKOD
TPoiovToc mpénel va Paciletal oty emPefaimon Tov TapactTikod £100VE KoL TOV GOPTion, 1 TOV
KvdOVOL TapOciTOoNG e BACT TO ETONUIOAOYIKA XAPOKTNPIOTIKA, Y10 KAOE aryEAN.
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ISwaitepec mpo@LAGEELC Yo TNV 0lcoAN Yprion ota £ion (dwv:

Xopnynote HETA amd YOPNYNON TPOTOYAAOKTOG 1] LOVO PETA OO YOPYNOoT YOAOKTOG 1|
VTOKOTAGTATOV YAAOKTOG, XPTCLLOTOIMVTOG €iTE Hiot GUPLYYa €ITE OTOLNONTOTE GUGKEVT] KATAAANAN
Y10 YOPTYNO™ OO TO GTOLLCL.

Na un ypnoyLonoteitot pe AOE10 GTOUMYL.

IMa ™ Oepancio poéGY®V TOL deV EYOVV OpElN, TO TPOIOV TPEMEL VoL YopTyeitan LEGH o€ GO ATpo
StoAvpatog niektpoivtadv. Ta {da Ba tpénet va Aappdvouy apkeTd TPOTOYOAN COUPOVA LLE TV
op0O"| TPAKTIKN EKTPOPT|G.

ISwaitepec mpo@uAdeic Tov wpémel va Aauavoviot amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPUAKEVTIKO TTPOoidV og Lda:

Emavoloppoavopevn emaen pe 1o Tpoiov VOEXETAL VO, 00N YNGEL 0 OAAEPYIEC TOV OEPLATOC.

Noa amo@ehyeTol 1 ET0EN TOL SEPUATOC, TOV UATIOV KoLl TOV PAEVVOYOVAOV LE TO KTNVIOTPLIKO
QOPUOKEVTIKO TPOIOV.

Atopa [l YVOOTN VIEPELOIGONGIN GE AAOPOVYIVOVI] TTPETEL VA, YOPTYOUV TO KTNVINTPLKO
QOPUOKEVTIKO TPOIOV LLE TPOGOYT).

Koatd to xepiopd tov KtnvidTptkol QopUoKEVTIKOD TPOIOVTOG TPEMEL VO POPIETOL ATOUIKOG
TPOCTOTEVLTIKOG EEOTAIGUOC TOV OTOTEAEITOL OTTO YAVTIOL.

e mepinton mTov kaTd AGBog vITdpEel ETOEY| [LE TO SEPHA 1) LE TA LLATLO TAOVETE TPOCEKTIKA TNV
exteBelévn meproyn e kabopd vepd. Av o epebiodc TV POTIOV eMUEIVEL, Vo ovolNTNCETE APECMG
TPIKT GLUPBOVAN Kol Vo EMOEIEETE GTOV 10TPO TO ECOKAEITTO PUAAO 0INYIDV YPOEMG 1| TNV ETIKETOL
TOL POPUAKEVTIKOD TPOIOVTOG.

Noa TAévete Ta xéplo PLETA amd TN YpNomn.

Yrepdocsoroyia:

Koabng givar duvatov va gupavicfodv copntdpate to&iotntog otn SmAdoia g epamevtikng
doomc, elval avaykaio vo yopnyeiTol avaTnpd 1 cuvicT®pevn docoroyia. Ta copnTdpaTo
To&oTNTAG TEPIAOUPAVOVY S1appota, ELEEVICT] AiLOTOg OTO KOTTPOVa, LEIMOT TS KATAVAANDGCNG
YAAOKTOG, 0QLOATOOT, arddsla Kol KATAnTTwoT. Edv eueoviotodv KAVIKA CuUTTOHOT
vepdocoroyiag, 1 Bepamein TPEMEL v GTANATA ApES®S Kol 6To (DO Vo YopnyeiTol YaAa 1
VITOKOTAGTATO YAAUKTOG YWPIG POPUUKEVTIKY Cy®YT|.

Mropei va gival avaykaio n evuddatoon tov (dov.

7. Avem@opunrta coppavro

Booedn (veoyévvntog ndécyog):

[ToAd omévia Aéppota’

(<1 {wo / 10.000 vrd Oepameio Coa,
CUUTEPIAAUPAVOUEVDV TOV
LELOVOLEV®VY OVOPOPDYV):

! éyer mapatnpnBel pia odénom tov Paduov Sidppoto.

H avagopd avembountov coppdviev etvar onpavtiky. Emitpénet n ocvuveyn mapakorlovbnon g
acQUAeng EVOG TPOidVTOG. Edv Topatnpioste 0moladnmote avemBountTn vEPYELd, KOO KOl OV O&V
OVOPEPETUL GTO ECAOKAEIGTO PVAAO 0ONYIDV ¥PNONG N OUEIPAALETE Y10 TNV OTOTELECUATIKOTITO TOV
QUPUAKOV, TAPUKOAEICOE VO ETIKOIVOVIGETE, KATUPYAC, LE TOV KTNviaTpd coc. Mropeite eniong va
OVOQEPETE OTOLUONTOTE AVETBVUNTA GUUPAVTA GTOV KATOYO TNG AOEL0G KUKAOPOPTLaG
YPNOYLOTOIDVTOG T GTOLYELD EMKOVMVIOG GTO TEAOG AVTOD TOL PUAROL 0O YLDV YPNONG, 1 LECH TOL
€Bvikol GoG CLOTNHATOG AVaEOPAG: {oToLEln EBVIKOD GLOTIILATOS OVAPOPAS) .
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8. Aocoloyia Yo kG0 €id0g, TPOTOS KAl 0001 Yop1ynong

Xpnomn amd 10 GTOLOL.
Na yopnyeiton petd ond 1 oition.

H docoloyia eivat: 100 meg alopovyvdvng Baong/ kg copatikov Bapovg (XB) / pia eopd tnv npépa
yio 7 cuveyopeves NUEPES, OnAadn 2 ml KTnviaTptkov eoppokevTikov tpoidvtog/ 10 kg B / pia
QOpa TNV NUEPA Yo 7 GUVEYOUEVES UEPEG.

Evtovtoig, ya va yivel n Oepameio e To KTNVIATPIKO POPUUKEVTIKO TPOTOV EVKOAITEPT, TPOTEIVETAL
£va 0TAOTTOMUEVO BOGOLOYIKO GYNLOL:

= 35kg < pooyor <45 kg: 8 ml kInviaTptkod PapUOKELTIKOD TPOIOVTOG Pk POPA TNV NUEP KOTA
T JhpKELD 7 CUVEXOLEVOV NLEPDV.

= 45 kg < pooyor < 60 kg: 12 ml ktmviatpikod QoproKEVTIKOD TPOTOVTOG io pOopd TNV NUEP KOTA
1 S1GPKELD 7 GUVEXOUEV®V NUEPGV.

T yapmAdtepa 1 vYMAGTEPA COUATIKA PApT, TPEMEL va. YiveTar akpiPic vroloyiopog (2 ml/10 kg
¥B).

9. Oonyieg Yo ™) 6OGTI YOP1YNGN

H vmodocoioyio umopel va €xel @G GUVETELD AVOTOTEAEGLOTIKT YPTON KO EVOEYETOL VO EVVOT|GEL TV
avamTuén avOEKTIKOTNTOG.

IMa ™ dwwoediion g opBng docoroyiag, To copTIKO BApog Tpénet va tpocsdiopiletar e 660 TO
duvatdv peyakvtepn axpifeta.

YoviotdTon 1 xpnon KatdAinio Babuovounpuévon eEonAMGHOD LETPTCEWMV.

H ovveydpuevn Bepaneio mpémet va yivetar tnv 1010 dpa kéOe nuépa.

A7 ™ otrypn mov Ba voPAndel og Bepameia 0 TPOTOC PHOGYOG, TPETEL VO LTTOPdALovTaL GE Bepameia
GLOTNUATIKA OAOL O1 ETOUEVOL VEOYEVVITOL HLOGYOL, Y10l OGO KOLPO TAPOUEVEL O KIVOUVOG TNG
diappotac, Tov opeireton oto Cryptosporidium parvum.

10. Xpdvor avapoviig

Kpéag kot edddipot wotoi: 13 nuépec.

11. Ewwkég ouvOnkeg dwatipnong

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOddL.
Na puAdooetatl og Oeppoxpacia pukpdtepn tov 25 °C.

Aldpketo Cong LETA O TO TPMTO AVOLYUO TN OLAANG: 6 U VEG.

12. Ewwkéc mpo@urdéerc amoppryng

Ta pappoKe dev TPEMEL VO OTOPPITTOVTAL HECH TMOV AVUATOV 1] TOV OIKLUK®OV OTOPANTOV.

AVTO TO KTNVIATPIKO QUPUOKEVTIKO TPOTOV EV TPEMEL VA, EIGEPYETAL GTOV VOPOPOPO 0pilovta KA
1N AAOQOVYIVOV EVOEXETAL VO, EIVaL ETKIVOLVT Y10 TOVG 1Y Ogic Kot dAhovg VOPOPLOVG OPYaVIGHODG.
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XP1OYLOTO|OTE TPOYPALLOTE ETGTPOPTS PUPULAKOV Y10 TNV OTOPPIYN U XPTCILOTOOEVTOV
KTNVIOTPIKOV QOPUOKEVTIKDV TPOIOVI®V 1] GAAMV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG AUITIOELG KO e TUYOV 1oybovTa, eBvikd cvotipate cvAloyng. To pétpa
OVTA OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YoppovAevbeite Tov KINVIOTPO GOG 1) TOV PUPLOKOTOO GOG Y10 TOV TPOTO amdppyng TV
APNOWOTOMNOEVTOV PUPUAKDV.

13. Ta&vépnon TOV KTNVOTPIKAV QUPUIKEVTIK®OV TPOTIOVTMV

Noa yopnyeitonr LOVOV e KTNVIOTPIKT GLVTAYT.

14. ApwOpoi 4og10g KUKLOQOPIOGg KOL GVGKEVUGIES
EU/2/99/013/001-002

D1 tov 500 ml mov epiéyel 490 ml TdGIHOV SOADHOTOG.
D1 tov 1000 ml mov wepiéyet 980 ml woéoOL dreAvpatog.

Mmnopel va unv Kokho@opoOv OAEG 01 GLGKEVAGIES.

15. Hpepopnvia televtaiog avade@pnong Tov GUALOV 00NYIAV YPNONS
{MM/EEEE}

Aemntopepeic TANPOPOPIeg Yo TO €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoiov gival dabéoueg ot
Baon dedopévav g EE o ta ktnviatpucd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. ZXroyyeio emkovoviag

Kéroyog tne Gds10¢ KUKAOQOPINS KO GTOLYEIN ETKOWVMVIOC YO TV 0va@Oopd THoVOAOYOOUEV®V
oveETOOUNTOV EVEPYELDV:

Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, OA\ovodio

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0imka bBoarapus Luxembourg/Luxemburg
Ten: +359 28193749 Tél/Tel: + 32 (0)2 370 94 01

Ceska republika
Tel: +420 233 010 242

Danmark
TIf: +45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

Magyarorszag
Tel.: + 36 1 439 4597

Malta
Tel: +39 02 516861

Nederland
Tel: +32 (0)2 370 94 01

Norge
TIf: + 47 55 54 37 35
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E\rada
TnA: +30 210 989 7452

Espaia
Tel: + 34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 38516611339

Ireland
Tel: +353 (0) 12970220

Island
Simi: + 354 535 7000

Italia
Tel: +39 02 516861

Kvzpog
TnA: + 30210 989 7452

Latvija
Tel: + 37052196111

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: +3851 6611339

Slovenska republika
Tel: +420 233 010 242

Suomi/Finland

Puh/Tel: + 358 10 2310 750

Sverige
Tel: + 46 (0)8 522 216 60

United Kingdom (Northern Ireland)

Tel: + 353 (0) 1 2970220

IMopackevootnc vrevhvvog yia TNV areisvfipmwon TV TaPTIOWV:

Intervet Productions S.A.
Rue de Lyons

27460 Igoville

ToAlia
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