IHAPAPTHMA 1

HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kriptazen 0,5 mg/ml méoypo diddlvpa yio pocyoue.

2. HOIOTIKH KAI IOXOTIKH XYNGEXH
KOs ml mepiéyet:

APUGTIKO CVOTUTIKO:

Halofuginone 0,50 mg
(¢ YohoKTIKO GAOG)

"Exdoya:

Benzoic acid (E 210) 1,00 mg
Tartrazine (E 102) 0,03 mg

BA. tov TAnpn KoTdAoyo K80V GTO KEPAAMLO 6.1.

3. OAPMAKOTEXNIKH MOP®H
[T6c1po didAvpa.
Awyég kitpvo didAvpo.
4. KAINIKA XTOIXEIA
41 Eiom {onv
Ayelddeg (veoyEvvntol HOGYOL).
4.2 Ogpamevtikéc evocitels mpoodopilovrog Ta gion Loy
€ veoyévvntoug LOGYoLG:
- TIpdinym g Suappotag mov ogeiretan oe drayvmouévo Cryptosporidium parvum, cg povadeg
LLE 1GTOPIKO KPUTTOGTOPLOINONG.
H yopfiynon Oa wpémel va apyicel evidc tov mpatmv 24 £nc 48 wpdv TG NAKING TOVG.
- Meiwon g didppotag mov ogeileton o€ dayvoouévo Cryptosporidium parvum.

H yopnynon Ba mpénet va apyicet evtog 24 opdv petd omd Ty epedvion e dSiippolag.
Kot otic dvo meputtdaoelc, el amoderydei n Helwomn TG améKKpIoN S @OKVGTEWDV.
4.3 Avtevosigag
Na un yopnyeitot o€ dog10 oTopdyL.
Na pn yopnyeitol o€ TEPUITOCELS O1APPOLAG TOV EYEL TOPOVGLOCHEL Yio TEPIGGOTEPES 0O 24 MPEC,
KaOd¢ kot o€ advvapa {oa.
No unv ypnouonoleital 6€ mEPInT®mon VIEPELOUICONGING 6TO dPASTIKO GLGTATIKO 1| G€ KATO10 ATTd TA.
£Kdoy0L.

4.4  E10kég TPoELOOTOU|GELS Y10 KAOE gi60g Cmov

Koapia.



45 Iowitepeg TPo@uAGEELS KOTE TN YPion

[dwaitepeg mpo@uAGESLC KaTd T ypnon o Lha

Xopnynote to HETA OO GITION UE TPOTOYOAN 1| HETA OO YOPNYNOT YOAUKTOS 1 VIOKATAGTATOV
YOAOKTOG, YPNOLOTOUDVTHG Mot KOTAAANAN ovokevn vy yopnynon omd to otopa. Nao
ypMolLonoteital og adelo otopdyt. ot Bepomeio pooywv pe petwpévn opetn, Ha Tpénet o Tpoidv va
yopnyeiton péca oe piod Atpo dodvpatog niektpoivtodv. Ta (da Ba mpémel va Aappdvouv apketod
TPOTOYOAO GCOUPOVE LLE TT CMOGTI TPOKTIKT EKTPOPTC.

[dwaitepeg Tpo@LAGEELC TOL TTPETel vo AauBdvovol amd To GTOUO TOL YOPNYEL TO QUPUOKEVLTIKO

mpoidv oe Loa

- Atoua pe yvooti vrepevaicnecio 6to pacTiKd CLGTATIKO N 6 KATO10 Ao T £KO0YA, TPETEL
VoL YOPNYOLV TO KTNVIOTPIKO POPUAKEVTIKO TPOIOV LIE TPOGOYT).

- EmovolopPavopevn emagn pe o mpoidv pmopel va odNyNoeL o€ aALePYieS TOL SEPUOTOG.

- No amo@edyetal 1 EXAPT TOV SEPUATOS, TOV HOTIOV 1] TOV BAEVVOYOV@OV UE TO TPOIOV.

- Noa @opdite TPooTUTELTIKA YAVTIX OTAV YXEPILETTE TO TPOTHV.

- Xg epinTmon ETOENG TOV OEPLOTOG KL TOV LOTIOV, TAVVETE TPOGEKTIKA TNV eKTEOEILEVN
mepoyn pe kabapo vepd. Av o epebIGUOG TV LATIOV ETUEIVEL, avalNTHGETE 1ATPIKT GUUBOVAN.

- No mAévere ta yéplo LeTd omd ™ Ypnom.

4.6  AvemOOunreg evépyeieg (cuyvotnTa Kot cofapotnta)

"Eyer mapatnpnBei pio adé&non tov fabpod dibppotog, o€ GTAVIEG TEPITTOCELS, o010 VIO Bepaneia {ma.
H cvyvomto tov averBountov evepyeidv kabopiletal mg akoAovbwg:

- [ToA ouyvn (tepiocotepo amd 1 ota 10 vad Oepancia (oo Tapovstdlovy avemiBdunTeg EvVEPYELEC)

- Xuyvn (mepiocdtepo amd 1 aAld Arydtepo and 10 {da ota 100 vrd Bepaneio {oa)

- Mn cvvnOiopévn (meprocdtepo amd 1 oA Ayotepo and 10 {ma ota 1.000 vrd Beponeio (da)

- Xravia, (meplocdtepo amd 1 aAld Arydtepo amd 10 (da ota 10.000 vrd Oepomeio (da)

- [ToAd omdvia (Arydtepo amd 1 ota 10.000 vad Oepaneia oo, cvopnepriapfovopévov Kol Tmv
LELOVOLEVAOV OVAPOPDV.

4.7  Xpnfon Katd TV KONG1, TN Yorovyia 1] TNV ®OTOKiN

Agv 1oy0eL.

4.8 AlMiemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES alinieniopaong

Agv glval yvootr| Kapia.

4.9 Aocoioyio Kol TPOTOG YOPNYNONS

IMa ypnon amd to otopa 6e HOGYOVG LETA Omd GiTIoN.

H docoroyia givar: 100 ug alopovywvovng / Kg o.p., pio @opd thv nuépa yio. 7 cuVEXOUEVES NUEPEC,
onA. 2 ml Kriptazen / 10 kg 6.B. pia gopd. trv nuépa yio, 7 cuveyOueveg nUEPEC.

H ocvveyduevn Bepamneio mpémet va yivetal tnv idla dpa kdbe nuépa.

Amd ™ otyun wov Oa vroPinbei oe Bepancio To TPpMTO POGKAPL, B0 TPEmEL V. VITOPAAAOVTAL GE
Oepameio cuoTUOTIKG OO TO EMOUEVE VEOYEVVIITO LOGYAPLO, Y100 OGO KUPO TOPOUEVEL O KIVOLVOG TNG
duappotag, mov opeiletor ato C. parvum.

Duin yopic aviAio: Mo va dwwoeoricbei 1 oot docoroyia, eival avaykaio 1 ypron, €ite piog
oVPLYYOS, EITE UIOG GUOKELNG KATAAANAN Y10 YOPIYNOT OO TO GTOUA.




D1aAn pe aviMo: o va dtac@aicBel 1 coot docoroyio, Bo mpémel vo eMAEYETAL 1] KATAAANAOTEPN
docouetpikn aviiia, avdioya pe to copatikd PBapog (dov vrd Bepameia. Xe TEPMTOGELS, OOV N
docopeTpikn ovtAio dev toiplalel pe to couatikd Papog tov (dwv vrd Oepameia, umopel vo
ypNoLoromn el po oOpyyo 1 0moladNmoTe AL KATAAANAT GUGKEDT).

4 ml avthia

1) Eniééte 10 coAfva Tov £yl oyedlaoTtel Yo To VoG TS GLIANG (To PKPOTEPO Yia TN PLAAT TV 490
ml kot To peyavtepo yuo o, 980 ml) ko TomobetoTe TO OTNV €AeVBEPT 0N TTOL PpickeTon ot Pdion
TOV KOAVUUOTOG TG aVTALS.

2) AQUIpEGTE TO KOADILLO KOL TO TTPOGTATEVTIKO TOWO OO TN GLOIAT Kot fOMGTE TNV ovVTAiQ.

3) Apapéote T0 KOADPUO TPOCSTAGIOG 0Td TNV GKPT| TOL BKPOPLGIOL TNG AVTAMOG.

4) Ipogtoydote TNV avtiio mELOVTOG EAAPPA T OKAVOUAN, LEXPL VO ELPAVIOTEL pia 6TayOVA 6TO GKPO
TOL AKPOPLGIOL.

5) ZuyKpatioTE TO HOGYAPL KO TOTOOETNGTE TO OKPOPVGLO TN SOGOUETPIKNG AVTALOG GTO GTOWO TOV
6) ITiéote tedeimg T oKAVOAAT TNG SOGOUETPIKNG ovTAMOG Yio amelevBipmon pag doong ion pe 4 ml
dwAvpatog. [Méote dVo N Tpelg opéc, avtioTorya, Yo Tr Yopnynon tov entbuuntov 6ykov (8 ml yuo
UOGYOVE e COUATIKO BApog v Tmv 35 kg addhd pikpotepov 1) icov TV 45 kg kat 12 ml yuo poécsyovg
pe copotikd Papog dve tov 45 kg aArd pukpotepov 1 icov Tov 60 kg , avtictowy).

IMo wkpd M peyoivtepa copotikd Bapn tov {owv, tpénet va yivetal axpiPng vroroyopog (2 ml/ 10
kg c.p.).

7) Zuveyiote T xpnon £0g 6Tov 1 ELAAN adeldoel. Av Tapapeivel Tpoidv T ELAAN, APNOTE TNV AVTALL
oLVOEdENEVT] PEYXPL VAL Y pNooTon el TEpATEP®.

8) Na emavabétete TAVTO TO KOTAKL GTIV GKPT TOV 0KPOQUGIOV ETA TN XPTNoT).

9) No emavabétete TavTa T ELIAN GTO KOVTL.

60 KG

X1=4ml

500 mil

1000 mi

4 £mg 12 ml avthia



1) Eniééte 10 coAva ov éxel oyedtactel Yo To Vyog TG LIANG (To HKpOTEPO Yia. T1 ELOAN TV 490
ml kot to peyaddtepo yo to 980 ml) kon tomobetnote To otV eAevBepn omn mov Ppicketar oty Pdon
TOV KOAVUUOTOC TNG aVTALNG.

2) AQUIpEGTE TO KOADILO KOL TO TTPOGTATEVTIKO TMWO OO TN GLOAT Kot fOMGTE TNV ovTAiQ.

3) Apapéote T0 KOADPUO TPOSTAGILOG 0l TNV GKpT| TOL OKPOPLGIOL TNG avTAMOG.

4) I'a vo TpogTondote TV avTAia, YopioTte TOV daKkTOAO docoroyiog kot emAééte 60 kg (12 ml)

5) [Méote 6Tad10Kd T GKAVOAAT LE TO COANVICKO GTPOUUEVO TTPOG TO, TTAV®, EMG OTOV EUPOVICTEL pia
GTOYOVO GTNV GKPT) TOV 0KPOPUGIOL.

6) Ztpiyte 10 SayTLAISL Yo VoL EMAEEETE TO COUATIKO BAPOG TOV pooyaplov vtd Bepameia.

7) ZuyKpoTioTE TO LOGYAPL KO TOTOOETNGTE TO UKPOPVGIO TNG SOGOUETPIKNAG AVTALOG GTO GTOLN TOV.
8) [Tiéote tedeimg ™ okavOGAN TG SOGOUETPIKNG avTALOG Yo VO ameAevBepdoETE TNV EMOPKT SOGT).
9) Zuveyiote ) ypNon £0g 6Tov 1 PLAAT adEdoEL. AV TAPOEIVEL TPOTOV GTN PLAAT], APT|OTE TNV AVTALL
ouVOEdEUEVT] LEYXPL VO Y pNouoTon el TEpaTEP®.

10) No emavabétete TaVTa TO KOTAKL GTNV GAKPT TOL OKPOPLGIOV HETA TN YPNOoT.

11) No eravabétete Tavtote T QLAY GTO KOVTL.
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30 KG

4.10 Ymepoocoroyia (COUTTONATA, PETPO AVTIHETAOTLCNGS, UVTIOOTA), EAV EIVAL UTOPALTITO

Koabag givar duvatdv va upavicfody cuumtduato ToSkoTTag 6T dmAdoia ¢ Oepoamevtiknig d0omg,
glvar ovaykaio vo yopnysitar avotnpd 1 cvviotdpevr 6ocoroyio. To cvuntdpato ToEIKOTNTOG
wepthapfdavouv ddppota, EUPAVION OiHOTOG OTO KOTPAVA, WEI®ON TNg KoTavAA®ong YOAOKTOG,
aeLOGT®ON, amadelo, Kol KOTOTTOON. Av wapatnpndody KAVIKG CUUTTOUNTE VTEPSOGOAOYING, T
Oepamneio Tpémel va drokonel apécmg kot 6to {do va yopnyndel un eapuokobyo yoro 1 VTOKATAGTUTO
yYoAoktog. Mmopet va givor avaykaio 1 evoddtmon tov {dhov.

4.11 Xpovog(or) avopovig

Kpéag kot edmdpot 1otoi: 13 nuépec.

5. GOAPMAKOAOTI'IKEX IAIOTHTEX



DQapuaxobepamevtikn opddo: AAAoL avTImPp®TOLMIKOL TOPAYOVTES, AAOPOVYIVOVY).
Kmodwog ATCvet : QPS1AX.

51 ®@appokodvvopkés 1010TNTES

To OpuoTIKO GLGTATIKO, OAOPOLYIVOVT], €ival &vag avTIP®TOL®IKOS TOPAYOVTAG TNG OUAdNS TMV
Tapoydy®v TG Kivalolvovng (almtodya moAveTepoKLKAKA). H yolaktikny alopovywvdvn eival éva
GAog, TOoL 0moiov Ol AVTITPMTOLMIKEG WO1OTNTEG Kat 1 dpacTikoOTTa gvavtiov tov Cryptosporidium
parvum éyovv amoderybei, 1060 in Vitro, 6co kol o€ TEXVNTEG N GLGIKEG poAvveelg. H ovoio éyxet
KkpurTocmopidlootatikny dpdon oto Cryptosporidium parvum. Eivow dpactikn kuping ota ehebbepa
61401 ToL Tapacitov (cmopolwidio, pepolwidro). H cvykévipwon mov amarteiton yio vo avacTaAel To
50% o1 to 90% Tev Tapacitev, o Eva cOoTUa SoKiu@y in Vitro, eivat ICso < 0,1 pg/ml xat ICg 4,5
ug/ml, avtictouya.

5.2 ®appokokiviTiKd cTOVYEIN

H prodiaBecypotnto tov @appdKov 6toug HOGYovs Hetd and epdana yopnynon and to otdpe etvat
nepimov 80%. O avaykaiog xpdvog yio va emitevyfet n péylot ovykévipmon Tmax etvon 11 mpec. H
UEYLOTN GUYKEVTPMOT] 6TO TAGGHO Crax €ivat 4 ng/ml. O pawvouevikdg dyKog Katavoung ivan 10
1/kg. Ot cLYKEVTIPMGELS TNG OAOPOVYIVOVIG GTO TAGGUO UETE OO EMUVAANTTIKEG YOPTYNOEL OO TO
GTONA EIVOL GUYKPIGLUES LLE TO POPUOKOKIVITIKO TPMOTOKOALO LETE amd epamas Oepaneio and To oTOUA.
H apetdafintn olopovyvovn gival 1o KHPLO GLGTUTIKO GTOVE 16T0VC. Ot VvyYNAdTEPES TWEG EYoVV Ppebel
0TO AIAP KO GTOVS VEPPOLS. To mpoildv amexkpiveTal kuping ota ovpa. H tehkn nuimepiodog Lmng
glvan 11,7 opeg petd and evéopréPia yoprynon kot 30,84 dpeg petd amd amhr| xoprynomn amrd 1o GTop.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog ekdoymv

Benzoic acid (E 210)

Lactic acid (E 270)

Tartrazine (E 102)

Water, Purified

6.2 Kopieg aocoppototnteg

Aoy EAdeymg peEAeT®V acLUPATOTNTOG, TO TAPOV KINVIATPIKO POPUAKEVTIKO TPOIOV eV TPEMEL VOl
AVOUETYVOETOL PE GANN KTNVIOTPIKE QOPUAKEVTIKG TPOIOVTO.

6.3 Awdpkera Cong

Audgpxela {ONG TOL KTNVIATPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPOVA LIE TN GVOKELOGTN TOANGONC: 3
XPOVIQL.

Avgpxela {ong LeTd To TPOTO AVOLyUa TG GTOYEIDOOVS GUCKEVOCING:6 UNVES.

6.4 Idwitepeg TPoPULAEELS KOTA T QVAGEN TOV TPOIOVTOG

DuAdcceTe TN ELEAN 0T0 EMTEPIKO YOPTOKOVTO Y10 VO, TO TPOGTATEVGETE ATO TO PMC.
dvidooete ™ QLA og 0pOio BEoT TNV OPYIKT] GLGKELOGIC.

6.5 ®@Yon km cHVOES TG GTOLYELDOOVS GVOKEVUGLOG
Xaptivo kouti pe pia eroin tov 500 ml (molvotBviévio vymAng TukvatnTog) mov meptéyel 490 ml

Stdvpartog 1 pe pio erodn tov 1.000 ml mov wepiéyet 980 ml StoAVUATOG, GEPUYIGUEVT LLE TOUOL
oAV alBvuAEVIOD LYNANG TVKVOTNTOGC, LLE 1) YOPIG OOCOUETPIKT OVTAM, LE COAVA EUPATTIONG



KOTOOKELAGUEVO amd 0EIKS GAag atBvAeviov- Brvuriov.

Kovtid pe docopetpikn avtiio:

4 ml avthia

Ka0e cuokevacio mepiéyetl emione po TAACTIKY SOCOUETPIKY avTAln oL Tapgyet 4 ml kot dVo

oo veg epuPantiong (évog yuo vo torobetn el otn eradn tov 500 ml kot évag yio ) eéAn tov 1.000
ml).

4 ¢0g 12 ml avtria

Kd&0e cvokevacio mepiéyet emiong pio TAOCTIKY 60GOUETPIKN avTAio Tov Tapéyel 4 £og 12 ml Kot dvo
coAveg epuPantiong (évag yia vo torofetn0el otn euain tov 500 ml ko évag yio ™ erain tov 1.000
ml).

Mmropei va, unv KoKAOQPOpPOUV OAEG Ol GUOKEVAGIES.

6.6 E1d1kég mpo@uAdEelg amoppyng evog yPNGLHOTON0EVTOS KTVIOTPIKOD (QUPUAKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL O.TO T1] Y P1IGT] TOL TPOIOVTOGS, UV VITAPYOLY

Ka6e pun ypnowomomBév kviaTpikd QopUOKEVTIKO TPOidV 7| Un yxp1oLoTotnfévta vToleippatd Tov
TPETEL VO, ATOPPITTOVTIOL COUPOVO UE TIG 1GYVOVOEG EOVIKEG QAT OELS.

To mpoidv dev Tpémel va, EIGEPYETAL GTOV VIPOPOPO 0pilovTa KAOMG anTo EVIEXETAL VAL EIVOL ETKIVOLVO
YL Tovg 1ybeic Kat dAlovg VIPOPLOVG OPYAVIGHOVC.

7. KATOXOX AAEIAYX KYKAO®OPIAZ

VIRBAC

1% avenue — 2065 m — LID

06516 Carros

France

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/18/234/001-006

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hupepounvia 1™ éyxprong: 08/02/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPoQOpieg Yo TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv datifevtol otov
diktvakd tomo tov Evpomaikod Opyavicpov apudkev http://www.ema.europa.eu/.

AITATOPEYXH INQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL.



A.

IHAPAPTHMA II
ITAPAXKEYAXTHYX YIIEYOYNOX I'TA THN AITIOAEEMEYXH TQN ITAPTIAQN
OPOI'H ITIEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH
ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

AAAOI OPOI KAI AITAITHXZEIX I'TA THN AAEIA KYKAO®OPIAX



A. THAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovouo kot 61e06vven Tov TOPUCKELAGTH TOL £ival VITELOVVOC Yo TNV OTOOEGUELCT) TOV TOPTIOWV

VIRBAC

1% avenue — 2065 m — LID
06516 Carros

France

B. OPOI'H HEPIOPIXEMOI THX AAEIAY KYKAO®OPIAZL, ITIOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

Na yopryeital povov pe KINVIOTPIKE GLVTAYT).

I ENAEIZEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpactikn ovsia Tov Kriptazen sivar emtpendpevn ovoia 0mwg teptiappaverol otov tivaka 1 tov
Ioapaptipartog tov Kavoviepod No 37/2010:

, . , , Alheg ,
(DapuaKo’?»ole’wg Karkaomo E}Sn AOK E16’n TpodTOdEsELC @8[)0(71,81)‘511(1‘[
dpaotiKn ovoia oelkng {owv OTOV tagvounon
Alopovyvovn Alopovywvovr | Ayerdoeg |10 pug/kg | Moeg Noa un Avtimopacttikol

25 pg/kg | Aimog ypnoLonoteital | mapdyovreg /

30 ug/kg |'Hmop og {®a Tov [opdayovteg mov
30 ug’kg | Neppog | mopdyovv yéAa | dpovv Katd TV
Y avBponrvn | tpoTolony
KOTOVOA®ON

Ta éxdoya ta omoio weptyplpoviol 6tn mopdypoapo 6.1 g IIXTI, gite gival emttpendueveg ovoieg Yo
15 onoieg o mivakag 1 Tov Kavoviopot No 37/2010 avagépet 0Tt dev anartovvtor AOK, gite Bempovvton
0T dev gumintovy 6To TEdio epappoyng tov Kavoviopov No 470/2009, 6tav xpnoLoTolovvTol GE aVTo
TO KTNVIOTPIKO POPLOKEVTIKO TPOTIHV.

A AAAOI OPOI KAI AITAITHXEIX I'TA THN AAEIA KYKAO®OPIAX

F1dwkéc amottNGELC QOPUOKOETOYPOTTVIONC:

O1 kOKAo1L vtoformv g ETITTA ya to Kriptazen, oggilovv va cuyypovifovtat kot va vrofdAiovtor pe
™mv 1610 GLYVOTNTA OTOG Y10, TO TPOIOV avapopag, Halocur.



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX

10



A. ENIXHMANXH

11



IHAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepkd yoptoxkovTo

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kriptazen 0,5 mg/ml moécipo diddvpa yo pocyovg
halofuginone

XopTtoKovTo pe eLaAn Lovo
Enavayépion

XopTOKOLTO UE PLIATN KOl OOGOUETPIKT) GUGKELT

| R

| 2. LYNOEXIH XE APAXTIKH(EX) OYEIA(EY)

KaBe ml mepiéyet:
ApOOTIKO CVGTATIKO:
halofuginone (w¢ yaAoxtikod ahog) 0,50 mg

‘ 3. OAPMAKOTEXNIKH MOP®H

[Toc1po ddAvpa.

4. YYXKEYAXIA

490 ml
980 ml

5.  EIAOX(H) ZQOY(QN)

Ayerddeg (veoyévvnTol LocyoL)

| 6. ENAEIZH(EIL)

| 7. TPOMOX KAI OAOX(OI) XOPHTHZHE

T xpnon amod to oo o HOGYKOVS LETA 0t GiTio.

12



YV0KELOGIO XOPIG SOGOUETPIKT OVTALQL:
Mo va dwucealcbel n cwot) docoloyia, eivar avaykoio 1 ypnon, €ite piog cvpryyag, &ite pog
GLGKELNG KATAAANAN Y10l YOp1YNGT OO TO GTOUAL.

2VoKeVAGIN LE SOGOUETPIKT avTAiaL:
€ TEPIMTAOCELG, OTOL 1) SOGOUETPIKT| OvTALD deV TOPLALEL LE TO COUATIKO BAPOS TV [D®V VIO

Bepaneia, pmopel va ypnopomombei o cupryya 1| omoledNToTe GAAN KOTAAANAT GUGKELY.

AwBaote T0 PUALO 0INYIOV XPAONG, TPV ATO TN YPTON.

‘ 8. XPONOX ANAMONHX

Xpoévog avapovig: Kpéag & edadipot 1otol: 13 nuépec.

‘ 9. EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

AwfacTe T0 PUALO 0INYIOV XPNONG, TPV ATO TN PN ON.

10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
Metd 10 Tp®dTO Avorypa xpron g 6 punveg.
Mol avoyyBet, ypion €ag ...

11. EIAIKEX XYNOHKEX AIATHPHXHX

Dvidooete TN ELIAN 6TO £EOTEPIKO YOPTOKOVTO Y10l VO TO TPOGTATEVGETE OO TO PWG,.
Dvidooete T ELIAN o€ 6pBila BECT GTNV OPYIKT GUCKELOGIC.

12.  EIAIKEX TIPO®YAAZEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY I[TPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Anoépprym: d1fdacte T0 POALO 0O YOV YPNONG.

13.  OI AEEEIX «AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI ITIOY IZXYOYN XXETIKA ME TH ATIAGEXH KAI TH XPHXH, av
vadpyovv

AmordeloTikd yio. knviaTpikn xpnon. No datifetor udvov [e KTnvioTptkn cuvtayn.
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14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATA»

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

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

VIRBAC

1% avenue — 2065 m — LID
06516 Carros

France

16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/18/234/001 (490 ml @udAn)

EU/2/18/234/002 (980 ml @udAn)

EU/2/18/234/003 (490 ml @idAn + 4 ml docopetpikn oviio)
EU/2/18/234/004 (980 ml @iéAn + 4 ml Socopetpikn avtiio)
EU/2/18/234/005 (490 ml @uaAn + 4-12 ml docopetpikn avtiio)
EU/2/18/234/006 (980 ml @idAn + 4-12 ml 6ocopetpikn avtAio)

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

[oprtida {apOuog}

14




EAAXIXETEX HAHPO®OPIEX I10Y IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

Drareg Tov 490 ml 1 980 mi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kriptazen 0,5 mg/ml moécpo diddvpa yio pocyovg
halofuginone

‘ 2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

APUGTIKO CVGTUTIKO:
Halofuginone (og yoloxtikd dAag) 0,5 mg/mi

‘ 3. OAPMAKOTEXNIKH MOP®H

[Toc1po dtdAvpa.

4. YYXKEYAXIA

490 ml
980 ml

5.  EIAOX(H) ZQOY(QN)

Ayeladeg (veoyEvvntol LOGYOL).

| 6. ENAEIZH(ELY)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I"a ypion amd to oToUa.
Awpaote 10 PUALO 0INYIDOV XPNONG, TPV ATO T YPT|ON.

| 8.  XPONOX ANAMONHE

Xpoévog avapovig: Kpéag & edddyiot wotoi: 13 nuépec.

| 9. EIAIKH(EX) MPOEIAONOIHEH(EIE), EAN EINAI ATIAPAITHTH(EX)

Awfaote T0 PUALO 0INYIOV XPNONG, TPV ATO TN YPTON.
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‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/éroc}
Metd 10 mpdTO Avorypa xpnom £mg 6 pPvec.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Durdooete TN ELIAN GTO EEMTEPIKO YOPTOKOVTO YO VO, TO TPOGTOTEVGETE A0 TO PG,
Ddvidcoete T ELIAN o€ 0pOilo BEoT BTNV OPYIKT] GUGKELOGICL.

12.  EIAIKEX TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorAeloTIKA Y10 KTVIHTPIKN XpNom. Na olatibetol Hovoy e KTNVINTPIKT CLVTOYT.

14.  OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HHPOXEITIZOYN TA ITAIAIA»

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

VIRBAC

1% avenue — 2065 m — LID
06516 Carros

France

16. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/2/18/234/001 (490 ml @udAn)

EU/2/18/234/002 (980 ml @udAn)

EU/2/18/234/003 (490 ml @1dAn + 4 ml docouetpikn| avtiio)
EU/2/18/234/004 (980 ml @idAn + 4 ml docouetpixn aviio)
EU/2/18/234/005 (490 ml @idAn + 4-12 ml Socopetpikn avtAio)
EU/2/18/234/006 (980 ml @1dAn + 4-12 ml docouetpixn avtiio)

17. APIOMOX ITAPTIAAX ITAPATI'QI'HX
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TTaptida {apOuoS}

B. ®’YAAO OAHI'TQN XPHXHX
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DOYAAO OAHI'TQN XPHXHX:
Kriptazen 0,5 mg/ml wécyo dvadopa yro poécyovg
1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY. KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHX I1OY EINAI YIIEYOGYNOX I'TA THN
AIIOAEEMEYZH ITAPTIAQN, E©@OXON EINAI ATA®OPETIKOI

Kdatoyog the ddstog KuKAOQOPIog Kol TapUoKELACTNC VITELOLVOC Y10 TNV OTTOOECUEVLCT TMV TAPTIOMV:

VIRBAC

1% avenue — 2065 m — LID
06516 Carros

France

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Kriptazen 0,5 mg/ml oo diddvpa yio pocyovg

halofuginone

3. YYNOEXH XE APAXTIKH(EX) OYXIA(EX) KAT AAAA YYXTATIKA
KOs ml mepiéyet:

ApOOTIKO CVGTATIKO:

Halofuginone 0,50 mg
(¢ yoAoKTIKO GAOG)

"Exooya:
Benzoic acid (E 210) 1,00 mg
Tartrazine (E 102) 0,03 mg

Awoyég kitpvo didAvpa.

4. ENAEIZEH(EIYL)

Ayeladeg (veoyévvntol Hocyol):
- TIpodinym g dudppotag mov oeeiretan oe drayvoouévo Cryptosporidium parvum, cg povadeg
LE 1GTOPIKO KPVUTTOGTOPLOINoNG.
H yopnynon Ba mpénet va apyioet evtdg tav mpdtov 24 £mg 48 wpdv T nAkiag Tovg.
- Meiwon g diappotag mov ogeikeTon og dayvocuévo Cryptosporidium parvum.
H yopfiynon Oa wpémel va apyicel evidc 24 @padv PHETA 0o TNV EUEAVICT] TG SEPPOLOC.

Kot o115 600 epintdoets, £xel amodelyel ) peimon g amEKKPIoNS ®OKVGTEMV.

5. ANTENAEIZEIX

Na un yopnyeitot o€ dog10 GTopdyL.

Na pn yopnyeitol o€ TEPUITOCELS O1APPOLAG TOV EYEL TOPOVGLOCHEL Y10 TEPIEGOTEPES OO 24 MPEG,
KkaBdg kot o€ advvapa {oa.

Noa unv ypnoiuonoteital 6€ mepintmon vrepevolcinciag 6To dPACTIKO GVOTOTIKO 1| GE KATO10 amd Ta
£K60Y0L.
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6. ANENNIOYMHTEX ENEPTEIEX
‘Eyer mapatnpnOei pio avé&nomn tov fabpov didppotog, 6 CTAVIEG TEPUTTOGELS, oT0 VIO Bepaneio (ma.

H ocvyvémta tov avemBiuntov evepysudv kabopiletor og akolovbmg:

- [ToA ovyvn (tepiocotepo and 1 ota 10 vrd Bepaneio Lda Tapovsidlovv avemBounteg evépyetec)

- Xuyvn (mepiocdtepo amd 1 aild Aryotepo amd 10 {da ota 100 vad Oepaneio {ma)

- Mn cvvnBiopévn (meprocdtepo and 1 arArhd Aydtepo and 10 {da ota 1.000 vrd Bepancio Loda)

- Xmavia (mepiocdtepo amd 1 aAld Aydtepo amd 10 {da ota 10.000 vrd Bepaneio {oda)

- [ToAd omdvio (Aydtepo amd 1 ota 10.000 vad Oepancio (o, cvopmeplapfovopévov Kol TV
LELOVOLEVAOV OVAPOPDV.

Edv mapatnpioete onotadnmote avemBouuntn eVEPYELN, OKOLO KOL 0V OEV OVOPEPETOL GTO ECMOKAEITTO
DvAro OdNyIdV Xpnong N GUEIBAAETE Y10 TV OTOTEAEGLLOTIKOTNTO TOV PUPUAKOV, TOPOKOAEIGOE Vo
EVNULEPDOETE GYETIKMG TOV KTNVIATPd COG.

7. EIAH ZQOQN

Ayeladeg (veoyévvntol Looyot).

8. AOXOAOITA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX
INa ypron amd 10 oTOH GE PHOGYOVG UETA OO GITIOo).

H Socoloyia givar: 100 pg adogovywovng / Kg o.p., pia @opd tv nuépa yio 7 cuveyOUEVES NUEPES,
onA. 2 ml Kriptazen / 10 kg o.B. pia gopd. trv nuépa yuo 7 cuveyOUeves NUEPEC.

H ovveydpevn Bepaneia mpémet va yivetar tnv idio dpa kabe nuépa.

Amd ™ otyun wov Ba voPinbei oe Bepancio To TPpMTO POGKAPL, B0 TPEMEL V. VITOPAAAOVTAL GE
Oepaneio cuoTUATUCG OO TO EMOUEVE VEOYEVVIITO LOGYAPLA, Y10 OGO KOPO TOPAUEVEL O KIVOLVOG TNG
dugppotag, mov opeiretor ato C. parvum.

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

[@16An ywpic avtria:] T va daceoiobel 1 cwoth docoroyia, eivar avaykaio 1 xpriomn, €ite piog
oVPLYYOS, EITE P0G GUOKELNG KATAAANAN Y10 YOPIYNON OO TO GTOLA.

[@16An pe avidia tov 4 ml:] T vo dtuocparichel 1 cwoty docoloyia, Bo mpémel va emhéyetan N
KATOAANAOTEPY] OOCOUETPIKY avTAic, oviAoyo He TO copatikd Papog (dwv vrd Oepameio. Xe
TEPMTMOGELG, OOV 1] SOGOUETPIKT avTAin Ogv TopLalet e To copoTikd Papog tov {dwv vrd Bepaneia,
umopei va ypnoomoindei pio cupryya 1 0molodNToTe GAAN KATAAANAT GuoKELN.

4 ml avtria

1) EntléEte To cAvo mov €xel GYESNOTEL Y10, TO DWOG TNG PLOANG (To UkpOTEPO Yo TN ELAAN TV 500
ml ka1 to peyarvtepo yia ta 1000 ml) kot tomobetote T0 6TV €Aeb0gpN 0omN oV PpickeTon oth Pdon
TOV KOAVUUOTOG TG avVTALNG.

2) AQOIPEGTE TO KOADUULO KOL TO TTPOGTATEVTIKO TMWUO OO TN QLA Kot fdMGTE TNV ovTAic.
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3) AQopESTE TO KOADUUO TPOCTAGIOG 0TO TNV GKPT TOL OKPOPLGIOL TNE AVTAMAG,

4) Ilpoetoydote TNV aviiio mELovTog EAa@Pa T OKAVOAAT, LEYPL VO ELOAVIGTEL L0, GTAYOVO GTO AKPO
TOL AKPOPLGIOV.

5) ZuyKkpatioTe TO LOGYAPL Ko TOTOOETNGTE TO 0KPOPVGLO TN SOGOUETPIKNG AVTALOG GTO GTOWO TOV
6) ITiéote tedeimg T OKAVOAAT TNG SOGOUETPIKNG ovTAMOG Yo amelevbépmaon pog d6ong ion pe 4 ml
Swivpartog. [Tiéote dVo N Tpelg opéc, avicTorya, Yo T Xop1ynomn Tov exuuntov 6ykov (8 ml yua
UOGYOLE e SOUATIKO Bapoc dvm Tov 35 kg adhd pikpdTepov 1 icov Tov 45 kg kot 12 ml yuo poécsyovg
pe copoTikd Papog avm tov 45 kg oA pikpodtepov 1 icov Tov 60 kg , avtictorya).

TMo pkpd 1 peyordtepa copatikd Bapntov (dav, tpénet vo yivetar akpiPng vroroyiopos (2 ml / 10
kg c.p.).

7) Zoveyiote T ¥pNon £0¢ 6Tov 1 PLAAT 00EACEL. AV TAPUUEIVEL TPOTOV GTN PLAAT], APTOTE TNV AVTAIL
GLVOESENEVT] PEYPL VAL xpNooTon el Tepattépm.

8) Na emavabéTete TAVTA TO KOTAKL GTIV AKPT TOV 0KPOPLGIOV LETA TN XPTOT).

9) No emavabétete TavTa T ELIAN GTO KOVTL.

e

. 40Kc
\\

W)

60 KG

X1=4ml

S00 mil

1000 ml

[@16An pe avrria Tov 4 £og 12 ml:] T va Steceaicdei n cwoth docoloyia, Oa mpénel va emAsyeTar
N KOTOAANAOTEPT OOGOUETPIKN avTAio, aviloya pe 10 couatikd Bapoc {mwwv vrd Oepomeia. Xe
TEPIMTMOGELG, OTOV 1 SOGOUETPIKT avTAi 6gV ToupLalet pe to copotikd Papog tov {owv vad Oepansio,
umopel va ypnoyomoindei o cupryya 1 omoladnmote GAAN KATGAANAT GuoKeLY.

4 £og 12 ml avthia

1) Eniééte 10 coAva Tov £xel oxedl0oTEL Y10 TO VYOG TNG PLAANG (TO KPOTEPO Yio. TN PLAAN TV 500
ml kot to peyarvtepo Yo ta 1000 ml) kou tonobeote 10 oty €lebBepn omn mov PpiokeTan otn Pdon
TOL KOADULOTOG TNG OVTALOG.

2) AQoIPEGTE TO KOADUULO KOL TO TTPOGTATEVTIKO TMWO OO TN GLOAN Kot fdMGTE TNV ovTAic.
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3) AQopESTE TO KOADUUO TPOCTAGIOG 0TO TNV GKPT TOL OKPOPLGIOL TNE AVTAMAG,
4) I'a va mpogtolpdote TV avTAia, yopiote Tov daKkTOAMO docoroyiag kot emiéste 60 kg (12 ml)

5) [Miéote otadloKd T oKAVOAATN LE TO GOANVIOKO GTPOUUEVO TPOG TO TAV®, EMG GTOV ELEAVICTEL Lo

otaydva 6TV AKPT TOL 0KPOPLGIOL.

6) Ztpiyte 10 SayTLAISL, Y10 VO EMAEEETE TO COUATIKO BAPOG TOV Hooyaplov vd Bepameia.
7) ZuyKpotioTE TO OGP Kol TOTOHETNGTE TO AKPOPVGLO TNG SOGOUETPIKNG AVTIALNG GTO GTOUA TOV.
8) [Miéote tedeimg T oKOVOGAT TNG DOGOUETPIKNG aVTAING V1o VO ameAeLBepDCETE TNV EMOPKT OOGT).

9) Zuveyiote T ypNon £0¢ 6Tov 1 PLAAT 0OEACEL. AV TAUPUUEIVEL TPOTOV GTN PLAAT], APTOTE TNV AVTAIL

GLVOEDENEVT] PEYPL VAL ypNooTon el Tepattépm.
10) Na eravabétete Tavta 10 KOmMAKL GTNV AKPT TOL AKPOPLGIOV HETA TN YPNOoT.
11) No emavabétete TAVTOTE TN QLIAN GTO KOVTL.

g = \ —*_1 -
2

o ; o =N - ||~  60KG
> - = ~, 40KG e
30 KG |

YHMEIQXH: To @OALho 0dnyidv ypiong mov o ekdobei, Oo avapépet, eite Tnv avtiio tov 4 ml 1
v avtiia tov 4 £éoc 12 ml 1 ™ e1dAn eravayéuong yopis tny avtiio, avadioya pe v mepintoon.
10. XPONOX ANAMONHX

Kpéag & edmdipot 1otol: 13 nuépec.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na euldooetal o€ 0éom, TV onoia dev PAETOLY Kot dev TPooeyYilovv Ta TaldLd
Dvidooete TN ELIAN 6TO £EOTEPIKO YOPTOKOVTO Y10l VO, TO TPOGTAUTEVGETE OO TO PWG,.
Ddvidooete T ELIAN og 6pOila BEoT GTNV OPYIKT GUGKELOGIC.

Na pun gpNoHOTOIEITOL 0VTO TO KINVINTPIKO QOPUOKEVTIKO TPOTOV LETA amd TNV nuepounvia AnENG mov

ovaypdeetor oty etkéta petd AHZEH.

Aldpketo {ong PETE TO TPMTO Avorypa TOV TEPLEKTN: 6 U VEC,.
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12. EIAIKH(EX) ITIPOEIAOIIOIHXH(EIX)

E1d1k1) mpo@vAaén yia t yopnynon ota {da:

Xopnynote To HETA GO GITION LE TPOTOYOAX 1 UETA GO YOPNYNoMN YOAOKTOC 1 VTOKOTAGTOTOV
YOAOKTOG, YPNOLOTOLDVTAS Mo KOTAAANAN GLGKELY Yl Yoprynon oamd 10 otopc. No i
ypnoonoteitar oe adelo oropdyt. I'ia ) Bepaneio pooymv pe pewwpévn 6peén, Ba tpénetl o Tpoidv va
yopnyeitar péca e piod Atpo drodvpatog niektpolvtov. Ta (o o mpémel va Aappdvooy apreto
TPOTOYOAN COUPMOVE LLE TT COGTI TPOKTIKT EKTPOPTC.

ISwaitepec Tpo@LAGEEIC TOV Tpémet va AapPdvovtor omd To dToLo Tov YopNYEl TO KINVIATPIKO
QOPUOKEVTIKO TTPOidV o8 {ma:
- Atopa pe yvooti vrepevaicncio 6to dpacTikd cLGTATIKO 1| 6 KATO10 Ao T £KO0YA, TPEMEL
VoL YOPTYOUV TO KTNVIOTPIKO POPLOKEVLTIKO TPOTOV LLE TPOGOYN.
- EmovolopPoavopevn emagn pe 0 Tpoidv pmopei va 0dnNyNoeEL 6 0ALEPYIEC TOL SEPLOTOC.
- No amo@gdyetal 1 EMAPT] TOV OEPLATOS, TOV LATIOV 1] TOV BAEVVOYOV@OV LE TO TPOIOV.
- No gopdite TpooTaTELTIKA YaVTIR OTOV YXEPILETTE TO TPOIHV.
- Xg TepInTmon ETOENE TOV OEPIOTOC KL TOV HATIOV, TAVVETE TPOGEKTIKA TNV eKTEDEEV
mepoyn pe kabapo vepod. Av o epeBioOg TV LATIOV EMUEIVEL, avalnTHOETE WTPIKT GLUPBOVAN.
- No mAévere ta yépla PeTd amd ™ xpnon.

Yrepdoocoroyia (GuURTGUATE, LETPO OVILETAOTIONG, OVTIOOTA):

Kabng givar duvatov va eppovicBodv countdpate toSikotTag 6t SmAdoia e Bepanevutiknig d0omg,
glvar ovaykaio vo yopnysitar ovotnpd 1 cuvietdpevr 6ocoAoyia. To cuourntd®pTe TOEKOTNTOG
nepthapufavouy o1dppota, EUPAEVION OiUOTOG OTO KOTPAVO, WEIMON TNg KATAVAA®GONG YOAOKTOG,
aQLOdTo™, amddel Kot Katdntworn. Av mapatnpnbodv KAvikd cuopntd@poTe VITEPSOGOAOYING, M
Bepaneio Tpémel va drakomnel apEsmg Kot 6to (Do va yopnynbei un eappokodyo yodo 1 VTOKATAGTATO
yYoAoktog. Mrmopet va givat avaykaio 1 evoddtmon tov {dhov.

Aocvufoardnrec:
Aoy EAdetymg PEAET@V acLUPATOTNTOG, TO TAPOV KINVITPIKO POPUAKEVTIKO TPOIOV eV TPENEL VO,
AVOUETYVOETOL UE GANN KTNVIOTPIKE POPUAKEVTIKG TPOTOVTA.

13. EIAIKEX TIPO®YAAZEIX ATTIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [TPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta @apuoKo dev TPETEL VO OTOPPITTOVTOL LECH TOV ADUATOV 1| TOV OIKIOK®V OTOPANTOV.
YvpPovievbeite Tov KTNViaTPO GOG Yo TOV TPOTO AMOPPYNG TV ¥pNoipomombéviov eappakwoy. Ta
UETPOL GVTA OTOCKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

To mpoidv dev Tpémel va. EIGEPYETAL GTOV VIPOPOPO opilovta KaOMS anTd EvOEXETAL VO, EIVaL ETIKIVOLVO
YL ToLg 1yeic Kot GALoVg VIPOPLOVG OPYUVIGHLOVG.

14. HMEPOMHNIA THX TEAEYTAIAY EI'KPIXHX TOY ®YAAOY OAHI'IQN
XPHXEQX

AemTopEPEIC TANPOPOPIES Y10 TOV TOPOV KTIVIOTPIKO QUPIOKEVTIKO TPoidv d10TiDeVTOL GTOV SIKTVAKO
t6mo tov Evponaikod Opyaviopod @apudkov ot dievbuven (http://www.ema.europa.eu/).

15. AAAEX [NIAHPO®OPIEX
Xaptvo kouti pe pia rain tov 500 ml mov wepiéyet 490 ml dtohdpartog 1 pio rodn tov 1.000 ml wov

meptéyel 980 ml, pe N yopic docopeTpikn avtAia.
Mmropei va, punv KuKAOQOpoUV OLEG 0L GLOKEVAGIEG.
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T"o omoladnTote TANPOPOPia. GYETIKE LLE TO TAPOV KTNVINTPIKO PUPLOKEVTIKO TPOTOV, TapakaieicOe

va, anevBuvOeite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOV TS ASELS KLKAOPOPING.

Belgié/Belgique/Belgien
VIRBAC BELGIUM NV
Esperantolaan 4
BE-3001 Leuven

Tel nr +32-(0)16 387 260

Penyb6smka bearapus
VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Ten: +33-(0)4 92 08 73 00

Ceska republika
VIRBAC

1 avenue 2065 m LID
FR-06516 Carros

Tel: +33-(0)4 92 08 73 00

Danmark

VIRBAC Danmark A/S Profilvej 1
DK-6000 Kolding

Tel: +45 75521244

Deutschland

VIRBAC Tierarzneimittel GmbH
Rogen 20

DE-23843 Bad Oldesloe

Tel: +49-(4531) 805 111

Eesti

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: +33-(0)4 92 08 73 00

E\rada

VIRBAC HELLAS A.E.

13° yAp E.O. AOnvov - Aapiog
EL-14452, Metaudpomon
TnA.: +30 2106219520
info@virbac.gr

Espafa .
VIRBAC ESPANA SA
Angel Guimera 179-181

ES-08950 Esplugues de Llobregat (Barcelona)

Tel. : + 34-(0)93 470 79 40

Lietuva

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: +33-(0)4 92 08 73 00

Luxembourg/Luxemburg
VIRBAC BELGIUM NV
Esperantolaan 4

BE-3001 Leuven

Belgié

Tel nr +32-(0)16 387 260

Magyarorszag

VIRBAC HUNGARY KFT
Szent Istvan krt.11.11/21.,
HU-1055 Budapest

Ten: +36703387177

Malta

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: +33-(0)4 92 08 73 00

Nederland

VIRBAC Nederland BV
Hermesweg 15

NL-3771 ND-Barneveld
Tel nr +31-(0)342 427 127

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

Tel: + 45 75521244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
AT-1180 Wien

Tel: +43-(0)1 21 834 260

Polska

VIRBAC Sp. z 0.0.

ul. Pu | awska 314
PL-02 819 Warszawa
Tel.: + 48 22 855 40 46
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France

VIRBAC France
13¢rue LID

FR-06517 Carros
service-conso@virbac.fr

Hrvatska

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: + 33-(0)4 92 08 73 00

Ireland

VIRBAC

1% avenue 2065m LID
FR-06516 Carros

Tel: + 33-(0)4 92 08 73 00

island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: + 33-(0)4 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti,
IT-15 20142 Milano
Tel: +39024092471

Kvnpog
VIRBAC HELLAS AE.

13° yAp E.O. ABnvov - Aapiog

EL-14452, Metapoppmon
TnA.: +30 2106219520
info@virbac.gr

Latvija

VIRBAC

1 avenue 2065 m LID
FR-06516 Carros

Tel: +33-(0)4 92 08 73 00

Portugal
VIRBAC de Portugal Laboratérios LDA
R.do Centro Empresarial
Ed13-Piso 1- Esc.3
Quinta da Beloura
PT-2710-693 Sintra

Tel: + 351 219 245 020

Romaéania

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: + 33-(0)4 92 08 73 00

Slovenija

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

+ 33-(0)4 92 08 73 00

Slovenska republika
VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Tel: + 33-(0)4 92 08 73 00

Suomi/Finland
VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
+33-(0)4 92 08 73 00

Sverige

VIRBAC Danmark A/S Filial Sverige
SE-171 21 Solna

Tel: +45 75521244

United Kingdom (Northern Ireland)
VIRBAC

1% avenue 2065 m LID

FR-06516 Carros

+ 33-(0)4 92 08 73 00



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	ΠΑΡΑΡΤΗΜΑ ΙΙ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

