ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kexxtone 32,4 g cuokevn cuveyovg aneievfépmaong ot peydin Kotkio yio foogidn

2. MHOIOTIKH KAI MOXOTIKH XYNG®EXH
APUGTIKO GVGTOUTIKO:
Monensin 32,4 g (avtiotoryel o€ 35,2 g vatplohyov HOVEVGIVIG)

Ka0e cvokevn peyding xowiog mepiéyel 12 vropovadeg mov 1 kabe pia mepiéyet 2,7 g povevoivng
(avtioToyovv o€ 2,9 g vatplovyov HoVEVGIVNG).

BX. Tov TApn KatdAloyo ekdOymV 6T0 KeEPAAoto 6.1.

3. DOAPMAKOTEXNIKH MOP®H

YV0KeVT GLUVEYOVC OTEAELOEPONG OTN HEYAAT KO,

Mio KVAWVOPIKY] CLOKELN] UEYOAANC KOWMOG Amd TOPTOKOAL TOALTPOTLAEVIO, TOVTOMOINUEV LLE
povadiko apfud kot m AéEn « MONENSINY, mov diabétel mrepvyia, 1 omoio amoTeAeitol amd Tupva
7ov mapovctileTon wg pio otoifasn 12 vwopovadwy.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Boogdn (ayehddeg Kot SapaAideg YOLAKTOTOPUYMYNG)

4.2 OepamevTiKég evOEilelg Tpoooropilovtag Ta £ion (O Y

Mo ™ peloon g eueaviong KETOONG O EMITOKES AYEAAOES/DOUUAAIDES YOAOKTOTAPOYMYNG TOV
OVOUEVETOL VO ELPAVIGOVY KETMOOT).

4.3 Avtevoeigelg

Na un ypnowonoteitar o€ (do pe Papog copatog kpotepo tawv 300 kg.
Noa punv ypnoylomoleitol o€ TePITTOOT VIEPELOIGHNGING GTO dPACTIKO GLOTATIKO 1| GE KATOL0 AmTd TO.
éKdoyaL.

4.4 Ewdwkéc mpogrtdomon)oels Yo kabe gidog {dov

H tavtomoinon tov {dwv yuo Bepaneia Oo mpémel va EyKeLTor oTn SOKPLTIKY EVXEPELN TOV KTNVIATPOV.
Ytov¢ mopdyovteg Kivovvov umopel vo, mepAapuPdvetal 16Topikd vOG®V 1oL  oyeTiloviol e
OVETAPKELD EVEPYELNG, VYNAT Pfabloloyio 68 COUOTIKN KATACTOOT KOl TEKVOTOINGT.

Ye mepimtmon mPOWNG TAAWVIpOUNCNSG, NPocdlopiote 10 (MO  AVIIGTOYOVIOG TOV OaplOpd
Tavtomoinong tov {dov pe tov aplfud otn cLoKELN UEYOANG KOWMOG Kot yopnynote Eava pio pun
KOTEGTPAUUEVT] GLOKELT peydAng Kotliog (BA. kepdhato 4.5).



4.5 Idwitepeg TPpo@UALAEELS KATA TN Y p1ON

Idwaitepec Tpo@LAGEEIC KaTd T Ypnon o€ Lha

Na dtatnpovvtat ta Tpog Bepancio fooeld| oe Evav TePLOPIGUEVO YDPOo Yo 1 dpa peTd T yoprynon
MOCTE VO, TOPUTNPOVVTAL Y10 AOVVOUIN KOTATOONG 1 TAAVOPOUNGN. AV ELPAVICTEL 0VTO, YOPTYOTE
Eava tn cvokevn UEYAANG KOG, edv dev gival kateoTpappévn. Edv éxel kotaotpagel, yopnynote
pio véa cuokevn PeYaAng kotkioc. EAéyyete Eava ta foogdn yio puéxpt 4 nuépeg petd t d6om yia va
TOPATNPNOETE EVOEIEELS EMKADIONC OGS CLOKEVNC LEYOANG KOIAIOC GTOV 01G0(AYO.

Y11c evoeilelg emkadiong pmopel va mepAapfavetol HETE®PICUOC, ToV omoio umopel va axolovbel
BMyxos, oiehdppota, avopesia kot adtobecia.

Idwaitepec mpoeuAGEeic mov mpémel va Aoufavoviol amd 1o GTOUO OV YOPNYEL TO QOPUOKEVTIKO

poidv oe {ha

H £éxBeon ot dpactikn ovsio umopei vo, Ttpokarécel olAepyikn avtidpacn o€ vrepevaicinto dropa.
Ta dropo pe yvoot) vrepevaictncio ot poveveivn 1 o€ o00dNToTE 0mtd T £kdoya o mpémel va
OTOPEVYOLV TNV EXAPT LE TO KINVINTPIKO PUPLOKEVTIKO TPOTOV.

Mnyv tpdte, mivete 1 KomvileTe KOTA TO YEPIGHO TOL KINVIATPIKOD QOPUAKEVTIKOD TPOTOVTOG.
XPpNOOTOLEITE YAVTIOL KOTA TO YEPIGUO TNG GLOKEVNG UEYOAANG KOWMOG, CUUTEPIAAUPOVOUEVIG TG
TEPLOOOL OVAKTNONG TNG TOAVOpounOgicag cLGKEVTG UeYGANG KOG,

Bydite ta yévtia kot TAOVETE T ¥€PLoL Kot To dEpUa Tov ExEl ekTeOEL LETA TO XEIPIGUO TOV GLCKEVHOV

UEYAANG KOWATOG.

Aowmd TpoAnmrikd pétpa,

H xatdmoon N n €kBeon ot poveveivn umopel va eival avatnedpa yio To GKLUALL, GAoyo, GAAQ
ITIOEON 1 PPOYKOKOTEC.

Mnyv enutpénete 6€ oKLY, GAOYQ, GAAQ UTTOELDN 1 GPPOAYKOKOTESG VO, £XOVV TPOGPOT O8 KTNVINTPIKE,
QOPUOKEVTIKA TPOIOVTA TOL TEPIEYOVY LOVEVGIVT.

Abdyo Ktvddvov madvdpounong tov Borov, unv emitpénete v tpdcocn o€ avtd to €i0n oTo onueio
oMoV éuevay ta foogldn Tov mpay T Oepameia.

Kpamote tovg oxviovg pokpld omnd ta vad Oepameion (mwa. H tuyoio xoatdmoon tov dpactikod
GLOTOTIKOV atd TOVG OKOAOVG €iye g amotéleopa Bavatnedpeg CUVETELEG. Xe TEPITTOON LIOYING
KaTAmooNg amd GKOAOVG, ovalNTHoTE AUECMG KTNVIOTPIKT GUUPBOVAT.

4.6 AvemOounteg evépyseieg (ovvoTNTA Kol cofapoTnTa)

Ye omlvieg TEPWTIMOELS, £xovv mopatnpnlel meEnTIKA ocvpmtOpate (T Oppoln, OCTOUOYIKES
SOTAPOYEC TOV UNPVKAGTIKAOV).
X MOAD GTAVIEC TEPMTMOELS, EYEL TapaTNPNOEl amdepatn Tov 01G0PaYoL.

H ocvyvomta tov avemBountev evepysidv kKabopiletor og axorlovbmg:

- TOAD ovyvn (Ttepiocodtepo amd 1 ota 10 vid Bepancio (da mapovoidlovy avemBountec evépyeleg)

- ovyvn (Teplocdtepo amd 1 aidd Arydtepo amd 10 {da ota 100 vrd Bepoameio (Ha)

- un ovvnBopévn (teprocdtepo and 1 adrd Ayotepo amd 10 (oo ota 1000 vrd Bepaneia {ma)

- onavia (tepiocdtepo amd 1 adid Ayotepo amd 10 {oa ota 10.000 vid Oepancio (o)

- woAV ombvie. (Mydtepo oamd 1 (®o ota 10.000 vrd Bepomeioa {da, ocvumeptloppovopévev
LELOVOUEVOV AVAPOPDV).

4.7 Xpnion ketd Tnv kOnon, ™ yeiovyio 1 TNV ©OTOKiN

Mropet va ypnoponon el katd tnv kdnon kai tn yoiovyia.



4.8 Aliemopdocseig pe GAA0 QOPRUKEVTIKE TPOTOVTO KO GAAES pOPPES aAANAemidpaoNG

Agv glval yvoot Kapio.
4.9 Aocoloyia Kol TPOTOS YopPyNoNS

Evdopeyalokothakn ypnon.

Mio. povo ovokevn] peydAng kowiag mpoopiletor  ywo  yopnynon o€ ayeAddo/dopaAidn
yoAaktomopaywyng 3-4 eBdopddeg mptv omd TOV OVOUEVOUEVO TOKETO, YPNOULOTOLDVIOS &Vl
KOaTAAANAO epyaireio yoprynong.

To Kexxtone mapéyet pia péon d6on mepinov 335 mg poveveivng nuepnoing yio mepitov 95 nuépec.
AxolovBeite T1g 00N yieg TPOGEKTIKA.

Amonteiton KoTdAANAO d€G1LO0 TOV {MOL Y10 T COOTH YOPNYNON OVTNG TG GCVOKEVNG LEYAANG KOIATOG.

To déoo avtd mpénel va mepropilel v kivnorn eunpic/mic® Kol Vo EMITPENEL T OLOLTHPNOT TOV

KEPAAL00 ToV {MOV otnVv éunpocbev extetapévn BEon Kot yopig TieoT GTO AU DOTE VO OTOTPEMETAL

TVIYUOG.

1. Ka0e cvokevn peyding kowkiog otabBétel Evav pepovoprévo aptpud Kotd HNKouE TOV CAUOTOC
NG CLOKEVNG. AVTOC Ba TPEMEL VO KATAYPAPETOL LE TOV OVTIGTOL(O APIOUO TOVTOTOINGNG TOV
foov ovtwe Mote, av yivel TOAVIpOUNGCT HitG GUOKELTS HEYOANG KOG, VO TPOGOIOPIoTEL

to {mwo.

2. ATA®OOTE TO TTEPVYIOL TPOS TOL KATM KATH PNKOG TOV CMLOTOG TNG GVOKEVNG LEYOANG KOWATHG
KOl EI0AYAYETE TN GLOKELN] GTO KOTAAANAO €pYOAElo yopnynong, HE TO GKPO TOL GTOUIOV
TPOTA.

3. Aéote 10 {0 pe To KeEPAAL Kol TO Adpld ToL TEVI®MUEVO TTpog o eunpog. [Tidote 10 {do pe 10

éva xEépL otV GKpn TOL G6TOUATOG TOv. Elcaydyete 1o epyodeio yopnynong oto oToOUO
ATOQEVLYOVTOG TA UTPOSTVA dovTia. T va amopevyBel Tpavpatiopnds Kot {nuio 6o eapvyya
KOl TOV 01G0(QAY0, |1 ¥pNnoiponoteite vrepPoikn dvvapn.

4, Eicaydyete 1o gpyaieio yopnynong mépa amd ) Pdon g yAdcoog dtacearilovtag 6Tt oe Oa
ocuvavtioete tovg tponelites. Eva katomivel to {®o, 10 gpyadeio yoprynong Ba petakiveiton
gbkoha mave omd ) Paon g yAwococ. MHN AXKEITE YIIEPBOAIKH IIIEZH. Av
GUVOVINGETE AVTIGTAOT), AMTOGVPETE TO EPYAAEID ELAPPDG KOt ETOVOAGPETE TN dladiKacia.

5. Befaiwbeite 611 1 kepodn Tov gpyadreion yoprynong éxel mepdoet tn Paon tng YAdooag. Otav
Kkatanivel To {do, eEGyeTe T GLOKELT LEYAANG KOWAlaG amd TO epyaAeio xoprynomg.

4.10 Y7negpdocoroyia (CUUTTONATA, HETPO OVTIRETAOMIGNG, AVTIO0TA), EAV Eivol amapaitnTo

Axkobol0 yopnynon mePIocOTEP®MY AMO Uit GLOKEVMOV HEYOIANG KOAiog B pmopovse vo 00NyNoEL G
oplopéveg avemBounteg evépyeleg ol omoieg elvar cuvnBelg v v VIEPIOCOAOYIOL HOVEVGIVIG
ocopmeptropfavouévng tng peimong tng 6peéne, g didppotag Kot Tov Abapyov. Avtd ivol yevikd
mapodikd. H vyniotepn avektn do6on givar cvvibog peta&d 1 mg kot 2 mg poveveivng/kg copatikov
Bapovg/mpépa.

4.11 Xpovog(or) avapoviig

Kpéag kot edmotpot 1otoi: undév nuépeg

Faia: pndév nuépeg

5. DOAPMAKOAOTI'IKEY IAIOTHTEX

Dopuokodepamevtiky] opdda: AAAM TPOIOVTO TEMTIKOD GUOGTILATOS KOl LETUPOAICUOV: (APLAKO Y10,

™V TPOANYT ka1 Bepaneio T keTovoluiog.
Koducog ATCvet: QA16QA06



H povevoivn eivor pélog e @oprokofepamentiknig opddag ToALUIOEPIKOV 10VTOQOP®V 1O1UITEPMS
g kapPoéuikng vmoopddag. Eivar mpoidv g euokng {Opwong mpoidovimv mov TapdyeTal and Tov
Streptomyces cinnamonensis.

51 ®@oppokodvvopkes 1O10TNTEG

H poveveivn decpevetor oe Paxtnplokés kuttopikés pepPpdves kot emeppaivel ot ocovvtipnon
ONUAVTIK®OV Bafidwv 10VIOV 610 KOTTOPO TOL YPEGLOVTOL Y10 TN LETAPOPH BPENTIKAOV GTOLYEI®V KO
TNV TAPAYDYN TPOTOVIEYEPTIKNG dvvaune. H poveveivn gival kupimg dpactikn Evavtt OeTtikdv katd
Gram Paxtpiov. To apvntikd koatd Gram Poktipioe €xovv ocvvOeteg €EMTEPIKEC KLTTAPIKES
pepPpdveg Tov 001 yoLV GE £YYEVT] AVTIOTAGT GTY OPAGT TOV 1OVTOPOP®VY. ZVVETMGS, 1| AmOAVTY dpdon
NG LOVEVGIVNG €VTOC TNG LEYAANG KOtAiog glval 1 HETATOMIOT TOV pikpoPilokod TAnBvepov Tov 0o yel
oe peioon tov Paxtnpiov mov Tapdyovv o&ikd Kot fovtupkd (dAag) kol og avénon tev Paktnpiov
OV TOPAYOVV TO TPOTOVIKO (GANG), TOV TPOSPOUO TNG YALKOVEOYEVEONG. (UG OmOTEAESUO TNG
oAhayng otov TANBvopd Tev Paktnpiov otn peydAn koidia, sivor n Peltioon tov petafoiiopov
EVEPYEWG. X& EMITOKES OYEAAOEG YOAOKTOMAPOY®YNG, TO OeTikd omoTeEAéSHOTO TNG HOVEVGIVNG
TEPIAAUPAVOLY LEIMUEVEC KETOVEG AILATOG, ALENUEVT YALKOLN 0pOD KOl LELMIEVT ELPAVIOT KETMONG,.

5.2 ®appoxkoxkivnTiKG oTouyeio

To onueio dpdong, HETA TNV YOPYNON TNG LOVEVGIVIG oTn HEYOAn Kowdia, &€ivol 1 YOOTPEVTEPIKN
006¢. H poveveivn, yopnyovuevn otn peydin koiiia, akoiovbeitol omd ekteTopévo PETOPOAGUO
TPOTNG SEAEVONG OV 0dMYel O YOUNAEG GUYKEVIPMOGEIS TNG OTN CLOTNHIKY Kukiogopia. Ot
UETUPOAITEC KOl TO UNTPIKO PAPLLOKO OTEKKPIVOVTOL LLE TI] YOAN.

‘Otav ot vropovadeg diokimv evtdg TG GLOKELNG PEYAANG KOWiag Epfovv Ge emapn LE TO VYPO TNG
LEYOANG KOIAIOG OTO GTOUO TNG CLGKEVNG, oynuatifetol yéAn n omola amelevbepdvetar apyd amd
oVOKELY] HeYAANG kolMoc. H poveveivn amelevBepdvetar ond ) cvokevn UeYIANG KowMog Kotd
TPOGEYYIoT UE pHéan 06on Tev 335 mg/Mmuépa.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Koatahloyog exddywv

Yrmouovada
Sucrose fatty acid ester

Carbomer

Lactose monohydrate
Magnesium stearate
Silica, colloidal anhydrous

2ZVOKELT
Iopa akpo@Lciov amd TOAVTPOTVAEVIO®.

‘Epufolro and molvmpomvuAiévio*.

KoAwvdpog kot Ttephylo amd moAvTpoTuAEVIO®,

EXotipio amod ydivPa.

*To cveTaTiKd amd TOAVTPOTLAEVIO elval TopTokalokitpivov ypodpatog E110

6.2 Kopieg aovoppatotnTeg
Agv 1oyvet.
6.3 Awdpkera ong

Atdpkero {onMg TOL KTVINTPIKOD POPUOKEVTIKOD TPOIOVTOG COLP®VA LE TI GUCKELOCIN TOANGNG: 3 €T
Atdpkero Long LeTd TO TPATO AVOTYLO TG OTOLEIDNOOVS GUCKELOCING: 6 UVES



6.4. Iowitepeg mpourdaéers katd T @OLAEN TOV TPOIOVTOG

Awotnpeite 10 OAAO 0AOVLIVIOV EPUNTIKA KAEIGUEVO.
6.5 @von Kol 6VUVOEST TNG GTOLYELMO0VS GVOCKELUGIOG

YdaKoc amd eOALO arovuviov mov mepiéxet 1, 3 1 5 cvokevn(€g) peyding KotMoag.
Mmropei va unv KuKAOPOPOLY OAEG Ol GUGKEVAGIEC.

6.6 E10wkég mpo@uAdEelg amoppryng €vOg YPNOLUOTOMOEVTOS KTNVIOTPIKOD (PUPUUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL G.TO T P11 TOL TPOIOVTOS, AV VITAPYOVV

Kabe pn ypnowonombév ktviatpikd QapHOKeLTIKO TPoidy, Un xPpnoHoTo0Evta vToAsipota M
ToAvdpouneicec GUOKEVEG LEYAANG KOTATNG LETE TN XOPTYNOT TPETEL VA ATOPPITTOVTIOL COUPDVO UE
T1G 10Y00VoEG EOVIKEG AmAITNOELS.

7. KATOXOZX AAEIAY. KYKAO®OPIAX

Elanco GmbH

Heinz-Lohmann-Str. 4

27472 Cuxhaven

Teppovia

8. APIGMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/12/145/001-003

9. HMEPOMHNIA [TPQTHX EF'KPIXHX/ANANEQXHX THX AAEIAX
Hpepopnvia 1™ éyxprong: 28/01/2013
Hpepopnvia tedevtaiog avavémong: 06/12/2017

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
MM/EEEE

Aemtopepeic mAnpopopieg Yo 10 &v AOY® KTNVIOTPIKO (QOPUOKELTIKO Tpoidv datibeviar oTtov
diktvokd témo tov Evpawnaikov Opyaviopod Oapudkmy http:/www.ema.europa.eu/.

AITAT'OPEYZH IIQAHXHXE, AITAOGEXHX KAI/H XPHXHX

Agv 1oyvet.


http://www.ema.europa.eu/
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ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEEMEYXH TQN
HHAPTIAQN

OPOI'H HNEPIOPIZEMOI IOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATON OPIQN KATAAOIIIQN (AOK)



A. TIAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopa kai d1ev06vven Tov TOPUCKELAGTH TOL £ival LITEVHLVVOC Yo TNV ATOOEGUEVCT) TOV TOPTIOWY

Elanco France S.A.S
26 Rue de la Chapelle
68330 Huningue
ToAlio

B. OPOI 'H IEPIOPIXMOI THX AAEIAYX KYKAO®OPIAX, ITIOY A®OPOYN TH
ATA®EXH KAI TH XPHXH

Na yopnyeitor HOVOV [e KINVIOTPIKT GLVTAYT.

I ENAEIZEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H Emupon ®@appdkov yia Kmmviatpiky Xpron mpoteivel v ecaymyn g Moveveivig mov
neptropPaveror oto Kexxtone otov mivaka 1 (Emtpenopevn(eg) ovoia(eg)) tov IMapaptipatog tov
Koavoviopotd No 37/2010 wg akorovbwg:

DopLAKOLOYIKOG Kotdhowmo- | Eion AOK Eidn wotdv | Adheg OepamevTIKn
dpaotikn(eg) ovsia(eg) | deiktng {owv wpobmo- | Ta&vounon
0éoeig
Movevaivn Moveveivin A | Boogidn |2 ug/kg Mug Kopia AvTi-Aooyovog/o
10 ug/kg | Aimog napdyovtog/
50 ug’kg  |'Hmap avTifloTiko
10 ug/kg | Neppog
2 ng/kg I'dra

Ta éxdoya, To omoia meptypdapovtal otnv mapdaypago 6.1 g XTI, site sivon emrpenduevec ovoieg
yw Ti¢ omoieg o mivakag 1 tov Kavoviopov No 37/2010 avapéper 61t dev amartodviar AOK, egite
Oswpovvtal OtL dev eumimtouv oto medio epoppoyng tov Kavoviepod No 470/2009, otav
YPNOOTOLOVVTOL GE ALTO TO KINVIATPIKO QUPLOKEVTIKO TPOIOV.




ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX



A. EIIIXHMANXH
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ITAHPO®OPIEX I1IOY ITPEIIEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

YAKOX AIIO AAOYMINIO IIOY IIEPIEXEI 1, 3 'H 5 XYXKEYEX XYNEXOYX
AIIEAEYQOEPQXHY XTH MEI'AAH KOIAIA

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kexxtone 32,4 g cuokevn cuveyovg aneievfépmaong ot peydin Kotkio yio foogdn
poveveivn

2. TYNOEIH XE APAXTIKH(EX) OYXIA(EY)

Natprotvyog poveveivn 35,2 g (avtiotoyei og 32,4 g poveveiving)

3. GOAPMAKOTEXNIKH MOP®H

2V0KeLT] GLVEYOVG OTEAELOEPONG OTN LEYAAN KO,

4. YYXKEYAXIA

1 cvokeLN LEYAANG KOALOG
3 GLOKEVEC PEYAANC KOIATOG
5 oVoKEVEG PUEYOIANG KOTALOG

5.  EIAOX(H) ZQOY(QN)

Boogdn (ayelddeg Kot dapaAideg YOLUKTOTOPUYMDYNC)

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QUALO 0INYIDV YPNONG, TPV Ao TN YPNON.
Evdopeyaiokotiiakn ypnon

‘ 8. XPONOX ANAMONHX

Kpéag kat edmdypot wotoi: 0 nuépeg
I'aia: 0 nuépeg

‘ 9. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

AwfacTe T0 QOALO 0INYIOV YPTCEDS, TPV GO TN YPT oM.
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H xotdmoon 1 n ékBeon otn povevoivn umopei va givar Bovatneopa yio To oKVALd, GAoya, dAlo
mroEdN 1 PPOYKOKOTEC.

Mnyv entpénete oe oKLOMA, GAOYQ, GALO TTOEWN 1 PPAYKOKOTEG VO £X0VV TPOGROCT GE KTNVIATPIKA
(QOPUOKEVTIKA TPOTOVTA TOV TTEPLEYOVYV UOVEVGIVY. AOY® KIvduvVoL ToAvdpounong tov Poiov, unv
EMUIPENETE TNV TPOCPOCT O€ aVTA T €101 0TO onueio 6mov £uevav To. POOEDN TOV TPAV TN
Oepameio.

H éxbeom ot dpactikn ovoia pmopel vo TpoKaiésel ahiepyikn avtidpacn oe evaicOnta dropa. Tao
dTopo pE yvooTn vmepgvaicncio otn poveveivn 1| oe olodNmote amd To Ekdoyo Bo mpémer va
OTOPEVYOLV TNV EXAPT LE TO KTNVIATPIKO PUPLOKEVTIKO TPOTOV.

Mnv tpmte, mivete 1 Komvilete KOTA TO YEPIGHO TOL KINVIATPIKOD QOPUAKEVTIKOD TPOTOVTOG.
Xprnoyomoteite yavtio KOTd TO YEPWOUO UicG GLOKEVNG HEYAANG KOWING, cuumepAapUPBavopévng g
TEPLOJOL OVAKTNONG [iog TaAvdpounBeicac GVoKEVNG LEYAANG KOIATAG.

Bydite ta yavtia kot TAOVETE To ¥EPLOL Kot TO OEPUA TOV EYEL EKTEDEL LETG TO XEIPIGUO TOV GLCKEVAOV
UEYAANG KOWATOG.

10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}

Atdprero {ong LETA TO TPATO GAVOLYLO TNG OTOEIDOOVS GUGKELOGTNG: 6 UVES

11. EIAIKEX YYNOHKEX ATATHPHXHX

Awotnpeite 10 OAAO 0AOVLIVIOV EPUNTIKA KAEIGUEVO.

12. EIAIKEX IPO®YAAZEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHGENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQON TIOY
IPOEPXONTAI ATIO TO IIPOION, AN YITAPXOYN

AmopplyTe T 0YPNGLULOTOIMNTA DAKE COLPOVO UE TIC EOVIKEC OMALTNOELG.

13. OI AEZEEIYX «ATIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI 'H OI
MNEPIOPIZMOI MMOY IZXYOYN ZXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vapyovv

ATOKAEIGTIKA Y100 KTNVIOTPIKY XpNoT. Na dtatifetal Lovov e KTVINTPIKT GLVTOYT.

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

Na puAdooetatl o Béomn, Tnv omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

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

Elanco GmbH
Heinz-Lohmann-Str. 4
27472 Cuxhaven
Teppovia
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16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/12/145/001
EU/2/12/145/002
EU/2/12/145/003

‘ 17. APIOMOX ITAPTIAAY ITAPAT'QI'HX

Lot {ap1Budc}
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B. ®YAAO OAHI'TQN XPHXHX
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DOYAAO OAHT'IQN XPHXHX:
Kexxtone 32,4 g 6uokevn] 6vveyoUg amerlevBépmong 6t peydin Kowkia yio foogrdn

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHX IIOY EINAI YIIEYGYNOX I'lA THN
AIIOAEXMEYXH ITAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kértoyoc tne ddsiog kKukAopopiog:
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

Teppovia

Iapoaockevaothe VTELBLYOC Yo TNV OTEAEVOEP®ON TOV TOPTIO®V:
Elanco France S.A.S

26 Rue de la Chapelle

68330 Huningue

ToAlio

2t ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Kexxtor}e 32,4 g GUGKELT GLVEXOVG ATEAEVOEPMANG GT1 LEYAAT KoM Y1 fOOELON

monensin

3. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX) KAI AAAA XYXTATIKA

Monensin 32,4 g (avtiotouyei o€ 35,2 g vaTPLovYOL LOVEVGIVIC)

Mio KOAVOpIKY] OCLOKEVLT UEYOANG KOWMOG omd TOPTOKOAL TOALTPOTVAEVIO, TOVTOMOUWUEVT LE

povadiko apoud kot m AéEn « MONENSINY, mov dtabétel trepvyia, 1 omoio amoTEAEITOL AT TVPTVO
oL Tapovctaletol w¢ pia otoifaén 12 vropovadwy.

4. ENAEIZH(EIX)

IMo ™ peloon g epnedviong g KET®oNg o€ emiToKeG ayeAAdec/daUaAOES YOAUKTOTOPAYMYNG TOV
OVOUEVETOL VO ELPAVICOVY KETMOT).

5. ANTENAEIZEIX

Na unv ypnowonoteitan o€ (do pe Papog copatog kpotepo tov 300 kg.

Na unv ypnoylonoieitol 6g TePInTOOT VIEPELOIGONGING GTO dPUCTIKO GLOTATIKO 1) GE KATOLO Ao T
£€Kdoyo.

6. ANEINIOYMHTEX ENEPI'EIEX

Ye omlvieg TEPMIMOELS, £xovv mopatnpndel 7TENTIKA ocvpmTOpate (T OPPOLD, OCTOMOYIKES
STAPOAYESG TOV UNPVKACTIKMV).

X MOAD GTAVIEC TEPMTMOELS, EYEL TapaTNPNOEl amdEpatn Tov 01G0PAaYOL.

H ocvyvomta tov avemBountev evepysidv kabopiletor wg axorlovbmg:
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- oA cuyvn (eprocdtepo amd 1 ota 10 vid Bepancio (da Tapovoldlovy avemBOUNTES EVEPYELEG)

- ovyv1| (Teplocdtepo amd 1 aidd Atydtepo amd 10 {da ota 100 vrd Bepoaneio (o)

- un ovvnOopévn (mepiocdtepo amd 1 aArd Arydtepo amd 10 {ha ota 1000 vid Beponeia {dha)

- ondvia (tepiocotepo and 1 ahid Atydtepo amd 10 {oa ota 10.000 vo Oepaneio {har)

- moAb omavio, (Atydtepo amd 1 ota 10.000 vrd Bepaneia {do, cvumepthapufavouévoy HEPOVOUEVOV
aVaPOPOV).

Edv mapoatnprioete omowdnmote  ovemBountn evEPYEwD, OKOUO KOL OV OEV OVOQEPETOL OTO
eodrieloto GVALo Odnyrov Xpnong N aUEPBAAETE Yo TNV OTOTEAECUATIKOTITO TOV QUPUAKOV,
TAPAKAAEIGOE VO EVILEPDGETE TYETIKDG TOV KTNVIATPO COlG.

7. EIAH ZQQN

Boogdn (ayelddeg Kot dapaAideg YOLAKTOTOPUYMYNC)

8. AOZOAOITA T'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX
Evdopeyaiokothakn ypnon.

Mio. povo ovokevn] peydAng kowiag mpoopiletor yw  yopnynon o€ ayeAddo/dopaAidn
yoAaktomopaywyng 3-4 eBdopddeg mptv omd TOV OVOLEVOUEVO TOKETO, YPNOULOTOLDVIONS &Vl
KOTAAANAO epyaireio yopnynong.

To Kexxtone mapéyet pio péon d6on mepimov 335 mg poveveivng nuepnoing yio mepimov 95 nuépec.

9. OAHTI'IEX IT'IA TH XQXTH XOPHI'HXH
AxolovOnote TIg 00N YiEC TPOGEKTIKAL.

Armauteitanl KoTdAANAo déoo Tov {MOL Yo TNV KATAAANAN YOPNYNON CLTNG TNG GUOKELNG UEYAANG
kodioc. To déoipo avtd mpémet va, meplopilel TV Kivnon eunpdg/Ticw® Kol v ETITPENEL T O10THPNON
TOL KEPAAOD Tov (®ov otnv éumpocbev extetapévn Béom kot ywpig mieon oto Aod OCTE VO
OTOTPEMETOL TTVIYLOC.

KaBe ovokevn peyding kothog dtabétel Evav HePOVOUEVO aplBpd KATO UNKOVG TOV COUOTOC TNG
GVOKEVNG. AVTOG Ba TPEMEL VAL KOTAYPAPETOL LLE TOV OVTIOTOLYO aptBpd TanTonoinong tov {dov ovT®g
MoTe, av yivel maAvdpounor piog cLeKEVTG LEYUANG KOTAMOGC, Vo TPOGdoploTel To {Mo.

AmAdoTE TOL TTEPVYIO TPOG TOL KAT® KOTO UNKOG TOV COUNTOG TNG CLOKEVNG HEYAANG KOWAlag Kot
€100YAYETE T1 GLOKELT OTO KATAAANAO EPYOAELD YOPTYNONG, LE TO AKPO TOV GTOLIOV TPATA.

Evd otékeote o pio mhevpd tov {dov, dE0TE TO LE TO KEQAM KOl TO AOIUO TOV TEVIOUEVE TTPOG TO
EUTPOC KOl KPATNOTE TO 6Tafepd mive ota mAgvpd oag. ITidote to (o pe To éva y€PL otV GKpn TOv
otopatog tov (mov. Ewcaydyete to gpyoieio yopynong oto OTOUO OTOPEVLYOVTOS TO LITPOCTIVE
dovtia. o va amopevyBel tpovpatiopog kor (nuio oto @Apuyyo Kot TOV Olc0Qdyo, NV
YPMNOLOTOLEITE VITEPPOAIKT SVVOLT.

Eicaydyete 10 gpyoreio yopnynong mépa amd tn Pdaon g YAdooag daceariloviog OtL dev Oa
ovvavinoete tovg tpoanelites. Evo katamivel 1o {do, to gpyaireio yoprynong Ba petaxiveital bkola
v amd T Pdon ™ yAoooag. MHN AZKEITE YIIEPBOAIKH IIIEXZH. Av cuvavthioete
avtiotaon, anocVPETE TO EPYAAED EAAPPOS Kot emavorafeTe T dradikacio.

Befoawmbeite 611 1 kepoAn Tov gpyareiov yoprynong &xer mepdoel T Pdon g yAmdooas. Otav
Katomivel to {®o, e£AyeTe TN GLOKELY] HLEYAANG KOOGS amd To Epyareio yoprynomng.

Na Sratnpovvtat ta mpog Oepaneio foogdn oe meplopioévo ydpo Yo 1 dpa petd tn xoprynon dote
VoL TOPOTNPOVVTOL Y10 A dVVApI KOTATOoNG 1| TAAVOPOUNGN. AV ELQAVIoTEL aVTO, YopnyNoTe Eava T
GLOKELN UEYOANC KOG, edv dev givar kateotpouuévn. Edv éyel kataotpagel, yopnynote pio véa
ovokeLn peydAng xowiag. EAéyyete Eovd ta Pooedn yio péxpt 4 muépeg pETA TN 060N Yo Vo
mopatnpnoete evoeifelc emkdfiong ¢ cLoKELNG HEYAANG KOG GTOV 0l1000aYy0. Xe mepintwon
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TPOUNG TOAVOPOUN O G, TPOGOI0PIoTE TO (MO AVTIGTOLXDOVTOS TOV aplBud TovTonoinong Tov (dov pe
ToV aplBpud ot cvokeLN PEYOANG KOLMOG.

Y11c evoeilelg emkadiong pmopel va meptlapfavetol HeTE®PICHOC, ToV omoio umopei va akolovbel
PMyog, oiehdppota, avopesia kot adtobecia.

10. XPONOX ANAMONHZXZ

Kpéag ko edmopot wotoi: 0 nuépeg

I'aAa: 0 nuépec

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

Awnpeite T0 @OALO GAOVUVIOV EPUNTIKG KAEIGUEVO.
Aldpketo (oG LETA TO TPMTO AVOLYLLO TNE GTOLYELDOOVS GVOKEVACING: 6 L VEC

Noa punv ¥pnoHoToLEiTal avTd TO KTNVINTPIKO QOPLUKEVTIKO TPOIOV UETA amd TNV Muepounvia ANéng
OV OVOYPAQETOL OTN cuokevaoia petd v &voelén «EXP». H nuepounvia Anéewg cvpmintel pe v
TEAELTAIN NUEPO TOV CLYKEKPLUEVOD LNV

12. EIAIKH(EX) ITIPOEIAOIIOIHXH(EIX)

Ewdu) mpouiaén yo tn yopriynon ota {da:

H tavtomoinon tov {dwv yia Bepaneio Ba mpémetl va £ykettal 6T SOKPITIKY EVYEPELD. TOV KTIVIATPOV.
XT0UG mOpAyovieg Kwvovvov umopel va mepthappdvetor 1otopikd voécwmv mov oyetilovior e
OVETAPKELD EVEPYELNG, VYNAT faboloyio 08 COUOTIKN KATAOTOOT KOl TEKVOTOINGT).

Idwitepeg mpouAdEels mov mpémer va Aoaufdvovtol amd To ATOUO TOL YOPNYEL TO KINVIATPIKO
QopuokeLTKd Tpoidv oe {da:

H éxbeon ot dpactikn ovoia pmopel vo mpokarésel ahiepyikn avtidpacn oe evaicOnta dropa. Ta
dTopo UE yvooTn vrepgvaicncio otn poveveivn 1| oe oodnmote amd To Ekdoyo Bo mpémer va
OTOPEVYOLV TNV EXAPT LE TO KINVIATPIKO QUPLOKEVTIKO TPOTOHV.

Mnv tpmte, mivete 1 KomvileTe KOTA TO YEPIGUO TOL KINVIATPIKOD QOPUAKEVTIKOD TPOTOVTOG.
Xprnoylomoteite yavTio, KOTA TO YEPWOUO UidG CLOKEVNG HEYAANG KOWAlNG, cvumepthapfavopévng tng
TEPLOJOL OVAKTNONG oG TaAvdpounBeicac GVOKEVNG LEYAANG KOIATOG.

Bydite to yavtia kot TAOVETE To ¥€PLoL Kot TO dEpUa TOV EYEL EKTEDEL LETA TO XEIPIGUO TOV GLGKEVAOV
HeYOANG KotMoG.

Aowd mpoAnmtkd pétpa

H xotdmoon 1 n ékBeon otn povevoivn umopei va givar Bovatneopa yio To oKVALd, GAoya, dAlo
mroedN 1 PPUYKOKOTEC.

Mnyv entpénete oe oKOMA, GAOYQ, GALO TTOEWN 1 PPAYKOKOTEG VO £X0VV TPOGROCT GE KTNVIATPIKA
(QOPUOKEVTIKA TPOTOVTA TOV TEPLEYOVYV UOVEVGIVY. AOY® KIvduvov moAvdpounong tov Poiov, unv
EMUIPENETE TNV TPOCPOCT 0€ aVTA T €101 0TO onueio 6mov £uevav T POOEDN OV TPAV TN
Oepameio.

Kpamote tovg oxviovg pokpld omnd ta vnd Bepameion (wa. H tuyoio xoatdmoon tov dpactikol
GLOTATIKOV OO TOLG GKVAOVG giye ®¢ amotélecua Bavatn@opes CLUVETEIEG. X& TEPIMTOOT VIOYING
KOTATOONG amtd OKOAOVG, avalnTHOTE AUECMG KTNVIATPLKT] GUUBOVAY.

Kvnon kot yorovyio:
Mmropet va ypnoponon el katd tnv kdnomn kot tn yorovyio.
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Ynepdoocoroyia (GUURTOUATA, LETPO OVILETONIONG, OVTIOOTA):

AkoVG10 YOpNYNON TEPLGGOTEP®V Ond Uitk GUOKELMV PEYAANG KOWAlaG Bo propovoe va 0dNyNoeL 6€
oplopéveg avemBounteg evépyeleg ol omoieg elvar cuvnBelg v v VIEPIOCOAOYIOL HOVEVGIVIG
copmeptropfavouévng tng peimong tng 6peéne, g didppotag Kot Tov Abapyov. Avtd ivol yevikd
mapodikd. H vyniotepn avektn do6on givar cvvibog peta&d 1 mg kot 2 mg povevoivng/kg copatikov
Bapovg/mpépa.

Aovuportodtnec:
Agv epoppdleton

13. EIAIKEX TIPO®YAAEEIX ANOPPIYHE ENOX MH XPHXIMOHOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN IOY
IMPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

Kabe pn ypnowomombév ktnviatpikd QaproKeLTIKO TTpoidy, Un ¥pNooTo0Eévta vToAEifoTe 1

molvopounBeiceg GLOKEVEG HEYAANG KOIMOG OV OVOKAAVTTOVTOL UETA TN YOPNYNOY TPEMEL VO
OTOPPITTOVTOL GUUPMOVO, LIE TIG IOYVOVGES EOVIKES OMALTIGELC.

14. HMEPOMHNIA THX TEAEYTAIAYX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX
MM/EEEEE

Aentouepeic TANPOPOPIES Y10 TOV TAPOV KTNVIATPIKO QOPHAKELTIKO TPOToV d1aTifevTal 6TOV SIKTLAKO
610 T0V Evponaikov Opyavicpod Gapudkov otn dtevbuvon http://www.ema.europa.eu/.

15. AAAEX TAHPO®OPIEX
Ydxog amd arovpivio mov mepi€yet 1, 3 1 5 cvokevn(€g) otn peydin Koiio.
Mmopel va unv Kukho@opoOv OAEG 01 GLGKEVAGIES.

I'a omoladfmoTe TANPOEOPIN GYETIKA LE TO TOPOV KINVIOTPIKO QAPLOKEVTIKO TPOidV,
napokoreicOe va amevbuvieite oTov KGTOYO TNE AdEL0G KLKAOPOPING.
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