ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg Awlvpa yio emiypon oe onpeio yuo ydteg kot oxdriovg < 2,5 kg
Chanhold 30 mg Awlvpa yio emiypon o onpeio yio oxdrovg 2,6-5.0 kg
Chanhold 45 mg Awdlopa yio eniypon oe onueio yio yareg 2,6-7.5 kg

Chanhold 60 mg Awdvpa yio eniyvon oe onueio yio yareg 7,6-10.0 kg
Chanhold 60 mg Awddvpa yio emiypon o onpeio yio oxdrovg 5.1-10.0 kg
Chanhold 120 mg AwdAvua yia eniyvon og onueio yio okviovg 10.1-20.0 kg
Chanhold 240 mg AwéAvpa yia eniyvon o onueio yio okviovg 20.1-40.0 kg
Chanhold 360 mg AwdAvpa yio eniyvon o€ onpeio yio okviovg 40.1-60.0 kg

2. MOIOTIKH KAI TIOXOTIKH LYNOEXH
Kd&be mhaotikd coinvapilo piag d6ong mepléyet:

ApooTiKé(G) cVOTATIKO(G):

Chanhold 15 mg yio yéteg kot oxdAovg dtlopo 6%w/v Selamectin 15 mg
Chanhold 30 mg yia oxbrovg dtdAvpa 12%wiv Selamectin 30 mg
Chanhold 45 mg yuwo ydreg ddavpa 6%w/v Selamectin 45 mg
Chanhold 60 mg yio yéreg dtlopo 6%w/v Selamectin 60 mg
Chanhold 60 mg ywa xbrovg StdAvpa 12%w/v Selamectin 60 mg
Chanhold 120 mg ywo okbrovg didivpa 12%w/v Selamectin 120 mg
Chanhold 240 mg yia oxbvA0VG Stidopo 12%w/v Selamectin 240 mg
Chanhold 360 mg yia oxvA0VG Stdopo 12%w/v Selamectin 360 mg
"Exdoya:

Bovtolopévo vdpo&utorovoro (E321) 0,08%

BA. tov mANpn KatdAoyo ekddymv 610 Ke@arato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Avddopa yo eniyvon o€ onpeio.
Awyég ypopo £mg kitptvo dtdlvpa

4, KAINIKA XTOIXEIA

4.1 Eion {oov

2KOAOL KoL YOTEG

4.2 Ogpamevtikég gvocitelg mpooodropilovrag ta cion {hwv
I'dreg ka1 oxdron:

o Oepoameio Kot TPOANYN TG TOPAGITOONG ATO YOALOLS, TOV TPOKAAEITOL OO TO
Ctenocephalides spp. yio éva pfiva petd amd pio poévo xopnynon. Avtd gival anotéAecpo g
WO10TNTOG TOV TPOTOVTOG VO POVEDEL TIG EVIIAKESG LOPPES, TIG TPOVOLPES KoL TO. avYd. To mTpoidv
&xel @okTdVo dpdom 3 efdopddeg petd tn yopnynon. E&attiag tng peioong tov mAnbucpod tov
YOAA®V, 1 unviaio yoprynomn ota {oa katd T S1GpKELD, TG EYKVHOCHVIG Kot TOL OnAacpov,
BonBd oty mpootacio TG TOKETOOUAAAG GO TNV LOAVVGT ATtd TOVG WOAAOLG LEYPL TNV NAKia
v 7 efdopddwv To mpoldv pumopel va ypnotponombel cav pépog g Bepomeiog g
oAAEPYIKNG depUOTITIONG amd YOALOLG Kat, eEatiag TG dpAGTC TOL EVAVTIOV TOV MOV KOl TV



TPOVLLE®OV, propet va Bondd otov TeptPavtolhoyikd EAEYY0 TV LOADVOEDV Omd WYOALOVG, GE
mePLoyég 6oL Ta. {ma £xovv TpoOcPaon.

. Xopnyovpevo cg punviaia Béon, yio Ty TpdAnym g Stpo@ilapimong Tov GKOAOL Kol TS YOTOG
nov pokaAeiton oo v Dirofilaria immitis.
To mpoidv umopei va yopnyndei axivévva oe {da To 0010 TAGYOLY amd SipoPirapimon,
®GTOC0, GLVICTATAL GOUPMVA, LLE TI GLVION KTNVIOTPIKY TPOKTIKY, OAa To {da nAtkiog dvo
TV 6 UNvaV to ontoio {ouV og YMOPEG OTOL VTLAPYEL 0 EEVIOTNG, Vo e&gTalovTon Yo Thavn
Vrapén poAvveng omd dipo@iadpieg mptv amd v Evapén g Bepamneiog pe o mpoidy. Emiong
GUVIGTATOL Y10 TOVG GKOAOVG, O TEPLOOIKOG EAEYYOG Y10 LOADVGELC OO EVAMIKES O1POPILAPIES,
MG AVOTOGTOCTO PEPOG TNG CTPATIYIKNG TPOANYNG KATA TNG OpOoPIAaPioTg, AKOO KO 0V TO
TPoiov yopnyeitar pnvicimg. To mpoidv dev eival ATOTELEGUATIKO KATH TOV EVIAIK®V HLOPPOV
¢ D. immitis.

e Ogpancio TG ®TOIMKTIKNG Ydpag (Otodectes cynotis).

I'drec:
e Ogpaneio g mapacitmong and apopvintikés yeipeg (Felicola subrostratus)
e Ogpaneio v evniikav vnuatodov (Toxocara cati)
e Qgpameio TV evnAikwv aykviootopmv (Ancylostoma tubaeforme).

Xkorou
e Qgpameio g Topacitmong ard opopvintikésg yeipeg (Trichodectes canis)
e Qgpameio TG COPKOKOTTIKNG YMOPaS (Tov Tpokoeitar amd to Sarcoptes scabiei)
e Qgpameio TOV EVNAIKOV gvTepIKOVY Vinatwddv ( Toxocara canis)

4.3  Avrevosieag

Na pn ypnotponoteital e {oa nhikiog kdto tov 6 efdopddmv. No un ypnoonoleitol oe YUTEG TOL
VTOPEPOVY TAVTOYPOVA 0T KATolo, achévela kabng kot eacbevnuéveg | eAlmoPapeig (o€ oyéon ue
to péyefog Kot TNV nAkia).

Na pn ypnoiponoteital o€ mepintmon vaepeLOIGONGiNg 6T SPACTIKY 0VGin 1| G€ KATO10 Ao Ta!
£Kd0y0L.

4.4 Eidwég mpogrdomomoels yua kKd0e gidog {@ov

Ta {do umopody va kdvouy Prdvio 2 dpeg LETA TNV epapuoyn ¢ Bepaneiog yopig peimon g
OTOTEAEGLATIKOTNTOG TOV TPOLOVTOG.

Na punv gpapuoletot to mpoidv oe {do Tov omoiov 10 Tpiywpa eival fpeyuévo. Qotdc0, N
OTOTEALEGLLATIKOTNTO TOL TPOIOVTOG OEV LEIMVETAL €AV dtafpayel 1 comovvioTel To {mo apov
mapEABoLY ToVAQYIGTOV 2 dpeg amd T Bepameia.

Koatd v Bepaneio TS @TOINKTIKNAG WHPAG TO TPOLOV dev TPEMEL Vo EpupUOLeTaL KatevBeioy GTov
OKOVGTIKO TOPO.

Eivar onuavtikd 1o mpotdv va yopryeitor cOLe®va e TIG 00Myieg xpNong Yo va, eayloTonoOel 1
TOGOTNTA TOV POPLLAKOL oV TO (Mo umopel va yAeiyel. Eqv to {do yAelyel onuovtiky mocdtnta
oopudrov, TOTe oTaVimg Pmopel va mapatnpndel otic yareg chvtoun mepiodog avénuévng
GLEAOPPOLOG.

45 Iowitepeg TPoQLAGEELS KOTE TN Ypion

Idwitepeg mpoLAGELSIS Kata T ¥pnon o (oo

To KTV1ATPIKO PUPUAKPLTIKO TPOTOV TPOOPILETOL LOVO Y10 TOTIKN EQPAPLOYN OTNV EXLPAVELY TOV
dépurartog. Aegv mpémel va yopryeital mopevtepikd 1 and To GTOUA.

Agv mpénet va yopnyeitotl 6tav 1o Tpiympa Tov {dov givol vypd. 2oTOG0 T0 AoVGIUO 1| TO Ppé&iuo 2 1
TEPIOCOTEPEG MPEC UETE TN Beparmeia OV LELDVEL TN AMOTEAEGLOTIKOTITO TOV TPOLOVTOG.



Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO POPUUKEVTIKO
mPoidv og (Ma

Awfaote T0 E0OKAEITTO POALO 0ONYIOV TPV OO TNV XPNOT).

Av16 10 TPO1OV givon evpAekTo — Na dtatnpeitatl pokpud amd mnyég Oeppotnrag, omifes, youveg
QOAOYEG 1 AAAEC TTNYEC OVAPAEENC.

To mpoidv eivan epebioTikd yia to déppa Ko To, patio. Mnv kamvilete Kot uny tpdTte M mivete KaTd T0
YEPLOUO TOV TPOLOHVTOG,.

ITAdvete ta xépra petd and Kabe ypnomn e vepd Kot camohvt Kot EEMAVVETE AUESMG TUYOV
VTOAEIUUATO QAPUAKOV T 0TToin £XOVV £pOEL og emaEN UE TO dEPUO. Xe TEPITTOOT TLYAING ETAPNG
TOV PAPUAKOL UE T HATLO, EEMADVETE TO ApEo®S [LE VEPD, cupPovAevTEite YioTpo Kot dgi&te TOL TO
(@OALO OOMYIDV YPNOEWDG.

Amoiyete v ena@n] pe to (D0 £ OTOV GTEYVMOGEL 1) TEPLOYN EPAPLOYNS.. Tnv nuépa tng Bepameiog
T TOUdLA VoL Unv €pyovtol o€ emapn pe To {ma oTa omoia £yl Yivel Bepamneia, Kol vo PNy EMITPENETAL
va KOnBovV Ue TOLG 1O10KTNTES TOVG, 1OLNETEPA LE TO TTOLOLAL.

Ta {do oto onoia €xel yivel Oepameio, vo QLAGGGOVTOL LOKPLA AT EGTIEC PMOTIAC 1) AAAEG TNYEG
avaeAeéng yia TovAdytotov 30 Aemtd, 1 HEYPL VO GTEYVMOGEL TO TPLYMUA TOVG.

Atopo pe evaictnoio Tov SEPUATOC I} LE 1OTOPIKO OAAEPYIOG GE TPOTOVTA TETOLOL €100VG, Oa Tpémel va
yepilovtat To TPoidv pe TPocoyN.

Alleg TPoULAGEELS
Ta Coa mov ElaPayv ) Bepameia va punv Epyovial o€ magn Le VEPO Y10l TOVAUYIGTOV dV0 MPEC LETE
TNV EQAPULOYT.

4.6  AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnta)

H ypnoyomoinon tov Tpoidvtog o€ YATEG 08 GMAVIEC TEPITTAOCELS, £XEL GLVOEDEL e TNV EUPAVIOT
NG TOAPOSKNG OAMTEKING GTO ONUEIO EQOPUOYNG. & OKOUN TTLO CTAVIEC TEPITTOOELS, UTOPEL VOl
napoatnpndet eniong Tapodikdc eotiakds £pebionoc. Toco o epebiopog 6o kot N odorekio cuvROwg
TAPEPYOVTOL, OAAG UTOPEL G LEPIKEG TTEPIMTMGELS VO, amaltnOel cvuntopatiky Oepaneia.

Edv to {mo yAelyel onuavtikn tocdtn T @apudkov, 10te omaving uropei va mapatnpndei otic yoteg
oVVTOUN TTEPI0O0G AVENEVIG TLEAOPPOLAG.

Y€ OTAVIEC TEPITTAOCELS,N YPNOT) TOV TPOLOVTOG UITOPEL VO TPOKAAEGEL TPOGMPIVA TOTIKT GLYKOAANOM
TOV TPLYMUOTOG GTO OTUEID TNG EPAPLOYNG KOUT, TEPICTACIUKA, EULPAVIOT) LKPTG TOGOTNTOG AGTPNG
oKOVIG. AT givar PUGLOAOYIKO, TAPEPYETOL TUTTIKG O 24 dpec amd TV epapproyn g Bepameiag Kot
dev emnpedlel 00Te TNV 0oPAAELD 0VTE TNV ATOTEAEGUATIKOTITO TOV TPOLOVTOC.

e eEAPETIKEG TEPIMTAGELG, OTMG KOl L OAAES LOKPOKVKAKEG AAKTOVEG, OVOCTPEYILLO VEVPOLOYIKAL
GUUTTMOUOTO, CUUTEPILOUPBAVOUEV®Y TOV ETIANTTIK®OV KpicewV, Egovv Toapatnpnel puetd m ypnon
TOL TTPOTOVTOG.

H ocvyvémta tov avemBountov evepysidv kabopiletor og akolobbmg:

- moAb cuyvn (Teprocotepo amd 1 ota 10 {ma mapovoidlovy avemBOunTe evépyeleg Katd T S1apreln
g Oepomeiog)

- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vad Oepaneia {ma)

- un ovvnOepévn (tepiocdtepo amd 1 ahdd Atydtepo amd 10 {da ota 1000 vio Oepaneio {hor)

- omévia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepoaneio {da)

- moAb ondvia (Aydtepo amo 1 ota 10.000 vrd Bepancio Lma)

4.7  Xphon Katd TNV KON, TN Yorlovyia 1 TNV ®OTOKi



To mpoidv evdeikvuTar Yo xpron Katd TV KONoN Kot T yohovyio

4.8  Alnlemopaocsig pe GALO QUPUOKEVTIKA TPOTIOVTA KO GAAeg pOopPES alniemiopacg

Agv glval yvoot Kapio.

4.9 Aocoloyio Kol TPpOTOG YOPNYNONS

To mpoidv yopnyeitan pe pio e@amnas TomKn epapproyn g S6one mov Tapéxet tovAdyiotov 6 mg/kg
ocelapextivn. Otav TpodkeTal 6to 1610 (Mo va BepamevBohv TaVTOYPOVA LE TO TPOLOV TEPICCOTEPES
amo pio GCLVVTTAPYOVGEC AMOTUMEELS 1] LOADVGELC, TOTE TTPEMEL VoL YIvETOL [io, LOVO TOTIIKY EPAPUOYT TNG
oVVIOTOWEVNG dOoT g Twv 6 Mg/KY o€ pia onotadnmote otiyur. H cuvictdpevn didpkeia Oepansiog yo

K0 €id0g TOPAGITOV AVOPEPETOL TAPAKAT®.

Xopnyeitol cOueova pe Tov akdAovbo mivako:

Iareg (kg) | Mpoiov Xopnyoovpeva mg | Ilegprektikétnra | Xoprnyoduevy
GEAIPEKTIVIG (mg/ml) mOGOTITO
(ovopooTikd peyidn
coMvapiov cg ml)

<25 1 mréro Chanhold 15 mg | 15 60 0,25
(0,25 ml) yio yéreg ko
okvAovg < 2,5 kg

26-75 1 mméra Chanhold 45 mg | 45 60 0,75
(0,75 ml) yio yareg 2,6-
7,5 kg
7,6 -10,0 1 mméra Chanhold 60 mg | 60 60 1,0
(1,0 ml) ya yéteg 7,6-
10,0 kg
> 10 Kotaiiniog 60 Kotaiiniog
oLVOLOCUOG oLVOLOCUOG

cOANVapinY coOANVapiny




Yx0lol IIpoiov Xopnyovueva mg | Ilegprektikétnra | Xopnyovpevn
(kg) GEMIPEKTIVIG (mg/ml) TOGOTNTA
(ovopooTikd peyén
covapiov ce Ml)
<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) ywo yéreg ko
okvAovg < 2,5 kg
2,6-5,0 1 muwéra Chanhold 30 mg | 30 120 0,25
(0,25 ml) yio oxdrovg
2,6-5,0 kg
5,1- 10,0 1 mméra Chanhold 60 mg | 60 120 0,5
(0,5 ml) yia oxdAovg 5,1-
10,0 kg
10,1-20,0 | 1 mméta Chanhold 120 120 120 1,0
mg (1,0 ml) yio oxdrovg
10,1-20,0 kg
20,1-40,0 | 1 mméra Chanhold 240 240 120 2,0
mg (2,0 ml) yio xdrovg
20,1-40,0 kg
40,1-60,0 | 1 mméro Chanhold 360 360 120 3,0
mg (3,0 ml) yio oxdrovg
40,1-60,0 kg
> 60 KatdAiniog 60/120 KatdAiniog
GUVOLOAGLOC GUVOLOGLOC
coinvopiov coinvopiov

Ogpaneio Kol TPOANYN TS TOPASITMOONG 06 YOALOVG (YATES KO GKVAOL).

Metd v yopnynomn tov Tpoidvtog, ot EVAAIKEG LOPPEC TOV YOAA®MY TToV Bpiokovtal mive 6to (do
BavatmvovTat, dev TapdyovTal PO cuyd Kot ot TPoVOUPESG (Tov Ppickovtal Lovo 6To
nep1PaAlov) povevovtal. Avtd GTOUATA TNV VOTAPAY®OY TV YOAAOV, odlel Tov KOk Ao {ONg Tov
YOAAOL Kot propel va fondnoetl otov mepavtoAloyikd EAeYY0 TV LOAVVGE®Y amd YOAAOLS, GE
TEPLOYEC 01OV TOL LMl EYovv TPoOGPao).

IMa v 7poAnyn g mapocitmong and yoAAovg, 1o mpotdy Oa Tpémel va yopnysitol o unvicia
dtotnuato Kod’0An T Slapkeln TG EToYNG TV YOAL®Y, apyilovtag éva unva Ttpty ot YOAAOL Yivouy
gvepyol. H unviaia yopnynon ota {da katd Tn S1dpKeLd TG EYKLHOGUVNG Kot Tov Onlacpov, fonda
eEautiag g peimong tov mANBvoUoy TV YOAAWDV, GTIV TPOCTOGI TNG TOKETOOUAONG OO TG
UOADVGELS ammd TOVG YOAAOVG uéypt TNV NAikia tov 7 efdouddowmy.

Orav 10 mpo1dv ypnoomoteitor cav HéEPog g Bepameiog tng aAlepykng depuatitidog omd YHAALOVG,
0o Tpémel va yopnyeitan o unviaio dSlooTHUATO.

Mpéinyn g dpoPrriapimeng (YATeg Kol 6KOLOL)

IMa v 7poAnyn g dipoprlapimong to Tpoldv Bo mpémet va yopnyeitor Ko’ OAn T SLAPKELL TOV
¥POVOVL, 1 TOVAGYIGTOV UEGH GE VO, UNVO, LETA o TV TPMTH €kBeom Tov {DOV GE KOLVOLTLA KOl OTT|
ocuveyela kaOe pnva péypt 1o TEAOG TG EMOYNS TV kovvovmimy. H televtaia doon pémet va diveton
péca og va punva LeTd TNV Televtaia ékbeomn tov {dov e kovvoumia. Av mapoarelpbei 1 yopnynon
UG 006MC, Kot TO SAGTNIO AVAUESO, GE dVO JLAUOOYIKES YOPNYNOELS Elval LEYOADTEPO TOVL EVOC UMV,
TOTE 1 GUECT) YOPTYTON TOL TPOLOVTOC Kot 1) EXAVEVOPEN TOL UNVINIOL TPOYPELLOTOS XOPIYNONC
LELOVEL GTO EAAYIGTO TNV TOAVOTNTA AvATTUENG EVAMK®OV LOpP@dV ToL Ttapacitov. Otav to {do
BpiokeTon NON 6€ KATOL0 TPOYPOUUO TPOANYNG TNG dPOPIAapimoNg pe GALO TPOidV, Kal TO 0010
npokettar va avtikorootadel oo to Chanhold tote n mpdTn 6601 TOL TPOLOVTOC TPEMEL VAL Yop1yNOei
éva UMva. LETA TNV TEAELTALN YOPTYNCT] TOV TPOTYOVLEVOL (PUPUAKOV.

Oeponeia TUPACITOCEMV U0 VI|LATAOO (YATES KOl GKVAOL)




®a pémet va yopnynOel pia epdmaé d6om ToL TPOTOVTOG.

Ogpaneia ané Tapacitong amd arpopvinTikés Yeipeg (YATES Kol GKVAOL).
®a mpénet va yopnynOel pio epdmal 666m Tov TPOIOVTOG.

Oepomeio TS OTOINKTIKIG YOPUS (YATES)
®a mpémet va, yopryeitot pia €’ dmal 6661 Tov TPOLOVTOG.

Oepameia TN OTOONKTIKIG YO POS (6KOAOL)

®a mpémet va, yopnyeitotl pia pévo d6om Tov Tpordvtog. [pv amd kébe Oepancia, Oa wpénet va
kaBapileton | TepLOyN TOV ££® WTOG OO TIC MTIKEG EKKPIGELG e N0 TPOTO. ZUVIGTATOL TEPOULTEPM
KAk e€étaon amd kmviatpo 30 nuépeg petd amd ) Oepaneia, Kobmg e peptkd {ma omatteiton Kot
devtepn yopfiynon.

Oepomeio TUPACITOCEMV U0 O YKVAOGTONO. (YATES)
®o mpémet va, xopnynOel pio epdmal 666m Tov TPOIOVTOC.

Oepomeio TNG GUPKOKOTTIKIG YOPUS (CKVAOL)
Mo v 7 pn e&dheymn TV akdpe®V TS YOPOG TPETEL VO YopnyEiTal pia uévo d6cn yio dvo
GLVEYOLEVOVS UNVEG.

Mé60d0¢ ko 066¢ yoprynong:
Avdlopa eniyuong o onpeio

Tpémog yopnynong:

A@aipéote T TIETO TOL TPOTOVTOC OO TNV TPOCGTATEVTIKT] GVCKEVAGIN TOV.

Kpatiote ) mnéta 6poo.

Ayyi&te 10 0TEVO TUNHO TNG TTETOS Y10 VO SLOCQOAMGETE OTL TO TEPLEYOUEVO TAPOUEVEL LEGO OTO
KOpro copa ¢ mimétag. Tpafnére micwm v dipn.

Xwpiote 10 Tpiympa Tov {dov otn fdor Tov Aapod UTPooTd omd TIG ®UOTAATEG EmG GTOV TO dEPLLL
glvon opato.

TomoBethoTE TNV GKPN TG TMETAG GTO OEPLLA KOL TEGTE APKETEG POPES TNV TIMETA Y10 VO AOELOGETE
TO TTEPLEYOUEVO TG EVTEADG Kt amevbeiog 610 dépua o€ éva onpueio.

Epopuoote oto 6éppa ot fAcn Tov AoV UTPooTd amd TIG WUOTANTEC.
Amo@lyETE TNV EXAPT TOV PAPUAKOV UE TO SAKTVAL GOG.

4.10 Ymepdoocolroyia (COUTTOUATA, RETPO AVTIHETAOMLGN S, UVTIOOTA), EAV EIVOL ATAPAITITA



Agv mapotnpnOnkay avemBountec evépyeleg petd m yopniynon 10 gopéc g cuvieT®dpevng 066MG,.
To mpo1dv yopnyndnke oe H0GELG TPUTAAGIEG TNG GLUVICTOUEVNG GE GKDAOVG KOl YATEG TTOVL
TOPUCITOOVTAY OO SPOPIAAPIES, Y®PIG Va mapatnpnbovv avemBounteg evépyeiec. To mpoidv
yopnynonke eniong oe d00e1g 3-TAAGIEC TG CUVIGTOUEVNG GE OPSEVIKA Kot OnAvkd Cma
ovomapoy®yns (okOAOVS Kot Yateg) cvpmeptiapfovopuévav OnAvkodv (dmv Kotd Ty Kinor Kot Ty
yarovyia, KaBmg kot og d00elg S-TAdoieg TG cvviotdpevng og Collies gvaicOnta otnv 1Peppektivn,
yopic vo mapotnpnbovv avemBdunteg evépyeleg.

411 Xpovog(or) avapoviig

Agv amarteitot.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DappoxobepansvtiKn opada: eVTopoKTOVE Kot EVIOLOOT®ONTIKE, LokpokLKAKES AakToves. Kwdikoc
ATC: QP54A A05

51 ®@appoxkodvvopikés 1010TNTES

H ocehapekrtivn givar éva nu-cuvOetind mapdywyo g opddag tav apepuektivav. Ommg kot to GAAL
LEAT QLTAG TNG OULASOG 1| GEAQUEKTIVI TAPOUAVEL KOUT] GKOTMVEL VOl VPV PAGLLO AGTOVOVAMY
TOPUCiTOV TAPEUPOivVOVTAG GTNV YOYILOTITO TOV SLOVAMV YA®PIOV TOVS, KOl TPOKAADMVTOG
dloTapayn oTNV UETAB0GCT TOV VEVPIKDOV CTLATOV. AVTO £YEL GOV GUVETELN TIV OVOGTOAT TG
NAEKTPIKNG dPAGTNPLOTNTAG OTA VEVPIKE KOTTOPO TOV VIUATOOMV TOPAGIT®V Kol 6T HVTKE KOTTOPO
TV apBpodmodmV pe amoTéAEGA TNV TOPEALGT KOV TOV BAvaTO TOVG.

H cehapextivn povevel Tig EVAAIKES LOPPES, TO QLYE KO TIC TPOVOUQES TV YOAL®V. ‘Etot, omdlet
OTOTEAECULATIKA TOV KUKAO {®1|g TOV YOAAOL pOVEDOVTAG TIG EVAMKES LOPPES (emti Tov {MDOV),
OTOTPETOVTOG T EKKOAOYT TOV VYDV (emdve oto {do Kot 610 TepPEALOV TOV) Kot POVEDLOVTOG TIG
Tpovoppes (LOVO oto TePIPariov). Epmodiletl Ty avamtuén auyodv amd YOAAOLS Kol TOV TPOVOUPDY
7OV OeV €Y0VV TPOSPUTO ekTEDEl 0T GEAAUEKTIV Kot ETOUEVMG pmopel va fonBd otov
epPavtorAoyikd ELeyyo TV LOAOVGE®DY amd YOALOLGS, G TEPLOYES OOV Ta LM £xovV TPOGPacT).

H cehapektivn emiong €xel omoderyfel amoTeAeGUOTIKY KATA TOV TPOVOUPDV TOV GIAOPLDV.
5.2 ®@appoxkokiviTiKd cTOL)EIN

Metd amd TomKn YOp1yNo™ 1 CEAAUEKTIVI] ATOPPOPATOL ATO TO SEPLOL KOL EMTVYYAVEL TIC LEYIOTES
GUYKEVTIPMGELS GTO TAAGLA TOL aipatog mepimov 1 kot 3 nuépeg LETA TNV XOPTYNOT OTNV YATA Kot
GTOV GKVAO avTioTorya. MeTd amd TV amoppoPnon amd TO SEPLO 1) GEAQUEKTIVI KOTAVEULETOL
GLOTNUOTIKA Kot amofdAdeTon Bpoadémc amd T0 TAACUO, OTMS AMOSEIKVIETAL OO TIG AVIYVEDGIUEG
GLYKEVIPMGELS OTO TAGGH TOL OKOAOL Kot TG Yatoag 30 nuépec LETA TV Yopfynon piog pLovo
Tomikng 6oomg 6 mg/kg. H mapatetapévn mapapov tng GEAQUEKTIVIG 6TO TAACHO Kot 1) Bpadeia
OmoPOAN TNG OTOJEIKVVETAL Kot 0td TNV TEMKN Nuimepiodo {ong mov givan 8 ko 11 nuépeg yia ) ydta
K01l T0 6KVAO avtiotouo. H cuotnuatikn mopousio TG CEAAUEKTIVIG 6TO TAAGLLOL L LOKPOV KoL 1)
EMAEWYT] EKTETAUEVOD HETOPOAICHOD TNG TOPEYOVY ATOTEAECUATIKEG CUYKEVIPDOGELS TNG, Y10 TNV
KéAVYM ToL pEGOdOOTNHATOG LETAED OO0 yopnynoewv (30 nuépeq)

6. OAPMAKEYTIKA XTOIXEIA

6.1 Katahoyog exdoymv



Bovtvhwpévo vdpo&vtorovorio (E321) 0,08%
Dipropylene glycol methyl ether

Isopropyl alcohol

6.2 Kopieg aocoppototnteg

Agv 1oyvet.

6.3 Awgpkero {ong

Atdprera (NG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TI GVOKELOCTN TOANONG: 3
£m.

6.4 Iowitepeg mpouraéelrs kuta T OLAEN TOV TPOIOVTOG

Agv vmhipyovv €101KEG 0O YIEG S1OTHPTONG Y10 AVTO TO KINVINTPIKO QAPUOKEVTIKO TPOTIOV.

6.5 ®@von ko 6HVOEST TG GTOLYELDOOVS CVCKELUGING

To KTNVIATPIKO POPUAKEVTIKO TPOTOV TAPOVGIALETOL GE Uit AEVKT] TAOGTIKY TUTETO TOV OTOTEAEITOL
oo £VO GTPAOUN GUUTOAVUEPOVS TOAVTPOTVAEVIOL / KUKAIKNG OAEQivC / TOAVTPOTLAEViOL LE Eval
oTpdpe ToAvatBuieviov / aBvuieviov Pirvolkng aAkooAng / moAvatBuieviov.

To mpoidv datifeTon oe cuokevaoieg e Tpelg TTETES (OAES TIG TEPLEKTIKOTNTES), £&1 TmETEG (OAEC TIg
TEPLEKTIKOTNTEG EKTOC 0O 15 MQ oghapektiving) N dexamévte mumetideg (LOvo yio v ovroyn 15 mg).
3, 6 ko1 15 mméteg oe Egyoprotd paxerdiio gaxélov pésa og Eva eEOTEPIKO KOVT.

Mmropei va, unv KuKAOPOpPOLV OLEG 0L GUOKEVAGIES.

6.6 Edwkéc mpo@uiaters amdppryng VO ypnoomot0£vTog KTNVIATPIKOD POPRAKEVTIKOD
TPOIOVTOG 1] GAA®V VMKAV TTOV TPOEPYOVTUL OO T1) YP1]O1) TOV TPOIOVTOS, AV VIAPYOLY

Kda0e pun ypnoyomon0év krnviatpikd @oprokeVTIKO TPOIOV 1 U (PN OUOTOMOEVTO VTOAEIUUATA TOV
TPENEL VO, ATOPPITTOVTOL COUPOVA LLE TIG 10YXVOVCES EBVIKES OMALTNOELS.

To Chanhold pmopei va givat emikivévvo yia to yapio 1 opiopévovg vdpofiovg opyavicpove. Ot ddetot
TEPLEKTES KOl TUYOV aYPNCILomTointo Tpoldy Ba mpénet va amoppinTovtor pall pe o ook
amoppipata yio va amo@evyel Toxdv LOALVGT TV VOATIVOV PEVHATMV.

7. KATOXOZX AAEIAYX KYKAO®OPIAZ

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Ipiavdia

8. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/19/236/001-016

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia 1™ &ykprong:



10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol atov
diktvoko tono tov Evponaikod Opyaviouod @apudkov hitp://www.ema.europa.eu/.

AITIAT'OPEYXH IIQAHXHX, AIAOEXHX KAI/H XPHXHX

Agv 16y0et

10


http://www.ema.europa.eu/

ITAPAPTHMA 11

HAPATI'QI'OX(OI) THXE(TQN) BIOAOT'IKQX APAXTIKHE OYXIAX KAI
YIHEYOYNOX(OI) I'TA THN AITIOAEXMEYXZH TQN ITAPTIAQN

OPOI'H ITIEPIOPIXMOI 1I0Y A®OPOYN TH AIAGEXH KAI TH XPHXH
ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

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

11



A.  HAPATI'Qrox(0OI) THX(TQN) BIOAOI'IKQXE APAXTIKHYE OYXIAX KAI
YIHEYOYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN HHAPTIAQN

Ovopo kot d1evbuven tov(Twv) TepacKeLOoTN(MV) TOL givor VTEBLVOC(OL) Y10 TNV ATOOEGUEVCT TOV
ToPTId®V

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Iplavdia

B. OPOI'H IIEPIOPIXMOI THX AAEIAYX KYKAO®OPIAX, IIOY AOOPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeitar pOvov e KINVIOTPIKT GUVTAYT).

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIQN (AOK)

Agv amaitodvrot.

A. AAAOI OPOI KAI ATAITHZEIX I'A THN AAEIA KYKAO®OPIAX
Ewwéc amautnoeig papuakoenoypbmvnong:

Ot vtofoAég meplodIkng emkapomomuévng Ekbeong acpdaietog (PSUR) mpémet va cuyypoviCovran kot
Vo VTOBAAAOVTOL LE TNV 1010 GLYVOTNTO OTTOC KoL Y10, TO TPOIOV avapopdag.

12



ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX

13



A. EINIIXHMANXH

14



IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

ETIKETA KOYTIOY, 15 MG (3 xm 15 coinvapa)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg Awdlvpa yio eniypon og onueio yio yareg kot okdrlovg < 2,5 kg
Selamectin

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Selamectin 15 mg

3. OAPMAKOTEXNIKH MOP®H

Aldlopa eniyoong o€ onueio

4, YYXKEYAXIA

3 coAnvaplo
15 cowlnvapla

0,25 ml

5.  EIAOX(H) ZQOY(QN)

YicvAot ko yareg £.B 2,5 kid@v 1 pikpotepov

| 6. ENAEIZH(ELY)

‘ 7. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

Avdlopo exiyoong o€ onpeio.
AwBdote T0 PUALO 0NV YPAONG, TPV ATd TN YPNON.
Ekdvec yio TpoapeTikn EVEMUATOOT TPETEL VO, ETITPETOVY TO SLAGTN L

15



8. XPONOX ANAMONHX ‘

9. EIAIKH(EY) ITPOEIAOITIOIHXH(EIXY), EAN EINAI AITAPAITHTH(EX) ‘

AwfacTe T0 QUALO 0INYIOV YPNCEMS, TPV OO TN ¥PNON.

10. HMEPOMHNIA AHEHX

AHZEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIX AITIOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TO MPOION,AN YITAPXOYN

Amopprym: PA.ecOKAEIGTO POAO OONYIDV YPNOTG.

13.  OI AEEEIX «<-AITOKAEIXZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZEMOI IIOY IZXXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vrdpyovv

ATOKAEIGTIKG Y10 KTNVIOTPIKT XP1oN -va d1aTifeTan LOVoVY e KINVIOTPIKT GLVTOYY.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEITIOYN KAI AEN
MNPOXEITIZOYN TA ITAIAIA»

Na pvidcoetal o€ 0Eom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ipiavdio

16. APIOMOX(OI) AAEIAX KYKAO®OPIAX

16



EU/2/19/236/001
EU/2/19/236/002

17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Moptida
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

ETIKETA KOYTIOY, 30 mg, 60 mg, 120 mg, 240 mg, 360 mg (3 ko1 6 cminvapiro)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Chanhold 30 mg Awdlvpa yio eniypon og onueio yio okdrovg 2,6-5.0 kg
Chanhold 60 mg AidAvua yio exiyvon oe onueio yio okvAovg 5.1-10.0 kg
Chanhold 120 mg Awlvpa yio emiyvon og onueio yio oxdrovg 10.1-20.0 kg
Chanhold 240 mg Awvpa yio emtiyvon og onueio yio oxdrlovg 20.1-40.0 kg
Chanhold 360 mg AtdAvpa yo exiyvon o€ onueio yia okviovg 40.1-60.0 kg
Selamectin

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Selamectin 30 mg
Selamectin 60 mg
Selamectin 120 mg
Selamectin 240 mg
Selamectin 360 mg

3. OAPMAKOTEXNIKH MOP®H

Avdlopo eniyoong o€ onueio

4. YXYXKEYAXIA

3 coAnvapla
6 coAnVapla

0,25 ml
0,5 ml
1,0 ml
2,0 ml
3,0ml

| 5. EIAOX(H) ZQOY(2N)

YicvAot Bapovug 2,6 =5,0 KiAdv.
Ykolot Bapovg 5.1-10.0 kg
YxvAot Bapovg 10.1-20.0 kg
Yxolot Bapovg 20.1-40.0 kg
Yxolot Bapovg 40.1-60.0 kg

| 6. ENAEIZH(ELL)

‘ 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

18



Atdlopo xiyoong o€ onueio.
Awfaote T0 PUALO 0INYIOV XPNOTG, TPV ATTO TN YPNON.

Ewcoveg yio TpooipeTikn EVOOUATOOT TPETEL VO, EXLTPETOVY TO OLAGTN L

‘ 8. XPONOX ANAMONHX

‘ 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AwofaoTe TO QUALO 0ONYIOV YPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHZHX

AH

[1]

H

11. EIAIKEX YYNOHKEX AIATHPHXHX

12.  EIAIKEXZ TIPO®YAAEZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [MTPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Amopprym: PA.ECOKAEITTO PUAO 0ONYLDV YPNONC.

13.  OI AEEEIX «AITOKAEIZTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
VAAPYOVY

ATOKAEIOTIKA Y10, KTNVIOTPIKN XPToT) -Vo. S1aTiBETOL LOVOV E KTNVIOTPIKT] GLVTOYT.

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

Na puidooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dgv Tpooeyyilovy Ta TALdd.

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

19



Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ipiavdia

16. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/2/19/236/007
EU/2/19/236/008
EU/2/19/236/009
EU/2/19/236/010
EU/2/19/236/011
EU/2/19/236/012
EU/2/19/236/013
EU/2/19/236/014
EU/2/19/236/015
EU/2/19/236/016

‘ 17. APIOMOZX ITAPTIAAX TAPATQI'HXZ

TToptida

20



INAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

ETIKETA KOYTIOY, 45 mg, 60 mg (3 ko1 6 coinvapia)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Chanhold 45 mg Awdlvpa yio eniypon oe onueio yio yareg 2,6-7.5 Kg
Chanhold 60 mg AidAvua yio exiyvon o onueio yio yareg 7,6-10.0 kg
Selamectin

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

Selamectin 45 mg
Selamectin 60 mg

3. DOAPMAKOTEXNIKH MOP®H

Avdlopo eniyoong o€ onpueio

4. YXYXKEYAXIA

3 coAnvapla
6 colnvapla

0,75 ml
1,0 ml

| 5. EIAOX(H) ZQOY(QN)

atec Bapovg 2,6 — 7,5 Kikmv.
Iareg fapovg 7.6—10.0 KIA®V.

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Avdlopo exiyoong o€ onpeio.
AwBdote T0 POALO 0NV YPAONG, TPV ATd TN YPNON.
Ekdvec yio Tpoa1peTikn EVEOUATOOT TPETEL VO, ETITPETOVY TO SLAGTN L

21



‘ 8. XPONOX ANAMONHX

‘ 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AwofaoTe TO QUALO 0ONYIOV XPNCEDG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHZHX

AHEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TPO®YAAZEIX AITIOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Amopprym: PA.ECOKAEITTO PUAO 0ONYLDV YPNONC.

13.  OI AEEEIZX «<AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN XIXETIKA ME TH ATIAGEXH KAI TH XPHZXH, av
VAAPYOVY

ATOKAEIOTIKA Y10, KTNVIOTPIKT XPTOT) -Vo. S1aTiBETOL LOVOV E KTNVIOTPIKT] GLVTOYT.

14.  OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA TTATAIA»

Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dgv TPpooeyyilovy Ta TALdd.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ipiavdia

‘ 16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/19/236/003
EU/2/19/236/004
EU/2/19/236/005
EU/2/19/236/006

‘ 17. APIOMOZX ITAPTIAAX TAPATQI'HXZ

TToptida
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA BLISTER, 15 mg, 30 mg, 45 mg, 60 mg, 120 mg, 240 mg, 360 mg

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg AiGAvpa yio exiypon o€ onpeio yio yates kot okvAovg < 2,5 Kg
Chanhold 30 mg Adivua yio exiyvon oe onpeio yio okvAovg 2,6-5.0 kg
Chanhold 45 mg AwdAvpa yo eniyvon o onueio yio yareg 2,6-7.5 kg

Chanhold 60 mg AwdAvpa yio eniyvon o onueio yo yareg 7,6-10.0 kg
Chanhold 60 mg AidAvua yio exiyvon oe onueio yio okvAovg 5.1-10.0 kg
Chanhold 120 mg Awlvpa yio emiyvon og onueio yio oxdrovg 10.1-20.0 kg
Chanhold 240 mg Awlvpa yio emiyvon og onueio yio oxdrlovg 20.1-40.0 kg
Chanhold 360 mg Awvpa yio emiyvon og onueio yio oxdrlovg 40.1-60.0 kg

Selamectin

2. MOXOTIKH XYNGEXH XE APAXTIKH(E) OYXZIA(EX)

15 mg selamectin
30 mg selamectin
45 mg selamectin
60 mg selamectin
120 mg selamectin
240 mg selamectin
360 mg selamectin

‘ 3. HNEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KAT' APIOMO AOXEQN

| 4. OAOX(OI) XOPHTHZHE

AdAvpa eTiypong o onpeio

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Moptida

‘ 7. HMEPOMHNIA AHEHX

AH

[1]

H

8. OI AEZEEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»
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ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

TAUGTIKO GOANVAPLO

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg 7
Chanhold 30 mg ‘al
Chanhold 45 mg &
Chanhold 60 mg &
Chanhold 60 mg ‘al
Chanhold 120 mg ¥
Chanhold 240 mg 74
Chanhold 360 mg ‘ad
Selamectin

| 2. TOXZOTIKH YNOEZH XE APAXTIKH(E) OYZIA(EY)

15 mg selamectin
30 mg selamectin
45 mg selamectin
60 mg selamectin
120 mg selamectin
240 mg selamectin
360 mg selamectin

‘ 3. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

| 4. OAOX(OI) XOPHTHZHE

AdAvpa eTiypong o onpeio

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Moptida

7. HMEPOMHNIA AHEZHX

AHEH

8. OI AEZEEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

25



ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.
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B. P’YAAO OAHI'TQN XPHXHX
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DOYAAO OAHI'TQN XPHXHX:
Chanhold Avdhvpa Y eriyven o€ onusio

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAX KYKAO®OPIAX KAI

TOY KATOXOY THX AAEIAY TAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'A THN

ANTIOAEEMEYZXH IMAPTIAQN, E©@OXON EINAI AITA®OPETIKOI

Kdtoyog tne ddstog KuKAOQOPIog Kot TOPUCKELACTNS VTELOLVOC Y10 TNV OTTOOECUELCT] TOV TOPTIOMV:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ipiavdio

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg Awdlvpa yio eniypon og onueio yio yareg kot okdrlovg < 2,5 kg
Chanhold 30 mg Awlvpa yio emiypon oe onpeio yio oxdrovg 2,6-5.0 kg
Chanhold 45 mg Awdlvpa yio eniypon oe onueio yio yareg 2,6-7.5 kg

Chanhold 60 mg Awdvpa yio eniyvon oe onueio yio yareg 7,6-10.0 kg
Chanhold 60 mg Awddvpa yio emiypon o onpeio yio oxdrovg 5.1-10.0 kg
Chanhold 120 mg AwdAvpa yio etiyvon o onpeio yio okviovg 10.1-20.0 kg
Chanhold 240 mg AwdAvua yia eniyvon og onueio yio okviovg 20.1-40.0 kg
Chanhold 360 mg AwdAvpa yio eniyvon o onpeio yio okviovg 40.1-60.0 kg

TeAapEKTIV

3. YYNGOEXH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA XYXTATIKA

Kéfe mhaoticd colnvdpio piog d6ong tov Chanhold mepiéyet:

Chanhold 15 mg yia ydteg ko okdrovg dtidlopa 6%w/v Selamectin 15 mg
Chanhold 30 mg ywo oxdAovg dtéAopa 12%wiv Selamectin 30 mg
Chanhold 45 mg yia ydteg dtdopa 6%w/v Selamectin 45 mg
Chanhold 60 mg yio yéreg dtilopo 6%w/v Selamectin 60 mg
Chanhold 60 mg ywo oxbAovg dtdAopa 12%w/v Selamectin 60 mg
Chanhold 120 mg yw oxvA0LG Shopa 12%w/v Selamectin 120 mg
Chanhold 240 mg yw oxvAoLG Shopa 12%w/v Selamectin 240 mg
Chanhold 360 mg yia oxvA0Lg dtedopa 12%w/v Selamectin 360 mg
"Exdoya:

Bovtoliwuévo vépo&vutorovorio (E321) 0,08%
Alovyéc dypopo €mg Kitptvo dtdAvua.

4. ENAEIZH(EIX)

I'étec kKo oxkvAOL:

o Ogpameio KoL TPOANYN TS TUPAGITOOGNG 00 YOALOVS TOL TPOKAAEITOL AT
Ctenocephalides spp. yio éva uiva petd oo pio Lovo xopnynom. Avtd givol omoTéAesiia g

WO10TNTOG TOV TPOIOVTOG VO POVEVEL TIG EVIIAMKEG LOPPEG T, aYd Ko Tig Tpovoupes. To mpotov

£xel @okTdVOo dpdiom Tpelg efOonadec LeTd T Yopynon.
H unviaia yopriynon ota {do KoTd T StdpKelo TN €YKLUOGHVNE Kot Tov OnAacuod, Bondd

eEautiag g peimong tov mANBvoUoy TV YOAAWOVY, TNV TPOCTOGI TNG TOKETOOUAONG OO TNV

poAvven amd Toug YOAAOLG pEYPL TV NAkia Tov 7 efdopddwv. To mpoidv uropei va

ypnoonondel cov puépog g Bepameiog g aAlepykng depuatitidog omd YHAAOVG Kot, AOY®
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NG WOKTOVOL dpAomg ToL KABMG Kot NG dPAomG TOL EVOVTIOV TMV TPOVOLPOV, UTOPEL Vo
BonBd otov mepPovTorroyikd EAeyyo TV LOADVGE®VY amd YOAAOVC, GE TTEPLOYEC OOV Ta, (MO
£yovv mpodcPaon

e Xopnyovpevo og unviaio facm, yio TNV IPOA|Y TG O1PoPLAaPimGNS TOL GKOAOL KoL TNG
yazog mov mpokaieiton amd tnv Dirofilaria immitis.
To mpoidv umopei va yopnynbdei axivévva oe {da Ta 0moio TAGYKOLVY amd SipoPirapimaon,
®0THG0, GLVIGTATOL COUPOVO LE TN CLVION KTNVIOTPIKN TPOKTIKY, OAa Ta {da NAKing Gvm
TV 6 UNvoV to, ortoia (ovv og ydpeg OTTOL VITAPYEL 0 EEVIOTNS, Vo e€gtalovtat Yia whavn
Vrapén poAvVeNG 0md SpoPIAapieg mpv omd v évopén e Oepaneiog pe mpoiov. Emiong
GUVIGTATOL Y10 TOVG GKOAOVG, O TEPLOOKOG EAEYYOG Y10 LOAVVGELS OO EVIAIKESG S1pOPILAPIES,
WG AVOTOGTOCTO LEPOG TNG CTPATIYIKNG TPOANYNG KATA TNG OpOPIANPInoTg, AKOLO KOl OV TO
TPOTOV yopnyeitan unvicimg. Avto To TPoidv deV €IVl OTOTEAEGLOTIKO KATA TOV EVAMK®OV
popedv tng D. immitis.

o Ogpancia TS OTOINKTIKNG YApag (Otodectes cynotis).

Idrec:
e Ogpancio g mapacitwong amd cpopvlntikés yeipeg (Felicola subrostratus)
e Ogpancio TV evniikev vruatododv (Toxocara cati)
e Ogpancio TV EVAIK@V eviepikdV aykviootopmy (Ancylostoma tubaeforme)

YKvloL
e Qgpameio g Topacitmong and opopvintikég yeipeg (Trichodectes canis)
e Qgpameio TG COPKOKOTTIKNG YOPAS (Tov mpokaleitar ard to Sarcoptes scabiei)
e Qgpameio evnhikmv eviepik®dv vnuatmdmv (Toxocara canis)

5 ANTENAEIZEIX

Na un ypnoponoteital oe (oo niikiog k4to tov 6 fdopddmy. No unv ¥pnoHoToLEiTol OE YOUTEG TOV
ThoyovV TaVTOYPOVA 0o KAmola achévela kabng kot eEacBevnuévec | ehmoPapeig (o€ oyéon e TO
péyebog ko v nAkio)

Na pn ypnoiponoteital oe mepintmon vrepevausnciog otn dpAcTIKN OVGin 1 G€ KATO10 Amd To
£Kdoy0L.

6. ANEINNIOYMHTEX ENEPTEIEX

H xpnoyomoinon Tov mpotdviog 6€ YATEG G€ GMAVIEC TEPUTTAOCELS, EXEL GLVOEDEL Le TNV ERPAVIoT
NG TAPOSIKNG OAMTEKING GTO OMUEI0 EQPOPUOYNG. € OKOUN TTLO CTAVIEC TEPITTOCELS, UTOPEL VOl
napatnpndet eniong Tapodikds eoTIONKOG EpEOIGHOG.

Edv 10 {do yAelyel onUovTIKY TOGOTNTA QUPLAKOD, TOTE oTavine propel va mopatnpn el oTig yiTeg
oVVTOUN TTEPI0O0G AVENEVIG CLEAOPPOLAG.

To60 0 gpebiopdc 660 Kat 1 oAOTEKIN CLVNOMG TOPEPYOVTOL, QAL LTOPEL GE UEPIKEG TEPUTTMGELS VO
amortnOetl copnTopatikng Bepansia.

e OMAVIEC TEPIMTAOCELG GE CKOAOLG Kol YATES, 1) YPTOT TOL TPOLOVTOG UTOPEL VL TPOKOAETEL
TPOCOPIVA TOTIKT GUYKOAANGT TOV TPLYDUOATOS GTO ONUEIO TNG EPAPUOYNG KAUT], TEPICTAGLOKA,
EUPAVIOT] IKPNG TOGOTNTOG AoTPNG 6KOVNG. AVTO Elval PUGIOAOYIKO,TOPEPYETOL TUTIKG G€ 24 MPEC
amo TV eappoy” s Bepameiog Kot dev emnpedlet oLTE TNV ACEAAELN OVTE TNV OATOTEAEGUOTIKOTNTO
TOL TTPOIOVTOG.

[ToAY omdvia, OTmE Kot Pe AALEG LOKPOKVKAIKEG AMUKTOVES, UVAGTPEY UL VEVPOAOYIKA GUUTTMLOTOL,
OT®G GTACLOL, EYOVV TapatnPNOEl LETA TN XPTOT TOV KINVINTPLIKOD PUPLAKOD GE AUPOTEPOVS
OKOAOVG KOl YOTES.
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H ovyvotnta teov avemBdpntov evepyeldv kabopiletol g akoAovOmG:

- oA cuyvn (Teprocotepo amd 1 ota 10 vrd Bepancio (ma mapovctdlovy avemBOUNTES EVEPYELEC)
- ovyvn (mep1ocotepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepancia {ma)

- un ovvnBepévn ((meprocdtepo amd 1 aArd Aydtepo and 10 {oa ota 1000 vrd Beponcia {ha)

- ondvia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio (ha)

- oAb omdvia (Ayotepo amd 1 ota 10.000 vrd Bepancio (ma)

Edv mapotnpnoete onolodnmote coPapn 1 GAAN avemiBOunt EVEPYELD TTOVL JEV AVAUPEPETAL GTO TOPOV
@OALO 0OMYIDV ¥pNoNG, TaPaKAAEIGOE VO EVIUEPDGETE TOV KTNVIATPO GOG.

Alleg TAnpoopieg

To mpoidv £xel SOKIUACTEL YOPIG TNV ELPAVIOT GAA®V AVETIBOUNTOV EVEPYEIDYV, GE TEPIGCOTEPES OO
100 drapopetikéc PLAEG oKOA®V, Kabapdoipeg kot pun,copreptropfavouévev tov Collies, kabhg kot
o€ ydteg o€ un kabapdopeg eLAEG kot 16 kabapdaipes.

1. EIAH ZQQN

T"dtec ko okdAOL pe cmpotikd Bapog 2,5 kg 1 Aiydtepo (Chanhold 15 mg Awdlvpa yio eniyvon oe
onueio yia ydteg kKo okdrovg 2,5 Kg)

ZK0A0L pe copotikd Bapog 2.6 kg-5.0 kg - (Chanhold 30 mg AwéAvpa yio exiyoon o€ onueio yia
okviovg 2.6-5.0 kg)

Tatec pe copatico Papog 2,6-7.5 kg (Chanhold 30 mg AwdAvpa yia exiyvon o€ onueio Yo GKOAOVG
2,6-7.5 kg)

I'dreg ue copatikd Bapog 7,6-10.0 kg (Chanhold 60 mg AwdAvpa yio emiypon og onueio yio 6kOAOLE
7,6-10.0 kg)

YxvAot pe copotikd Bapog 5.1 kg—10.0 kg - (Chanhold 60 mg Awdivpo yio eriyvon ce onpeio yuo
okviovg 5.1-10.0 kg)

Yxolot pe copatikd Bapog 10.1 kg—20.0 kg - (Chanhold 120 mg Awdlvpa yia eniypon og onueio yia
okviovg 10.1-20.0 kg)

YxkvAoLl pe copotikd Bapog 20.1 kg—40.0 kg - (Chanhold 240 mg Awdlvpo yio emiyvon oe onpueio yio
okviovg 20.1-40.0 kg)

kvAot pe copoatiko Bapog 40.1 kg—60.0 kg - (Chanhold 360 mg Awdhvpa yio exiyvon og onpeio yio
okviovg 40.1-60.0 kg)

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

IMo e€mtepkn ypnon povo.

Epoppoletot Tomikd oto déppa,otnv fAcT TOV TpayNA0L UTPOGTA OO TNV OUOTANTY.

To mpoidv yopnyeiton pe pio eAmas TOMKY EPAPUOYT LG HOONG TOL TaPEYEL TOLVAAYIoTOV 6 mg/kg
selamectin. Otav TpoKeLtal 6To 1010 {dHOo Vo AVTILETOMIGO0VY TOVTOYPOVA, LE TO TPOLOV TEPIGCOTEPEC
oo pio GUVVTTAPYOVGES AOLUMEELG 1] LOADVGELG, TOTE TPEMEL VoL YIVETOL it LOVO TOTIKN EPAPHOYN TNG
owVIoTOUEVNC doonc TV 6 MY/Kg o€ omoladnmote otryur). H cuvietdpevn dudpketa Oepaneiog yio
KGOe €100 mapacitov avapépeTol KOTMOL.
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Xopnyeital cOppova pe tov akdAovbo mivako:

Iareg (kg) | Mpoiov Xopnyoovpeva mg | Ilegprektikétnra | Xopnyoduevy
GEMIPEKTIVIG (mg/ml) T0GOTNTA
(ovopaoTika peyéon
coMvapiov cg Ml)
<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) ywo ydreg ko
okvAovg < 2,5 kg
26-75 1 mméta Chanhold 45 mg | 45 60 0,75
(0,75 ml) yuwo ydrteg 2,6-
7,5 kg
7,6 -10,0 1 muwéta Chanhold 60 mg | 60 60 1,0
(1,0 ml) ywo ydireg 7,6-
10,0 kg
> 10 Kotaiiniog 60 Kotaiiniog
GUVOLOGLOC GUVOLOGLOC
colnvopiov colnvopiov
Yx0lol IIpoiov Xopnyovueva mg | Ilegprektikdtnra | Xopnyovpevn
(kg) GEMIPEKTIVIG (mg/ml) TOGOTNTA
(ovopooTtikd peyion
coMvapiov cg Ml)
<25 1 mméro. Chanhold 15 mg | 15 60 0,25
(0,25 ml) ywo yéeg ko
okvAovg < 2,5 kg
2,6-5,0 1 muwéta Chanhold 30 mg | 30 120 0,25
(0,25 ml) ywo oxdA0VG
2,6-5,0 kg
5,1- 10,0 1 muwéra Chanhold 60 mg | 60 120 0,5
(0,5 ml) yia oxdAovg 5,1-
10,0 kg
10,1-20,0 | 1 mméta Chanhold 120 120 120 1,0
mg (1,0 ml) yio oxdrovg
10,1-20,0 kg
20,1-40,0 | 1 mméra Chanhold 240 240 120 2,0
mg (2,0 ml) yw sxdAovg
20,1-40,0 kg
40,1-60,0 | 1 mméro Chanhold 360 360 120 3,0
mg (3,0 ml) yio oxdrovg
40,1-60,0 kg
> 60 KatdAiniog 60/120 KatdAiniog
oLVOLOCUOG oLVOLOCUOG
ocolnvopiov ocolnvopiov

Ogpomeio Kol TPOINYN TS TOPUGITOGNS 06 YOALOVS (YETES KOL GKUAOL).
Zoa peyalvtepa TV 6 foopadmv
Metd ™ yopnynon tov mpotdvtog 6To (D0, 01 EVAMKES LOPPRES TMV YOALMVY KOl TOV TPOVOUPDV
QOVELOVTAL KO OEV TTapAyovTal TAEOV BLOGIHO avYd. AVTO GTAUATE TNV OVOTOPUYWYN TOV YOAA®YV,
onaletl tov kokAo {ong Tov YOHAAoL Kot puropel vo fondncetl otov mepPavtoiloyikd Eleyyo TV
HOAOVGE®DV amd YOALOLGS, 08 TEPLOYESG OOV TO. {DO EXOVV TPOSPaoT).

IMa v 7poAnyn g mapocitmong and yoAiovg, To mpotdy Oa Tpémetl va yopnysitor oto (Mo o€
unviaio dtactipota ko’ oAn T SipKeln TNG EXOYNG TOV WOAL®V, apyilovTog Eva pqva Tpv ot
yoALoL Yivouv evepyol. ‘Etot dtaceariletat Tt ot ydALot mov poldvovy 1o (do eovebovtal, dev
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mopdyovtal TAEOV dALN PG aVYE, Kot o1 TPovOLPES (TTov Bpickovtal Lovo 6to meptPaAiov)
emiong povevoviat. Me tov tpdmo ovtd omaletl o Poloyikdg KOKAOG TOL YOAAOL Kot TpoAapfdavovial
0l OVOUOAOVGELG.

Otav to mpo1dv ypnopomoleiton cov PEPOC TG Bepameiag g aALEPYIKNG depUATITIONG 0d YOAAOVC,
Ba mpémet va yopmyeiton o€ unviaio d10GTHHATO

OePUmEVTIKI] AYOYT] KVOPOPOVVTMV Kol ONAalovTov (O®V Yo TV APOANYN HOADVEEMY 0t
YOALOVG 6T KOVTAPLO. KO 6TO YOTAKLO,

H pnviaia yopriynon ota (do KoTd T S1pKELR TNG EYKVUOGHVNG Kot Tov OnAacuob, Bondd e&ontiog
g peimong tov TANBVGHOL TV YOAAWDVY, GTIV TPOCTAUGI TNG TOKETOOUAING ATd TV LOAVVGN amd
TOVG YOAAOVG, HEYPL TNV NAKia TV entd fdouddmy.

Mpéinyn g dporriapimeng (YATeg Kol 6KOLOL)

IMa v 7poAnyn g dipoprlapimong to Tpoldv Bo mpémet va yopnyeitor Ko’ OAn 1 SLaPKELN TOV
xPGVOVL, 1] TOVAGYIGTOV UEGH GE £Va, UINVO, LETA 0o TNV TPp®TH €kBeom Tov (Dov GE KOLVODLTLA KOl OTT|
ouvvéyela kaOe pMva péxpt to T€hog TG EmoyNS TV Kovvouvmwv. H televtaia d6on mpénet va diveton
uéca og Eva unva, LeTad v televtaio Ekbeomn tov (dov o€ KovvouTmia. Av TaparelpOel 1 yopnynon
UG 066MC, Kot TO SAGTNUO AVAUESO, GE dVO JLUOOYIKES YOPNYNOELS Elval LEYOADTEPO TOL EVOC UMV,
TOTE 1 GUECT) YOPTYNON TOL TPOLOVTOS KOt 1] EXAVEVOPEN TOL UNVIAIOL TPOYPEALUOTOS XOPIYNONS
LLEWDVEL GTO EAALOTO TNV TOHAVOTNTO OVATTUENG EVIAMK®OV HOPe®V TOV Tapacitov. Otav to {do
Bpioketon NON 6€ KATOL0 TPOYPOULO TPOANYNG TNG SPO@IAaPimcNC Le GALO TPOidV, Kal TO 0010
npoxkertar va avtikataotadei and to Chanhold, tote n tpdTy d60M ToL Chanhold npénet va yopnynOei
éva UMva LETA TNV TEAELTALN YOPTYNOT) TOV TPOTYOVLEVOL PUPUAKOV.

Oeponeio TUPACITOCEMV 00 VI|RLOTAOO (YATES KO GKVAOL)
®a mpémet va xopnynOel pio epdmas d66m Tov TPOidVTOGS.

Oeponeio andnapacitmong amd opopvinTikéc Yeipes (YATES Kol oKVAOL).
®a mpénet va xopnynOel pio epdmal d66m Tov TPOiIdVTOGS.

Ogpomeia TNG OTOINKTIKIG YOPOS (YATES)
®a mpémet va, yopnyeitot pia e’ dma 6661 Tov TPOLOVTOG.

Oepomeia TNG OTOINKTIKIG YO POG (GKOAOL)

®a mpémel va, yopnyeital pia epdmas 06om Tov TPordvtog. [Ipv amd kdbe Oepaneia, o Tpénet va
kaBapiletan  TepLoyN] TOL £E® OTOC, ATO TIG WTIKEG EKKPICELS e IO TPOTO.

Yuviotdton mepattép® KAvikn e€étaon amd ktnviatpo 30 nuépeg petd and ) Bepaneia, kabbg ot
pepka {ma omorteiton kot dgvTEPT YOPNYNO.

Ogpaneio TAPACITOCE®V aé aykvAdoTopd. (YaTES)
®a wpénet va yopnynOel pio epdmal 666m Tov TPOiIOVTOG.

BOepameio TG GUPKOKOTTIKIG YOPUS (CKVAOL)
Mo v 7Anpn e&dietyn TV aKAPEDV NS YOPOG TPETEL VO YopNYELTUL pia HOVO 366N Yo dVO
GUVEYOUEVOLG UNVEC.

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

Tpomog yoprynong:

Aoaipéote T TIETO TOL TPOTOVTOC OO TNV TPOGTATEVTIKT] GVCKEVAGIO, TOV.

Kpotiote ) muéta 6p0Oia.

Ayyi&te 10 0TEVO TUNIO TNG TTETOS Y10, VO SLOCQOAMGETE OTL TO TEPLEYOUEVO TAPOUEVEL LEGO OTO
KOplo copo g mmétag. Tpapnéte micw v dicpn.

Xopiote t0 Tpiypo ToL {Hov 61N fAGT TOV AULLOD UTPOGTA OO TIG OUOTAATEG £ OTOV TO dEPLLL
glvon opato.
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TomoBetroTE TNV GKPTN TNE TMETAG GTO SEPLLOL KOl TECTE OPKETES POPES TNV TUMETA Y10 VO OOELACETE
TO TEPLEYOUEVO TNG EVTEAMG KOl amevBeiog oto dépua o€ Eva onpeio.

Epoappoote oto 6épua 61N fAcn Tov Aooy UapooTd amd TIG WUOTAGTES.
AmoQUYETE TNV ETOPT| TOV PAPUAKOL LLE TO OAKTUAG GOC.

Agv mpénet va yopnyeitol 4tav 1o Tpiympa tov {dov givol vypd. 2oTOG0 T0 AoVGIOo 1| To Ppé&iuo 2 1
TEPLOCOTEPEG MPEC UETE TN Oepameia OV UELDVEL TN OPOCTIKOTNTO TOV TPOLOVTOG.

10. XPONOX ANAMONHZX

Agv 1oy0eL

11. EIAIKEX XYNOHKEX ATATHPHXHX
Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dgv Tpooeyyilovv Ta TALdd.

Avgpxera {ong LeTd TO TPMTO AVOLyUa TNG GTOLEIDOOVS GUGKELOCING: 3 UVES.
Noa pn ypnotpomoteital petd amd v nuepounvia AENG oL ovoypaeeTal 6TV ETIKETA.

12. EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

Ewdkn mposidomoinon(eig) yia ke gidog Ldov:

Ta {da propovv va kévovy Umdvio 2 dpeg Letd v eappoyn e Bepameiog ympic peimon g
OTOTEAECLUATIKOTNTOG TOV TPOLOVTOG,.

Na unv epapudletar to Tpoidv e {mo Tov omoiov To Tpiymua givar fpeypévo. QotdG0, N
OTOTEAECUATIKOTITO TOV TPOIOVTOG OV petmveTal eav dtafpayei | camovvictel 1o (MO apov
mapEABoLY TOVAGYIGTOV 2 dpeg amd T Bepameio.

Koatd v Bepaneio TG @TOIMKTIKNG YdPOG TO TPOLOV deV TPEMEL VoL epappuoleTal katevbeiov otov
O0KOVGTIKO TOPO.

Eivar onuavtikd 1o mpotdv vo, xopnyeitor cOU@®mva Ue TIG 00Myieg pNong Yia vo, ehaylotonotnOel n
TOGOTNTA TOL PAPUAKOV OV TO (DO Umopel vor YAElyEL.

Ed1kn mpoevAaén yio tn yopnynon ota Lda.
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To wpoidv avtd eQapUOlETUL LOVO BTNV EMPAVELD TOL dEPUATOC. AEV TTPETEL VO, YopTYEiTal
TOPEVTEPIKE 1 0d TO GTOLLOL.

Koatd ™ Bepaneio TG @TOIMKTIKNAG YMPAG TO TPOLOV dev TPEMEL VoL epapuoleTon katevbeiov otov
OKOVGTIKO TTOPO.

Ta {dao ota onoia £xel yivel Oepameio,vo UAGGGOVTOL LOKPLA OO E0TIEG POTIAC 1) GAAEG TTNYEG
avaeAeENS Yo tovAhdytotov 30 Aemtd, 1 HEYPL VO OTEYVMOGEL TO TPLYMUE TOVC,.

Idwitepec TpoLAGEEIC TOL TPEmeL va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUAKEVTIKO TPOTOV oe (Do

Amoguyete TV eman| e T0 LMo pEYPL N EMPAvELD TOV TOoTOOBETHONKE TO PAPLOKO Vo oTEYVDGEL. Ta
T8 VoL unv €pyovtol o€ emapn pe To {ma oTa omoia £xel yivel Oepaneia, yio TovAdyiotov 30 Aemtd
UETE TNV €QoppOYN TG Bepameiag 1 HEXPL VO GTEYVDOGEL TO TPIY®E TOVE.

To wpoidv etvar epebioTicd yia 1o déppa kot o pdtio. Mnv komvilete uny TpoOTE KoL Unv mivete Katd
TO YEPIGUO TOV TPOIOVTOG,.

[M\dvete ta yépra petd amd Kabe ypromn e vepd Kot camovvt Kot EEMAVVETE OUECMG TVYOV
VTOAEIUUATO QAPUAKOL Ta oTToia £xovV £pBEL og EmaQN LE TO dEPUA. Xe TEPIMTMOOT TVYAIOG ETAPNG
TOV PAPUAKOL UE T HATLO, EEMADVETE TO AUECHG [LE VEPO KOl GLUPOVAEVTEITE YIATPO EMDEIKVIOVTOG
TO KOUTI 1] TO PUALO OONYIDV YPNCEMC.

Amoiyete TV emaen] pe to {do péxpt 1 emedvela wov torofetOnke o PApUaKo Vo oTeYVOoEL. Ty
nuépa g Bepomeiog Ta TodLA v, unv Epyovtal o€ XA LE To (Mo oTo onoia £xel yivel Oepameia, Kot
VO UNV ETTPENETAL VO, KOLUNOOUV LLE TOVE IOIOKTITES TOVG , WOL0UTEPA. LIE TO, TOLOLAL.

Evplexto — va dtotnpeiton pokpud and anyéc Oeppotntog, omifeg, pAOYEC N AAAEG TNYEG avAQAEENC.
XpNOHOTOUEVA TPOTOVTO TPEMEL VAL OTOPPITTOVTOL AUESH LakpLd amd To ToLdLd.

Atopo pe evaicinoia Tov dEpuatoc | e oAdepyio oe Tpoidvia T€To0V €idovg, O Tpémel va
yewpilovtal To TPoidv pe TPocoyN.

Eyxvpocivn.
Mmopei va, ypnoiporom el og £ykveg yateg Kot KOAOVC.

TaAiovyia
Mmopei va ypnoporombei oe OnAvkd (oa (Yateg Kot oKOAOVC) Katd TV yolovyia.

Tovwomron
Mmnopei va ypnoporomBel oe Onavkd Coa (Ydteg Kot okOAOVC) Katd TV Konon).

AMNAETOPACELS PLE GAAD QOPUAKEVTIKG TPOTOVTO KOl AALEG HOPPEG AAANAETIOpAOTC:

Agv glval yvootn Kapio.

Yrepdocoroyia (CUURTOUOTA, LETPO AVTLLETATIONG, OVTIIO0TA):

Agv mopatnpnnioy avemBounteg evépyeleg petd tn yopnynon 10 popég e ocvvietopevng 66ong.To
TPOLOV YopnyNONKe G€ dOGELS TPIMAGCIEG TNG GLVIGTOUEVIG GE GKOAOVG KOl YUTES TOL TAPUGITOVVTOV
oamd SpoPradpieg, ywpic va mapatnpndovv avemBounteg evépyetes. To mpoidv yopnyndnke emiong oe
800¢1g 3-TAAGIEG TNG CUVICTAOUEVNG O apoeVIKd kol OnAvkd (do avamapaywyng (6KOAOLG Kol YATES)
oopmepthappavouévev INAvkdv (d®oV KaTd TNV KONoT Kol TNV YoAovyia, Kobmg kot og d0GELS 5-

T aoteg g ovvietopevng o€ Collies svaicnta oty Peppektivn, yopic va mapotmpndodv
avembounteg evépyeleg.

Aovupatotreg:
Agv 16y0eL.

Allec TpoQLAGEELC
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Ta Coa mov ElaPav ) Bepameia va punv Epyovial o€ magn Ue VEPO Y10l TOVAUYIGTOV dV0 MPEC LETA
TNV EQUPLOYT.

13. EIAIKEX [TIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOITIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.

H cehapextivn pmopel va £xel SUGUEVELG EMOPATELS GTA, WAPLH T OPIGLEVOVS VOPOPBLOVE OPYOVIGLOVG
pe ta omoia owtd tpépovtal. Ot doE10l TEPIEKTES KAl TUYOV OYPNCLOTOINTO TPO1OV Ba TPEmEL VoL
oamoppintovror pall Pe To oKlaKd omoppipato yio vo omo@evydet Toyov LéAvven tov vddTIvVeEY
pELUATOV.

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

Aentopepeic TANPOPOPIES Y100 TOV TOPOV KTNVIOTPIKO QOPUAKEVLTIKO TPOTOV dlaTifevTol 6ToV SIKTLAKO
t6mo tov Euponaikod Opyaviopod @apudkov ot dievbuvon http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

To mpoidv drotifeton oe cuokevaoieg pe Tpelg MTETeS (OAEG TIG MEPLEKTIKOTNTES), 61 TumETEC (OAEG TIG
TMEPLEKTIKOTNTEG €KTOC od 15 Mg celapektivng) 1| dekamévte TmETIOEg (LOVO Yo TV TEPLEKTIKOTNTA
Tov 15 mg).

3, 6 ko1 15 mimétec oe Egypilotd pakeldKio pokéAov péca oe £va E@TePIKO KoLTl. Mmopel va punv
KUKAOQOPOVV OAEG 01 GLOKEVAGIES.

IMa omoladnmote TANPOPOPio GYETIKA E TO TUPOV KTNVINTPLIKO PAPHOKEVLTIKO TPOiOV, TapaKoAeicOe
va omevfuvheite GTOV TOTIKO AVTITPOGMITO TOV KOTOYOL TNG AOELC KUKAOPOPING.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Peny6sauka bonarapus

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark
Orion Pharma A/S,
@restads Boulevard 73,

2300 Kgbenhavn S
TIf: 86 14 00 00

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

EALada

Neocell E.ILE.

100 yAp. EBvikng Odo0 AOnvav- Aopiog
14451 Metapopewon, Abnva,

Tel: 210 2844333

Espafia

Fatro Ibérica S.L.
Constitucion 1, P.B. 3
08960 Sant Just Desvern
(Barcelona) Espana
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Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Magyarorszag
Magyarorszagi képviselet:
Orion Pharma Kft.

1139 Budapest,

Pap Karoly u. 4-6.,

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Norge

Markedsfart i Norge av:

Orion Pharma AS Animal Health
Postboks 4366 Nydalen

N-0402 Oslo

TIf: 40 00 41 90

Osterreich

Richter Pharma AG,
4600 Wels,

Austria

Polska

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa,

Poland

Tel: +48 22 833 31 77

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788


mailto:orion@orionpharma.cz

France

LABORATOIRE PERRIGO FRANCE
20 Rue André Gide

92320 CHATILLON

FRANCE

+33 (0)1 55 48 18 00

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Simi: + 353 91 841788

Italia

Azienda Terapeutica Italiana A.T.l. s.r.l.
Via Emilia, 285

Ozzano dell'Emilia (BO),

Italia

Kvmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

TnA: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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Roménia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenské republika

Miestny zastupca drzitel'a rozhodnutia o
registracii:

Orion Pharma s.r.o.
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Puh/Tel: + 353 91 841788

Sverige
Information lamnas av:
Orion Pharma AB, Animal Health, Danderyd

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788
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