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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1.

ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg Awdlvpa yio emiypon oe onpueio yuo yateg kot okdrovg < 2,5 kg
Chanhold 30 mg Awdlvpa yuo emiypon og onpeio yio oxdrovg 2,6-5.0 kg
Chanhold 45 mg Awdivpa yo exiyvon o onpeio ya yateg 2,6-7.5 kg

Chanhold 60 mg Awdivpa yo exiyvon o onpeio ya yateg 7,6-10.0 kg
Chanhold 60 mg Awdlvpa yio emiypon oe onpeio yuo okdrovg 5.1-10.0 kg
Chanhold 120 mg AwéAvpa yio exiyvon og onpeio yio okviovg 10.1-20.0 kg
Chanhold 240 mg AwdAvpa yio eniyvon o€ onpeio yio okviovg 20.1-40.0 kg
Chanhold 360 mg AwdAvua yia eniyvon o onpeio yio oxviovg 40.1-60.0 kg

2.

IOIOTIKH KAI TIOXOTIKH XYNO®EXH

Kdabe mhaotikd coinvéplo piog d6ong mepiéyet:

ApaocTIKO(G) 6v6TOTIKO(E):

Chanhold 15 mg yw ydteg ko okbAoVG ddAvpa 6%w/v Selamectin 15mg
Chanhold 30 mg yio. oxdAovg Stédope 12%wiv Selamectin 30 mg
Chanhold 45 mg ywo yéreg dtdopo 6%w/v Selamectin 45 mg
Chanhold 60 mg yuw ydteg ddAvpa 6%w/v Selamectin 60 mg
Chanhold 60 mg yio. oxdAovg Stédopa 12%w/v Selamectin 60 mg
Chanhold 120 mg yia okdAovg Stédopa 12%w/v Selamectin 120 mg
Chanhold 240 mg yw oxdAovg ddivpa 12%w/v Selamectin 240 mg
Chanhold 360 mg ywa oxdrovg dAvpa 12%w/v Selamectin 360 mg
"Exdoya:

Bovtoliouévo vépo&utorovorio (E321) 0,08%

BA. tov mAnpn KatdAoyo ekddywv oTo KePdiato 6.1.

3.

OAPMAKOTEXNIKH MOP®H

Avdopa yio emiyvon o€ onueio.
Awyég ypopo £mg kitptvo dtdlvpa

4. KAINIKA XTOIXEIA
41 Eiom {oov
KOO Kot YATES

4.2 Ogpamevtikég evoei&elg Tpoodopilovrag Ta €ion (oY

I'dteg ko okdAou:

Oepomeio Kot TPOANY TG TOPAGITOOTG A0 YOALOVS, TOL TPOKOAEITAL OO TO
Ctenocephalides spp. yio éva piva petd omd pio povo yopnynomn. Avtd givol omotéAesua g
1010TNTOC TOV TPOIOVTOG VAL POVEVEL TIC EVAMKEG LOPPES, TIG TPOVOUPES Kot To, avyd. To mpoidv
€xel @oKTOHVO dpdom 3 efdopddeg petd tn yopnynon. E€attiag tng peimong tov mnbucpod tov
YOA @V, 1 unviaia xoprynom ota {oa katd T S1dpKELd TG EYKLUOoHVIG Kot TOL Oniacov,
BonB& otV mpoctacio T TOKETOOUAdAS Ao TV LOAVLVGT ald TOVE YOAAOUG UEXPL TV NAIKIN
twv 7 gfdouddmv To mpoidv unopel va ypnopomondel cav pépog e Bepameiog g
aAAEPYIKNG OepUaTITIONG 0md WYOAAOLC Kat, e&auTiog TG 0pACTC TOL EVAVTIOV TOV MOV KOl TOV



TPOVLLE®OV, propet vo fondd otov Tep1Pavtolhoyikd EAEYY0 TV LOAOVGEWDY 0md WYOALOVG, GE
TEPLOYES OOV TA Lo Exovv TPOSPac).

. Xopnyovuevo oe unviaio Bacm, yio tnv IpoAnyn g Spo@hapiong Tov GKOAOL Kot TG YATog
nov TpokaAeiton oo v Dirofilaria immitis.
To mpoidv umopel va yopnynOet axivovva oe {da Ta omoia Tacyovv amd dipoPiiapimon,
®6THG0, GLVIGTATOL GOUPOVO LLE TN CLVION KTNVIATPIKN TPAKTIKY, OAa Ta {da nAkiog dvem
TV 6 UNvoV to ontoia (ovv og Ydpeg OTOL VITAPYEL 0 EeVioTg, va e&eTalovtot Yia Thavn
vrapén pOALVGNS amd SpoPIAapieg mpwv amd TV Evapén e Bepaneiog pe To mpoidv. Emiong
GUVIGTATOL Y10 TOVG GKOAOVG, O TEPLOOIKOG EAEYYOG Y10 LOAVVGELS amd EVAAIKES O1pOPIAGPIEG,
MG AVOTOCTOGTO UEPOG TNG GTPATIYIKNG TPOANYNG KATA TNG SpOopIAapiong, aKOUO KOl oV TO
7TPO16V yopnyeitan unvicimg. To mpoidv dev eival ATOTEAEGLATIKO KATH TOV EVIAIK®V HLOPOOV
g D. immitis.

e Qgpameio TG ®TOMKTIKNG Ydpag (Otodectes cynotis).

Iareg:
o Ogpamneio Tng mapacitwong amd cpopvlntikés yeipeg (Felicola subrostratus)
o Ogpancio TV evnAikov vipotodov (Toxocara cati)
o Ogpancio TV evnAikov aykvlootoéuwv (Ancylostoma tubaeforme).

Y Kk0AOL
e Ogpancio g mapacitwong amd opopvlntikég yeipeg (Trichodectes canis)
o Ogpameio TNG GOPKOKOTTIKNG Ydpag (Tov Tpokaieitor arnd to Sarcoptes scabiei)
o Ogpancio TOV EVNAIKOV eVTEPIKOV VNuatmddY ( Toxocara canis)

4.3 Avtevositeag

Na un ypnoponoteital 6 {da nAkiog kbto tov 6 fdopddmv. No, un ¥pnoUOToLETL GE YATEG TTOL
VIOPEPOLV TAVTOYPOVA OO kAol achévela Kabmg Kot eEacbevnuéves 1 eAMmofopeis (o oyéon pe
70 uéyebog Kot v nAKia).

Na un ypnoiponoteital o€ mepintmon vrepevaicinciog otn dpacTikny ovoia 1§ o€ KATo10 amd To
£KO0Y0L.

4.4  Ei10kég TPOELOOTOU|OELS Y10 KAOE €i00g Lmov

Ta {do umopolv va kévouv purndvio 2 dpeg LETA TNV apuoyn TS Bepaneiog yopig peimon g
OTOTEAEGLATIKOTNTOG TOV TPOLOHVTOG,.

Na unv epapudletat 1o Tpoiov e (Mo Tov 0moiov T0 Tpiymua givar Ppeyuévo. Qotdco, N
OTTOTELEGLLOATIKOTNTO TOL TPOIOVTOG OEV LEIDVETOL €AV dafpayel | comovviatel To (MO apov
mapéAOovv TovAdytotov 2 dpeg amd T Oepameia.

Kot v Oepomeio Tng @TOMKTIKAG YMPOC TO TPOLOV dgv TTPEmel vo epappoletor katevdeiov otov
AKOVGTIKO TOPO.

Eivar onpavtikd 1o mpotdv vo xopryeitor cOUe®va e TIg 00nyieg xpnomng Yia va ehaytotomombei 1
TOGHTNTA TOV POPLLAKOL oV TO (Mo umopel va yAeiyel. Eqv 1o {do yAelyel onuavtikiy Tocotnta
oapudrov, Tote oTavimg pmopel va mapatnpnel otig ydteg chvioun mepiodog avénuévng
GLEAOPPOLOG.

45 Iowitepeg TPo@UAGEELS KOTE TN YPio

Idwaitepeg Tpo@uAGELELS KaTd Tn Ypnon o Lha

To KTNVIATPIKO PAPUAKPVTIKO TPOTOV TPoopileTaL LOVO Y10, TOTIKN EPAPHOYN OTNV ETPAVELN TOL
dépuotoc. Agv TPEMEL VA, YOPTYEITAL TAPEVTIEPIKE 1] ATTO TO GTOUCL.

Aegv mpémet va yopnyeitor 6tav 1o Tpiywpe Tov (dov givor vypo. 261060 T0 Aovoio 1 1o Bpé&o 2 1
MEPLGGOTEPEG DPEG LETA TN Bepameio OEV LEUDVEL TN UTOTEAECUATIKOTITO TOV TPOLOVTOC,.



Idwitepeg mpoLAGEEIC Tov Tpémet voL AoUBdvovTol o TO (TOUO TOV YOPNYEL TO QOPUAKEVTIKO
mpoidv oe Loa

Awfaote T0 E6OKAEITTO POALO 00N YLDV TPV OO TNV XPNOT).

Av10 10 TPOLdV gtvan e0pAekTo — Na drotnpeitan pokpod amd mnyég Oeppomrag, onibeg, youvég
OAOYEG N AAAEG TINYES AVAPAEENC.

To mpoidv etvan epebioTikd yia to déppa kot ta patio. Mnv kamvilete Kot unv tpoTe 1 mvETE KATA TO
YEPLGLO TOV TPOLOVTOG,.

[MAvvete ta gépro petd amod kdbe xpnom e vePO Kol Gamovvi kKot EETADVETE APECWOS TUYOV
vroieippata eapudiov To onoio Exovv EpBel oe emMAPT e TO OEPLO. X TEPITTMOT TVYOLOS ETAPNS
TOV QAPUAKOL UE TO HATLO, EEMADVETE TO AUECHC LE VEPD, GLUPOVAEVTEITE Y1oTPO Ko 6€iETE TOV TO
@OAAO OOMYIDV YPNCEWDC.

Amolyete v enan] pe to (Do €0 OTOV GTEYVAOGEL 1) TEPLOYN| EPAPHOYNS.. Tnv nuépa g Bepomeiog
ToL TOOLA VoL Uy £pYovTol 6€ mapn Le To {da ot omoia £yl yivel Oepameiol, Kol Vo UV EXITPETETOAL
va KoynBovv e Toug 1010KTNTEG TOVGS, W1aiTEPA LE T TOUd1EL.

Ta {do ota onoia £xel yivel Oepameio, vo LAAGGOVTOL LOKPLA OO EGTIEC PMTIAG 1) AAAES TNYES
avaeieéng yio tovhdytotov 30 Aemtd, 1 LEXPL VO GTEYVAOGEL TO TPIYOUE TOVE.

Atopa pe evaicOnoio Tov dEPUATOC 1) LE 10TOPIKO OAAEPYIOG GE TPOIOVTA TETOLOL £100VG, O mpémet va
yewpilovtal To mTPOidv LE TPOGOYN.

AMAec TPOQUAGEELS
Ta {do mov Elafov Tt Oepameio va pnv £pyoviol oe emaen Le vePO Yo TOVAGYLIOTOV 00 MPEG LETA
™V EQAPLOYT.

4.6  AvemOOunreg evépyeres (cuyvétnTa Ko cofapotnta)

H ypnoomoinon tov mpotdvtog o€ YATEG GE OTAVIEG TEPUTTMGELC, EXEL CLVOEDEL e TNV EPPavIoN
N0 TOPOSKNG OAMTEKING GTO ONUEIO EQPOPLOYNG. XE OKOUN O CTAVIES TEPUTTMOCELS, UTOPEL Vol
napotnpndet eniong mapodikds eotiokds epediopog. Toco o epebiopog 6o kat n aAwmekio cuvHBS
TOPEPYOVTOL, OAAG UTOPEL G HEPIKEG TTEPIMTMOGELS Vo, amantn el cvumtouatikny Oepomeio.

Edv to {do yAelyel onuavtiki mocdtnta eapudiov, tote onavimg pmopel va mapatnpnel otig ydreg
GUVTOUN TTEPI0S0G AVENUEVIG GLEAOPPOLAG.

X& OTAVIEG TEPITTOCELS,N (PTOT) TOV TPOIOVTOG UTOPEL VO TPOKUAEGEL TPOCM®PIVA TOTIKT) CLUYKOAANON
TOV TPLYMUOTOC GTO CTUEID TNG EPAPUOYNG KAUT, TEPIOTUAGIOKA, ELPAVIGT] KPS TOGOTNTUG OGTPNG
oKkoVNG. Avtd elval PUGIOAOYIKO, TAPEPYETAL TUTIKG & 24 MPEC amd TNV EPAPLOYN TS Oepameiog Kot
dev emnpedlel 00Te TNV ACPAAELN OVTE TNV ATOTEAEGLOTIKOTITO TOV TPOLOVTOG.

e eE0PETIKEG TEPUTTADGELS, OTMG KOt PE AAAES LOUKPOKVKMKEG AAKTOVEC, OVOCTPEWYLLN VEVPOAOYIKE
CUUTTMOUOTO, GCUUTEPILAUPBAVOUEV®V TOV ETANTTIK®OV KPicE®V, EQovv Tapatnpndel HeTd T xpnon
TOL TTPOTOVTOG.

H ocvyvomta tov averbountov evepysidv kabopiletol og axorlovbmg:

- oAV ovyvn (Ttepiocdtepo amd 1 ota 10 {dha mapovsidlovy avemBOunTeg evépyelec Katd T d1dpKeLn
¢ Bepameiog)

- ouyvn (Teprocotepo and 1 aidd Atydtepo amd 10 {oa ota 100 vrd Bepaneio {ma)

- un ovvnBiouévn (teprocotepo and 1 oA Ayotepo and 10 {ma ota 1000 vd Oepaneio {ma)

- omdvio (tepiocdtepo amd 1 arAid Aryotepo amd 10 {oa ota 10.000 vrd Bepaneio (oa)

- oAV omavio (AMyotepo amd 1 ota 10.000 vd Bepamneio (ma)

4.7 Xpnion kotd Tnv kdnon, T yeiovyio 1 TNV @oToKia



To mpoidv evdeikvutar yia yprion Katd v KOO Kot T yolovyio

4.8 AlMiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTH KO GALES HOPPES aAANAemiopaong

Agv givon yvoot kapio.

4.9 Aocoloyio kKol TPOTOGS YOPIYNONG

To mpoidv yopnyeitan pe pio e@amas TomKn epapproyn pog d0omne mov Tapéxel Tovidyiotov 6 mg/kg
ocelapextivn. Otay TpokeTal 670 1010 (o va BepamevBohv TaVTOXPOVA LE TO TPOLOV TEPIGCOTEPES
oo Ui GCLVLTAPYOVGEG AOIUMDEELS 1] LOAVVGELS,TOTE TPEMEL VOL YIVETAL Liot LOVO TOTIKY] EPAPLOYT TNG
oVVIETOUEVNG 80oM¢ TV 6 MY/Kg o€ pio omoladnmote otyun). H cuvietouevn dudpketo Oepaneiog yio

KkG0e €id0g TOPAGITOL AVUPEPETAL TOPAKAT®.

Xopnyettatl copemva pe Tov akdAovbo mivako:

I'dreg (kg) | Mpoidv Xopnyovpeva mg | Ieprektikotnto | Xoprnyovpevn
GEMUPEKTIVIG (mg/ml) mocoTNTO
(ovopaoTukd peyéom
coMvapiov cg ml)

<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) yuo yareg ko
okvrlovg < 2,5 kg

26-75 1 mméro Chanhold 45 mg | 45 60 0,75
(0,75 ml) yuo yditeg 2,6-
7,5kg
7,6 -10,0 1 mméro. Chanhold 60 mg | 60 60 1,0
(2,0 ml) ywo yéireg 7,6-
10,0 kg
> 10 Kotdiiniog 60 Kotdiiniog
oLVOLOCUOC oLVOLOCUOC

coMvapiov colMvapiov




Yx0lol Ipoiov Xopnyovpeva mg | Ieprektikétnra | Xopnyovpevn
(kg) GEMIPEKTIVIG (mg/ml) TOGOTNTO.
(ovopaoTika peyén
colvapiov ce ml)
<25 1 muwéta Chanhold 15 mg | 15 60 0,25
(0,25 ml) yo yéreg ko
okvAovg < 2,5 kg
2,6-50 1 muéta Chanhold 30 mg | 30 120 0,25
(0,25 ml) yio. oxOAOVG
2,6-5,0 kg
5,1- 10,0 1 mméro. Chanhold 60 mg | 60 120 0,5
(0,5 ml) yu oxvAOLG 5,1-
10,0 kg
10,1-20,0 | 1 muméra Chanhold 120 120 120 1,0
mg (1,0 ml) ywa okdAoLG
10,1-20,0 kg
20,1-40,0 | 1 mméra Chanhold 240 240 120 2,0
mg (2,0 ml) yio oxdrovg
20,1-40,0 kg
40,1 -60,0 | 1 muméro Chanhold 360 360 120 3,0
mg (3,0 ml) yio oxdrovg
40,1-60,0 kg
> 60 Kataiinkog 60/120 KartdAiniog
cuvdvacUOg cuvdvaoUdg
ocOMVOPIOV ocOMVOPIOV

Ogpameio KoL TPOINYN TG TAPUGITOGTG A0 YOLLOVG (YOTES KOL CKVAOL).
Metd, v 3opnynomn Tov Tpoidvtoc, oL EVAMKEG LOPPEG TV YOAA®V Tov Bpickovtal whve to (Hho
Oavatdvovtat, dev TapdyovTal PO cuyd Kot ol TPOVOUPES (Tov Ppickovtal Lovo 6To
nep1PdAlov) povevovtal. AvTd CTOUATA TNV VOTOPAY®YT TOV YOOV, odlel Tov kKhkAo {®Ng Tov
yoALoL kot propel va fondnocet otov mepIaviolhoyikd EAeyyo TV HOADVGE®V amd YOAAOVG, G
TEPLOYEC 01OV TOL LMl EYovV TPOGPaoT).

Mo v TpoéANYM ¢ Tapacitwons amd YOAAOVG, To TPoldv Ba mpémet vo, xopnyeital og unviaio
dtoTuaTo Kod’0An T SldpKeL TG ET0YNG TOV YOAL®Y, apyilovtag éva uiva Tpty ot YOAAOL Yivouy
gvepyol. H unviaia yopnynon oto {da katd 1 SLdpKELN TG EYKVUOGVVTG Kol Tov OnAacuov, fondd
eEautiag g peimong tov mMAnBvcpod TV YOAA®VY, 6TV TPOGTACIN TNG TOKETOOUASNG O TIg

UOADVGELS ammd TOVG YOAAOVG péypL TV NAkio tov 7 efdoudowmy.

Otav 10 Tpo16v ypnoomoteitot oav péEPog g Bepameiag tng aArepykng depratitidog amd YOHAAOUG,
0o Tpémel va yopnysitan o unviaio dStocTHUATO.

I poinyn g opoPrriapimong (YaTes kKo okdAoL)
TMa v TpoAnyn g dipoplapimong to Tpoldv Ba tpémet va yopryeital Kah’OAn T StdpKeLd TOV

¥POVOU, 1] TOVAGYIGTOV UEGH OE £va, UNVa. LETA amto TV Tp®TH £k0eomn Tov {MOV 6€ KOLVOVTLN Kol GTN
ouvéyela kaOe unva péypt o TEAOG NG emoyNg TV kovvoumimy. H tedevtaio d6on mpénel vo divetal
péca og Eva punva. LeTd TNV televtaia Ekbeom tov (dov og kovvouTmia. Av Taparelpel n yopnynon
pog 066MGC, Kot TO SAoTNUO AVAUESH GE 0VO0 OLAO0YIKES YOPTYNOELS ElVOL LEYOADTEPO TOV EVOG UNVa.,
TOTE 1| ALEST] YOPNYNOT| TOV TPOLOVTOG KOl 1] EMAVEVAPEN TOV UNVIOIOL TPOYPELLLOTOS YOPTYNONS
HELMVEL GTO EAAYIGTO TNV TOOVOTNTO AVATTUENG EVAMK®OV HOpP@OV TOL Ttapacitov. Otav 1o {mo
BpiokeTon 0N 68 KATO10 TPOYPOLLO TPOANYNG TG SPOPIAaPiong Le GALO TPOidVY, Kol TO 0010
npokettar va ovtikorootabel omd to Chanhold tote n tpdTn 8601 TOL TPOLOVTOC TPEMEL VaL yopTyNOel
£vo Uva LETE TV TeEAevTaAin YOPYNON TOL TPONYOVLEVOL PAPLAKOV.

Oeponeio TUPUCITOCEMV U6 VI|LOTAOON (YATES KO GKVAOL)
®a tpénet va yopnynOel pia epdmaé d6om ToL TPOTOVTOG.

6



Ogpancia and topacitoons amd apopvinTikés Yeipeg (YATES KAl GKOAOL).
®a mpénet va yopnynOel pio epdmal 666m Tov TPOIOVTOG,.

Ogpaneia TNS OTOINKTIKNS YOPOAS (YHTES)
®a mpémet va yopnyeitot pia €@’ dmaf 6661 Tov TPOLOVTOG.

Ogpaneio TNS OTOONKTIKNS YOPAS (CKOAOL)

®a mpémet va yopnyeitot pia pévo 86on tov tpordvtog. [pv amd kébe Oepaneia, Ba mpénet va
kaBapiletar 1 TePLOY TOV ££® WTOC OO TIC MTIKEC EKKPIGELG UE NTILO TPOTO. LVVIGTATOL TEPULTEP®
KAwvikn e€étaon amd ktnviatpo 30 nuépeg petd amd ) Bepaneia, Kobmg oe pepikd {ma omatteiton Kot
devTepN Yopfiynon.

Ogponeio TAPUCITOCEMV U0 O YKVAOGTONO. (YATES)
®a mpénet va xopnynOel pio epdmas d66m Tov TPOiIOVTOG.

Ogpomeia TNG GUPKOKOTTIKIG YOPOS (CKVAOL)
Mo v TAnpn e&dhetyn TOV akdpev TG WOPOG TPENEL va, yopnyeitar pio pdévo 66om yio Vo
GUVEYOLEVOVS UNVEG.

Mé£0odog kot 066¢ yopynonge:
Avgdvpa eniyvong o onpueio

Tpomog yopnynong:

A@a1péoTte TN TMETO TOL TPOIOVTOG A0 TNV TPOCTUTELTIKT GLCKEVOGIN TOV.

Kpatnote ) mnéta 6poo.

Ayyi&te 10 6TEVO TUNLA TNE TTETOC Y10, VO SICPOAIGETE OTL TO TEPIEYOUEVO TTAPAUEVEL LEGT, GTO
KOplo copo g mmétag. Tpapnéte micw v dicpn.

Xwpiote 10 Tpiymua Tov {dov otn fdor Tov Aopod UTPOcTd Omd TIG MUOTAATEG £mG OTOL TO déPLOL
glvon opato.

TomoBethoTE TNV GKPTN TNG TMETAG GTO OEPUN KOL TTEGTE APKETEG POPES TNV TITMETO Y10 VO AOELOGETE
TO TTEPLEYOUEVO TNG EVIEANDG Ko amevbeiog 6To dépa o€ éva onpeio.

Epopupoote ato déppa otn facn Tov Adpod Prpoctd arnd Tig wUOTANTEC.
Amophyete TV €naQT TOL PAPUAKOV UE To SUKTUAG GOG.

4.10 Ymepdocoloyia (COPTTOUATA, RETPO, AVTLHETATLIGNG, OVTIOOTO), EAV EIVAL OTOPAITTO



Agv mapotnpnOnkay avemBountec evépyeleg petd m yopniynon 10 gopéc g cuvicTdpevng 066MG,.
To mpoidv yopnynOnke ce 6GGELS TPUTAAGIEG TG GUVIGTAOUEVNG GE GKVAOVG Kot YATES TTOV
TAPUCITOHVTAV OO SPOPIAAPIES, YWPIG va TapatnpnBodv avemBounteg evépyetec. To Tpoidv
yopnynOnke emiong og d66€1g 3-TAACIEG TG CLUVIGTMUEVNC G OPCEVIKA Kot OnAvka {da
avamapoy®yng (okbOAoVG Kot Yateg) copmepriapovouévemy InAvkdy (Omv Katd Ty Kinon Kot Ty
yorovyia, kaBdg kot o€ 066¢€lG S-TAdo1eg TG ovvicTdpevng og Collies evaioOnta oty Peppextivn,
Y®pic vo mapatnpnbovv avemBounTeg evépyeles.

411 Xpovog(or) avapoviig

Agv amartteitot.

5. GOAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTikn OpUdoo: EVIOUOKTOVA Kol EVIOUOUTMONTIKE, LoKpOKVKAIKES AaKkTOVES. Kmdtkdg
ATC: QP54A A05

51 ®@appoxodvvopkés 1010TNTES

H oghapektivn givon éva nui-cuvOeTicd mapdywyo ¢ opuddag tav afepuektivav. Ommg kot to GAAL
LEAT QLTAG TNG OULASOG 1| GEAQUEKTIVI TLPOUAVEL KAUT] GKOTMVEL £VOL VPV PAGUA AGTOVOVAMY
TOPUCITOV TAUPEUPOIVOVTAG GTNV Y@ YILOTNTO TOV SLIDAWDV YA®PIOV TOVG, KOl TPOKAADVTOS
dlTapayn oTNV UETAS0GT TV VEVPIKAV CTILATOV. AVTO £YEL GOV GUVETELN TIV OVO.GTOAN TNG
NAEKTPIKNG dPAGTNPLOTNTAG OTA VEVPIKE KOTTOPO TOV VIUATOOIMV TOPOCITOV Kol 6T HUikd KOTTOpQ
TV apBpoémodmV LE AmOTEAEGLLO TNV TOPAAVCT) KAV TOV BAvaTo TOVG.

H oghapektivn @ovedel T EVAAIKEG LOPQEG, TO ADYE Kot TIG TPOVOUPES TV YOAA®V. 'Etotl, omdlet
OTOTELEGATIKA TOV KOKAO {®NG TOL YOALOL (OVEDOVTAG TIG EVIAMKEG LOPPES (el Tov {Dov),
QTTOTPETOVTAG TT EKKOAQYT] TOV ADYOV (ETAV® 6T0 (MO KOl GTO TEPIPAAAOV TOV) KOl POVEDOVTAS TIC
Tpovopees (LOVo oto mepIPariov). Eumodilel v avamtuén auyodv amd yHAAOLE Kol TOV TPOVOLPDY
OV €V €X0VV TPOSPUTO eKTEDEL GTN GEAQUEKTIVI Kot EMOUEVDG pmopel vo. fonbd otov
nepPavtorAoyikd ELeyyo TV HOAOVGE®Y amd YOHAALOVGS, og Teployég Omov Ta {da &xovv TpocPaoT).

H cehapextivn emiong £xel amoderyBel amoTeAeGUATIKY KATH TOV TPOVOLUPDV TOV GIAUPLDV.
52 ®@appoxkoxkiviTiKd cTOLY EIN

Metd amd TomKn XOpP1YNOT 1 CEAUUEKTIVI] ATOPPOPATOL OO TO OEPLLO. KOL EMTVYYAVEL TIG LEYIOTES
GLYKEVTPMGELS 0TO TAAGLA TOV aipaTog epimov 1 kot 3 UEPEC LETA TV YOPTYNON OTNV YOTO KO
GTOV GKVAO ovTioTtorya. Metd amd TV amoppodPNnon amd To SEPLLO 1| GEAUUEKTIVI] KOTAVEUETOL
GLOGTNHOTIKA Kol amofdAieTor Bpoadémc amd To TAACHO, OTMS OTOSEIKVIETAL OO TIG OVIYVEDCLES
GUYKEVTIPMGELS 6TO TAAGLO TOL GKOAOL Kot TNG YATog 30 nUEPES LETA TNV XOP1YNOT MoG HOVO
TomikN ¢ 60omg 6 mg/kg. H mapatetopuévn mapapovi g ceAAUEKTIVIG 6T0 TAdoUa Kot 1) Bpadeia
amoBOAT TNG ATOJEIKVOETAL KOt OO TNV TEAKN Mumepiodo {mng mov ivar 8 kot 11 nuépeg yo ) ydta
Kol T0 6KOAO avtictoya. H cuotnuatikn mapovsio tng GEAQUEKTIVING 6TO TAAGHO €Tl LOKPOV KO 1|
ENAENYT EKTETAUEVOL UETABOAGUOV TNG TOPEYOVV UTOTEAEGLUTIKEG CUYKEVTPMGELS TNG, Y10 TNV
KAALYT TOVL UEGOJAGTAUATOC LETOED 600 yopnynHoewv (30 nuépeq)

6. DOAPMAKEYTIKA XTOIXETA

6.1 Katahoyog exdéymv



Bovtvhwpévo vépo&vtorovoiio (E321) 0,08%
Dipropylene glycol methyl ether

Isopropyl alcohol

6.2 Kopeg acvppatotnreg

Agv 16y0eL.

6.3 Awpkera Long

Augpxela {Ong TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLP®MVA LIE TI GUGKELOCIN TOANONG: 3
£m.

6.4 Idwitepeg TpoPuAAEeELS KOTA T POAAEN TOV TPOTOVTOG

Agv vdpyovv €181kEG 0dMYieg S1aTPNONG Y10 AVTO TO KTNVINTPIKO POPUAKEVTIKO TPOTOV.

6.5 ®@Yon km 6HVOES TGS CTOLYELDOOVG GVOKEVAGLOG

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV TAPOVCIALETAL GE UI0L AEVKT TAOGTIKN TUTETO TOV OTOTEAEITOL
Ao £V0 GTPMUO GUUTOAVUEPOVE TOADTPOTLAEVIOV / KUKAIKNG OAEPIVIG / TOALTTPOTVAEVIOV LE EVal
oTpdpo ToAvatBuieviov / aBvuieviov Pirvolkng aAKoOANg / moivaBuieviov.

To mpoidv datibeTon oe GuoKEVOCIES e TPEIC TMETEC (OAEC TIG TEPLEKTIKOTNTES), £EL TMETEG (OAEC TIG
TEPLEKTIKOTNTEG €KTOC ammd 15 My cedapektivng) N dekamévte mmetioes (Lovo ya Tnv avtoyf 15 mg).
3, 6 kau 15 muméreg og Egxmprotd oakeldkia pakélov péca og éva eEmTeptkd KovTti.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEC.

6.6 Ewwkéc mpo@urdcers amdppryng £vog xpnopomor0£vTog KTNVIATPIKOD QUPPUIKEVTIKOD
TPOIOVTOS 1] AAL@OV VAIKAV TTOV TPOEPYOVTOL O.TO T1] Y P11 TOV TPOIOVTOS, AV VITAPYOVY

Kdabe pun ypnoyomomBév krnviatpikd eopprokenTikd Tpoidv 1 pn xpnoipono0évta VToAEIUUATd TOV
TPENEL VO, ATOPPITTOVTOL COUPOV LE TIG 10YVOVOESG EBVIKEG OMALTIOELS.

To Chanhold pmopet va givon emcivévvo ya o wépio 1} opiopévoug vdpdPLovg opyaviopovs. Ot ddetot
TEPIEKTEG KOl TUYOV 0YPNOILOTOiINTO TPoldv Ba mpénet va, amoppintovror pall pe To oKioKd
amoppipata yio va omo@evydei Tuxdv LOAVVOT TOV VOUTIVEOV PEVUATOV.

7. KATOXOX AAEIAX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Ipiavdio

8. APIOMOZXZ(OI) AAEIAY KYKAOPOPIAX

EU/2/19/236/001-016

9. HMEPOMHNIA INPQTHE E'KPIXHYX/ANANEQYXHYX THX AAEIAX

Hupepopnvia 1™ éykpiong:



10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO Tpoiov dlatifevtal otov
dktvoko tomo tov Evponaikod Opyaviouod @apudkov http://www.ema.europa.eu/.

AITATOPEYXH INQAHXHY, AIAGEXHXE KAI/H XPHXHX

Agv 1oy0et
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http://www.ema.europa.eu/

IHAPAPTHMA 11

MMAPAT'QI'OX(0OI) THE(TQN) BIOAOT'TKQX APAXTIKHE OYXIAY KAI
YIHHEYOYNOX(OI) I'TA THN AITIOAEEMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIZMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH
ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

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

11



A. HAPATI'Qrox(0OI) THX(TQN) BIOAOTI'IKQE APAXTIKHE OYXIAY KAI
YIIEYOYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN IHAPTIAQN

‘Ovopo kot d1evbuven tov(Twv) TepacKeLooT(MV) oL givor VTenBvvog(ot) Yo TNV AT0dEGUEVCT TOV
ToPTIdV

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Iplavdia

B. OPOI'H HEPIOPIXMOI THX AAEIAYX KYKAO®OPIAZL, [IOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Na yopryeital povov pe KINVIOTPIKE GLVTAYT).

I ENAEIZEH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv amoitodvrot.

A. AAAOI OPOI KAI ATITAITHZEIX I'lTA THN AAEIA KYKAO®OPIAX
E1dikéc amoutnoelc papuokosnoypbmmong:

Ot vroPoAég mep1odIkng emkalpomomuévng ékbeong acpdietog (PSUR) mpémet va cuyypovilovtot Kot
Vo VTOPAAAOVTOL LE TNV 110 GLYVOTNTO OTMOC KO Y10 TO TPOIOV aVOPOPAG,.

12



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX

13



A. ENIXHMANXH
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ETIKETA KOYTIOY, 15 MG (3 xou 15 coinvapia)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg AwdAvpa yia exiyvon o onpeio ya yateg kot okvAovg < 2,5 Kg
Selamectin

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

Selamectin 15 mg

3. OAPMAKOTEXNIKH MOP®H

Avddvpa eniyvong o€ onpueio

4, YYXKEYAXIA

3 coinvapila
15 colnvapla

0,25 ml

5.  EIAOX(H) ZQOY(QN)

XoAot kot yateg X.B 2,5 kihdv 1 pikpotepov

| 6. ENAEIZH(ELY)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Aldlopa xiyoong o€ onpueio.
AwBaote T0 PUALO 0INYIDOV YPNONG, TPV ATO TN YPTON.
Ewdveg yio mpoaipetikn eVEOUATOOT TPETEL VO, ETITPETOVY TO SLACTNUO

15



‘ 8. XPONOX ANAMONHX

| 9.  EIAIKH(EX) TPOEIAOMOIHEH(EIL), EAN EINAI ATIAPAITHTH(EX)

AwBdote 10 QUALO 0INYIDOV XPNOEMS, TPV OO TN XPTON.

| 10. HMEPOMHNIA AHEHZ

AHEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX MIPO®YAAZEEIXZ ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TO MPOION,AN YITAPXOYN

Amoppym: PA.eCOKAEIGTO PVAO 0INYIDV YPTONG.

13.  OI AEEEIX «-AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZEMOI IMOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VAGPYOVY

ATOKAEIOTIKA Y10, KITNVIOTPIKT XPTOT) -Vo, S1aTiBETOL LOVOV [LE KTNVIOTPIKT] GLVTOYT.

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

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

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

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

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

16



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

17. APIOMOZX ITAPTIAAX ITAPATI'QI'HX

[aprtida
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ETIKETA KOYTIOY, 30 mg, 60 mg, 120 mg, 240 mg, 360 mg (3 ka1 6 coinvapra)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 30 mg AwGivpa yo exiyvon o onpeio yio okbrovg 2,6-5.0 kg
Chanhold 60 mg AwdAvpa yio eniypon og onpueio yio okdrlovg 5.1-10.0 kg
Chanhold 120 mg AwdAvpa yio eniyvon o onpeio yio okvAovg 10.1-20.0 kg
Chanhold 240 mg AwdAvpa yio eniyvon o onpeio yio okvAovg 20.1-40.0 kg
Chanhold 360 mg AwdAvpa yio eniyvon o€ onpeio yio okvAovg 40.1-60.0 kg
Selamectin

2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

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

3. OAPMAKOTEXNIKH MOP®H

Aldlopa eniyoong o€ onueio

4. YYXKEYAXIA

3 coAnVapla
6 coANVapLa

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

| 5. EIAOX(H) ZQOY(QN)

YxkovAot Bapovg 2,6 —5,0 KIA®V.
Yxolot Bapovg 5.1-10.0 kg
Yxolot Bapovg 10.1-20.0 kg
Ykolot Bapovg 20.1-40.0 kg
ZxvAot Bapovg 40.1-60.0 kg

| 6. ENAEIZH(EIL)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

18



Awdlvpa eniyvong o€ onpueio.
AwBaote T0 PUALO 0INYIOV XPNONG, TPV ATO TN PN ON.

Ewdveg yio mpoarpetikn eVeOUATOOT) TPETEL VOL ETLTPETOVY TO SLAGTNLLOL

8.  XPONOX ANAMONHE

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

AlofacTe TO QUALO 0INYIOV XPNGEDG, TPV OO TN ¥PTON.

‘ 10. HMEPOMHNIA AHEHX

AHEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY [IPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO MTPOION,AN YITAPXOYN

Amopprym: PA.ecOKAEIGTO PVAO 0INYIDV XPTIONG.

13.  OI AEEEIX «AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIEMOI IIOY IXXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vrdpyovv

ATOKAEIOTIKA Y10, KITNVIOTPIKN XPNOT| -Vo, S1aTifETOL LOVOV E KTNVIOTPIKT) CLVTOYT.

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

Na euAdooetol og Béom, TV omoia dev PAETOLY Kal dev mpoceyyilovy Ta ToLdd.

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

19



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

16. APIOMOZX(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 IMTAPTIAAX TAPATQI'HXZ

[aprtioa
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IHAHPO®OPIEX I1IOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

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

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 45 mg Awdivpa yo exiyvon o onpeio yia yateg 2,6-7.5 kg
Chanhold 60 mg AwdAvpa yo exiyvon og onpeio ya yateg 7,6-10.0 kg
Selamectin

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

Selamectin 45 mg
Selamectin 60 mg

3. OAPMAKOTEXNIKH MOP®H

Avdlopa eniyuong o€ onueio

4, YYXKEYAXIA

3 coAnVapLa
6 coAnvapla

0,75 ml
1,0 ml

| 5. EIAOX(H) ZQOY(QN)

Idreg fapovg 2,6 — 7,5 KIADV.
Idreg Bapovg 7.6—10.0 KIAdV.

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Aldlopa xiypong o€ onpueio.
Awfaote T0 PUALO 0INYIOV XYPNONG, TPV ATO TN YPT|ON.
Ewkdveg yio mpoa1petikn eVEOUATOOT TPETEL VO, ETITPETOVY TO SLACTNO
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‘ 8. XPONOX ANAMONHX

‘ 9. ETAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

AwfacTe T0 QUALO 0INYIOV XPNGEDG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHZHX

AHZEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

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

Andpprym: PA.ecdKAEIGTO GHAO 0ONYIDV YPNONG.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIZEMOI IIOY IXXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vrdpyovv

ATOKAEIOTIKA Y10, KITNVIOTPIKT XPNOT) -Vo, S1aTiOETOL LOVOV E KTNVIOTPIKT) GUVTOYT.

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

Na euidocoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

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

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

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

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

17. APIOMOZX ITAPTIAAX ITAPAI'QI'HX

MMoptida
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EAAXIXTEX TAHPO®OPIEX I1OY ITPEITEI NA ANAI'PA®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 ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg AwdAvpa yio exiypon o€ onpeio ya yateg kot okvAovg < 2,5 Kg
Chanhold 30 mg Awdlvpa yio eniypon og onueio yio okdrlovg 2,6-5.0 kg
Chanhold 45 mg Awdlvpa yio emiypon og onpeio yio yateg 2,6-7.5 kg

Chanhold 60 mg Awdlvpa yio emiypon oe onpeio yuo yateg 7,6-10.0 kg
Chanhold 60 mg Awdlvpa yio eniypon oe onueio yio okdrlovg 5.1-10.0 kg
Chanhold 120 mg AwdAvpa yio eniyvon o onpeio yio okvAovg 10.1-20.0 kg
Chanhold 240 mg AwdAvua yio eniyvon o onpeio yio okvAovg 20.1-40.0 kg
Chanhold 360 mg AwdAvpa yio eniyvon o€ onpeio yio okviovg 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. HHEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO'H KAT' APIOMO AOXEQN

| 4. OAOX(OI) XOPHTHEHE

Avddopo eniyuong o€ onueio

| 5.  XPONOX ANAMONHE

‘ 6. APIOMOZX ITAPTIAOX

[aprtioa

‘ 7. HMEPOMHNIA AHZHX

AHEH

8. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»
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ATOKAEIGTIKA Y10 KTNVIOTPIKNY (P1OM.
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EAAXIXTEX TAHPO®OPIEX I1OY ITPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

TAUGTIKO GOANVAPLO

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg 77
Chanhold 30 mg ‘al
Chanhold 45 mg d
Chanhold 60 mg &
Chanhold 60 mg ‘ad
Chanhold 120 mg ‘2l
Chanhold 240 mg ‘ad
Chanhold 360 mg ‘ad
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. HHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KAT' APIOMO AOXEQN

| 4. OAOX(OI) XOPHTHEHE

Avdlopa eniyoong o€ onpeio

| 5.  XPONOX ANAMONHE

‘ 6. APIOMOZX ITAPTIAOX

MMoptida

7. HMEPOMHNIA AHEZHX

AHEH

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

25



ATOKAEIGTIKA Y10 KTNVIOTPIKNY (P1OM.
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX:
Chanhold Awgivpa yo eniyven o€ onpeio

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

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

ANNOAEXMEYXH IMAPTIAQN, E@OXON EINAI ATA®OPETIKOI

Kdtoyog thg ddstog KuKAOQOPIog Kol TapUCKELACTNC VITELOLVOC Y10 TNV OTTOOECUEVLCT TMV TAPTIOMV:

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

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Chanhold 15 mg Awdhivpa yia exiyvon o€ onpeio ya yateg kot okvAovg < 2,5 Kg
Chanhold 30 mg Awdlvpa yio emiyvon og onueio yio okdrovg 2,6-5.0 kg
Chanhold 45 mg Awdhvpa yo exiyvon og onpeio ya yateg 2,6-7.5 kg

Chanhold 60 mg Awdivpa yo exiyvon og onpeio ya yateg 7,6-10.0 kg
Chanhold 60 mg Awdlvpa yio emiypon og onueio yuo okdrovg 5.1-10.0 kg
Chanhold 120 mg AwdAvua yio eniyvon o onpeio yia oxviovg 10.1-20.0 kg
Chanhold 240 mg AwdAvpa yio eniyvon o€ onpeio yio okviovg 20.1-40.0 kg
Chanhold 360 mg AwdAvua yia eniyvon o onpeio yio oxviovg 40.1-60.0 kg

Xehapektivn

3t YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA XYITATIKA

Ké06e mhaotikd coinvapio piog 66ong tov Chanhold wepiéyet:

Chanhold 15 mg yw ydteg kKot okbAovg ddivpa 6%w/v Selamectin 15mg
Chanhold 30 mg yio oxdAovg dtdAvpa 12%w/v Selamectin 30 mg
Chanhold 45 mg yio yéreg ddopa 6%w/v Selamectin 45 mg
Chanhold 60 mg yuw ydteg ddavpa 6%w/v Selamectin 60 mg
Chanhold 60 mg ywa oxdAovg ddAvpa 12%w/v Selamectin 60 mg
Chanhold 120 mg yia okdAovg dtédlopa 12%w/v Selamectin 120 mg
Chanhold 240 mg yio oxbAovg dtédopa 12%w/v Selamectin 240 mg
Chanhold 360 mg yw oxvAovg Sdopa 12%w/v Selamectin 360 mg
"Exdoya:

Bovtohwpévo vopo&utorovorio (E321) 0,08%
Awyég dypopo £mg Kitptvo dtdAvua.

4. ENAEIZH(EIL)

I'areg ka1 oxvLot:

o Ogpameio Kol TPOANYN THS TAPAGITMOONG 06 YOALOVG TOL TPOKOAEITOL OLTTO
Ctenocephalides spp. yio évo uiva petd omd pio povo yopiynon. Avto gival amoTéAEcUO TNG

1010TNTOC TOV TPOIGVTOG VO POVEVEL TIG EVIAIKEG LOPPEC TA oYL Kot TIG TpovOeeS. To Tpotdv

€xel @oKTOHVO dpdom Tpelg EBOoUAde LETA TN YOpP1YNOT).
H pnviaia yopriynon ota {do KoTd T SidpKeLD TNG EYKLUOGHVNG Kot Tov OnAacpov, Bondd

g€attiog ¢ peliwong tov TANBVGLOD TV YOAA®Y, 6TV TPOGTAGIN TNG TOKETOOLASNS OO TNV

poAVVOT amd Tovg YOAAOLS PEYPL TV NAKia TV 7 efdopddowy. To mpoldv umopel va

ypnooron el cov puépog g Bepameiog tng aAlepytkng deppatitidog omd YOAAOVG Kot, AOY®
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NG WOKTOVOL dpAomg Tov KaBmS Kat TNG dPACTG TOL EVAVTI®MV TV TPOVUUE®V, UTOPEL Vol
BonBd otov mepiPaviodioyikd leyyo TV LoAdvVoemV omd YOAAOVG, GE TePLoyég Omov ta {dha
€yovv mpodcPaon

e Xopnyovpevo cg unviaio faom, yo TNV POy TG O1poPLAapicmcns TOL GKOAOL Kol TNG
yérag mov mpokaAgiton amd tnv Dirofilaria immitis.
To mpoidv umopel va yopnynOet axivovva oe {da Ta omoia Tacyovy amd dipoPiiapimon,
®0TOG0, GLVIGTATOL GOUPOVO LE TN CLVNON KTNVIOTPIKN TPOKTIKT, OAa Ta (oo NAKiag Gvm
TV 6 unvov ta ontoia (ovv og Ydpeg OToL VITAPYEL 0 EeVioThg, va eetdlovTat yio mbavr|
vmapén pOAVVONS o SPoPIAApLES TPV amd TV Evapén g Bepaneiog pe mpoidv. Emiong
GUVIGTATOL Y10, TOVG GKOAOVG, O TEPLOOKOG EAEYYOG Y10 LOAVVGELG Ot EVAAIKES O1POPIAAPIECS,
®G AVOTOCTOGTO UEPOG TNG GTPOTIYIKNAG TPOANYNG KATA TNG O1p0PIAopimong, OKOUA KOl oV TO
TPoioV yopnyeiton pnvioimg. Avtd to Tpoidv dev eival amoTEAEGUOTIKO KATE TV EVIMK®V
popeav g D. immitis.

o Ogpameia TG OTOINKTIKIG Ydpag (Otodectes cynotis).

Iareg:
e Qgpameio g Topocitmong and opopvintikég yeipeg (Felicola subrostratus)
e Qgpameio TV evnAikev vnuotmdmv (Toxocara cati)
e Qgpameio TV EVNAIK@V gviepikdV aykvlootopmy (Ancylostoma tubaeforme)

YKolou:
o Ogpancio g mapacitwong amd opopvlntikég yeipeg (Trichodectes canis)
o Ogpameio TNG GOPKOKOTTIKNG YMDPAS (Tov mpokaeleitor aro to Sarcoptes scabiei)
o Ogpancio evnAikav eviepikdv vnuatmddv (Toxocara canis)

5. ANTENAEIZEIX

Na un ypnoponoteital oe (oo nAkiog kato tov 6 efdopddmv. No, unv xpnouonoleitol oe YATeG TOL
Ao oLV TAVTOYPOVA 0o KATola acbévela kabng kot eEacbevnuévec | ehamoPapeig (o€ oyéon e TO
péyebog Kot Tnv nAkio)

Na pn ypnoiponoteital o€ mepinTtmon vrepeLOIcONGiag TN SPACTIKN 0VGia 1| 6€ KATO10 Ao TO!
£Kb0Yy0L.

6. ANEINIOYMHTEX ENEPI'EIEX

H ypnopomnoinon Tov Tpoldviog 6€ YATEG G€ OMAVIES TEPIMTMOCELG, £XEL GLVIEDEL e TNV EPEAVION
NG TOPOSKNG CAMTEKING GTO ONUEIO EQOPUOYNG. & UKOUN O CTAVIEC TEPITTOOELS, UTOPEL VOl
mapotnpndet eniong Topodikdc eoTiokdC £pedIoGUOC.

Edv to {mo yAelyel onuavtiki mocdtnta eapudikov, tote omavimg pmopel va mapatnpnel otig ydteg
oUVTOUN TTEPL0S0G AVENUEVIG GLEAOPPOLAG.

To660 0 gpefiopdc 660 Kat 1) CAOTEKIN CLVNOMG TOPEPYXOVTUL, OALG UTOPEL GE PEPIKEG TEPUTTMCELS VO
amortnOei copntopoTikn Oepaneio.

Y€ OMAVIEC TEPUTTMOELS GE GKDAOVS KOl YATEC, 1) XPTO1 TOL TPOLOVTOC UTOPEL VO TPOKAAETEL
TPOCOPIVA TOTIKT GUYKOAANGT) TOV TPYYDUOTOS GTO OTUEID TNG EPUPUOYNG KAV, TEPICTUGIOKA,
EUPAVIOT] IKPNG TOCOTNTOG AoTPNG OKOVNG. AVTO Elval PUGIOAOYIKO,TOPEPYETOL TUTIKE G 24 MPEG
amd TV gpapuoyn g Bepameiag Kot dev emnpedlel oVTE TNV ACEAAELN OVTE TNV OTOTEAEGLOTIKOTNTO,
TOL TTPOIOVTOG.

[ToAY omdvia, 6TwG Kot Pe AAAEG LOKPOKVKAIKEG AOKTOVES, UVAGTPEYILN VEVPOAOYIKA GUUTTMLOTOL,
OTM¢ oTacLol, £xoVV TapaTNPNOEl LETE TN XPNOT TOL KTNVIATPIKOD PAPUAKOV GE OUPOTEPOVS
GKVAOVG KoL YATEG.
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H ovyvomnta tov avemBduntov evepyeldv kabopiletal o akoAovbmg:

- TOAD ovyvn (meprocdtepo amd 1 ota 10 vd Bepomeio (Oa TapoVSIALoVY aVETIOOUNTEG EVEPYELES)
- ouyvn (Tteprocotepo and 1 adAid Atydtepo amd 10 {oa ota 100 vrd Beponeio (ma)

- un ovvnBopévn ((meprocdtepo amd 1 aArd Aryotepo and 10 {da ota 1000 vrd Beponeio Loa)

- onvia (teprocdTePo omd 1 aAdd Arydtepo amd 10 {da ota 10.000 vio Bepomeio Lda)

- TOAD omavia (Ayotepo amd 1 ota 10.000 vd Bepoameio {oa)

Edv mapotnpricete omowadnmote coPapi 1 GAAN avemBounTn EVEPYELD TTOL OEV AVOPEPETAL GTO TOPOV
@OALO OOMYIDV YPNONG, TOPUKAAEIGOE VO, EVIUEPDOETE TOV KTNVIATPO GO,

Alleg TAnpoopieg

To mpoidv £xel SOKIUACTEL YOPIG TNV EULPAVIOT GAA®V AVETIBOUNTOV EVEPYEIDV, GE TEPIGGOTEPES OO
100 drapopetikéc ELAEG oKVA®V, Kobapdateg kot un,cupreptiapfovopévav tmv Collies, kabng Kot
o€ yateg o€ un Kabapdaipeg LAES kot 16 kabapooipies.

7. EIAH ZQOQN

I'dteg ko oxdAol pe copatiko Bapog 2,5 kg 7 Aryotepo (Chanhold 15 mg Awddvpa. yio exiyoon o€
onueio yio yareg ko okdrovg 2,5 Kg)

Yxolot pe copatikd Bapog 2.6 kg—5.0 kg - (Chanhold 30 mg Awdivpa yia exiyvon o€ onpeio yu
okvhlovg 2.6-5.0 kg)

I'dteg ue copatikd Bapog 2,6-7.5 kg (Chanhold 30 mg AwdAvua yio eniyvon o€ onueio Yo GKOAOVG
2,6-7.5 kg)

[drteg pe oopotiko Papog 7,6-10.0 kg (Chanhold 60 mg AtdAvpa yio exiyvon og onpeio Yoo 6KOAOLG
7,6-10.0 kg)

YxvAol pe copotikd Bapog 5.1 kg-10.0 kg - (Chanhold 60 mg Awdlvpo yio eniyvon oe onueio yuo
okviovg 5.1-10.0 kg)

YxvAot pe copotikd Bapog 10.1 kg—20.0 kg - (Chanhold 120 mg Awdlvpe yuo exiyvon oe onueio yuo
okviovg 10.1-20.0 kg)

Yxolot pe copatikd Bapog 20.1 kg—40.0 kg - (Chanhold 240 mg Awdlvpa yio eniypon og onueio yio
okvrovg 20.1-40.0 kg)

YxvAol pe copotikd Bapog 40.1 kg—60.0 kg - (Chanhold 360 mg Awdlvpa yo emiypon o€ onueio yio
okvrovg 40.1-60.0 kg)

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

T e&mTepikn ypron povo.

Epopuoletat Tomikd oto déppa,otny fACT) TOV TPOYNAOV UTPOGTA OO TNV OUOTANTY.

To mpoidv yopryeitor pe pio epana TOmK EPAPUOYN LOG SOOTG TOL TapEYEL TOLVAd IoTOV 6 mg/kg
selamectin. Otav TpodKeTaL 670 1010 {MO VO AVTILETOTIGO0HY TAVTOYPOVO LIE TO TPOLOV TEPIGGOTEPEC
amd pio cLVLTTAPYOVGEC AOUMEELS 1] LOADVGELS, TOTE TTpEmEL Vo yiveTat pio LOVO TOTIKT EQOPIOYH TNG
oVVICTOMEVNC 800G TV 6 MY/Kg o€ omoladnmote otyur). H cuvietdpevn dudpkela Oeponeiog yio
Kd0e €idog Tapacitov avapépeTol KOTMOL.
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Xopnyeital cOpeova pe tov akdAovbo mivaka:

Idreg (kg) | Mpoidv Xopnyovpeva mg | Meprektikotnro | Xoprnyovpevny
GEMIPEKTIVIG (mg/ml) TOGOTNTO.
(ovopooTtikd peyéon
covopiov cg ml)
<25 1 mwéra Chanhold 15 mg | 15 60 0,25
(0,25 ml) yo yéreg ko
okVvAovg < 2,5 Kg
26-75 1 mméta Chanhold 45 mg | 45 60 0,75
(0,75 ml) ywo yéteg 2,6-
7,5 kg
7,6 —10,0 1 muwéta Chanhold 60 mg | 60 60 1,0
(2,0 ml) ywo yéiteg 7,6-
10,0 kg
> 10 Kotaiiniog 60 Kotaiiniog
cuvdvacUOg cuvdvacUdg
coANvopiov ocOMVOpiOV
YKvAoL Mpoidv Xopnyovpeva mg | [eprektikétnra | Xopnyovpevn
(kg) GEMIPEKTIVIG (mg/ml) TOGOTITO.
(ovopaoTikd peyédm
colnvopiov cg ml)
<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) yio yareg ko
okvrloug < 2,5 kg
2,6-5,0 1 mméro. Chanhold 30 mg | 30 120 0,25
(0,25 ml) yio oxdrovg
2,6-5,0 kg
5,1- 10,0 1 mméro, Chanhold 60 mg | 60 120 0,5
(0,5 ml) yua oxvAoLE 5,1-
10,0 kg
10,1-20,0 | 1 muéra Chanhold 120 120 120 1,0
mg (1,0 ml) ywa okdAoLG
10,1-20,0 kg
20,1-40,0 | 1 mméra Chanhold 240 240 120 2,0
mg (2,0 ml) yio odrovg
20,1-40,0 kg
40,1 -60,0 | 1 mméro Chanhold 360 360 120 3,0
mg (3,0 ml) yio odrovg
40,1-60,0 kg
> 60 KatdAiniog 60/120 KartédAiniog
oLVOLOCUOC oLVOLOCUOC
cOANVapinv cOANVapinv

Ogpaneio Ko TPOANYN TS TOPAGITMOONG 06 YOALOVS (YATES KL GKVAOL).
Z®a, peyarvteP TOV 6 Efoopnaswv
Metd ) xop1ynom tov Tpoldvtog 6To (MO, 01 EVAMKEG LOPPES TV YOAAWMV KOl TV TPOVULUPDV
QOVEDOVTOL KOl OV TaPAyovTol TAEOV BLdCUe avYE. AVTd GTOUATA TNV OVOTOPAY®YT TOV YOAA®V,
ondlel Tov KOKAo {mng Tov YOAAOL Kot propel va fondnoel otov mePIPavToALoYIKO EAEYYO TV
HOAVVGE®MVY amd YOALOLGS, 6€ TEPLoyEg Omov Ta {da Exovv mpdsfaon.

TMa v TpodAnyn g mapocitmong omd YHAAOVG, T TPoldv Ba Tpémel va yopryeital oto {Ho o€
unviaio dtactipoTo Ko’ OAn ) SidpKELD TN ETOYNG TV YOAAWV, apyilovtoc Eva iva Tpv ot

yoALot yivouv evepyoi. 'Etot dtaceariletatl 6Tt o1 yoAlot mov podvvovy to {dho povedoval, Ogv
mapdyovtal TAEOV GALN PLdcia cuyd, Kol ol TPOVOLPES (Tov Bpickovtal HOVo 6To TEPPAALOV)
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emiong povevovtat. Me tov tpdmo ovtd omalel o PLoAoyikdg KOKAOG TOL YOAAOL Kot TpoAapfdvovtol
0l AVOUOAOVGELS.

Otav 10 Tpo16v ypnoomoteitat oav HéEPog g Bepameiog tng aArepytkng depratitidog amd YOAAOUG,
Ba mpémetl va yopnyeitan o punviaio dtucthipoTo

OePamEVTIKI] AY®YT] KVOPOPOUVTMV Kutl Onrhalovtov LO®V Yo TV Tpoinyn poAOVeE®Y amd
YOAAOVG 6TO KOUTAPLO KoL 6TO YOTAKLO,

H pnviaia yopriynon ota {do Kotd T StdpKeLn TNG €YKVIOGLVNG Kol Tov OnAacpol, Bonda eEottiog
g peimong tov TANBVGHOL TV YOAA®DVY, GTNV TPOGTAGIO TNG TOKETOOUAdNG Ao TNV LOAVVGT 0o
TOVG YOAAOVG, HEYPL TNV NAKia TV enTd fOOpAdmV.

[ poinyn g dporriapimong (YaTes KoL okOAOL)

Mo v TpodANYM ¢ dipoeirapimong to Tpody Ba mpémel va yopnyeital kad’ oAn t didpKeLo TOL
xPGVoVL, 1] TOVAGYIGTOV PEGA OE £va UNvoL LETE amd TV TpdOT £kBecT Tov {DOV GE KOLVOLTLN KOl OTY|
cuvéyela kaOe pnva péypt To TEAOG TG EmoyNS TV kovvouvmumy. H tedevtaia d6om mpémet va divetan
péca og Eva unva LETA TNV televtaio Ekbeom tov (dHov og kovvoumia. Av Tapaielpel n yoprynon
pog 066MG, Kot To 1ot avaueso o€ d00 SLUOOYIKES YOPNYNOELS Elval LEYOADTEPO TOV EVOS UNVa.,
TOTE 1 GUEST) YOPTYNON TOL TPOLOVTOC Kot 1] EXAVEVAPETN TOL UNVINIOL TPOYPELLOTOS YOPNYNONG
UELDVEL GTO EAAYIGTO TNV TOAVOTNTO AVATTUENG EVAMK®OV HOPP@OY TOL Ttapacitov. Otav to {do
Bpioketon NON 6€ KATOL0 TPOYPOULO TPOANYNG TNG SPOPIAaPiong Le GALO TPOidY, Kol TO 07010
npokertar va avtikataotadei and to Chanhold, tote n pdTh d60M ToL Chanhold wpémet va yopnynBei
£vaL UNva. LLETA TNV TEAELTALO YOPTYNOT) TOV TPOTYOVUEVOL (UPLLAKOV.

Ogpaneio TAPACITAOCEMV U6 VIRATOON (YATES KUl GKUAOL)
Oa pémet va yopnynOel pia epamas 6601 T0L TPOIOVTOG.

Ocponcio andémapacitmong amd apopvinTikés yeipeg (YaTeS Kol oKVAOL).
Oa wpémet va yopnynOel pia epamas 6601 T0L TPOIOVTOG.

Ogpomeio TNS OTOONKTIKNG YOPUS (YATES)
Oa pémet va yopnyeital pia €@’ dmag d66M TOL TPOLOVTOC,.

Ogpomeia TG OTOONKTIKIG YO POG (6KOAOL)

Oa pémer va yopnyeital pia epamas 66om tov Tpodvtog. Ilpw amd kdbe Bepamneio, Oo Tpénet va
kaBapiletan ) TepLoyN TOL £E® OTOC, ATO TIG WTIKEG EKKPICELS [LE NTILO TPOTO.

Suvietdtol Tepattép® KAIKN e€étaon amd ktnviatpo 30 nuépeg petd and m Bepoameio, kabdg o€
uepka {ma omatteitan Kot dgvTePN YopNynon.

Ogponeio TUPUCITOCEMV U0 O YKVAOGTONO. (YATES)
®o mpénet va yopnynOel pio epdmal 6661 oL TPOIOVTOC.

Ogpaneio TG CUPKOKOTTIKNG YAOPUS (6KOA0L)
TMa v T pn eEdheyn TV akdpe®V TG YOPOS TPETEL VO, Yopnyeital pio udvo 66om yio Vo
GLVEYOEVOLG UNVEC.

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

Tpémog yopnynong:

Agaipéote T TETO TOL TPOTOVTOC OO TNV TPOGTATEVTIKY] GVCKEVAGIN TOV.

Kpatiote ) mnéta 6poo.

Ayyi&te 10 0TEVO TUNPO TNG TTETOS Y10, VO SIOCQOAIGETE OTL TO TEPLEYOLUEVO TAPAUEVEL LEGT, GTO
KOpo copa e mimétag. Tpafnéte micwm v dipn.

Xowpiote T0 TpiyUo TOL {HOV 6T fACT TOL AULOD UTPOSTA OO TIG OUOTAATEG £ OTOV TO dEPLLOL
glvon opato.
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TomoBetrotTe TNV GKPT TNE TIMETAG OTO FEPLLAL KOl TECTE APKETEC POPES TNV TIMETA Y10 VO AOELAGETE
TO TTEPLEYOUEVO TNG EVTIEADG Ko amevBeiog 6To déppa o€ éva onpeio.

Epoppoote ato 6éppa otn fAcn ToL AUUOV PUTPOCTA OO TIG WUOTAGTEG.
Amoplyete Vv €nar| TOL PapUAKoL Le To SAKTUAGL GOG.

Agv mpénet va yopnyeitatl dtav 1o Tpiympa tov {oov gival vypd. QoT6G0 To Aovoo N To Ppé&o 2 1
TEPLOCOTEPES DPES LETA TN Bepameia dev LEUDVEL TN OPOUGTIKOTNTO TOV TPOLOVTOG.

10. XPONOX ANAMONHZX

Agv 1oy0et

11. EIAIKEX ZYNOHKEX AIATHPHXHX
Na euidcoetal o€ 0éon, TV onoia dev PAETOLY Kot dev TPoceyyilovv Ta Taldd.

Avdgpxela (NG UeTd TO TPOTO GVOLYUa TG GTOLEIDOOVS GLOKELOCTAG: 3 UNVEG.
Na pn ypnoiponoteital Hetd amd v nuepounvio ANENG TOv avayPAPETIL GTNV ETIKETA.

12, EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

E1d1k1) mposdomoinon(eig) yia kabe gidog {dov:

Ta {do umopoly va kévovv Prdvio 2 dpeg LETA TNV EQapUoyn TG Bepaneiog yopig peimon g
OTOTEAEGLATIKOTITAG TOV TPOLOVTOG,

Na unv epapudletar to Tpoiov e (Mo Tov 0moiov 10 Tpiymua givar Ppeyuévo. Qotdco, N
OTOTEAECUATIKOTNTO TOL TPOIOVTOC dEV PELDVETOL €AV dtafpayel 1 comovviotel To (MO apov
mapéLBovv TovAdylotov 2 mpeg amd T Bepaneia.

Koatd v Bepaneio TS @TOINKTIKNAG YdPaAG TO TPoldv dev pénet va epopudletorl Katevbeiov otov
O0KOVGTIKO TTOPO.

Eivar onuavtikd 1o mpotdv va xopryeitol cOL@®va PE TIG 00Myieg XpNong Yia v, ehaylotonotndel n
TOGOTNTA TOV POPLLAKOL IOV TO (MO umopel va yAehyet.

Ewwkn wpo@OAaéEn yia T yopnynon oto (oo
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To mpoidv avtd e@apuoleTaL LOVO GTNV ETPAVELD TOL dEPUATOC. AEV TTPETEL VO, YopTYEiTaL
TOPEVTIEPIKA 1] ATTO TO GTOUAL.

Kotd ™ Oepaneio TG @TOMKTIKNAG YMPOG TO TPOLOV Oev TPEMEL VoL epapuoleTal katevbeiov otov
AKOVOTIKO TOPO.

Ta {do oto onoia £yel yivel Oepameio,vo QLAGGGOVTOL LOKPLA ATTO EGTIEC PMTIAG 1) AAAEG TNYESG
avaeletng yia Ttovrhdyiotov 30 Aemtd, 1 LEXPL VO GTEYVAGEL TO TPIY®LLAL TOVC.

Idwitepec TpouAaelc Tov mpénet va AapuBdvoviol amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOTOV o€ (Do

Amolyete v ena@n| pe to {do péxpt 1 empdvela wov tomobetnOnke to pdpuako vo oteyvaocet. Ta
018 VoL Unv £pyovTol o€ emapn pe To {ma oTo omoia £xel yivel Oepameia, yio TovAdyiotov 30 Aemtd
UETE TNV €QOpLOYT TNG Bepameiag 1 LEXPL VO GTEYVAOGEL TO TPIYOUE TOVG.

To mpoidv etvan epebioTikd yia to déppa kot To pdtio. Mnv kamvilete unv tpmTE Kot pnv mivete KoTd
TO YEPIGUO TOV TPOIHVTOG,.

[TAvete ta yépro petd amd kabe xpnomn He vepod Kol camovvi Kol EEMADVETE AUECOS TUYOV
VTOAEIUUATO PAPUAKOV T 0TTol0 £XOVV £pOEL og TN UE TO dEPUA. XE TEPIMTMOON TV ETAPNG
TOV QAPUAKOL UE TO LATLO, EEMADVETE TO AUECHS LLE VEPO KOl GLUPOVAEVTEITE YIATPO EMDEIKVOOVTOG
TO KOUTI 1] TO PUAAO OdNYIDV XPICEMG.

Amo@iyete v ema@n pe to LMo uExpt 1 mpavela wov tomodethOnke To PapuaKo Vo oteyvmoet. Tnv
nuépa g Bepomeiog Ta ToudLd va, unv Epyovtal o€ exapn Ue to (o oto onoia Eyel yivel Oepameia, Kot
VoL UV EMTPENETAL VO KOUNOOUV [LE TOVG IOIOKTITES TOVG , WO1OUTEPA [IE TOL TTOLOAL.

Ebdplexto — va datnpeitor pokpud and mnyég Beppotnrag, onibec, eAoyeg 1 dAAeg TNyEG avapAeEng.
XPNGILOTONUEVE TTPOTOVTA TPETEL VO, ATOPPITTOVTIOL AUECH LOKPLY 0O TO TTOLOLA.

Atopa pe evaictnoia Tov déppatoc N pe aAdepyio og Tpoidvia T€To0V gidovg, Ba Tpémel va
yewpilovtal To mTPOidv LE TPOGOYN.

Eyrxvpocovn.
Mmropei va ypnoiponomfel o€ £ykveg yateg kol GKOAOVG.

Colovyia
Mmnopei va ypnoiponomBel o OnAvkd {da (YdTeg Kot oKOAOVS) Katd TV Yalovyio.

Tovwomro:
Mmnopei va ypnoiporomfel o OnAvkd {da (YATEG Kot GKOAOVC) KOTA TNV KOT|oN).

AMnAemdpdoelg pue GAAD QOPUOKEVTIKAE TPOTOVTA Kot GAAEG LOPQEG OAANAETIOPAOTG:

Agv glval yvootr| Kopio.

Yrepdoooroyia (GUURTOUATO, LETPO OVILLETAOTIONG, OVTIOOTA):

Agv mopatnpnOnkov avembountec evépyeieg uetd tn yopnynon 10 gopéc ¢ cvvietduevng 66ongs. To
TPOLOV yopnyNONnKe o€ 0OGELG TPITAAGIEG TNG CUVIGTOUEVNG GE GKUAOVS Kot YATEG TTOL TOPAGITOVVTIOV
amo S1poPIrAapLeg, xwpig va mapatnpnbovv avemBounteg evépyeieg. To mpoldv yopnynOnke emiong oe
d00¢1g 3-TAAGIEC TNG CLUVIGTOUEVNG G apoevikd katl OnAvkd (dao avoamapaymyng (6KOAOLS Kot YOTEC)
cvumepthappavouévemv InAvkov (dmv katd TNV KONen Kot TV Yahovyio, Kabmg Kot og d0ceLg 5-
mAdoieg g ocvviotopevng o€ Collies gvaicOnta oty Pepuektivn, ywpig va mapotnpnbdovv
avemBOUNTEG EVEPYELEC.

Aovupatotnec:
Agv 1oyVeL.

Al\ec TPOPUAGEELC
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Ta Coa mov ELaPav ) Bepameia va unv Epyoviol o€ emagn e vepd Yol TOLANYIGTOV dV0 MdPEC LETA
TNV EQUPUOTYT.

13. EIAIKEXZ TIPO®YAAEZEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta edppoxo dev TPENEL vaL OMOPPITTOVTOL HECH TMOV AVUATOV 1) TV OIKIHK®OV 0ToPANTOV.

H cehapextivn pmopel va £xel SUGUEVEIG EMOPACELS GTA, WAPLH T} OPIGLEVOVS VOPOBLOVE OPYUVIGIOVG
pe ta omoia owtd Tpépovtal. Ot AOE10l TEPLEKTEG KOl TLYOV OYPTCILOTOINTO TPOldV Ba Tpémet va
amoppintovtor pali pe to owiaKd amoppipata yio va aropevydei Tuxdv péAvvon tov LIATIVEOV
pELUATOV.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Agntopepeic TANpoeopieg yio Tov TopdV KTNVIOTPKd QopUAKeLTIKO TPoidv datiBevTol 6Tov SIKTLAKO
om0 Tov Evponaikod Opyaviouod @apudkov ot dievbuvon hitp://www.ema.europa.eu/.

15. AAAEX [TAHPO®OPIEX

To mpoidv datifeTon oe GuoKEVAGIES e TPEIS TIMETES (OAES TIG TEPIEKTIKOTNTEG), £61 TUTETES (OAEG TIC
TEPIEKTIKOTNTEG EKTOC amd 15 Mg celapextivig) 1 dekamévre mmetideg (LOVO Yo TNV TEPLEKTIKOTNTA
tov 15 mg).

3, 6 ka1 15 mimétec og Egywplotd pakeldKio pakélov péca oe £va emTtepikd Kovti. Mmopei va unv
KUKAOPOPOVV OAEG 01 GLOKELAGIES.

INo omoladnmote TANPOPOPio. GYETIKG, LLE TO TOPOV KTNVIATPIKO PAPUOKEVLTIKO TPOiOV, TapuKUAEicOE
va omevfuvheite 6TOV TOTIKO AVTITPOGMTO TOV KATOYOL TNG AOES KLKAOPOPING.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Peny06iuka boarapus
"ASKLEP - PHARMA" Ltd.,
zh.k. Lyulin - 7, bl. 711A, shop 3,
Sofia,

Republic of Bulgaria

Ceska republika
Orion Pharma s.r.o.
Budg&jovicka Alej
Antala StaSka 2027/77,
Praha 4 — Kr¢,

140 00, CR

Tel: +420 234 703 305

Danmark
Orion Pharma Animal Health,

@restads Boulevard 73,

2300 Kgbenhavn S
TIf: 86 14 00 00

Deutschland

alfavet Tierarzneimittel GmbH
Leinestr. 32, 24539 Neumuinster
Germany

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

EAMGdo

Neocell E.IT.E.

100 yAp. EBvikng Odo0 AOnvav- Aopiog
14451 Metapudopemon, Adnva,

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

Tel/Tel: +353 91 841788

Magyarorszag
Orion Pharma Kft.
Pap Karoly u. 4-6.,
1139 Budapest,
Hungary

Tel: +36 1 886 3015

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Norge

Orion Pharma AS Animal Health
Postboks 4366 Nydalen

N-0402 Oslo

TIf: +47 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



France

Laboratoires Omega Pharma France,
20 rue André Gide - BP 80

92321 Chatillon Cedex,

France

+33 (0)1 5548 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.
0Ozzano 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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Romaénia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenské republika
Orion Pharma s.r.o.,
Budéjovicka Alej,
Antala Staska 2027/77,
Praha 4 — Krg,

140 00, CR

Tel: +420 234 703 305

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Puh/Tel: + 353 91 841788

Sverige

Orion Pharma AB, Animal Health
Golfvéagen 2

SE-182 31 Danderyd

Tel: +46 8 623 64 40

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

Co. Galway

IE - Ireland

Tel: + 35391 841788
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